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Assunto: Tratado de Adesdo:
Apéndice ao Anexo V
Pais candidato: Croacia

1.  Texts insquare brackets [ ] are for information. These could include:
- the reference text in English of the adaptation inserted in the relevant candidate country
language, where necessary,
- data which still needs to be confirmed,

- reminders for a later date.

2.  The draft provisions included in this text are those that are required in relation to the specific
acquis screened and negotiated under this chapter, within the framework of the list of chapter

headings defined by the EU at the beginning of the negotiations with Croatia.
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Apéndice ao AnexoV

Lista(*) fornecida pela Crodcia, numa tnica lingua, de medicamentos em rehg¢doaos quais asautorizagdes de comercializagio emitidas ao abrigo da legislagdo croata antes da data da adesio permanecerdo vélidasaté serem renovadasem conformidade com oacervo ou até 30 de Junho de 2017,

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

consoante o que ocorrer em primeiro lugar.

NAME OF THE MEDICINAL
PRODUCT

1M potassium-chloride (7.45%)
concentrate 50 mL

1M sodium hydrogencarbonate
(8.4%) solution for intravenous
infusion, 100 mL

AT.10solution

Abaktal 400 mg film coated
tablets

Abaktal 400 mg/5 mL sol ution for

injection

Accupro 10 mg tablets

Accupro 20 mg tablets

Accupro 5 mg tablets

Aclasta 5 mg solution for infusion

Act HIB, vaccine against
Haemophilus influenzae type B

Actilyse | yophilisate for injection
50 mg

Activelle

Actonel 30 mg tablets

Actonel 35 mg tablets

HARMACEUTICAL FORM

concentrate for intravenous
after reconstitution

solution for intravenous
infusion

oral solution

film coated tablets

solution for injection

film coated tablets

film coated tablets

film coated tablets

solution for i nfusion

lyophilisate and diluent for
prepar ation of injection
solution

lyophilisate and diluent for
prepar ation of solution for
injection

film coated tablets

film coated tablets

film coated tablets

NATURE AND CONTENTS OF . : Generic :
MANUFACTURER CONTAINER Domestic | Imported | Proprietary UDMP nCADREAC | CP | MRP | OTC | Herbal | Immunological | Blood | Orphan
: " 50 mL of solutionin a glass injection
Hrvats ki zavod za transfuzijsku ]
medicinu, Petrova 3, Zagreb, bottl e with "%‘Ch' orobutyj stopper YES YES
Republic of Croati protected with an aluminiumcap (40
epublic of Croatia bottl es per box)
. . 100 mL of solutionin a glass infusion
Hr\ga.ts.kl Zi,w:d 2a tga;sfuzusku bottl e with rubber stopper protected by VES VES
medicinu, Felrova 3, Zagreb, Al cap, 20 bottles with plastic holders
Republic of Croatia .
ina box
15 mL of solutionin anamber glass
gﬂszrcg;ﬁz‘a’di"’ggumrfg Strae | | ile with plastic dropper attachment, YES YES
’ ! Y supplied in a box
Lekfarmacewska druzba d.d., . . .
Verovs kova 57, Ljubljana, i1r?5§1b)<()1(0) tablets in ablister, supplied YES YES
Republic of Slovenia
Lekfarmacewska druzba d.d., .
Verowskova 57, Ljubljana, 10 ampoules gach containing 5 ml. of YES YES
Republic of Slovenia solution, supplied in a box
Godecke GmbH, dio Pfizer 30 (3x10) tablets in a blister, supplied YES YES
grupe, Karlsruhe, Ger many ina box
Godecke GmbH, dio Pfizer 31(3x10) tablets in a blister, supplied YES YES
grupe, Karlsruhe, Ger many ina box
Godecke GmbH, dio Pfizer 32 (3x10) tablets in a blister, supplied YES YES
grupe, Karlsruhe, Germany ina box
Novartis Pharma Stein AG, 100 mL solutionin a plastic bottle with
Schaffhauserstr asse, Stein, rubber stopper, aluminumring and YES YES YES
Switzerland plastic protective cap, 1 bottle in abox
Bottle with 1 dose of | yophilised
Sanofi Pasteur S.A., 2avenue vaccine and 1 glass syringe with YES YES
Pont Pasteur, Lyon, France solvent for preparation for injection
(0.5 mL), suppliedina box
Boehringer Ingelheim Pharma 50 mg of  yophilisate in a bottle, 50 mL
GmbH & Co. KG, Birkendorfer of sol vent (water for injection) in a YES YES
Strasse 65, Biberach an der Riss, | bottle and atransfer needle, supplied
Germany ina box
: < 28 tablets in a plastic calendar dial
gﬁvgg%rQSst' g"t‘)"’ Allg, , | pack(dispenser vith marked days of YES YES
" agsvaerd, Denmar the week), supplied in a box
Procter & Gamble . . .
Phar maceuticals Germany i2r?e§2b><()1:) tablets in a blister, supplied YES YES
GmbH, Weiterstadt, Ger many
Procter & Gamble ) . -
Phar maceticals Germany 4 (1x4) tablets in a blister, supplied in YES YES

GmbH, Weiterstadt, Ger many

abox
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Apéndice ao AnexoV

Lista(*) fornecida pela Crodcia, numa tnica lingua, de medicamentos em rehg¢doaos quais asautorizagdes de comercializagio emitidas ao abrigo da legislagdo croata antes da data da adesio permanecerdo vélidasaté serem renovadasem conformidade com oacervo ou até 30 de Junho de 2017,
consoante o que ocorrer em primeiro lugar.

Actonel 5 mg tablets

Actrapid HM 100

Actrapid Penfill

Adartrel 0.25 mg tablets

Adartrel 0.5 mg tablets

Adartrel 2 mg tabl ets

Adriblastina PF S 10 mg injection
(2mg/mL)

Adriblastina PF S 50 mg injection
(2mg/mL)

Advantan cream

Advantan oi ntment

Aerius syrup of 0.5 mg/mL

Aerius 5 mg film coated tablets

Afloderm cream

Afloderm cream

Afloderm ointment

Afluria sus pension for injectionin
pre-filled syringe, influenza
vacci ne (fragmented inactivated)

Aggrastat concentrate of solution
for infusion

Aggrenox 200/25 mg modified
release capsules

film coated tablets

solution for injection (for s.c.,

i.m. and i.v. use)

solution for s ubc utaneous
injection

film coated tablets

film coated tablets

film coated tablets

solution for i njection

solution for injection

cream

ointment

syrup

film coated tablets

cream

cream

ointment

suspension for injections

concentrate of sol ution for
infusion

modified releas e capsul es,
hard

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Procter & Gamble
Phar maceuticals Germany
GmbH, Weiterstadt, Ger many

Novo Nordisk A/S, Nowo Allé,
DK-2880 Bagsvaerd, Denmark

Novo Nordisk A/S, Now Alle,
Bagsvaerd, DenmarkN oo
Nordisk Production SAS, 45,
Avenue d' Orleans, Chartres,
France

SmithKline Beecham

Phar maceuticals, Crawm ey, West
Sussex, Great Britain
SmithKline Beecham

Phar maceuticals, Crawm ey, West
Sussex, Great Britain
SmithKline Beecham

Phar maceuticals, Cram ey, West
Sussex, Great Britain

Pfizer ltalia S.r.l., Milano, Italy

Pfizer Italia S.r.l., Milano, Italy

Intendis Manufacturing S.p.A.,
Segrate, Milano, Italy

Intendis Manufacturing S.p.A.,
Segrate, Milano, Italy

Schering-Plough Labo N.V.
Industrepark 30, Heist-op-den-
Berg, Belgium

Schering-Plough Labo N.V.
Industrepark 30, Heist-op-den-
Berg, Belgium

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

CSL Limited, 45 Poplar Road,
Parkville, Melbourne, Victoria
3052, Australija

Merck Sharp & Dohme B.V.,
Waar derweg 39, Postbus 581,
Haarlem, The Nederlands

Boehringer Ingelheim Pharma
GmbH&C 0.KG, Biberachander
Riss, Germany

28 (2x14) tablets in a blister, supplied
ina box

10 mL of solutionin aglass bottle,
supplied in a box

5 glass cartridges with 3 mL of solution
ina blister, supplied in a box

12 (1x12) tablets in PVC/PCTFE/Al
blister, suppliedin abox

28 (2x14) tablets in a PVC/PCTFE/AI
blister, suppliedin abox

28 (2x14) tablets in a PVC/PCTFE/AI
blister, suppliedin abox

5 mL of solution for injectionin a glass
bottl e, supplied in a box

25 mL of solution for injectionina
glass bottle, suppliedin a box

159 of creamin analuminum tube,
supplied in a box

159 of creamin analuminum tube,
supplied in a box

60 mL of syrupin anamber glass
bottle and a measuring spoon,
supplied in a box

10 (1x10) tablets in a blister, supplied
ina box

20 grams of creamin an aluminum
tube with a plastic cap, suppliedin a
box

40 g of creamin an aluminium tube
with a plastic stopper, suppliedin a
box

20 grams of cintmentinan aluminum
tube with a plastic cap, suppliedin a
box

Box with 1 pre-filled syringe (glass,
type I) with a needle, with 1 dose of
vaccine (0.5 mL of sus pension)

50 mL of solution concentratein a
glass bottle, suppliedin a box

60 capsules in a white plastic (PP)
container with a plastic (PE) temper-
evident stopper with a desiccant,
supplied in a box

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES YES YES

YES YES YES

YES YES YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES YES

YES
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Apéndice ao AnexoV

Lista(*) fornecida pela Crodcia, numa tnica lingua, de medicamentos em rehg¢doaos quais asautorizagdes de comercializagio emitidas ao abrigo da legislagdo croata antes da data da adesio permanecerdo vélidasaté serem renovadasem conformidade com oacervo ou até 30 de Junho de 2017,

Aglurab 1000

Aglurab 850

Agrippal vaccine against
influenza (surface antigen,
inacti vated)

Agrippal suspension for
injections in pre-filled syringe,
influenza vaccine (surface
antigens), i nacti vated

Akineton injection

Akineton tabl ets

Aknet

Aktivin H capsule

Aktivin H capsules

Alamcin 250 mg/5 mL powder for
oral suspension

Albothyl solution

Albothyl pessaries

Human albumin 20% soluti on for
intravenous use

Human albumin 20% solution
fori.v.use

Human albumin 20% solution
for intravenous use (Al bumini
humani s oluti o), 200g/I

Human albumin 20% solution for

intravenous use (Albumini
humani s oluti o), 200g/l blood

Albumin (human) 5% sol ution for
intravenous use

film coated tablets

film coated tablets

suspension for
intramuscular or
subcutaneous administration

suspension for injections in
apre-filled syringe

solution for i njection

tablets

dermal solution

capsules

capsules

powder for preparation of
oral suspension

solution

pessaries

solution for intravenous use

solution for intravenous use

solution for i nfusion

solution for i nfusion

solution for intravenous use

consoante o que ocorrer em primeiro lugar.

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Weifa AS, Oslo, Norway

Weifa AS, Oslo, Norway

Chiron Sir.l, Siena, ltaly

Novartis Vaccines & Diagnostics
Sr.l, Siena, ltaly

Ebewe Pharma Ges. m.b.H. Nfg.

KG, Mondseestrasse 11,
Unterach, Austria

Laboratorio Farmaceutico S.I.T.
Srl, Via Cavour 70, M ede (PV),
Italy

Jadran - Galenski laboratorij d.d.,

Pulac bb, Rijeka, R epublic of
Croatia

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Alkaloid AD - Skopje, Skopje,
FYROM in cooperation with
BILIM PHARMACEUTICALS
A.S., Maslaklstanbul, Turkey

Altana Pharma AG, Byk-Gulden
Strasse 2, Konstanz, Germany

Altana Pharma AG, Byk-Gulden
Strasse 2, Konstanz, Germany

Imunolo$ki zawod d.d.,
Rockefellerova 2, Zagreb,
Republic of Croatia

ImunoloSki zavod d.d.,
Rockefellerova 2, Zagreb,
Republic of Croatia

ImunoloSki zavod d.d.,
Rockefellerova 2, Zagreb,
Republic of Croatia

ImunoloSki zavod d.d.,
Rockefellerova 2, Zagreb,
Republic of Croatia
Imunolo$ki zavod d.d.,

Rockefellerova 2, Zagreb,
Republic of Croatia

60 tablets in a plastic (HDPE) bottle
with a plastic stopper (thereis abag
ina bottle or acapsulein astopper
containing silicagel to attenuate the
tablet odor)

36 tablets in a plastic (HDPE) bottle
with a desiccant

Pre-filled syringe with aneedle
(containing a single 0.5-mL vaccine
dose in the form of suspension)
Apre-filled syringe (glass type |)
containing 0.5 mL of suspension,
equipped with a needle (23G, 1"; or
25G, 1"; or 25G, 5/8";) and a rubber
plunger stopper, suppliedin a box

5ampoules with 1 mL of sol ution for
injection, supplied in a carton box

50 tablets (5x10) in a PVC/AI blister,
supplied in a box

30 mL of solutionin anamber glass
bottl e with a dropper and a pl astic
stopper, suppliedin a box

30 (2x15) capsules in a PVC/PVDC/AI
blister, suppliedin abox

60 capsules in a pol ypropylene bag,
supplied in a box

Amber glass bottle with powder for
prepar ation of 100 mL of suspension
with a pol yethylene stopper and a
plastic spoon, supplied in a box

25 mL of solutionin anamber glass
bottl e with black plastic cap, supplied
ina box

6 pessaries in a white non-transparent
plastic foil (PVC/PE), supplied ina box

Glass bottle with 50 mL of solution,
suppliedin a box

Glass bottle with 100 mL of solution,
suppliedin a box

Glass bottle with 50 mL of solution,
suppliedin a box

Glass bottle with 100 mL of solution,
supplied in a box

One glass vial with 250 mL of solution,
supplied in a box

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES
YES
YES
YES
YES
YES
YES
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Apéndice ao AnexoV
Lista(*) fornecida pela Crodcia, numa tnica lingua, de medicamentos em rehg¢doaos quais asautorizagdes de comercializagio emitidas ao abrigo da legislagdo croata antes da data da adesio permanecerdo vélidasaté serem renovadasem conformidade com oacervo ou até 30 de Junho de 2017,
consoante o que ocorrer em primeiro lugar.

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

20 (2x10) capsules in PVC/Al blister,

Aldactone 100 mg capsules capsul es Roche Farma S.A., Madrid, Spain suppliedin a box YES YES
Aldactone 25 mg coated tablets | coated tabl ets Roche Farma S.A, Madrid, Spain | 20 (5x10) coated tablets in a PVC/A YES YES
blister, suppliedin abox
Aldactone 50 mg coated tablets | coated tabl ets Roche Farma S.A., Madrid, Spain f)ﬁs(é’r‘g ;;f;g‘:n‘?'be;sx'” PVC/A YES YES
Alkaloid AD - Skopje, Bulevar . .
Aldizem 60 mg tablets Aleksandar Makedonsk 12, 34 (3x10) tablets in a PVC/A blister, YES YES
Skopje, FYROM supplied in a box
Alkaloid AD - Skopje, Bulevar : :
Aldizem 90 mg tablets Aleksandar Makedonski 12, 35(3x10) tablets in a PVC/AI blister, YES YES
Skopie, FYROM suppliedin a box
Aldurazyme 100 U/mL concentrate for solution for Genzyme Ltd, 37 Hollands One glass vial with 5 mL of sol ution
concentrate for solution for infusion Road, Haverhill, Suffolk CB9 concgntrate suppliedina bo YES YES YES YES YES
infusion 8PU, Great Britain » Suppliedina box
Belupo, lijekovi i kozmetikad.d., .
Aledox 70 mg tablets tablets Ulica Danica 5, Kopriwnica, 4 (1) tablets in a PA/AI/PVC/ A YES YES
Republic of Croatia blister, suppliedin abox
Pliva Croatia Ltd., Ulicagrada : :
’ N 4 (1x4) tablets in a blister
Alendor 70 tablets \éL:(;lg‘\i/:ra 49, Zagreb, Republic of (PVC/PE/PVDC//AI), supplied in abox YES YES
Pliva Croatia Ltd., Ulicagrada . . Lo
Alendor tablets 5 mg tablets Vukovara 49, Zagreb, Republic of 21(51;7) tablets ina blister, suppliedin YES YES
Croatia
Pliva Croatia Ltd., Ulicagrada : : o i
Alendor tablets 10 mg tablets Vukovara 49, Zagreb, Republic of 28 (4x7) tablets ina blister, supplied in YES YES
Croatia abox
. Pliva Croatia Ltd., Ulicagrada . .
- film coated tablets with ! X 33(3x10) tablets in a PVC/Al blister,
Alfuzosin Pliva tablets 10 mg prolonged-releas e \(/:L;(;Igt\i/:ra 49, Zagreb, Republic of suppliedin a box YES YES
Pliva Croatia Ltd., Ulicagrada . .
Alfuzosin Pliva tablets 5mg prolonged-release film- Vukovara 49, Zagreb, Republic of | 23 (2x10) tablets in ablister (PVC/AI), | vgg YES
coated tabl ets Croatia suppliedin a box
Alimta 500 mg powder for powder for concentrate for LillyFrance S.A.S., Rue du Lo
infusion solution concentrate infusion solution Colonel Lilly, Fegersheim, France Glass bottle, suppliedin abox YES YES YES
. . Alkaloid AD - Skopje, Bulevar 50 (5x10) ampoul es each with 5 mL of
ﬂ.’;%g:qz's g/5 mL solution for solution for i njection Aleksandar Makedonski 12, solution in a protecti ve contai ner, YES YES
) Skopje, FYROM suppliedin a box
Alkaloid AD - Skopje, Bulevar : .
Alkagin 500 mg tablets tablets Aleksandar Makedonski 12, 10(1x10) tablets in aPVC/Al blister, YES YES
Skopje, FYROM suppliedin a box
Alkaloid AD - Skopje, Skopje,
. FYROM in cooperation with 16 capsules in a A/PVC blister,
Almecin 500 mg capsules capsules BILIM PHARMACEUTICALS suppliedin a box YES YES
A.S., Maslaklstanbul, Turkey
60 mL of solutionin a white plastic
Belupo, lijekovi i kozmetikad.d., bottl e with a pl astic stopper, a
Alomax2% dermal solution dermal solution Ulica Danica 5, Kopriwica, metering plastic pump and aspray YES YES YES
Republic of Croatia attachment, in a protective bag,
supplied in a box
Belupo, lijekovi i kozmetikad.d 60 mL of solutionin a white plastic
Alomax5% dermal solution dermal solution Ulica Danica 5, Kopriwnica, bottle with a pl astic stopper, a YES YES YES

Republic of Croatia

metering plastic pump and aspray
attachment, in a protective bag,
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Apéndice ao AnexoV

Lista(*) fornecida pela Crodcia, numa tnica lingua, de medicamentos em rehg¢doaos quais asautorizagdes de comercializagio emitidas ao abrigo da legislagdo croata antes da data da adesio permanecerdo vélidasaté serem renovadasem conformidade com oacervo ou até 30 de Junho de 2017,

Alomide 1 mg/mL eye drops

Alopurinol 100 mg tablets

Alox, solution for injection

Alphagan eye drops

Alvesco 160 Inhal er

Alvesco 40 Inhaler

Alvesco 80 Inhaler

Amaryl 1.0

Amaryl 2.0

Amaryl 3.0

Amicor 10

Amicor 20

Amicor 5

Amicor H 10

Amicor H 10

Amicor H 20

Aminfl uorid dental gel

eye drops

tablets

solution for i njection

eye drops

pressurized inhalant,

solution

pressurized inhalant,
solution

pressurized inhalant,
solution

tablets

tablets

tablets

tablets

tablets

tablets

tablets

tablets

tablets

dental gel

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Alcon-Couwreur s.a., Rijksweg
14, Puurs, Belgium

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Helsinn Birex Pharmaceuticals
Ltd., Damastown, Mulhuddart,
Dublin 15, Republic of Ireland
Allergan Pharmaceuticals
Republic of Ireland, Castiebar
Road, Westport, Co Mayo,
Republic of Ireland

Altana Pharma AG, Byk-Gulden
Strasse 2, Konstanz, Germany

Altana Pharma AG, Byk-Gulden
Strasse 2, Konstanz, Germany

Altana Pharma AG, Byk-Gulden
Strasse 2, Konstanz, Germany

Aventis Pharma S.p.A., S.S. 17
KM 22, Scoppito, Italy

Aventis Pharma S.p.A., S.S. 17
KM 22, Scoppito, Italy

Aventis Pharma S.p.A., S.S. 17
KM 22, Scoppito, Italy

Jadran - Galenski laboratorij d.d.,
Pulac bb, Rijeka, R epublic of
Croatia

Jadran - Galenski laboratorij d.d.,
Pulac bb, Rijeka, R epublic of
Croatia

Jadran - Galenski laboratorij d.d.,
Pulac bb, Rijeka, R epublic of
Croatia

Jadran - Galenski laboratorij d.d.,
Pulac bb, Rijeka, R epublic of
Croatia

Jadran - Galenski laboratorij d.d.,
Pulac bb, Rijeka, R epublic of
Croatia

Jadran - Galenski laboratorij d.d.,
Pulac bb, Rijeka, R epublic of
Croatia

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

consoante o que ocorrer em primeiro lugar.

suppliedin a box

5mL of solution in a plastic bottle with
adropper, suppliedin acarton box

100 tablets in a plastic bottle, supplied

ina box YES

One glass vial with 5 mL of sol ution,
supplied in a box

5mL of solution in a plastic bottle with
adropper, suppliedin abox

Al container with a metering val ve,
mouthpiece and stopper, 60
inhalations

Al container with a metering val ve,
mouthpiece and stopper, 60
inhalations

Al container with a metering val ve,
mouthpiece and stopper, 60
inhalations

30 (2x15) tablets in a blister, supplied
ina box

30 (2x15) tablets in a blister, supplied
ina box

30 (2x15) tablets in a blister, supplied
ina box

41 (3x10) tablets in a PVC/Al blister,

suppliedin a box YES

42 (3x10) tablets in a PVC/Al blister,
s YES
suppliedin a box

20 (1x20) tablets in a PVC/Al blister, YES

suppliedin a box

20 (1x20) tablets in a PVC/Al blister,
e YES

suppliedin a box

43 (3x10) tablets in a PVC/Al blister,
s YES

suppliedin a box

44 (3x10) tablets in a PVC/Al blister,

supplied in a box YES

Tube with 25 g of gel, suppliedin a YES
box

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES
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Apéndice ao AnexoV

Lista(*) fornecida pela Crodcia, numa tnica lingua, de medicamentos em rehg¢doaos quais asautorizagdes de comercializagio emitidas ao abrigo da legislagdo croata antes da data da adesio permanecerdo vélidasaté serem renovadasem conformidade com oacervo ou até 30 de Junho de 2017,

Aminfl uorid dental solution

Aminomix 2 Novum

Aminomix 2 Novum

Aminophyllinum Lek 100 mg
tablets

Aminophyllinum Lek250 mg/10
mL solution for injection

Aminophylinum Lek350 mg
prolonged-releas e tablets

Aminoplasmal - 10% E

Aminoplasmal - 5% E

Aminoplasmal Hepa - 10%

Aminoven 10%

Aminoven 5%

Aminoven Infant 10%

Aminoven Infant 10%

Amiodaron 200 mg tablets

AmLodi pin Cipla 10 mg

AmLodi pin Cipla 5 mg

dental sol ution

solution for infusion (for
parenteral nutrition)

solution for i nfusion (for
parenteral nutrition)

tablets

solution for i njection

prolonged-releas e tablets

solution for i nfusion

solution for i nfusion

solution for i nfusion

solution for i nfusion

solution for i nfusion

solution for infusion

solution for infusion

tablets

tablets

tablets

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Fresenius Kabi Deutschland
GmbH, Bad Homburg, Germany

Fresenius Kabi Deutschland
GmbH, Bad Homburg, Germany

Lekfarmacewska druzba d.d.,
Verowskova 57, Ljubljana,
Republic of Slovenia
Lekfarmacewska druzba d.d.,
Verowkova 57, Ljubljana,
Republic of Slovenia

Lekfarmacewska druzba d.d.,
Verowskova 57, Ljubljana,
Republic of Slovenia

B. Braun Melsungen AG, Carl-
Braun-Strale 1, Melsungen,
Germany

B. Braun Melsungen AG, Carl-
Braun-Strale 1, Melsungen,
Germany

B. Braun Melsungen AG, Carl-
Braun-Strale 1, Melsungen,
Germany

Fresenius Kabi Austria GmbH,
Graz, Austria

Fresenius Kabi Austria GmbH,
Graz, Austria

Fresenius Kabi Austria GmbH,
Graz, Austria

Fresenius Kabi Austria GmbH,
Graz, Austria

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Cipla Ltd., Verna Industrial
Estate, Verna Goa, India

Cipla Ltd., Verna Industrial
Estate, Verna Goa, India

consoante o que ocorrer em primeiro lugar.

50 mL of solutionin a pol yethylene
bag with a dropper and a screwcap,
supplied in a box

One plastic bag with two
compartments (for solutions A and B),
peel seam and two attachments
connected to the compartments (with
solutions for drug delivery and
infusion) in an external protective bag
inserted with bag with agent

One plastic bag with two
compartments (for solutions A and B),
peel seam and two attachments
connected to the compartments (with
solutions for drug delivery and
infusion) in an external protective bag
inserted with bag with agent

50 (5x10) tablets in a blister (PVC/AI),
suppliedin acarton box

50 (5x10) ampoul es with 10 mL of
solution for i njection, supplied in a box

20 (2x10) tablets in a blister (PVC/AI),
suppliedin acarton box

500 mL of solution for infusionin a
glass bottle, 10 bottles in abox

500 mL of solution for infusionin a
glass bottle, 10 bottles in abox

500 mL of solution for infusionin a
glass bottle, 10 bottles in abox

One glass bottle for infusion with 500
mL of solution

One glass bottle for infusion with 500
mL of solution

10 glass infusion bottles with 100 mL
of sol ution, supplied in a carton box

10 glass infusion bottles with 250 mL
of sol ution, supplied in a carton box

Box with 30 (2x15) tablets in a blister

30 (3x10) tablets in a brown PVC/Al
blister, suppliedin abox

30 (3x10) tablets in a brown PVC/Al
blister, suppliedin abox

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES
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Apéndice ao AnexoV

Lista(*) fornecida pela Crodcia, numa tnica lingua, de medicamentos em rehg¢doaos quais asautorizagdes de comercializagio emitidas ao abrigo da legislagdo croata antes da data da adesio permanecerdo vélidasaté serem renovadasem conformidade com oacervo ou até 30 de Junho de 2017,

AmLopin 10 mg tabl ets

AmLopin5 mg tablets

AmLopin5 mg tablets

Amoksicilin 375 mg capsules

Amoksicilin 500 mg capsules

Amoksicilin powder for oral
suspension 250 mg/5 mL

Amonex 10 mg tablets

Amonex 5 mg tablets

Amoxil caps ules 500 mg

Amoxl syrup

Amphocil 100 mg

Amphocil 50 mg

Amphotericin B, powder for
prepar ation of injections

Ampril HD tablets 5 mg/25 mg

Ampril HL tablets 2.5 mg/12.5
mg

Ampril 1.25 mg tablets

Ampril 10 mg tabl ets

Ampril 2.5 mg tablets

Ampril 5mg tablets

tablets

tablets

tablets

capsul es

capsul es

powder for oral sus pension

tablets

tablets

capsules

powder for prepar ation of
oral suspension

powder for prepar ation of
solution for i nfusion

powder for prepar ation of
solution for i nfusion

powder for prepar ation of

injections

tablets

tablets

tablets

tablets

tablets

tablets

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Lekfarmacevs ka druzba d.d.,
Verowskova 57, Ljubljana,
Republic of Slovenia
Lekfarmacevska druzba d.d.,
Verowskova 57, Ljubljana,
Republic of Slovenia

Lekfarmacevska druzba d.d.,
Verowskova 57, Ljubljana,
Republic of Slovenia

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Belupo, lijekovi i kozmetika d.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Torrex C hiesi Pharma GmbH,
Gonzagagasse 16/16, Vienna,
Austria

Torrex C hiesi Pharma GmbH,
Gonzagagasse 16/16, Vienna,
Austria

Jadran - Galenski laboratorij d.d.,
Pulac bb, Rijeka, Republic of
Croatia

Krka d.d., Smarje$ka cesta 6,
Novo mesto, Republic of
Slovenia

Krka d.d., Smarje$ka cesta 6,
Novo mesto, Republic of
Slovenia

Krka d.d., Smarjeska cesta 6,
Novo mesto, Republic of
Slovenia

Krka d.d., Smarjeska cesta6,
Novo mesto, Republic of
Slovenia

Krka d.d., Smarjeska cesta 6,
Novo mesto, Republic of
Slovenia

Krka d.d., Smarjeska cesta6,
Novo mesto, Republic of
Slovenia

consoante o que ocorrer em primeiro lugar.

20 (2x10) tablets in a blister, supplied
ina box

30 (3x10) tablets in a blister, supplied
ina box

20 (2x10) tablets in a blister, supplied
ina box

12 capsules in a bottl e, supplied in a
box

16 capsules in a blister, suppliedin a
box

Bottle with powder for preparation of
100 mL of sus pension, suppliedin a
box

30 (1x30) tablets in a blister, supplied
ina box

30 (1x30) tablets in a blister, supplied
ina box

16 (2x8) tablets in a blister, suppliedin
abox

Amber glass bottle with powder,
supplied in a box

Turbid glass bottle (with 100 mg of dry
matter) with a cap and Al ring, supplied
ina box

Turbid glass bottle (with 50 mg of dry
matter) with a cap and Al ring, supplied
ina box

One glass vial with powder for injection
prepar ation, supplied in a box

31(3x10) tablets in a OPA/AI/PVC//IAI
blister, suppliedin abox

32 (3x10) tablets in a OPA/AI/PVC//Al
blister, suppliedin abox

33 (3x10) tablets in a OPA/AI/PVC//Al
blister, suppliedin abox

34 (3x10) tablets in a OPA/AI/PVC//Al
blister, suppliedin abox

35 (3x10) tablets in a O PA/AI/PVC//Al
blister, suppliedin abox

36 (3x10) tablets in a O PA/AI/PVC//Al
blister, suppliedin abox

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES
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Apéndice ao AnexoV

Lista(*) fornecida pela Crodcia, numa tnica lingua, de medicamentos em rehg¢doaos quais asautorizagdes de comercializagio emitidas ao abrigo da legislagdo croata antes da data da adesio permanecerdo vélidasaté serem renovadasem conformidade com oacervo ou até 30 de Junho de 2017,

Amyzol 10 mg film coated tablets

Amyzol 25 mg film coated tablets

ANAFRANIL coated tablets

Analgin injections

Analgin tablets

Andol

Andol 100

Andol C

Androcur-10 tabl ets

Androcur-50 tabl ets

Androgel 50 mg, gel in bags

Anexate

Angal lozenges

Angal S oral spray

Angeliq filmtablets

Ansilan 10 mg capsul es

Ansilan mite 5 mg capsules

Antithrombin |1l Immuno 1000 IU

film coated tablets

film coated tablets

coated tabl ets

solution for i njection

tablets

tablets

tablets

effer vescent tablets

tablets

tablets

gel

solution for injection or
infusion

lozenges

oromucos al spray

film coated tablets

capsul es

capsul es

lyophilized powder and
diluent for preparation of
solution for injection or
infusion

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Lekfarmacevs ka druzba d.d.,
Verowskova 57, Ljubljana,
Republic of Slovenia
Lekfarmacevska druzba d.d.,
Verowskova 57, Ljubljana,
Republic of Slovenia

Pliva Croatia Ltd., Zagreb,
Republic of Croatia and Novartis
Phar ma Serices Inc., Basel,
Switzerland

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Schering GmbH und Co.
Produktions KG,
Doebereinerstrass e 20, Weimar,
Germany

DelpharmlLille SA.S., Z1.De
Roubaix Est, Rue de Toufflers,
Lys Lez Lannoy, France

Besins International Belgique,
Drogenbos, Belgium

F. Hoffmann-La Roche Ltd.,
Grenzacherstrasse 124, Basel,
Switzerland

Lekfarmacewvska druzba d.d.,
Verowskova 57, Ljubljana,
Republic of Slovenia

Lekfarmacewska druzba d.d.,
Verowskova 57, Ljubljana,
Republic of Slovenia

Schering AG, Muellerstrasse
170-178, Berlin, Germany

Lekfarmacewska druzba d.d.,
Verovskova 57, Ljubljana,
Republic of Slovenia

Lekfarmacewska druzba d.d.,
Verovskova 57, Ljubljana,
Republic of Slovenia

Baxter AG, Industriestrasse 67,
A-1220 Vienna, Austria

consoante o que ocorrer em primeiro lugar.

100 (4X25) tablets in ablister,
supplied in a box

30 (3X10) tablets in a blister, s upplied
ina box

31(3x10) coated tablets in a PVC/AI
blister, suppliedin abox

5 mL of sol ution for injectionin an
amber glass ampoule, 50 ampoules in
abox

10 (1x10) tablets in an orange blister
(PVCI/Al), supplied in abox

23 (2x10 tablets in Al/PVC/PVDC
blister, suppliedin abox

24 (2x10 tablets in Al/PVC/PVDC
blister, suppliedin abox

10tablets in a vial (cap with silicagel
and protective ring)

45 (3x15) tablets in a blister, supplied
ina box

50 (5x10) tablets in a blister (PVC/Al),
suppliedin a box

5g of gel in a bag (PET/AI/PE), 30
bags ina carton box

5 mL of solutionin a glass ampoul e,
10 ampoules in a box

20 (2x10) lozenges in PVC/Al blister,
supplied in a box

30 mL of solutioninanamber glass
bottl e with a screw cap and automatic
sprayer/spraying attachment, s upplied
ina box

aluminum

25 capsules in aglass bottle, supplied
ina box

30 (3x10) capsules in a PVC/Al blister,
supplied in a box

Vial with 1000 IU antithrombin IlI, vial
with diluent, portable needle, filter
needle, vent needle, disposable
needle, infusion kit, disposable

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES
YES

YES

YES
YES

YES
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Apéndice ao AnexoV

Lista(*) fornecida pela Crodcia, numa tnica lingua, de medicamentos em rehg¢doaos quais asautorizagdes de comercializagio emitidas ao abrigo da legislagdo croata antes da data da adesio permanecerdo vélidasaté serem renovadasem conformidade com oacervo ou até 30 de Junho de 2017,

Antithrombin 1l Immuno 500 U

Antitoxin (equine) against
European viper venom

Apidra 100 IU/mL (10 mL glass
wvial)

Apidra 100 IU/mL (3mL glass
cartridge for use with OptiClik
injector)

Apidra 100 IU/mL (3.0 mL glass
cartridge)

Apidra 100 IU/mL Opti Set

(injector with glass cartridge of 3
mL)

Aprovel 150 mg
Aprovel 300 mg
Aprovel 75 mg
Aqua pro injectione
Aqua pro injectione

Aqua pro injectione

Aranesp 10 micrograms of
solution for injectionin a pre-
filled syringe

Aranesp 100 micrograms of
solution for injectionin a pre-
filled syringe

Aranesp 100 micrograms of
solution for injectionin a pre-
filled syringe

Aranesp 15 micrograms of
solution for injectionin a pre-
filled syringe

lyophilized powder or diluent
for preparation of solution
for injection or infusion

solution for parenteral use

solution for i njection (for s.c.
use)

solution for s ubcutaneous
injection

solution for s ubcutaneous
injection

solution for s ubcutaneous
injection

film coated tablets

film coated tablets

film coated tablets

diluent for preparation of
parenteral solutions

solvent for preparation of
parenteral solutions

solvent for preparation of

parenteral solutions

solution for i njection

solution for injection

solution for i njection

solution for injection

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Baxter AG, Industriestrasse 67,
A-1220 Vienna, Austria

Imunolo$ki zavod d.d.,
Rockefellerova 2, Zagreb,
Republic of Croatia

Aventis Pharma Deutschland
GmbH, Brunningstrasse 50,
Frankfurt am Main, Germany

Sanofi - Aventis D eutschland
GmbH, Frankfurtam Main,
Germany

Aventis Pharma Deutschland
GmbH, Brunningstrasse 50,
Frankfurt am Main, Germany

Aventis Pharma Deutschland
GmbH, Brunningstrasse 50,
Frankfurt am Main, Germany
Sanofi Winthrop Industrie, 1 rue
dela Vierge, 33440 Ambares,
France

Sanofi Winthrop Industrie, 1 rue
dela Vierge, 33440 Ambares,
France

Sanofi Winthrop Industrie, 1rue
dela Vierge, 33440 Ambares,
France

Hrvats ki zavod za transfuzijsku
medicinu, Petrova 3, Zagreb,
Republic of Croatia

Hrvats ki zavod za transfuzijsku
medicinu, Petrova 3, Zagreb,
Republic of Croatia

Hrvatski zavod za transfuzijsku
medicinu, Petrova 3, Zagreb,
Republic of Croatia

Amgen Europe B.V., Minervum
7061, Breda, the N etherlands

Amgen Europe B.V., Minervum
7061, Breda, the N etherlands

Amgen Europe B.V., Minervum
7061, Breda, the Netherlands

Amgen Europe B.V., Minervum
7061, Breda, the N etherlands

consoante o que ocorrer em primeiro lugar.

syringe, suppliedina box

Vial with 500 IU antithrombin |11, vial

with diluent, portable needle, filter

needle, vent needle, disposable

needle, infusion kit, disposable

syringe, suppliedina box

Box with 1 bottl e containing 10 mL of

prepar ation (1 dose), with a sterile YES
needle and a disposable syringe

One glass vial with 10 mL of solution,
supplied in a box

5 glass cartridges (for OptiClik) with 3
mL of solution, suppliedina box

5glass cartridges with 3 mL of
solution, suppliedin a box

5 pens (injectors) with aglass
cartridge containing 3 mL of sol ution,
suppliedin a box

28 (2x14) tablets in a blister
(PC/PVDC/AI), suppliedin abox

28 (2x14) tablets in a blister
(PC/PVDC/AI), suppliedin abox

28 (2x14) tablets in a blister
(PC/PVDC/AI), suppliedin abox

500 mL of water for injectionin aglass YES
infusion bottle

1000 mL of Water for Injectionina

glass infusion bottle YES

100 mL of Water for Injectionin a YES
glass infusion bottle

One disposabl e glass syringe with
needle containing 0.4 mL of sol ution,
ina protective container, suppliedina
box

Aplastic syringe with fitted glass
syringe containing 0.5 mL of solutionin
a protecti ve container, suppliedin a
box

One disposabl e glass syringe with
needle containing 0.5 mL of sol ution,
ina protective container, suppliedina
box

One disposabl e glass syringe with
needle containing 0.375 mL of
solution, in a protective container,
supplied in a box

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES
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Apéndice ao AnexoV

Lista(*) fornecida pela Crodcia, numa tnica lingua, de medicamentos em rehg¢doaos quais asautorizagdes de comercializagio emitidas ao abrigo da legislagdo croata antes da data da adesio permanecerdo vélidasaté serem renovadasem conformidade com oacervo ou até 30 de Junho de 2017,

Aranesp 150 mcg sol ution for
injection in a pre-filled syringe

Aranesp 150 micrograms of
solution for injectionin a pre-
filled syringe

Aranesp 20 micrograms of
solution for injectionin a pre-
filled syringe

Aranesp 20 micrograms of
solution for injectionin a pre-
filled syringe

Aranesp 30 micrograms of
solution for injectionin a pre-
filled syringe

Aranesp 300 micrograms of
solution for i njectionin a pre-
filled syringe

Aranes p 300 micrograms of
solution for injectionin a pre-
filled syringe

Aranesp 40 micrograms of
solution for injectionin a pre-
filled syringe

Aranesp 40 micrograms of
solution for injectionin a pre-
filled syringe

Aranesp 50 micrograms of
solution for injectionin a pre-
filled syringe

Aranes p 500 micrograms of
solution for injectionin a pre-
filled syringe

Aranes p 500 micrograms of
solution for injectionin a pre-
filled syringe

Aranesp 60 micrograms of
solution for injectionin a pre-
filled syringe

Aranesp 60 micrograms of
solution for injectionin a pre-
filled syringe

Aranesp 80 micrograms of
solution for injectionin a pre-
filled syringe

solution for injection

solution for injection

solution for injection

solution for i njection

solution for injection

solution for injection

solution for injection

solution for i njection

solution for injection

solution for i njection

solution for injection

solution for i njection

solution for injection

solution for injection

solution for injection

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Amgen Europe B.V., Minervum
7061, Breda, the Netherlands

Amgen Europe B.V., Minervum
7061, Breda, the N etherlands

Amgen Europe B.V., Minervum
7061, Breda, the N etherlands

Amgen Europe B.V., Minervum
7061, Breda, the N etherlands

Amgen Europe B.V., Minervum
7061, Breda, the N etherlands

Amgen Europe B.V., Minervum
7061, Breda, the Netherlands

Amgen Europe B.V., Minervum
7061, Breda, the N etherlands

Amgen Europe B.V., Minervum
7061, Breda, the N etherlands

Amgen Europe B.V., Minervum
7061, Breda, the N etherlands

Amgen Europe B.V., Minervum
7061, Breda, the Netherlands

Amgen Europe B.V., Minervum
7061, Breda, the N etherlands

Amgen Europe B.V., Minervum
7061, Breda, the N etherlands

Amgen Europe B.V., Minervum
7061, Breda, the N etherlands

Amgen Europe B.V., Minervum
7061, Breda, the Netherlands

Amgen Europe B.V., Minervum
7061, Breda, the N etherlands

consoante o que ocorrer em primeiro lugar.

Aplastic syringe with fitted glass
syringe containing 0.3 mL of solutionin
a protecti ve container, suppliedin a
box

One dispos abl e glass syringe with
needle containing 0.3 mL of sol ution,
in a protective container, suppliedina
box

A plastic syringe with fitted glass
syringe containing 0.5 mL of solutionin
a protective container, suppliedin a
box

One dispos abl e glass syringe with
needle containing 0.5mL of solution,
ina protective container, suppliedina
box

One dispos abl e glass syringe with
needle containing 0.3 mL of solution,
ina protective container, suppliedina
box

Aplastic syringe with fitted glass
syringe containing 0.6 mL of solutionin
aprotecti ve container, suppliedin a
box

One disposabl e glass syringe with
needle containing 0.6 mL of sol ution,
in a protective container, suppliedina
box

A plastic syringe with fitted glass
syringe containing 0.4 mL of solutionin
a protecti ve container, suppliedin a
box

One dispos abl e glass syringe with
needle containing 0.4 mL of solution,
ina protective container, suppliedina
box

One dispos abl e glass syringe with
needle containing 0.5 mL of sol ution,
ina protective container, suppliedina
box

A plastic syringe with fitted glass
syringe containing 1.0 mL of solutionin
aprotective container, suppliedin a
box

One disposabl e glass syringe with
needle containing 1.0 mL of sol ution,
in a protective container, suppliedina
box

A plastic syringe with fitted glass
syringe containing 0.3 mL of solutionin
a protecti ve container, suppliedin a
box

One dispos abl e glass syringe with
needle containing 0.3 mL of sol ution,
ina protective container, suppliedina
box

Aplastic syringe with fitted glass
syringe containing 0.4 mL of solutionin
aprotective container, suppliedin a
box

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES
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Apéndice ao AnexoV

Lista(*) fornecida pela Crodcia, numa tnica lingua, de medicamentos em rehg¢doaos quais asautorizagdes de comercializagio emitidas ao abrigo da legislagdo croata antes da data da adesio permanecerdo vélidasaté serem renovadasem conformidade com oacervo ou até 30 de Junho de 2017,

Aranesp 80 micrograms of
solution for injectionin a pre-
filled syringe

Arava 10 mg tablets

Arava 100 mg tablets

Arava 20 mg tablets

Arcoxia 120 mg filmcoated
tablets

Arcoxia 60 mg film coated
tablets

Arcoxia 90 mg film coated
tablets

Aredia 15 mg

Aredia 30 mg

Arficin 150 mg caps ules

Arficin 150 mg caps ules

Arficin 300 mg capsules

Avrilin rapid

Arimidex

Arixtra 2.5 mg/0.5 mL solution

for injection (pre-filled syringe)

Arixtra 7.5 mg/0.6 mL solution
for injection (pre-filled syringe)

Artein 20 mg tablets

Arvind 100 mg tablets

solution for injection

film coated tablets

film coated tablets

film coated tablets

film coated tablets

film coated tablets

film coated tablets

powder and diluent for
solution for i nfusion

powder and diluent for
solution for infusion

capsul es

capsul es

capsul es

pessaries

film coated tablets

solutionfor s.c.and i.v.
Injection

solutionfor s.c.and i.v.
Injection

tablets

tablets

Amgen Europe B.V., Minervum
7061, Breda, the Netherlands

Aventis Intercontinental, Route
de Choisyau Bac, Compiegne,
Cedex, France
Aventis Intercontinental, Route
de Choisyau Bac, Compiegne,
Cedex, France

Aventis Intercontinental, Route
de Choisyau Bac, Compiegne,
Cedex, France

Merck Sharp & Dohme B.V.,
Waar derweg 39, Postbus 581,
Haarlem, the Netherlands

Merck Sharp & Dohme B.V.,
Waar derweg 39, Postbus 581,
Haarlem, the Netherlands

Merck Sharp & Dohme B.V.,
Waar derweg 39, Postbus 581,
Haarlem, the Netherlands

Novartis Pharma Stein AG,
Schaffhauserstrasse, Stein,
Switzerland

Novartis Pharma Stein AG,
Schaffhauserstrasse, Stein,
Switzerland

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Dr. August Wolff GmbH & Co.
Arzneimittel, Bielefeld, Germany

AstraZeneca UK Limited, Silk
Road Business Park,
Macclesfield, C hes hire, Great
Britain

Glaxo Wellcome Production,
Notre Dame de Bondeville,
France

Glaxo Wellcome Production,
Notre Dame de Bondeville,
France

Lekfarmacevska druzba d.d.,
Verowskova 57, Ljubljana,
Republic of Slovenia

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

consoante o que ocorrer em primeiro lugar.

One dispos abl e glass syringe with
needle containing 0.4 mL of sol ution,
ina protective container, suppliedina
box

Box with 30 tablets in a plastic bottle

3tablets inan aluminum blister,
supplied in a box

Box with 30 tablets in a plastic bottle

7 (1x7) film coated tablets in an Al/Al
blister, suppliedin abox

14 (2x7) film coated tablets ina A/Al
blister, suppliedin abox

14 (2x7) film coated tablets ina A/Al
blister, suppliedin abox

4 colourless glass bottles with powder
and 4 ampoules with 5 mL of sol vent
(water for injection), supplied ina box

2 clear glass bottles containing powder
and 2 ampoules with 10 mL of diluent
(Water for Injection), suppliedin abox

100 capsules in a brown plastic bottle,
suppliedin a box

Plastic bottle with 100 capsules,
suppliedin a box

16 capsules in a white pl astic bottle,
suppliedin a box

2 pessaries in an Al/Al strip, supplied
ina box

28 (2x14) tablets in a blister (PVC/al),
supplied in a box

10 glass syringes with 0.5 mL of
solution, suppliedin a box

10 pre-filled glass syringes with 0.6 mL
of sol ution, supplied in a box

21(2x10) tablets in a blister (PVC/Al),
supplied in a box

30 (1x10) tablets in a blister, supplied
ina box

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

YES YES
YES YES
YES YES
YES YES
YES
YES
YES
YES
YES YES
YES YES
YES
YES
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Apéndice ao AnexoV

Lista(*) fornecida pela Crodcia, numa tnica lingua, de medicamentos em rehg¢doaos quais asautorizagdes de comercializagio emitidas ao abrigo da legislagdo croata antes da data da adesio permanecerdo vélidasaté serem renovadasem conformidade com oacervo ou até 30 de Junho de 2017,

Arvind 200 mg tablets

Arvind 25 mg tabl ets

Arvind 50 mg tabl ets

Asacol 400 mg gastric-resistant
tablets

Asacol 800 mg gastric-resistant
tablets

Asentra 100 mg film coated
tablets

Asentra 50 mg film coated
tablets

Aspirin 100 mg tablets

Aspirin 500 mg tablets

Aspirin direct

Aspirin plus C
Aspirin protect 100 mg gastric-

resistant tablets

Aspirin protect 300 mg gastric-
resistant tablets

Astaxtablets 10 mg

Astaxtablets 20 mg

Astaxtablets 40 mg

Atacand 16 mg tablets

Atacand 32 mg tablets

tablets

tablets

tablets

gastric-resistant tablets

gastric-resistant tablets

film coated tablets

film coated tablets

tablets

tablets

chewing tablets

effer vescent tablets

gastric-resistant tablets

gastric-resistant tablets

film coated tablets

film coated tablets

film coated tablets

tablets

tablets

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Belupo, lijekovi i kozmetikad.d.,

Ulica Danica 5, Kopriwnica,
Republic of Croatia

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia
Lekfarmacewska druzba d.d.,
Ljubljana, Republic of Slovenia in
cooperation with Tillotts Pharma
AG, Ziefen, Switzerland
Lekfarmacewska druzba d.d.,
Ljubljana, Republic of Slovenia in
cooperation with Tillotts Pharma
AG, Ziefen, Switzerland

Krka d.d., Smarje$ka cesta 6,
Novo mesto, Republic of
Slovenia

Krka d.d., Smarje$ka cesta 6,
Novo mesto, Republic of
Slovenia

Bayer HealthCare AG, 51368
Lever kusen, Germany

Bayer HealthCare AG, 51368
Lever kusen, Germany

Bayer HealthCare AG, 51368
Leverkusen, Germany

Bayer HealthCare AG, 51368
Leverkusen, Germany

Bayer HealthCare AG, 51368
Leverkusen, Germany

Bayer HealthCare AG, 51368
Leverkusen, Germany

Farmal d.d., Branitelja
domovinskog rata 8, Ludbreg,
Republic of Croatia

Farmal d.d., Branitelja
domovinskog rata 8, Ludbreg,
Republic of Croatia

Farmal d.d., Branitelja
domovinskog rata 8, Ludbreg,
Republic of Croatia

AstraZeneca AB, Sodertalje,
Sweden, AstraZeneca AB, U mea,
Sweden and AstraZeneca GmbH,
Plankstadt, Germany
AstraZeneca AB, Sodertélje,
Sweden, AstraZeneca AB, Umea,
Sweden and AstraZeneca GmbH,
Plankstadt, Germany

consoante o que ocorrer em primeiro lugar.

30 (1x10) tablets in a blister, supplied
ina box

30 (1x10) tablets in a blister, supplied
ina box

30 (1x10) tablets in a blister, supplied
ina box

100 (10x10) gastro-resistant tablets
PVC/Al blisters, supplied in abox

50 (5x10) gastro-resistant tablets in a
PVC/AI blister, supplied in abox

28 (4x7) tablets in a blister, suppliedin
abox

28 (4x7) tablets in a blister, suppliedin
abox

20 (2x10) tablets in a blister, supplied
ina box

20 (2x10) tablets in a blister, supplied
ina box

10 (5x2) tablets in a strip, supplied in a
box

10 (5x2) effer vescent tablets in astrip,
suppliedin a box

30 (3x10) tablets in a blister, supplied
ina box

30 (3x10) tablets in a blister, supplied
ina box

20 (2x10) film coated tablets in a
(PVC/TE/PVDCI/AI) blister, supplied in
abox

20 (2x10) film coated tablets in a
(PVC/TE/PVDCI/AI) blister, supplied in
abox

20 (2x10) film coated tablets in a

(PVC/TE/PVDCI/AI) blister, supplied in
abox

28 (2x14) tablets in a blister
(PVC/PVDCI//Al), suppliedin a box

28 (2x14) tablets in a blister
(PVC/PVDCI//Al), suppliedin a box

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES
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Apéndice ao AnexoV
Lista(*) fornecida pela Crodcia, numa tnica lingua, de medicamentos em rehg¢doaos quais asautorizagdes de comercializagio emitidas ao abrigo da legislagdo croata antes da data da adesio permanecerdo vélidasaté serem renovadasem conformidade com oacervo ou até 30 de Junho de 2017,
consoante o que ocorrer em primeiro lugar.

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

AstraZeneca AB, Sddertalje,
Sweden, AstraZeneca AB, U mea,

28 (2x14) tablets in a blister

Atacand 4 mg tablets tablets Sweden and AstraZeneca GmbH, | (PVC/PVDC//AI), supplied ina box YES YES YES
Plankstadt, Germany
AstraZeneca AB, Sodertalje,
Sweden, AstraZenecaAB, Umea, | 28 (2x14) tablets in ablister
Atacand 8 mg tablets tablets Sweden and AstraZeneca GmbH, | (PVC/PVDC//AI), supplied ina box YES YES YES
Plankstadt, Germany
AstraZeneca AB, Sodertélje,
Sweden, AstraZeneca AB, Umea, | 28 (2x14) tablets in a blister
Atacand Plus tablets Sweden and AstraZeneca GmbH, | (PVC/PVDC/AI), suppliedina box YES YES YES
Plankstadt, Germany
. lyophilisate and diluent for Octapharma AB, Stoc khol m, Glass bottle with 50 mL of | yophilisate
ATenativ10001U infravenous solution Sweden and a bottle with 20 mL of sol vent YES YES
. lyophilisate and diluent for Octapharma AB, Stoc khol m, Glass bottle with 100 mL of | yophilisate
ATenativ15001U intravenous solution Sweden and a bottle with 30 mL of sol vent YES YES
N lyophilisate and diluent for Octapharma AB, Stoc khol m, Glass bottle with 50 mL of | yophilisate
ATenativ500 IU intravenous solution Sweden and a bottle with 10 mL of sol vent YES YES
Pliva Croatia Ltd., Ulicagrada R :
. : y 14 (1x14) tablets in a blister
Atenolol Pliva 100 mg tablets \c/:l:OI«ant\i/:ra 49, Z agreb, Republic of (PVC/PVDC/AI), supplied in a box YES YES
Pliva Croatia Ltd., Ulicagrada .
Atenolol Pliva 50 mg tablets Vukovara 49, Z agreb, Republic of | 50 (3x10) tablets in a PVC/PVAC/A1 YES YES
. blister, suppliedin abox
Croatia
} concentrate for infusion Fresenius Biotech GmbH, Am One glass bottle with 5 mL of
ATG-Fresenius solution Haag 6-7, Gréfelfing, Ger many concentrate, suppliedina box YES YES
Jadran - Galenski laboratorij d.d. . .
" ) | 34(3x10) tablets in a PVC/Al blister,
Athyrazol tablets Pulacl bb, Rijeka, Republic of supﬁplied)in 2 box YES YES
Croatia
Krka, d.d., Novo mesto, Republic .
Atoris tablets 10 mg film coated tablets of Slovenia li Krka-Farma d.o.o0., gf? <t6X1°) talt."ef in an OPAINPVCIIA | yEg YES
Zagreb, Republic of Croatia Ister, suppliedin abox
Krka d.d., Nowo Mesto, Republic
. of Slovenia; Krka Farma d.o.o., 30 (3x10) tablets in a blister, supplied
Atoris 10 mg tablets film coated tablets DPC Jastrebarsko, R epublic of ina box YES YES
Croatia
Krka d.d., Novo M esto, Republic
. of Slovenia; Krka Farma d.o.o., 30 (3x10) tablets in a blister, supplied
Atoris 20 mg tablets film coated tablets DPC Jastrebarsko, R epublic of ina box YES YES
Croatia
Krka, d.d., Novo mesto, Republic .
Atoris tablets 20 mg film coated tablets of Sloveniaili Krka-Farma d.0.0., gl(.’ (te’”o) tall?'ef. nen OPAJAIPVCIA | yeg YES
Zagreb, Republic of Croatia ister, suppliedin abox
Krka d.d., Now mesto, Republic
. of Slovenia or KRKA - FARMA 30 (3x10) tablets in a blister
Atoris tablets 40 mg film coated tablets d.0.0, DPC Jastrebars ko, (OPA/AI/PVC-AI), supplied in a box YES YES
Jastrebarsko, Republic of Croatia
Pliva Croatia Ltd., Ulicagrada 30 (3x10) film coated tablets in a
Atorvox tablets 10 mg film coated tablets Vukovara 49, Zagreb, Republic of = OPA/AI/PVC//Al blister, supplied ina YES YES
Croatia box
Pliva Croatia Ltd., Ulicagrada 30 (3x10) film coated tablets in a
Ator vox tablets 20 mg film coated tablets Vukovara 49, Zagreb, Republic of = OPA/AI/PVC//Al blister, supplied ina YES YES

Croatia

box
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Lista(*) fornecida pela Crodcia, numa tnica lingua, de medicamentos em rehg¢doaos quais asautorizagdes de comercializagio emitidas ao abrigo da legislagdo croata antes da data da adesio permanecerdo vélidasaté serem renovadasem conformidade com oacervo ou até 30 de Junho de 2017,

Ator vox tabl ets 40 mg

Atropini sulfas 0.5 mg/mL
injection

Atropini sulfas 1 mg/mL injection

Atrovent 0.025% inhalation
solution

Atrovent N inhalation aerosol

Augmentininjection 1.2g

Augmentininjection 22g

Augmentin syrup 457mg/5 mL

Augmentin tablets 1g

Aulin 100 mg granules

Aulin 100 mg tablets

Auropan filmcoated tablets 3 mg

Aurorix

Avandamet 2 mg/1000 mg
tablets

Avandamet 4 mg/1000 mg
tablets

Avandia 2 mg fil m-tabl ets

Avandia 4 mg fil m-tabl ets

Avandia 8 mg fil m-tabl ets

film coated tablets

solutionfor s.c.,i.m. andi.v.
Injection

solutionfor s.c.,i.m. andi.v.
Injection

inhalation s olution

aerosol

powder for sol ution for

injection or infusion

powder for sol ution for
injection or infusion

powder for preparation of
oral suspension

film coated tablets

granules

tablets

film coated tablets

film coated tablets

film coated tablets

film coated tablets

film coated tablets

film coated tablets

film coated tablets

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Instituto de Angeli S.r.l., Regello
(Firenca), ltaly

Boehringer Ingelheim Pharma
GmbH & Co. KG, Binger Strasse
173, Ingel heim am Rhein,
Germany

SmithKline Beecham

Phar maceuticals, Cram ey, West
Sussex, Great Britain

SmithKline Beecham S.A.,
Heppignies, Belgium

SmithKline Beecham
Phar maceuticals, Craw ey, West
Sussex, Great Britain

SmithKline Beecham
Phar maceuticals, Cram ey, West
Sussex, Great Britain

Helsinn Birex Pharmaceuticals
Ltd., Damastown, Mulhuddart,
Dublin 15, Republic of Ireland

Helsinn Birex Pharmaceuticals
Ltd., Damastown, Mulhuddart,
Dublin 15, Republic of Ireland

Krka d.d., Smarje$ka cesta 6,
Novo mesto, Republic of
Slovenia

F. Hoffmann-La Roche Ltd.,
Grenzacherstrasse 124, Basel,
Switzerland

GlaxoWellcome S.A., Avenidade
Extremadura 3, 9400 Aranda de
Duero, Burgos, Spain
GlaxoWellcome S.A., Avenidade
Extremadura 3, 9400 Aranda de
Duero, Burgos, Spain

Glaxo Wellcome Production,
Mayenne, France

Glaxo Wellcome Production,
Mayenne, France

Glaxo Wellcome Production,
Mayenne, France

consoante o que ocorrer em primeiro lugar.

31(3x10) film coated tablets in a

OPAJAI/PVC//Al blister, supplied ina YES
box
50 colourless glass ampoules each YES

with 1 mL of solution, suppliedin a box

50 colourless glass ampoules each

with 1 mL of solution, suppliedina box YES

20 mL of solutionin anamber glass
bottl e with a plastic (PE) dropper and a
plastic (PP) cap, supplied ina box

200 inhalation doses in a metal
container with metering val ve and
plastic mouthpiece, suppliedin abox

5glass bottles each with a dose of
drug, suppliedina box

One glass vial containing one dose of
medicinal product, suppliedin a box

Powder for prepar ation of 70 mL of
suspension (bythe addition of 64 mL
of water) in a glass bottle (with

alumi nium stopper), supplied ina box
14 (2x7) filmcoated tabletsina
PVC/PVDCI//Al blister insertedin a
protecti ve aluminumbags (with
desiccant), suppliedin a box

6 bags each with 2 g of granules for
prepar ation of oral suspension,
supplied in a box

6 (1x6) tablets in a blister (white non-
transparent PVC/Al), supplied in abox

30 filmcoated tablets in an amber
glass bottle, suppliedin a box

38 (3x10) tablets in a PVC/AI blister,
supplied in a box

56 (4x14) film coated tablets in a
PVC/PVDCI// Al blister, supplied ina
carton box

56 (4x14) film coated tablets in a
PVC/PVDCI// Al blister, supplied ina
carton box

56 (4x14) tablets in a blister, supplied
ina box

28 (2x14) tablets in a blister, supplied
ina box

28 (2x14) tablets in a blister, supplied
ina box

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES
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Lista(*) fornecida pela Crodcia, numa tnica lingua, de medicamentos em rehg¢doaos quais asautorizagdes de comercializagio emitidas ao abrigo da legislagdo croata antes da data da adesio permanecerdo vélidasaté serem renovadasem conformidade com oacervo ou até 30 de Junho de 2017,

Avastin 25 mg/mL concentrate
for infusi on s olution

Avastin 25 mg/mL concentrate
for infusi on s olution

Avelox 400 mg film coated
tablets

Avelox 400 mg/250 mL solution
for infusion

AVODART 0.5 mg soft capsules

AVONEX 30 pg powder and
diluent for i njection

Azilect 1 mg tablets

Azilect 1 mg tablets

AZIMED capsules 250 mg

AZIMED tablets 500 mg

Azitromicin Lek 250 mg film
coated tabl ets

Azitromicin Lek 500 mg film
coated tabl ets

Azopt eye drops

Baclofen 10 mg

Baclofen 25 mg

Balance 1.5 % glucose, 1.25
mmol/l calcium

Balance 1.5 % glucose, 1.25
mmol/l calcium

Balance 1.5% glucose, 1.75
mmol/l calcium

concentrate of sol ution for
infusion

concentrate for infusion
solution

film coated tablets

solution for infusion

soft capsul es

powder and diluent for
solution for injection

tablets

tablets

capsules

film coated tablets

film coated tablets

film coated tablets

eye drops

tablets

tablets

solution for peritoneal
dialysis

solution for peritoneal
dialysis

solution for peritoneal
dialysis

F. Hoffmann-La Roche Ltd.,
Grenzacherstrasse 124, Basel,
Switzerland

F. Hoffmann-La Roche Ltd.,
Grenzacherstrasse 124, Basel,
Switzerland

Bayer HealthCare AG, 51368
Leverkusen, Germany

Bayer HealthCare AG, 51368
Leverkusen, Germany

RP Scherer S.A., Beinheim,
France (for GlaxoSmithKline)

BIOGEN Idec BV, 2132 WX
Hoofddorp, the Netherlands

Teva Phar maceuticals Europe
B.V., the Netherlands

Teva Phar maceuticals Europe
B.V., the Netherlands

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Sandoz S.R.L., TG. Mures,
Mures District, Rumunjs ka

Sandoz S.R.L., TG. Mures,
Mures District, Rumunjs ka

Alcon-Couvreur s.a., Rijksweg
14, Puurs, Belgium

Polpharma S.A., Poland

Polpharma S.A., Poland

Fresenius Medical Care
Deutschland GmbH, St. Wendel,
Germany

Fresenius Medical Care
Deutschland GmbH, St. Wendel,
Germany

Fresenius Medical Care
Deutschland GmbH, St. Wendel,
Germany

consoante o que ocorrer em primeiro lugar.

16 mL of i nfusion s olution concentrate
inaglass bottle, supplied in a box

4 mL of concentrate for solution for
infusionin a glass bottle, suppliedin a
box

5 (1x5) film coated tablets in a blister
(PP/AI), supplied in abox

One glass bottle with 250 mL of
infusion solution, supplied in abox

30 (3x10) capsules in ablister
(PVC/PVAC/Al), suppliedin abox

Box with 4 bottles with BIO SET
reconstitution kit, 4 syringes with
solvent and 4 needles (BIO SET kit)

7 (1x7) tablets in a blister (Al/Al),
supplied in a box

30tablets in a plastic (HDPE) bottle
(desiccant in a plastic PP stopper),
suppliedin a box

6 (1x6) capsules in a PVC/PVDC//Al YES
blister, suppliedin a box

3(1x3) tablets in a PVC/AI blister,

supplied in a box YES

6 (16) film coated tablets in a blister
(PVC/PVDCI/IA), suppliedina box

3 (1x3) film-coated tablets in a blister
(PVC/PVDCI/IA), suppliedina box

Box with 5 mL of suspensionin a
plastic bottle with a dropper

50 tablets in a pol ypropylene bottl e,
suppliedin a box

50 tablets in a pol ypropylene bottl e,
suppliedin a box

4 unit packs (“Stay Safe Balance
system”) each with 2000 mL of
solution for peritoneal dial ysis in a
protective pl astic bag, supplied in a
carton box

4 unit packs (“Stay Safe Balance
system”) each with 2500 mL of
solution for peritoneal dial ysis in a
protecti ve plastic bag, supplied in a
carton box

4 unit packs (“Stay Safe Balance
system”) each with 2500 mL of
solution for peritoneal dial ysis in a

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

YES

YES

YES

YES

YES

YES
YES
YES

YES

YES

YES
YES
YES
YES
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Lista(*) fornecida pela Crodcia, numa tnica lingua, de medicamentos em rehg¢doaos quais asautorizagdes de comercializagio emitidas ao abrigo da legislagdo croata antes da data da adesio permanecerdo vélidasaté serem renovadasem conformidade com oacervo ou até 30 de Junho de 2017,

Balance 1.5% glucose, 1.75
mmol/l calcium

Balance 2.3 % glucose, 1.25
mmol/l calcium

Balance 2.3 % glucose, 1.25
mmol/l calcium

Balance 2.3% glucose, 1.75
mmol/l calcium

Balance 2.3% glucose, 1.75
mmol/l calcium

Balance 4.25 % glucose, 1.25
mmol/l calcium

Balance 4.25 % glucose, 1.25
mmol/l calcium

Balance 4.25% glucose, 1.75
mmol/l calcium

Balance 4.25% glucose, 1.75
mmol/l calcium

Baralgin M

Bazetham capsules 0.4 mg

BCG VACCINE S8, vaccine
against tuberculosis - BCG SSI,
0.75mg

BCG VACCINE SsSl,

tuberculosis vaccine - BCG SS|,

15mg

solution for peritoneal
dialysis

solution for peritoneal
dialysis

solution for peritoneal
dialysis

solution for peritoneal
dialysis

solution for peritoneal
dialysis

solution for peritoneal
dialysis

solution for peritoneal
dialysis

solution for peritoneal
dialysis

solution for peritoneal
dialysis

film tablets

modified releas e capsul es,
hard

lyophilisate and s ol vent for
prepar ation of sus pension
for injection

lyophilisate and s ol vent for
prepar ation of sus pension
for injection

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Fresenius Medical Care
Deutschland GmbH, St. Wendel,
Germany

Fresenius Medical Care
Deutschland GmbH, St. Wendel,
Germany

Fresenius Medical Care
Deutschland GmbH, St. Wendel,
Germany

Fresenius Medical Care
Deutschland GmbH, St. Wendel,
Germany

Fresenius Medical Care
Deutschland GmbH, St. Wendel,
Germany

Fresenius Medical Care
Deutschland GmbH, St. Wendel,
Germany

Fresenius Medical Care
Deutschland GmbH, St. Wendel,
Germany

Fresenius Medical Care
Deutschland GmbH, St. Wendel,
Germany

Fresenius Medical Care
Deutschland GmbH, St. Wendel,
Germany

Aventis Pharma Deutschland
GmbH, Brunningstrasse 50,
Frankfurt am Main, Germany

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Statens Serum Institut,
Artillerivej, Copenhagen S,
Denmark

Statens Serum Institut,
Artillerivej, Copenhagen S,
Denmark

consoante o que ocorrer em primeiro lugar.

protective plastic bag, supplied in a
carton box

4 unit packs (“Stay Safe Balance
system”) each with 2000 mL of
solution for peritoneal dialysis in a
protective plastic bag, supplied in a
carton box

4 unit packs (“Stay Safe Balance
system”) each with 2500 mL of
solution for peritoneal dial ysis in a
protecti ve plastic bag, supplied in a
carton box

4 unit packs (“Stay Safe Balance
system”) each with 2000 mL of
solution for peritoneal dial ysis in a
protective plastic bag, supplied in a
carton box

4 unit packs (“Stay Safe Balance
system”) each with 2500 mL of
solution for peritoneal dial ysis in a
protective plastic bag, supplied in a
carton box

4 unit packs (“Stay Safe Balance
system”) each with 2000 mL of
solution for peritoneal dial ysis in a
protective plastic bag, supplied in a
carton box

4 unit packs (“Stay Safe Balance
system”) each with 2500 mL of
solution for peritoneal dial ysis in a
protective plastic bag, supplied in a
carton box

4 unit packs (“Stay Safe Balance
system”) each with 2000 mL of
solution for peritoneal dial ysis in a
protective plastic bag, supplied in a
carton box

4 unit packs (“Stay Safe Balance
system”) each with 2500 mL of
solution for peritoneal dial ysis in a
protective plastic bag, supplied in a
carton box

4 unit packs (“Stay Safe Balance
system”) each with 2000 mL of
solution for peritoneal dial ysis in a
protective plastic bag, supplied in a
carton box

20 (2x10) tablets in a blister, supplied
ina box

30 (3x10) capsul es in an orange blister YES
(PVC/PE/PVDCI/AI), supplied in a box

Box with 10 glass bottles each with 10
doses of | yophilised vaccine (0.75 mg)
and a box with 10 glass bottles each
with 1 mL of sol vent Sauton SSI

Box with 10 glass bottles each
containing 20 doses of | yophilised
vaccine (1.5 mg) and a box with 10
glass bottles each containing 2 mL of

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES
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Apéndice ao AnexoV

Lista(*) fornecida pela Crodcia, numa tnica lingua, de medicamentos em rehg¢doaos quais asautorizagdes de comercializagio emitidas ao abrigo da legislagdo croata antes da data da adesio permanecerdo vélidasaté serem renovadasem conformidade com oacervo ou até 30 de Junho de 2017,

B-COMPLEX granules

B-COMPLEX coated tablets

Bekunis herbal tea

Bekunis coated tablets

Belara

Bellune 35

Beloderm cream

Beloderm ointment

Belodin

Belodin 10mg tablets

Belogent cream

Belogent ointment

Belomet 200 mg tablets

Belomet 200 mg/2 mL injection

Belosalic lotion

Belosalic ointment

Belosept solution

granules

coated tabl ets

herbal tea

coated tabl ets

film coated tablets

coated tablets

cream

ointment

tablets

tablets

cream

ointment

film coated tablets

solution for injection for

intramuscular and
intravenous use

lotion

ointment

oromucos al solution

consoante o que ocorrer em primeiro lugar.

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Krka d.d., Smarje$ka cesta 6,

solvent Sauton SSI

70 g of granules in a (PEPT/AI/PE)

Novo mesto, Republic of ba YES YES YES
Slovenia 9
Krka d.d., Smarjes ka cesta 6 .
’ " ! 31(2x15) capsules in aPVC- Al
Novo rpesto, Republic of blister, supplied in a box YES YES YES
Slovenia
- 80 g of teain around carton box
Roha Arznei mittel GmbH, closed with alumini um foil and a plastic YES YES | YES
Bremen, Germany lid
Roha Arznei mittel GmbH, 45 coa?ed tablets in a plast!c tube with YES YES YES
Bremen, Germany aplastic stopper, suppliedin abox
Grinenthal GmbH, Stol berg, 21 (1x21) tablets in a blister
Germany (PVC/PVDC//Al), supplied in a box YES YES YES
Pliva Croatia Ltd., Ulicagrada 63 (3x21) tablets in atransparent
Vukovara 49, Zagreb, Republic of | blister (PVC/Al) cal endar dial pack, YES YES
Croatia suppliedin a box
Belupo, lijekovi i kozmetikad.d., . P
Ulica Danica 5, Kopriwnica, ggf of creamin a tbe, suppliedina YES YES
Republic of Croatia
Belupo, lijekovi i kozmetikad.d., . I
Ulica Danica 5, Kopriwnica, 159 of creamin a tube, suppliedina YES YES
n . box
Republic of Croatia
Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica, Box with 7 tablets (blister) YES YES
Republic of Croatia
Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica, Box with 10 tablets ( blister) YES YES
Republic of Croatia
Belupo, lijekovi i kozmetikad.d., . Lo
Ulica Danica 5, Koprinica, 159 of creamin a tube, s upplied ina YES YES
Republic of Croatia X
Belupo, lijekovi i kozmetikad.d., . oy
Ulica Danica 5, Kopriwica, :)gf of creamin a fube, suppliedina YES YES
Republic of Croatia
Belupo, lijekovi i kozmetikad.d., . . .
Ulica Danica 5, Kopriwnica, 10 (1x10) tablets in a blister, supplied YES YES YES
. ) ina box
Republic of Croatia
Belupo, lijekovi i kozmetikad.d., 10 (2x5) ampoules each containing 2
Ulica Danica 5, Kopriwnica, mL of solution for injection, suppliedin YES YES
Republic of Croatia abox
Bglupo, “j?kw ! l@zmetl kadd, 50 mL of | otion in a plastic bottle,
Ulica Danica 5, Kopriwnica, suppliedin a box YES YES
Republic of Croatia
Belupo, lijekovi i kozmetikad.d., . . L
Ulica Danica 5, Kopriwnica, 3%9 of cintment in atube, suppliedin YES YES
Republic of Croatia abox
" . . 200 mL of solution in an amber glass
Belupo, lijekovi i kozmetikad.d., : .
Ulica Danica 5, Kopriwnica, bottle with aluminum cap anda 10 mL YES YES YES

Republic of Croatia

graduated plastic cup, supplied ina
box
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Apéndice ao AnexoV
Lista(*) fornecida pela Crodcia, numa tnica lingua, de medicamentos em rehg¢doaos quais asautorizagdes de comercializagio emitidas ao abrigo da legislagdo croata antes da data da adesio permanecerdo vélidasaté serem renovadasem conformidade com oacervo ou até 30 de Junho de 2017,
consoante o que ocorrer em primeiro lugar.

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Krka d.d., Smarje$ka cesta 6,

10-mL of solution in a glass bottle with

Benil 0.5 %o nas al dr ops nasal drops Novo mesto, Republic of plastic dropper attachment, suppliedin YES YES YES
Slovenia abox
Krka d.d., Smarjeska cesta 6, 10-mL of solution in a glass bottle with
Benil nasal drops 1.0 %o nasal drops Novo mesto, Republic of plastic dropper attachment, suppliedin YES YES YES
Slovenia abox
Jadran - Galenski laboratorij d.d., = 150 mL of emulsionin an amber glass
Benzyl benzoate, Jadran skin emulsion Pulac bb, Rijeka, R epublic of bottl e with a plastic cap, suppliedin a YES YES
Croatia box
. . " Bottle with alyophilized drug and a
Beriate P 500 lyophilized preparation and Avengshsoehgtng Gm_t;g, Emil bottl e with water for injectionin a YES YES
eriaie diluent \I\K/Tn_b e rlneg rasse 16, carton box also containing a leaflet,
arburg, ermany dissolution kit, and afilter needle
Alkaloid AD-Skopje, Skopje,
" . . . FYROM in cooperation with 100 mL of sol utionin a brown pl astic
Betadine 1 % sol ution gargling solution Mundipharma AG, Basel, bottl e, supplied in a box YES YES YES
Switzerland
Alkaloid AD-Skopje, Skopje,
" . . FYROM in cooperation with 20 grams of creamin an aluminum
Betadine 10 % ointment ointment Mundipharma AG, Basel, tube, suppliedin a box YES YES
Switzerland
Alkaloid AD-Skopje, Skopje,
. " " FYROM in cooperation with 100 mL of solutionin a brown plastic
0y
Betadine 10 % solution solution Mundipharma AG, Basel, bottle, supplied in a box YES YES YES
Switzerland
Alkaloid AD-Skopje, Skopje,
: . . FYROM in cooperation with 14 (2x7) pessaries in a PVC/PE foil,
Betadine 200 mg pessaries pessaries Mundipharma AG, Basel, suppliedin a box YES YES
Switzerland
Alkaloid AD-Skopje, Skopje,
" o " solution for cleansing and FYROM in cooperation with 1000 mL of solutionin a white
Betadine 7.5 % solution disinfection of skin Mundipharma AG, Basel, pol yethylene bottle YES YES YES
Switzerland
Boehringer Ingelheim Pharma
lyophilisate and diluent for KG, Biberach ander Riss, . -
Betaferon prepartion of solution for Germany and Chiron 12 imt zg:es WI:: |2y0plt1l|lf53F|e antd YES YES YES
injection Corporation, Emerynille, US for m es w mL ordiluen
Schering AG, Berlin, Germany
Boehringer Ingelheim Pharma
lyophilisate and diluent for KG, Biberach, Germany and 15 lyophilisate bottles and 15 syringes
Betaferon injection prepar ation of solution for Chiron Corporation, Emeryille, with 1.2 mL of dil uent (0.54% s odi um YES YES YES
injection US for Schering AG, Berlin, chloride solution)
Germany
Pliva Croatia Ltd., Ulicagrada :
. : N 32 (3x10) tablets in a PVC/PVdC/Al
Betaglid 1 mg tablets tablets Vuko\(ara 49, Z agreb, Republic of blister, supplied in abox YES YES
Croatia
Pliva Croatia Ltd., Ulicagrada .
Betaglid 2 mg tablets tablets Vukovara 49, Z agreb, Republic of | 53 (3X10) tablets in a PVCG/PVAC/AI YES YES
. blister, suppliedin abox
Croatia
Pliva Croatia Ltd., Ulicagrada .
Betaglid 3 mg tablets tablets Vukovara 49, Z agreb, Republic of | > (3X10) tablets in a PVC/PVAC/A YES YES
Croatia blister, suppliedin abox
Krka d.d., Smarjeska cesta6, ) )
Betaklavduo tablets tablets Novo mesto, Republic of 10 (5?(2) Fa blets ina AL/PE//AL strip, YES YES
. suppliedin a box
Slovenia
. " Krka d.d., Smarjeska cesta6, 100- mL glass bottle containing 2.2g
Betak avpowder for sol ution for powder for sol ution for Novo mesto, Republic of of powder for sol ution for i nfusion, YES YES

infusion 2.2

infusion

Slovenia

supplied in a box
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Lista(*) fornecida pela Crodcia, numa tnica lingua, de medicamentos em rehg¢doaos quais asautorizagdes de comercializagio emitidas ao abrigo da legislagdo croata antes da data da adesio permanecerdo vélidasaté serem renovadasem conformidade com oacervo ou até 30 de Junho de 2017,

Betak avpowder for sol ution for
injection 1.2

Betaserc 16 mg

Betaserc 24 mg

Betaserc 8 mg

Betazon cream

Betazon ointment

Betoptic 0.5 % eye drops

Betrion

BiCNU injection 100 mg

Bilobil forte capsules 80 mg

Bilobil caps ules

Bisobel 10 mg tablets

Bisobel 5 mg tablets

BisolexF tablets

Bisolexsol ution

Bisolexsyrup

Bisolextablets

powder for sol ution for
injection

tablets

tablets

tablets

cream

ointment

eye drops

ointment

powder and diluent for

prepar ation of solution for

infusion

capsul es

capsul es

tablets

tablets

tablets

oral drops, sol ution

syrup

tablets

consoante o que ocorrer em primeiro lugar.

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Krka d.d., Smarje$ka cesta 6,
Novo mesto, Republic of
Slovenia

Sol vay Pharmaceuticals B.V.,
Weesp, the Netherlands i Solvay
Phar mace ticals, Lieu dit
Maillard, Chatillon sur
Chalaronne, France

Sol vay Pharmaceuticals B.V.,
Weesp, the Netherlands i Solvay
Phar mace uticals, Lieu dit
Maillard, Chatillon sur
Chalaronne, France

Sol vay Pharmaceuticals B.V.,
Weesp, the Netherlands i Solvay
Phar mace uticals, Lieu dit
Maillard, Chatillon sur
Chalaronne, France

Jadran - Galenski laboratorij d.d.,
Pulac bb, Rijeka, R epublic of
Croatia

Jadran - Galenski laboratorij d.d.,
Pulac bb, Rijeka, R epublic of
Croatia

Alcon-Couwvrevur s.a., Rijksweg
14, Puurs, Belgium

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Bristol Myers-Squibb S.r.1.,
Sermoneta, Latina, Italy

Krka d.d., Smarje$ka cesta 6,
Novo mesto, Republic of
Slovenia

Krka d.d., Smarje$ka cesta 6,
Novo mesto, Republic of
Slovenia

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada

Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

20-mL glass bottle containing 1.2 g of
powder for sol ution for injection,
supplied in a box

60 (3x20) tablets in a PVC/PVDC/AI
blister, suppliedin abox

20 (1x20) tablets in a PVC/PVDC
blister, suppliedin abox

100 (4x25) tablets ina PVC/PVDC/AI
blister, suppliedin abox

25grams of creamin an aluminium YES
tube, suppliedin a box

25 grams of creamin an aluminium

tube, suppliedin a box YES

5mL of solution in a pl astic bottle,
supplied in a box

Alumini um tube YES

Vial with powder and vial with 3 mL of
diluent, supplied in a box

20 (2x10) capsules in a blister (PVC-
Al), suppliedin a box

20 (2x10) capsules in a blister,
supplied in a box

30 (1x30) tablets in a blister YES
(PVC/PVDC-AI), supplied ina box

30 (1x30) tablets in a blister

(PVC/PVDC-AI), supplied ina box YES

20 (2x10) tablets in an orange blister YES
(PVC/Al), supplied in abox

30 mL of solutionin anamber glass
bottl e with a dropper and a plastic 6 YES
mL measuring cup, suppliedin a box

200 mL of solution in an amber glass
bottl e with an aluminumcap anda 5

) X ) YES
mL plastic measuring spoon, s upplied
ina box
20 (2x10) tablets in an orange blister YES

(PVCIAI), supplied in abox

YES

YES

YES

YES

YES

YES

YES

YES

YES
YES
YES
YES
YES
YES
YES
YES
YES
YES YES
YES YES
YES
YES
YES YES
YES YES
YES YES
YES YES
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Bisolvon 2 mg/mL solution

Bisolvon syrup 4 mg/5 mL

Bisolvon 8 mg tablets

Bisopromerck 10

Bisopromerck 5

Bivacyn eye and nasal drops

Bivacyn ointment

Bivacyn eye ointment

Bivacyn dermal powder

Bivacyn dermatological spray,
powder

BLEOCIN - S

Bloxan 100 mg tablets

Bondronat 2 mg concentrate for
solution for infusion

Bondronat 50 mg film coated
tablets

Bondronat 6 mg concentrate for
solution for infusion

Bonefos 400 mg caps ules

Bonefos 60 mg/mL concentrate
of sol ution for infusion

oral and inhalation solution

syrup

tablets

film coated tablets

film coated tablets

eye and nasal drops

ointment

eye ointment

dermal powder

dermatol ogical spray,
powder

powder for sol ution for
injection

tablets

concentrate for infusion
solution

film coated tablets

concentrate for solution for
infusion

capsul es

concentrate of sol ution for
infusion

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Instituto de Angeli, Regello (FI),
Italy

Boehringer Ingelheim France, 12,
Rue Andre H uet, Reims, Cedex,
France

Boehringer Ingelheim France, 12,
Rue Andre H uet, Reims, Cedex,
France

MerckKGaA, Frankfurter StralRe
250, Darmstadt, Germany

MerckKGaA, Frankfurter StralRe
250, Darmstadt, Germany

Lekfarmacewvska druzba d.d.,
Verowskova 57, Ljubljana,
Republic of Slovenia

Lekfarmacewska druzba d.d.,
Verowskova 57, Ljubljana,
Republic of Slovenia

Lekfarmacewska druzba d.d.,
Verowskova 57, Ljubljana,
Republic of Slovenia
Lekfarmacewska druzba d.d.,
Verowskova 57, Ljubljana,
Republic of Slovenia
Lekfarmacewska druzba d.d.,
Verowkova 57, Ljubljana,
Republic of Slovenia

Euro Nippon Kayaku GmbH,
Frankfurt am Main, Germany

Krka d.d., Smarjeska cesta6,
Novo mesto, Republic of
Slovenia

Roche Diagnostics GmbH,
Sandhofeer Strasse 116, D-
68305 M annheim, Germany

F. Hoffmann-La Roche Ltd.,
Grenzacherstrasse 124, Basel,
Switzerland

Roche Diagnostics GmbH,
Sandhofeer Strasse 116, D-
68305 M annheim, Germany

Schering Oy, Turku, Finland

Schering Oy, T urku, Finland

consoante o que ocorrer em primeiro lugar.

40 mL of solutionin anamber glass
bottl e with a plastic dropper and a
measuring graduated (1-6 mL) cup,
supplied in a box

250-mL of syrupin an amber glass
bottl e, a plastic dispenser glass with
2.5 and 5 mL printed graduation lines
or plastic dispenser spoon with 2.5an
5mL graduation marks, suppliedina
box

20 (2x10) tablets in a white blister
(PVC/PVDCI//Al), suppliedin a box

30 (3x10) tablets in a PVC/AI blister,
supplied in a box

30 (3x10) tablets in a PVC/AI blister,
supplied in a box

One amber glass bottle with powder,

one glass bottle with 10 mL of diluent,
and a plastic dropper attachment (ina
protective package), suppliedin a box

30 g of ointment in an aluminium tube,
supplied in a box

3.5g of ointmentin an aluminum tube,
suppliedin a box

59 of powder in a plastic bottle,
suppliedin a box

150 mL of spray (ina Powder form) in
an aluminum container with nebulizer,
supplied in a box

10-mL clear glass bottle containing
powder, supplied in abox

30 (3x10) tablets in a blister, supplied
ina box

One glass vial with 2-mL of
concentrate, suppliedina box

28 (4x7) tablets in a blister (A1/Al),
suppliedin a box

One glass vial with 6 mL of
concentrate, suppliedina box

100 capsules in aplastic (HDPE)
bottl e, supplied in a box

5glass ampoules with 5 mL of sol ution
concentrate, suppliedina box

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES
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Bonefos 60 mg/mL concentrate
of sol ution for infusion

Bonefos 800 mg tablets

Bonna 35 mg tablets

Bonna 5 mg tablets

Bonviva 150 mg film coated
tablets

Bonviva 3 mg solution for

injection in a pre-filled syringe

Botox

Brinerdin coated tablets

Brivuz ost

Bromergon 2.5 mg tablets

Brufen 400 film coated tabl ets

Brufen 600 film coated tabl ets

Bubil shampoo

Buscol dragee

Buscopan 10 mg coated tablets

Byol 10 mg film coated tabl ets

Byol 10 mg film coated tabl ets

Byol 5 mg film coated tablets

concentrate of sol ution for
infusion

film coated tablets

film coated tablets

film coated tablets

film coated tablets

solution for i njection (in pre-
filled syringe)

lyophilisate for preparation
of injection for intramuscular
use

coated tabl ets

tablets

tablets

film coated tablets

film coated tablets

shampoo

sugar-coated tablets

coated tabl ets

film coated tablets

film coated tablets

film coated tablets

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Schering Oy, Turku, Finland

Schering Oy, T urku, Finland

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

F. Hoffmann-La Roche Ltd.,
Grenzacherstrasse 124, Basel,
Switzerland

Roche Diagnostics GmbH,
Sandhofeer Strasse 116, D-
68305 M annheim, Germany
Allergan Pharmaceuticals
Republic of Ireland, Castiebar
Road, Westport, Co Mayo,
Republic of Ireland

Krka d.d., Now Mesto, Republic
of Sloveniain cooperation with
Novartis Pharma Ltd.,
Switzerland

Berlin-Chemie AG (Menarini
Group), Glienicker Weg 125,
Berlin, Germany
Lekfarmacewska druzba d.d.,

Verowskova 57, Ljubljana,
Republic of Slovenia

Abbott GmbH & Co. KG,
Ludwigshafen, Germany

Abbott GmbH & Co. KG,
Ludwigshafen, Germany

AD JAKA 80 Radovi§, Radovs,
FYROM

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Boehringer Ingelheim France, 12,
Rue Andre Huet, Reims, Cedex,
France

Lekfarmacevska druzba d.d.,
Verovskova 57, Ljubljana,
Republic of Slovenia
Lekfarmacevska druzba d.d.,

Verowskova 57, Ljubljana,
Republic of Slovenia

Lekfarmacevska druzba d.d.,
Verowskova 57, Ljubljana,
Republic of Slovenia

consoante o que ocorrer em primeiro lugar.

5glass ampoules with 5 mL of sol ution
concentrate, suppliedina box

60 tablets in a PVC/AI blister, supplied
ina box

4 (1x4) tablets in a blister

(PVC/PE/PVDC//Al), supplied in abox | YES

28 (1x28) tablets in a
PVC/PE/PVDC//AI blister, supplied in YES
abox

One filmcoated tabletin a blister
(Al/Al), suppliedin a box

Pre-filled s yringe containing 3 mL of
solution, suppliedin a box

Glass bottle of 10 mL containing 1.4
mg of | yophilisate, suppliedin a box

50 (5x10) tablets in a blister, supplied
ina box

7 tablets in a blister (PVC/A),
suppliedin acarton box

30 tablets in an amber glass bottle,
suppliedin a box

30 (3x10) tablets in a PVC/Al or
PVC/PVDCI/AI blister, suppliedin a box

30 (3x10) tablets in a PVC/Al or
PVC/PVDCI/AI blister, suppliedin a box

60 mL of shampoo inan amber glass
bottl e with an aluminium stopper,
supplied in a box

Box with 20 (2x10) sugar-coated YES
tablets in a blister

20 (1x20) tablets in PVC/AI blister,

supplied in a box

50 (5x10) tablets in a blister
(PVC/PE/PVDCI/AI), in an aluminium
bag, suppliedin acarton box

30 (3X10) tablets in a blister, in an
alumi nium bag, supplied ina box

50 (5x10) tablets in a blister
(PVC/PE/PVDCI/AI), in an aluminium
bag, suppliedin acarton box

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES
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Byol 5 mg film coated tablets

Ca-C 500 Sandoz

Caduet 10 mg/10 mg tablets

Caduet 5 mg/10 mg tablets

Caffetin Cold

Caffetin tablets

"Droga" herbal | axati ve

Calcium Sandoz 10 % injection

Calciumyita C effer vescent
tablets

Calgel gumgel

Calixta 15mg tablets

Calixta 30 mg tablets

Calixta 45 mg tablets

CAMPTO 100 mg/5 mL

CAMPTO 40 mg/2 mL

CANCIDAS 50 mg powder for
concentrate for infusion solution

CANCIDAS 70 mg powder for
concentrate for infusion solution

Canesten 1 vaginal tablet 0.5g

film coated tablets

effer vescent tablets

film coated tablets

film coated tablets

film coated tablets

tablets

herbal laxative tea

solution for i njection for
intramuscular and
intravenous use

effer vescent tablets

gumgel

film coated tablets

film coated tablets

film coated tablets

concentrate for preparati on
of sol ution for infusion

concentrate for preparati on
of sol ution for infusion

powder for concentrate for
infusion solution

powder for concentrate for
infusion solution

vaginal tablets

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Lekfarmacevs ka druzba d.d.,
Verowskova 57, Ljubljana,
Republic of Slovenia

Krka d.d., Nowo Mesto, Republic
of Slovenia for N ovartis
Consumer Health SA., Nyon,
Switzerland

Pfizer GmbH Arzneimittel wer k
Godecke, M oos wal dalle 1,
Freiburg, Germany

Pfizer GmbH Arzneimittel wer k
Godecke, M oos wal dalle 1,
Freiburg, Germany

Alkaloid AD - Skopje, Bulevar
Aleksandar Makedonski 12,
Skopje, FYROM

Alkaloid AD - Skopje, Bulevar
Aleksandar Makedonski 12,
Skopje, FYROM

Droga Kolinska d.d., Ljubljana,
Republic of Slovenia

Novartis Pharma Stein AG,
Schaffhauserstrasse, Stein,
Switzerland

Krka d.d., Smarje$ka cesta 6,
Novo mesto, Republic of
Slovenia

GlaxoS mithKline

Phar maceuticals S.A., Ul.
Grunwaldzka 189, Poznan,
Poland

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Aventis Pharma Dagenham,
Dagenham, Essex, Great Britain

Aventis Pharma Dagenham,
Dagenham, Essex, Great Britain

Merck Sharp & Dohme B.V.,
Waar derweg 39, Postbus 581,
Haarlem, The Nederlands
Merck Sharp & Dohme B.V.,
Waar derweg 39, Postbus 581,
Haarlem, the Netherlands

Bayer HealthCare AG, 51368
Lever kusen, Germany

consoante o que ocorrer em primeiro lugar.

30 (3X10) tablets in a blister, in an
alumi nium bag, supplied ina box

10 effer vescent tablets in an Al-foil ina
vial, suppliedina box

30 (3x10) film coated tablets in a
blister (pol yamide/al uminum/PVC),
suppliedin acarton box

31(3x10) film coated tablets in a
blister (pol yamide/al uminum/PVC),
suppliedin acarton box

10 (1x10) tablets in a PVC/TE/PVdc-Al
blister, suppliedin abox

12 (2x6) tablets in Al/PE strip,
supplied in a box

1.8 g of herbal teain afilter bag
wrapped in paper envel ope, 20 filter
bagsina box

10 mL of solutionin aglass ampoule,
5ampoules ina carton box

10 effer vescent tablets wrapped in an
Al-foil ina vial, suppliedin abox

10 g of gel in aluminumtube, supplied
ina box

30 (3x10) tablets in a blister, supplied

ina box YES
_30 (3x10) tablets in a blister, supplied YES
ina box

30 (3x10) tablets in a blister, supplied YES

ina box

Amber glass bottl e containing 5 mL of
solution, suppliedin a box

Amber glass bottle containing 2 mL of
solution, suppliedin a box

10-mL glass bottle with powder,
supplied in a box

10-mL glass bottle with powder
suppliedina box

One vaginal tabletin a PA/AI/PVC/AI
blister pack and one applicator,
suppliedin a box

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES
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Apéndice ao AnexoV

Lista(*) fornecida pela Crodcia, numa tnica lingua, de medicamentos em rehg¢doaos quais asautorizagdes de comercializagio emitidas ao abrigo da legislagdo croata antes da data da adesio permanecerdo vélidasaté serem renovadasem conformidade com oacervo ou até 30 de Junho de 2017,

Canesten 1 vaginal tablet 0.5
g/Canesten cream

Canesten 3 vaginal cream

Canesten 3 vaginal tablets 0.2g

Canesten 3 vaginal tablets 0.2g
/ Canestencream

Canesten cream

Canesten solution

Canesten der mal powder

Canesten der matological spray,
solution

Canifug 1% solution

CAPD/DPCA 17 sleep safe

CAPD/DPCA 17 staysafe

CAPD/DPCA 17 staysafe

CAPD/DPCA 17 staysafe

CAPD/DPCA 17 staysafe

vaginal tablets and cream

vaginal cream

vaginal tablets

vaginal tablet and cream

cream

solution (for external use)

dermal powder

dermatol ogical spray,
solution

dermal solution

solution for peritoneal
dialysis

solution for peritoneal
dialysis

solution for peritoneal
dialysis

solution for peritoneal
dialysis

solution for peritoneal
dialysis

Bayer HealthCare AG, 51368
Lever kusen, Germany

Bayer HealthCare AG, 51368
Lever kusen, Germany

Bayer HealthCare AG, 51368
Lever kusen, Germany

Bayer HealthCare AG, 51368
Leverkusen, Germany

Bayer HealthCare AG, 51368
Lever kusen, Germany

Bayer HealthCare AG, 51368
Lever kusen, Germany

Bayer HealthCare AG, 51368
Lever kusen, Germany

Bayer HealthCare AG, 51368
Lever kusen, Germany

Dr. August Wolff GmbH & Co.
Arzneimittel, Bielefeld, Germany

Fresenius Medical Care
Deutschland GmbH, St. Wendel,
Germany

Fresenius Medical Care
Deutschland GmbH, St. Wendel,
Germany

Fresenius Medical Care
Deutschland GmbH, St. Wendel,
Germany

Fresenius Medical Care
Deutschland GmbH, St. Wendel,
Germany

Fresenius Medical Care
Deutschland GmbH, St. Wendel,
Germany

consoante o que ocorrer em primeiro lugar.

One vaginal tabletin a PA/AI/PVC/AI
blister pack, 20 g of creamin an
aluminumtube and applicator,
supplied in a box

20 grams of creamand 3 applicators,
supplied in a box

3(1x3) vaginal tablets in a blister
(PAJAI/PVC/Al) and one applicator,
suppliedin a box

3 vaginal tablets in a blister
(PAJAI/PVC/AI), 20 g creamin
aluminumtube and an applicator,
supplied in a box

20 grams of creamin an aluminum
tube, suppliedin a box

20 mL of solutionin a plastic bottle
with dropper attachment, suppliedina
box

30g of powder in a plastic bottle,
suppliedin a box

30 mL of solutionin a plastic bottle
with a sprayattachment, suppliedin a
box

30 mL of solutionin anamber glass
bottl e with a spray applicator supplied
ina box

One plastic bag with 5000 mL of
solution, a feeding tube, a connector
(with protective cap) to the dial ysis
machine ("sleep safe cycler") and
drug administration attachment, two
plastic bags with 5000 mL of solution,
supplied in a box

One plastic bag with 2500 mL of
solution, an feeding tube, a disc
connector with housing and solution
drain regulator, a catheter connector
(with protective cap), a collecting bag
with drain tube and attachments
("Injection Unit")

4 plastic bags with 2000 mL of sol ution
and an empty collection bag, inserted
ina protective plastic bag, supplied in
abox

One plastic bag with 2000 mL of
solution, an feeding tube, a disc
connector with housing and solution
drain regulator, a catheter connector
(with protective cap), a collecting bag
with drain tube and attachments
("Injection Unit")

4 plastic bags with 2500 mL of sol ution
and an empty collection bag, inserted
ina protective plastic bag, supplied in
abox

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.
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YES

YES

YES

YES

YES

YES

YES
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Apéndice ao AnexoV

Lista(*) fornecida pela Crodcia, numa tnica lingua, de medicamentos em rehg¢doaos quais asautorizagdes de comercializagio emitidas ao abrigo da legislagdo croata antes da data da adesio permanecerdo vélidasaté serem renovadasem conformidade com oacervo ou até 30 de Junho de 2017,

CAPD/DPCA 18sleep safe

CAPD/DPCA 18 staysafe

CAPD/DPCA 18 staysafe

CAPD/DPCA 18 staysafe

CAPD/DPCA 18 staysafe

CAPD/DPCA 19sleep safe

CAPD/DPCA 19 staysafe

CAPD/DPCA 19 staysafe

CAPD/DPCA 19 staysafe

CAPD/DPCA 19 staysafe

CAPD/DPCA 2 sleep safe

solution for peritoneal
dialysis

solution for peritoneal
dialysis

solution for peritoneal
dialysis

solution for peritoneal
dialysis

solution for peritoneal
dialysis

solution for peritoneal
dialysis

solution for peritoneal
dialysis

solution for peritoneal
dialysis

solution for peritoneal
dialysis

solution for peritoneal
dialysis

solution for peritoneal
dialysis

Fresenius Medical Care
Deutschland GmbH, St. Wendel,
Germany

Fresenius Medical Care
Deutschland GmbH, St. Wendel,
Germany

Fresenius Medical Care
Deutschland GmbH, St. Wendel,
Germany

Fresenius Medical Care
Deutschland GmbH, St. Wendel,
Germany

Fresenius Medical Care
Deutschland GmbH, St. Wendel,
Germany

Fresenius Medical Care
Deutschland GmbH, St. Wendel,
Germany

Fresenius Medical Care
Deutschland GmbH, St. Wendel,
Germany

Fresenius Medical Care
Deutschland GmbH, St. Wendel,
Germany

Fresenius Medical Care
Deutschland GmbH, St. Wendel,
Germany

Fresenius Medical Care
Deutschland GmbH, St. Wendel,
Germany

Fresenius Medical Care
Deutschland GmbH, St. Wendel,
Germany

consoante o que ocorrer em primeiro lugar.

One plastic bag with 5000 mL of
solution, a feeding tube, a connector
(with protective cap) to the dial ysis
machine ("sleep safe cycler") and
drug administration attachment, two
plastic bags with 5000 mL of solution,
suppliedin a box

One plastic bag with 2500 mL of
solution, an feeding tube, a disc
connector with housing and solution
drain regulator, a catheter connector
(with protective cap), a collecting bag
with drain tube and attachments
("Injection Unit")

One plastic bag with 2000 mL of
solution, an feeding tube, a disc
connector with housing and solution
drainregulator, a catheter connector
(with protective cap), a collecting bag
with drain tube and attachments
("Injection Unit")

4 plastic bags with 2500 mL of sol ution
and an empty collection bag, inserted
ina protective plastic bag, supplied in
abox

4 plastic bags with 2000 mL of sol ution
and an empty collection bag, inserted
ina protective plastic bag, suppliedin
abox

One plastic bag with 5000 mL of
solution, a feeding tube, a connector
(with protective cap) to the dial ysis
machine ("sleep safe cycler") and
drug administration attachment, two
plastic bags with 5000 mL of solution,
suppliedin a box

4 plastic bags with 2000 mL of sol ution
and an empty collection bag, inserted
ina protective plastic bag, suppliedin
abox

4 plastic bags with 2500 mL of sol ution
and an empty collection bag, inserted
ina protective plastic bag, suppliedin
abox

One plastic bag with 2000 mL of
solution, an feeding tube, a disc
connector with casing and solution
drain regulator, a catheter connector
(with protective cap), a collecting bag
with drain tube and attachments
("Injection Unit")

One plastic bag with 2500 mL of
solution, an feeding tube, a disc
connector with housing and solution
drainregulator, a catheter connector
(with protective cap), a collecting bag
with drain tube and attachments
("Injection Unit")

One plastic bag with 5000 mL of
solution, a feeding tube, a connector
(with protective cap) to the dial ysis
machine ("sleep safe cycler") and
drug administrati on attachment, two

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES
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Apéndice ao AnexoV

Lista(*) fornecida pela Crodcia, numa tnica lingua, de medicamentos em rehg¢doaos quais asautorizagdes de comercializagio emitidas ao abrigo da legislagdo croata antes da data da adesio permanecerdo vélidasaté serem renovadasem conformidade com oacervo ou até 30 de Junho de 2017,
consoante o que ocorrer em primeiro lugar.

CAPD/DPCA 2 staysafe

CAPD/DPCA 2 staysafe

CAPD/DPCA 3 sleep safe

CAPD/DPCA 3 staysafe

CAPD/DPCA 3 staysafe

CAPD/DPCA 4 sleep safe

CAPD/DPCA 4 staysafe

CAPD/DPCA 4 staysafe

Carbomed granules

Carbomed tablets

CARBOPLATIN EBEWE 150
mg/15 mL

CARBOPLATIN EBEWE 50
mg/5 mL

solution for peritoneal
dialysis

solution for peritoneal
dialysis

solution for peritoneal
dialysis

solution for peritoneal
dialysis

solution for peritoneal
dialysis

solution for peritoneal
dialysis

solution for peritoneal
dialysis

solution for peritoneal
dialysis

granules

tablets

concentrate of sol ution for
infusion

concentrate of sol ution for
infusion

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Fresenius Medical Care
Deutschland GmbH, St. Wendel,
Germany

Fresenius Medical Care
Deutschland GmbH, St. Wendel,
Germany

Fresenius Medical Care
Deutschland GmbH, St. Wendel,
Germany

Fresenius Medical Care
Deutschland GmbH, St. Wendel,
Germany

Fresenius Medical Care
Deutschland GmbH, St. Wendel,
Germany

Fresenius Medical Care
Deutschland GmbH, St. Wendel,
Germany

Fresenius Medical Care
Deutschland GmbH, St. Wendel,
Germany

Fresenius Medical Care
Deutschland GmbH, St. Wendel,
Germany

Jadran - Galenski laboratorij d.d.,
Pulac bb, Rijeka, R epublic of
Croatia

Jadran - Galenski laboratorij d.d.,
Pulac bb, Rijeka, R epublic of
Croatia

Ebewe Pharma Ges. mb.H. Nfg.
KG, Mondseestrasse 11,
Unterach, Austria

Ebewe Pharma Ges. mb.H. Nfg.
KG, Mondseestrasse 11,
Unterach, Austria

plastic bags with 5000 mL of solution,
suppliedin a box

4 plastic bags with 2000 mL of
solution, inserted in a protective plastic
bag, suppliedin abox

One plastic bag with 2000 mL of
solution, an feeding tube, a disc
connector with housing and solution
drain regulator, a catheter connector
(with protective cap), a collecting bag
with drain tube and attachments
("Injection Unit")

One plastic bag with 5000 mL of
solution, a feeding tube, a connector
(with protective cap) to the dial ysis
machine ("sleep safe cycler") and
drug administration attachment, two
plastic bags with 5000 mL of s olution,
suppliedin a box'

One plastic bag with 2000 mL of
solution, an feeding tube, a disc
connector with housing and solution
drain regulator, a catheter connector
(with protective cap), a collecting bag
with drain tube and attachments
("Injection Unit")

4 plastic bags with 2000 mL of
solution, inserted in a protective plastic
bag, suppliedin abox

One plastic bag with 5000 mL of
solution, a feeding tube, a connector
(with protective cap) to the dial ysis
machine ("sleep safe cycler") and
drug administration attachment, two
plastic bags with 5000 mL of solution,
suppliedin a box'

4 plastic bags with 2000 mL of
solution, inserted in a protective plastic
bag

One plastic bag with 2000 mL of
solution, an feeding tube, a disc
connector with housing and solution
drainregulator, a catheter connector
(with protective cap), a collecting bag
with drain tube and attachments
("Injection Unit")

50 g of granules in an amber glass
bottl e, supplied in a box

30 (3x10) tablets in a PVC/Al blister,
suppliedin a box

15 mL of solution concentrate in an
amber glass bottle (with rubber
stopper), supplied in abox

5 mL of solution concentrate in an

amber glass bottle (with arubber
stopper), supplied in abox

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES
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Apéndice ao AnexoV

Lista(*) fornecida pela Crodcia, numa tnica lingua, de medicamentos em rehg¢doaos quais asautorizagdes de comercializagio emitidas ao abrigo da legislagdo croata antes da data da adesio permanecerdo vélidasaté serem renovadasem conformidade com oacervo ou até 30 de Junho de 2017,

Carboplatin Pliva 150

Carboplatin Pliva 50

Cardiopirin 100 mg gastric-
resistant tablets

Cardiopirin 50 mg gastric-
resistant tablets

CARMOL drops

Carwelol 12.5 mg tablets

Carvel ol 25 mg tablets

Carwelol 3.125mg tablets

Carwelol 6.25 mg tablets

CARVETREND tablets 12.5 mg

CARVETREND tablets 25 mg

CARVETREND tablets 3.125 mg

CARVETREND tablets 6.25 mg

Casodextablets 150 mg

Casodextablets 50 mg

Cedaxcapsules 400 mg

Cedax powder for preparation of
oral suspension 180 mg/5 mL

concentrate of sol ution for
infusion

concentrate of sol ution for
infusion

gastric-resistant tablets

gastric-resistant tablets

drops, solutiojn

tablets

tablets

tablets

tablets

each tablet contains 12.5
mg of carvedilolum

each tablet contains 25 mg
of car vedilolum

each tablet contains 3.125
mg of carvedilolum

each tablet contains 6.25
mg of carvedilolum

film coated tablets

film coated tablets

capsul es

powder for preparation of
oral suspension

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Lannac her Heilmittel GmbH,
Lannach, Austria

Lannac her Heilmittel GmbH,
Lannach, Austria

Dr. A&L. Schmidgall, Vienna,
Austria

Belupo, lijekovi i kozmetika, d.d.,
Kopriwnica in cooperation with F.
Hoffmann-La Roche Ltd, Basel,
Switzerland

Belupo, lijekovi i kozmetika, d.d.,
Kopriwnica in cooperation with F.
Hoffmann-La Roche Ltd, Basel,
Switzerland

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Belupo, lijekovi i kozmetika, d.d.,
Kopriwnica in cooperation with F.
Hoffmann-La Roche Ltd, Basel,
Switzerland

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada

Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

AstraZeneca GmbH, Plankstadt,
Germany and AstraZeneca UK
Limited, Maccl esfield, Cheshire,
Great Britain

AstraZeneca GmbH, Plankstadt,
Germany; AstraZeneca UK
Limited, Cheshire, Great Britain

SIFIS.p.A., Aci S. Antonio,
Catania, Italy

SIFIS.p.A., Aci S. Antonio,
Catania, Italy

consoante o que ocorrer em primeiro lugar.

15 mL of concentrate in a glass bottle
(amber orclear, with rubber s topper
and aluminum cap with plastic lid),
supplied in a box

5 mL of concentrate in aglass bottle
(amber or col ourless, with a rubber
stopper and an Al cap with a plastic
lid), supplied in a box

30 (3x10) tablets in a blister, supplied
ina box

30 (3x10) tablets in a blister, supplied
ina box

40 mL of solutionina glass bottle with
aplastic dropper and a plastic stopper,
supplied in a box

28 tablets in a blister, suppliedin abox

28 tablets in a blister, supplied in abox

30 (3x10) tablets in trans parent
PVC/PVDCI/AI blister, suppliedin a box

28tablets in a blister, supplied in abox

28 (2x14) tablets in a PVC/PVDC//Al
blister, suppliedin abox

28 (1x28) tablets in a PVC/PVDC//Al
blister, suppliedin abox

28 (2x14) tablets in a PVC/PVDC//Al
blister, suppliedin abox

28 (2x14) tablets in a PVC/PVDC//Al
blister, suppliedin abox

28 (2x14) tablets in a blister (PVC/Al),
supplied in a box

28 (2x14) tablets in a blister (PVC/Alu
foil), suppliedin a carton box

5 capsules in a strip, supplied in a box

15 grams of powder for preparation of
60 mL oral suspension

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES
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Apéndice ao AnexoV

Lista(*) fornecida pela Crodcia, numa tnica lingua, de medicamentos em rehg¢doaos quais asautorizagdes de comercializagio emitidas ao abrigo da legislagdo croata antes da data da adesio permanecerdo vélidasaté serem renovadasem conformidade com oacervo ou até 30 de Junho de 2017,

Cefaleksin 500 mg capsules

Cefaleksin 250 mg/5 mL powder
for oral suspension

Cefalexin Alkaloid 250 mg /5 mL
powder for oral sus pension

Cefalexin Alkaloid 500 mg
capsul es

Cefalin capsules 500 mg

Cefalin syrup 250 mg/5 mL

Cefalintablets 1 g

Cefixi m sus pension

Cefiximtablets

Cefotaksiminjection1 g

Cefotaksiminjection2 g

Cefzil 250 mg/5 mL powder for
oral suspension

Cefzil 500 mg fil m-tabl ets

Celebrexcapsules 200 mg

CellCept 250 mg capsules

CellCept 500 mg tablets

capsul es

powder for preparation of
oral suspension

powder for preparation of
oral suspension

capsul es

capsul es

powder for prepar ation of
oral suspension

film coated tablets

powder for prepar ation of
oral suspension

film coated tablets

powder for prepar ation of
injection solution

powder for prepar ation of
solution for i njection

powder for prepar ation of
oral suspension

film coated tablets

capsul es

capsul es

film coated tablets

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Alkaloid AD - Skopje, Bulevar
Aleksandar Makedonski 12,
Skopje, FYROM

Alkaloid AD - Skopje, Bulevar
Aleksandar Makedonski 12,
Skopje, FYROM

Pliva Krakow, Krakow, Poland

Pliva Krakow, Krakow, Poland

Pliva Krakow, Krakow, Poland

Alkaloid AD - Skopje, Bulevar
Aleksandar Makedonski 12,
Skopje, FYROM

Alkaloid AD - Skopje, Bulevar
Aleksandar Makedonski 12,
Skopje, FYROM

Farmal d.d., Ludbreg, Branitelja
domovinskog rata 8, R epublic of
Croatia in cooperation with Lek
d.d., Ljubljana, Verov§kova 57,
Republic of Slovenia

Farmal d.d., Ludbreg, Branitelja
domovinskog rata 8, R epublic of
Croatiain cooperation with Lek
d.d., Ljubljana, Verovskova 57,
Republic of Slovenia

Jadran -Galenski laboratorij d.d.,
Rijeka, Republic of Croatia, in
cooperation with Bristol-Myers
Squibb S.p.A., Contrada Fontana
del Cerasp. Anagni, ltaly

Jadran -Galenski laboratorij d.d.,
Rijeka, Republic of Croatia, in
cooperation with Bristol-Myers
Squibb S.p.A., Contrada Fontana
del Cerasp. Anagni, ltaly

Phar macia Limited, Whalton
Road, Morpeth, N orthumberland
NEB613YA, Great Britain

F. Hoffmann-La Roche Ltd.,
Grenzacherstrasse 124, Basel,
Switzerland

F. Hoffmann-La Roche Ltd.,

Grenzacherstrasse 124, Basel,
Switzerland

consoante o que ocorrer em primeiro lugar.

16 (1x16) capsules in a PVC/Al blister,
supplied in a box

Amber glass bottle with an aluminium
screwcap

Amber glass bottle with powder for
prepar ation of 100 mL of suspension
with an aluminium stopper anda
plastic meas uring soon, suppliedina
box

16 (2x8) capsules ina PVC/Al blister,
supplied in a carton box

16 capsul es (2x8) ina PVC/Al blister,
supplied in a box

Amber glass bottle of 100 mL witha
plastic stopper and ROPP cap

16 tablets (2x8) ina PVC/AI blister,
supplied in a box

53 g of powder for preparation of 100
mL of suspensionin an amber glass
bottl e, supplied in a box

10 tablets in an amber glass bottle,
supplied in a box

One glass vial with 1.0 g of powder,
supplied in a box

One glass vial with 2.0 g of powder,
supplied in a box

30g of powder for oral suspensionin a
60 mL plastic (HDPE) bottle with a
plastic measuring spoon, suppliedin a
box

10 (2x5) film coated tablets ina
PVC/PVDC//Al blister, supplied ina
box

10 capsules in a blister, suppliedin a
box

100 (10x10) capsules in a PVC/AI
blister, suppliedin abox

50 (5x10) tablets in a blister (PVC/Al),
suppliedin a box

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES
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Lista(*) fornecida pela Crodcia, numa tnica lingua, de medicamentos em rehg¢doaos quais asautorizagdes de comercializagio emitidas ao abrigo da legislagdo croata antes da data da adesio permanecerdo vélidasaté serem renovadasem conformidade com oacervo ou até 30 de Junho de 2017,

Cerezyme 200 U powder for
concentrate for solution for
infusion

Cerezyme 400 U powder for
concentrate for solution for
infusion

Cerson 5 mg tablets

Certican 0.1 mg tablets for oral
suspension

Certican 0.25 mg tabl ets

Certican 0.25 mg tabl ets for oral
suspension

Certican 0.5 mg tablets

Certican 0.75mg tabl ets

Certican 1.0 mg tablets

CETROTIDE 0.25 mg

CETROTIDE 3 mg

Champixtablets 0.5 mg/1 mg

Champixtablets 1 mg

Chirocaine 2.5 mg/mL solution
for injection

Chirocaine 5 mg/mL sol ution for
injection

Chirocaine 7.5 mg/mL solution
for injection

Chloramphenicol Krka eye
ointment

Cialis 10 mg tabl ets

powder for concentrate for
solution for i nfusion

powder for concentrate for
solution for i nfusion

tablets

tablets for oral susupension

tablets

tablets for oral susupension

tablets

tablets

tablets

powder and diluent for
solution for injection

powder and diluent for
solution for injection

film coated tablets

film coated tablets

solution for
injection/concentrate for
prepar ation of infusion
solution

solution for
injection/concentrate for
prepar ation of infusion
solution

solution for
injection/concentrate for
prepar ation of infusion
solution

eye ointment

film coated tablets

consoante o que ocorrer em primeiro lugar.

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Genzyme Ltd., 37 Hollands
Road, Haverhill, Suffolk CB9
8PU, Great Britain

Genzyme Ltd., 37 Hollands
Road, Haverhill, Suffolk CB9
8PU, Great Britain

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Novartis Pharma Stein AG,
Schaffhauserstrasse, Stein,
Switzerland

Novartis Pharma Stein AG,
Schaffhauserstrasse, Stein,
Switzerland

Novartis Pharma Stein AG,
Schaffhauserstrasse, Stein,
Switzerland

Novartis Pharma Stein AG,

Schaffhauserstrasse, Stein,
Switzerland

Novartis Pharma Stein AG,
Schaffhauserstrasse, Stein,
Switzerland
Novartis Pharma Stein AG,
Schaffhauserstrasse, Stein,
Switzerland

Baxter Oncol ogy GmbH,
Kantstrasse 2, Halle, Germany

Baxter Oncol ogy GmbH,
Kantstrasse 2, Halle, Germany

Heinrich Mack Nachf. GmbH &
Co,, lllertissen, Germany

Heinrich MackNachf. GmbH &
Co., lllertissen, Germany

Abbott S.p.A., Via Pontina 52, I-
04010 Campoverde di Aprilia
(Latina), Italy

Abbott S.p.A., Via Pontina 52, I-
04010 C ampoverde di Aprilia
(Latina), Italy

Abbott S.p.A., Via Pontina 52, |-
04010 C ampoverde di Aprilia
(Latina), Italy

Krka d.d., Smarje$ka cesta 6,
Novo mesto, Republic of
Slovenia

Eli Lilly and Company Limited,
Basingstoke, Hamps hire, Gr eat
Britain

One glass vial with powder for infusion
solution concentrate supplied, in a
carton box

One glass vial with powder for infusion
solution concentrate supplied, in a
carton box

10 (1x10) tablets in a PVC/Al blister,

supplied in a box YES

60 (6x10) tablets in a blister
(PAJAI/PVCIIAI), supplied in a box

60 (6x10) tablets in a blister
(PAJAI/PVCIIAI), supplied in a box

60 (6x10) tablets in a blister
(PA/AI/PVCIIA), suppliedin a box

60 (6x10) tablets in a blister
(PA/AI/PVCIIA), suppliedin a box

60 (6x10) tablets in a blister
(PA/AI/PVCIIA), suppliedin a box

60 (6x10) tablets in a blister
(PA/AI/PVCIIA), suppliedin a box

Vial with powder and syringe with
diluent, supplied in a box

Vial with powder and syringe with
diluent, supplied in a box

Eleven 0.5 mL tablets in a blister
(Aclar/PVCI//Al) + fourteen 1-mg tablets
ina blister (Aclar/PVC//Al), supplied in
acarton box

28 (2x14) tablets in a blister
(Aclar/PVC//Al) in a carton wr apping

10 pol ypropylene ampoules each
containing 10 mL of solution for
injection, suppliedin abox

10 pol ypropylene ampoules each
containing 10 mL of solution for
injection, suppliedin abox

10 pol ypropylene ampoules Each
containing 10 mL of solution for
injection, suppliedin abox

59 of ointmentin a tube, suppliedina
box

4 tablets in a blister (PVC/PE/Aclar/Al),
suppliedin acarton box

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES
YES
YES
YES
YES
YES
YES
YES
YES
YES YES
YES YES
YES
YES

YES

YES
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Lista(*) fornecida pela Crodcia, numa tnica lingua, de medicamentos em rehg¢doaos quais asautorizagdes de comercializagio emitidas ao abrigo da legislagdo croata antes da data da adesio permanecerdo vélidasaté serem renovadasem conformidade com oacervo ou até 30 de Junho de 2017,

Cialis 20 mg tabl ets

Cialis 20 mg tabl ets

Ciflox 250 mg tabl ets

Ciflox 500 mg tabl ets

Ciflox 750 mg tabl ets

Cilazil 2.5mg

Cilazil 5mg

Cilazil plus

Cilazil tablets 1 mg

Cilest tabl ets

CIMOLAN capsules

CIMOLAN P syrup

CIMOLAN syrup

Cinarizin forte 75mg tablets

CINNABSIN

Cipralex 10 mg film-tabl ets

Cipralex 5 mg film-tablets

Cipralex, 10mg film-tabl ets

film coated tablets

film coated tablets

film coated tablets

film coated tablets

film coated tablets

filmtablets

filmtablets

film coated tablets

film tablets

tablets

capsules

syrup

syrup

tablets

tablets

film coated tablets

film coated tablets

filmtablets

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Eli Lilly and Company Limited,
Basingstoke, Hamps hire, Gr eat
Britain

Eli Lilly and Company Limited,
Basingstoke, Hamps hire, Gr eat
Britain

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Cilag AG, Schaffhausen,
Switzerland

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Lekfarmacevska druzba d.d.,
Verovskova 57, Ljubljana,
Republic of Slovenia

Deutsche Homdopathie - Union,
DHU - Arzneimittel GmbH &
Co.KG, Karlsruhe, Germany

H. LundbeckA/S, Ottilavej 9,
Copenhagen-Val by, Denmark

H. LundbeckA/S, Ottilavej 9,
Copenhagen-Val by, Denmark

H. LundbeckA/S, Ottilavej 9,
Copenhagen-Val by, Denmark

consoante o que ocorrer em primeiro lugar.

2tablets ina blister (PVC/PE/Aclar/Al),
suppliedin acarton box

4 tablets in a blister (PVC/PE/Aclar/Al),
suppliedin acarton box

10 (1x10) tablets in a PVC/AI blister,
supplied in a box

10 (1x10) tablets in a PVC/AI blister,
supplied in a box

10 (1x10) tablets in a PVC/AI blister,
supplied in a box

30 (3x10) film tablets in a blister,
supplied in a box

30 (3x10) film tablets in a blister,
supplied in a box

30 (3x10) film coated tablets in a
blister (OPA/AI/PVC//Al), suppliedin a
box

30 (3x10) film tablets in a blister,
supplied in a box

21 (1x21) tablets in a blister (PVC/A1),
supplied in a box

30 (3x10) capsules in a blister
(PVCI/AI), suppliedin a box

200 mL of syrup in an amber glass
bottl e with aluminumcap anda 5-mL
plastic meas uring spoon, suppliedin a
box

200 mL of syrup in an amber glass
bottl e with aluminumcap anda 5-mL
plastic measuring spoon, suppliedin a
box

Box with 50 tablets ( blister, 5x10
tablets)

100 (5x20) tablets in PVC/AI blister,
supplied in a box

28 (2x14) tablets in a blister, supplied
ina box

28 (2x14) tablets in a blister, supplied
ina box

Box with 28 tablets ( blister, 2x14 tbl.)

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES
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Apéndice ao AnexoV

Lista(*) fornecida pela Crodcia, numa tnica lingua, de medicamentos em rehg¢doaos quais asautorizagdes de comercializagio emitidas ao abrigo da legislagdo croata antes da data da adesio permanecerdo vélidasaté serem renovadasem conformidade com oacervo ou até 30 de Junho de 2017,

Cipralex, 5mg film-tablets

Ciprinol film coated tabl ets 250
mg

Ciprinol film coated tabl ets 500
mg

Ciprinol 100 mg/10 mL solution
concentrate for infusion

Ciprinol solution for infusion 100
mg/50 mL

Ciprinol 200 mg/100 mL solution
for infusion

Ciprinol solution for infusion 400
mg/200 mL

Ciprobay 200 mg/100 mL
solution for infusion

Ciprobay 250 mg film coated
tablets

Ciprobay 400 mg/200 mL
solution for infusion

Ciprobay 500 mg film coated
tablets

Cipromed tablets 250mg

Cipromed tablets 500 mg

Cipromed tablets 750mg

Cisplatin Pliva 10

Cisplatin Pliva 10

Cisplatin Pliva 50

film tablets

film coated tablets

film coated tablets

solution concentrate for
infusion

solution for infusion

solution for i nfusion

solution for infusion

solution for i nfusion

film coated tablets

solution for i nfusion

film coated tablets

film tablets

film tablets

film tablets

concentrate of sol ution for
infusion

solution concentrate for
infusion

concentrate of sol ution for
infusion

H. LundbeckA/S, Ottilavej 9,
Copenhagen-Val by, Denmark

Krka d.d., Smarje$ka cesta 6,
Novo mesto, Republic of
Slovenia

Krka d.d., Smarje$ka cesta 6,
Novo mesto, Republic of
Slovenia

Krka d.d., Smarje$ka cesta 6,
Novo mesto, Republic of
Slovenia

Krka d.d., Smarje$ka cesta 6,
Novo mesto, Republic of
Slovenia

Krka d.d., Smarjeska cesta6,
Novo mesto, Republic of
Slovenia

Krka d.d., Smarje$ka cesta 6,
Novo mesto, Republic of
Slovenia

Bayer HealthCare AG, 51368
Lever kusen, Germany

Bayer HealthCare AG, 51368
Leverkusen, Germany

Bayer HealthCare AG, 51368
Leverkusen, Germany

Bayer HealthCare AG, 51368
Leverkusen, Germany

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada

Vukovara 49, Zagreb, Republic of
Croatia

consoante o que ocorrer em primeiro lugar.

Box with 28 tablets (blister, 2x14 tbl.)

10 (1x10) tablets in a PVC/PVDC//Al
blister, suppliedin abox

10 (1x10) tablets in a PVC/PVDC//Al
blister, suppliedin abox

10 mL of infusion solution concentrate
inaglass ampoule, 5ampoules ona
plastic tray, suppliedin abox

50 mL of solution for infusion ina glass
bottl e (with a rubber stopper,

alumi nium ring and a plastic flip off
stopper), supplied in a carton box

100 mL of infusion sol ution in a glass
bottle (with rubber stopper and
aluminumring), suppliedina carton
box

200 mL of solution for infusionin a
glass bottle (with rubber stopper,
aluminumring and plastic capflip off),
suppliedin a carton box

100 mL of infusion solution in a
plastic bottle, supplied in a box

10 (1x10) film coted tabletsina PP/Al
blister, suppliedin abox

200 mL of solution for infusionin a
glass bottle, suppliedin a box

10 (1x10) film coted tabletsina PP/Al)
blister, suppliedin abox

Box with 10 tablets ( blister)

Box with 10 tablets ( blister)

Box with 10 tablets ( blister)

Amber glass bottle with 20 mL of
concentrate (with a rubber stopper,
and an aluminium cap with a plastic
lid), 10 bottles in a box

10 amber glass vials each containing
20 mL of solution, usuppliedin a box

100 mL of solutionin an amber glass
bottl e, supplied in a box

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.
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YES
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Cisplatin Pliva 50

Citalon 10 mg film coated tablets

Citalon 20 mg film coated tablets

Citalon 40 mg film coated tablets

Citeral 100 mg/10 mL
concentrate for solution for
infusion

Citeral 250 mg film coated
tablets

Citeral 500 mg film coated
tablets

Absorbed diphtheriaand tetanus
vaccine for children (above the
age of 7) and adults, 1 dose

Absorbed diphtheriaand tetanus
vaccine for children (above the
age of 7) and adults, 10 doses
Absorbed diphtheriaand tetanus
vacci ne for children (above the
age of 7) and adults, 20 doses

Absorbed diphtheriaand tetanus
vaccine, 1 dose

Absorbed diphtheriaand tetanus
vaccine 10 doses

Absorbed diphtheria, tetanus
and pertussis vaccine, 10 doses

Absorbed diphtheria, tetanus
and pertussis vaccine, 1 dose

Absorbed diphtheria, tetanus
and pertussis vaccine, 20 doses

Meningococcal group A and
group C polysaccharide vaccine,
lyophilized, 1 dose

Meningococcal A and C
pol ysaccharide vaccine,
lyophilized, 10 doses

concentrate of sol ution for
infusion

film coated tablets

film coated tablets

film coated tablets

concentrate for infusion
solution

film coated tablets

film coated tablets

suspension for injection

suspension for injection

suspension for injection

suspension for injection

suspension for injection

suspension for injection

suspension for injection

suspension for injection

lyophilisate and diluent for
suspension for injection

lyophilisate and diluent for
suspension for injection

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Sandoz Pharmaceuticals GmbH,
Carl-Zeiss-Ring 3, Ismaning,
Germany

Sandoz Pharmaceuticals GmbH,
Carl-Zeiss-Ring 3, Ismaning,
Germany

Sandoz Pharmaceuticals GmbH,
Carl-Zeiss-Ring 3, Ismaning,
Germany

Alkaloid AD - Skopje, Bulevar
Aleksandar Makedonski 12,
Skopje, FYROM

Alkaloid AD - Skopje, Bulevar
Aleksandar Makedonski 12,
Skopje, FYROM

Alkaloid AD - Skopje, Bulevar
Aleksandar Makedonski 12,
Skopje, FYROM

Imunolo$ ki zawd d.d.,
Rockefellerova 2, Zagreb,
Republic of Croatia

Imunolo$ ki zawd d.d.,
Rockefellerova 2, Zagreb,
Republic of Croatia

Imunolo$ ki zawod d.d.,
Rockefellerova 2, Zagreb,
Republic of Croatia

Imunolo$ ki zawod d.d.,
Rockefellerova 2, Zagreb,
Republic of Croatia
Imunolo$ki zawod d.d.,
Rockefellerova 2, Zagreb,
Republic of Croatia
Imunolo$ki zawod d.d.,

Rockefellerova 2, Zagreb,
Republic of Croatia

Imunolo$ki zawod d.d.,
Rockefellerova 2, Zagreb,
Republic of Croatia

ImunoloSki zavod d.d.,

Rockefellerova 2, Zagreb,
Republic of Croatia

Imunolo§ki zawod d.d.,
Rockefellerova 2, Zagreb,
Republic of Croatia

ImunoloSki zavod d.d.,
Rockefellerova 2, Zagreb,
Republic of Croatia

consoante o que ocorrer em primeiro lugar.

Amber glass bottle with 100 mL of
concentrate (with a rubber stopper,
and aluminium cap with a plastic lid),
supplied in a box

28 (2x14) tablets in a PVC/PVDC/Alu
blister, supplied in a carton box

28 (2x14) tablets in a PVC/PVDC/Alu
blister, supplied in a carton box

28 (2x14) tablets in a PVC/PVDC/Alu
blister, supplied in a carton box

5ampoules with 10 mL of solution,
supplied in acarton box

10 tablets in an amber glass bottle,
supplied in acarton box

10 tablets in an amber glass bottle,
supplied in acarton box

Box with 1 glass ampoule containing 1
dose of vaccine (0.5 mL of
suspension)

Box with 1 glass bottl e containing 10
doses of vaccine (5 mL of suspension)

Box with 1 glass bottl e contai ning 20
doses of vaccine (10 mL of
suspension)

Box with 1 glass ampoule containing 1
dose of vaccine (0.5 mL of
suspension)

Box with 1 glass bottl e containing 10
doses of vaccine (5 mL of suspension)

Box with 50 glass bottles with 10
doses of vaccine (5 mL of suspension)

Box with 1 glass ampoule containing 1
dose of vaccine (0.5 mL of
suspension)

Box with 1 glass bottl e contai ning 20
doses of vaccine (10 mL of
suspension)

Amber glass lyophilisation bottle,
wolume of 3.5 mL with 0.5 mL of
lyophilisate for one dose of vaccine +
ampoul e with the wolume of 2 mL with
0.5 mL of solvent for one dose of
vaccine

Amber glass lyophilisation bottle,
wolume of 5.5 mL with 0.5 mL of
lyophilisate for ten doses of vaccine +
ampoul e with 5 mL of sol vent for ten
doses of vaccine

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES
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YES
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Live, | yophilized morbilli and
rubella vaccine, Edmonston-
Zagreb, HDS; RA 27/3, HDS, 1
dose

Live, | yophilzed morbilli and
rubella vaccine, Edmonston-
Zagreb, HDS; RA 27/3, HDS, 10
doses

Live, | yophilzed morbilli and
rubella vaccine, Edmonston-
Zagreb, HDS; RA 27/3, HDS, 5
doza

Live, I yophilized vaccine against
morbilli, rubella, parotitis,
Edmonston-Zagreb, HDS, RA
27/3, HDS i L-Zagreb, PF, 1
doza

Live, I yophilzed morbilli, rubella
and par ofitis vaccine,
Edmonston-Zagreb, HDS; RA
27/3, HDS; L-Zagreb, PF, 10
doses

Live, I yophilzed morbilli, rubella
and par ofitis vaccine,
Edmonston-Zagreb, HDS; RA
27/3, HDS; L-Zagreb, PF, 5
doses

Live, lyophilized morbilli vaccine,
Edmonston-Zagreb, HDS 1 dose

Live, | yophilized morbilli vaccine,
Edmonston-Zagreb, HDS, 5
doses

Live, | yophilized morbilli vaccine,
Edmonston-Zagreb, HDS, 10
doses

Live, | yophilized parotitis
vaccine, L-Zagreb, PF, 1doza

Live, | yophilized parotitis
vaccine, L-Zagreb, PF, 10 doza

lyophilisate and diluent for
suspension for injection

lyophilisate and diluent for
suspension for injection

lyophilisate and diluent for
suspension for injection

lyophilisate and diluent for
suspension for injection

lyophilisate and diluent for
suspension for injection

lyophilisate and diluent for
suspension for injection

lyophilisate and diluent for
suspension for injection

lyophilisate and diluent for
suspension for injection

lyophilisate and diluent for
suspension for injection

lyophilisate and diluent for
suspension for injection

lyophilisate and diluent for
suspension for injection

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Imunolo§ki zawod d.d.,
Rockefellerova 2, Zagreb,
Republic of Croatia

Imunolo§ki zawod d.d.,
Rockefellerova 2, Zagreb,
Republic of Croatia

Imunolo$ki zawod d.d.,
Rockefellerova 2, Zagreb,
Republic of Croatia

Imunolo$ki zawod d.d.,
Rockefellerova 2, Zagreb,
Republic of Croatia

Imunolo$ki zawod d.d.,
Rockefellerova 2, Zagreb,
Republic of Croatia

Imunolo$ki zawod d.d.,
Rockefellerova 2, Zagreb,
Republic of Croatia

Imunolo$ki zavod d.d.,
Rockefellerova 2, Zagreb,
Republic of Croatia

ImunoloSki zavod d.d.,
Rockefellerova 2, Zagreb,
Republic of Croatia

ImunoloSki zavod d.d.,
Rockefellerova 2, Zagreb,
Republic of Croatia

Imunolo$ki zawod d.d.,
Rockefellerova 2, Zagreb,
Republic of Croatia

Imunolo$ki zawod d.d.,
Rockefellerova 2, Zagreb,
Republic of Croatia

consoante o que ocorrer em primeiro lugar.

Box with 1 glass bottle with 1 dose of
lyophilised vaccine (for 0.5 mL of
reconstituted vaccine) + 1 ampoule
with 0.5 mL of sol vent for vaccine
against measles and rubella, sterile
water for i njection

Box with 50 glass bottles with 10
doses of | yophilised vaccine (for 5 mL
of reconstituted vaccine) + 50
ampoul es with 5 mL of sol vent for
vaccine against measles and rubella,
sterile water for injection

Box with 50 glass bottles with 10
doses of | yophilised vaccine (for 2.5
mL of reconstituted vaccine) + 50
ampoul es with 2.5 mL of sol vent for
vaccine against measles and rubella,
sterile water for injection

Box with 1 glass bottl e containing 1
dose of | yophilised vaccine (for 0.5 mL
of reconstituted vaccine) and 1
ampoul e with 0.5 mL of sol vent for
vaccine against measles, rubellaand
parotitis, sterile water for injection
Box with 50 glass bottles with 10
doses of | yophilised vaccine (for 5 mL
of reconstituted vaccine) + 50
ampoul es with 5 mL of sol vent for
vaccine against measles, rubellaand
parotitis, sterile water for injection
Box with 50 glass bottles with 5 doses
of | yophilised vaccine (for 2.5 mL of
reconstituted vaccine) + 50 ampoules
with 2.5 mL of sol vent for vaccine
against measles, rubella and paraotitis,
sterile water for injection

One glass vial with singe dose of
lyophilized vaccine (for 0.5 mL of
reconstituted vaccine) and one
ampoul e with 0.5 mL of diluent, sterile
Water for Injection, suppliedina
carton box

50 glass bottles with 5doses of
lyophilised vaccine (for 2.5 mL of
reconstituted vaccine), suppliedina
carton box, and 50 ampoules with 2.5
mL of solvent, sterile water for
injection, supplied in a carton box

50 glass bottles with 10 doses of
lyophilised vaccine (for 5 mL of
reconstituted sol vent), supplied ina
carton box, and 50 ampoules with 5
mL of solvent, sterile water for
injection, supplied in a carton box
Box with a glass bottle with 1 dose of
lyophilised vaccine against parotitis
(for 0.5 mL of reconstituted vaccine) +
1 ampoule with 0.5 mL of sol vent for
vaccine against parotitis, sterile water
for injection

Box with 50 glass bottles with 10
doses of | yophilised vaccine against
parotitis (for 5 mL of r econs tituted

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES
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Live, | yophilized rubella vaccine
RA 27/3,HDS, 1 dose

Live, | yophilized rubella vaccine,
RA27/3,HDS, 10 doses

Live, | yophilized rubella vaccine,
RA27/3,HDS, 5 doses

Anti-tetanus vaccine, absorbed,
1dose

Anti-tetanus vaccine, absorbed,
1dose

Absorbed tetanus vaccine, 20
doses

Claccium Folinat Ebewe 100
mg/10 mL

Claccium Folinat Ebewe 30 mg/3
mL

Claccium Folinat Ebewe 50 mg/5
mL

Clarexd tablets 250 mg

Clarexd tablets 500 mg

Clarinase 5 mg/120 mg
prolonged-releas e tablets

Claritine syrup 1mg/mL

Claritine tablets 10 mg

Clarosip 125 mg

lyophilisate and diluent for
suspension for injection

lyophilisate and diluent for
suspension for injection

lyophilisate and diluent for
suspension for injection

suspension for injections

suspension for injections

suspension for injection

solution for i njection

solution for i njection

solution for injection

film coated tablets

film coated tablets

prolonged release tabl ets

syrup

tablets

granules for oral suspension

consoante o que ocorrer em primeiro lugar.

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Imunolo$ ki zawd d.d.,

vaccine) + 50 ampoules with 5 mL of
solvent for vaccine against par otitis,
sterile water for injection

Box with 1 glass bottl e containing 1
dose of | yophilised vaccine against
rubella (for 0.5 mL of reconstituted

Eockei;fl_elle;oe/a 2{.239 reb, vaccine) + 1 ampoule with 0.5 mL of YES YES
epublic of Lroatia solvent for vaccine against rubella,
sterile water for injection
Box with 50 glass bottles with 10
‘L doses of | yophilised vaccine against
mﬂg&izrisf; ga(:; 'reb rubella (for 5 mL of reconstituted YES YES
Republic ofCroa{ia ’ vaccine) + 50 ampoules with 5 mL of
P! solvent for vaccine against rubella,
sterile water for injection
Box with 50 glass bottles with 5 doses
‘L of [ yophilised vaccine againstrubella
Imunoloski zawod dd., (for 2.5 mL of reconstituted vaccine) +
Rockefellerova 2, Zagreb, ) YES YES
Republic of Croatia 50 ampoule§ with 2.5 mL offsolvent for
vaccine against r ubella, sterile water
for injection
Imunolo$ki zawod d.d., Box with 1 glass ampoule containing 1
Rockefellerova 2, Zagreb, dose of tetanus vaccine (0.5 mL of YES YES
Republic of Croatia suspension)
Imunolo$ki zawod d.d., Box with 1 glass bottl e contai ning 10
Rockefellerova 2, Zagreb, doses of tetanus vaccine (5 mL of YES YES
Republic of Croatia suspension)
Imunolo$ ki zawd d.d., Box with 1 glass bottle with 20 doses
Rockefellerova 2, Zagreb, of tetanus vaccine (5 mL of YES YES
Republic of Croatia suspension)
Egemeoiz:é::tgsfé Tib'H' Nfg. 5amber glass ampoules with 10 mL of YES YES
Un{erach Austria ’ solution, suppliedin a box
Ebewe Pharma Ges. mb.H. Nfg. .
5amber glass ampoules with 3 mL of
Eﬁ{e';ﬂa?;ﬂdie:sst::sse " solution, supplied in a box YES YES
Egemeoizsgg;g;z Tib'H' Nfg. 5amber glass ampoules with 5 mL of YES YES
Un{erach Austria ’ solution, supplied in a box
Pliva Croatia Ltd., Ulicagrada R : g
: y 14 tablets in PVC/Al blister, suppliedin
\c/:l:OI«ant\i/:ra 49, Z agreb, Republic of abox YES YES
Pliva Croatia Ltd., Ulicagrada . . Lo
Vukovara 49, Z agreb, Republic of 14 tablets in PVC/Al blister, suppliedin YES YES
Croatia abox
Schering-Plough Labo N.V. 10 tablets in a PVC/PE/PCTFE//Al or
Industrepark 30, Heist-op-den- PVC/PCTFE//Al blister, supplied ina YES YES YES
Berg, Belgium box
IS((:jhertlng—PIl?l;%h '_If.b(t’ N'Vd' 120 mL of solution in an amber glass YES YES
é‘erl:; lr;eplgirum , eist-op-den- botlle, supplied in abox
Schering-Plough Labo N.V. 10 (1x10) tablets in a PVC/PVDC//Al
Industrepark 30, Heist-op-den- OR PVC/PCTFE//AL blister, s upplied YES YES YES
Berg, Belgium ina box
White polypropylene tube with
- . granules for oral suspension, closed
Griinenthal GmbH, Zieglerstrasse with propylene cap on the top and YES YES YES

6, D-52078 Aachen, Germany

regulator (porous structure) for the
control of suspension flow at the
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Clarosip 187.5mg

Clarosip 250 mg

Clexane 10.000 IU anti-Xa/1.0
mL injections

Clexane 2000 IU anti-xa/0.2 mL
injection

Clexane 4000 IU anti-xa/0.4 mL
injection

Clexane 6000 IU anti-Xa/0.6 mL
injection
Clexane 8000 IU anti-Xa/0.8 mL

injection

Climen

Clivarin 1432

Clivarin 1750

Clivarin 3436

Clivarin5153

Clopixol acuphase 50 mg/mL
solution for injection

Clopixol depot 200 mg/mL
solution for injection

Clopixol 10 mg tabl ets

granules for oral suspension

granules for oral suspension

solution for i njection (for s.c.
and i.v.usein
haemodyalisis)

solution for i njection (for s.c.
and i.v.usein
haemodyalisis)

solution for i njection (for s.c.
and i.v.usein
haemodyalisis)

solution for i njection (for s.c.
and i.v.usein
haemodyalisis)

solution for i njection (for s.c.
and i.v.usein
haemodyalisis)

coated tabl ets

solution for subc utaneous
injection

solution for s ubcutaneous
injection

solution for s ubc utaneous
injection

solution for i njection (for s.c.
use)

solution for i ntramusc ular
injection

solution for injection for
intramuscular use

film coated tablets

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Grinenthal GmbH, Zieglerstrasse
6, D-52078 Aachen, Germany

Grinenthal GmbH, Zieglerstrasse
6, D-52078 Aachen, Germany

Aventis Intercontinental, France i
Aventis Pharma Le Trait, France

Aventis Intercontinental, Maisons
Alfort, France; Aventis Phar ma
Le Trait, Le Trait, France

Aventis Intercontinental, Maisons
Alfort, France; Aventis Phar ma
Le Trait, Le Trait, France

Aventis Intercontinental, France i

Aventis Pharma Le Trait, France

Aventis Intercontinental, France i
Aventis Pharma Le Trait, France

Schering AG, Muellerstrasse
170-178, Berlin, Germany

Abbott GmbH & Co. KG,
Ludwigshafen, Germany

Abbott GmbH & Co. KG,
Ludwigshafen, Germany

Abbott GmbH & Co. KG,
Ludwigshafen, Germany

Abbott GmbH & Co. KG,
Ludwigshafen, Germany

H. LundbeckA/S, Ottilavej 9,
Copenhagen-Val by, Denmark

H. LundbeckA/S, Ottilavej 9,
Copenhagen-Val by, Denmark

H. LundbeckA/S, Ottilavej 9,
Copenhagen-Val by, Denmark

consoante o que ocorrer em primeiro lugar.

bottom, in protective aluminum bag

White polypropylene tube with
granules for oral suspension, closed
with propylene cap on the top and
regulator (porous structure) for the
control of suspension flow at the
bottom, in protecti ve aluminum bag
White polypropylene tube with
granules for oral suspension, closed
with propylene cap on the top and
regulator (porous structure) for the
control of suspension flow at the
bottom, in protecti ve aluminum bag
2 glass syringes with needles (each
containing 1.0 mL of solution) in a
blister, suppliedin abox

2 glass syringes with needles (each
containing 0.2 mL of solution) in a
blister, suppliedin abox

2glass syringes with needles (each
containing 0.4 mL of solution) in a
blister, suppliedin abox

2glass syringes with needles (each
containing 0.6 mL of solution) in a
blister, suppliedin abox

2 glass syringes with needles (each
containing 0.8 mL of solution) in a
blister, suppliedin abox

Coated tablets

10 (2x5) glass syringes (with needle)
each containing 0.25 mLL of solution,
in a protective container, suppliedina
carton box

10 (5x2) syringes with needles each
containing 0.25mL of solutionin a
blister, suppliedin abox

10 (2x5) glass syringes (with needl e)
each containing 0.6 mLL of solution, in
a protective container, suppliedin a
carton box

10 (2x5) glass syringes (with needle)
each containing 0.9 mLL of solution, in
a protecti ve container, suppliedin a
box

5ampoules each with 1 mL of solution,
supplied in a box

10 ampoules each containing 1 mL of
solution, suppliedin a box

50 tablets in a pol ypropylene container
with a speciall ydesigned stopper with
aleaflet

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES
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Clopixol 25 mg tabl ets

Coaprovel 150 mg/12.5 mg

Coaprovel 300 mg/12.5 mg

Coaxil

Coaxil

Codeini phosphatis Alkaloid

CO-Diovan film-tablets 160/12.5
mg

CO-Diovan film-tablets 160/25
mg

CO-Diovan film-tablets 80/12.5
mg

ColdrexHotRem Blackcurrant

ColdrexJunior

COLDREX JUNIOR syrup

ColdrexMaxGrip Lemon

Coldrextablets

Combi vir tablets

COMTAN 200 mg film-tablets

Concerta 18 mg

Concerta 36 mg

film coated tablets

film coated tablets

film coated tablets

coated tabl ets

coated tabl ets

tablets

film coated tablets

film coated tablets

film coated tablets

powder for prepar ation of
oral solution

film coated tablets

oral solution

powder for prepar ation of
oral solution

tablets

film coated tablets

film coated tablets

prolonged-releas e tablets

prolonged-releas e tablets

consoante o que ocorrer em primeiro lugar.

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

H. LundbeckA/S, Ottilavej 9,
Copenhagen-Val by, Denmark

Sanofi Winthrop Industrie, 1rue
dela Vierge, 33440 Ambares,
France

Sanofi Winthrop Industrie, 1rue
dela Vierge, 33440 Ambares,
France

Les Laboratories Servier
Industrie, 905 route de Saran,
45520 Gidy, France

Les Laboratories Servier
Industrie, 905 route de Saran,
45520 Gidy, France

Alkaloid AD - Skopje, Bulevar
Aleksandar Makedonski 12,
Skopje, FYROM

Novartis Pharma Stein AG,

Schaffhauserstrasse, Stein,
Switzerland

Novartis Pharma Stein AG,
Schaffhauserstrasse, Stein,
Switzerland

Novartis Pharma Produkti ons
GmbH, Oflinger Strasse 44,
Wehr, Ger many

SmithKline Beecham S.A.,
Madrid, Spain

Famar S.A., Atena, Greece

Wrafton Laboratories Ltd.,
Wrafton, Braunton, N orth Devon,
Great Britain

SmithKline Beecham S A,
Madrid, Spain

GlaxoSmithKline D ungar van Ltd.,
Knockbrack, Dungar van, Co.
Waterford, Republic of Ireland

Glaxo Wellcome Operations,
Greenford, Great Britain i
GlxoSmithKline P har maceuticals
S.A.,, Poznan, Poland

Novartis Pharmaceuticals UK
Limited, Horsham, West Sussex,
Great Britain

Janssen Phar maceutica NV,
Turnhouseweg 30, Beerse,
Belgium

Janssen Phar maceutica NV,
Turnhouseweg 30, Beerse,
Belgium

50 tablets in a pol ypropylene container
with a speciall ydesigned stopper with
aleaflet

28 (2x14) tablets in a blister
(PVC/PVDCI/AI), suppliedin a box

28 (2x14) tablets in a blister
(PVC/PVDCI/AI), supplied in a box

30 (1x30) tablets in a PVC/Alu blister,
suppliedin a carton box

60 (2x30) tablets in a blister (PVC/AI),
supplied in a box

10 (1x10) tablets in a Al/ PE/PE/Al
strip, supplied in abox

28 (2x14) tablets in a blister, supplied
ina box

28 (2x14) tablets in a blister, supplied
ina box

28 (2x14) tablets in a blister, supplied
ina box

5bags with 5g of powder, supplied in
abox

16 (2x8) tablets in a blister, suppliedin
abox

160 mL of oral solutionin anamber
glass bottle with a platic (PP) temper-
proof closure and 20-ml measuring
glass, suppliedin a box

5bags with 6.4 g of powder, supplied
ina box

12 tablets in a blister, supplied in abox

60 (6x10) film coated tablets in a
blister (PVC/Al), suppliedin a box

30 filmcoated tablets in an amber
glass bottle with a plastic (HDPP)
stopper, suppliedin a box
30tablets in a plastic (HDPE) bottle
with atemper-evident stopper and
desiccant, suppliedina box

30tablets in a plastic (HDPE) bottle
with atemper-evident stopper and
desiccant, suppliedina box

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES
YES
YES
YES YES
YES YES
YES YES
YES
YES
YES
YES
YES
YES YES
YES YES
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Concerta 54 mg

Concor 10

Concor 5

Concor Cor 1.25 mg

Concor Cor 2.5 mg

Contractubexgel

Contral

Controloc 20 mg tablets

Controloc 40 mg tablets

Controloc i ntravenous

Copaxone 20 mg, powder and
diluent for s olution for injection

Copaxone 20 mg/mL solution for
injection

Copegus 200 mg

Cordarone 150 mg/3 mL
injection
Cordarone 200 mg tablets

Cordipin XL tablets 40 mg

Cordipin XL tablets 40 mg

Corlentor 5mg film coated
tablets

prolonged-releas e tablets

film coated tablets

film coated tablets

filmtablets

filmtablets

gel

tablets

gastric-resistant tablets

gastric-resistant tablets

powder for sol ution for
injection

powder and diluent for
solution for injection

solution for i njection, pre-

filled syringe

film coated tablets

solution for i njection

film coated tablets

modified releas e tablets

modified releas e tablets

film coated tablets

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Janssen Phar maceutica NV,
Turnhouseweg 30, Beerse,
Belgium

Merck KGaA, Frankfurter Stralle
250, Darms tadt, Germany

Merck KGaA, Frankfurter StralRe
250, Darms tadt, Germany

Merck KGaA, Frankfurter StralRe
250, Darms tadt, Germany

MerckKGaA, Frankfurter StralRe
250, Darms tadt, Germany

Merz Pharma GmbH & Co KGaA,
Frankfurt am Main, Germany

Jadran - Galenski laboratorij d.d.,
Pulac bb, Rijeka, R epublic of
Croatia

Altana Pharma Oranienburg
GmBH, Oranienburg, Germany

Altana Pharma Oranienburg
GmbH, Oranienburg, Ger many

Altana Pharma AG, Byk-Gulden
Strasse 2, Konstanz, Germany

Teva Phar maceutical Industries
Ltd., Kfar Saba, Izrael

Teva Phar maceuticals Europe
B.V., Mijadrecht, The Nederlands

F. Hoffmann-La Roche Ltd.,
Grenzacherstrasse 124, Basel,
Switzerland

Sanofi Winthrop Industrie, 1rue
dela Vierge, 33440 Ambares,
France

Sanofi Winthrop Industrie, 1rue
dela Vierge, 33440 Ambares,
France

Krka d.d., Smarje$ka cesta 6,
Novo mesto, Republic of
Slovenia

Krka d.d., Smarje$ka cesta 6,
Novo mesto, Republic of
Slovenia

Les Laboratoires Servier
Industrie, 905 route de Saran,
45520 Gidy, France; Servier
(Republic of Ireland) Industries
Ltd., GoreyRoad, Arkow, Co.

consoante o que ocorrer em primeiro lugar.

30tablets in a plastic (HDPE) bottle
with atemper-evident stopper and
desiccant, suppliedina box

30 (3x10) tablets in a blister, supplied
ina box

30 (3x10) tablets in a blister, supplied
ina box

Box with 20 tablets ( blister, 2x10 tbl.)

Box with 30 tablets ( blister, 3x10 tbl.)

10 g of gel in aluminumtube, supplied
ina box

Box with 10 tablets ( blister) YES

28 (2X14) gastric-resistant tablets in a
blister (OPA/AI/PE//Al), suppliedin a
box

14 (1x14) gastric-resistant tablets ina
blister (OPA/AI/PE//Al), supplied in a
box

One glasss vial with I yophilisate,
supplied in a box

28 (4x7) amber glass bottles with
powder and 28 (4x7) ampoules with
diluent for solution for injection,
supplied in a box

Pre-filled syringe with 1 mL of solution
for injection with a needle, in a blister,
28 (4x7) pre-filled syringes supplied in
abox

42 film coated tablets in a pol yethylene
bag, suppliedin abox

6 ampoules each with 3 mL of solution
for injection, supplied in a box

30 (3x10) tablets in a blister (PVC/Alu-
foil) suppliedin a box

20 (2x10 tabl ets in PVC/PVD/AI blister,
supplied in a box

30 (3x10) tablets in a PVC/PVD/AI
blister, suppliedin abox

28 (2x14) film coated tablets in a
PVC/AI blister, supplied in a carton box

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES
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consoante o que ocorrer em primeiro lugar.

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Corlentor 7.5 mg film coated

Wick ow, Republic of Ireland;
Przedsiebiorstwo
Farmaceutyczne Anpharm S A,
Ul. Annopol 603-236, Warszava,
Poland

Les Laboratoires Servier
Industrie, 905 route de Saran,
45520 Gidy, France; Servier
(Republic of Ireland) Industries
Ltd., GoreyRoad, Arkow, Co.

28 (2x14) film coated tablets in a

tablets film coated tablets Wick ow, Republic of Ireland; PVC/AI blister, supplied in a carton box YES YES YES YES
Przedsiebiorstwo
Farmaceutyczne AnpharmS.A,,
Ul. Annopol 603-236, Warszava,
Poland
Pantheon YM Inc., Toronto, .
CORTEF tablets 10 mg tablets Canadai Pfizer Manufacturing 100 It.azl?ts ”:)gn amber glass bottl e, YES YES
Belgium, Puurs, Belgium suppliedin a box
Krka d.d., Smarje$ka cesta 6 :
’ N ’ 28 (4x7) tablets ina OPA/AI/PVCI//Al
Coryol tablets 12.5 mg tablets Iéllzvvc;nrin:sto, Republic of blister, supplied in abox YES YES
Krka d.d., Smarje$ka cesta 6, .
Coryol tablets 25 mg tablets Novo mesto, Republic of 2& (4x7) ta bl?ts ina OPA/AI/PVC/IA YES YES
Slovenia blister, suppliedin abox
Krka d.d., Smarje$ka cesta 6, .
Coryol tablets 3.125 mg tablets Novo mesto, Republic of 2§ (4x7) ta blgts tna OPAJAPVCIIA YES YES
Slovenia blister, suppliedin abox
Krka d.d., Smarje$ka cesta 6 .
’ X ’ 28 (4x7) tablets ina OPA/AI/PVC//Al
Coryol tablets 6.25 mg tablets Novo mesto, Republic of blister, supplied in abox YES YES
Slovenia
Merck Sharp & Dohme B.V., 5mL of sol ution in a pl astic container
Cosopt eye drops eye drops, solution Waar derweg 39, Postbus 581, e YES YES
Haarlem, The Nederlands OCUMETER PLUS, suppliedina box
Merck Sharp & Dohme B.V., . . .
Cozaar 100 mg filmomoblol ete film coated tablets Waar derweg 39, Postbus 561, _28(2><14) tablets in a blister, supplied YES YES
tablets ina box
Haarlem, the Netherlands
MerckSharp & Dohme B.V., . . .
Cozaar 50 mg film coated tablets | filmcoated tablets Waar derweg 39, Postbus 581, .28 (2x14) tablets in ablister, supplied YES YES
ina box
Haarlem, the Netherlands
AstraZeneca GmbH, Plankstadt,
Germany; AstraZeneca UK 28 (2x14) film coated tablets in a
Crestor 10 mg film coated tablets Limited, SilkR oad Business blister of aluminum laminate and YES YES YES YES
Park, Macclesfield, C heshire, aluminum fail, supplied in a carton box
Great Britain
AstraZeneca GmbH, Plankstadt,
Germany; AstraZeneca UK 29 (2x14) film coated tablets in a
Crestor 20 mg film coated tablets Limited, SilkR oad Business blister of aluminum laminate and YES YES YES YES
Park, Macclesfield, C hes hire, aluminumfoil, supplied in a carton box
Great Britain
AstraZeneca GmbH, Plankstadt,
Germany; AstraZeneca UK 28 (4x7) film coated tablets of
Crestor 40 mg film coated tablets Limited, SilkR oad Business alumi num laminate and al umi numfoil, YES YES YES YES
Park, Macclesfield, C hes hire, supplied in acarton box
Great Britain
AstraZeneca GmbH, Plankstadt,
Germany; AstraZeneca UK 30 (2x14) film coated tablets in a
Crestor 5 mg film coated tablets Limited, SilkRoad Business blister of aluminum laminate and YES YES YES YES

Park, Macclesfield, C hes hire,
Great Britain

aluminum foil, supplied in a carton box
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CRINONE 8% vaginal gel

CRIXIVAN 100 mg capsul es

Crixivan 200 mg capsules

CRIXIVAN 333 mg capsul es

Crixivan 400 mg capsul es

Crystacillin

Cymbalta 30 mg hard gastric-
resistant capsules

Cymbalta 60 mg hard gastric-
resistant caps ules

Cymewvene powder for solution
for infusion

Dabroston 10 mg tablets

DACARBAZINE PLIVA 100

DACARBAZINE PLIVA 200

Daktarin cream

Daktarin oral gel

DALERON C granules for oral
solution

DALERON C JUNIOR granules
for oral solution

Dalsysyrup

Dalsysyrup

vaginal gel

capsul es

capsul es

capsul es

capsul es

powder for sol ution for
injection

gastric-resistant capsules,
hard

gastric-resistant capsules,
hard

powder for sol ution for
infusion

film coated tablets

Iyophilisate for preparation
of sol ution for injection or
infusion

lyophilisate for preparation
of sol ution for injection or
infusion

cream

oral gel

granules for oral solution

granules for oral solution

syrup

syrup

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

M.Y. Healthcare Packaging
Limited, Bedfords hire, Great
Britain

MerckSharp & Dohme B.V.,
Waar derweg 39, Postbus 581,
Haarlem, the Netherlands

Merck Sharp & Dohme B.V.,
Waar derweg 39, Postbus 581,
Haarlem, the Netherlands

Merck Sharp & Dohme B.V.,
Waar derweg 39, Postbus 581,
Haarlem, the Netherlands

Merck Sharp & Dohme B.V.,
Waar derweg 39, Postbus 581,
Haarlem, the Netherlands

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Lilly, S.A., Avendiadela Industria
30, Alcobendas, Madrid, Spain

Lilly, S.A., Avendiadela Industria
30, Alcobendas, Madrid, Spain

F. Hoffmann-La Roche Ltd.,
Grenzacherstrasse 124, Basel,
Switzerland

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Krka d.d., Now Mesto, R.
Republic of Sloveniain
cooperation with Janssen

Phar maceutica, Beerse, Belgium
Krka d.d., Now Mesto, R.
Republic of Sloveniain
cooperation with Janssen

Phar maceutica, Beerse, Belgium
Krka d.d., Smarje$ka cesta 6,
Novo mesto, Republic of
Slovenia

Krka d.d., Smarje$ka cesta 6,
Novo mesto, Republic of
Slovenia

Abbott S.p.A., Via Pontina 52, |-
04010 Campoverde di Aprilia
(Latina), Italy

Abbott S.p.A., Via Pontina 52, |-
04010 Campoverde di Aprilia
(Latina), Italy

consoante o que ocorrer em primeiro lugar.

1.45g of gel inan applicator for single
use, inserted in a protective bag
(paper/Al/PE), 15 bags ina box

180 capsules ina pol yethylene
(HDPE) contai ner

360 capsules ina polyethyl ene
(HDPE) contai ner

135 capsules ina pol yethylene
(HDPE) contai ner

180 capsules in a pol yethylene
(HDPE) contai ner

ﬁ bottles with powder, suppliedin a YES
X

28 (2x14) capsul es in ablister
(PVC/PE/PCTFE//Al), suppliedin a
box

28 (2x14) capsul es in ablister
(PVC/PE/PCTFE//Al), suppliedin a
box

10-mL glass vial with powder (for
multipl e us e) supplied in abox

30tablets in a blister, suppliedin abox YES

Lyophilisate inan amber glass bottle
(with arubber stopper and an

alumi nium cap with a plastic lid), 10 YES
bottles in abox

Lyophilisate inan amber glass bottle

(with arubber stopper and an YES

alumi nium cap with a plastic lid), 10
bottles in abox

30g of creamin a tube, suppliedina
box

40 g of gel in atube witha measuring
spoon, suppliedina box

10 bags each containing 5 g of
granules, suppliedin a box

10 bags each containing 5 g of
granules, suppliedin a box

Brown pol yethylene bottl e with 100 mL
of syrup, supplied in a box

Brown pol yethylene bottl e with 200 mL
of syrup, suppliedin a box

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES
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Danoptin 100 mg tabl ets

Danoptin 25 mg tablets

Danoptin tablets 50 mg

Danoptin tabl ets for oral
suspension 5 mg

Danoval capsules 100 mg

Darob

Darob mite

Dartelin 400 mg tablets

DaTscan 74 MBq/mL solution for
injection

DaTscan 74 MBq/mL solution for

injection

Decapeptyl 0.1 mg

Decapeptyl CR

Decortin 20

Decortin 5

Deep Freeze Cold gel

Deep Freeze spray

Deep heatrub cream

Deep Heat spray

tablets

tablets

tablets

tablets for oral sol ution

capsul es

tablets

tablets

film coated tablets

solution for injection

solution for injection

solution for s ubc utaneous

injection

micro-caps ules for

prepar ation of sus pension
for subcutaneous or
intramuscular injection

tablets

tablets

gel

spray, sol ution

cream

spray, sol ution

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Krka d.d., Smarje$ka cesta 6,
Novo mesto, Republic of
Slovenia

Abbott GmbH & Co. KG,
Ludwigshafen, Germany

Abbott GmbH & Co. KG,
Ludwigshafen, Germany

Lekfarmacewska druzba d.d.,
Verovskova 57, Ljubljana,
Republic of Slovenia

AmershamHealth BV, Den
Dolech 2, Eindhoven, NL 5612
AZ, the Netherlands

AmershamHealth BV, Den
Dolech 2, Eindhoven, NL 5612
AZ, the Netherlands

Ferring GmbH, Wittland 1, Kiel,
Germany; F erring International
Center SA, Chemin dela
Vergognaus az, Switzerland
Ferring GmbH, Wittland 1, Kiel,
Germany; Ferring International
Center SA, Chemin dela
Vergognaus az, Switzerland

Merck KGaA, Frankfurter Stralle
250, Darms tadt, Germany

Merck KGaA, Frankfurter Stralle
250, Darms tadt, Germany

The Mentholatum Company Ltd,
1 Redwood Avenue, Peel Park
Campus, East Kilbride, Great
Britain

The Mentholatum CompanyLtd,
1 Redwood Avenue, Peel Park
Campus, East Kilbride, Great
Britain

The Mentholatum CompanyLtd,
1 Redwood Avenue, Peel Park
Campus, East Kilbride, Great
Britain

The Mentholatum CompanyLtd,
1 Redwood Avenue, Peel Park
Campus, East Kilbride, Great

consoante o que ocorrer em primeiro lugar.

30 (3x10) tablets in a PVC/Aclar/Al

blister, suppliedin abox YES
30 (3x10) tablets in a PVC/Aclar/Al

- P YES
blister, suppliedin abox
31(3x10) tablets in a PVC/Aclar/Al YES
blister, suppliedin abox
32 (3x10) tablets in a PVC/Aclar/Al YES

blister, suppliedin abox

100 capsules in abrown plastic bottle
with aluminumcap, suppliedin a
carton box

50 (5x10) tablets in a blister, supplied
ina box

50 (5x10) tablets in a blister, supplied
ina box

20 (2x10) tablets in a blister, supplied
ina box

10-mL glass vial with 5.0 mL of
solution, suppliedin a box

10-mL glass vial with 2.5 mL of
solution, suppliedin a box

7 syringes each with 1 mL of solution
for injectionin a blister, suppliedin a
box

One syringe with 172 mg

microcaps ules, one syringe with 1 mL
of suspending agent, one adapter and
one needl e, supplied ina box

10 (1x10) tablets in a PVC/AI blister,
supplied in a box

24 (2x10) tablets in a blister (PVC/Al),
supplied in a box

359 of gel in an alumininum tube with
aplastic (HDPE) stopper, supplied ina
box

200 mL (1359) of spraysolutionin a
metal container (with PE tube and PP
atmizer) with plastic (PP) cap

15 g of creamin an aluminum tube
with plastic (HDPE) cap, supplied ina
box

150 mL of sprey solutionin a metal
container (with PE tube and PP
nebulizer) with plastic (HDPE) cap

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES
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Deep relief gel

DentinoxN

Depakine Chrono 300 mg

Depakine Chrono 500 mg

DEPAKINE CHRONOSPHERE
100 mg

DEPAKINE CHRONOSPHERE
1000 mg

DEPAKINE CHRONOSPHERE
250 mg

DEPAKINE CHRONOSPHERE
500 mg

DEPAKINE CHRONOSPHERE
750 mg

Deprozel tablets 20 mg

Deprozel tablets 30 mg

Dercome Clear

Detralex

Detrunor m coated tablets 15 mg

Dexamethason Krka solution for
injection

Dexamethason Krka tablets

Diane-35 sugar-coated tablets

gel

drops, oromucosal solution

film coated modifi ed-release
tablets

modified releas e film coated
tablets

prolonged-releas e granules

prolonged-releas e granules

prolonged-releas e granules

prolonged-releas e granules

prolonged-releas e granules

film coated tablets

film coated tablets

suspension for topical
application to the skin

film coated tablets

coated tabl ets

solution for injection

tablets

sugar-coated tablets

consoante o que ocorrer em primeiro lugar.

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Britain

The Mentholatum Company Ltd,

1 Redwood Avenue, Peel Park
Campus, East Kilbride, Great
Britain

Dentinox Ges ellschaft fir

phar maz eutische Praparate Lenk
& Schuppan, Berlin, Germany

Sanofi Winthrop Industrie, 1rue
dela Vierge, 33440 Ambares,
France

Sanofi Winthrop Industrie, 1rue
dela Vierge, 33440 Ambares,
France

Sanofi Winthrop Industrie,
AMILLY, France

Sanofi Winthrop Industrie,
AMILLY, France

Sanofi Winthrop Industrie,
AMILLY, France

Sanofi Winthrop Industrie,
AMILLY, France

Sanofi Winthrop Industrie,
AMILLY, France

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Dr. August Wolff GmbH & Co.
Arzneimittel, Bielefeld, Germany

Les Laboratories Servier
Industrie, 905 route de Saran,
45520 Gidy, France

Apogepha Arzneimittel GmbH,
Germany

Krka d.d., Smarjeska cesta 6,
Novo mesto, Republic of
Slovenia

Krka d.d., Smarje$ka cesta 6,
Novo mesto, Republic of
Slovenia

Schering AG, Muellerstrasse
170-178, Berlin, Germany

100 grams of gel in an aluminum tube,
suppliedin a box

10 g of solution inan amber glass
bottl e with plastic dropper and cap,
suppliedin a box

100 tablets (two plastic containers with
50 tablets each) suppliedin a box

30tablets in a plastic container,
supplied in a box

30 bags with granules, suppliedina
box

30 bags with granules, suppliedina
box
30 bags with granules, suppliedina
box

30 bags with granules, suppliedina
box

30 bags with granules, suppliedina

box
Box with 30 tablets (blister, 3x10 tbl.) YES
Box with 30 tablets (blister, 3x10 tbl.) YES

100 grams of suspensionin a plastic
tube, suppliedin a box

30 (2x15) film coated tablets in a
PVC/Al blister, supplied in abox

30 (3x10) coated tablets in a PVC/A1
blister, suppliedin abox

25 ampoules (5x5) each containing 1

mL of solutionin a blister, suppliedin a
box

10 tablets in a blister, supplied in abox

63 (3x21) tablets in a PVC/Al blister,
supplied in a box

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES YES
YES
YES
YES
YES
YES
YES
YES
YES
YES
YES
YES
YES
YES
YES
YES
YES
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Dianeal PD1 solution for
peritoneal dialysis with 1.36%
glucose and electrol ytes

Dianeal PD1 solution for
peritoneal dial ysis with 2.27%
glucose and electrol ytes

Dianeal PD1 solution for
peritoneal dial ysis with 3.86%
glucose and electrol ytes

Dianeal PD4 solution for
peritoneal dial ysis with 1.36%
glucose and electrol ytes

Dianeal PD4 solution for
peritoneal dial ysis with 1.36%
glucose and electrol ytes

Dianeal PD4 solution for
peritoneal dial ysis with 1.36%
glucose and electrol ytes

Dianeal PD4 solution for
peritoneal dial ysis with 1.36%
glucose and electrol ytes

Dianeal PD4 solution for
peritoneal dial ysis with 2.27%
glucose and electrol ytes

Dianeal PD4 solution for
peritoneal dial ysis with 2.27%
glucose and electrol ytes

Dianeal PD4 solution for
peritoneal dial ysis with 2.27%
glucose and electrol ytes

Dianeal PD4 solution for
peritoneal dial ysis with 2.27%
glucose and electrol ytes

Dianeal PD4 solution for
peritoneal dial ysis with 3.86%
glucose and electrol ytes

Dianeal PD4 solution for
peritoneal dial ysis with 3.86%
glucose and electrol ytes

Dianeal PD4 solution for
peritoneal dial ysis with 3.86%
glucose and electrol ytes

Dianeal PD4 solution for
peritoneal dialysis with 3.86%
glucose and electrol ytes

solution for peritoneal
dialysis

solution for peritoneal
dialysis

solution for peritoneal
dialysis

solution for peritoneal

dialysis

solution for peritoneal
dialysis

solution for peritoneal
dialysis

solution for peritoneal
dialysis

solution for peritoneal
dialysis

solution for peritoneal
dialysis
solution for peritoneal

dialysis

solution for peritoneal
dialysis

solution for peritoneal
dialysis

solution for peritoneal
dialysis

solution for peritoneal
dialysis

solution for peritoneal
dialysis

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

BAXTER Healthcare SA.,
Monreen Road, C astlebar,
County Mayo, Republic of Ireland

BAXTER Healthcare SA.,
Monreen Road, C astlebar,
County Mayo, Republic of Ireland

BAXTER Healthcare SA.,
Monreen Road, C astlebar,
County Mayo, Republic of Ireland

BAXTER Healthcare SA.,
Monreen Road, C astlebar,
County Mayo, Republic of Ireland

BAXTER Healthcare SA.,
Monreen Road, C astlebar,
County Mayo, Republic of Ireland

BAXTER Healthcare SA.,
Monreen Road, C astlebar,
County Mayo, Republic of Ireland

BAXTER Healthcare S.A.,
Monreen Road, C astlebar,
County Mayo, Republic of Ireland

BAXTER Healthcare SA.,
Monreen Road, C astlebar,
County Mayo, Republic of Ireland

BAXTER Healthcare SA.,
Monreen Road, C astlebar,
County Mayo, Republic of Ireland

BAXTER Healthcare SA.,
Monreen Road, C astlebar,
County Mayo, Republic of Ireland

BAXTER Healthcare SA.,
Monreen Road, C astlebar,
County Mayo, Republic of Ireland

BAXTER Healthcare S.A.,
Monreen Road, C astlebar,
County Mayo, Republic of Ireland

BAXTER Healthcare S.A.,
Monreen Road, C astlebar,
County Mayo, Republic of Ireland

BAXTER Healthcare S.A.,
Monreen Road, C astlebar,
County Mayo, Republic of Ireland

BAXTER Healthcare S.A.,
Monreen Road, C astlebar,
County Mayo, Republic of Ireland

consoante o que ocorrer em primeiro lugar.

5x1 plastic bags with 2000 mL of
solution and 5x1 empty bags (for
draining of liquid), in a protective
plastic bag; supplied in a carton box
5x1 plastic bags with 2000 mL of
solutionand 5x1 empty bags (for
draining of liquid), in a protective
plastic bag; supplied in a carton box
5x1 plastic bags with 2000 mL of
solution and 5x1 empty bags (for
draining of liquid), ina protective
plastic bag; suppliedin a carton box
2x1 plastic bags containing 5000 mL
of sol ution in a protecti ve plastic bag,
supplied in a box

5x1 plastic bags with 2000 mL of
solution with attachments and one
emptybag (for draining of liquid), in a
protective plastic bag; supplied in a
box

4x1 plastic bags with 2500 mL of
solution with attachments and one
emptybag (for draining of liquid), in a
protecti ve plastic bag, supplied in a
box

5x1 plastic bags with 2000 mL of
solution in a protecti ve plastic bag,
supplied in a box

5x1 plastic bags with 2000 mL of
solution with attachments and one
emptybag (for draining of liquid), in a
protecti ve plastic bag; supplied in a
box

5x1 plastic bags with 2000 mL of
solution in a protecti ve plastic bag,
supplied in a box

2x1 plastic bags containing 5000 mL
of sol ution in a protective plastic bag,
supplied in a box

4x1 plastic bags with 2500 mL of
solution with attachments and one
emptybag (for draining of liquid), in a
protective plastic bag, supplied in a
box

5x1 plastic bags with 2000 mL of
solution in a protecti ve plastic bag,
suppliedin a box

4x1 plastic bags with 2600 mL of
solution with attachments and one
emptybag (for draining of liquid), in a
protective plastic bag, supplied in a
box

2x1 plastic bags containing 5000 mL
of sol ution in a protecti ve plastic bag,
suppliedin a box

5x1 plastic bags with 2000 mL of
solution with attachments and one
emptybag (for draining of liquid), in a
protective plastic bag; supplied in a
box

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES
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Diaprel

Diaprel MR

Diazepam Alkaloid 10 mg/2 mL
solution for injection

Diazepam Alkaloid 2 mg coated
tablets

Diazepam Alkaloid 5 mg coated
tablets

Diazepam Desitin 10 mg rectal
solution

Diazepam Desitin 5 mg rectal
solution

Diazepam Jadran 10 mg

Diazepam Jadran2 mg

Diazepam Jadran 5 mg

Diclo Duo capsules 75 mg

Diclo Duo spray 4%

DICLORAPID 75 mg

Diclorapid 75 mg

Dicynone 250 mg/2 mL injection

DIFETOIN

DIFLUCAN 100 mg capsules

tablets

modified releas e tablets

solution for i njection

coated tabl ets

coated tabl ets

rectal solution

rectal solution

tablets

tablets

tablets

modified releas e capsul es,
hard

dermatol ogical spray,
solution

gastric-resistant capsules,
hard

gastric-resistant capsules,
hard

solution for injection for
intramuscular use and
intravenus infusion

tablets

capsul es

Les Laboratories Servier
Industrie, 905 route de Saran,
45520 Gidy, France

Les Laboratoires Servier
Industrie, Gidy, France; Servier
Republic of Ireland Industries
Ltd., Arckow, Co. Wick ow,
Republic of Ireland

Alkaloid AD - Skopje, Bulevar
Aleksandar Makedonski 12,
Skopje, FYROM

Alkaloid AD - Skopje, Bulevar
Aleksandar Makedonski 12,
Skopje, FYROM

Alkaloid AD - Skopje, Bulevar
Aleksandar Makedonski 12,
Skopje, FYROM

Desitin Arzneimittel GmbH,
Hamburg, Germany

Desitin Arzneimittel GmbH,
Hamburg, Germany

Jadran - Galenski laboratorij d.d.,
Pulac bb, Rijeka, R epublic of
Croatia

Jadran - Galenski laboratorij d.d.,
Pulac bb, Rijeka, R epublic of
Croatia

Jadran - Galenski laboratorij d.d.,
Pulac bb, Rijeka, R epublic of
Croatia

TemmLer Wer ke GmbH,
Minchen, Germany

Pharbil Waltrop GmbH, Im
Wirrigen 25, D-45731 Waltrop,
Germany

Astellas Pharma GmbH,
Miinchen, Germany

Astellas Pharma GmbH,
Minchen, Germany

Lekfarmacewska druzba d.d.,
Verovskova 57, Ljubljana,
Republic of Slovenia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pfizer PGM, Poce-sur-Cisse,
France

consoante o que ocorrer em primeiro lugar.

60 (3x20) tablets in a blister, supplied
ina box

60 (2x30) tablets in a blister (PVC/AI),
supplied in a box

10 amber glass ampoul es each
containing 2 mL of solution, supplied in
abox

30 coated tablets in a 15 mL amber
glass bottle, suppliedin a box

30 coated tablets in a 15 mL amber
glass bottle, suppliedin a box

5 (5x1) plastic containers each with 2.5
mL of solution (with applicator for
rectal administration) ina protective
bag, suppliedin abox

5 (5x1) plastic containers each with 2.5
mL of solution (with applicator for
rectal administration) ina protecti ve
bag, suppliedin abox

30 (3x10) tablets in a blister, supplied

ina box YES

30 (3x10) tablets in a blister, supplied YES
ina box

Box with 30 (3x10) tablets ina blister YES

20 (2x10) capsul es in ablister
(PVC/PVDCI/AI), suppliedin a box

15-mL amber glass bottle containing
12.5 g solution, with metering pump/
spraying attachment and protective
cap, suppliedina carton box

10 (1x10) capsules in a PVC/PVdC/Al
blister, suppliedin abox

20 (2x10) capsules in aPVC/PVDC/AI
blister, suppliedin abox

10 (2x5) ampoules each containing 2
mL of solutionin a blister, suppliedin a
box

100 (10x10) tablets in OPA/AI/PVCI//AI

blister, suppliedin abox YES

7 (1x7) capsules in (PVC/Al) blister,
supplied in a box

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

YES

YES

YES

YES | YES

YES

YES
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DIFLUCAN 150 mg capsules

DIFLUCAN 50 mg capsules

DIFLUCAN solution for infusion

DIFLUCAN powder for
suspension 50 mg/7 mL

Diphtheria antitoxin (equine)

10000 U

Diphtheria antitoxin (equine)
10000 U

Diglical tablets 80 mg

Dihalar tablets

Dikofenak retard 100 mg tablets

Dikonat P gel

Diltiazem Pliva 60 mg

Diltiazem Pliva 90 mg

Dimidril tablets

Dinamico tablets 100 mg

Dinamico tablets 25 mg

Dinamico tablets 50 mg

Diovan 160 mg film-tabl ets

Diovan 320 mg film-tabl ets

capsul es

capsul es

solution for infusion

powder for or al sus pension

solution for parenteral use

solution for parenteral use

tablets

tablets

prolonged-releas e tablets

gel

tablets

tablets

tablets

film tablets

film tablets

film tablets

film coated tablets

film coated tablets

consoante o que ocorrer em primeiro lugar.

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Pfizer PGM, Poce-sur-Cisse,

One (1x1) capsule in ablister (PVC/Al)

France suppliedin a box YES YES
Pfizer PGM, Poce-sur-Cisse, 7(1 x'_l) cgpsul es in (PVC/AI) blister, YES YES
France supplied in a box
Pfizer PGM, Poce-sur-Cisse, 100 mL of solutionin aglass bottle for YES YES
France infusion, supplied in a box
Plastic (HDPE) bottle of 60 mL (with a
. plastic, temper-evident stopper) with
I':ﬁzer PGM, Poce-sur-Cisse, powder for preparation of 35mL of YES YES
rance suspension and a plastic meas uring
spoon (of 5 mL), supplied ina box
Imunolo$ki zawod d.d., . -
Rockefellerova 2, Zagreb, Efo;;;\npt:r;ﬁl;?]ttle containing 10000 1U YES YES
Republic of Croatia
Imunolo$ki zawod d.d., . .
Rockefellerova 2, Zagreb, Box W'tr;. 50 botfles with 10000 1U of YES YES
Republic of Croatia preparation
Pliva Croatia Ltd., Ulicagrada : . .
Vukovara 49, Zagreb, Republic of ?r?éeb)&o) tablets in ablister, supplied YES YES
Croatia
Krka d.d., Novo M esto, Republic
of Sloveniain cooperation with 30 (2x15) tablets in a blister, supplied YES YES
Novartis Pharma Ltd., ina box
Switzerland
Farmal d.d., Branitelja . . .
domovinskog rata 8, Ludbreg, i2r?a(2b>é1xo) tablets in ablister, supplied YES YES
Republic of Croatia
Pliva Croatia Ltd., Ulicagrada 604 of gel i Jumini tube
Vukovara 49, Z agreb, Republic of su,?pﬁeé;ﬁq '2 sgxa uminiumtube, YES YES
Croatia
Pliva Croatia Ltd., Ulicagrada : .
: N 30 (3x10) tablets in a PVC/Al blister,
\c/:l:OI«a)t\i/:ra 49, Z agreb, Republic of supplied in a carton box YES YES
Pliva Croatia Ltd., Ulicagrada . .
Vukovara 49, Z agreb, Republic of | 50 (3x10) tablets in a PVG/AI blister, YES YES
Croatia suppliedin acarton box
Pliva Croatia Ltd., Ulicagrada . .
Vukovara 49, Z agreb, Republic of | o2 (3x10) tablets in a PVC/AI blister, YES YES
Croatia suppliedin a box
Pliva Croatia Ltd., Ulicagrada . . Lo
Vukovara 49, Z agreb, Republic of Sgig“) tablet in a blister suppliedin | ypq YES
Croatia
Pliva Croatia Ltd., Ulicagrada . . Lo
Vukovara 49, Z agreb, Republic of Oge““) tablet in ablister suppliedin | vgg YES
Croatia abox
Pliva Croatia Ltd., Ulicagrada R : o
Vukovara 49, Z agreb, Republic of ggzg x1) tablet in ablister suppliedin | e g YES
Croatia
Novartis Pharma Produkti ons . . .
GmbH, Oflinger Strasse 44, i2rf§a(2b>é1;1) tablets in ablister, supplied YES YES
Wehr, Ger many
Novartis Pharma Produkti ons : :
GmbH, Oflinger Strasse 44, 28 (2x14) tablets in a blister YES YES

Wehr, Ger many

(PVC/PVDCI/IAl), suppliedina box
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Apéndice ao AnexoV

Lista(*) fornecida pela Crodcia, numa tnica lingua, de medicamentos em rehg¢doaos quais asautorizagdes de comercializagio emitidas ao abrigo da legislagdo croata antes da data da adesio permanecerdo vélidasaté serem renovadasem conformidade com oacervo ou até 30 de Junho de 2017,

Diovan 40 mg film-tablets

Diovan 80 mg flim-tablets

Diprogenta cream

Diprogenta ointment

Diprosalic losion

Diprosalic ointment

Disoprivan 1% propofolum

Disopyramide JADRAN

Diuver 10 mg tablets

Diuver 5 mg tablets

Dobutamin Admeda 250

DOKSICIKLIN 100 mg capsules

Dolokain gel

Dopamin Admeda 200

Dopamin Admeda 50

Dormicum 15 mg tabl ets

Dormicum 15 mg/3 mL injection

film coated tablets

film coated tablets

cream

ointment

lotion

ointment

emulsion for infusion

capsul es

tablets

tablets

solution for i nfusion

capsul es, hard

gel

concentrate of sol ution for
infusion

concentrate of sol ution for
infusion

film coated tablets

solution for injection

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Novartis Pharma Produkti ons
GmbH, Oflinger Stras se 44,
Wehr, Ger many

Novartis Pharma Produkti ons
GmbH, Oflinger Stras se 44,
Wehr, Ger many

Schering-Plough Labo N.V.
Industrepark 30, Heist-op-den-
Berg, Belgium

Schering-Plough Labo N.V.
Industrepark 30, Heist-op-den-
Berg, Belgium

Schering-Plough LaboN.V.,
Heist-op-den-Berg, Belgium;
Schering-Plough France,
Herounville-Saint-Clair, France
Schering-Plough Labo N.V.
Industrepark 30, Heist-op-den-
Berg, Belgium

Fresenius Kabi AB, Stockholm,
Sweden and AstraZ eneca SpA,
Caponago, ltaly for AstraZeneca
UK Ltd., Macclesfield, Cheshire,
Great Britain

Jadran - Galenski laboratorij d.d.,
Pulac bb, Rijeka, R epublic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Wuelfing Pharma GmbH,
Gronau, Germany

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Jadran - Galenski laboratorij d.d.,
Pulac bb, Rijeka, R epublic of
Croatia

Wauelfing Pharma GmbH

Wauelfing Pharma GmbH

F. Hoffmann-La Roche Ltd.,
Grenzacherstrasse 124, Basel,
Switzerland

F. Hoffmann-La Roche Ltd.,
Grenzacherstrasse 124, Basel,
Switzerland

consoante o que ocorrer em primeiro lugar.

28 (2x14) tablets in a blister, supplied
ina box

28 (2x14) tablets in a blister, supplied
ina box

159 of creamin analuminum tube,
supplied in a box

Aluminium tube with 15 g of cintment,
supplied in a box

30 mL of lotion in a plastic bottle,
suppliedin a box

159 of creamin analuminum tube,
supplied in a box

Box with 5 ampoules containing 20 mL
of emulsion

50 capsules in an amber glass bottle,
supplied in a box

20 (2x10) tablets in a blister, supplied
ina box

20 (2x10) tablets in a blister, supplied
ina box

50 mL of solution for infusion in a glass
ampoule, 1ampoulein abox

6 capsules ina white plastic (PP)
bottl e of 50 mL bag with atemper-
evident (PP/PE) stopper, suppliedina
box

25 grams of gel inan aluminum tube
with plastic cap (in a protective bag),
suppliedin a carton box

5 glass ampoules each with 10.3 mL of
solution for i nfusi on concentrate,
supplied in a box

5 glass ampoules each with 5.3 mL of
solution for i nfusi on concentrate,
supplied in a box

10 (1x10) tablets in ablister, supplied
ina box

5ampoules with 3 mL of sol ution,
supplied in a box

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES
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Lista(*) fornecida pela Crodcia, numa tnica lingua, de medicamentos em rehg¢doaos quais asautorizagdes de comercializagio emitidas ao abrigo da legislagdo croata antes da data da adesio permanecerdo vélidasaté serem renovadasem conformidade com oacervo ou até 30 de Junho de 2017,

Dormicum 5 mg/1 mL injection

Dormicum 7.5 mg tabl ets

Dotarem 0.5 mmol/mL

Dotarem 0.5 mmol/mL

Doxazin 2mg

Doxazin 4 mg

DOXORUBICIN EBEWE 10 mg/
5mg

DOXORUBICIN EBEWE 50 mg/
25 mg

Doxorubicin Plivainjection 10
mg

Doxorubicin Plivainjection 50
mg

Doxorubicin-Teva 2 mg/mL

Doxorubicin-Teva 2 mg/mL

Dr. Theiss Mucoplant eucal yptus
balm against cold

Dramina

Driptane

Dulcolax suppositories

Dulcolaxcoated tabl ets

solution for injection

film coated tablets

solution for injection

solution for i njection

tablets

tablets

concentrate of sol ution for
infusion

concentrate of sol ution for
infusion

powder for sol ution for
injection

powder for solution for
injection

solution for i njection

solution for i njection

ointment

tablets

tablets

suppositories

coated tabl ets

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

F. Hoffmann-La Roche Ltd.,
Grenzacherstrasse 124, Basel,
Switzerland

F. Hoffmann-La Roche Ltd.,
Grenzacherstrasse 124, Basel,
Switzerland

Guerbet, R oissy CdG C edex,
France

Guerbet, R oissy CdG C edex,
France

Jadran - Galenski laboratorij d.d.,
Pulac bb, Rijeka, R epublic of
Croatia

Jadran - Galenski laboratorij d.d.,
Pulac bb, Rijeka, R epublic of
Croatia

Ebewe Pharma Ges. m.b.H. Nfg.
KG, Mondseestrasse 11,
Unterach, Austria

Ebewe Pharma Ges. m.b.H. Nfg.

KG, Mondseestrasse 11,
Unterach, Austria

Pliva Lachema, Karasek 1, 62133
Brno, Czech Republic

Pliva Lachema, Karasek 1, 62133
Brno, Czech Republic

Phar machemie B.V., Haarlem,
the N etherlands

Phar machemie B.V., Haarlem,
the N etherlands

Dr. Theiss Naturwaren GmbH,
Homburg, Germany

Jadran - Galenski laboratorij d.d.,
Pulac bb, Rijeka, R epublic of
Croatia

Laboratories Fournier S.A.,
Fontaine | es Dijon, France

Boehringer Ingelheim ltalia
S.p.A, Firenca, ltaly

Boehringer Ingelheim France, 12,
Rue Andre Huet, Reims, Cedex,
France

consoante o que ocorrer em primeiro lugar.

10 ampoules each containing 1 mL of
solution, suppliedin a box

10 (1x10) tablets in ablister, supplied
ina box

20 mL of solutionin a glass bottle with
rubber stopper, supplied ina box

15 mL of solutionin a glass bottle with
rubber stopper, supplied ina box

20 (2x10) tablets in a blister, supplied

ina box YES

20 (2x10) tablets in a blister, supplied
ina box YES
5 mL of solution concentrate in an
amber glass bottle (with arubber
stopper), suppliedin abox

25 mL of solution concentrate in an
amber glass bottle (with rubber
stopper), suppliedin abox

5-mL bottle containing 10 mg of
powder, with bromobutyl stopper and
aluminum cap and ring, suppliedina
box

25-mL bottle containing 50 mg of
powder, with bromobutyl stopper and
aluminumcap and ring, suppliedina
box

Colourless glass bottle (glass type I)
with arubber stopper (chlorobutyl)
coated with fluoropolymer film,

alumi nium ring and pol ypropylene lid
containing 5 mL of solution, supplied in
abox

Colourless glass bottle (glass type I)
with arubber stopper (chlorobutyl)
coated with fluoropolymer film,

alumi nium ring and pol ypropylene lid
containing 25 mL of solution, s upplied
ina box

50 g of ointment in an amber glass
bottl e with a wide neck, suppliedin a
box

10 tablets in a A/PVC blister, supplied YES
inacarton box

60 (2x30) tablets in a blister (PVC/Al),
suppliedin a box

6 suppositories in aluminium foil,
suppliedin a box

30 (3x10) coated tablets in a
PVC/PVDC-AI blister, supplied in a
box

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES
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Apéndice ao AnexoV

Lista(*) fornecida pela Crodcia, numa tnica lingua, de medicamentos em rehg¢doaos quais asautorizagdes de comercializagio emitidas ao abrigo da legislagdo croata antes da data da adesio permanecerdo vélidasaté serem renovadasem conformidade com oacervo ou até 30 de Junho de 2017,

Duodopa intestinal gel

Duphaston

Duphaston

DURACEF 250 mg capsules

DURACEF 500 mg capsules

Duracef powder for oral
suspension 250 mg/5 mL

Duracef 1 g dispersible tablets
Durogesic transdermal patch
100 ug’/h

Durogesic transdermal patch 12
ug/h

Durogesic transdermal patch 12
microg/h

Durogesic transdermal patch 25
ug/h

Durogesic transdermal patch 50
ug/h

Durogesic transdermal patch 75
ug/h

Nitric oxidul

Nitric oxidul

Dysport

intestinal gel

film coated tablets

film coated tablets

capsul es

capsul es

powder for prepar ation of
oral suspension

dispersible tablets

transdermal patch

transdermal patch

transdermal patch

transdermal patch

transdermal patch

transdermal patch

medical gas

medical gas

lyophilisate for s oluti on for
injection

consoante o que ocorrer em primeiro lugar.

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Sol vay Phar maceuticals GmbH,
Justus- von-Liebig-Strasse 33,
Neustadt, Germany

Solvay Phar maceuticals B.V.,
Weesp, the Netherlands

Solvay Phar maceuticals B.V.,
Weesp, the Netherlands

Jadran -Galenski laboratorij d.d.,
Rijeka, Republic of Croatia, in
cooperation with Bristol-Myers
Squibb S.p.A., Contrada Fontana
del Cerasp. Anagni, Italy

Jadran -Galenski laboratorij d.d.,
Rijeka, Republic of Croatia, in
cooperation with Bristol-Myers
Squibb S.p.A,, Contrada Fontana
del Cerasp. Anagni, Italy

Jadran -Galenski laboratorij d.d.,
Rijeka, Republic of Croatia, in
cooperation with Bristol-Myers
Squibb S.p.A,, Contrada Fontana
del Cerasp. Anagni, Italy

Jadran -Galenski laboratorij d.d.,
Rijeka, Republic of Croatia, in
cooperation with Bristol-Myers
Squibb S.p.A., Contrada Fontana
del Cerasp. Anagni, ltaly
Janssen Phar maceutica NV,
Turnhouseweg 30, Beerse,
Belgium

Janssen Phar maceutica NV,
Turnhouseweg 30, Beerse,
Belgium

Janssen Phar maceutica NV,
Turnhouseweg 30, Beerse,
Belgium

Janssen Phar maceutica NV,
Turnhouseweg 30, Beerse,
Belgium

Janssen Phar maceutica NV,
Turnhouseweg 30, Beerse,
Belgium

Janssen Phar maceutica NV,
Turnhouseweg 30, Beerse,
Belgium

SOL SpA, Cremona, Italyi SOL
SpA, Marcianise, Italy

Messer Croatia Plind.o.o,,
Zapresi¢, Industrijska 1, Republic
of Croatia

IPSEN BIOPHARM LIMITED,
Wrexham, Great Britain

100 mL of intestinal gel in aPVC bag
with a plastic tube and pump
attachement, i nside a hard plastic
cassette, carton with 7 casettes

42 (3x14) tablets in a blister (PVC/Al),
supplied in a box

20 (1x20) tablets in a blister (PVC/Al),
supplied in a box

12 capsul es (2x6) in PVC/PVDC//Al
blister, suppliedin abox

12 capsul es (2x6) in PVC/PVDC//Al
blister, suppliedin abox

359 of powder for oral suspensionin a
60 mL plastic (HDPE) bottle with a
plastic measuring spoon, suppliedin a
box

10 (2x5) tablets in blisters, supplied in
abox

5 trans der mal patches (individually
packed in a protective bag), supplied
ina box

5 trans der mal patches (individually
packed in a protective bag), supplied
ina box

5 trans der mal patches (individually
packed in a protective bag), supplied
ina box

5 trans der mal patches (individually
packed in a protective bag), supplied
ina box

5trans der mal patches (individually
packed in a protective bag), supplied
ina box

5trans der mal patches (individually
packed in a protective bag), supplied
ina box

10 or 40 | of nitrogen oxdulein
stainless steel bottles under pressure
of 50 bars

11 or 40 | of nitrogen oxdulein
stainless steel bottles under pressure
of 50 bars

2 glass bottles of | yophilisate for
prepar ation of injection, suppliedina
box

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES YES

YES

YES

YES

YES

YES

YES

YES
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Lista(*) fornecida pela Crodcia, numa tnica lingua, de medicamentos em rehg¢doaos quais asautorizagdes de comercializagio emitidas ao abrigo da legislagdo croata antes da data da adesio permanecerdo vélidasaté serem renovadasem conformidade com oacervo ou até 30 de Junho de 2017,

Dysport

Ebixa 10 mg tablets

Ebixa 10 mg/g oral dr ops

Ebrantil 25iv.

Ebrantil 30 capsules

Ebrantil 50iv.

Ebrantil 60 capsules

Ebrantil 90 capsules

Edemid forte 500 mg tablets
Edemid forte 250mg/10mL
injection

Edicin 0.5 g injection for
intravenous infusion

Edicin 1.0 g injection for
intravenous infusion

EDRONAX tablets 4 mg

Efectin ER capsules 150 mg

Efectin ER capsules 37.5 mg

Efectin ER capsules 75 mg

Efferalgan 1g effer vescent
tablets

Efferalgan 150 mg suppositories

lyophilisate for preparation
of sol ution for injections

film coated tablets

solution for oral drops

solution for i njection

prolonged release capsules

solution for i njection

prolonged release capsules

prolonged release capsules

tablets

solution for infusion
(concentrate)

powder for injection

powder for injection

tablets

prolonged release capsules

prolonged-releas e capsules

prolonged release capsules

effer vescent tablets

suppositories

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

IPSEN BIOPHARM LIMITED,
Wrexham, Great Britain

H. LundbeckA/S, Ottilavej 9,
Copenhagen-Val by, Denmark

H. LundbeckA/S, Ottilavej 9,
Copenhagen-Val by, Denmark

Altana Pharma AG, Byk-Gulden
Strasse 2, Konstanz, Germany

Altana Pharma Oranienburg
GmbH, Oranienburg, Ger many

Altana Pharma AG, Byk-Gulden
Strasse 2, Konstanz, Germany

Altana Pharma Oranienburg
GmbH, Oranienburg, Ger many

Altana Pharma Oranienburg
GmbH, Oranienburg, Ger many

Lekfarmacewska druzba d.d.,
Verovskova 57, Ljubljana,
Republic of Slovenia
Lekfarmacewska druzba d.d.,
Verovskova 57, Ljubljana,
Republic of Slovenia
Lekfarmacewska druzba d.d.,
Verovskova 57, Ljubljana,
Republic of Slovenia
Lekfarmacewska druzba d.d.,
Verowskova 57, Ljubljana,
Republic of Slovenia

Pfizer ItaliaSr.l., MarinaDe
Tronto, Ascoli Piceno, Italy

Wyeth Medica Republic of
Ireland, Newbridge, Republic of
Ireland

Wyeth Medica Republic of
Ireland, Newbridge, Republic of
Ireland

Wyeth Medica Republic of
Ireland, Newbridge, Republic of
Ireland

Bristol-Myers Squibb, 304,
avenue du Dr. Jean Bru, Agen,
France; Bristol-Myers Squibb,
979 Awvenue des Pyrenees, Le
Passage, France

Bristol-Myers Squibb, 304,
avenue du Dr Jean Bru, Agen,
France

consoante o que ocorrer em primeiro lugar.

Glass vial with | yophilisate for
prepar ation of injection, suppliedina
box

28 (2x14) tablets in a blister, supplied
ina box

50 g of solutionin an amber glass
bottl e with a dropper and a pl astic
stopper, suppliedin a box

5ampoules each with 5 mL of solution,
supplied in a box

50 prolonged release capsules in a
plastic bottle with a desiccant, supplied
ina box

5ampoules each with 10 mL of
solution, suppliedin a box

50 prolonged release capsules in a
plastic bottle with a desiccant, supplied
ina box

50 prolonged release capsules in a
plastic bottle with a desiccant, supplied
ina box

20 tablets in an amber glass bottle,
supplied in a carton box

5ampoules with 10 mL of solutionin a
plastic contai ner, suppliedina box

One glass vial with powder for
injection, suppliedin abox

One glass vial with powder for
injection, suppliedin abox

60 (3x20) tablets in a blister, supplied
ina box

Box with 28 capsules ( blister, 2x14
capsul es)

Box with 30 capsules ( blister, 3x10
capsul es)

Box with 28 capsules ( blister, 2x14
capsul es)

8 effer vescent tablets in a plastic tube,
suppliedin a box

10 (2x5) suppositories in a PVC/PE
strip, supplied in abox

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES
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Efferalgan 300 mg suppositories

EFFERALGAN 500 mg,
effer vescent tablets

Efferalgan 80 mg s uppositories

Efferalgan solution for children

EFFERALGAN plus vitamin C,
effer vescent tablets

Efflumidex Liquifilm eye drops

EFOX tablets 250 mg

Efoxtablets 500 mg

Eglonyl 100 mg/2 mL solution for
injection

Eglonyl 25 mg/5 mL oral solution

Eglonyl 50 mg capsules

Eglonyl forte tablets

Elaprase 2 mg/mL concentrate
for infusi on s olution

Elaprase 2 mg/mL concentrate
for infusi on s olution

Elaprase 2 mg/mL concentrate
for solution for infusion

ELEVIT PRONATAL film coated
tablets

Elidel 1 % cream 15g

suppositories

effer vescent tablets

suppositories

solution for oral use

effer vescent tablets

eye drops, suspension

film coated tablets

film coated tablets

solution for i njection

oral solution

capsul es

tablets

concentrate for infusion
solution

concentrate for solution for
infusion

concentrate for solution for
infusion

film coated tablets

cream

consoante o que ocorrer em primeiro lugar.

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Bristol-Myers Squibb, 304,
avenue du Dr Jean Bru, Agen,
France

Bristol-Myers Squibb, 304,
avenue du Dr Jean Bru, Agen,
France i Bristol-Myers Squi bb,
979 Avenuedes Pyrénés, Le
Passage, France
Bristol-Myers Squibb, 304,
avenue du Dr Jean Bru, Agen,
France

Bristol-Myers Squibb, 304,
avenue du Dr Jean Bru, Agen,
France

Bristol-Myers Squibb, 304,
avenue du Dr. Jean Bru, Agen,
France; Bristol-Myers Squibb,
979 Avenue des Pyrenees, Le
Passage, France

Allergan Pharmaceticals
Republic of Ireland, Castiebar
Road, Westport, Co Mayo,
Republic of Ireland

Farmal d.d., Branitelja
domovinskog rata 8, Ludbreg,
Republic of Croatia

Farmal d.d., Branitelja
domovinskog rata 8, Ludbreg,
Republic of Croatia

Alkaloid AD-Skopje, Skopje,
FYROM in cooperation with
Sanofi-Aventis, France
Alkaloid AD-Skopje, Skopje,
FYROM in cooperation with
Sanofi-Aventis, France
Alkaloid AD - Skopje, Bulevar
Aleksandar Makedons ki 12,
Skopje, FYROM

Alkaloid AD-Skopje, Skopje,
FYROM in cooperation with
Sanofi-Aventis, France

Shire Human Genetic Therapies
AB, Danderyd, Sweden

Shire Human Genetic Therapies
AB, Danderyd, Sweden

Shire Human Genetic Therapies
AB, Danderyd, Sweden

Rottendorf Pharma GmbH,
Enningerloh, Germany

Novartis Pharma Produkti ons
GmbH, Oflinger Stras se 44,
Wehr, Ger many

10 (2x5) suppositories in a PVC/PE
strip, supplied in abox

16 (4x4) effer vescent tablets in a strip
(AI/PE), suppliedin abox

10 (2x5) suppositories in a PVC/PE
strip, supplied in abox

90 mL of solutionin a brown plastic
bottl e with a temper-evident stopper,
suppliedin a box

10 effer vescent tablets in a
pol ypropylene tube, supplied in a box

5mL of suspension in a plastic bottle
with a dropper, suppliedin a box

10 (1x10) tablets in a Al/Al blister,
s YES
supplied in a box

10 (1x10) tablets in a Al/Al blister,

suppliedin a box YES

30 colourless glass ampoules each
containing 2 mL of solution, supplied in
abox

120 mL of solution in an amber glass
botlle with dispenser, supplied in a box

30 capsules in an amber glass bottle,
suppliedin a box

12tablets in an amber glass bottle,
suppliedin a box

5-mL glass bottle with 3-mL of
concentrate supplied in a box

10 5-mL glass bottles with 3 mL of
concentrate, suppliedina box

4 glass bottles (a 5 mL) with 3 mL of
concentrate, suppliedina box

30 (3x10) film coated tablets in a
blister (PVC/PE/PVDC//Al), supplied in
abox

15 g of creamin an aluminum tube,
supplied in a box

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES
YES
YES
YES
YES

YES YES

YES YES

YES YES
YES
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Apéndice ao AnexoV

Lista(*) fornecida pela Crodcia, numa tnica lingua, de medicamentos em rehg¢doaos quais asautorizagdes de comercializagio emitidas ao abrigo da legislagdo croata antes da data da adesio permanecerdo vélidasaté serem renovadasem conformidade com oacervo ou até 30 de Junho de 2017,

Elocomcream

Elocom lotion

Elocom oi ntment

Emadine eye drops

Emend 125 mg hard capsules

Emend 125 mg hard capsules /
Emend 80 mg hard capsules

Emend 40 mg hard capsules

Emend 80 mg hard capsules

Eminens 0.25 mg tablets

Eminens 0.5 mg tablets

Eminens 1 mg tablets

Eminens 2 mg tablets

Eminens 5 mg tablets

Emselex15 mg

Emselex7.5 mg

Enap -H tablets

Enap HL tabl ets

Enap tablets 10 mg

Enap tablets 20 mg

cream

lotion

ointment

eye drops

capsul es, hard

hard capsules

capsul es, hard

capsul es, hard

film coated tablets

film coated tablets

film coated tablets

film coated tablets

film coated tablets

prolonged-releas e tablets

prolonged-releas e tablets

tablets

tablets

tablets

tablets

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Schering-Plough Labo N.V.
Industrepark 30, Heist-op-den-
Berg, Belgium
Schering-Plough Labo N.V.
Industrepark 30, Heist-op-den-
Berg, Belgium

Schering-Plough Labo N.V.
Industrepark 30, Heist-op-den-
Berg, Belgium

Alcon-Couvrevur s.a., Rijksweg
14, Puurs, Belgium

Merck Sharp & Dohme B.V.,
Waar derweg 39, Postbus 581,
Haarlem, The Nederlands

Merck Sharp & Dohme B.V.,
Waar derweg 39, Postbus 581,
Haarlem, the Netherlands
Merck Sharp & Dohme B.V.,

Waar derweg 39, Postbus 581,
Haarlem, the Netherlands

Merck Sharp & Dohme B.V.,
Waar derweg 39, Postbus 581,
Haarlem, the Netherlands
Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwica,
Republic of Croatia

Novartis Pharma Stein AG,
Schaffhauserstr asse, Stein,
Switzerland

Novartis Pharma Stein AG,
Schaffhauserstr asse, Stein,
Switzerland

Krka d.d., Smarjeska cesta 6,
Novo mesto, Republic of
Slovenia

Krka d.d., Smarjeska cesta6,
Novo mesto, Republic of
Slovenia

Krka d.d., Smarjeska cesta 6,
Novo mesto, Republic of
Slovenia

Krka d.d., Smarjeska cesta6,
Novo mesto, Republic of
Slovenia

consoante o que ocorrer em primeiro lugar.

15 g of creamin an aluminum tube,
supplied in a box

20 mL of lotion in a plastic bottle with
dropper attachment, supplied in abox

159 of creamin analuminum tube,
supplied in a box

Bottle- dropper with 5 mL of sterile
solution, suppliedin a box

One (1x1) capsule in a blister back
(Al/Al) supplied in acarton box

One 125-mg capsule in a blister (Al/Al)
and two 80-mg capsules in a blister
(AJAl), suppliedina box

One capsulein a blister (Al/Al),
supplied in a box

2 (1x2) capsules in a blister (Al/Al),
supplied in a box

210 tablets in a white plastic (HDPE)
bottl e with temper-proof closure and
desiccant, suppliedina box

21 tablets in a white (HDPE) plastic
bottl e with temper-proof closure and
desiccant, suppliedina box

21 tablets in a white (HDPE) plastic
bottl e with temper-proof closure and
desiccant, suppliedina box
21tablets in a white (HDPE) plastic
bottl e with temper-proof closure and
desiccant, suppliedina box

21tablets in a white (HDPE) plastic
bottl e with temper-proof closure and
desiccant, suppliedina box

28 (4x7) tablets in a blister
(PVC/PVDCI/IA), suppliedina box

28 (4x7) tablets in a blister
(PVC/PVDCI/IA), suppliedina box

20 (2x10) tablets in a blister
(OPAJAI/PVCIIAI), suppliedin a box

20 (2x10) tablets in a blister, supplied
ina box

20 (2x10) tablets in a blister
(OPAJAI/PVCI/IAI), suppliedin a box

20 (2x10) tablets in a blister
(OPAJAI/PVCI/IAI), suppliedin a box

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES
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Apéndice ao AnexoV

Lista(*) fornecida pela Crodcia, numa tnica lingua, de medicamentos em rehg¢doaos quais asautorizagdes de comercializagio emitidas ao abrigo da legislagdo croata antes da data da adesio permanecerdo vélidasaté serem renovadasem conformidade com oacervo ou até 30 de Junho de 2017,

Enap tablets 5 mg

Enap-HL 20 tablets

Enap-HL 20 tablets

Enazil 10

Enazil 20

ENAZIL 5

Enbrel 25 mg powder and diluent
for solution for injection

Enbrel 25 mg powder and diluent
for solution for injection

Enbrel 25 mg powder for sol ution
for injection

ENCEPUR for for children,
vaccine against viral Middle-
European tick-bor ne
meningoencep halitis
(inactivated, abs orbed)
ENCEPUR Adult, inacti vated
absorbed vaccine against viral
Central European tick-born
meningoencep halitis

Endoxan coated tablets 50 mg

Endoxan 1g powder for solution
for injection

Endoxan 200 mg powder for
solution for i njection

Endoxan powder for injection
solution 500 mg

Engerix-B D osis Adulta;
recombinant hepatitis B vaccine
for adults

Engerix-B D osis Adulta;
recombinant hepatitis B vaccine
for adults

tablets

tablets

tablets

tablets

tablets

tablets

powder and diluent for
solution for i njection

powder and diluent for
solution for i njection

powder for sol ution for
injection

intramuscular suspension

intramuscular suspension

coated tabl ets

powder for injection solution
(for intravenous use)

powder for solution for
intravenous injection

powder for solution for
intravenous injection

intramuscular suspension

intramuscular suspension

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Krka d.d., Smarje$ka cesta 6,
Novo mesto, Republic of
Slovenia

Krka d.d., Smarje$ka cesta 6,
Novo mesto, Republic of
Slovenia

Krka d.d., Smarje$ka cesta 6,
Novo mesto, Republic of
Slovenia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Wyeth Pharmaceuticals, New
Lane, Havant, Hamps hire
P092NG, Great Britain

Wyeth Pharmaceuticals, New
Lane, Havant, Hamps hire
P092NG, Great Britain

Wyeth Pharmaceuticals, New
Lane, Havant, Hamps hire
P092NG, Great Britain

Chiron Behring GmbH & Co,
Marburg, Germany

Chiron Behring GmbH & Co,
Marburg, Germany

Baxter Oncology GmbH,
Kantstrasse 2, Halle, Germany

Baxter Oncology GmbH,
Kantstrasse 2, Halle, Germany

Baxter Oncology GmbH,
Kantstrasse 2, Halle, Germany

Baxter Oncology GmbH,
Kantstrasse 2, Halle, Germany

GlaxoSmithKline Biologicals s.a.,
Rue de lInstitut 89, Rixensart,
Belgium

GlaxoSmithKline Biologicals s.a.,
Rue de lInstitut 89, Rixensart,
Belgium

consoante o que ocorrer em primeiro lugar.

20 (2x10) tablets in a blister
(OPAJAI/PVCI/IAI), suppliedin a box

60 (6x10) tablets in a blister, supplied
ina box

20 (2x10) tablets in a blister, supplied
ina box

20 (2x10) tablets in a blister

(OPAJAIPVC/AL), s upplied in a box YES
20 (2x10) tablets in a blister YES
(OPAJAI/PVCI/IAI), suppliedin a box

20 (2x10) tablets in a blister YES

(OPA/AI/PVCIIAI), s uppliedin a box

Box with 4 glass bottl es containing 25
mg of | yophilised powder, 4 syringes
with needle filled with sol vent (water
for injection), 4 needles with
protection, 3 bottle adapters and 8
alcohol impregnated pads

Box with 4 glass bottl es containing 25
mg of | yophilised powder, 4 syringes
with needle filled with sol vent (water
for injection) and 8 alcohol
impregnated pads

Box with 4 glass bottl es containing 25
mg of | yophilised powder and 8
alcohol impregnated pads

Box with 1 pre-filled syringe with a
needle with 1 dose of vaccine (0.25
mL of suspension)

Box with 1 pre-filled syringe with a
needle with 1 dose of vaccine (0.5 mL
of sus pension)

50 (5x10) coated tablets in a blister
(PVC/PVDCI/AI), supplied in a box

Powder for sol ution for injectionin a
glass bottle, suppliedin a box

Powder for sol ution for injectionin a
glass bottle, suppliedin a box

Powder for sol ution for injectionin a
glass bottle, suppliedin a box

Box with one pre-filled syringe with 1
mL of vaccine, needle and needle
protection

Box with 25 glass bottles with 1 mL of
vaccine

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

AC 30/11

DGK 2

GRP
LIMITE

51
PT



Apéndice ao AnexoV

Lista(*) fornecida pela Crodcia, numa tnica lingua, de medicamentos em rehg¢doaos quais asautorizagdes de comercializagio emitidas ao abrigo da legislagdo croata antes da data da adesio permanecerdo vélidasaté serem renovadasem conformidade com oacervo ou até 30 de Junho de 2017,

Engerix-B D osis Paediatrica;
recombinant hepatitis B vaccine
for children

Engerix-B D osis Paediatrica;

recombinant hepatitis B vaccine

for children

Epiramat tablets 100 mg

Epiramat tabl ets 200 mg

Epiramat tablets 25 mg

Epiramat tablets 50 mg

Epirubicin Ebewe 10 mg/5 mL

Epirubicin Ebewe 100 mg/50 mL

Epirubicin Ebewe 50 mg/ 25 mL

Epivir tabl ets 150 mg

Epoetal injection 2000 IU/mL

Epoetal injection 4000 IU/mL

Eprex 10 000 injection

Eprex 10 000 injection

Eprex 2 000 i njection

Eprex 20 000 injection

Eprex 3000 i njection

Eprex 4 000 i njection

intramuscular suspension

intramuscular suspension

film coated tablets

film coated tablets

film coated tablets

film coated tablets

concentrate of sol ution for
infusion

concentrate of sol ution for
infusion

concentrate of sol ution for
infusion

film coated tablets

solution for injection

solution for injection

solution for i njection

solution for injection

solution for injection

solution for injection

solution for i njection

solution for i njection

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

GlaxoSmithKline Biologicals s.a.,
Rue de lInstitut 89, Rixensart,
Belgium

GlaxoSmithKline Biologicals s.a.,
Rue de linstitut 89, Rixensart,
Belgium

Pliva Croatia Ltd., Ulica grada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Ebewe Pharma Ges. m.b.H. Nfg.
KG, Mondseestrasse 11,
Unterach, Austria

Ebewe Pharma Ges. m.b.H. Nfg.
KG, Mondseestrasse 11,
Unterach, Austria

Ebewe Pharma Ges. m.b.H. Nfg.
KG, Mondseestrasse 11,
Unterach, Austria

Glaxo Wellcome Operations,
Greenford, Great Britain

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Cilag AG, Schaffhausen,
Switzerland

Cilag AG, Schaffhausen,
Switzerland

Cilag AG, Schaffhausen,
Switzerland

Cilag AG, Schaffhausen,
Switzerland

Cilag AG, Schaffhausen,
Switzerland

Cilag AG, Schaffhausen,
Switzerland

consoante o que ocorrer em primeiro lugar.

Box with 25 glass bottles with 0.5 mL
of vaccine

Box with one pre-filled syringe with 0.5
mL of vaccine, needle and needle
protection

60 (6x10) tablets in an OPA/AI/PVC//AI
blister, suppliedin abox

60 (6x10) tablets in an OPA/AI/PVC//AI
blister, suppliedin abox

60 (6x10) tablets in an OPA/AI/PVC//AI
blister, suppliedin abox

60 (6x10) tablets in an OPA/AI/PVC//Al
blister, suppliedin abox

5 mL of sol ution for i nfusion
concentrate in aglass bottle (witha
rubber stopper), supplied in a box

50 mL of solution for infusion
concentrate in aglass bottle (witha
rubber stopper), suppliedin a box

25 mL of infusion solution concentrate
inaglass bottl e (with rubber stopper),
suppliedin a box

60 tablets in a pol yethylene bottle,
supplied in a box

One ampoulein a box

One ampoulein a box

6 bottles with rubber stoppers
containing 1.0 mL of solution for
injection, in protective packaging,
supplied in a box

6 syringes with a needle (disposable)
with 1.0 mL of solution, in protective
packaging, suppliedin a box

6 syringes with aneedle (disposable)
with 0.5 mL of solution, in protective
packaging, suppliedin a box
Pre-filled disposable syringe
containing 0.5 mL of solution for
injection in a protecti ve container,
supplied in a box

6 syringes with aneedle (disposable)
with 0.3 mL of solution, in protecti ve
packaging, suppliedin a box

6 syringes with aneedle (disposable)
with 0.4 mL of solution, in protecti ve
packaging, suppliedin a box

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES
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Apéndice ao AnexoV
Lista(*) fornecida pela Crodcia, numa tnica lingua, de medicamentos em rehg¢doaos quais asautorizagdes de comercializagio emitidas ao abrigo da legislagdo croata antes da data da adesio permanecerdo vélidasaté serem renovadasem conformidade com oacervo ou até 30 de Junho de 2017,
consoante o que ocorrer em primeiro lugar.

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Cilag AG, Schaffhausen,

Vial containing 1 mL of solution for

Eprex 40 000 injection solution for i njection Switzerland injection, with rubber stopper, in a YES YES YES YES
protecti ve contai ner, supplied in a box
Pre-filled disposable syringe
Eprex 40 000 injection solution for i njection Cilag AG, Schaffhausen, containing 1.0 ml of solution for YES YES YES YES
Switz erland injection in a protecti ve container,
suppliedin a box
IVAX-Pharmaceuticals s .r.o., . .
Equoral 100 mg soft capsul es Ostravska 29, Opava - Komarov, 50 (5?(10). capsules in an AVAI blister, YES YES
Czech Republic suppliedin a carton box
IVAX-Pharmaceuticals s .r.o. : :
’ 50 (5x10) capsules in an Al/Al blister,
Equoral 25 mg soft capsul es 8§g(?t:/stpi%Iigpam_ Komarov, suéplied)in apcarton box YES YES
IVAX-Pharmaceuticals s .r.o., . .
Equoral 50 mg soft capsul es Ostravska 29, Opava- Komarov, 50 (5?(10). capsules in an AAl blister, YES YES
. supplied in acarton box
Czech Republic
50 mL of solutionin anamber glass
bottl e in a protecti ve container, 1
IVAX-Pharmacetuticals s .r.o., plastic syringe of 4 mL, 1 plastic pipe
Equoral solution oral solution Ostravska 29, Opava- Komarov, | for extraction of bottle content in a YES YES
Czech Republic protecti ve pl astic container and 1
plastic temper-evident screw cap,
supplied in a carton box
Farmal d.d., Ludbreg, Republic of
Croatia in cooperation with Krka 20 (2x10) capsul es in a blister (PVC -
ERAZON caps ules 10 mg capsules, hard d.d., Novo mesto, Republic of Al), suppliedin a box YES YES
Slovenia
Farmal d.d., Ludbreg, Republic of
Croatia in cooperation with Krka 20 (2x10) capsul es in a blister (PVC -
ERAZON caps ules 20 mg capsules, hard d.d., Nowo mesto, Republic of Al), suppliedin a box YES YES
Slovenia
Farmal d.d., Ludbreg, Republic of
- - Croatia in cooperation with Krka 10 (2x5) suppositories in a strip,
ERAZON suppositories suppositories d.d.. Novo mesto, Republic of suppliedin a box YES YES
Slovenia
_Erbit_ux 2 mg/mL solution for solution for i nfusion MerckKGaA, Frankfurter Strale = 50 ml__ of_s olutionin aglass bottle, YES YES YES
infusion 250, Darms tadt, Germany suppliedin a box
: Lekfarmacewska druzba d.d. :
Ergometrin Lek 0.2 mg film - A ’ 20 film coated tablets in an amber
coated tabl ets film coated tablets Verovs!ova 57, I_Jl{bljana, glass bottle, supplied in a box YES YES
Republic of Slovenia
. Lekfarmacevska druzba d.d., . )
Ergometrin Lek 0.2 mg/mL solution for i njection Verowikova 57, Ljubljana, 50 ampoules with 1 mL of solution, YES YES
solution for i njection . X suppliedin acarton box
Republic of Slovenia
Belupo, lijekovi i kozmetikad.d., . :
Eritromicin 250 mg capsul es capsul es Ulica Danica 5, Kopriwnica, 16 “Fd? ca pssl es in ablister, YES YES
Republic of Croatia suppliedin a box
. Schaper & Briimmer GmbH & 50 (5x10) tablets in a blister
Esberitox N tablets tablets Co. KG, Salzgitter, Ger many (PVC/PVDC/AI), supplied in a box YES YES | YES
" R 10 mL of solution for injectionina
Esmeron g(zlutlon for injection (for “\é Olrge:jnon, Oss, The glass bottle with rubber stopper, 10 YES YES
intravenous use) ederlands glass bottles in abox
. A N.V. Organon, Oss, the 5 mL of solution for injectionin a glass
Esmeron ,srﬁ',l;'{f;g Lc:]rs' :’Seg)tlon (for Netherlands; ORGANON S.A., bottl e with a rubber stopper, 12 glass YES YES
Usine Saint Charles, France bottles in abox
Berlin-Chemie AG (Menarini . .
Espumisan capsul es, soft Group), Glienicker Weg 125, 25 (1x25) capsules in a PVC/AI blister, YES YES YES

Berlin, Germany

supplied in a box
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Lista(*) fornecida pela Crodcia, numa tnica lingua, de medicamentos em rehg¢doaos quais asautorizagdes de comercializagio emitidas ao abrigo da legislagdo croata antes da data da adesio permanecerdo vélidasaté serem renovadasem conformidade com oacervo ou até 30 de Junho de 2017,

Estracomb TTS

Estracyt

Estraderm TTS 100

Estraderm TTS 25

Estraderm TTS 50

Estrofem 1 mg

Estrofem 2 mg

Etambutol 400 mg tabl ets

Etambutol Alkaloid

ETOPOSIDE EBEWE 100 mg/5
mL

ETOPOSIDE EBEWE 1000
mg/50 mL

ETOPOSIDE EBEWE 200
mg/10 mL

ETOPOSIDE EBEWE 50 mg/2.5
mL

EURAX emulsion

EURAX cream

Euthyrox 100 tablets

Euthyrox 150 tablets

Euthyrox25 tablets

transdermal patch

capsul es

transdermal patch

patch

transdermal patch

film coated tablets

film coated tablets

tablets

tablets

concentrate of sol ution for
infusion

concentrate of sol ution for
infusion

solution concentrate for
infusion

concentrate of sol ution for
infusion

emulsion for application on

skin

cream

tablets

tablets

tablets

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Novartis Pharma Stein AG,
Schaffhauserstrasse, Stein,
Switzerland

Pliva Croatia Ltd., Zagreb,
Republic of Croatiain
cooperation with Pharmacia &
Upjohn S.p.A., Milano, Italy
Novartis Pharma Stein AG,
Schaffhauserstrasse, Stein,
Switzerland

Novartis Pharma Stein AG,
Schaffhauserstrasse, Stein,
Switzerland

Novartis Pharma Stein AG,

Schaffhauserstrasse, Stein,
Switzerland

Novo Nordisk A/S, Nowo Allé,
DK-2880 Bagsvaerd, Denmark

Novo Nordisk A/S, Nowo Allé,
DK-2880 Bagsvaerd, Denmark

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Alkaloid AD - Skopje, Bulevar

Aleksandar Makedonski 12,
Skopje, FYROM

Ebewe Pharma Ges. mb.H. Nfg.

KG, Mondseestrasse 11,
Unterach, Austria

Ebewe Pharma Ges. mb.H. Nfg.

KG, Mondseestrasse 11,
Unterach, Austria

Ebewe Pharma Ges. mb.H. Nfg.

KG, Mondseestrasse 11,
Unterach, Austria

Ebewe Pharma Ges. mb.H. Nfg.

KG, Mondseestrasse 11,
Unterach, Austria

Novartis Consumer Health S A,
Route de I' Etraz, Nyon,
Switzerland

Novartis Consumer Health S A,

Route de I' Etraz, Nyon,
Switzerland

Merck KGaA, Frankfurter Stralle
250, Darms tadt, Germany

Merck KGaA, Frankfurter Stralle
250, Darms tadt, Germany

MerckKGaA, Frankfurter StralRe
250, Darms tadt, Germany

consoante o que ocorrer em primeiro lugar.

4 trans der mal patches Estraderm TTS
50 and 4 transdermal patches
Estragest TTS 250/50 (individuall y
packed in a protective Surlyn/Al bag),
supplied in a box

40 capsules in an amber glass bottle, YES
suppliedin a box

6 (3X2) transdermal patches
(individuallypacked in a protective
Surlyn/Al bag), suppliedin abox
6 (3X2) transdermal patches
(individuallypacked in a protective
Surlyn/Al bag), suppliedin abox
6 (3X2) transdermal patches
(individually packed in a protective
Surlyn/Al bag), suppliedin abox

28 tablets in a plastic calendar pack
(dispenser with marked days of the
week), suppliedin abox

28tablets in a plastic calendar dial
pack (dispenser with mar ked days of
the week), suppliedin a box

100 tablets in an amber glass bottle,
o YES

supplied in a box

100 tablets in an amber glass bottle,

suppliedin a box

5 mL of solution concentrate in an
amber glass bottle (with arubber
stopper), supplied in a carton box

50 mL of solution concentrate in an
amber glass bottle (with arubber
stopper), supplied in a carton box

10 mL of concentrate inan amber
glass bottle (with rubber stopper),
suppliedin a carton box

2.5 mL of solution concentrateinan
amber glass bottle (with rubber
stopper), supplied in a carton box

50 mL of emulsion in an amber glass
bottl e with a pl astic meas uring insert
and a plastic stopper, suppliedina box

20 grams of creamin an aluminum
tube with plastic cap, supplied ina box

100 (4X25) tablets in ablister,
supplied in a box

100 (4X25) tablets in ablister,
supplied in a box

100 (4X25) tablets in a blister,
supplied in a box

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES
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Lista(*) fornecida pela Crodcia, numa tnica lingua, de medicamentos em rehg¢doaos quais asautorizagdes de comercializagio emitidas ao abrigo da legislagdo croata antes da data da adesio permanecerdo vélidasaté serem renovadasem conformidade com oacervo ou até 30 de Junho de 2017,

Euthyrox50 tablets

Evista 60 mg film coated tablets

Ewa transder mal patch

Ewa transder mal patch

Exforge 5 mg/160 mg film coated
tablets

Exforge 5 mg/80 mg film coated
tablets

EXJADE 125 mg tabl ets for oral
suspension

EXJADE 250 mg tabl ets for oral
suspension

EXJADE 500 mg tabl ets for oral
suspension

Extraneal

Extraneal

Extraneal

Ezetrol 10 mg

Fabrazyme 35 mg

tablets

film coated tablets

transdermal patch

transdermal patch

film coated tablets

film coated tablets

tablets for oral suspension

tablets for oral suspension

tablets for oral suspension

solution for peritoneal
dialysis

solution for peritoneal
dialysis

solution for peritoneal

dialysis

tablets

powder for concentrate for
solution for i nfusion

consoante o que ocorrer em primeiro lugar.

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Merck KGaA, Frankfurter Stralle
250, Darms tadt, Germany

Lilly, S.A., Avendiade la Industria
30, Alcobendas, Madrid, Spain

Janssen Phar maceutica NV,
Turnhouseweg 30, Beerse,
Belgium

Janssen Phar maceutica NV,
Turnhouseweg 30, Beerse,
Belgium

Novartis Pharma Stein AG,
Schaffhauserstrasse, Stein,
Switzerland

Novartis Pharma Stein AG,
Schaffhauserstrasse, Stein,
Switzerland
Novartis Pharma Stein AG,
Schaffhauserstrasse, Stein,
Switzerland
Novartis Pharma Stein AG,
Schaffhauserstrasse, Stein,
Switzerland

Novartis Pharma Stein AG,
Schaffhauserstrasse, Stein,
Switzerland

BAXTER Healthcare SA.,
Monreen Road, C astlebar,
County Mayo, Republic of Ireland

BAXTER Healthcare SA.,
Monreen Road, C astlebar,
County Mayo, Republic of Ireland

BAXTER Healthcare SA.,
Monreen Road, C astlebar,
County Mayo, Republic of Ireland

Merck Sharp & Dohme B.V.,
Waar derweg 39, Postbus 581,
Haarlem, the Netherlands
Genzyme Ltd., 37 Hollands
Road, Haverhill, Suffolk CB9
8PU, Great Britain

100 (4X25) tablets in ablister,
supplied in a box

28 (2x14) film coated tablets in a
blister (PVC/PE/Aclar//Al), supplied in
abox

9 patches individually packaged in
protecti ve sac hets (paper/LDPE/AI-
foil LDPE), wrapped a 3in a
transparent plastic bag, suppliedina
box

3 patches individually packaged in
protective bags (paper/LDPE/AI-

foil LDPE) inserted in acommon
transparent plastic bag, suppliedina
box

28 (2x14) tablets in a blister
(PVC/PVDC//Al), suppliedin a box

28 (2x14) tablets in a blister
(PVC/PVDC//Al), suppliedin a box

28 (4x7) tablets in a blister
(PVC/PE/PVDCI/Al), supplied in a box

28 (4x7) tablets in a blister
(PVC/PE/PVDCI/Al), supplied in a box

28 (4x7) tablets in a blister
(PVC/PE/PVDCI/IAI), supplied in a box

4 plastic (PVC) Viaflexbags with 2500
mL of solution, a supply/drain pipe
(PVC), aconnector with a protective
cap, an attachment for drug
administration, and a collecti ve plastic
Viaflex bag (individual packaging in a
protective plastic bag), suppliedina
box

5 plastic (PVC) Viaflexbags with 2000
mL of solution, a supply/drain pipe
(PVC), aconnector with asafetycap,
adispensing unit and a collective
plastic Viaflex bag (individual
packaging in a protective plastic bag),
supplied in a box

5 plastic (PVC) Viaflex bags with 2000
mL of solution, with a connector with a
safety cap and a dis pensing unit
(individual packaging ina protective
plastic bag), suppliedina box

28 (2x14) tablets in an Aclar/PVC/AI
blister, suppliedin abox

One glass vial containing powder for
concentrate, suppliedina box

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES YES

YES YES

YES YES

YES YES

YES YES
YES
YES
YES
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Apéndice ao AnexoV

Lista(*) fornecida pela Crodcia, numa tnica lingua, de medicamentos em rehg¢doaos quais asautorizagdes de comercializagio emitidas ao abrigo da legislagdo croata antes da data da adesio permanecerdo vélidasaté serem renovadasem conformidade com oacervo ou até 30 de Junho de 2017,

Fabrazyme 5 mg

Faktu s uppositories

Faktu ointment

Famosan 20 mg

Famosan 40 mg

Farmorubicin PFS 10 mg
injection (2 mg/mL)

Farmorubicin PFS 50 mg
injection (2 mg/mL)

Faslodex 250 mg/5 mL solution
for injection

Fastum Gel

Favora Eusin drops

Favora Fitolaxpowder

Favora Orasept lozenges

Favora Urosal capsules

Feiba TIM 4immuno 1000 FJ

Feiba TIM 4immuno 500 FJ

Femara 2.5 mg film-tablets

Femoston 1/10

Femoston 2/10

powder for concentrate for
solution for i nfusion

suppositories

ointment

film coated tablets

film coated tablets

solution for intravenus and
intravesical use

solution for intravenus and
intravesical use

solution for injection (in a
pre-filled syringe)

gel

drops, solution

powder

lozenges

capsul es

lyophilisate for preparation
of intravenous s olutions

lyophilisate for preparation
of intravenous s olutions

film coated tablets

film coated tablets

film coated tablets

consoante o que ocorrer em primeiro lugar.

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Genzyme Ltd., 37 Hollands
Road, Haverhill, Suffolk CB9
8PU, Great Britain

Altana Pharma AG, Byk-Gulden
Strasse 2, Konstanz, Germany

Altana Pharma AG, Byk-Gulden
Strasse 2, Konstanz, Germany

Alkaloid AD - Skopje, Bulevar
Aleksandar Makedonski 12,
Skopje, FYROM

Alkaloid AD - Skopje, Bulevar
Aleksandar Makedonski 12,
Skopje, FYROM

Pfizer ltalias.r.l., Viale Pasteur
10, Nerviano Plant, Milano, Italy

Pfizer ltalias.r.l., Viale Pasteur
10, Nerviano Plant, Milano, Italy

AstraZeneca UK Limited, Silk
Road Business Park,
Macclesfield, C heshire, Great
Britain

A. Menarini Manufacturing
Logistic and Services Sr.l.,
Firenca, ltaly

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Baxter AG, Industriestrasse 67,
A-1220 Vienna, Austria

Baxter AG, Industriestrasse 67,
A-1220 Vienna, Austria

Novartis Pharma Stein AG,
Schaffhauserstr asse, Stein,
Switzerland

Solvay Pharmaceuticals B.V.,
Veerweg 12, 8121 AA Olst, the
Netherlands

Solvay Pharmaceuticals B.V.,

Veerweg 12, 8121 AA Olst, the
Netherlands

One glass vial containing powder for
concentrate, suppliedina box

10 (2x5) suppositories in a PVC/PE
strip, supplied in abox

20 grams of ointmentinan aluminum
tube and an applicator for rectal use,
supplied in a box

20 (1x20) tablets in a blister, supplied
ina box

10 (1x10) tablets in a blister, supplied
ina box

Box with a bottl e with 5 mL of solution

Box with a bottl e with 25 mL of solution

One glass syringe with 5 mL of
solution, with child resistant closure, in
aplastic container, suppliedin a box

20 grams of gel inan aluminum tube
with plastic cap, suppliedin abox

Amber glass bottle (10 mL) witha
plastic screw cap and a dropper,
supplied in a box

200 grams of powder ina PP vessel

with PE cap and measuring spoon,
supplied in a box

30 (3x10) lozenges in a blister,
suppliedin a box

50 (2x25) capsules in a blister,
suppliedin a box

Box with a bottl e with | yophilisate,
bottl e with 20 mL of water for injection
and dissolution and injection kit

Box with a bottl e with | yophilisate,
bottl e with 20 mL of water for injection
and dissolution and injection kit

30 (3x10) tablets in a
PVC/PE/PVDC/A blister, suppliedin a
box

28 (1x28) tablets (14 white and 14
grey) ina blister, supplied in a box

28 (1x28) tablets (14 pink and 14
yellow) in a blister, supplied in a box

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES
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Apéndice ao AnexoV

Lista(*) fornecida pela Crodcia, numa tnica lingua, de medicamentos em rehg¢doaos quais asautorizagdes de comercializagio emitidas ao abrigo da legislagdo croata antes da data da adesio permanecerdo vélidasaté serem renovadasem conformidade com oacervo ou até 30 de Junho de 2017,

Femoston Conti 1/5

Fenistil 0.1% oral drops

Fenistil gel

Fentanil M Lek 100 transdermal
patch

Fentanil M Lek 25 transdermal
patch

Fentanil M Lek 50 transdermal
patch

Fentanil R Lek 100 transdermal
patch

Fentanil R Lek25 transdermal
patch

Fentanil R Lek50 transdermal
patch

FENTANYL injection

FENTANYL injection

FerrumLek 100 mg chewing
tablets

FerrumLek 50 mg/5 mL syrup

FERVEX

FERVEX sugar-free

FERVEX for children

Fevarin

film coated tablets

oral drops (solution)

gel

transdermal patch

transdermal patch

transdermal patch

transdermal patch

transdermal patch

transdermal patch

solution for intravenous
injection

solution for intravenous
injection

chewing tablets

syrup

granules for oral solution

granules for oral solution

granules for oral solution

film coated tablets

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Solvay Pharmaceuticals B.V.,
Veerweg 12, 8121 AA Olst, the
Netherlands

Novartis Consumer Health S A,
Route de I' Etraz, Nyon,
Switzerland

Novartis Consumer Health S A,
Route de I' Etraz, Nyon,
Switzerland

Hexal AG, Holzkirchen, Germany

Hexal AG, Holzkirchen, Germany

Hexal AG, Holzkirchen, Germany

Hexal AG, Holzkirchen, Germany

Hexal AG, Holzkirchen, Germany

Hexal AG, Holzkirchen, Germany

Janssen Phar maceutica NV,
Turnhouseweg 30, Beerse,
Belgium

Janssen Phar maceutica NV,

Turnhouseweg 30, Beerse,
Belgium

Lekfarmacewska druzba d.d.,
Verowskova 57, Ljubljana,
Republic of Slovenia

Lekfarmacewska druzba d.d.,
Verowskova 57, Ljubljana,
Republic of Slovenia

Bristol-Myers Squibb, 304,
avenue du Dr Jean Bru, Agen,
France; Bristol-Myers Squibb,
979 Avenue des Pyrénées, Le
Passage, France

Bristol-Myers Squibb, 304,
avenue du Dr Jean Bru, Agen,
France; Bristol-Myers Squibb,
979 Avenue des Pyrénées, Le
Passage, France

Bristol-Myers Squibb, 304,
avenue du Dr Jean Bru, Agen,
France; Bristol-Myers Squibb,
979 Awvenue des Pyrénées, Le
Passage, France

Solvay Pharmaceuticals B.V.,
Weesp, the Netherlands Solvay
Phar maceuticals S.A.S., Chétillon
sur Chalaronne, France

consoante o que ocorrer em primeiro lugar.

28 (1x28) tablets in a blister, supplied
ina box

20 mL of solutionin anamber glass
bottl e with a pol yethylene dropper and
apolypropyiene cap, suppliedin a box

Al tube with 30 g of gel with a
pol yethylene cap, supplied ina box

One transdermal patch in a protective
bag (PE/Al/PE/paper fail), 5 patches in
abox

One transdermal patch in a protective
bag (PE/Al/PE/paper fail), 5 patches in
abox

One transdermal patch in a protective
bag (PE/Al/PE/paper fail), 5 patches in
abox

One transdermal patch in a protective
bag (PE/Al/PE/paper fail), 5 patches in
abox

One transdermal patch in a protective
bag (PE/Al/PE/paper fail), 5 patches in
abox

One transdermal patch in a protective
bag (PE/Al/PE/paper fail), 5 patches in
abox

50 ampoules with 10 mL of sol ution for
injection, suppliedin abox

50 ampoules with 2 mL of solution for
injection, suppliedin abox

30 (3x10) chewable tablets in a strip,
supplied in a box

100 mL of syrupin an amber glass
bottle and a measuring spoon,
supplied in a box

8bags each with 13.100 g of granules,
suppliedin a box

8 bags each with 4.950 g of granules,
suppliedin a box

8 bags each with 3.0 g of granules,
suppliedin a box

15 (1x15) film coated tablets in
PVC/PVDC/AI blister, suppliedina box

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES
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Apéndice ao AnexoV

Lista(*) fornecida pela Crodcia, numa tnica lingua, de medicamentos em rehg¢doaos quais asautorizagdes de comercializagio emitidas ao abrigo da legislagdo croata antes da data da adesio permanecerdo vélidasaté serem renovadasem conformidade com oacervo ou até 30 de Junho de 2017,
consoante o que ocorrer em primeiro lugar.

FINCAR 5mg

Flixonase nasal spray

Flixotide 100 Diskus

Flixotide 125 Inhaler

Flixotide 250 Diskus

Flixotide 250 Inhaler

Flixotide 50 Inhaler

Flixotide 500 Diskus

Flonidan 10 mg tablets

Flonidan 5mg/5mL suspension

Flosteron suspension for
injections

Fluacet gel

Fluad MF59C.1 adjuvanted
vaccine against influenza in
ready-to-us e syringe, i nacti vated
(surface antigens)

Fluarix vaccine against
influenza, i nacti vated,
fragmented (without

preser vati ve)

Flucinom tablets 250 mg

Fluconax 100 mg capsules

Fluconax 150 mg capsules

film coated tablets

water sus pension

inhalation powder

inhalation aeros ol

inhalation powder

inhalation aerosol

inhalation aeros ol

inhalation powder

tablets

oral suspension

suspension for injection

gel

suspension for injectionin
pre-filled syringe

suspension for injections

tablets

capsul es

capsul es

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Cipla Ltd, Bangalore, India

Glaxo Wellcome S.A., Aranda de
Duero, Burgos, Spain

Glaxo Wellcome Operations,
Greenford, Vel. Britanija; Glaxo
Wellcome Production, Eweux,
France

GlaxoS mithKline

Phar maceuticals SA, poznan,
Poland; Glaxo Wellcome
Production, Ewreux, France
Glaxo Wellcome Operations,
Greenford, Vel. Britanija; Glaxo
Wellcome Production, Ewreux,
France

GlaxoSmithKline

Phar maceuticals SA, Poznan,
Poland; Glaxo Wellcome
Production, Ewreux, France
GlaxoSmithKline

Phar maceuticals S.A., Ul.
Grunwaldzka 189, Poznan,
Poland

Glaxo Wellcome Operations,
Greenford, Vel. Britanija; Glaxo
Wellcome Production, Ewreux,
France

Lekfarmacewska druzba d.d.,
Verovskova 57, Ljubljana,
Republic of Slovenia
Lekfarmacewska druzba d.d.,
Verowskova 57, Ljubljana,
Republic of Slovenia

Krka d.d., Smarje$ka cesta 6,
Novo mesto, Republic of
Slovenia

Jadran - Galenski laboratorij d.d.,
Pulac bb, Rijeka, R epublic of
Croatia

Novartis Vaccines & Diagnostics
Sr.l., Siena, Italy and Imunolo$ ki
zavod d.d., Zagreb, Republic of
Croatia

Séchsisches Serumwer k
Dresden NL der SmithKline
Beecham Pharma GmbH & Co.
KG, Germany

Schering-Plough Labo N.V.
Industrepark 30, Heist-op-den-
Berg, Belgium

Jadran - Galenski laboratorij d.d.,
Pulac bb, Rijeka, R epublic of
Croatia

Jadran - Galenski laboratorij d.d.,
Pulac bb, Rijeka, R epublic of
Croatia

28 (2x14) tablets in a blister
(PVC/PVDCI/AI), supplied in a box

120 doses of suspensionin aglass
bottl e with plastic dispenser, supplied
ina box

60 doses of powder in an aluminium
blister, in a plastic housing, suppliedin
abox

Aluminium container with a plastic
mouthpiece containing 60 doses

60 doses of powder in an aluminium
blister, in a plastic housing, suppliedin
abox

Aluminium container with a plastic
mouthpiece containing 60 doses

120 doses (notless than 10.0 g of
suspension) i n an al umi num contai ner
with metering val ve in a plastic
nebulizer, supplied in a box

60 doses of powder in an aluminium
blister, in a plastic housing, suppliedin
abox

10 (1x10) tablets in a blister, suplied
ina box

120 mL of solution in an amber glass
botlle and plastic spoon, suppliedin a
box

5ampoules each with 1 mL of
suspension, suppliedin a box

309 of gel in an aluminium tube,
supplied in a box

Pre-filled syringe with a needle
containing 0.5 mL of suspension,
suppliedin a box

Box with 1 glass syringe with a needle
containing 1 dose of vaccine of 0.5 mL

100 (10x10) tablets in an orange
(PVC/AI) blister, supplied in a box

7 (1xX7) capsul es in (PVC/PVDC/Al)
blister, suppliedin abox

One capsulein a PVC/PVDC/AI blister,
supplied in a box

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES
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Apéndice ao AnexoV

Lista(*) fornecida pela Crodcia, numa tnica lingua, de medicamentos em rehg¢doaos quais asautorizagdes de comercializagio emitidas ao abrigo da legislagdo croata antes da data da adesio permanecerdo vélidasaté serem renovadasem conformidade com oacervo ou até 30 de Junho de 2017,

Fluconax 200 mg capsules

Fluconax 2mg/1mL solution for
intravenous infusion

Fluconax 50 mg capsules

Fludara

Fludara oral 10 mg film coated
tablets

Fluimukan 100 mg granules for
oral solution

Fluimukan 200 mg granules for
oral solution

FLUIMUN, vaccine against
influenza (surface antigen,
inacti vated)

FLUONATRIL 0.25 mg tablets

FLUONATRIL 1 mg tablets

Fluorouracil Pliva injection 250
mg/5 mL

Fluorouracil Pliva injection 500
mg/10 mL

Fluval capsules 20 mg

Fluzepam capsules 15 mg

Fluzepam capsules 30 mg

Folacin

Forane

capsul es

solution for intravenous
infusion

capsul es

powder for sol ution for
injection or infusion

film coated tablets

granules for oral solution

granules for oral solution

suspension for injection

tablets

tablets

solution for i njection

solution for i njection

capsul es

capsul es

capsul es

tablets

inhalation liquid

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Jadran - Galenski laboratorij d.d.,
Pulac bb, Rijeka, R epublic of
Croatia

Jadran - Galenski laboratorij d.d.,
Pulac bb, Rijeka, R epublic of
Croatia

Jadran - Galenski laboratorij d.d.,
Pulac bb, Rijeka, R epublic of
Croatia

Schering AG, Muellerstrasse
170-178, Berlin, Germany

Schering AG, Muellerstrasse
170-178, Berlin, Germany

Lekfarmacewska druzba d.d.,
Verovskova 57, Ljubljana,
Republic of Slovenia
Lekfarmacewska druzba d.d.,
Verovskova 57, Ljubljana,
Republic of Slovenia

Imunolo$ki zawod d.d.,
Rockefellerova 2, Zagreb,
Republic of Croatia

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Krka d.d., Smarje$ka cesta 6,
Novo mesto, Republic of
Slovenia

Krka d.d., Smarje$ka cesta 6,
Novo mesto, Republic of
Slovenia

Krka d.d., Smarje$ka cesta 6,
Novo mesto, Republic of
Slovenia

Jadran - Galenski laboratorij d.d.,
Pulac bb, Rijeka, R epublic of
Croatia

Abbott Laboratories Ltd,
Queenborough, Great Britain

consoante o que ocorrer em primeiro lugar.

7 (1X7) capsules in (PVC/PVDC/Al) YES
blister, suppliedin abox

100 mL of sol utionin aglass bottle for
infusion and a plastic bottl e holder, YES
supplied in a box

7 (1x7) capsules in (PVC/PVDC/Al)

blister, suppliedin abox YES

5 glass bottles with powder, supplied
ina box

20 (4x5) tablets ina blister
(PAJAI/PP//Al) in a 150 mL plastic
(HDPE) bottle with a plastic child
resistant cl osure

30 bags each containing 5 g of
granules, suppliedin a box

20 bags with a 5 grams of granul es,
supplied in a box

Glass vial containing 0.5 mL of
suspension for injection, plastic
syringe, needle for drawing
suspension fromthe bottle (21Gx1";
inch) and one needle for drug
administration (23Gx1 inch or 25Gx1
inch or 25Gx5/8 inch), supplied ina
box

YES

400 tablets in a plastic (PP) bottle with
P YES

a stopper, supplied in abox

250 tablets in a plastic (PP) bottle with

acap, suppliedin a box YES

10 glass vials each containing 5 mL of
N Mg YES
solution, suppliedin a box

One glass vial with 10 mL of solution,
A YES

supplied in a box

14 (2x7) capsules in a blister

(PVC/PVDC//Al), suppliedina box

10 (1x10) capsules in a blister,
supplied in a box

10 (1x10) capsulesin a blister,
supplied in a box

20tablets in aPE vial, suppliedina YES
carton box

Box with 100 mL of liquid in an amber
glass bottle

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES
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YES

YES

YES
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Apéndice ao AnexoV

Lista(*) fornecida pela Crodcia, numa tnica lingua, de medicamentos em rehg¢doaos quais asautorizagdes de comercializagio emitidas ao abrigo da legislagdo croata antes da data da adesio permanecerdo vélidasaté serem renovadasem conformidade com oacervo ou até 30 de Junho de 2017,

Forteo 20 micrograms/80
microliters, sol ution for i njection
ina pre-filled pen-inj ector

Fortral solution for injection 30
mg/1 mL

Fortral tablets 50 mg

Fortrans powder for oral solution

Fortzaar

FosamaxT

Fosavance tabl ets

Fraxiparine 2850 IU AXa/0.3 mL
injection

Fraxiparine 3800 IU AXa/0.4 mL
injection

Fraxiparine 5700 IU AXa/0.6 mL
injection

Fraxiparine 7600 IU AXa/0.8 mL
injection

Fraxiparine 9500 IU AXa/1 mL
injection

Fromilid 250 tabl ets

Fromilid 500 tabl ets

Fromilid 125 mg/5 mL granules
for oral suspension

Fromilid uno prolonged-release
tablets 500 mg

Fromiliduno 500 mg tablets with
prolonged release

FSME Immun inject, i nacti vated
vaccine against viral tick-borne
me ningoe ncep halitis

solution for injection

solution for injection

tablets

powder for or al solution

film coated tablets

tablets

tablets

subcutaneous inj ection

subcutaneous inj ection

subcutaneous inj ection

subcutaneous inj ection

subcutaneous inj ection

film coated tablets

film coated tablets

granules for oral suspension

prolonged-releas e tablets

prolonged release tabl ets

intramuscular suspension

consoante o que ocorrer em primeiro lugar.

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

LillyFrance S.A.S., Rue du
Colonel Lilly, Fegersheim, France

Krka d.d., Nowo mesto, Republic
of Sloveniain cooperation with
Sanofi, France

Krka d.d., Nowo mesto, Republic
of Sloveniain cooperation with
Sanofi, France

Beaufor Ipsen Industrie, Dreux,
France

Merck Sharp & Dohme B.V.,
Waar derweg 39, Postbus 581,
Haarlem, the Netherlands

Merck Sharp & Dohme B.V.,
Waar derweg 39, Postbus 581,
Haarlem, the Netherlands
Merck Sharp & Dohme B.V.,

Waar derweg 39, Postbus 581,
Haarlem, the Netherlands

Glaxo Wellcome Production,
Notre Dame de Bondenville,
France

Glaxo Wellcome Production,
Notre Dame de Bondeville,
France

Glaxo Wellcome Production,
Notre Dame de Bondeville,
France

Glaxo Wellcome Production,
Notre Dame de Bondeville,
France

Glaxo Wellcome Production,
Notre Dame de Bondeville,
France

Krka d.d., Smarje$ka cesta 6,
Novo mesto, Republic of
Slovenia

Krka d.d., Smarje$ka cesta 6,
Novo mesto, Republic of
Slovenia

Krka d.d., Smarje$ka cesta 6,
Novo mesto, Republic of
Slovenia

Krka d.d., Smarjeska cesta6,
Novo mesto, Republic of
Slovenia

Krka d.d., Smarjeska cesta 6,
Novo mesto, Republic of
Slovenia

Baxter AG, Industriestrasse 67,
A-1220 Vienna, Austria

Pen-injector containing 3 mL of
solution (750 g teriparatide) ina
glass cartridge

10 ampoules each containing 1 mL of
solution, suppliedin a box

100 tablets in an amber glass bottle,
supplied in a box

4 bags (LDPE/Al/paper) each with
73.69 g of powder for oral solution,
supplied in a box

31 (2x14) film coated tablets in a
blister, supplied in a carton box

Box with 4 tablets (blister, 1 x4 tbl.)

4 (1x4) tablets in a blister (Al/Al) in a
carton casing (with a leaflet), s upplied
ina box

Box with 10 syringes with aneedle
containing 0.3 mL of solution

Box with 10 syringes with aneedle
containing 0.4 mL of solution

Box with 10 syringes with aneedle
containing 0.6 mL of solution

Box with 10 syringes with aneedle
containing 0.8 mL of solution

Box with 10 syringes with aneedle
containing 1 mL of solution

14 tablets (2x7) in A/PVC/PVDC
blister, suppliedin abox

14 tablets (2x7) in APVC/PVDC
blister, suppliedin abox

25grams of granules for the

prepar ation of 60 mL of oral
suspension in aglass bottle and a5
mL plastic syringe for oral dose
delivery, supplied in a box

14 (2x7) tablets ina PVC/PVDCI//Al
blister, suppliedin abox

5(1x5) tablets in a PVC/PVDC//Al
blister, suppliedin abox

Box with 1 pre-filled syringe with 1
dose of vaccine (0.5 mL susp), with a
needle

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES
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Apéndice ao AnexoV
Lista(*) fornecida pela Crodcia, numa tnica lingua, de medicamentos em rehg¢doaos quais asautorizagdes de comercializagio emitidas ao abrigo da legislagdo croata antes da data da adesio permanecerdo vélidasaté serem renovadasem conformidade com oacervo ou até 30 de Junho de 2017,
consoante o que ocorrer em primeiro lugar.

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Baxter AG, Industriestrasse 67,

Pre-filled syringe with needle

FSME-IMMUN 0.25 mL Junior suspension for injection A-1220 Vienna, Austria containing one 0.25 mL of vaccine YES YES
’ dose, suppliedin a box
Bosnalijek d.d., Jukiceva 53, .
Funzol capsules 100 mg capsul es Sarajevo, Bosnia and 7 .(1 X7) capsyl esin (PVC/PVDC/A) YES YES
Herzegovina blister, suppliedin abox
Bosnalijek d.d., Jukiceva 53, :
N ’ , One (1x1) capsule in a PVC/PVDC/AI
Funzol capsules 150 mg capsul es f‘aerrazj:gg\,’i?;)snla and blister supplied in a box YES YES
Bosnalijek d.d., Jukiceva 53, .
Funzol capsules 50 mg capsules Sarajevo, Bosnia and 7 .(1 X7) CapSl.Jl esin (PVC/PVDC/A)) YES YES
Herzegovina blister, suppliedin abox
Belupo, lijekovi i kozmetikad.d., . .
Fursemid 20 mg/2 mL injection solution for i njection Ulica Danica 5, Kopriwnica, A5ampou|}es each with 2 .mL .Of solution YES YES
Republic of Croatia ina plastic holder, suppliedin abox
Belupo, lijekovi i kozmetikad.d., . . .
Fursemid 40 mg tablets tablets Ulica Danica 5, Kopriwnica, :fa“b’gxz) tablets in ablister, supplied YES YES
Republic of Croatia
Belupo, lijekovi i kozmetikad.d., . . .
Fursemid 40 mg tablets tablets Ulica Danica 5, Kopriwnica, 20 (1b>ézo) tablets in a blister, supplied YES YES
Republic of Croatia ina box
Belupo, lijekovi i kozmetikad.d., . .
Fursemid forte 500 mg tablets tablets Ulica Danica 5, Kopriwica, ggéslﬁ; c? )irtzblliim PVC/A! blister, YES YES
Republic of Croatia
Pliva Croatia Ltd., Ulicagrada 20 (2x10 les in ablist
Gabalept capsules 100 mg capsul es Vukovara 49, Zagreb, Republic of (2x10) capsules in a blister, YES YES
Croatia supplied in a box
Pliva Croatia Ltd., Ulicagrada ; ;
Gabalept capsules 300 mg capsules Vukovara 49, Zagreb, Republic of 50 (5.)(10). capsules in ablister, YES YES
Croatia supplied in a box
Pliva Croatia Ltd., Ulicagrada . .
Gabalept capsules 400 mg capsul es \(/:L;ggt\i,:ra 49, Zagreb, Republic of gﬁssligg)l:gpsg;es in ablister, YES YES
. 7.5 mL of solution in aglass syringe, 5
Gadovist 1.0 mmol/mL injection solution for injection 18;:8?1"';89 SG ,l'MugIIerstrasse syringes individually packedina YES YES YES
-176, Berlin, Germany blister, suppliedin abox
Gadovist 1.0 mmol/mL solution " R Schering AG, Muellerstrasse 15 mL of solutionin aglass bottle, 10
for injection solution for injection 170-178, Berlin, Germany bottles in abox YES YES YES
Bottle with I yophilisate, bottle with 192
lyophilisate and s ol vent for Baxter SA H dl mL of diluent, sterile setfor
Gammagard S/D 10g prepar ation of solution for La er S B lyl_an mmuno, lyophilisate dissol ution, and sterile YES YES
intravenous infusion essines, Belgium application kit used with a filter,
supplied in a box
lyophilisate and diluent for Bottle with I yophilisate, bottle with 50
Gammagard S/ID 25 g prepar ation of solution for Ba)dgr SA, Hylland Immuno, . of d}lugnt, sterile Kt for_lwphlllsate YES YES
intravenous infusion Lessines, Belgium recongtltutlon, and one §ter||e kit for
use with filter, supplied in a box
Ivophilisat d diluent f Botle with |yophilisate, bottle with 96
yophilisate and diluent ror Baxter S.A, Hyland Immuno, mL of diluent, sterile kit for lyophilisate
Gammagard S/ID 5g prepar ation of solution for N . I - YES YES
intravenous infusion Lessines, Belgium rgconstltutlon, alnd lstenle kit for use
with filter, supplied in a box
Allergan Pharmaceuticals 3 mL of solution in a5 mL plastic
GANFORT eye drops eye drops, solution Republic of Ireland, Castiebar (LDPE) bottle with dropper attachment YES YES YES

Road, Westport, Co Mayo,
Republic of Ireland

and plastic (HDPE) temper-proof
closure, 1bottle in a box
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Garasone eye/nasal drops

GARDASIL, sus pension for
injections in a pre-filled syringe,
vaccine against human
papillomavirus [type 6, 11, 16,
18] (recombinant, abs orbed)
GARDASIL, sus pension for
injection, human papillomavirus
vaccine [types 6, 11, 16, 18]
(recombi nant, abs orbed)

Gastal tablets pepper mint

Gastal tabl ets s pearmint

Gastal tabl ets, sour cherry

Gastrografin solution

Gemzar 1g powder for solution
for infusion

Gemzar 200 mg powder for

solution for i nfusion

Genotropin 5.3 mg

Gentamicin 120 mg/2 mL

injection

Gentamicin 20 mg/2 mL injection

Gentamicin 40 mg/2 mL injection

Gentamicin 80 mg/2 mL injection

Gentamicin injection 120 mg

Gentamicin injection 120 mg/2
mL

Gentamicin injection 40 mg

eye/nasal drops

suspension for injections in
apre-filled syringe

suspension for injection

tablets

tablets

tablets

solution

powder for sol ution for
infusion

powder for sol ution for
infusion

powder and diluent for
solution for subc utaneous
injection

solution for injection
solution for injection
solution for injection

solution for injection

solution for injection

solution for i njection

solution for i njection

Schering-Plough Labo N.V.
Industrepark 30, Heist-op-den-
Berg, Belgium

MerckSharp & Dohme B.V.,
Waar derweg 39, Postbus 581,
Haarlem, the Netherlands

Merck Sharp & Dohme B.V.,
Waar derweg 39, Postbus 581,
Haarlem, the Netherlands

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Berlimed S.A., Madrid, Spain

LillyFrance S.A.S., Rue du
Colonel Lilly, Fegersheim, France

LillyFrance S.A.S., Rue du
Colonel Lilly, Fegersheim, France

Pfizer Health AB, Stockholm,
Sweden

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Bosnalijek d.d., Jukiceva 53,
Sarajevo, Bosnia and
Herzegovina

Farmal d.d., Ludbreg, Republic of
Croatia in cooperation with Lek
d.d., Ljubljana, R epublic of
Slovenia

Bosnalijek d.d., Jukiceva 53,
Sarajevo, Bosnia and
Herzegovina

consoante o que ocorrer em primeiro lugar.

5 mL of sol ution in a plastic (10 mL)
bottl e with a dropper

Pre-filled glass syringe (glass type 1)
with 0.5 mL of suspension for injection,
aneed e with protective mechanism,
and two needles, suppliedin abox

Tyle 1 glass ampoul e containing 0.5
mL of suspension, supplied in a box

24 (4x6) tablets in a blister, suppliedin
abox

24 (4x6) tablets in a blister, suppliedin
abox

24 (4x6) tablets in a blister, suppliedin
abox

100 mL of solutionin an amber glass
bottl e with plastic cap, suppliedin a
box

One glasss vial with I yophilisate,
supplied in a box

One glasss vial with I yophilisate,
supplied in a box

5 two-part glass cartridges with
lyophilisate (front part (I) and s olvent
(rear part (Il)) in a pl astic contai ner,
supplied in a box

10 ampoules each containing 2 mL of
solution, suppliedin a box

10 ampoules each containing 2 mL of
solution, suppliedin a box

10 ampoules each containing 2 mL of
solution, suppliedin a box

10 ampoules each containing 2 mL of
solution, suppliedin a box

50 amber glass ampoul es each with 2
mL of solution, suppliedina box

10 ampoules each containing 2 mL of
solution, supplied in a box

50 amber glass ampoul es each with 2
mL of solution, suppliedina box

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.
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YES YES YES
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Gentamicin injection 40 mg/2 mL

Gentamicin injection 80 mg

Gentamicin injection 80 mg/2 mL

Gentamicin Jadran 120

Gentamicin Jadran 40

Gentamicin Jadran 80

Geokorton ointment 20 g

Geomycin

Geonistin

Ginkgo film-tablets

Glibenclamid Genericon 3.5 mg
tablets

Glibenclamid Genericon 3.5 mg
tablets

Glivec 100 mg film coated
tablets

Glivec 100 mg capsules

Glivec 100 mg capsules

Glivec 400 mg film coated
tablets

Glivec 50 mg capsul es

Glivec 50 mg capsules

solution for injection

solution for i njection

solution for i njection

solution for i njection

solution for i njection

solution for injection

ointment

capsul es

vaginal tablets

film coated tablets

tablets

tablets

film coated tablets

hard capsules

capsul es

film coated tablets

capsul es

hard capsules

Farmal d.d., Ludbreg, Republic of
Croatiain cooperation with Lek
d.d., Ljubljana, R epublic of
Slovenia

Bosnalijek d.d., Jukiceva 53,
Sarajevo, Bosnia and
Herzegovina

Farmal d.d., Ludbreg, Republic of
Croatia in cooperation with Lek
d.d., Ljubljana, R epublic of
Slovenia

Jadran - Galenski laboratorij d.d.,
Pulac bb, Rijeka, R epublic of
Croatia

Jadran - Galenski laboratorij d.d.,
Pulac bb, Rijeka, R epublic of
Croatia

Jadran - Galenski laboratorij d.d.,
Pulac bb, Rijeka, R epublic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Genericon Pharma Ges.m.b.H,
Lannach, Austria

Genericon Pharma Ges.m.b.H,
Lannach, Austria

Novartis Pharma GmbH,
Nurnberg, Ger many

Novartis Pharma Stein AG,
Schaffhauserstr asse, Stein,
Switzerland

Novartis Pharma A.G., Basel,
Switzerland

Novartis Pharma GmbH,
Nurnberg, Ger many

Novartis Pharma A.G., Basel,
Switzerland

Novartis Pharma Stein AG,
Schaffhauserstrasse, Stein,
Switzerland

consoante o que ocorrer em primeiro lugar.

10 ampoules each containing 2 mL of
solution, supplied in a box

50 amber glass ampoul es each with 2
mL of solution, suppliedina box

10 ampoules each containing 2 mL of
solution, suppliedin a box

10 amber glass ampoul es each
containing 2 mL of sol ution, supplied
ina box

10 amber glass ampoul es each
containing 2 mL of sol ution, supplied
ina box

10 amber glass ampoul es each
containing 2 mL of sol ution, supplied
ina box

Alumini um tube with 20 g of cintment,
supplied in a box

16 (2x8) capsules ina PVC/AI blister,
supplied in a box

6 (2x3) tablets in a blister (PVC/A),
supplied in a box

30 (1x30) tablets in a blister, supplied
ina box

30 (3x10) tablets in a PVC/Al blister,
suppliedin a box

120 (12x10) tablets in a blister
(PVC/Al), supplied in abox

60 (6x10) tablets in a blister (PVC/AI),
suppliedin a box

120 (10x12) capsul es in a blister
(PVC/Al), supplied in abox

120 (10x12) capsul es in a blister,
suppliedin a box

30 (3x10) tablets in a
PVC/PE/PVDC/A blister, suppliedin a
box

30 (3x10) capsules in a blister,
supplied in a box

30 (3x10) capsules in a blister
(PVC/A), supplied in abox

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES
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GlucaGen H ypoKit

Glucobay 100 mg tablets

Glucobay50 mg tablets

Glucomerck 1000 mg film coated
tablets

Glucomerck500 mg film coated
tablets

Glucomerck 850 mg film coated
tablets

Glucophage 1000 mg film coated
tablets

Glucophage 500 mg film coated
tablets

Glucophage 850 mg tabl ets

Glucovance 500 mg/ 2.5 mg
tablets

Glucovance 500 mg/ 5 mg
tablets

Gluformin 850 mg tablets

Gluformin tablets 1g

Glukosalina | solution, 100mL

Glukosalina | solution for
intravenous infusion, 250mL

Glukosalina | solution for
intravenous infusion, 500mL

powder and diluent for
solution for injection

tablets

tablets

film coated tablets

film coated tablets

film coated tablets

film coated tablets

film coated tablets

film coated tablets

film coated tablets

film coated tablets

film coated tablets

film coated tablets

solution for intravenous
infusion

solution for intravenous
infusion

solution for intravenous
infusion

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Novo Nordisk A/S, Nowo Allé,
DK-2880 Bagsvaerd, Denmark

Bayer HealthCare AG, 51368
Leverkusen, Germany

Bayer HealthCare AG, 51368
Leverkusen, Germany

Merck SANTE s.ass., Centere de
Production de Semoy, 2 Rue du
Pressior Vert - 45400 Semoy,
France; Merck KGcA, Frankfurt
Strasse 250, 64293 Darmstadt,
Germany

Merck SANTE s.a.s., Centere de
Production de Semoy, 2 Rue du
Pressior Vert - 45400 Semoy,
France; Merck KGcA, Frankfurt
Strasse 250, 64293 Darmstadt,
Germany

Merck SANTE s.a.s., Centere de
Production de Semoy, 2 Rue du
Pressior Vert- 45400 Semoy,
France; Merck KGcA, Frankfurt
Strasse 250, 64293 Darmstadt,
Germany

Merck SANTE s.a.s./Centre de
Production de Semoy, France
Merck KGaA, Ger many

Merck SANTE s.a.s./Centre de
Production de Semoy, France
Merck KGaA, Ger many

MerckSante s.a.s., Lyon CED EX
08, France

Merck SANTE s.a.s., 2Rue du
Pressoir Vert - 45400 Semoy,
France

Merck SANTE s.a.s., 2Rue du
Pressoir Vert - 45400 Semoy,
France

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Hrvats ki zavod za transfuzijsku
medicinu, Petrova 3, Zagreb,
Republic of Croatia

Hrvatski zavod za transfuzijsku
medicinu, Petrova 3, Zagreb,
Republic of Croatia

Hrvats ki zavod za transfuzijsku
medicinu, Petrova 3, Zagreb,
Republic of Croatia

consoante o que ocorrer em primeiro lugar.

One glass vial with |yophilisate and
one glass syringe with needle (1 mL
of diluent), ina plastic container

30 tablets (2x15) in a blister
(polypropyl ene/Al), suppliedin a box

32 (2x15) capsules in a PVC/Al blister,
supplied in a box

60 (4x15) film coated tablets in a
transparent blister (PVC/Al), supplied
ina box

100 (5x20) filmcoated tablets in
transparent blister (PVC/Al), supplied
ina box

30 (2x15) film coated tablets in a
transparent PVC/A| blister, supplied in
abox

30 (3x10) film coated tablets in a
transparent blister (PVC/A1), supplied
ina box

50 (5x10) film coated tablets in a
transparent blister (PVC/Al), supplied
ina box

30 (2x15) tablets in a blister, supplied
ina box

30 (2x15) tablets in a blister (PVC/AI),
supplied in a box

30 (2x15) tablets in a PVC/Al blister,
suppliedin a box

35 (3x10) tablets in a PVC/PVdC/Al
blister, suppliedin abox

30 (2x15) tablets in a PVC/Al blister,
suppliedin a box

100 mL of solutionin aninfusion
bottl e with rubber stopper protected by
Al cap and plastic lid, 10 bottles with
holders in a carton box

250-mL of solution in an infusion bottle
with rubber stopper and protective Al
cap with plastic lid (10 bottles with
holders, supplied in a carton box)

500 mL of solution in aninfusion bottle
with arubber stopper and an

alumi nium cap with a plastic lid (10

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES
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Glukosalina Ill sol ution for
intravenous infusion

Glucose 10% Braun

Glucose 10% Braun

Glucose 10% sol ution for
intravenous infusion, 100 mL

Glucose 10% sol ution for
intravenous infusion, 250 mL

Glucose 10% sol ution for
intravenous infusion, 500 mL

Glucose 10% Pliva solution for
infusion

Glucose 10% Pliva solution for
infusion 250 mL

Glucose 10% Pliva solution for
infusion 500mL

Glucose 5 %, Viaflo

Glucose 5 % Viaflo

Glukose 5 %, Viaflo

Glucose 5 %, Viaflo

Glucose 5 % Viaflo

solution for intravenous
infusion

solution for infusion

solution for infusion

solution for infusion

solution for infusion

solution for infusion

solution for intravenous
infusion

solution for intravenous
infusion

solution for intravenous
infusion

solution for i nfusion

solution for i nfusion

solution for i nfusion

solution for i nfusion

solution for infusion

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Hrvats ki zavod za transfuzijsku
medicinu, Petrova 3, Zagreb,
Republic of Croatia

B. Braun Melsungen AG, Carl-
Braun-Strale 1, Melsungen,
Germany

B. Braun Melsungen AG, Carl-
Braun-Strale 1, Melsungen,
Germany

Hrvats ki zavod za transfuzijsku
medicinu, Petrova 3, Zagreb,
Republic of Croatia

Hrvats ki zavod za transfuzijsku
medicinu, Petrova 3, Zagreb,
Republic of Croatia

Hrvats ki zavod za transfuzijsku
medicinu, Petrova 3, Zagreb,
Republic of Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Baxter S.A., Belgium; Baxter
Healthcare Ltd, Great Britain;
Bieffe Medital Sabinanigo, Spain;
Baxter Healthcare S.A., Republic
of Ireland

Baxter S.A., Belgium; Baxter
Healthcare Ltd, Great Britain;
Bieffe Medital Sabinanigo, Spain;
Baxter Healthcare S.A., Republic
of Ireland

Baxter S.A., Belgium; Baxter
Healthcare Ltd, Great Britain;
Bieffe Medital Sabinanigo, Spain;
Baxter Healthcare S.A., Republic
of Ireland

Baxter S.A., Belgium; Baxter
Healthcare Ltd, Great Britain;
Bieffe Medital Sabinanigo, Spain;
Baxter Healthcare S.A., Republic
of Ireland

Baxter S.A., Belgium; Baxter
Healthcare Ltd, Great Britain;
Bieffe Medital Sabinanigo, Spain;
Baxter Healthcare S.A., Republic
of Ireland

consoante o que ocorrer em primeiro lugar.

bottl es with holders, suppliedin a
carton box)

500 mL of solutionin aninfusion
bottl e with a rubber stopper and an
alumi nium cap with a plastic lid (10
bottl es with holders, suppliedin a
carton box)

500 mL of solution for infusionin a
plastic bottle (10 bottles ina box)

1000 mL of infusion solutionin a
plastic bottle (10 bottles ina box)

100 mL of sol utionin aglass bottle

250-mL of solutionin aglass bottle

500 mL of solution in a glass bottle

12 PVC bags with 500 mL of sol ution,
supplied in a box

250-mL of solutionin a glass infusion
bottl e with rubber stopper and combi-
cap (10 bottles with pol yethylene
holder suppliedina box)

10 glass vials with 500 mL of solution,
suppliedin a box

30 plastic Viaflo bags with 250 mL of
solution for infusion in a protective
bag, suppliedin abox

10 plastic Viaflo bags withsa 1000 mL
of infusion solution, in a protective bag,
supplied in a box

50 plastic Viaflo bags with 50 mL of
solution for infusion in a protective
bag, suppliedin abox

50 plastic bags Viafl o with 100 mL of
solution for infusion, in a protecti ve
bag, suppliedin abox

20 plastic Viaflo bags with 500 mL of
infusion solution, in a protective bag,
supplied in a box

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES
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Glucose 5%

Glucose 5%

Glucose 5%

Glucose 5% Braun

Glucose 5% Braun

Glucose 5% Braun

Glucose 5% Braun

Glucose 5% Pliva

Glucose 5% Pliva

Glurenorm 30 mg tablets

GONAL-f 1050 1U/1.75 mL

GONAL-f 300 1U/0.5 mL

GONAL-f 450 1U/0.75mL

GONAL-f 450 1U/0.75mL

GONAL-f 751U

GONAL-f 900 1U/1.5 mL

Gopten 0.5 mg capsules

Gopten 2 mg capsules

solution for i nfusion

solution for infusion

solution for infusion

solution for infusion

solution for infusion

solution for infusion

solution for infusion

solution for i nfusion

solution for i nfusion

tablets

powder and diluent (ina
syringe) for solution for
injection

solution for injectionin pen
syringe

powder and diluent (ina
syringe) for solution for
injection

solution for i njectionin pen
syringe

powder and diluent (ina
syringe) for solution for
injection
solution for injectionin pen
syringe

capsul es

capsul es

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Hrvats ki zavod za transfuzijsku
medicinu, Petrova 3, Zagreb,
Republic of Croatia

Hrvats ki zavod za transfuzijsku
medicinu, Petrova 3, Zagreb,
Republic of Croatia

Hrvats ki zavod za transfuzijsku
medicinu, Petrova 3, Zagreb,
Republic of Croatia

B. Braun Melsungen AG, Carl-
Braun-Strale 1, Melsungen,
Germany

B. Braun Melsungen AG, Carl-
Braun-Strale 1, Melsungen,
Germany

B. Braun Melsungen AG, Carl-
Braun-Strale 1, Melsungen,
Germany

B. Braun Melsungen AG, Carl-
Braun-Strale 1, Melsungen,
Germany

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Boehringer Ingelheim Ellas A.E.,
Atena, Greece

Industria Far maceutica Serono
S.p.A, Bari, Italy

Industria Far maceutica Ser ono
S.p.A, Bari, Italy

Industria Far maceutica Ser ono
S.p.A,, Bari, Italy

Industria Far maceutica Serono
S.p.A, Bari, Italy

Industria Far maceutica Ser ono
S.p.A, Bari, Italy

Industria Far maceutica Ser ono
S.p.A,, Bari, Italy

Abbott GmbH & Co. KG,
Ludwigshafen, Germany

Abbott GmbH & Co. KG,
Ludwigshafen, Germany

consoante o que ocorrer em primeiro lugar.

500 mL of solution in a glass bottle YES
100 mL of solutionin aglass bottle YES
250-mL of solutionin aglass bottle YES

1000 mL of infusion solutionin a
plastic bottle (10 bottles ina box)

250-mL of solution for infusionina
plastic bottle (10 bottles ina box)

500 mL of solution for infusionin a
plastic bottle (10 bottles ina box)

100 mL of infusion sol ution in a plastic
bottle (20 bottles in abox)

500 mL of solution in a PVC bag, with
adraining attachment (closed with
combiflack stopper) and an application
attachment, 12 bags in abox

500 mL of solution in a glass infusion
bottl e with a rubber stopper and a YES
protective cap, 10 bottles in a box

YES

60 (6x10) tablets in a white blister
(PVC/PVDCI/IA), suppliedina box

Vial with powder and syringe with 2 mL
of diluent, supplied in a box

Pen-syringe with 0.5 mL of sol ution (in
a3-mLglass cartridge) and 5 needles
ina plastic container, supplied in a
box

Vial with powder and syringe with 1 mL
of diluent, supplied in a box

Pen-syringe with 0.75 mL of solution
(ina3-mLglass cartridge) and 7
needles in a plastic container,
supplied in a box

Vial with powder and syringe with 1
mL of diluent in a plastic container,
suppliedin a box

Pen syringe with 1.5 mL of solution (in
a3-mLglass cartridge) and 14
needles in a plastic container, supplied
ina box

50 (5x10) capsules in a blister,
supplied in a box

28 (2x14) capsules in a blister,
suppliedin a box

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES
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Gopten 4 mg caps ules

Grippostad C

Grippostad Good Night syrup

Grippostad hot drink

Haemate P 500

Haldol depo sol ution for injection
50 mg/1 mL

Haldol 10 mg/1 mL oral drops

Haldol oral drops 2 mg/1 mL

Haldol sol ution for injection 5
mg/1 mL

Haldol 10 mg tabl ets

Haldol tablets 2 mg

Halea 100 mg tablets

Halea 50 mg tablets

Heferol

Helicobacter test INFAI for
infrared s pectr oscopy

Helicobacter test INFAI for
infrared s pectr oscopy

capsul es

capsul es

syrup

effer vescent powder

powder and diluent for
solution for i njection/infusion

oilysolution for
intramuscular injection

oral drops

oral drops

solution for injection for
intramuscular and
intravenous use

tablets

tablets

film coated tablets

film coated tablets

capsul es

oral powder

powder for preparation of
oral solution

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Abbott GmbH & Co. KG,
Ludwigshafen, Germany

STADA Arzneimittel AG,
Stadtstralle 2-18, Bad Vilbel,
Germany

STADA Arzneimittel AG,
Stadtstralle 2-18, Bad Vilbel,
Germany

STADA Arzneimittel AG,
Stadtstralle 2-18, Bad Vilbel,
Germany

ZLB Behring GmbH, Emil-von-
Behring Str. 76, Marburg,
Germany

Krka d.d., Nowo mesto, R.
Republic of Sloveniain
cooperation with Janssen

Phar maceutica, Beerse, Belgium
Krka d.d., Nowo mesto, Republic
of Sloveniain cooperation with
Janssen Phar maceutica, Beerse,
Belgium

Krka d.d., Novwo mesto, Republic
of Sloveniain cooperation with
Janssen Phar maceutica, Beerse,
Belgium

Krka d.d., Nowo mesto, R.
Republic of Sloveniain
cooperation with Janssen

Phar maceutica, Beerse, Belgium
Krka d.d., Nowo mesto, R.
Republic of Sloveniain
cooperation with Janssen

Phar maceutica, Beerse, Belgium
Krka d.d., Now Mesto, R.
Republic of Sloveniain
cooperation with Janssen

Phar maceutica, Beerse, Belgium
Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Alkaloid AD - Skopje, Bulevar
Aleksandar Makedonski 12,
Skopje, FYROM

INFAI Institut fir Biomedizinische
Anal ytik & NMR Imaging GmbH,
Bochum, Germany

INFAI Institut fir Biomedizinische
Analytik & NMR Imaging GmbH,
Bochum, Germany

consoante o que ocorrer em primeiro lugar.

28 (2x14) capsules in a blister,
supplied in a box

20 (2x10) capsules in a blister
(PVC/PVDC-AI), supplied ina box

90 mL of syrupin aglass bottle with a
plastic temper-evident stopper (white
PP/PE), supplied in abox

10 bags (Al/paper/PE) each containing
5.0 g of powder, supplied in abox

Glass vial with powder, glass vial with
10 mL of Water for Injection, transfer

kit, and dis pos able filter, suppliedin a

box

5 brown ampoules (ina blister) each
with 1 mL of solution, suppliedina box

30 mL of solutionin anamber glass
bottl e, supplied in a box

10 mL of solutionin anamber glass
bottl e, supplied in a box

10 (2x5) ampoules each containing 1
mL solutionin a blister, suppliedin a
box

30 tablets in an amber glass bottle,
supplied in a box

25tablets in an amber glass bottle,
suppliedin a carton box

30 (2x15) tablets in a blister, supplied

ina box YES

30 (2x15) tablets in a blister, supplied

ina box YES

30 capsules in a bottl e, supplied in a
box

75 mg of 13 C-ureain a polystyrene
container with a closed polyethylene
"snap" stopper; equipment for
sampling and transfer of samples of
expired air (4 glass "vacutainer" test
tubes or plastic" vacuette" of 10 mL
and 1flexible straw), inserted in a box
50 polystyrene jars with pol yethylene
snap cap containing 75mg 13C-urea
powder for oral solution, with a kit for
sampling and transporting of breath
samples, 50x2 bags with pl astic

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES
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Helicobacter test INFAI for mass
spectrometry

Hemofil M 250 IU human
coagulation factor VIII,
monoclonally purified

Hemofil M 500 IU human
coagulation factor VIII,
monoclonally purified

Hemofil M 500 IU human
coagulation factor VIII,
monoclonally purified

Hepan gel

Hepan cream

HEPARIN injection

Heptanon injection

Heptanon drops

Heptanon sol ution

Heptanon tablets

HERCEPTIN 150 mg powder for

concentrate for solution for

infusion

Hermes Ceittlemon

Hermes Ce\itt naranca

powder for oral solution

lyophilisate and sol vent for
prepar ation of intravenous
solution (injection/infusion)

lyophilisate and s ol vent for
prepar ation of intravenous
solution (injection/infusion)

lyophilisate and s ol vent for
prepar ation of intravenous
solution (injection/infusion)

gel

cream

solution for i njection (for s.c.

and i.v. use)

solution for intramuscular
and subcutaneous injection

oral drops, sol ution

oral solution

tablets

powder for concentrate for
solution for i nfusion

effer vescent powder

effer vescent powder

consoante o que ocorrer em primeiro lugar.

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

INFAI Institut fir Bi omedizinische

attachments, and 50x1 bendable
plastic straws, supplied ina box

75 mg of 13 C-ureain a polystyrene
container with a closed polyethylene
"snap" stopper; equipment for

Analytik & NMR Imaging GmbH, sampling and transfer of samples of YES YES YES
Bochum, Germany expired air (4 glass "vacutainer" test
tubes or plastic" vacuette" of 10 mL
and 1flexble straw), inserted in a box
Glass bottle with [ yophilisate and a
glass bottle with 10 m of solvent,
Baxter S.A., Hyland Immuno, sterile doubl e dissolution needle, YES YES
Lessines, Belgium sterile filter needle, sterile mini infusion
kit, sterile dispos able syringe of 10 mL,
supplied in a box
Glass bottle with | yophilisate and a
glass bottle with 10 m of solvent,
Baxter S.A., Hyland Immuno, sterile doubl e dissolution needle, YES YES
Lessines, Belgium sterile filter needle, sterile mini infusion
ki, sterile dispos able syringe of 10 mL,
supplied in a box
Glass bottle with | yophilisate and a
glass bottle with 10 m of solvent,
Baxter S.A., Hyland Immuno, sterile doubl e dissolution needle, YES YES
Lessines, Belgium sterile filter needle, sterile mini infusion
ki, sterile dispos able syringe of 10 mL,
suppliedin a box
Jadran - Galenski laboratorij d.d.,
Pulac bb, Rijeka, R epublic of Box with 50 g of gel in an Al tube YES YES YES
Croatia
Jadran - Galenski laboratorij d.d.,
Pulac bb, Rijeka, R epublic of Box with 50 g of cream in an Al tube YES YES YES
Croatia
Belupo, lijekovi i kozmetikad.d., 5 mL of solutionin aglass bottl e (with
Ulica Danica 5, Kopriwnica, arubber stopper and an Al cap), 10 YES YES
Republic of Croatia bottles in abox
Pliva Croatia Ltd., Ulicagrada R .
Vukovara 49, Z agreb, Republic of | 20 @mpoules with 1 mL of solution, YES YES
Croatia suppliedin a box
Pliva Croatia Ltd., Ulicagrada 10 mL of solutionin anamber glass
Vukovara49, Zagreb, Republic of | bottle with plastic dropper attachment, YES YES
Croatia supplied in a box
Pliva Croatia Ltd., Ulicagrada 100 mL of solutionin a 125-mL brown
Vukovara 49, Zagreb, Republic of = plastic bottle with aluminumcap, YES YES
Croatia supplied in a box
Pliva Croatia Ltd., Ulicagrada R : :
Vukovara 49, Zagreb, Republic of | 20 (2x10) tablets in a blister, supplied YES YES
Croatia ina box
F. Hoffmann-La Roche Ltd., U I
Grenzacherstrasse 124, Basel, | One91@ss val with powder, supplied in YES YES YES YES
N abox
Switzerland
ngmes Arznei mittel GmbH, 20 effer vescent tablets in a YES YES YES
Minchen, Germany pol ypropylene tube
Hermes Arznei mittel GmbH, 20 effervescenttablets in a YES YES YES

Miinchen, Germany

pol ypropylene tube
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Herplex400 mg tablets

Herplex400 mg tablets

Herplexcream

Hiberix vaccine against
Haemophilus influenzae type B,
glycoconjugated

Hiramicin

Holypl ant Purgal tablets

Holyplant Sena tea

Holypl ant Septogal oriblettes

Humaj ect M3 (30/70) 100 1U/mL
(3.0 mL)

Humaj ect N 100 1U/mL (3.0 mL)

Humaj ect R 100 1U/mL (3.0 mL)

Humal og 100 IU/mL cartridge
(3.0 mL)

Humal og Mix25 100 IU/mL
(suspensionin cartridge 3.0 mL)

Humalog Mix25 Pen 100 IU/mL

Humal og Mix50 100 IU/mL
(suspensionin cartridge 3.0 mL)

Humal og Mix50 Pen 100 IU/mL

Humal og Pen 100 IU/mL (3 mL)

Human albumin 20% immuno 50
mL

film coated tablets

film coated tablets

cream

lyophilisate

capsul es

tablets

herbal tea

oriblettes

suspension for subcutanous
injection

suspension for s ubcutanous
injection

suspension for

subcutaneous injection

solution for injection

suspension for injection

suspension for injection

suspension for injection

suspension for injections

solution for i njection

solution for intravenous use

consoante o que ocorrer em primeiro lugar.

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia
GlaxoSmithKline Biologicals s.a.,
Rue de linstitut 89, Rixensart,
Belgium

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Jadran - Galenski laboratorij d.d.,
Pulac bb, Rijeka, R epublic of
Croatia

Jadran - Galenski laboratorij d.d.,
Pulac bb, Rijeka, R epublic of
Croatia

Jadran - Galenski laboratorij d.d.,

Pulac bb, Rijeka, R epublic of
Croatia

LillyFrance S.A.S., Rue du
Colonel Lilly, Fegersheim, France

LillyFrance S.A.S., Rue du
Colonel Lilly, Fegersheim, France

LillyFrance S.A.S., Rue du
Colonel Lilly, Fegersheim, France

LillyFrance S.A.S., Rue du
Colonel Lilly, Fegersheim, France

LillyFrance S.A.S., Fegersheim,
Francei LillyS.A., Alcobendas-
Madrid, Spain

LillyFrance S.A.S., Rue du
Colonel Lilly, Fegersheim, France

LillyFrance S.A.S., Fegersheim,
Francei LillyS.A., Alcobendas-
Madrid, Spain

LillyFrance S.A.S., Rue du
Colonel Lilly, Fegersheim, France

LillyFrance S.A.S., Rue du
Colonel Lilly, Fegersheim, France

Baxter AG, Industriestrasse 67,
A-1220 Vienna, Austria

35 (7x5) tablets ina PVC/A blister,
supplied in a box

35 (7x5) tablets ina PVC/Al blister,
supplied in a box

2grams of creamina tube, supplied in
abox

Box with one bottle wtih 1 dose of
lyophilised vaccine and 1 syringe with
solvent and 2 needles

5 (1x5) capsules in a blister, supplied
ina box

20 (2x10) tablets in a blister, supplied
ina box

50 g of teain a pol ypropylene
transparent bag, supplied ina box

30 (3x10) oriblettes in a PVC/AI blister,
supplied in a box

5 disposable injectors with glass
cartridges each with 3 mL of solution,
suppliedin a box

5 disposable injectors with glass
cartridges each with 3 mL of solution,
suppliedin a box

5 disposable injectors with glass
cartridges each with 3 mL of solution,
suppliedin a box

5 cartridges with 3 mL of solutionin a
blister, suppliedin abox

5 glass cartridges with 3.0 mL of
suspension to be administered with a
pen injector, in protecti ve packaging,
supplied in a box

5injectors with a glass cartridge with
3.0 mL of suspension, supplied ina
box

5glass cartridges with 3.0 mL of
sspension to be administered witha
pen injector, in protecti ve packaging,
supplied in a box

5injectors with a glass cartridge each
with 3.0 mL of suspension, supplied in
abox

5injectors with a glass cartridge with 3
mL of solution, suppliedinacarton
box

Box with 1 bottl e containing 50 mL of
solution

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES
YES
YES YES
YES

YES

YES YES

YES YES
YES YES

YES

YES

YES

YES

YES

YES
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HUMAN ALBUMIN 20%
OCTAPHARMA 100 mL

Human Albumin 20%
Octapharma 100 mL

HUMAN ALBUMIN 20%
OCTAPHARMA 50 mL

Human Albumin 20%
Octaphar ma 50 mL

Human al bumin 5% i mmuno 250
mL

Human Albumin 5% Octaphar ma
100 mL

HUMAN ALBUMIN 5%
OCTAPHARMA 100 mL

Human Albumin 5% Octaphar ma
250 mL

HUMAN ALBUMIN 5%
OCTAPHARMA 250 mL

Humatrope 12 mg

Humatrope 6 mg

Humira sol ution for i njection

Humulin M3 (30/70) 100 IU/mL
(3.0 mLcartridge)

Humulin M3 Pen 100 IU/mL

Humulin N 100 [U/mL (3.0 mL
cartridge)

Humulin N Pen 100 1U/mL

Humulin R 100 IU/mL (cartridge
3.0 mL)

HUSTAGIL

solution for i nfusion

intravenous solution

solution for i nfusion

intravenous solution

solution for intravenous use

intravenous solution

solution for i nfusion

intravenous solution

solution for i nfusion

lyophilisate for i njection

lyophilisate and diluent for
solution for injection

solution for i njection

suspension for subcutanous
injection

suspension for
subcutaneous inj ection

suspension for subcutanous
injection

solution for s ubcutaneous
injection

solution for s ubcutaneous
injection

oral solution

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Octaphar ma Pharmaz euti ka
Produktionsges.m.b.H., Vienna,
Austria and Octapharma SA,
Lingolsheim, France

Octaphar ma Pharmaz euti ka
Produktionsges.m.b.H., Vienna,
Austria

Octaphar ma Pharmaz euti ka
Produktionsges.m.b.H., Vienna,
Austria and Octapharma SA,
Lingolsheim, France

Octaphar ma Pharmaz euti ka
Produktionsges.m.b.H., Vienna,
Austria

Baxter AG, Industriestrasse 67,
A-1220 Vienna, Austria

Octaphar ma Pharmaz euti ka
Produktionsges.m.b.H., Vienna,
Austria

Octaphar ma Pharmaz euti ka
Produktionsges.m.b.H., Vienna,
Austria

Octaphar ma Pharmaz euti ka
Produktionsges.m.b.H., Vienna,
Austria

Octaphar ma Pharmaz euti ka
Produktionsges.m.b.H., Vienna,
Austria

LillyFrance S.A.S., Rue du
Colonel Lilly, Fegersheim, France

LillyFrance S.A.S., Rue du
Colonel Lilly, Fegersheim, France

Abbott Biotehnolog y Deutschland
GmbH, Max-Planck-Ring 2,
Wiesbaden, Germany

LillyFrance S.A.S., Rue du
Colonel Lilly, Fegersheim, France

LillyFrance S.A.S., Rue du
Colonel Lilly, Fegersheim, France

LillyFrance S.A.S., Rue du
Colonel Lilly, Fegersheim, France

LillyFrance S.A.S., Rue du
Colonel Lilly, Fegersheim, France

LillyFrance S.A.S., Rue du
Colonel Lilly, Fegersheim, France

Dentinox Ges ellschaft fir
phar mazeutische Praparate Lenk
& Schuppan, Berlin, Germany

consoante o que ocorrer em primeiro lugar.

One glass vial with 100 mL of solution
for infusion, supplied in abox

Paper box with 1 glass bottle with
human albumin solutiona 100 mL

One glass vial containing 50 mL of
solution for i nfusion, suppliedina box

Paper box with 1 glass bottle with
human albumin solutiona 50 mL

Box with 1 bottl e containing 250 mL of
solution

Paper box with 1 glass bottle with
human albumin solutiona 100 mL

One glass vial with 100 mL of solution
for infusion, supplied in abox

Paper box with 1 glass bottle with
human albumin solutiona 250 mL

One glass vial with 250 mL of solution
for infusion, supplied in abox

One cartridge with I yophilisate, a
syringe with 3.15 mL of diluent and a
diluent feed line, supplied ina box

One cartridge with I yophilisate, a
syringe with diluent, and a needle with
protecti ve plastic cap, suppliedin a
box

Pre-filled glass syringe containing 0.8
mL of solution and one alcohol
drenched cotton wool roll in a blister

5(1x5) cartridges with 3 mL of
suspension per blister, suppliedina
box

5injectors with a glass cartridge each
with 3 mL of suspension, suppliedina
carton box

5 (1x5) cartridges with 3 mL of
suspension per blister, suppliedina
box

5injectors with a glass cartridge each

with 3 mL of suspension, suppliedina
carton box

5 (1x5) cartridges with 3 mL of sol ution
per blister, supplied in abox

150 mL of solution anamber glass
bottl e with Alu cap, suppliedina box

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES
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Hycamtin

Hydroc yclin

Hyperici Aktiv granules

HYPNOMIDATE

Hyzaar

Ibuprofen 100 mg/5 mL oral
suspension

Ibuprofen 400 mg tablets

Ibuprofen 600 mg tablets

Ibuprofen 800 mg tablets

Ibuprofen gel

Ibuprofen 200 mg coated tabl ets

Ibuprofen 400 mg coated tabl ets

Ibuprofen retard 800 mg tablets

Imacort cream

Imaz ol cream-paste

Imazol Plus

Imigran nasal spray of 20 mg

lyophilisate for preparation
of infusion

ointment

granules

solution for i njection

film coated tablets

oral suspension

film coated tablets

film coated tablets

film coated tablets

gel

coated tabl ets

coated tabl ets

prolonged release tabl ets

cream

paste

cream

nasal spray

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

SmithKline Beecham

Phar maceuticals, West Sussex,
Great Britain i GlaxoSmithKline
Manufacturing S.p.A., Parma,
Italy

Galenika a.d., Beograd - Zemun,
Srbija

Cedevitad.o.0., Zagreb, Republic
of Croatia

Janssen Phar maceutica NV,
Turnhouseweg 30, Beerse,
Belgium

Merck Sharp & Dohme B.V.,
Waar derweg 39, Postbus 581,
Haarlem, the Netherlands

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

The Mentholatum CompanyLtd,

1 Redwood Avenue, Peel Park
Campus, East Kilbride, Great
Britain

Farmal d.d., Ludbreg, Republic of
Croatia in cooperation with Lek
d.d., Ljubljana, R epublic of
Slovenia

Farmal d.d., Ludbreg, Republic of
Croatia in cooperation with Lek
d.d., Ljubljana, R epublic of
Slovenia

Farmal d.d., Ludbreg, Republic of
Croatia, in cooper ation with
Valpharmalnt. s.a., San Marino

Spirig Pharma AG, Egerkingen,
Switzerland

Spirig Pharma AG, Egerkingen,
Switzerland

Spirig Pharma AG, Egerkingen,
Switzerland

GlaxoSmithKline S.p.A., Parma,
Italy

consoante o que ocorrer em primeiro lugar.

5glass bottles of 5 mL with
lyophilisate, supplied in a box

5g of ointment in an aluminium tube,
supplied in a box

15 bags (paper/Al/PE) containing 59, YES
supplied in a box

5ampoules with 10 mL of solution,
supplied in a box

32 (2x14) film coated tablets in a
blister, supplied in a carton box

100 mL of suspensionin an amber YES
glass bottle, suppliedin a box

30 (3x10) tablets in a PVC/AI blister,

supplied in a box YES
31 (3x10) tablets in a PVC/AI blister, YES
supplied in a box

30tablets in a white pol yethylene (PE)

bottl e, with a PE screw cap, supplied YES
ina box

50 g of gel in an aluminium tube with a

plastic stopper, supplied in a box

530 (3x10) tablets in a blister, supplied YES
ina box

30 (3x10) tablets in a blister, supplied YES
ina box

Box with 30 tablets ( blister, 3x10 tbl.) YES

20 grams of creamin an aluminum
tube, suppliedin a box

309 of paste inan aluminiumtube

30 g of creamin an aluminium tube,
supplied in a box

Two plastic measuring devices (for

nasal spray) in a blister,supplied ina
box

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES YES

YES
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Imigran tablets 50 mg

ImmuC yst, BCG
Immunotherapeutic agent

Immunate 1000 IU

Immunate 250 1U

Immunate 500 U

Immunine 1200 1U

Immuni ne 200 IU

Immuni ne 600 IU

IMOVAX POLIO inactivated
poliomyelitis vaccine

Human rabies immunoglobulin

Human rabies immunoglobulin

Human hepatitis B
immunoglobulin, 250 IU

Human hepatitis B
immunoglobulin, 500 IU

Human tetanus i mmunoglobulin

Human immunoglobulin for
intravenous use

Human immunoglobulin for
intravenous use

Human immunoglobulin for
intravenous use

film coated tablets

lyophilisate and diluent for
intravesical instillation

lyophilisate and diluent for
prepar ation of solution for
intravenous use

lyophilisate and diluent for
prepar ation of solution for
intravenous use

lyophilisate and diluent for
prepar ation of solution for
intravenous use

lyophilisate and sol vent for
prepar ation of solution for
i.v. injection/infusion

lyophilisate and s ol vent for
prepar ation of solution for
i.v. injection/infusion
lyophilisate and s ol vent for
prepar ation of solution for
i.v. injection/infusion
suspension for
intramuscular or
subcutaneous inj ection

solution for i ntramusc ular
use

solution for i ntramusc ular
use

solution for injection

solution for injection

solution for i ntramusc ular
use

solution for intravenous use

solution for intravenous use

solution for intravenous use

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Glaxo Wellcome Operations,
Greenford, Middlesex, Great
Britain i GlaxoSmithKline
Phar maceuticals S.A., Ul.
Grunwaldzka 189, Poznan,
Poland

Sanofi Pasteur Li mited, Toronto,
Ontario, Canada

Baxter AG, Industriestrasse 67,
A-1220 Vienna, Austria

Baxter AG, Industriestrasse 67,
A-1220 Vienna, Austria

Baxter AG, Industriestrasse 67,
A-1220 Vienna, Austria

Baxter AG, Industriestrasse 67,
A-1220 Vienna, Austria

Baxter AG, Industriestrasse 67,
A-1220 Vienna, Austria

Baxter AG, Industriestrasse 67,
A-1220 Vienna, Austria

Sanofi Pasteur S.A., 2avenue
Pont Pasteur, Lyon, France

Imunolo§ki zawod d.d.,
Rockefellerova 2, Zagreb,
Republic of Croatia

Imunolo$ ki zawd d.d.,
Rockefellerova 2, Zagreb,
Republic of Croatia

Imunolo$ ki zawd d.d.,
Rockefellerova 2, Zagreb,
Republic of Croatia

Imunolo$ ki zawd d.d.,
Rockefellerova 2, Zagreb,
Republic of Croatia

Imunolo$ ki zawod d.d.,
Rockefellerova 2, Zagreb,
Republic of Croatia

Imunolo$ ki zawod d.d.,
Rockefellerova 2, Zagreb,
Republic of Croatia
Imunolo$ki zawod d.d.,
Rockefellerova 2, Zagreb,
Republic of Croatia
Imunolo$ki zawod d.d.,

Rockefellerova 2, Zagreb,
Republic of Croatia

consoante o que ocorrer em primeiro lugar.

2 tablets in al uminum blister (Al/Al),
supplied in acarton box

One glass vial with BCG 81g
(lyophilisate) and one glass bottle with
3mL of diluent, supplied in a box
Bottle with I yophilisate, bottle with 5
mL of diluent, and set for dissolution
and injection of medicinal product,
supplied in a box

Bottle with | yophilisate, bottle with 5
mL of diluent, and set for dissolution
and injection of medicinal product,
supplied in a box

Bottle with | yophilisate, bottle with 5
mL of diluent, and set for dissolution
and injection of medicinal product,
supplied in a box

Lyophilisate in a glass bottle, 10 mL of
solvent in a glass bottle and
dissolution and injection kit, supplied in
abox

Lyophilisate in a glass bottle, 5 mL of
solvent in a glass bottle and
dissolution and injection kit, supplied in
abox

Lyophilisate in a glass bottle, 5 mL of
solvent in a glass bottle and
dissolution and injection kit, supplied in
abox

0.5-mL of suspensionin aglass syring,
supplied in a box

Bottle with 5 mL of preparation (not
less than 500 IU), supplied in a box

Bottle with 2 mL of preparation (not
less than 200 IU), supplied in a box

One glass vial with 250 IU of
immunoglobulin, supplied in a carton
box

One glass vial with 500 IU of
immunoglobulin, supplied in a carton
box

Boxcontaining 1 ampoule of
prepar ation - 250 IU/ampoule

Glass bottle with 50 mL of solution and
aninfusion kit, suppliedin a box

Glass bottle with 100 mL of solution
and an infusion kit, suppliedin a box

Glass bottle with 10 mL of solution with
aneedleand afilter, suppliedin abox

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

AC 30/11

DGK 2

GRP

72
LIMITE PT



Apéndice ao AnexoV

Lista(*) fornecida pela Crodcia, numa tnica lingua, de medicamentos em rehg¢doaos quais asautorizagdes de comercializagio emitidas ao abrigo da legislagdo croata antes da data da adesio permanecerdo vélidasaté serem renovadasem conformidade com oacervo ou até 30 de Junho de 2017,

Imuran tablets

Indamid SR tablets

INDAP

Indap

Indapamid SR Pliva tablets

Indometacin 100 mg
suppositories

Indometacin 25 mg capsules

Indometacin 75 mg retard
capsul es

Inegy 10 mg/10 mg

Inegy 10 mg/20 mg

Inegy 10 mg/40 mg

Inegy 10 mg/80 mg

Infanrix diphtheria, tetanus and
pertussis (acellular) vaccine,
absorbed

InfanrixH exa

INFANRIX-IPV+Hib, Combined
Diphtheria, Tetanus, acellular

Pertussis,inacti vated Polio and
Haemophilus influenzae type B
conjugate Vaccine

Influvac (inacti vated infl uenza
vaccine, surface antigen)

Infus ol (soluti on for infusion)

Inspra 25 mg tablets

film coated tablets

prolonged-releas e tablets

capsul es

capsul es

prolonged-releas e tablets

suppositories

capsul es

prolonged-releas e capsules

tablets

tablets

tablets

tablets

intramuscular suspension

lyophilisate and s uspension
for parenteral use

powder and sus pension for
prepar ation of sus pension
for injection

suspension for injection

solution for intravenous
infusion

film coated tablets

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Heumann PCS GmbH, F eucht,
Germany

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Pro. Med.CS Praha ass ., Prag,
Czech Republic

Pro. Med.CS Praha ass ., Prag,
Czech Republic

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Belupo, lijekovi i kozmetika d.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Merck Sharp & Dohme B.V.,
Waar derweg 39, Postbus 581,
Haarlem, the Netherlands

Merck Sharp & Dohme B.V.,
Waar derweg 39, Postbus 581,
Haarlem, the Netherlands
Merck Sharp & Dohme B.V.,
Waar derweg 39, Postbus 581,
Haarlem, the Netherlands
Merck Sharp & Dohme B.V.,

Waar derweg 39, Postbus 581,
Haarlem, the Netherlands

GlaxoSmithKline Biologicals s.a.,
Rue de lInstitut 89, Rixensart,
Belgium

GlaxoSmithKline Biologicals s.a.,
Rue de lInstitut 89, Rixensart,
Belgium

GlaxoSmithKline Biologicals s.a.,
Rue de lInstitut 89, Rixensart,
Belgium

Solvay Phar maceuticals B.V.,
Veerweg 12, 8121 AA Olst, the
Netherlands

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Phar macia Limited, Whalton

Road, Morpeth, N orthumberland
NE613YA, Great Britain

consoante o que ocorrer em primeiro lugar.

100 (4 x 25) tablets in PVC/AI blister,
supplied in a box

30 (1x30) tablets in a white PVC/AI
blister, suppliedin abox

30 (3x10) capsules in ablister
(PVC/Al), supplied in abox

30 (3x10) capsules in a blister,
supplied in a box

30 (3x10) tablets in a white PVC/AI
blister, suppliedin abox

10 (2x5) suppositories in a strip,
supplied in a box

30 (2x15) capsules in ablister,
supplied in a box

30 (2x15) capsules in a PVC/Al blister,
supplied in a box

28 (2x14) tablets in ablister (Al/Al),
supplied in a box

28 (2x14) tablets in a blister
(PVC/Aclar/Al), supplied in a box

28 (4x7) tablets in a blister
(PVC/Aclar/Al), supplied in a box

28 (4x7) tablets in a blister
(PVC/Aclar/Al), supplied in a box

Box with one glass syringe containing
1 dose of vaccine (0.5 mL), needle
and needl e protection

One glass syringe with 0.5 mL of liquid
vaccine component (DTP-HBV-IPV),
one glass bottle with Hib I yophilisate
and two needles with protective caps,
supplied in a box

Box with 1 glass syringe containing 0.5
mL of suspension (component Infanrix
IPV), 1 glass bottle with powder
(component Hib) and 2 needles with
protection

Box with 1 pre-filled syringe (glass,
type |) with 1 dose of vaccine (0.5 mL
of sus pension)

10 glass vials with 500 mL of solution,
suppliedin a box

30 (3x10) film coated tablets in a
nontrans parent PVC/Al blister,
supplied in a carton box

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES
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YES
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Inspra 50 mg tablets

Instillagel 11 mL

Instillagel 6 mL

Insulatard HM 100

Insulatard Penfill

Integrilin solution for infusion
0.75mg/mL

Integrilin solution for injection 2
mg/mL

Intralipid 10%

Intralipid 10%

Intralipid 10%

Intralipid 10%

Intralipid 20%

Intralipid 20%

Intralipid 20%

film coated tablets

gel

gel

solution for i njection (for s.c.
use)

suspension for
subcutaneous injection

solution for i nfusion

solution for injection

emulsion for infusion

emulsion for infusion

emulsion for infusion

emulsion for infusion

emulsion for infusion

emulsion for infusion

emulsion for infusion

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Phar macia Limited, Whalton
Road, Morpeth, N orthumberland
NE613YA, Great Britain

Almed GmbH, M otzener Str. 41,
Berlin, Germany

Almed GmbH, M otzener Str. 41,
Berlin, Germany

Novo Nordisk A/S, Nowo Allé,
DK-2880 Bagsvaerd, Denmark

Novo Nordisk A/S, Nowo Alle,
Bagsvaerd, DenmarkN oo
Nordisk Production SAS, 45,
Avenue d' Orleans, Chartres,
France

Schering-Plough LaboN.V.,
Heist-op-den-Berg, Belgium and
Glaxo Operations UK Ltd., Great
Britain

Schering-Plough LaboN.V.,
Heist-op-den-Berg, Belgium and
Glaxo Operations UK Ltd., Great
Britain

Fresenius Kabi Austria GmbH,
Graz, Austria and Fresenius Kabi
AB, Uppsala, Sweden

Fresenius Kabi AB, Uppsala,
Sweden

Fresenius Kabi Austria GmbH,
Graz, Austriaand Fresenius Kabi
AB, Uppsala, Sweden

Fresenius Kabi AB, Uppsala,
Sweden

Fresenius Kabi AB, Uppsala,
Sweden

Fresenius Kabi Austria GmbH,
Graz, Austriaand Fresenius Kabi
AB, Uppsala, Sweden

Fresenius Kabi Austria GmbH,

Graz, Austriaand Fresenius Kabi
AB, Uppsala, Sweden

consoante o que ocorrer em primeiro lugar.

30 (3x10) film coated tablets in a
nontrans parent PVC/Al blister,
supplied in acarton box

10 syringes each containing 11 mL of
gel inablister, suppliedin abox

10 syringes each containing 6 mL of
gel inablister, suppliedin abox

10 mL of suspensionin aglass bottl e,
supplied in a box

5glass cartridges with 3 mL of
suspension in ablister, supplied in a
box

One glass vial with 10 mL of solution,
suppliedin a box

One glass vial with 10 mL of solution,
supplied in a box

Glass infusion bottle containing 500
mL of emulsion, 10 bottles in a carton
box

Plastic bag ("Excel") containing 500
mL of emulsion for infusion with two
attachments for drug administr ation
and for infusion, one small bag
containing oxygen absorber, and one
bag with sol ution for packaging
airtightness control

Glass infusion bottle containing 100
mL of emulsion, 10 bottles in acarton
box

Plastic bag ("Excel") containing 100
mL of emulsion for infusion with two
attachments for drug administr ation
and for infusion, one small bag
containing oxygen absorber, and one
bag with sol ution for packaging
airtightness control

Plastic bag ("Excel") containing 100
mL of emulsion for infusion with two
attachments for drug administr ation
and for infusion, one small bag
containing oxygen absorber, and one
bag with sol ution for packaging
airtightness control

Glass infusion bottle containing 500
mL of emulsion, 10 bottles in a carton
box

Glass infusion bottle containing 100
mL of emulsion, 10 bottles in a carton
box

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES
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YES

YES

YES
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Intralipid 20%

Intron A 18 miillion IU soluti on for
injection, multi-dos e syringe

Intron A 30 million IU solution for
injection, multi-dos e syringe

Intron A solution for injection 18
mil.IU, multi-dos e injector

Intron A solution for injection 30
mil.IU, multidozni inj ektor

Invanz 1g powder for
concentrate for infusion s oluti on

lopamiro 300 sol ution for
injection

lopamiro 300 sol ution for
injection

lopamiro 300 sol ution for
injection

lopamiro 370 sol ution for
injection

lopamiro 370 sol ution for
injection

lopamiro 370 sol ution for
injection

lopamiro 370 sol ution for
injection

IRUMED 10 mg tabl ets
Irumed 2.5 mg tablets

Irumed 20 mg tablets

Irumed 5 mg tabl ets

emulsion for infusion

solution for i njection

solution for injection

solution for subc utaneous
administration

solution for s ubc utaneous
administration

powder for concentrate for
infusion solution

solution for injection

solution for injection

solution for injection

solution for injection

solution for injection

solution for i njection

solution for injection

tablets

tablets

tablets

tablets

Fresenius Kabi AB, Uppsala,
Sweden

Schering-Plough (Brinny)
Company, Innishannon, County
Cork, Republic of Ireland

Schering-Plough (Brinny)
Company, Innishannon, County
Cork, Republic of Ireland

Schering-Plough (Brinny)
Company, Innishannon, County
Cork, Republic of Ireland

Schering-Plough (Brinny)
Company, Innishannon, County
Cork, Republic of Ireland

Merck Sharp & Dohme B.V.,
Waar derweg 39, Postbus 581,
Haarlem, the Netherlands

Braccos.p.a., Via Egidio F olli 50,
Milano, Italy Patheon Italia SpA,
ViaMorolense 87, Ferentino, Italy

Braccos.p.a., Via Egidio F olli 50,
Milano, Italy Patheon Italia SpA,
Via Morolense 87, Ferentino, Italy

Braccos.p.a., Via Egidio F olli 50,
Milano, Italy Patheon Italia SpA,
Via Morolense 87, Ferentino, Italy

Braccos.p.a., Via Egidio F olli 50,
Milano, Italy Patheon Italia SpA,
Via Morolense 87, Ferentino, Italy

Braccos.p.a., Via Egidio F olli 50,
Milano, Italy Patheon Italia SpA,
Via Morolense 87, Ferentino, Italy

Braccos.p.a., Via Egidio F olli 50,
Milano, Italy Patheon Italia SpA,
Via Morolense 87, Ferentino, Italy

Braccos.p.a., Via Egidio F olli 50,
Milano, Italy Patheon Italia SpA,
Via Morolense 87, Ferentino, Italy

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Belupo, lijekovi i kozmetika d.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

consoante o que ocorrer em primeiro lugar.

Plastic bag ("Excel") containing 500
mL of emulsion for infusion with two
attachments for drug administr ation
and for infusion, one small bag
containing oxygen absorber, and one
bag with sol ution for packaging
airtightness control

One multi-dose syringe with a
cartridge containing 1.2 mL of sol ution
otopine, 12 needles and 12 cotton
wool riolls, supplied in abox

One multi-dose syringe with a
cartridge containing 1.2 mL of sol ution
otopine, 12 needles and 12 cotton
wool riolls, supplied in abox

Box with 1 pen injection device with a
glass cartridge containing 1.2 mL of
solution, 6 Nowofine needles and 6
gauze pads

Box with 1 pen injection device with a
glass cartridge containing 1.2 mL of
solution, 6 Nowofine needles and 6
gauze pads

20-mL glass bottle with powder
suppliedin a box

30 mL of solutionin aglass bottle,
suppliedin a box

100 mL of sol utionin aglass bottle,
suppliedin a box

50 mL of solutionin aglass bottle,
suppliedin a box

100 mL of sol utionin aglass bottle,
suppliedin a box

30 mL of solutionina glass bottle,
supplied in a box

50 mL of solutionin aglass bottle,
supplied in a box

200 mL of solution in a glass bottle,
supplied in a box

60 (2x30) tablets in a blister
(PVC/PVDC-AI foil), supplied in a box

30 (1x30) tablets in a blister
(PVC/PVDC-AI folil), supplied in abox

30 (1x30) tablets in a blister
(PVC/PVDC-AI folil), supplied in abox

30 (1x30) tablets in a blister
(PVC/PVDC-AI folil), supplied in abox

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.
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Lista(*) fornecida pela Crodcia, numa tnica lingua, de medicamentos em rehg¢doaos quais asautorizagdes de comercializagio emitidas ao abrigo da legislagdo croata antes da data da adesio permanecerdo vélidasaté serem renovadasem conformidade com oacervo ou até 30 de Junho de 2017,

Iruzid 10/12.5 mg tablets

Iruzid 20/12.5 mg tablets

Iruzid 20/25 mg tablets

ISMN Genericon 20 mg tablets

ISMN Genericon 40 mg tablets

ISMN Jadran 20

ISMN Jadran 40

Isoptin 120 tablets

Isoptin 40 tablets

Isoptin 80 tablets

Isopti ninjecti on

ISOPTIN RR tablets

ISOPTO TEARS eyel drops

ITRAC 3 capsules

Izosorbid MN retard 40 mg
tablets

|1zosorbid MN retard 60 mg
tablets

Isotonic solution of sodium
chloride 0.9% Braun

Sodium chloride isotonic sol ution
0.9% Braun

tablets

tablets

tablets

tablets

tablets

tablets

tablets

film coated tablets

film coated tablets

film coated tablets

solution for injection

prolonged-releas e tablets

eye drops

capsul es, hard

prolonged release tabl ets
(film coated)

prolonged release tabl ets
(film coated)

solution for infusion

solution for infusion

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Genericon Pharma Ges.m.b.H,
Lannach, Austria

Genericon Pharma Ges.m.b.H,
Lannach, Austria

Jadran - Galenski laboratorij d.d.,
Pulac bb, Rijeka, R epublic of
Croatia

Jadran - Galenski laboratorij d.d.,
Pulac bb, Rijeka, R epublic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Zagreb,
Republic of Croatia and Abbott
GmbH and Co. KG,
Ludwigshafen, Germany

Alcon-Couwreur s.a., Rijksweg
14, Puurs, Belgium

Belupo, lijekovi i kozmetika, d.d.,
Kopriwnica, Republic of Croatiain
cooperation with Janssen

Phar maceutica, Beerse, Belgium

Farmal d.d., Branitelja
domovinskog rata 8, Ludbreg,
Republic of Croatia

Farmal d.d., Branitelja
domovinskog rata 8, Ludbreg,
Republic of Croatia

B. Braun Melsungen AG, Carl-
Braun-Strale 1, Melsungen,
Germany

B. Braun Melsungen AG, Carl-
Braun-Strale 1, Melsungen,
Germany

consoante o que ocorrer em primeiro lugar.

30 (1x30) tablets in atransparent
blister (PVC/PVDC-AI fail), supplied in
abox

31 (1x30) tablets in atransparent
blister (PVC/PVDC-AI foil), supplied in
abox

32 (1x30) tablets in atransparent
blister (PVC/PVDC-AI foil), supplied in
abox

20 (2x10) tablets in PVC/AI blister,
supplied in a box

20 (2x10) tablets in PVC/AI blister,
supplied in a box

60 (6x10) tablets in a blister, supplied
ina box

60 (6x10) tablets in a blister, supplied
ina box

20 (2x10) film coated tablets in PVC/Al
blister, suppliedin abox

30 (3x10) film coated tablets in a
PVC/AI blister, supplied in abox

50 (5x10) film coated tablets in a
blister (PVC/Al), suppliedin a box

2mL of solution in aglass ampoule,
50 (5x10) ampoul es in a plastic holder,
suppliedin a box

20 (2x10) prolonged-release tablets in
PVC/PVDCI// Al blister, supplied ina
box

15 mL of solutionin a platic bottle with
dropper attachment, supplied in abox

4 capsules ina blister
(PVC/PE/PVDCI/AI), supplied in a box

Box with 50 tablets (blister, 5x10
tablets)

Box with 50 tablets (blister, 5x10
tablets)

500 mL of solution for infusionin a
plastic bottle (10 bottles ina box)

1000 mL of infusion solutionin a
plastic bottle (10 bottles ina box)

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES
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Sodium chloride isotonic sol ution
0.9% Braun

Sodium chloride isotinic solution
0.9% Braun

Jeanine filmtablets

Jeanine filmtablets

Jumex5 mg

Kabiven

Kabiven

Kabiven

Kabiven

Kabiven Peripheral

Kabiven Peripheral

Calsium folinate Pliva injection
200 mg/20 mL

Calcium folinate Pliva injection
500 mg/50 mL

Calcium Folinate Pliva
injection100 mg/10 mL

Calciumcarbonate Krka 1g
tablets

KALETRA 133.3 mg/33.3 mg
soft capsules

KALETRA 200 mg/50 mg fil m-
tablets

solution for i nfusion

solution for infusion

film coated tablets

film coated tablets

tablets

emulsion for infusion

emulsion for infusion

emulsion for infusion

emulsion for infusion

emulsion for infusion

emulsion for infusion

solution for injection

solution for injection

solution for i njection

tablets

capsul es, soft

film coated tablets

B. Braun Melsungen AG, Carl-
Braun-Stralle 1, Melsungen,
Germany

B. Braun Melsungen AG, Carl-
Braun-Stralle 1, Melsungen,
Germany

Jenapharm GmbH & Co KG,
Jena, Germany

Jenapharm GmbH & Co KG,
Jena, Germany

CHINOIN Phar maceutical and
Chemical Works Co. Ltd.,
Budimpesta, Madarskaii
CHINOIN Phar maceutical and
Chemical Works Co.

Ltd. ,Veresegyhaz, Madarska

Fresenius Kabi AB, Uppsala,
Sweden

Fresenius Kabi AB, Uppsala,
Sweden

Fresenius Kabi AB, Uppsala,
Sweden

Fresenius Kabi AB, Uppsala,
Sweden

Fresenius Kabi AB, Uppsala,
Sweden

Fresenius Kabi AB, Uppsala,
Sweden

Pliva Lachema, Karasek 1, 62133
Brno, Czech Republic

Pliva Lachema, Karasek 1, 62133
Brno, Czech Republic

Pliva Lachema, Karasek 1, 62133
Brno, Czech Republic

Krka d.d., Smarje$ka cesta 6,
Novo mesto, Republic of
Slovenia

Abbott Laboratories Ltd., Kent,
Great Britain, Abbott S.p.A.,
Campoverde di Aprilia, Italy
Abbott Laboratories Ltd, Kent,
Great Britain, Abbott GmbH&Co.
KG, Ludwigshafen, Germany

consoante o que ocorrer em primeiro lugar.

250-mL of solution for infusionina
plastic bottle (10 bottles ina box)

100 mL of infusion sol ution in a
plastic bottle (20 bottles ina box)

3x21 tablets in a blister, suppliedina
box

1x21 tablets in a blister, suppliedina
box

50 (5x10) tablets in an AI/OPA/PVC/AI
blister, suppliedin abox

Plastic bag for 1540 mL of blend (in
three separate compartments) ina
plastic protective casing, 4 bags in a
box

Plastic bag for 1026 mL of blend (in
three separate compartments) ina
plastic protective casing, 4 bags in a
box

Plastic bag for 2053 mL of blend (in
three separate compartments) ina
plastic protective casing, 2 bags in a
box

Plastic bag for 2566 mL of blend (in
three separate compartments) ina
plastic protective casing, 2 bags in a
box

Plastic bag for 1440 mL of blend (in
three separate compartments) ina
plastic protective casing, 4 bags in a
box

Plastic bag for 1920 mL of blend (in
three separate compartments) ina
plastic protective casing, 2 bags in a
box

20-mL bottle containing soluti on, with
bromobutyl stopper and aluminum cap,
supplied in a box

50-mL bottle with solution, closed
bromobutyl stopper and aluminum cap,
supplied in a box

10-mL bottle containing solution, with
bromobutyl stopper and aluminum cap,
supplied in a box

50 tablets in a bottl e, supplied in a box

2 plastic (HDPE) bottles each
containing 90 capsul es, suppliedin a
box

120 tablets in a plastic (HDPE) bottle,
suppliedin a box

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.
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Kaletra 80 mg + 20 mg/mL oral
solution

Kaletra capsules

Kaletra oral solution

POTASSIUM CHLORIDE
JADRAN 500 mg tabl ets for oral
solution

Kalinor effer vescent tablets

KAMIREN tablets 1 mg

KAMIREN tablets 2 mg

KAMIREN tablets 4 mg

Kamiren XL

Kamiren XL

Katena 100 mg capsules

Katena 300 mg capsules

Katena 400 mg tablets

Kenalog 40 mg/1 mL suspension
for injection

Keppra 100 mg/mL oral sol ution

Keppra 1000 mg film coated
tablets

Keppra 250 mg film coated
tablets

Keppra 500 mg film coated
tablets

KERASAL ointment

consoante o que ocorrer em primeiro lugar.

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Abbott Laboratories Ltd., Kent,

5 plastic (PET) brown bottles for

oral solution Great Britain, Abbott S.p.A., multipl e us e with 60 mL of solution, YES YES YES YES
Campoverde di Aprilia, Italy suppliedin a box
Abbott Laboratories Ltd, Box with 2 plastic bottl es each
capsules Queenborough, Great Britain containing 90 capsules YES YES YES YES
" Box with 5 plastic bottl es each with 60
. Abbott Laboratories Ltd, ! A y
oral solution Queenborough, Great Britain ?;E\‘solutlon and 5 filling syringes of YES YES YES YES
Jadran - Galenski laboratorij d.d., A
tablets for oral sol ution Pulac b, Rijeka, R epublic of f)l(i’s(é’r“(og\tfc‘%;s ;‘l’j Ojfi.;fr'“g"l’)g)'(” a YES YES
Croatia »SUpP
Nordmar k Arznei mittel GmbH & " .
effer vescent tablets Co. KG, Pinnauallee 4, Uetersen, flgls"tc tube \lMtz .15 efgzrvescent YES YES
Germany ablets, suppliedin a box
Krka d.d., Smarje3ka cesta6, 21 (2x10 tabl ets in PVC/PVDC/AI
tablets Novo mesto, Republic of blister, supplied in abox YES YES
Slovenia ’
Krka d.d., Smarje$ka cesta 6, )
tablets Novo mesto, Republic of ﬁlz (t2x10 tabl'?tj"” P?)’C’ PVDC/A YES YES
Slowvenia ister, suppliedin abox
Krka d.d., Smarje$ka cesta 6, )
tablets Novo mesto, Republic of Eﬁs(é’r“guts;'iztj i : XS)/(PVDC/ A YES YES
Slovenia ’
Krka d.d., Smarje$ka cesta 6, )
modified release tablets Novo mesto, Republic of Sﬁs(t?rdg& taﬁieedtsir:naaﬁo(;PA/AI/ PVC/IA YES YES
Slovenia +Supp
Krka d.d., Smarjeska cesta6, ’
modified releas e tablets Novo mesto, Republic of gf) (t?:x10) ta:'?lef n abO PAAIIPVCIA YES YES
Slowvenia ister, suppliedin abox
Belupo, lijekov i lozmetikad.d., | 54 5 10) capsules in a blister,
capsul es Ulica Danica 5, Kopriwnica, suppliedin a box YES YES
Republic of Croatia
Belupo, lijekovi i kozmetikad.d., . .
capsul es Ulica Danica 5, Kopriwnica, 50 (‘r’l,ﬂg). cap;l:les in ablister, YES YES
Republic of Croatia suppliedin a box
Belupo, lijekovi i kozmetikad.d., : :
capsul es Ulica Danica 5, Kopriwnica, ggé;i):g)i:aaps:!(es in a blister, YES YES
Republic of Croatia
Krka d.d., Smarje$ka cesta 6, 5ampoules (each with 1 mL of
suspension for injection Novo mesto, Republic of suspension) in a blister, suppliedina YES YES
Slovenia box
300 mL of solution in an amber glass
oral solution NextPharma SAS, Limay, France | bottle with a plastic temper-evident YES YES YES YES
stopper, supplied in a box
UCB S.A,, Braine I'Alleud, 60 (6x10) tablets in a blister (PVC/AI),
film coated tablets Belgium suppliedin a box YES YES YES YES
film coated tablets UCB_ S.A., Brainel'Alleud, 60 (6_><10)_ tablets in ablister (PVC/Al), YES YES YES YES
Belgium suppliedin a box
UCB S.A,, Brainel'Alleud, 60 (6x10) tablets in a blister (PVC/AI),
film coated tablets Belgium suppliedin a box YES YES YES YES
- . 50 g of ointment in an aluminium tube
ointment Spirig Pharma AG, Egerkingen, with a plastic stopper, suppliedin a YES YES YES

Switzerland

box
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Ketek 400 mg

Ketocefinjection1.5g

Ketocef injection 250 mg

Ketocef injection 750 mg

KetoGel 2.5% gel

Ketonal 100 mg suppositories

Ketonal 100 mg/2 mL injection

Ketonal 150 mg prolonged-
release tablets

Ketonal 5% cream

Ketonal 50 mg capsules

Ketonal DUO 150 mg capsules

Ketonal forte 100 mg tablets

KLAVAX BID 1000 mg tabl ets

KLAVAX BID syrup 400/57 mg

Klavocin bid syrup

Klavocin bid syrup

film coated tablets
powder for sol ution for
injection

powder for sol ution for
injection

powder for sol ution for
injection

gel

suppositories

solution for i njection
prolonged-releas e tablets

cream

capsul es, hard

modified releas e capsul es,

hard

film coated tablets

film coated tablets

powder for prepar ation of
oral suspension

powder for prepar ation of
oral suspension

powder for prepar ation of
oral suspension

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Aventis Pharma S.p.A., S.S. 17
KM 22, Scoppito, Italy

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Lekfarmacevska druzba d.d.,
Verovskova 57, Ljubljana,
Republic of Slovenia
Lekfarmacewska druzba d.d.,
Verovskova 57, Ljubljana,
Republic of Slovenia
Lekfarmacewska druzba d.d.,
Verovskova 57, Ljubljana,
Republic of Slovenia

Lekfarmacewska druzba d.d.,
Verovskova 57, Ljubljana,
Republic of Slovenia
Lekfarmacewska druzba d.d.,
Verovskova 57, Ljubljana,
Republic of Slovenia
Lekfarmacewska druzba d.d.,
Verovskova 57, Ljubljana,
Republic of Slovenia
Lekfarmacewska druzba d.d.,
Verovskova 57, Ljubljana,
Republic of Slovenia
Lekfarmacewska druzba d.d.,
Verowskova 57, Ljubljana,
Republic of Slovenia

Farmal d.d., Ludbreg, Republic of
Croatia in cooperation with Bilim
Phar maceuticals Inc., Turkey
Farmal d.d., Ludbreg, Republic of
Croatia in cooperation with Bilim
Phar maceuticals Inc., Turkey

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

consoante o que ocorrer em primeiro lugar.

10 (1x10) tablets in ablister, supplied
ina box

5 glass bottles with powder, supplied
ina box

5 glass bottles with powder, supplied
ina box

5 glass bottles with powder, supplied
ina box

50 g of gel in an aluminium tube,
supplied in a box

12 suppositories in a strip (AI/PE),
supplied in a box

2mL of sol ution for injectionin a glass
ampoul e, 10 ampoules in a box

20 prolonged-release tablets in an
amber glass bottle with plastic cap,
suppliedin a box

30 g of creamin an aluminium tube,
supplied in a box

25 capsules in an amber glass bottle
with plastic cap, suppliedin abox

20 (2x10) capsules in a blister
(PVC/TE/PVDC//PVC/AI), suppliedina
box

20film coated tablets in an amber
glass bottle with plastic cap, supplied
ina box

14 tablets in a A/Al blister, suppliedin
abox

Glass bottle of 100 mL witha
pol yethylene cap, supplied ina box

Powder for preparation of 70 mL of
suspension (bythe addition of 59 mL
of water) inan amber glass bottle with
aplastic stopper (high density

pol yethylene) and a 5 mL measuring
syringe (polystyrene/pol yethylene low
density), supplied ina box

Powder for prepar ation of 140 mL of
suspension (bythe addition of 118 mL
of water) in an amber glass bottle with
aplastic stopper (high density

pol yethylene) and a 5 mL measuring
syringe (polystyrene), suppliedin a
box

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES
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Klawvocin bid syrup

Klavocin bid tablets 1g

Klavocin 1.2 g injection

Klawvocin injection 600 mg

Klimicin 150 mg capsules

Klimicin 300 mg capsules

Klimicin 300 mg/2 mL injection

Klimicin 600 mg/4 mL injection

Klimicin T 1% gel

Klimicin T 1% dermal solution

Klimicin V 2% vaginal cream

Kliogest

Klomifen 50 mg tablets

Klosterfrau Sedinal sugar-coated
tablets

Knavon 100 mg suppositories

Knavon 100 mg/2 mg injection

Knavon 50 mg capsules

powder for preparation of
oral suspension

film coated tablets

powder for injection solution

powder for sol ution for
injection

capsul es

capsul es

solution for i ntramusc ular
and intravenous inj ection

solution for i ntramusc ular
and intravenous injection

gel

dermal solution

vaginal cream

film coated tablets

tablets

sugar-coated tablets

suppositories

intramuscular injection

capsul es

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Lekfarmacewska druzba d.d.,
Ljubljana, R epublic of Slovenia

Lekfarmacevskadruzba d.d.,
Ljubljana, R epublic of Slovenia

Lekfarmacevskadruzba d.d.,
Ljubljana, R epublic of Slovenia

Lekfarmacewska druzba d.d.,
Ljubljana, R epublic of Slovenia

Lekfarmacevska druzba d.d.,
Verovskova 57, Ljubljana,
Republic of Slovenia
Lekfarmacevska druzba d.d.,
Verowskova 57, Ljubljana,
Republic of Slovenia
Lekfarmacewska druzba d.d.,
Verowskova 57, Ljubljana,
Republic of Slovenia

Novo Nordisk A/S, Nowo Allé,
DK-2880 Bagsvaerd, Denmark

Belupo, lijekovi i kozmetika d.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

M.C.M. Klosterfrau Vertriebs
GmbH, Ger many

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

consoante o que ocorrer em primeiro lugar.

Powder for preparation of 35 mL of
suspension (bythe addition of 29.5 mL
of water) in an amber glass bottle with
aplastic stopper (high density

pol yethylene) and a 5 mL measuring
syringe (polystyrene/pol yethylene low
density), supplied ina box

10 (2x5) film coated tablets ina Al/Al
blister, suppliedin abox

5 bottles (glass of hydrol ytic group 1)
with arubber stopper and a protective
flip-off Al cap, suppliedin abox
5bottles (glass of hydrol ytic group 1)
with arubber stopper and a protective
flip-off Al cap, suppliedin abox

16 capsules in an amber glass bottle,
suppliedin a box

16 capsules in an amber glass bottle,
supplied in a box

10 glass ampoul es each containing 2
mL of solution, suppliedina box

10 glass bottles with a4 mL of
solution, suppliedin a box

309 of gel in atube, suppliedin abox

30 mL of solutionin a plastic bottle,
supplied in a box

40 g of creamina tube with 7 plastic
applicators, supplied in a box

28 film-coated tablets in a plastic
container (dispenser with marked days
of the week), suppliedin a box

10 (1x10) tablets in a PVC/AI blister,
supplied in a box

60 (2x30) sugar coated tabletsina
blister, suppliedin abox

12 (2x6) suppositories in a strip,
supplied in a box

10 glass ampoul es with & 2 mL of
solution in a plastic container, supplied
ina box

25 (1x25) capsules in a blister,
supplied in a box

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES
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YES
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Knavon forte 100 mg tablets

Knavon retard 150 mg tablets

Kofan tablets

Kogenate Bayer 1000 IU powder
and diluent for injection solution

Kogenate Bayer 250 IU powder
and diluent for injection solution

Kogenate Bayer 500 IlU powder
and diluent for injection solution

Kompensan

Konakion MM injection
10mg/1mL

Konakion MM 2mg/0.2 mL,
paediatric

Kreon 10 000

Kreon 10 000

Kreon 25 000

KREON 40000

Kromoglicin STADA eye drops

Kromoglicin STADA nasal spray

film coated tablets

prolonged-releas e tablets

tablets

powder and diluent for
solution for injection

powder and diluent for
solution for i njection

powder and diluent for
solution for injection

tablets

solution for intravenous
injection

solution for peroral,
intramuscular and

intravenous injection

capsul es filled with gastric-
resistant granules

capsul es filled with gastric-
resistant granules

capsul es filled with gastric-
resistant granules

hard capsules with gastric-
resistant granules

eye drops, solution

nasal spray, solution

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Bosnalijek d.d., Jukiceva 53,
Sarajevo, Bosnia and
Herzegovina

Bayer Biologicals S.r.l., Torri-
Sovicille, Italy

Bayer Biologicals S.r.l., Torri-
Sovicille, Italy

Bayer Biologicals S.r.l., Torri-
Sovicille, Italy

Alkaloid AD - Skopje, Bulevar
Aleksandar Makedonski 12,
Skopje, FYROM

F. Hoffmann-La Roche Ltd.,
Grenzacherstrasse 124, Basel,
Switzerland

F. Hoffmann-La Roche Ltd.,

Grenzacherstrasse 124, Basel,
Switzerland

Sol vay Phar maceuticals GmbH,
Hannover, Germany

Sol vay Phar maceuticals GmbH,
Hannover, Germany

Sol vay Phar maceuticals GmbH,
Hannover, Germany

Sol vay Phar maceuticals GmbH,
Neustadt, Germany

STADA Arzneimittel AG,
Stadtstrale 2-18, Bad Vilbel,
Germany

STADA Arzneimittel AG,
Stadtstrale 2-18, Bad Vilbel,
Germany

consoante o que ocorrer em primeiro lugar.

20 tablets in an amber glass bottle with
Al cap, supplied in acarton box

20 tablets in an amber glass bottle,
suppliedin acarton box

20 (2x10) tablets in PVC/AI blister,
supplied in a box

Vial with Bio-set device containing
powder, pre-filled syringe with diluent,
separate plunger, venipuncture set,
two disposable sterile cotton pads
drenched ina Acohol, two dry cotton
pads and two plasters, supplied ina
box
Vial with Bio-set device containing
powder, pre-filled syringe with diluent,
separate plunger, venipuncture set,
two disposable sterile cotton pads
drenched ina Acohol, two dry cotton
pads and two plasters, supplied ina
X

Vial with Bio-set device containing
powder, pre-filled syringe with diluent,
separate plunger, venipuncture set,
two disposable sterile cotton pads
drenched ina Acohol, two dry cotton
pads and two plasters, supplied ina
box

20 (2x10) tablets in PVC/AI blister,
supplied in a box

5ampoules (amber glass) with 1 mL of
solution, supplied in a box

5ampoules (amber glass) with 0.2 mL

of sol ution and 5 pl astic meas uring
devices, supplied in abox

20tablets in a plastic bottle
100 capsules in aplastic bottle

100 capsules in aplastic bottle

50 capsules in a plastic (HDPE)
container, supplied ina box

10 mL of solutionin a pol yethylene
bottl e with dropper attachment and
cap, suppliedina box

15 mL of solutionin a pol yethylene
bottl e with nebulizer, supplied in a box

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES
YES
YES
YES
YES
YES
YES

YES

YES

YES
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Lista(*) fornecida pela Crodcia, numa tnica lingua, de medicamentos em rehg¢doaos quais asautorizagdes de comercializagio emitidas ao abrigo da legislagdo croata antes da data da adesio permanecerdo vélidasaté serem renovadasem conformidade com oacervo ou até 30 de Junho de 2017,

Kuterid 0.05 % cream

Kuterid 0.05% ointment

Kybernin P 500

Kytril 1mg/1 mL concentrate for
solution for i nfusion

Kytril 3 mg/3 mL concentrate for
solution for i nfusion

Kytril film coated tablets

Laaven HD tabl ets

Laaven HD tabl ets

Laaven HL 20 tablets

Laaven HL tablets

Laaven tablets 10 mg

Laaven tablets 10 mg

Laaven tablets 2.5 mg

Laaven tablets 20 mg

Laaven tablets 5 mg

LACIDIPIN PLIVA tablets 4 mg

Lacipil tablets 4 mg

Lacipil tablets 6 mg

cream

ointment

powder for sol ution for
injection or infusion

concentrate for infusion
solution (for intr avenous
use)

concentrate for solution for
intravenous infusion

film coated tablets

tablets

tablets

tablets

tablets

tablets

tablets

tablets

tablets

tablets

film coated tablets

film coated tablets

film coated tablets

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Lekfarmacevs ka druzba d.d.,
Verowskova 57, Ljubljana,
Republic of Slovenia
Lekfarmacevska druzba d.d.,
Verowskova 57, Ljubljana,
Republic of Slovenia

CSL Behring GmbH, Marburg,
Germany

F. Hoffmann-La Roche Ltd.,
Grenzacherstrasse 124, Basel,
Switzerland

F. Hoffmann-La Roche Ltd.,
Grenzacherstrasse 124, Basel,
Switzerland

F. Hoffmann-La Roche Ltd.,
Grenzacherstrasse 124, Basel,
Switzerland

KRKA FARMA d.o.o., DPC

Jastrebarsko, C vetkovici bb,
Jastrebarsko, Republic of Croatia

KRKA FARMA d.o.o., DPC
Jastrebarsko, C vetkovici bb,
Jastrebarsko, Republic of Croatia
KRKA FARMA d.o.o., DPC
Jastrebarsko, C vetkoviéi bb,
Jastrebarsko, Republic of Croatia
KRKA FARMA d.o.o., DPC
Jastrebarsko, C vetkoviéi bb,
Jastrebarsko, Republic of Croatia
KRKA FARMA d.o.o., DPC
Jastrebarsko, C vetkoviéi bb,
Jastrebarsko, Republic of Croatia
KRKA FARMA d.o.o., DPC
Jastrebarsko, C vetkovi¢i bb,
Jastrebarsko, Republic of Croatia

KRKA FARMA d.o.o., DPC
Jastrebarsko, C vetkoviéi bb,
Jastrebarsko, Republic of Croatia
KRKA FARMA d.o.o., DPC
Jastrebarsko, C vetkoviéi bb,
Jastrebarsko, Republic of Croatia
KRKA FARMA d.o.o., DPC
Jastrebarsko, C vetkoviéi bb,
Jastrebarsko, Republic of Croatia
Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Glaxo Wellcome S.A., Burgos,
Aranda de Duero, Spain and
GlaxoS mithKline

Phar maceuticals S.A., Poznan,
Poland

Glaxo Wellcome S.A., Aranda de
Duero, Burgos, Spain

consoante o que ocorrer em primeiro lugar.

20 grams of creamin an aluminum
tube, suppliedin a box

20 grams of ointmentinanaluminum
tube, suppliedin a box

One glass vial with powder, one glass
vial with 10 mL of diluentand one
transfer spike, supplied ina box

5ampoules with 1 mL of sol ution,
supplied in a box

5ampoules with 3 mL of sol ution,
supplied in a box

10 tablets in a PVC/Al blister, supplied
ina box

60 (6x10) tablets in a PVC/PVDC//Al
blister, suppliedin a box

33 (3x10) tablets in a PVC/PVDC//Al
blister, suppliedin abox

34 (3x10) tablets in a PVC/PVDC//Al
blister, suppliedin abox

30(3x10) in a blister (PVC/PVDCI/AI),
supplied in a box

31(3x10) tablets in a PVC/Al blister,
supplied in a box

90 (9x10) tablets in a PVC/Al blister,
supplied in a box

90 (9x10) tablets in a PVC/Al blister,
supplied in a box

32 (3x10) tablets in a PVC/Al blister,
suppliedin a box

33 (3x10) tablets in a PVC/Al blister,
suppliedin a box

28 (4x7) film coated tablets in a blister
(PAJAI/PVCI/IPE/Al), supplied in a box

28 (4x7) tablets in a blister, suppliedin
abox

28 (4x7) tablets in a blister
(OPAJAL/PVC/IAL), suppliedin a box

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES
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Lakea 50 mg filmcoated tablets

Lamal 100 mg tablets

Lamal 200 mg tablets

Lamal 25 mg tablets

Lamal 50 mg tablets

Lameptil 100 mg dispersible
tablets

Lameptil 200 mg dispersible
tablets

Lameptil 25 mg dis persible
tablets

Lameptil 50 mg dis persible
tablets

Lamictal 100 mg tablets

Lamictal 25 mg tablets

Lamictal 50 mg tablets

Lamictal 5 mg chewing tablets /
tablets for oral suspension 5 mg

LAMISIL 1 % aerosol for external
use

LAMISIL 1% cream

Lamisil 250 mg tablets

Lamisil DermGel 1% gel

film coated tablets

tablets

tablets

tablets

tablets

dispersible tablets

dispersible tablets

dispersible tablets

dispersible tablets

tablets

tablets

tablets

chewing tablets/ tablets for
oral suspension

aerosol for external use,
solution

cream

tablets

gel

Lekfarmacevskadruzba d.d.,
Ljubljana, R epublic of Slovenia

Alkaloid AD - Skopje, Bulevar
Aleksandar Makedonski 12,
Skopje, FYROM

Alkaloid AD - Skopje, Bulevar
Aleksandar Makedonski 12,
Skopje, FYROM

Alkaloid AD - Skopje, Bulevar
Aleksandar Makedonski 12,
Skopje, FYROM

Alkaloid AD - Skopje, Bulevar
Aleksandar Makedonski 12,
Skopje, FYROM

Lekfarmacewska druzba d.d.,
Verovskova 57, Ljubljana,
Republic of Slovenia
Lekfarmacewska druzba d.d.,

Verovskova 57, Ljubljana,
Republic of Slovenia

Lekfarmacewska druzba d.d.,
Verovskova 57, Ljubljana,
Republic of Slovenia

Lekfarmacewska druzba d.d.,
Verovskova 57, Ljubljana,
Republic of Slovenia

Glaxo Wellcome Operations,
Greenford, Great Britain

Glaxo Wellcome Operations,
Greenford, Great Britain

Glaxo Wellcome Operations,
Greenford, Great Britain

Glaxo Operations UK Limited,
Ware, Hertfords hire, Great Britain
(Glaxo Wellcome O perations,
Greenford, Great Britain),
GlaxoSmithKline

Phar mace uticals, Poznan,

Poland

Novartis Pharma S.A.S.,
Huningue C edex, France

Novartis Pharma Produkti ons
GmbH, Wehr, Germany and
Novartis Consumer Health SA,
Nyon, Switzerland

Novartis Pharmaceuticals UK
Limited, Horsham, West Sussex,
Great Britain

Novartis Pharma Produkti ons
GmbH, Wehr, Germany and
Novartis Consumer Health SA,
Nyon, Switzerland

consoante o que ocorrer em primeiro lugar.

30 (3x10) tablets in a O PA/AI/PVC//Al
blister, suppliedin abox

33 (2x15) capsules in a PVC/Al blister,
supplied in a box

34 (2x15) capsules in a PVC/Al blister,
supplied in a box

30 (3x10) tablets in a blister (PVC/AI),
supplied in a box

30 (3x10) tablets in a blister (PVC/AI),
supplied in a box

30 (3x10) dispersible tabletsina
blister (PVC/PE/PVDC//Al), suppliedin
abox

31(3x10) dispersible tablets ina
blister (PVC/PE/PVDC//Al), suppliedin
abox

32 (3x10) dispersible tabletsina
blister (PVC/PE/PVDC//Al), suppliedin
abox

33 (3x10) dispersible tabletsina
blister (PVC/PE/PVDC//Al), suppliedin
abox

30 (3x10) tablets in a blister, supplied
ina box

30 (3x10) tablets in a blister, supplied
ina box

30 (3x10) tablets in a blister, supplied
ina box

30 (3x10) tablets in a blister
(PVC/PVDCI//Al), inserted in a carton
box

30 mL of solutionin a plastic bottle
with a sprayattachment, suppliedin a
box

15 g of creamin an aluminum tube,
supplied in a box

14 (1x14) tablets in a blister (PVC/AI),
suppliedin a box

5g of gel in an aluminium tube with a
propylene stopper, supplied ina box

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

YES

YES

YES

YES

YES

YES

YES

YES

YES
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Apéndice ao AnexoV
Lista(*) fornecida pela Crodcia, numa tnica lingua, de medicamentos em rehg¢doaos quais asautorizagdes de comercializagio emitidas ao abrigo da legislagdo croata antes da data da adesio permanecerdo vélidasaté serem renovadasem conformidade com oacervo ou até 30 de Junho de 2017,
consoante o que ocorrer em primeiro lugar.

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Novartis Consumer Health S A,

4 g of solutionin an aluminium

Lamisil once 1% der mal solution | dermal solution Route de I' Etraz, Nyon, (PE/AI/PE) tube with a plastic stopper, YES YES YES
Switzerland supplied in a protective plastic box
Pliva Croatia Ltd., Ulicagrada . .
Lanicor tablets tablets Vukovara 49, Z agreb, Republic of | 22 (2x10) tablets in a blister (PVC/Al), YES YES
Croatia suppliedin a box
Pliva Croatia Ltd., Ulica grada
Lanitop injection solution for i njection Vukovara 49, Zagreb, Republicof = 10 2-mL ampoules supplied ina box YES YES
Croatia
Pliva Croatia Ltd., Ulicagrada . . .
Lanitop tablets tablets Vukovara 49, Z agreb, Republic of ?r?afi’&o) tablets in ablister, supplied YES YES
Croatia
. " Sanofi - Aventis D eutschland 5glass cartridges with 3 mL of solution
Lanttgj 10f0 IL(J)/TIE:(IS mL ?9'“‘;."" for s ubcutaneous GmbH, Frankfurtam Main, (with anintegrated plastic injector YES YES YES
cartridge for OptiClik) injection Germany holder), supplied in a box
Lantus 100 IU/mL (3 mL glass solution for subcutaneous éveg't—:s ;’ham_\a Dteutschlsaorw Box with 5 glass cartridges each with 3 YES YES
cartridge) injection mbA, Brunningstrasse 59, mL of solution (in a blister)
Frankfurt am Main, Germany
Lantus 100 IU/mL OptiSet Iution for iniection i Aventis Pharma Deutschland 5iniect ith cartrid h wiith 3
(injector with glass cartridge of 3 solutionfor injectionin a GmbH, Brunningstrasse 50, injectors with cariridges each wi YES YES
mL) cartridge Frankfurt am Main, Germany mL of solution, suppliedina box
Krka d.d., Smarje$ka cesta 6 )
’ N ! 14 (2X7) capsules in a PVC/PE/PVDC
Lanzul capsules 30 mg capsul es Iéllc;v\gnrinaesto, Republic of —A(I inszer, gﬁpplied in abox YES YES
i istant i Jadran - Galenski laboratorij d.d., = 28 capsules in a plastic (HDPE) bottle
LARONA 15 mg ﬁ:fd”c'res's ntcapsules, | pylac bb, Rijeka, R epublic of with PP closure (with desiccant ), YES YES
Croatia suppliedin a box
S Jadran - Galenski laboratorij d.d., = 29 capsules in a plastic (HDPE) bottle
LARONA 30 mg ﬁasd'”c resistantcapsules, | 5 2¢ b, Rijeka, R epublic of with PP closure (with desiccant ), YES YES
ar Croatia suppliedin a box
. CP Pharmaceuticals Ltd, 60 (3x20) tablets in a blister (PVC/AI),
Lazid tablets 80 mg tablets Wrexham, Great Britain supplied in a box YES YES
gastric-resistant capsules Farmal dd., Branitelja 28 (4x7) capsules in a blister
LAZOL 15 mg capsul es hard g‘;’;ﬁ;{f;"&rg‘;ﬂ ae, Ludoreg, (OPA/AI/PVCIIAL), suppliedina box YES YES
. : Farmal d.d., Branitelja : .
gastric-resistant capsules, R ’ 14 (2x7) capsules in a blister
LAZOL 30 mg capsules hard g‘;’;ﬁ;{f;"grf;a& Ludbreg, | (oPA/APVC/AI), supplied ina box YES YES
Alkaloid AD, Skopje, Bulevar A.
Makedonski 12, FYROM in 150 mL of solution in an amber glass
Legofer oral solution cooperation-under the licence bottl e with plastic cap and measuring YES YES
(concession) Italfarmaco vessel, suppliedin a box
S.p.aA., Milano, Italy
Lekfarmacewska druzba d.d., . . L
Lekadol 500 mg film coated film coated tablets Verovs kova 57, Ljubljana, 18 (3x6) tablets in a blister, suppliedin YES YES YES
tablets . . abox
Republic of Slovenia
Lekfarmacewska druzba d.d., 12 (26) di ible tablets i
Lekadol direkt 500 mg tablets orodispersible tablets Verov§kova 57, Ljubljana, PA;AI>/<P)\/(‘181"-)\IerbT'I te able l.'e’:j inab YES YES YES
Republic of Slovenia -Al blister, supplied ina box
" Lekfarmacewska druzba d.d. -
granules for preparation of - A ’ 10 bags each containing 5 g of
Lekadol plus C granules suspension Xzﬁjv;f\é?glg\g;gjana, granules, supplied in a box YES YES YES
Lekfarmacewvska druzba d.d., . . .
Lekadol tabl ets tablets Verowikova 57, Ljubljana, 20 (2x10) tablets in a blister, supplied YES YES

Republic of Slovenia

ina box
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LekoK ar 250 mg tablets

LekoK ar 500 mg tablets

LekoK ar XL 500 mg film-coated
tablets with modified release

Lekotam 1.5 mg tablets

Lekotam 3 mg tablets

Lekotam 6 mg tablets

Lendacin 1g power for injection
solution

Lendacin 2 g powder for solution
for infusion

Leponex 100 mg tablets

Leponex25 mg tablets

Lercanil

Lescol 40 mg capsules

Lescol XL 80 mg prol onged-
release tablets

Letizen film coated tablets 10 mg

Letizen oral solution 1 mg/1 mL

Letizen S 10 mg film coated
tablets

Letrox 100

Letrox 150

tablets

tablets

modified-release film coated

tablets

tablets

tablets

tablets

powder for preparation of

injection for i.v. andi.m.
solution

powder for sol ution for
infusion

tablets

tablets

film coated tablets

capsul es

prolonged-releas e tablets

film coated tablets

oral solution

film coated tablets

tablets

tablets

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Lekfarmacevs ka druzba d.d.,
Verowskova 57, Ljubljana,
Republic of Slovenia

Lekfarmacevska druzba d.d.,
Verowskova 57, Ljubljana,
Republic of Slovenia

Lekfarmacevska druzba d.d.,
Verowskova 57, Ljubljana,
Republic of Slovenia
Lekfarmacevska druzba d.d.,
Verowskova 57, Ljubljana,
Republic of Slovenia
Lekfarmacevska druzba d.d.,
Verovskova 57, Ljubljana,
Republic of Slovenia
Lekfarmacewska druzba d.d.,
Verovskova 57, Ljubljana,
Republic of Slovenia
Lekfarmacewska druzba d.d.,
Verovskova 57, Ljubljana,
Republic of Slovenia

Lekfarmacevskadruzba d.d.,
Verovskova 57, Ljubljana,
Republic of Slovenia

Novartis Pharmaceuticals UK
Limited, Horsham, West Sussex,
Great Britain

Novartis Pharmaceuticals UK
Limited, Horsham, West Sussex,
Great Britain

Berlin-Chemie AG (Menarini
Group), Berlin, Germany;
Recordati Industria C himica e
Farmaceutica S.p.A., Milano, Italy
Novartis Farmacéutica S.A.,
Ronda Santa Maria 158,
Barcelona, Spain

Novartis Farmacéutica S.A.,
Ronda Santa Maria 158,
Barcelona, Spain

Krka d.d., Smarjeska cesta6,
Novo mesto, Republic of
Slovenia

Krka d.d., Smarjeska cesta6,
Novo mesto, Republic of
Slovenia

Krka d.d., Smarjeska cesta 6,
Novo mesto, Republic of
Slovenia

Berlin-Chemie AG (Menarini
Group), Glienicker Weg 125,
Berlin, Germany
Berlin-Chemie AG (Menarini
Group), Glienicker Weg 125,
Berlin, Germany

consoante o que ocorrer em primeiro lugar.

14 (2x7) tablets ina A/PVC blister,
supplied in a box

14 (2x7) tablets ina A/PVC blister,
supplied in a box

5(1x5) tablets in an Al/Al blister,
supplied in a box

45 (3x10) tablets in a PVC/Al blister,
supplied in a box

46 (3x10) tablets in a PVC/Al blister,
supplied in a box

20 (2x10) tablets in PVC/AI blister,
supplied in a box

10 glass bottles with powder, supplied
in a box

5 glass bottles with powder for sol ution
for infusion, supplied in abox

50 (5x10) tablets in a blister, supplied
ina box

50 (5x10) tablets in a blister, supplied
ina box

7 (1x7) tablets in a blister (non-
transparent PVC/Al), supplied in abox

28 (4x7) capsules in a blister, supplied
ina box

28 (2x14) tablets in a blister, supplied
ina box

20 (2x10) filmcoated tablets in a
(PVC/AI) blister, supplied in a box

120 mL of solution in an amber glass
botlle with plastic cap, suppliedin a
box

10 (1x10) film coted tabletsina
PVC/AI) blister, supplied ina box

50 (2x25) tablets in a white non-
transparent (PVDC/PVCI//Al) blister,
supplied in a box

50 (2x25) tablets in a white non-
transparent (PVDC/PVCI//Al) blister,
supplied in a box

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES
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Apéndice ao AnexoV
Lista(*) fornecida pela Crodcia, numa tnica lingua, de medicamentos em rehg¢doaos quais asautorizagdes de comercializagio emitidas ao abrigo da legislagdo croata antes da data da adesio permanecerdo vélidasaté serem renovadasem conformidade com oacervo ou até 30 de Junho de 2017,
consoante o que ocorrer em primeiro lugar.

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Berlin-Chemie AG (Menarini

50 (2x25) tablets in a white non-

Letrox 50 tablets Group), Glienicker Weg 125, transparent (PVDC/PVCI//Al) blister, YES YES
Berlin, Germany supplied in a box
solution for injection in . . 5pens with a FlexPen glass cartridge
Levemir FlexPen cartridge for subcutaneous gzvgsl\écargskA/S, got\)/o Alle, K containing 3 mL of solution, supplied in YES YES YES
use i agsvaerd, Denmar acarton box
solution for injection in : . ) .
. " Novo Nordisk A/S, Nowo Allé, 5 Penfill glass cartridges with 3 mL of
Levemir Penfill E’;lretrldge for subcutaneous | by 7830 Bagsvaerd, Denmark | solution, supplied in a carton box YES YES YES
Levitra 10 mg film coated tablets | film coated tablets Bayer HealthCare AG, 51368 2tabletsina PP/Al blister, suppliedin YES YES
Leverkusen, Germany abox
Levitra 20 mg film coated tablets | film coated tablets Bayer HealthCare AG, 51368 2tabletsina PP/Al blister, suppliedin YES YES
Leverkusen, Germany abox
. Bayer HealthCare AG, 51368 2tabletsina PP/Al blister, suppliedin
Levitra 5 mg film coated tabl ets film coated tablets Lever kus en, Ger many abox YES YES
Krka d.d., Smarje$ka cesta 6, ) ) '
Lexaurin tablets 1.5 mg tablets Novo mesto, Republic of 30 (Zb?s) tablets in a blister, supplied YES YES
Slovenia inabox
Krka d.d., Smarje$ka cesta 6, ! ) :
Lexaurin tablets 3 mg tablets Novo mesto, Republic of ?:ézb)gf) tablets in ablister, supplied YES YES
Slovenia
Krka d.d., Smarje$ka cesta 6, ) ) '
Lexaurin tablets 6 mg tablets Novo mesto, Republic of ﬁ]zézb)gf) tablets in ablister, supplied YES YES
Slovenia
Alkaloid AD, Skopje, FYROM in ; . .
Lexilium 1.5 mg tabl ets tablets cooperation with F. Hoffmann-La 30 (3b>(<)10) tablets in a blister, supplied YES YES
Roche Ltd, Basel, Switzerland inabox
Alkaloid AD, Skopje, FYORM in . . .
Lexilium 3 mg tablets tablets cooperation with F. Hoffmann-La ?:;3[;1)(0) tablets in a blister, supplied YES YES
Roche Ltd, Basel, Switzerland
Alkaloid AD, Skopje, FYROM in . . .
Lexilium 6 mg tablets tablets cooperation with F. Hoffmann-La | 20 (3b’é1°) tablets in a blister, supplied YES YES
Roche Ltd, Basel, Switzerland inabox
powder for preparation of .
Lidacef injection 1g solutionfori.v.andi.m. Pliva Krakow, Krakow, Poland Glass_ botle (10 mL) with powder, YES YES
N supplied in a box
injection
Lidacef injection 2g powder for preparationof | b krakow, Krakow, Poland Glass bottle (20 mL) with powder, YES YES
solution for i.v. infusion suppliedin a box
200 mL of sol ution, dropper, cap, and
LINOLA FETT OLBAD bath additive, sol ution Dr. August Wolff GmbH & Co. measuring 20 mL cup, suppliedina YES YES YES
Arzneimittel, Bielefeld, Germany box
Dr. August Wolff GmbH & Co. 759 of creamin an aluminium tube,
LINOLA UREA cream Arzneimittel, Bielefeld, Germany suppliedin a box YES YES YES
Dr. A £ Wolff GmbH & C 100 grams of cream in an aluminum
Linoladiol vaginal cream Ar' qgl.ﬁ | g. | fer G o tube and a plastic vaginal applicator in YES YES
rzneimitiel, Bieleteld, Germany a protecti ve bag, suppliedina box
50 g of creaminan al umi nium tube
. ) . Dr. August Wolff GmbH & Co. - ) " :
Linoladiol vaginal cream Arzneimittel, Bielefeld, Germany and a plastlc vaginal ‘applllcator ina YES YES
protective bag, suppliedin abox
Linola-fett oilycream (water/oil Dr. August Woiff GmbH & Co. Box with 75 g of cream in an Al tube YES YES YES

emulsion)

Arzneimittel, Bielefeld, Germany
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Lioresal 10 mg tablets

Lioresal 25 mg tablets

Lipex 10 mg film coated tablets

Lipex 20 mg film coated tablets

Lipex 40 mg film coated tablets

Lipex 80 mg film coated tablets

Lipidil 145 mg

Lipidil 160 mg

LIPIDIL200 M

Lipofundin MCT/LCT 10%

Lipofundin MCT/LCT 10%

Lipofundin MCT/LCT 20%

Lipofundin MCT/LCT 20%

LISINOLEX 10 mg

LISINOLEX 20 mg

LISINOLEX 5 mg

Litak 2 mg/mL solution for
injection

Litak 2 mg/mL solution for
injection

tablets

tablets

film coated tablets

film coated tablets

film coated tablets

film coated tablets

film coated tablets

film coated tablets

capsul es, hard

emulsion for infusion

emulsion for infusion

emulsion for infusion

emulsion for infusion

tablets

tablets

tablets

solution for injection

solution for injection

Novartis Farma S.p.A., Torre
Annunziata (Napoli), Italy

Novartis Farmacéutica S.A.,
Ronda Santa Maria 158,
Barcelona, Spain

Merck Sharp & Dohme B.V.,

Waar derweg 39, Postbus 581,

Haarlem, the Netherlands
Merck Sharp & Dohme B.V.,

Waar derweg 39, Postbus 581,

Haarlem, the Netherlands
Merck Sharp & Dohme B.V.,

Waar derweg 39, Postbus 581,

Haarlem, the Netherlands
Merck Sharp & Dohme B.V.,

Waar derweg 39, Postbus 581,

Haarlem, the Netherlands

Laboratoires Fournier S.A.,
Fontaine Les Dijon, France

Laboratoires Fournier S.A.,
Fontaine Les Dijon, France

Laboratories Fournier S.A.,
Fontaine Les Dijon, France

B. Braun Melsungen AG, Carl-

Braun-Strale 1, Melsungen,
Germany

B. Braun Melsungen AG, Carl-

Braun-Strale 1, Melsungen,
Germany

B. Braun Melsungen AG, Carl-

Braun-Strale 1, Melsungen,
Germany

B. Braun Melsungen AG, Carl-

Braun-Strale 1, Melsungen,
Germany

Galex d.d., Murska Sobota,
Republic of Slovenia

Galex d.d., Murska Sobota,
Republic of Slovenia

Galex d.d., Murska Sobota,
Republic of Slovenia

Lipomed AG, Arlesheim,
Switzerland

Lipomed AG, Arlesheim,
Switzerland

consoante o que ocorrer em primeiro lugar.

50 (5x10) tablets in a blister (PVC/Al),
supplied in a box

50 (5x10) tablets in a blister
(PVC/PE/PVDCIIAl), supplied in a box

20 (2x10) tablets in a blister, supplied
ina box

20 (2x10) tablets in a blister, supplied
ina box

28 (2x14) tablets in a blister, supplied
ina box

30 (2x14) film coated tablets in a
blister, suppliedin abox

31(3x10) film coated tablets in a
blister (PVC/PE/PVDC/AI), supplied in
abox

32 (3x10) film coated tablets in a
blister (PVC/PE/PVDC/AI), supplied in
abox

30 (3x10) capsules in ablister
(PVCI/Al), supplied in abox

500 mL of emulsion for infusionina
glass bottle, 10 bottles per box

100 mL of emulsioninaglass bottle,
10 bottles in a box

500 mL of emulsion for infusionina
glass bottle, 10 bottles per box

100 mL of emulsion for infusion in a
glass bottle, 10 bottles in abox

36 (3x10) tablets in a PVC/PVdC/AI
blister, suppliedin abox

37 (3x10) tablets in a PVC/PVdC/Al
blister, suppliedin abox

38 (3x10) tablets in a PVC/PVdC/Al
blister, suppliedin abox

Clear type | glass vial, containing 5 mL
of solution, with arubber bromobutyl
stopper and protecti ve aluminumring,
supplied in a box

5 colourless glass bottles (glass type 1)
with arubber bromobutyl stopper and
a protecti ve aluminiumring containing
5mL of sol ution, supplied in a box

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

YES

YES

YES

YES

YES

YES

YES

YES

YES
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Litalir caps ules

LITI KARBONAT JADRAN 300
mg tabl ets

Livial 2.5mg tabl ets

Lizinopril 10 mg tabl ets

Lizinopril 20 mg tabl ets

Lizinopril 5 mg tablets

LIZINOPRILH 10 mg/12.5 mg
tablets

LIZINOPRILH 20 mg/12.5 mg
tablets

Lizinopril Lek 10 mg tablets

Lizinopril Lek2.5 mg tablets

Lizinopril Lek20 mg tablets

Lizinopril Lek5 mg tablets

Lodoz 10 mg/6.25 mg film
coated tabl ets

Lodoz 2.5 mg/6.25 mg film
coated tabl ets

Lodoz 5 mg/6.25 mg film coated
tablets

Logest coated tablets

Lopin tablets 10 mg

Lopin tablets 5 mg

capsul es

tablets

tablets

tablets

tablets

tablets

tablets

tablets

tablets

tablets

tablets

tablets

film coated tablets

film coated tablets

film coated tablets

coated tabl ets

tablets

tablets

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Bristol Myers-Squibb S.r.l.,
Sermoneta, Latina, Italy

Jadran - Galenski laboratorij d.d.,
Pulac bb, Rijeka, R epublic of
Croatia

N.V. Organon, Oss, the
Netherlands; Organon Republic
of Ireland Ltd., Co. Dublin,
Republic of Ireland

Farmal d.d., Branitelja
domovinskog rata 8, Ludbreg,
Republic of Croatia

Farmal d.d., Branitelja
domovinskog rata 8, Ludbreg,
Republic of Croatia

Farmal d.d., Branitelja
domovinskog rata 8, Ludbreg,
Republic of Croatia

Farmal d.d., Ludbreg, Republic of
Croatia in cooperation with
Actavis hf., Hafnarfjordur, Island
Farmal d.d., Branitelja
domovinskog rata 8, Ludbreg,
Republic of Croatia

Salutas Pharma GmbH,
Dieselstrasse 5, Gerlingen,
Germany

Salutas Pharma GmbH,
Dieselstrasse 5, Gerlingen,
Germany

Salutas Pharma GmbH,
Dieselstrasse 5, Gerlingen,
Germany

Salutas Pharma GmbH,
Dieselstrasse 5, Gerlingen,
Germany

MerckKGaA, Frankfurter Stralle
250, Darmstadt, Germany, Merck
SANTE s.a.s., 2, Rue du Pressoir
Vert, Semoy, France
MerckKGaA, Frankfurter Stralle
250, Darms tadt, Germany; Merck
SANTE s.a.s., 2, Rue du Pressoir
Vert, Semoy, France

Merck KGaA, Frankfurter Stralle
250, Darms tadt, Germany; Merck
SANTE s.as., 2, Rue du Pressoir
Vert, Semoy, France

Schering S.A., Lys Lez Lannoy,
France

Farmal d.d., Branitelja
domovinskog rata 8, Ludbreg,
Republic of Croatia

Farmal d.d., Branitelja
domovinskog rata 8, Ludbreg,
Republic of Croatia

consoante o que ocorrer em primeiro lugar.

100 capsules in a brown plastic bottle,
supplied in a box

100 tablets in an amber glass bottle,
supplied in a box

28tablets in a blister, supplied in abox

30tablets in a blister, suppliedin abox

30tablets in a blister, suppliedin abox

30tablets in a blister, suppliedin abox

30 (3x10) tablets, s upplied in a box

30 (3x10) tablets, s upplied in a box

30 (3x10) tablets in ablister (PVC/AI),
suppliedin a box

30 (3x10) tablets in ablister (PVC/AI),
suppliedin a box

30 (3x10) tablets in ablister (PVC/AI),
suppliedin a box

30 (3x10) tablets in ablister (PVC/Al),
suppliedin a box

30 (3x10) tablets in a blister, supplied
ina box

30 (3x10) tablets in a blister, supplied
ina box

30 (3x10) tablets in a blister, supplied
ina box

Box with 21 coated tablets in ablister

30 (3x10) tablets in a PVC/PVDC//Al
blister, suppliedin abox

31(3x10) tablets in aPVC/PVDC//Al
blister, suppliedin abox

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES
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Lorista 50 mg film coated tablets

Lorista H

Lorsilan 1 mg tabl ets

Lorsilan 2.5 mg tablets

Losartic Plus tablets

Losartic tablets 25 mg

Losartic tablets 50 mg

Loseprazol 20 mg

Loseprazol 20 mg

Lotrider m cream

Lubor 10 mg capsules

Lubor 20 mg s uppositories

Lubor 20 mg capsules

Luboreta cream

Lucentis 10 mg/mL sol ution for

injection

Lumidol 100 mg/2 mL injections

LUMIDOL 100 mg/mL oral drops

LUMIDOL 50 mg capsules

Lumidol 50 mg/mL injection

film coated tablets

film coated tablets

tablets

tablets

film coated tablets

film coated tablets

film coated tablets

capsul es

capsules

cream

capsules

suppositories

capsul es

cream

solution for i njection

solution for i njection ( i.v.,
i.m. and s.c.)

oral drops, sol ution

capsul es, hard

solution for injection (i.v.,
i.m. and s.c.)

Krka d.d., Smarje$ka cesta 6,
Novo mesto, Republic of
Slovenia

Krka d.d., Smarje$ka cesta 6,
Novo mesto, Republic of
Slovenia

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada

Vukovara 49, Zagreb, Republic of
Croatia

Pro. Med.CS Praha as ., Prag,
Czech Republic

Pro. Med.CS Praha as ., Prag,
Czech Republic

Schering-Plough Labo N.V.
Industrepark 30, Heist-op-den-
Berg, Belgium

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwica,
Republic of Croatia

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Novartis Pharma Stein AG,
Schaffhauserstr asse, Stein,
Switzerland

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

consoante o que ocorrer em primeiro lugar.

28 (4x7) tablets ina PVC/PVDC/Alu
blister, suppliedin abox

28 (4x7) film coated tabletsina
PVC/PVDCI// Al blister, supplied ina
box

30 (1x30) tablets in a blister (PVC/AI),
supplied in a carton box

20 (1x20) tablets in a blister (PVC/Al),
suppliedin a carton box

28 (2x14) tablets in a blister, supplied
ina box

28 (2x14) tablets in a blister, supplied
ina box

28 (2x14) tablets in a blister, supplied
ina box

14 (2x7) capsules ina OPA/AI/PVCI/IAI
blister, suppliedin a box

14 (2x7) capsules in a blister, supplied
ina box

159 of creamin analuminum tube,
supplied in a box

20 (1x20) tablets in a blister (PVC/AI),
supplied in a box

10 (2x5) suppositories in a Al/PE strip,
supplied in a box

20 (1x20) tablets in a blister (PVC/AI),
supplied in a box

50 g of creamin an aluminium tube
with a pol yethylene stopper, supplied
ina box

One glass bottle with 0.3 mL of
solution, supplied in a box

5glass ampoules with 2 mL of
solution, suppliedin a box

10 mL of solutionin anamber glass
bottl e with fitted plastic dropper and
plastic cap, suppliedin a box

20 capsules in a 50 mL plastic brown
bottl e with temper-proof closure,
supplied in a box

5glass ampoules with 1 mL of
solution, suppliedin a box

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

YES

YES

YES

YES
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A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Allergan Pharmaceticals
Republic of Ireland, Castiebar

3 mL solutionin aplastic bottle,

Lumigan 0.3 mg/mL eyel drops eye drops, solution Road, Westport, Co Mayo, suppliedin a box YES YES YES
Republic of Ireland
Belupo, lijekovi i kozmetikad.d., L .
LUPOCET 250 mg suppositories | suppositories Ulica Danica 5, Kopriwnica, ggl(zsﬁ?pﬁ;z?ﬁs:ggis ina APE strip YES YES YES
Republic of Croatia ’
Belupo, lijekovi i kozmetikad.d., . .
Lupocet 500 mg tablets tablets Ulica Danica 5, Kopriwnica, 10 (1x10) tablets in a PVC/A blister, YES YES YES
Republic of Croatia suppliedin a box
Belupo, lijekovi i kozmetikad.d., - .
Lupocet BABY 120 . " ) L 10 (2x5) su itories in a PE/Al strip,
sugpositories m9 suppositories Ulica Danica 5, Kopriwica, suépliec)i in ‘;pgsx p YES YES YES
Republic of Croatia
Belupo, lijekovi i kozmetikad.d., 10 eff ttablets i | asti
Lupocet flu effer vescent tablets Ulica Danica 5, Kopriwnica, tub: :Lvef'i‘;e;ini t?ox In-apiastic YES YES YES
Republic of Croatia » SUPP
Belupo, lijekovi i kozmetikad.d., .
Lupocet JUNIOR syrup syrup Ulica Danica 5, Kopriwnica, 100 mL ofslyrup in an amber glass YES YES YES
Republic of Croatia bottie, suppliedin a box
Belupo, lijekovi i kozmetikad.d., .
Lupocet TEEN 300 mg capsules = capsules Ulica Danica 5, Kopriwnica, gf) (t2x10) callpssl'es ”?)a (PVC/AI) YES YES YES
Republic of Croatia ster, suppliedin abox
powder and diluent for Vial with powder and vial with diluent
. prepar ation of solution for Industria Far maceutica Serono . 5 N P
Luveris 751U injection (for subcutaneous Sp.A., Bari, ltaly ina protective container, suppliedina YES YES YES
use) box
Pliva Croatia Ltd., Ulicagrada
Luxeta tablets 100 mg filmtablets Vukovara 49, Zagreb, Republic of = 28tablets in a blister, supplied in abox YES YES
Croatia
Pliva Croatia Ltd., Ulicagrada
Luxeta tablets 50 mg filmtablets Vukovara 49, Zagreb, Republic of = 28tablets in a blister, supplied in abox YES YES
Croatia
Pfizer GmbH Arzneimittel wer k 84 (4x21) capsules in a blister
Lyrica 100 mg capsules capsul es, hard 'E%I?eciissrlge, (I\B‘/Iecr)cr:_lsa\:\rl]a;ldallee 1, (PVC/AI), supplied in abox YES YES YES
Pfizer GmbH Arzneimittel wer k 56 (4x14 les in a blist
Lyrica 150 mg caps ules capsules, hard Gédecke, M ooswal dallee 1, (4x14) capsules in a blister YES YES YES
Freiburg, Germany (PVC/Al), supplied in abox
Pfizer GmbH Arzneimittel wer k : :
. . 84 (4x21) capsules in ablister
Lyrica 200 mg capsules capsul es, hard ?rcgisjrlge, (l\sﬂecr)z]s;/\rﬁ/ldallee 1, (PVC/AI), supplied in a box YES YES YES
Pfizer GmbH Arzneimittel wer k 56 (4x14 les in a blist
Lyrica 25 mg capsul es capsules, hard Gédecke, M ooswal dallee 1, (4x14) capsules in a blister YES YES YES
Freiburg, Germany (PVC/AI), supplied in abox
Pfizer GmbH Arzneimittel wer k : :
Lyrica 300 mg caps ules capsul es, hard Godecke, M oos wal dallee 1, 56 (4x14) capsules in a blister YES YES YES
Freiburg, Germany (PVC/AI), supplied in abox
Pfizer GmbH Arzneimittel wer k 56 (4x14) capsul es in a blister
Lyrica 50 mg capsul es capsul es, hard Sﬁt?fr? (l\aﬂe?;s;\r:a;dallee 1, (PVC/AI), supplied in abox YES YES YES
Pfizer GmbH Arzneimittel wer k 56 (4x14 les in a blist
Lyrica 75 mg capsul es capsul es, hard Godecke, M oos wal dallee 1, (4x )capsg es in ablister YES YES YES
Freiburg, Germany (PVC/Al), supplied in abox
A Bosnalijek d.d., Jukiceva 53, : . .
LYSOBACT oriblets tablets for oral cavity oral Sarajevo, Bosnia and ?r?a(%zLO) tablets in a blister, supplied YES YES YES

(orbilettes)

Herzegovina
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MabCampath 30 mg/mL

concentrate for infusion

Schering AG, Muellerstrasse

3x1glass bottles with 1 mL of

concentrate for infusion solution | solution 170-178, Berlin, Germany concentrate for solution for infusion, YES YES YES
supplied in a box
) " F. Hoffmann-La Roche Ltd., . . "
MabThera 100 mg splutlon §0Iut!on concentrate for Grenzacherstrasse 124, Basel, jO mL of infusion solution concentrate YES YES YES YES
concentrate for infusion infusion Switzerland inaglass bottle, 2bottles ina box
" F. Hoffmann-La Roche Ltd. 50 mL of solution for infusion
MabThera 500 mg concentrate concentrate of sol ution for ? ; .
of sol ution for infusion infusion Grgnzac herstrasse 124, Basel, poncentrate in aglass bottle, supplied YES YES YES YES
Switzerland ina box
One glass pre-filled syringe with
Macugen 0.3 mg solution for i njection gf\;/zee(jrel;l‘ealth AB, Stockhol m, needle, ina protecti ve bag, suppliedin YES YES YES YES
abox
F. Hoffmann-La Roche Ltd., ;
Madopar 125 tablets tablets Grenzacherstrasse 124, Basel, 109 tablgts 'n an am b?r gllass bottle YES YES
Switzerland (with desiccant), suppliedin a box
F. Hoffmann-La Roche L., 30 capsules in an amber glass bottle
Madopar HBS 125 capsul es capsul es gcv?tr;z;(l:ar:%rslrasse 124, Basel, (with gsd esiccant), suppli egd in abox YES YES
F. Hoffmann-La Roche Ltd., .
’V'adOPﬁf LIQ 125 tablets for oral tablets for oral suspension Grenzacherstrasse 124, Basel, 10.0 tabletls in an am bgr gllass bottle YES YES
suspension Switzerland (with dessicant), supplied in a box
. " T " R Schering AG, Muellerstrasse 20 mL of solutionin a glass bottle with
Magnevist solution for injection solution for i njection 170-178, Berlin, Ger many rubber stopper, s upplied in a box YES YES
. " PR " T Schering AG, Muellerstrasse 10 mL of solutionin a glass bottle with
Magnevist solution for injection solution for i njection 170-178, Berlin, Ger many rubber stopper, supplied ina box YES YES
Belupo, lijekovi i kozmetikad.d., . . :
Makcin 500 mg tablets film coated tablets Ulica Danica 5, Kopriwnica, .14 (1[:;14) tablets in ablister, supplied YES YES
Republic of Croatia ina box
Pliva Croatia Ltd., Ulicagrada 500 mL of solution in a glass infusion
MANIT 10% solution for i nfusion Vukovara 49, Zagreb, Republic of | bottle with arubber stopper and a YES YES
Croatia protective cap, 10 bottles in a box
Pliva Croatia Ltd., Ulicagrada 250-mL of solutionin a glass bottle for
MANIT 20% solution for i nfusion Vukovara 49, Zagreb, Republic of | infusion with rubber stopper and YES YES
Croatia protective cap, 10 bottles in a box
Krka d.d., Now mesto, Republic
Marivarin 3 mg tablets tablets of§|0ven|a in clooperatl on with 50tab|eltsl|n an amber glass bottle with YES YES
Orion Corporation, Es poo, an alumi nium stopper
Finland
Materna with sel enium film coated tablets Wyeth Lederle S.p.A., Catania, 30 tablets in a HDPE bottle, supplied YES YES YES
Italy ina box
2 (2x1) oral lyophilisate in a blister
MAXALT RPD 10 mg oral oral lyophilisate \')AVZ;%ZTQS g(Qnggu%\g& (PVC/PVDC/IAI) and protective bag YES YES YES
lyophilisates Haarlem, The Nederlands (papielr/PI?/AI), ina plastic box,
supplied in a carton box
2 (2x1) oral lyophilisate in a blister
AXA Merck Sharp & Dohme B.V., "
M ! !‘T RPD 5 mg oral oral lyophilisate Waar derweg 39, Postbus 581, (PVC/PVDC//A!) and prgtectwe bag YES YES YES
lyophilisates Haarlem. the Netherlands (paper/PE/Al), in a plastic box,
’ suppliedin a carton box
. ) . 10 effer vescent tablets with or without
Pliva Croatia Ltd., Ulicagrada o ;
MAXFLU lemon flavour effer vescent tablets Vukovara 49, Zagreb, Republic of anAl foil, in a pollypr opylene tube with YES YES YES
Croatia acap (PE) with ;lllcagel and tamper-
proof ring, s upplied in a box
Maxidex 1 mglg eye oi niment eye cintment Alcon-Couvrevur s.a., Rijksweg 3.5g of ointmentin an aluminum tube, YES YES

14, Puurs, Belgium

supplied in a box
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Maxidex1 mg/mL eye drops,
suspension

Maxipime 19

Maxipime 2g

Maxipime 500 mg

Maxitrol eye drops, suspension

Maxitrol eye ointment

Medazol 0.5 % solution for
infusion

Medazol 250 mg tablets

Medazol 400 mg tablets

Medazol 500 mg vaginal tablets

Medical gas, 02 medical

MEDROL tablets 16 mg

MEDROL tablets 32 mg

MEDROL 4 mg tablets

Megace tablets 160 mg

Meglimid 1 mg tabl ets

Meglimid 2 mg tablets

Meglimid 3 mg tablets

MEGOSTAT oral sus pension

eye drops, suspension

powder for preparation of
i.m. and i.v.injections

powder for preparation of
im. and i.v.injections

powder for preparation of
im. and i.v.injections

eye drops, suspension

eye ointment

solution for infusion

tablets

tablets

vaginal tablets

medical gas

tablets

tablets

tablets

tablets

tablets

tablets

tablets

oral suspension

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Alcon-Couwreur s.a., Rijksweg
14, Puurs, Belgium

Jadran - Galenski laboratorij d.d.,
Pulac bb, Rijeka, R epublic of
Croatia

Jadran - Galenski laboratorij d.d.,
Pulac bb, Rijeka, R epublic of
Croatia

Jadran - Galenski laboratorij d.d.,
Pulac bb, Rijeka, R epublic of
Croatia

Alcon-Couwvrevur s.a., Rijksweg
14, Puurs, Belgium

Alcon-Couwvrevur s.a., Rijksweg
14, Puurs, Belgium

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Messer Croatia Plind.o.o.,
Zapresi¢, Industrijska 1, Republic
of Croatia

Pfizer ItaliaS.r.l., MarinaDe
Tronto, Ascoli Piceno, Italy

Pfizer ItaliaSr.l., MarinaDe
Tronto, Ascoli Piceno, Italy

Pfizer ItaliaSr.l., MarinaDe
Tronto, Ascoli Piceno, Italy

Haupt Pharma Regens burg
GmbH, Regensburg, Germany
for Bristol-Myers Squibb

Krka d.d., Smarjeska cesta 6,
Novo mesto, Republic of
Slovenia

Krka d.d., Smarjeska cesta6,

Novo mesto, Republic of
Slovenia

Krka d.d., Smarjeska cesta 6,
Novo mesto, Republic of
Slovenia

Bristol-Myers Squibb, Epernon,
France

consoante o que ocorrer em primeiro lugar.

5 mL of suspensionin apolyethylene
bottl e with a dropper, supplied in a box

Glass bottle with powder, supplied in a
box

Glass bottle with powder, supplied in a
box

Glass bottle with powder, supplied in a
box

Pol yethylene bottl e with 5 mL of drops,
supplied in a box

3.5g of ointmentin an aluminum tube,
supplied in a box

100 mL of solutionin aglass bottle for
infusion, suppliedin a box

20 tablets in a plastic (polypropy ene)
bottl es, supplied in a box

10 (1x10) tablets in a PVC/Al blister,
supplied in a box

10 (1x10) vaginal tablets ina PVC/Al
blister, suppliedin abox

Pressurized steel bottles (150 or 200
bar) with 2, 3, 5, 10, 20, 27, 30,40 or
50 liters of gaseous medical oxygen

50 (5x10) tablets in a blister (PVC/AI),
supplied in a box

20 (2x10) tablets in a blister (PVC/AI),
supplied in a box

30 tablets in an amber glass bottle with

aplastic stopper, suppliedin abox

100 tablets in a plastic (HDPE) bottle,
suppliedin a box

30 (3x10) tablets in trans parent
PVCI//AI blister, suppliedin a box

31(3x10) tablets in trans parent
PVCI//AI blister, suppliedin a box

32 (3x10) tablets in trans parent
PVCI//AI blister, supplied in a box

240 mL suspension in aplastic
(HDPE) bottle with child resistant
closure, 20 mL plastic meas uring

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES
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Mendilex

Menopur

Menopur

MERIEUX INACTIVATED
RABIES VACCINE

Meronemi.v. 1g

Meronemi.v. 500 mg

METHOTREXATE PLIVA
injection 1000

METHOTREXATE PLIVA
injection 20

METHOTREXATE PLIVA
injection 5

METHOTREXATE PLIVA
injection 50

Metopran

Metronidazol Genericon 0.5 %
solution for infusion

Mexitil 200 mg capsules

Miacalcic 100 IU injection

Miacalcic 200 IU aerosol

Micardis 40 mg tablets

tablets

lyophilisate and diluent for
prepar ation of solution for
injection
lyophilisate and diluent for
prepar ation of solution for
injection

lyophilisate for preparation
of intramuscular injection

powder for preparation of
i.v. injection

powder for prepar ation of

i.v.injection

solution for i nfusion

solution for i njection

solution for injection

solution for i njection

tablets

solution for i nfusion

capsul es

solution for i njection

nasal spray, solution

tablets

consoante o que ocorrer em primeiro lugar.

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Alkaloid AD - Skopje, Bulevar

glass, suppliedin a box

50 (5x10) tablets in a blister (PVC/Al),

Aleksandar Makedonski 12, liedi bo YES YES
Skopje, FYROM suppliedin a box
" . 10 bottl es with | yophilisate and 10
g‘;’r”nré’nembH’ Witland 1, Kiel, | 1 oules with diluent, s upplied ina YES YES YES
y carton box
. . 5 bottles with | yophilisate and 5
Ferring GmbH, Witfland 1, Kiel, | ;)1 es with sol vent, suppliedin a YES YES YES
Germany box
Box with 1 bottl e with 1 dose of
Sanofi Pasteur S.A., 2avenue lyophilised vaccine, 1 pre-filled syringe YES YES
Pont Pasteur, Lyon, France containing 1 mL of water for injection
and a needle
AstraZeneca UK Limited, Silk
Road Business Park, 10 bottl es with powder, supplied in a YES YES
Macclesfield, C heshire, Great box
Britain
AstraZeneca UK Limited, Silk
Road Business Park, 10 bottl es with powder, supplied in a YES YES
Macclesfield, C hes hire, Great box
Britain
Pliva Croatia Ltd., Ulica grada 1°|9'assfb°“' es with ?Z%megf
” X solution for injection (with rubber
\(/:u I@t\_/ara 49, Zagreb, Republic of stopper, aluminum cap and plastic YES YES
roatia cover), supplied in a box
. . . 10 glass bottles with a2 mL of sol ution
Pliva Croatia Ltd., Ulicagrada AR !
: N for injection (with rubber stopper,
\c/:l:OI«a)t\i/:ra 49, Z agreb, Republic of aluminum cap and plastic cover), YES YES
supplied in a box
. . . 10 glass bottles with @ 2 mL of sol ution
Pliva Croatia Ltd., Ulicagrada AR .
’ " for injection (with rubber stopper,
\C/)l:ol«;t\i,aara 49, Zagreb, Republic of aluminum cap and plastic cover), YES YES
suppliedin a box
. . . 10 glass bottles with a 5 mL of sol ution
Pliva Croatia Ltd., Ulicagrada AR .
Vukovara 49, Zagreb, Republic of | 10" iniection (withrubber stopper, YES YES
Croatia aluminum cap and plastic cover),
supplied in a box
Jadran - Galenski laboratorij d.d., . .
Pulac bb, Rijeka, R epublic of gﬁ (“Iixgg)irfaab's;i'“ ablister (PVC/AI), YES YES
Croatia PP
Genericon Pharma Ges.m.b.H., 10 (10x1) glass bottl es with 100 mL of YES YES
Hafnerstrasse 211, Graz, Austria | infusion solution, suppliedin abox
Boehringer Ingelheim Pharma
GmbH & Co. KG, Birkendorfer 50 (5x10) capsules in a blister, YES YES
Strasse 65, Biberach an der Riss, | suppliedin a box
Germany
Novartis Pharma Stein AG, X "
Schaffhauserstrasse, Stein, 53"]905”?5 Wbtc:] 1mL of sluion, YES YES
Switzerland suppliedin a box
Novartis Pharma S.AS ., Solutionin aglass bottle with spray YES YES
Huningue C edex, France (for nasal use), supplied in abox
Boehringer Ingelheim Pharma
GmbH & Co. KG, Binger Strasse = 28 (4x7) tablets in a blister YES YES

173, Ingel heim am Rhein,
Germany

(PAJAI/PVCI/Al), suppliedin abox
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Micardis 80 mg tablets

MicardisPlus 40/12.5 mg tablets

MicardisPlus 80/12.5 mg tablets

MIDAZOLAM TORREX 15 mg/3
mL

MIDAZOLAM TORREX 2 mg/2
mL

MIDAZOLAM TORREX 5 mg/5
mL

MIDAZOLAM TORREX 5 mg/mL

MIDAZOLAM TORREX 50
mg/10 mL

Minerva sugar-coated tablets

Minirin Melt 120 pg

Minirin Melt 60 ug

Minirin nasal spray

Minirin 0.2 mg tablets

Mirapexin tablets 0.25 mg

Mirapexin tablets 1 mg

Mirena intrauterine system

Mirocef injection 1 g

tablets

tablets

tablets

solution for i njection

solution for i njection

solution for injection

solution for injection

solution for injection

sugar-coated tablets

oral lyophilisate

oral lyophilisate

nasal spray (solution)

tablets

tablets

tablets

intrauterine system (20
mcg/24 hrelease of active
substance) with integrated
applicator

powder for sol ution for
injection

consoante o que ocorrer em primeiro lugar.

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Boehringer Ingelheim Pharma
GmbH & Co. KG, Binger Strasse
173, Ingelheim am Rhein,
Germany

Boehringer Ingelheim Pharma
GmbH & Co. KG, Binger Strasse
173, Ingel heim am Rhein,
Germany

Boehringer Ingelheim Pharma
GmbH & Co. KG, Binger Strasse
173, Ingel heim am Rhein,
Germany

Torrex C hiesi Pharma GmbH,
Gonzagagasse 16/16, Vienna,
Austria

Torrex C hiesi Pharma GmbH,
Gonzagagasse 16/16, Vienna,
Austria

Torrex C hiesi Pharma GmbH,

Gonzagagasse 16/16, Vienna,
Austria

Torrex C hiesi Pharma GmbH,
Gonzagagasse 16/16, Vienna,
Austria

Torrex C hiesi Pharma GmbH,
Gonzagagasse 16/16, Vienna,
Austria

Schering AG, Muellerstrasse
170-178, Berlin, Germany

Ferring AB, Limhamn, Sweden

Ferring AB, Limhamn, Sweden

Ferring AB, Limhamn, Sweden;
Ferring International Center SA,
Chemindela Vergognausaz,
Switzerland

Ferring AB, Limhamn, Sweden;
Ferring International Center SA,
Cheminde la Vergognausaz,
Switzerland

Boehringer Ingelheim Pharma
GmbH & Co. KG, Binger Strasse
173, Ingel heim am Rhein,
Germany

Boehringer Ingelheim Pharma
GmbH & Co. KG, Binger Strasse
173, Ingel heim am Rhein,
Germany

Schering OY, Turku, Finland

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

28 (4x7) tablets in a blister
(PAJAI/PVCI/AI), suppliedin abox

28 (4x7) tablets in a blister
(PAJAI/PVCI/Al), suppliedin abox

28 (4x7) tablets in a blister
(PAJAI/PVCI/Al), suppliedin abox

10 (2x5) ampoules with 3 mL of
solution, on a plastic tray, supplied ina
box

10 (2x5) ampoules with 2 mL of
solution, on a plastic tray, supplied ina
box

10 (2x5) ampoules with 5 mL of
solution, on a plastic tray, supplied ina
box

10 (2x5) ampoules with 1 mL of
solution, on a plastic tray, supplied ina
box

10 (2x5) ampoules with 10 mL of
solution, on a plastic tray, supplied ina
box

63 (3x21) tablets in a PVC/Al blister,
suppliedin a box

30 (3x10) oral lyophilisate in a blister
(Al/Al), supplied in a box

31(3x10) oral lyophilisate in a blister
(Al/Al), suppliedin a box

5 mL of sol ution (50 doses a10ug) in
an amber glass bottle with a spray
attachment and a plastic attachment
for nasal use, suppliedina box

30tablets in a plastic bottl e, supplied
ina box

30 (3x10) tablets in a PA/AI/PVC-Al
blister, suppliedin abox

31(3x10) tablets in a PA/AI/PVC-Al
blister, suppliedin abox

Intrauterine system with integrated
applicator in a blister (APET/T yvek),
supplied in a box

5 glass bottles with powder, supplied
ina box

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES
YES
YES
YES
YES
YES
YES
YES
YES
YES
YES
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Mirocef injection 500 mg

Mirzaten 30 mg film coated
tablets

Mirzaten 45 mg film coated
tablets

Misar 0.25 mg tablets

Misar 0.5 mg tablets

Misar 1 mg tablets

Misar SR 0.5 mg tablets

Misar SR 1 mg tablets

Mitoxantrone Pliva

Mixtard 30 Penfill 3 mL

Mixtard 40 Penfill 3 mL

Mixtard 50 Penfill 3 mL

Moditen depo injections 25 mg/1
mL

Moditen coated tablets 1 mg

Moditen coated tablets 2.5 mg

Moditen coated tablets 5 mg

Moduretic tabl ets

powder for sol ution for

injection

film coated tablets

film coated tablets

tablets

tablets

tablets

prolonged-releas e tablets

prolonged-releas e tablets

concentrate of sol ution for

infusion solutio

suspension for
isubcutaneous injection

suspension for
isubcutaneous injection

suspension for
isubcutaneous injection

oilysolution for

intramuscular injection

coated tabl ets

coated tabl ets

coated tabl ets

tablets

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Krka d.d., Smarje$ka cesta 6,
Novo mesto, Republic of
Slovenia

Krka d.d., Smarje$ka cesta 6,
Novo mesto, Republic of
Slovenia

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Belupo, lijekovi i kozmetika d.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Novo Nordisk A/S, Now Alle,
Bagsvaerd, Denmark N ovo
Nordisk Production SAS, 45,
Avenue d Orleans, Chartres,
France

Novo Nordisk A/S, Nowo Allé,
DK-2880 Bagsvaerd, Denmark

Novo Nordisk A/S, Nowo Allé,
DK-2880 Bagsvaerd, Denmar k

Krka d.d., Now mesto, R.
Republic of Sloveniain
cooperation with Bristol-Myers
Squibb, New York, USA
KRKAd.d., Novo Mesto,
Republic of Sloveniain
cooperation with Bristol-Myers
Squibb, NY, USA

KRKA d.d., Novo Mesto,
Republic of Sloveniain
cooperation with Bristol-Myers
Squibb, NY, USA

KRKA d.d., Novo Mesto,
Republic of Sloveniain
cooperation with Bristol-Myers
Squibb, NY, USA
Lekfarmacewska druzba d.d.,
Verowskova 57, Ljubljana,
Republic of Slovenia

consoante o que ocorrer em primeiro lugar.

5 glass bottles with powder, supplied
ina box

30 tablets (3x10) in aPVC//PVDC/AI
blister, suppliedin abox

30tablets (3x10) in a PVC/PVDC/AI
blister, suppliedin abox

30 (1x30) tablets in a blister, supplied
ina box

30 (1x30) tablets in a blister, supplied
ina box

30 (1x30) tablets in a blister, supplied
ina box

30 (2x15) tablets in a blister, supplied
ina box

30 (2x15) tablets in a blister, supplied
ina box

Colourless glass bottl e with 15 mL of
concentrate of sol ution for i nfusion,
closed with arubber stopper and an
alumi nium cap with a plastic lid,
supplied in a box

5glass cartridges with 3 mL of
suspension in ablister, supplied in a
box

5glass cartridges with 3 mL of
suspension in ablister, supplied in a
box

5glass cartridges with 3 mL of

suspension in ablister, supplied in a
box

5amber glass ampoules each with 1
mL of solution, suppliedinacarton
box

25 tablets in an amber glass bottle,
supplied in a box

100 tablets in an amber glass bottl e,
suppliedin acarton box

100 tablets in an amber glass bottle,
suppliedin acarton box

40 tablets in an amber glass bottle,
suppliedin a box

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES
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consoante o que ocorrer em primeiro lugar.

Monopril 10 mg

Monopril 20 mg

Monopril plus 20/12.5

Monsalic ointment

ALKALOID Mor phine
hydrochl oride 20 mg/1 mL

ALKALOID Mor phine
hydrochl oride 4 mg/1 mL

Mostrafin tablets

Mostrafin tablets

Movalis 15 mg tablets

Movalis 15 mg/1.5 mL injection

Movalis 7.5 mg tablets

MST CONTINUS 10 mg

MST Continus 10 mg

MST Continus 100 mg

MST CONTINUS 100 mg

tablets

tablets

tablets

ointment

solution for i njection

solution for i njection

film coated tablets

film coated tablets

tablets

solution for i njection

tablets

prolonged-release film
coated tabl ets

film coated tablets with
prolonged-release

film coated tablets with
prolonged-release

prolonged-release film
coated tabl ets

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Jadran -Galenski laboratorij d.d.,
Rijeka, Republic of Croatia, in
cooperation with Bristol-Myers
Squibb S.p.A., Contrada Fontana
del Cerasp. Anagni, Italy

Jadran -Galenski laboratorij d.d.,
Rijeka, Republic of Croatia, in
cooperation with Bristol-Myers
Squibb S.p.A., Contrada Fontana
del Cerasp. Anagni, Italy

Jadran - Galenski laboratorij d.d.,
Pulac bb, Rijeka, R epublic of
Croatia

Schering-Plough Farma, Lda,
Casal do Colaride, Agual va
Cacem, Portugal

Alkaloid AD - Skopje, Bulevar
Aleksandar Makedonski 12,
Skopje, FYROM

Alkaloid AD - Skopje, Bulevar
Aleksandar Makedonski 12,
Skopje, FYROM

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Boehringer Ingelheim Pharma
GmbH & Co. KG, Binger Strasse
173, Ingel heim am Rhein,
Germany

Boehringer Ingelheim Espana,
S.A.,, Sant Cugatdel Valles
(Barcelona), Spain

Boehringer Ingelheim Pharma
GmbH & Co. KG, Binger Strasse
173, Ingel heim am Rhein,
Germany

Bard Phar maceuticals Ltd.,
Cambridge, Great Britain,
Mundipharma Gm.b.H., Limburg,
Germany, Mundipharma
Ges.m.b.H, Vienna, Austria

Bard Phar maceuticals Limited,
Cambridge, Great Britain,
Mundipharma Gm.b.H., Limburg,
Njema&#269; ka, M undi pharma
Ges.m.b.H, Be&#269;, Austria
Bard Phar maceuticals Limited,
Cambridge, Great Britain,
Mundipharma Gm.b.H., Limburg,
Njema&#269; ka, M undi pharma
Ges.m.b.H, Be&#269;, Austria
Bard Phar macetticals Ltd.,
Cambridge, Great Britain,
Mundipharma Gm.b.H., Limburg,
Germany, Mundipharma
Ges.m.b.H, Vienna, Austria

28 (2x14) tablets in a blister (white
PVC/PVDC//Al), supplied in abox

28 (2x14) tablets in a blister (white
PVC/PVDCI//Al), supplied in abox

28 (2x14) tablets in a nontrans parent
PVC/PVDC/Al u blister, suppliedin a
box

25grams of ointmentin a white

enamel tube with white polypropyl ene
screw cap, supplied ina carton box

10 amber glass ampoul es each
containing 1 mL of solution, supplied in
abox

10 amber glass ampoul es each
containing 1 mL of solution, supplied in
abox

28 (4x7) tablets in a blister, suppliedin
abox

28 (2x14) tablets in a blister, supplied
ina box

20 (1x20) tablets in a PVC/PVDC/AI
blister, suppliedin abox

5ampoules with 1.5 mL of solution,
suppliedin a box

20 (1x20) tablets in a PVC/PVDC/AI
blister, suppliedin abox

30 (3x10) tablets in a blister
(PVdAC/PVC/Al), suppliedin abox

60 (2x30) tablets in a blister
(PVC/PVDC-AI), supplied ina box

60 (2x30) tablets in a blister
(PVC/PVDC-AI), supplied ina box

30 (3x10) tablets in a blister
(PVdC/PVC/Al), suppliedin abox

YES

YES

YES
YES
YES
YES

YES

YES
YES
YES
YES
YES
YES
YES
YES

YES

YES

YES

YES

YES

YES

YES

YES
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YES
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YES
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MST Continus 30 mg

MST CONTINUS 30 mg

MST CONTINUS 60 mg

MST Continus 60 mg

Mukolen coated tablets 50 mg

MULTIBIONTA FORTE N
capsul es

Myfortic 180 mg tabl ets

Myfortic 360 mg tabl ets

Myofl ex

Naclof

NAGLAZYME 5 mL concentrate
for solution for infusion

Nakofen suppositories 50 mg

Nakofen duo capsules 75 mg

Nakofen gel

Naklofen solution for injection 75
mg/3mL

Nakofen SR

film coated tablets with
prolonged-release

prolonged-release film
coated tabl ets

prolonged-releas e film
coated tabl ets

film coated tablets with
prolonged-release

coated tabl ets

capsul es, soft

gastric-resistant tablets

gastric-resistant tablets

tablets

eye drops, solution

concentrate for solution for
infusion

suppositories

hard capsules

gel

solution for i njection

prolonged-releas e tablets

consoante o que ocorrer em primeiro lugar.

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Bard Phar maceuticals Limited,
Cambridge, Great Britain,
Mundipharma Gm.b.H., Limburg,
Njema&#269; ka, M undi pharma
Ges.m.b.H, Be&#269;, Austria
Bard Phar maceuticals Ltd.,
Cambridge, Great Britain,
Mundipharma Gm.b.H., Limburg,
Germany, Mundipharma
Ges.m.b.H, Vienna, Austria

Bard Phar maceuticals Ltd.,
Cambridge, Great Britain,
Mundipharma Gm.b.H., Limburg,
Germany, Mundipharma
Ges.m.b.H, Vienna, Austria

Bard Phar maceuticals Limited,
Cambridge, Great Britain,
Mundipharma Gm.b.H., Limburg,
Njema&#269; ka, M undi pharma
Ges.m.b.H, Be&#269;, Austria
Krka tovarna zdravil, d.d., Novo
mesto,Republic of Sloveniain
cooperation with E Phar ma,
France

Merck Selbstmedi kation GmbH,
Darmstadt, Germany

Novartis Pharma Stein AG,
Schaffhauserstrasse, Stein,
Switzerland

Novartis Pharma Stein AG,
Schaffhauserstrasse, Stein,
Switzerland

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

EXCELVISION, Annonay, France

Cardinal Health,

Northamptons hire, Great Britain;
Cardinal Health, Westhoughton,
Bolton, Great Britain

Krka d.d., Smarje$ka cesta 6,
Novo mesto, Republic of
Slovenia

Krka d.d., Smarje$ka cesta 6,
Novo mesto, Republic of
Slovenia

Krka d.d., Smarje$ka cesta 6,
Novo mesto, Republic of
Slovenia

Krka d.d., Smarje$ka cesta 6,
Novo mesto, Republic of
Slovenia

Krka d.d., Smarje$ka cesta 6,
Novo mesto, Republic of
Slovenia

60 (2x30) tablets in a blister
(PVC/PVDC-AI), supplied ina box

30 (3x10) tablets in ablister
(PVdAC/PVC/Al), suppliedin abox

30 (3x10) tablets in a blister
(PVdAC/PVC/Al), suppliedin abox

60 (2x30) tablets in a blister
(PVC/PVDC-AI), supplied ina box

20 (2x10) coated tablets in PVC/Al
blister, suppliedin abox

20 (2x10) capsul es in PVC/PVDC-Al
blister, suppliedin abox

120 (12x10) tablets in a PA/AI/PVC- Al
blister, suppliedin abox

120 (12x10) tablets in a PA/AI/PVC- Al
blister, suppliedin abox

20 (2x10) tablets in a blister (PVC/AI), YES
suppliedin a box

5mL of sol ution in a white plastic
(LDPE) bottle with a dropper and a
plastic (HDPE) stopper with a safety
ring, supplied in abox

One glass vial with 5 mL of
concentrate, suppliedin a box

10 (2x5) suppositories in a
Al/PE//PE/AL strip, supplied in a carton
box

20 (2x10) hard capsules in a blister
(PVC/PE/PVDC/PE/PVC//Al), supplied
ina box

60 g of gel in an aluminium tube,
suppliedin a carton box

3 mL sol ution for i njectionin a glass
ampoul e, 5ampoules in abox

20 (2x10) prolonged-release tablets in
PVC/AI blister, supplied in abox

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES YES

YES

YES

YES

YES YES

YES

YES

YES YES

YES

YES
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Nakofen gastric-resistant tablets
50 mg

Nakom 250 mg /25 mg tablets

Nalgesin forte 550 mg film
coated tabl ets

Nalgesin S 275 mg film coated
tablets

Nanotiv 1000 IU

Nanotiv 500 U

Nasivin 0.05% nasal spray

Nasivin 0.05% nasal spray
without preservative

Nasivin D 0.05% nasal spray

Nasivin K0.01% nasal drops

Nasivin K0.025% nasal drops

Nasivin K0.05% nasal drops

Nasonexnasal spray

Natrii chloridi infundibil e
compositum Pliva

Natrii chloridi infundibil e solution
for intravenous infusion, 100 mL

Natrii chloridi infundibil e solution
for intravenous infusion, 1000
mL

Natrii chloridi infundibil e solution
for intravenous infusion, 250 mL

gastric-resistant tablets

tablets

film coated tablets

film coated tablets

powder and diluent for
solution for i njection

powder and diluent for
solution for injection

nasal spray, solution

nasal spray, solution

nasal spray, solution

nasal drops, solution

nasal drops, solution

nasal drops, solution

nasal spray, suspension

solution for infusion

solution for intravenous
infusion

solution for intravenous
infusion

solution for intravenous
infusion

Krka d.d., Smarje$ka cesta 6,
Novo mesto, Republic of
Slovenia

Lekfarmacevska druzba d.d.,
Verowskova 57, Ljubljana,
Republic of Slovenia

Krka d.d., Smarje$ka cesta 6,
Novo mesto, Republic of
Slovenia

Krka d.d., Smarje$ka cesta 6,
Novo mesto, Republic of
Slovenia

Octapharma AB, Stockhol m,
Sweden

Octaphar ma AB, Stockhol m,
Sweden

MerckKGaA, Frankfurter StralRe
250, Darmstadt, Germany

Merck KGaA, Frankfurter Stralle
250, Darms tadt, Germany

Merck KGaA, Frankfurter Stralle
250, Darms tadt, Germany

MerckKGaA, Frankfurter Strale
250, Darms tadt, Germany

Merck KGaA, Frankfurter Stralle
250, Darms tadt, Germany

MerckKGaA, Frankfurter StralRe
250, Darms tadt, Germany

Schering-Plough Labo N.V.
Industrepark 30, Heist-op-den-
Berg, Belgium

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Hrvats ki zavod za transfuzijsku
medicinu, Petrova 3, Zagreb,
Republic of Croatia

Hrvats ki zavod za transfuzijsku
medicinu, Petrova 3, Zagreb,
Republic of Croatia

Hrvats ki zavod za transfuzijsku
medicinu, Petrova 3, Zagreb,
Republic of Croatia

consoante o que ocorrer em primeiro lugar.

20 (2x10) gastric-resistant tablets in
PVC/AI blister, supplied in abox

100 (10x10) tablets in PVC/Al blister,
supplied in a box

10 (1x10) film coated tablets in a
PVC/AI blister, supplied in abox

10 (1x10) film coated tablets in a
PVC/AI blister, supplied in abox

Box with powder and a box with a
bottl e containing 10 mL of water for
injection, application kit, suppliedin a
box

Box with powder and a box with a
bottl e containing 5 mL of water for
injection, application kit, suppliedin a
box

10 mL of solutionin a whilte plastic
bottl e with a pl astic attachment (with
internal atomizing tube) and plastic
cap, suppliedina box

10 mL of solution in a white plastic
bottl e with a 3K systemand protective
cap, suppliedina box

10 mL of solutionin anamber glass
bottl e with a pl astic atomizer pump and
protective cap, suppliedina box

5mL of solution in an amber glass
bottl e with a pl astic stopper and a
glass dropper with a rubber pump,
supplied in a box

10 mL of solutionin anamber glass
bottl e with a yellow plastic cap and
glass dropper with rubber bulb,
supplied in a box

10 mL of solutionin anamber glass
bottl e with while plastic cap and glass
dropper with rubber bulb, suppliedina
box

Plastic bottle with an attachment for
nasal administration containing 120
doses, suppliedin abox

500 mL of solution for infusionin a
glass bottle with arubber stopper and
an aluminium cap with a plastic lid, 10
bottles in abox

100 mLin aglass infusionbottle, (10
bottles with plastic holders in abox)

1000 mL inaglass infusion bottle (10
bottl es with plastic holders in abox)

250 mLin aglass infusion bottle, (10
bottl es with plastic hoders, suppliedin
abox)

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES
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Natrii chloridi infundibil e solution
for intravenous infusion, 500 mL

Natrii chloridi infundibil e Pliva

Natrii chloridi infundibil e Pliva

Natrii chloridi infundibil e Pliva

Natrii chloridi infundibil e Pliva

Natrii chloridi infundibil e Pliva

SODIUM

HYDROGENCARBONATE 1-
molar solution PLIVA

Sodium chloride 0.9% Viaflo

Sodium chloride 0.9%, Viaflo

Sodium chloride 0.9% Viaflo

Sodium chloride 0.9%, Viaflo

Sodium chloride 0.9%, Viaflo

Sodium chloride 10%
electrol ytes concentrate, 50 mL

Natural Wealth Ginkgo Forte

Natural Wealth Vitamin E- 200
U, caps ules

Navobaninjection 5 mg/5 mL

solution for intravenous
infusion

solution for infusion

solution for infusion

solution for infusion

solution for infusion

solution for infusion

solution for infusion

solution for infusion

solution for i nfusion

solution for i nfusion

solution for i nfusion

solution for i nfusion

concentrate for intravenous
use after reconstitution

film coated tablets

capsul es

solution for injection and
infusion, oral solution

Hrvats ki zavod za transfuzijsku
medicinu, Petrova 3, Zagreb,
Republic of Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Baxter S.A., Belgium; Baxter
Healthcare Ltd, Great Britain;
Bieffe Medital Sabinanigo, Spain;
Baxter H ealthcare S.A., Republic
of Ireland

Baxter S.A., Belgium; Baxter
Healthcare Ltd, Great Britain;
Bieffe Medital Sabinanigo, Spain;
Baxter H ealthcare S.A., Republic
of Ireland

Baxter S.A., Belgium; Baxter
Healthcare Ltd, Great Britain;
Bieffe Medital Sabinanigo, Spain;
Baxter Healthcare S.A., Republic
of Ireland

Baxter S.A., Belgium; Baxter
Healthcare Ltd, Great Britain;
Bieffe Medital Sabinanigo, Spain;
Baxter Healthcare S.A., Republic
of Ireland

Baxter S.A., Belgium; Baxter
Healthcare Ltd, Great Britain;
Bieffe Medital Sabinanigo, Spain;
Baxter Healthcare S.A., Republic
of Ireland

Hrvatski zavod za transfuzijsku
medicinu, Petrova 3, Zagreb,
Republic of Croatia

NBTY Inc., NewYork USA

NBTY Inc. NewYork, USA

Novartis Pharma Stein AG,
Schaffhauserstr asse, Stein,
Switzerland

consoante o que ocorrer em primeiro lugar.

500 mL in aglass infusion bottle (10
bottl es with plastic holders, suppliedin
abox)

6 bags with 2000 mL of sol ution,
supplied in a box

12 bags with 1000 mL of soluti on,
supplied in a box

12 bags with 500 mL of sol ution,
supplied in a box

10 glass vials with 250 mL of solution,
supplied in a box

10 glass vials with 500 mL of solution,
supplied in a box

20 mL of infusion solutionin a glass
ampoul e (clear glass, colour break), 10
ampoules in abox

10 plastic Viaflo bags withsa 1000 mL
of infusion solution, in a protective bag,
suppliedin a box

50 plastic Viaflo bags with 100 mL of
solution for infusion in a protective
bag, suppliedin abox

20 plastic Viaflo bags with 500 mL of
infusion solution, in a protective bag,
supplied in a box

30 plastic Viaflo bags with 250 mL of
solution for infusion in a protective
bag, suppliedin abox

50 plastic Viaflo bags with 50 mL of
solution for infusion in a protective
bag, suppliedin abox

50 mLina glass injection bottl e (40
bottl es per bag)

48 (2x24) film coated tablets in a
blister (PVC/Al), suppliedin a box

100 capsules in a brown plastic bottle,
suppliedin a box

5 mL of solutionin a glass ampoul e,
10 ampoules in a box

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES
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Apéndice ao AnexoV
Lista(*) fornecida pela Crodcia, numa tnica lingua, de medicamentos em rehg¢doaos quais asautorizagdes de comercializagio emitidas ao abrigo da legislagdo croata antes da data da adesio permanecerdo vélidasaté serem renovadasem conformidade com oacervo ou até 30 de Junho de 2017,
consoante o que ocorrer em primeiro lugar.

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Novartis Farmacéutica S.A.,

5(1x5) capsules in a blister

Navoban capsules 5mg capsul es, hard Ronda Santa Maria 158, (PVC/PVDC//AI), supplied in a box YES YES
Barcelona, Spain ’
Nazol 0.05% I d Jadran - Galenski laboratorij d.d., = 10 mL of nasal drops in aclear plastic
al‘z? -Oo70 nasal dr ops, nasal drops, solution Pulac bb, Rijeka, R epublic of (PE) bottle with a dropper attachment, YES YES YES
solution Croatia supplied in a box
Jadran - Galenski laboratorij d.d., = 10 mL of nasal drops in aclear plastic
Nazol 0.1% nasal drops, solution | nasal drops, solution Pulac bb, Rijeka, R epublic of (PE) bottle with a dropper attachment, YES YES YES
Croatia supplied in a box
greti)ri:ljo 1000 mg/4 mL solution solution for i njection Sch_ering AG, 'Muellerstrasse 4 mL of solutionin an amber glass YES YES YES YES
jection 170-178, Berlin, Germany ampoule, 1ampoulein abox
Berlin-Chemie AG (Menarini . .
Nebilet tablets Group), Glienicker Weg 125, 14 (ZI?‘Q tablets 't” a : VC/Al blister, YES YES YES YES
Berlin, Germany suppliedin acarton box
Berlin-Chemie AG (Menarini . .
Nebilet tablets Group), Glienicker Weg 125, ;‘Jéglf;é)irfzb':atfté?‘ ?)s)\(/ C/AI blister, YES YES YES YES
Berlin, Germany
solution for i njection for Lekfarmacewska druzba d.d., 10 I h taining 1 mL of
Neloren 300 mg/mL injection intramuscular use and Verovskova 57, Ljubljana, Iatr_npou s ?az . Conbo'n' ng 1m YES YES
intravenus infusion Republic of Slovenia solution, suppliedin a box
solution for i njection for Lekfarmacewska druzba d.d., .
Neloren 600 mg/2 mL injection intramuscular use and Verovskova 57, Ljubljana, ;gllimﬂo:{?spﬁzm:gn;':' ng 2 ml of YES YES
intravenus infusion Republic of Slovenia ’
24 (2x12) lozengesina
Neo-angin sugar-free lozenges | lozenges DIVAPHARMA GmbH, Motzener | pyc/pE/PvVDC-A blister, supplied in a YES YES YES
StraBe 41, Berlin, Ger many box
. DIVAPHARMA GmbH, Motzener = 24 (2x12) lozenges ina PVC/PVDC-Al
Neo-angin lozenges lozenges StraBe 41, Berlin, Ger many blister, suppliedin abox YES YES YES
" . " Fresenius Kabi Austria GmbH, Box with 10 glass bottles with 250 mL
Neodolpasse solution for i nfusion Graz, Austria of sol ution YES YES
Belupo, lijekovi i kozmetikad.d., . .
Neofen 200 mg tablets film coated tablets Ulica Danica 5, Kopriwnica, 20 (ZI,XE)). tabls;s in a blister (PVC/AI), YES YES YES
Republic of Croatia suppliedin a box
Belupo, lijekovi i kozmetikad.d., : :
Neofen forte film coated tablets Ulica Danica 5, Kopriwnica, ;gégli’:g)irfzbf;ftgr‘] a PVCIAI blster, YES YES YES
Republic of Croatia
NeoRecormon 10.000 1U Roche Diagnostics GmbH, Sésf\zjﬂ%ssésn{'gisol(mg:fi:eedle)
solution for in ajection in a pre- solution for i njection Sandhofeer Strasse 116, D- protective péc kaging, su ppliéd ina YES YES YES
filled syringe 68305 M annheim, Germany carton box !
. . 6 (2x3) glass syringes (Wwith aneedle)
NeoRecormon 1000 |U solution solution for ininjection zgszﬁt?f;?ns?fgscss eﬁTgHb— each with 0.3 mL of solutionin YES YES YES
for injection in a pre-filled syringe 68305 M annhel m, Germany E;cr)tzﬁtlgjxpac kaging, suppliedin a
NeoRecormon 2000 IU solution Roche Diagnostics GmbH, 2;5?\3&?Aags3imrgisol(lmg:]?:eedle)
for in ajection in a pre-filled solution for i njection Sandhofeer Strasse 116, D- protective p'ackaging suppliedin a YES YES YES
syringe 68305 M annheim, Germany carton box !
NeoRecormon 30.000 1U Roche Diagnostics GmbH, Sc;]ri g:ﬁ; %Mgnn%f g\f’v;tgll;?:: l?; a
solution for injectionin a pre- solution for injection Sandhofeer Strasse 116, D- tecti N tai Ied YES YES YES
filled syringe 68305 M annheim, Germany g::tﬁﬁ |b\gexcon iner, suppliedina
NeoRecormon 3000 IU solution Roche Diagnostics GmbH, 6 (2;@)_31%525{;3(35 I(V:!th a neede)
for in ajectionin a pre-filled solution for i njection Sandhofeer Strasse 116, D- each with ©.5 mi solutionin YES YES YES

syringe

68305 M annheim, Germany

protective packaging, suppliedin a
carton box
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NeoRecormon 4000 IU solution
for in ajectionin a pre-filled
syringe

NeoRecormon 500 U solution
for in ajection in a pre-filled
syringe

NeoRecormon 6000 IU solution
for in ajectionin a pre-filled
syringe

NeoRecor mon Multidose 100
000 IU powder and diluent for
solution for i njection

NeoRecor mon Multidose 50 000
IU powder and diluent for
solution for injection

Neostigmin injection

Neotigason capsules 10 mg

Neotigason capsules 25 mg

Nephrotect

Nephrotect

Netromycine injection 150
mg/1.5 mL

Neupogen 30

Nexavar 200 mg film coated
tablets

Nexium 20 mg

Nexium 40 mg

Nexiumi.v.40 mg

Niaspan 1000 mg tablets

Niaspan 1000 mg tablets

solution for injection

solution for injection

solution for injection

powder and diluent for
solution for injection

powder and diluent for
solution for injection

solution for i njection (for
i.m,i.v.ands.c.use)

capsul es, hard

capsul es, hard

solution for i nfusion

solution for i nfusion

solution for injection for

intramuscular and
intravenous use

solution for injection (for s.c.

and i.v. use)

film coated tablets

gastric-resistant tablets

gastric-resistant tablets

powder for preparation of
injection/infusi on s oluti on

prolonged-releas e tablets

prolonged-releas e tablets

consoante o que ocorrer em primeiro lugar.

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Roche Diagnostics GmbH,
Sandhofeer Strasse 116, D-
68305 Mannheim, Germany

Roche Diagnostics GmbH,
Sandhofeer Strasse 116, D-
68305 M annheim, Germany

Roche Diagnostics GmbH,
Sandhofeer Strasse 116, D-
68305 M annheim, Germany

Roche Diagnostics GmbH,
Sandhofeer Strasse 116, D-
68305 M annheim, Germany
Roche Diagnostics GmbH,
Sandhofeer Strasse 116, D-
68305 Mannheim, Germany

Rotexmedica GmbH, Trittau,
Germany

F. Hoffmann-La Roche Ltd.,
Grenzacherstrasse 124, Basel,
Switzerland

F. Hoffmann-La Roche Ltd.,
Grenzacherstrasse 124, Basel,
Switzerland

Fresenius Kabi Austria GmbH,
Graz, Austria

Fresenius Kabi Austria GmbH,
Graz, Austria

Schering-Plough Labo N.V.
Industrepark 30, Heist-op-den-
Berg, Belgium

F. Hoffmann-La Roche Ltd.,
Grenzacherstrasse 124, Basel,
Switzerland

Bayer HealthCare AG, 51368
Leverkusen, Germany

AstraZeneca AB, Sddertalje,
Sweden

AstraZeneca AB, Sddertalje,
Sweden

AstraZeneca AB, Sodertélje,
Sweden

MerckKGaA, Darmstadt,
Germany, Merck Santé s.as.,
Semoy, France

MerckKGaA, Darmstadt,
GermanyMerck SANTE s.a.s.,
Semoy, France

6 (2x3) glass syringes (Wwith aneedle)
each with 0.3 mL of solutionin
protective packaging, suppliedin a
carton box

6 (2x3) glass syringes (with aneedle)
each with 0.3 mL of solution, in
protective packaging, suppliedin a
carton box

6 (2x3) glass syringes (Wwith aneedle)
each with 0.3 mL of solutionin
protective packaging, suppliedin a
carton box

Vial with powder for solution for
injection and ampoule with diluent,
suppliedin a box

Vial with powder for solution for
injection and ampoule with diluent,
supplied in a carton box

1-mL of solutionin an amber glass
ampoul e, 10 ampoules in a box

30 (3x10) capsules in a blister
(PVC/PE/PVDCI/IAI), supplied in a box

30 (3x10) capsules in a blister
(PVC/PE/PVDCI/IAI), supplied in a box

10 glass infusion bottles with 250 mL
(10X250mL) of sol ution, supplied in a
carton box
10 glass infusion bottles with 500 mL
(10x500mL) of sol ution, supplied in a
carton box

1.5-mL of solutionin aglass wvial,
suppliedin a box

One glass syringe with needle
containing 0.5 mL of solution,ina
plastic container, supplied ina box

112 (4X28) tablets in transpar ent
(PP/AI) blister, suppliedin a box

14 (2x7) tablets ina A/Al blister,
supplied in a box

14 (2x7) tablets ina A/Al blister,
supplied in a box

10 bottl es, supplied in a box

14 (1x14) tablets in a blister
(PVC/PE/Aclar-Al), suppliedin a box

14 (1x14) tablets in a blister
(PVC/PE/Aclar-Al), suppliedin a box

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES
YES
YES
YES

YES YES
YES
YES
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Lista(*) fornecida pela Crodcia, numa tnica lingua, de medicamentos em rehg¢doaos quais asautorizagdes de comercializagio emitidas ao abrigo da legislagdo croata antes da data da adesio permanecerdo vélidasaté serem renovadasem conformidade com oacervo ou até 30 de Junho de 2017,

Niaspan 375 mg tablets

Niaspan 375 mg tablets

Niaspan 500 mg tablets

Niaspan 500 mg tablets

Niaspan 750 mg tablets

Niaspan 750 mg tablets

NIBEL 5 mg tablets

Nicorette Fres hmint Gum 2 mg

Nicorette Fres hmint Gum 4 mg

Nicorette patch 10 mg/16 h

Nicorette patch 15 mg/16 h

Nicorette patch 5 mg/16 h

Nifedipin retard 20 mg tablets

Nimotop S film coated tablets

Nimotop S solution for infusion

Ninur 50 mg capsules

NINUR 50 mg capsules

Niquitin CQ 14 mg

prolonged-releas e tablets

prolonged-releas e tablets

prolonged-releas e tablets

prolonged-releas e tablets

prolonged-releas e tablets

prolonged-releas e tablets

tablets

chewing gum

chewing gum

transdermal patch

transdermal patch

transdermal patch

prolonged release tabl ets

film coated tablets

solution for i nfusion

capsul es

capsul es

transdermal patch

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

MerckKGaA, Darmstadt,
Germany, Merck Santé s.ass.,
Semoy, France

MerckKGaA, Darmstadt,
GermanyMerckSANTE s.ass.,
Semoy, France

MerckKGaA, Darmstadt,
Germany, Merck Santé s.as.,
Semoy, France

MerckKGaA, Darmstadt,
GermanyMerck SANTE s.a.s.,
Semoy, France

MerckKGaA, Darmstadt,
GermanyMerck SANTE s.a.s.,
Semoy, France

Merck KGaA, Darms tadt,
Germany, Merck Santé s.as.,
Semoy, France

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Pfizer Health AB, Norrbroplatsen
2, Helsingborg, Sweden

Pfizer Health AB, Norrbroplatsen
2, Helsingborg, Sweden

Pfizer Health AB, Norrbroplasten
2, Helsingborg, Sweden

Pfizer Health AB, Norrbroplasten
2, Helsingborg, Sweden

Pfizer Health AB, Norrbroplasten
2, Helsingborg, Sweden

Farmal d.d., Ludbreg, Republic of
Croatia, in cooper ation with
Valpharma Int. s.a., San Marino

Bayer HealthCare AG, 51368
Lever kusen, Germany

Bayer HealthCare AG, 51368
Lever kusen, Germany

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Cardinal Health,

Northamptons hire, Great Britain;
Cardinal Health, Westhoughton,
Bolton, Great Britain

consoante o que ocorrer em primeiro lugar.

14 (1x14) tablets in a blister
(PVC/PE/Aclar-Al), suppliedin a box

14 (1x14) tablets in a blister
(PVC/PE/Aclar-Al), suppliedin a box

14 (1x14) tablets in a blister
(PVC/PE/Aclar-Al), suppliedin a box

14 (1x14) tablets in a blister
(PVC/PE/Aclar-Al), suppliedin a box

14 (1x14) tablets in a blister
(PVC/PE/Aclar-Al), suppliedin a box

14 (1x14) tablets in a blister
(PVC/PE/Aclar-Al), suppliedin a box

14 (1x14) tablets in a blister

(PVC/PE/PVDC/Al), supplied in a box YES

15 (1x15) chewing gums in a blister
(PVC/PVDC//Al), suppliedina box

15 (1x15) chewing gums in a blister
(PVC/PVDC//Al), suppliedina box

7 (7x1) transdermal patches in a
protective (PE/A1/Barex) bag, supplied
ina box

7 (7x1) transdermal patches in a
protective (PE/A1/Barex) bag, supplied
ina box

7 (7x1) transdermal patches in a
protective (PE/A1/Barex) bag, s upplied
ina box

Box with 30 tablets ( blister, 3x10 tbl.) YES

100 (10x10) film coated tablets in
PP/Al blisters, supplied in a box

50 mL of solution for infusion inan
amber glass bottle and a pl astic (PE)
infusion pipe, suppliedina box

Box with 30 capsules ( blister, 3x10

capsul es) YES

30 (2x15) capsules in a PVC/Al blister,
o YES
suppliedin a box

7 (7x1) transdermal patches in a
protecti ve (PET/LDPE/Al/acr ylonitrile)
bag, suppliedin abox

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES | YES
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Apéndice ao AnexoV

Lista(*) fornecida pela Crodcia, numa tnica lingua, de medicamentos em rehg¢doaos quais asautorizagdes de comercializagio emitidas ao abrigo da legislagdo croata antes da data da adesio permanecerdo vélidasaté serem renovadasem conformidade com oacervo ou até 30 de Junho de 2017,

Niquitin CQ 21 mg
Niquitin CQ 7 mg
Nistatin Pliva drops
Nistatin Pliva ointment
Nitrolingual aerosol

Nolicin film coated tabl ets 400
mg

Noliprel 2 mg/0.625 mg

Nolpaza 20 mg
Nolpaza 40 mg
Nolvadex tablets
Norcuron 4 mg

Norditropin SimpleXx 10 mg/1.5
mL

Norditropin SimpleXx 15 mg/ 1.5
mL

Norditropin SimpleXx 5 mg/1.5
mL

Normabel 10 mg tablets

transdermal patch

transdermal patch

powder for prepar ation of
oral suspension

ointment

sublingual spray

film coated tablets

tablets

gastric-resistant film-coated
tablets

gastric-resistant film-coated
tablets

film tablets

powder for solutionfori.v.
Injection

solution for i njection

solution for i njection

solution for i njection

tablets

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Cardinal Health,

Northamptons hire, Great Britain;
Cardinal Health, Westhoughton,
Bolton, Great Britain

Cardinal Health,

Northamptons hire, Great Britain;
Cardinal Health, Westhoughton,
Bolton, Great Britain

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

G.Pohl- Boskamp GmbH&C o.,
Germany

Krka d.d., Smarje$ka cesta 6,
Novo mesto, Republic of
Slovenia

Les Laboratoires Servier
Industrie, Gidy, France; Servier
Republic of Ireland Industries
Ltd., Arckow, Co. WicK ow,
Republic of Ireland

Krka Farmad.o.o., Radnicka
cesta 48, Zagreb, Republic of
Croatia

Krka Farmad.o.o., Radnicka
cesta 48, Zagreb, Republic of
Croatia

AstraZeneca UK Limited, Silk
Road Business Park,
Macclesfield, C hes hire, Great
Britain

N.V. Organon, Oss, the
Netherlands; Organon S.A,,
Eragny Sur Epte, France

Novo Nordisk A/S, Nowo Allé,
DK-2880 Bagsvaerd, Denmark

Novo Nordisk A/S, Nowo Allé,
DK-2880 Bagsvaerd, Denmark

Novo Nordisk A/S, Nowo Allé,
DK-2880 Bagsvaerd, Denmark

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

consoante o que ocorrer em primeiro lugar.

7 (7x1) transdermal patches in a
protective (PET/LDPE/Al/acr ylonitrile)
bag, suppliedin abox

7 (7x1) transdermal patches in a
protecti ve (PET/LDPE/Al/acr ylonitrile)
bag, suppliedin abox

Amber glass bottle with a dropper
containing powder, suppliedina box

Aluminum tube containing 20 g of
ointment, supplied in a box

12.2mL of solutionin aclear glass
bottl e (coated with red plastic layer on
the outside) with metering pump and
plastic spray acti vator with plastic
protective cap, supplied ina box

20 (2x10) tablets in a blister, supplied
ina box

30 (1x30) tablets in a blister (PVC/Al)
inserted into a protective bag
(PE/AI/PE) with desiccant, supplied in
abox

28 (2x14) tablets in a blister
(OPAJAI/PVCIIAI), suppliedin a box

14 (1x14) tablets in a blister
(OPAJAI/PVCI/IAI), suppliedin a box

30 (3x10) tablets in an aluminium
blister, suppliedin abox

50 ampoules with powder and 50
ampoul es with 1 mL of water for
injection, suppliedin abox

One glass cartridge with 1.5 mL of
solution (with a rubber plunger and
rubber stopper with aluminiumring and
plastic closure) in a plastic container,
supplied in a box

One glass cartridge with 1.5 mL of
solution (with a rubber plunger and
rubber stopper with aluminiumring and
plastic closure) in a plastic container,
supplied in a box

One glass cartridge with 1.5 mL of
solution (with a rubber plunger and
rubber stopper with aluminiumring and
plastic clos ure) in a plastic container,
supplied in a box

30tablets in a blister, suppliedin abox

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES | YES
YES | YES
YES
YES
YES
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Lista(*) fornecida pela Crodcia, numa tnica lingua, de medicamentos em rehg¢doaos quais asautorizagdes de comercializagio emitidas ao abrigo da legislagdo croata antes da data da adesio permanecerdo vélidasaté serem renovadasem conformidade com oacervo ou até 30 de Junho de 2017,

Normabel 10 mg/2 mL injection

Normabel 2 mg tablets

Normabel 5 mg tablets

Norprolac tablets 150 ug

Norprolac tablets 25 pg/ 50 ug

Norprolac tablets 75 pg

Novantrone 20 concentrate for
prepar ation of infusion solution

Novocef tablets 125 mg

Novocef tablets 250 mg

Novocef tablets 500 mg

Novofem

NovoMix 30 FlexPen

NovoMix 30 Penfill

NovoMix 50 FlexPen

NovoMix 50 Penfill

NovoMix 70 FlexPen

NovoMix 70 Penfill

solution for injection

film coated tablets

film coated tablets

tablets

tablets

tablets

concentrated s olution for
infusion

film tablets

film tablets

film tablets

film coated tablets

suspension for
subcutaneous inj ection

suspension for
subcutaneous inj ection

suspension for injections,
cartridge in a pre-filled pen

suspension for injectionin a
cartridge

suspension for injection,
cartridge in a pre-filled pen

suspension for injectionin a
cartridge

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Ferring GmbH, Wittland 1, Kiel,
Germany

Ferring GmbH, Wittland 1, Kiel,
Germany

Ferring GmbH, Wittland 1, Kiel,
Germany

Wyeth Medica Republic of
Ireland, Co. Kildar e, Republic of
Ireland and Wyeth Lederle
S.p.A, Catania, Iltaly

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Novo Nordisk A/S, Nowo Allé,
DK-2880 Bagsvaerd, Denmar k

Novo Nordisk A/S, Nowo Alle,
Bagsvaerd, Denmark N owvo
Nordisk Production SAS, 45,
Avenue d Orleans, Chartres,
France

Novo Nordisk A/S, Nowo Alle,
Bagsvaerd, DenmarkN owvo
Nordisk Production SAS, 45,
Avenue d' Orleans, Chartres,
France

Novo Nordisk A/S, Now Allé,
DK-2880 Bagsvaerd, Denmark

Novo Nordisk A/S, Now Allé,
DK-2880 Bagsvaerd, Denmark

Novo Nordisk A/S, Nowo Allé,
DK-2880 Bagsvaerd, Denmark

Novo Nordisk A/S, Nowo Allé,
DK-2880 Bagsvaerd, Denmark

consoante o que ocorrer em primeiro lugar.

10 amber glass ampoul es each
containing 2 mL of sol ution, supplied YES
ina box

30 (1x30) film coated tablets in a

PVC/AI blister, supplied in abox YES

31 (1x30) film coated tablets in a

PVC/AI blister, supplied in a box YES

30 (3x10) tablets in ablister (A1/A1),
supplied in a box

3tablets of 25 pg + 3 tablets of 50 ug
ina blister(PVC/PVDC//A1), inserted a
protecti ve al uminium sachet, supplied
ina box

31(3x10) tablets in a blister (A1/A1),
supplied in a box

Vial with 10 mL of concentr ated
solution and stopper with aluminium
cap, suppliedina box

10 (1x10) film tablets in a blister,
s YES
supplied in a box

10 (1x10) film tablets in a blister,

supplied in a box YES

10 (1x10) film tablets in a blister, YES
suppliedin a box

28 tablets (16 red and 12 white tablets)
ina plastic, circular calendar pack,
supplied in a box

Box with 5injection devices each with
3 mL of suspension in aglass
cartridge

5glass cartridges with 3 mL of
suspension in ablister, supplied in a
box

5 pens (injectors) with a glass
cartridge containing 3 mL of
suspension, suppliedin a box

5 glass cartridges each with 3 mL of
suspension in protective packaging,
supplied in a box

5 pens (injectors) with a glass
cartridge containing 3 mL of
suspension, suppliedin a box
5glass cartridges each with 3 mL of
suspension in protective packaging,
supplied in a box

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

YES

YES

YES
YES
YES
YES

YES

YES

YES

YES YES

YES YES

YES

YES

YES

YES
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Lista(*) fornecida pela Crodcia, numa tnica lingua, de medicamentos em rehg¢doaos quais asautorizagdes de comercializagio emitidas ao abrigo da legislagdo croata antes da data da adesio permanecerdo vélidasaté serem renovadasem conformidade com oacervo ou até 30 de Junho de 2017,

NovoNorm 0.5 mg

NovoNorm 1 mg

NovoNorm 2 mg

NovoRapid

NovoRapid FlexPen

NovoRapid Penfill

NovoSeven 1.2 mg

NovoSeven 2.4 mg

NovoSeven 4.8 mg

Novuroximinjection 1500 mg

Novuroximinjection 250 mg

Novuroxim 750 mg injection

tablets

tablets

tablets

solution for i njection

solution for i njection

solution for injection

powder and diluent for
solution for injection

powder and diluent for
solution for i njection

powder and diluent for
solution for injection

powder for preparation of
solution for i.v. injection

powder for preparation of
solution/sus pension for i.m.
and i.v. injection

powder for preparation of
solution/sus pension for i.m.
and i.v. injection

consoante o que ocorrer em primeiro lugar.

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Novo Nordisk A/S, Nowo Allé,
DK-2880 Bagsvaerd, Denmark

Novo Nordisk A/S, Nowo Allé,
DK-2880 Bagsvaerd, Denmark

Novo Nordisk A/S, Nowo Allé,
DK-2880 Bagsvaerd, Denmark

Novo Nordisk A/S, Nowo Allé,
DK-2880 Bagsvaerd, Denmark

Novo Nordisk A/S, Nowo Allé,
DK-2880 Bagsvaerd, Denmark
Novo Nordisk A/S, Bagsvaerd,
Denmark i Novo Nordisk
Productions SAS, Chartes,
France

Novo Nordisk A/S, Nowo Allé,
DK-2880 Bagsvaerd, Denmark

Novo Nordisk A/S, Nowo Allé,
DK-2880 Bagsvaerd, Denmark

Novo Nordisk A/S, Nowo Allé,
DK-2880 Bagsvaerd, Denmark

Pliva Krakow, Krakow, Poland

Pliva Krakow, Krakow, Poland

Pliva Krakow, Krakow, Poland

30 (2x15) tablets in a blister, supplied
ina box

30 (2x15) tablets in a blister, supplied
ina box

30 (2x15) tablets in a blister, supplied
ina box

One glass vial with 10 mL of solution,
supplied in a box

5injectors, with 3 mL of solution per
glass cartridge, supplied ina box

5 glass cartridges each with 3 mL of
solution in protective packaging,
supplied in a box

One glass vial with powder and one
glass vial with 2.2 mL of Water for
Injectionin a box, one sterile

attac hment for recons tituti on vial, one
dispos able sterile syringe for
reconstitution and administration of
medicinal product, one sterile i nfusion
set

One glass vial with powder and one
glass vial with 4.3 mL of Water for
Injectionin a box, one sterile

attac hment for recons tituti on vial, one
dispos able sterile syringe for
reconstitution and administration of
medicinal product, one sterile i nfusion
set

One glass vial with powder and one
glass vial with 8.5 mL of Water for
Injectionin a box, one sterile
attachment for reconstituti on vial, one
dispos able sterile syringe for
reconstitution and administration of
medicinal product, one sterile i nfusion
set

5(20 mL) glass bottles with powder,
supplied in a box

5(7.5 mL) glass bottles with powder,
supplied in a box

5(10 mL) glass bottles with powder,
supplied in a box

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES
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Lista(*) fornecida pela Crodcia, numa tnica lingua, de medicamentos em rehg¢doaos quais asautorizagdes de comercializagio emitidas ao abrigo da legislagdo croata antes da data da adesio permanecerdo vélidasaté serem renovadasem conformidade com oacervo ou até 30 de Junho de 2017,

Novuroxim tablets 125 mg

Novuroxim tablets 250 mg

Novuroxim tablets 500 mg

Nozid 5 mg tablets

Nozinan 100 mg tablets

Nozinan 100 mg tablets

Nozinan 25 mg tablets

Nozinan 25 mg tablets

NUROFEN Cold and Flu film
coated tabl ets

NUROFEN Cold and Flu film
coated tabl ets

Nurofen Liquid capsules

Nurofen Liquid caps ules

NUROFEN coated tablets

NUROFEN coated tablets

NUROFEN coated tablets

NUROFEN coated tablets

NUROFEN oral suspension for
children

filmtablets

film tablets

film tablets

tablets

film coated tablets

film coated tablets

film coated tablets

film coated tablets

film coated tablets

film coated tablets

capsul es, soft

capsul es, soft

coated tabl ets

coated tabl ets

coated tabl ets

coated tabl ets

oral suspension

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Pliva Krakow, Krakow, Poland

Pliva Krakow, Krakow, Poland

Pliva Krakow, Krakow, Poland

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Famar Lyon, 29 Avenue du
General de Gualle 69230 Saint
Genis Laval, France

Famar Lyon, 29 Avenue du
General de Gaulle 69230 Saint
Genis Laval, France

Famar Lyon, 29 Avenue du
General de Gaulle 69230 Saint
Genis Laval, France

Famar Lyon, 29 Avenue du
General de Gaulle 69230 Saint
Genis Laval, France

Reckitt Benckiser Healthcare
International Ltd., Thane Road,
Nottingham, Great Britain

Reckitt Benckiser Healthcare
International Ltd., Thane Road,
Nottingham, Great Britain

Reckitt Benckiser Healthcare
International Ltd., Nottingham,
Great Britain, in cooperation with
Banner Phar macaps Europe
B.V., Tilburg, the Netherlands
Reckitt Benckiser Healthcare
International Ltd., Nottingham,
Great Britain in cooper ation with
Banner Phar macaps Europe
B.V., Tilburg, the Netherlands

Reckitt Benckiser Healthcare
International Ltd., Thane Road,
Nottingham, Great Britain

Reckitt Benckiser Healthcare
International Ltd., Thane Road,
Nottingham, Great Britain

Reckitt Benckiser Healthcare
International Ltd., Thane Road,
Nottingham, Great Britain

Reckitt Benckiser Healthcare
International Ltd., Thane Road,
Nottingham, Great Britain
Reckitt Benckiser Healthcare

International Ltd., Thane Road,
Nottingham, Great Britain

consoante o que ocorrer em primeiro lugar.

10 (1x10) tablets in a blister, supplied
ina box

10 (1x10) tablets in a blister, supplied
ina box

10 (1x10) tablets in a blister, supplied
ina box

50 tablets in an amber glass bottle,

suppliedin a box YES

20 (2x10) tablets in a blister, supplied
ina box

20 (2x10) tablets in a blister (PVC/AI),
suppliedin a box

20 (2x10) tablets in a blister, supplied
ina box

20 (2x10) tablets in a blister (PVC/AI),
suppliedin a box

12 (1x12) film coated tablets in
PVC/PVdC/Al blister, suppliedin a box

12 (1x12) film coated tablets in
PVC/PVdC/Al blister, suppliedin a box

10 (1x10) capsules in a PVC/PVdC/Al
blister, suppliedin abox

10 (1x10) capsules in a PVC/PVdC/Al
blister, suppliedin abox

12 (1x12) coated tablets in a
PVC/PVdC/Al blister, suppliedin a
carton box

12 (1x12) coated tablets in a
PVC/PVdC/Al blister, suppliedin a
plastic box

12 (1x12) coated tablets in a
PVC/PVdC/Al blister, suppliedin a
plastic box

12 (1x12) coated tablets in a
PVC/PVdC/Al blister, suppliedin a
carton box

101 mL of suspensionin abrown
plastic (PET) bottl e with temper-proof
closure with protecti ve plastic ring, and

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES
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Lista(*) fornecida pela Crodcia, numa tnica lingua, de medicamentos em rehg¢doaos quais asautorizagdes de comercializagio emitidas ao abrigo da legislagdo croata antes da data da adesio permanecerdo vélidasaté serem renovadasem conformidade com oacervo ou até 30 de Junho de 2017,

NUROFEN oral suspension for
children

Nutrineal PD4 with 1.1% amino
acids

NuvaRing

OCTAGAM 1g

OCTAGAM 10g

OCTAGAM 2.5g

OCTAGAM 5¢g

Octaplas SD blood type 0

Octaplas SD blood type A

Octaplas SD blood type AB

Octaplas SD blood type B

Octenis ept

oral suspension

solution for peritoneal
dialysis

intravaginal ring

solution for i nfusion

solution for infusion

solution for infusion

solution for i nfusion

solution for i nfusion

solution for i nfusion

solution for i nfusion

solution for i nfusion

solution

Boots Contract Manufacture Ltd.,
Nottingham, Great Britain or
Hermal Kurt Herrmann

GmbH&C 0., Reinbeck Germany

BAXTER Healthcare S.A.,
Monreen Road, C astlebar,
County Mayo, Republic of Ireland

N.V. Organon, Oss, The
Nederlands; Organon Republic of
Ireland Ltd., Co. Dublin, R epublic
of Ireland

Octaphar ma Pharmaz euti ka
Produktionsges.m.b.H., Vienna,
Austria, Octapharma S.A.S.,
Lingolsheim, France and
Octaphar ma AB, Stockhol m,
Sweden

Octaphar ma Pharmaz euti ka
Produktionsges.m.b.H., Vienna,
Austria, Octapharma S.A.S.,
Lingolsheim, France and
Octaphar ma AB, Stockhol m,
Sweden

Octaphar ma Pharmaz euti ka
Produktionsges.m.b.H., Vienna,
Austria, Octapharma S.A.S.,
Lingolsheim, France and
Octapharma AB, Stoc khol m,
Sweden

Octaphar ma Pharmaz euti ka
Produktionsges.m.b.H., Vienna,
Austria, Octapharma S.A.S.,
Lingolsheim, France and
Octapharma AB, Stoc khol m,
Sweden

Octaphar ma Pharmaz euti ka
Produktionsges.m.b.H., Vienna,
Austria

Octaphar ma Pharmaz euti ka
Produktionsges.m.b.H., Vienna,
Austria

Octaphar ma Pharmaz euti ka
Produktionsges.m.b.H., Vienna,
Austria

Octaphar ma Pharmaz euti ka

Produktionsges.m.b.H., Vienna,
Austria

Schulke & Mayr GmbH,
Norderstedt, Germany

consoante o que ocorrer em primeiro lugar.

5-mL graduated plastic syringe,
suppliedin a box

100 mL of suspensionin abrown
plastic (PET) bottl e with temper-proof
closure with protecti ve plastic ring, and
5-mL graduated plastic syringe,
suppliedin a box

Plastic (PVC) Viaflex bag containing
2000 mL of solution for peritoneal
dialysis, feeding tube (PVC),
connector with protective cap, drain
tube, drug administration attachment
and a Vialex plastic collection bag
(individual packages)

Intravaginal ring in protecti ve Al
sachet, supplied in a box

One glass vial with20 mL of solution
for infusion, supplied in abox

One glass vial with 200 mL of solution
for infusion, supplied in abox

One glass vial containing 50 mL of
solution for i nfusion, suppliedina box

One glass vial with 100 mL of solution
for infusion, supplied in abox

200 mL of solution in sterile PVC
transfusion bags coated with
pol yamide/polyethylene film
200 mL of solution in sterile PVC
transfusion bags coated with
pol yamide/polyethylene film
200 mL of solution in sterile PVC
transfusion bags coated with
pol yamide/polyethylene film
200 mL of solution in sterile PVC
transfusion bags coated with
pol yamide/polyethylene film

50 mL of solutionin a plastic bottle
with aspraypump

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES
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Apéndice ao AnexoV

Lista(*) fornecida pela Crodcia, numa tnica lingua, de medicamentos em rehg¢doaos quais asautorizagdes de comercializagio emitidas ao abrigo da legislagdo croata antes da data da adesio permanecerdo vélidasaté serem renovadasem conformidade com oacervo ou até 30 de Junho de 2017,

Oikamid

Oikamid injection

Oikamid injection

Oikamid caps ules

Oksazepam 10 mg tablets

Oksazepam 30 mg tablets

Olanzapin CIPLA 10 mg

Olanzapin CIPLA 2.5 mg

Olanzapin CIPLA 5 mg

Olicard 40 mg retard

Olicard 60 mg retard

OliClinomel N4 - 550E

OliClinomel N4 - 550E

OliClinomel N6 - 900 E

OliClinomel N7 - 1000 E

OliClinomel N7 - 1000 E

Olivin 10 mg tablets

Olivin 20 mg tablets

capsul es

solution for injection

solution for injection

capsul es

tablets

tablets

film coated tablets

film coated tablets

film coated tablets

prolonged release caps ules

prolonged release caps ules

emulsion for infusion

emulsion for infusion

emulsion for infusion

emulsion for infusion

emulsion for infusion

tablets

tablets

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Belupo, lijekovi i kozmetika d.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Cipla Ltd., Kur kumbh Industrial
Area, Maharas htra State, India

Cipla Ltd., Kur kumbh Industrial
Area, Maharas htra State, India

Cipla Ltd., Kur kumbh Industrial
Area, Maharas htra State, India

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Belupo, lijekovi i kozmetikad.d.,

Ulica Danica 5, Kopriwnica,
Republic of Croatia

Clintec Parenteral S.A., France;
Baxter S.A., Lessines, Belgium

Clintec Parenteral S.A., France;
Baxter S.A., Lessines, Belgium

Clintec Parenteral S.A., France;
Baxter S.A., Lessines, Belgium

Clintec Parenteral S.A., France;
Baxter S.A., Lessines, Belgium

Clintec Parenteral S.A., France;
Baxter S.A., Lessines, Belgium

Lekfarmacewska druzba d.d.,
Verowkova 57, Ljubljana,
Republic of Slovenia

Lekfarmacewska druzba d.d.,
Verowskova 57, Ljubljana,
Republic of Slovenia

consoante o que ocorrer em primeiro lugar.

Box with 60 capsules ina blister
(5x12)

10 ampoules each containing 5 mL of
solution, suppliedin a box

10 ampoules each containing 5 mL of
solution, suppliedin a box

Box with 60 capsules ina blister
(5x12)

30 (3X10) tablets in a PVC/AI foil
blister, supplied in a carton box

20 (1x20) tablets in a PVC/Al blister,
supplied in a box

30 (3x10) film coated tablets in a
blister (OPA/AI/PVC//Al), suppliedin a
box

31(3x10) film coated tablets in a
blister (OPA/AI/PVC//Al), suppliedin a
box

32 (3x10) film coated tablets in a
blister (OPA/AI/PVC//Al), suppliedin a
box

50 (5x10) capsules in a blister
(PVCI/Al), supplied in abox

50 (5x10) capsules in a blister
(PVCI/Al), supplied in abox

Plastic bag for 2000 mL of blend (in
three separate compartments) ina
plastic protective casing, 4 bags in a
box

Plastic bag with 1000 mL of blend (in
three separate compartments) ina
plastic protective casing, 6 bags in a
carton box

Plastic bag for 2000 mL of blend (in
three separate compartments) ina
plastic protective casing, 4 bags in a
box

Plastic bag for 2000 mL of blend (in
three separate compartments) ina
plastic protective casing, 4 bags in a
box

Plastic bag with 1000 mL of blend (in
three separate compartments) ina
plastic protective casing, 6 bags in a
carton box

20 (2x10) tablets in a blister, supplied
ina box

20 (2x10) tablets in a blister, supplied
ina box

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES
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Apéndice ao AnexoV

Lista(*) fornecida pela Crodcia, numa tnica lingua, de medicamentos em rehg¢doaos quais asautorizagdes de comercializagio emitidas ao abrigo da legislagdo croata antes da data da adesio permanecerdo vélidasaté serem renovadasem conformidade com oacervo ou até 30 de Junho de 2017,

Olivin 5 mg tabl ets

Olynth 0.05% nasal spray

Olynth 0.1% nasal drops

Olynth 0.1% nasal spray

Olynth 0.5% nasal drops

Olynth HA 0.05% nasal spray

Olynth HA 0.1% nasal spray

Omacor

Omegaven

Omegaven

Omezol capsules 20 mg

Omnic 0.4 mg

Omnipaque 240 solution

Omnipaque 300 solution

Omnipaque 300 solution

Omnipaque 300 solution

Omni paque 350 solution

Omni paque 350 solution

Omnipaque 350 solution

tablets

nasal spray, solution

nasal drops, solution

nasal spray, solution

nasal drops, solution

nasal spray, solution

nasal spray, solution

capsul es (soft, transparent,
gelatinous)

emulsion for infusion

emulsion for infusion

gastric-resistant capsules,
hard

prolonged-releas e capsules

solution for injection

solution for i njection/infusion

solution for i njection/infusion

solution for i njection

solution for injection

solution for injection

solution for injection

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Lekfarmacevs ka druzba d.d.,
Verowskova 57, Ljubljana,
Republic of Slovenia

Pfizer PGM, Orleans Cedex,
France

Pfizer PGM, Orleans Cedex,
France

Pfizer PGM, Orleans Cedex,
France

Pfizer PGM, Orleans Cedex,
France

URSAPHARM Arznei mittel
GmbH&C 0., Saarbrucken,
Germany
URSAPHARM Arznei mittel
GmbH&C 0., Saarbrucken,
Germany

Sol vay Phar maceuticals GmbH,
Neustadt, Germany

Fresenius Kabi Austria GmbH,
Graz, Austria

Fresenius Kabi Austria GmbH,
Graz, Austria

Farmal d.d., Branitelja
domovinskog rata 8, Ludbreg,
Republic of Croatia

Astellas Pharma Europe B.V.,
Elisabethhof 19, Leiderdorp, the
Netherlands

Amersham Health ID A Business
Park, Carrigtwohill, Co. Cork,
Republic of Ireland

Amers ham Health ID A Business
Park, Carrigtwohill, Co. Cork,
Republic of Ireland

Amers ham Health ID A Business
Park, Carrigtwohill, Co. Cork,
Republic of Ireland

Amers ham Health ID A Business
Park, Carrigtwohill, Co. Cork,
Republic of Ireland

Amersham Health ID A Business
Park, Carrigtwohill, Co. Cork,
Republic of Ireland

Amersham Health ID A Business
Park, Carrigtwohill, Co. Cork,
Republic of Ireland

Amersham Health ID A Business
Park, Carrigtwohill, Co. Cork,
Republic of Ireland

consoante o que ocorrer em primeiro lugar.

20 (2x10) tablets in a blister, supplied
ina box

10 mL of solutionin anamber glass
bottl e with a pl astic atomizer extension
and protective cap, supplied in abox

10 mL of solutionin anamber glass
bottl e with dropper, suppliedin a box

10 mL of solutionin anamber glass
bottl e with a pl astic atomizer extension
and protective cap, supplied in abox

10 mL of solutionin anamber glass
bottl e with dropper, suppliedin a box

10 mL of solution in a white plastic
bottle with a 3K systemand protective
cap, suppliedina box

10 mL of solution in a white plastic
bottle with a 3K systemand protecti ve
cap, suppliedina box

28 capsules in a plastic bottle

10 glass bottles with 100 mL of
emulsion (10x100 mL), supplied in a
box

10 glass bottles with 50 mL of
emulsion (10x50 mL), suppliedin a
box

14 (2x7) capsules ina OPA/AI/PVCI/IAI

blister, suppliedin abox YES

Box with 3x10 prolonged release
capsul es in an Al/polypropyl ene blister

10 bottl es containing 10 mL of
solution, supplied in a box

10 bottl es containing 100 mL of
solution, supplied in a box

10 bottl es containing 50 mL of
solution, supplied in a box

10 bottl es containing 10 mL of
solution, suppliedin a box

6 bottles with 200 mL of solution,
suppliedin a box

25 bottles each with 20 mL of solution,
suppliedin a box

10 bottl es containing 50 mL of
solution, suppliedin a box

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES
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Lista(*) fornecida pela Crodcia, numa tnica lingua, de medicamentos em rehg¢doaos quais asautorizagdes de comercializagio emitidas ao abrigo da legislagdo croata antes da data da adesio permanecerdo vélidasaté serem renovadasem conformidade com oacervo ou até 30 de Junho de 2017,

Omnipaque 350 solution

Omniscan 0.5 mmol/mL solution
for injection

Omniscan 0.5 mmol/mL solution
for injection

Omniscan 0.5 mmol/mL solution
for injection (pre-filled syringe)
Omniscan 0.5 mmol/mL solution

for injection (pre-filled syringe)

Omniscan 0.5 mmol/mL solution
for injection (pre-filled syringe)

Opatanol 1 mg/mL eye drops

Operil 0.05% nasal drops

Operil 0.05% nasal spray

Operil P 0.025% nasal drops

Operil P 0.025% nasal spray

Optimon 10 mg tablets

Optimon 20 mg tablets

Optimon 5 mg tablets

Optimon Plus 10/12.5 mg tablets

Optimon Plus 20/12.5 mg tablets

Ormidol 100 mg tabl ets

solution for i njection/infusion

solution for injection

solution for i njection

solution for i njection

solution for i njection

solution for i njection

eye drops

nasal drops

nasal spray (solution)

nasal drops

nasal spray (solution)

tablets

tablets

tablets

tablets

tablets

film coated tablets

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Amers ham Health ID A Business
Park, Carrigtwohill, Co. Cork,
Republic of Ireland

GE Healthcare Republic of
Ireland, Carrigtwohill, Co. Cork,
Republic of Ireland; GE
Healthcare AS, Nydalen, Oslo,
Norway

GE Healthcare Republic of
Ireland, Carrigtwohill, Co. Cork,
Republic of Ireland; GE
Healthcare AS, Nydalen, Oslo,
Norway

GE Healthcare AS, Nydalen,
Oslo, Norway

GE Healthcare AS, Nydalen,
Oslo, Norway

GE Healthcare Republic of
Ireland, Carrigtwohill, Co. Cork,
Republic of Ireland; GE
Healthcare AS, Nydalen, Oslo,
Norway

Alcon Couwvreur N.V., Rij ks weg
14, Puurs, Belgium; Alcon C usi
S.A., Camil Fabra 58, El Masnou,
Barcelona, Spain

Lekfarmacewska druzba d.d.,
Verovskova 57, Ljubljana,
Republic of Slovenia

Lekfarmacewska druzba d.d.,
Verovskova 57, Ljubljana,
Republic of Slovenia
Lekfarmacewska druzba d.d.,
Verowskova 57, Ljubljana,
Republic of Slovenia
Lekfarmacewska druzba d.d.,
Verowskova 57, Ljubljana,
Republic of Slovenia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

consoante o que ocorrer em primeiro lugar.

10 bottl es containing 100 mL of
solution, suppliedin a box

10 glass bottles with 20 mL of solution,
supplied in a box

10 glass bottles with 10 mL of solution,
supplied in a box

10 plastic syringes with 20 mL of
solution, suppliedin a box

10 plastic syringes with 10 mL of
solution, suppliedin a box

10 plastic syringes with 5 mL of
solution, suppliedin a box

Plastic bottle (low density

pol yethylene) with a dropper and a
stopper (pol ypropyl ene) containing 5
mL of solution, suppliedina box

10 mL of solutionin a plastic bottle
with a dropper, suppliedin a box

10 mL of solutionin a plastic box with
atomizer extension, supplied in abox

10 mL of solutionin a plastic bottle
with a dropper, suppliedin a box

10 mL of solutionin a plastic box with
atomizer extension, supplied in abox

30 (3x10) tablets in a blister (PVC/AI),
suppliedin a box

30 (3x10) tablets in ablister (PVC/AI),
suppliedin a box

30 (3x10) tablets in a blister (PVC/AI),
suppliedin a box

30 (3x10) tablets in a blister
(PVC/PVDCI/AI), suppliedin a box

30 (3x10) tablets in a blister
(PVC/PVDCI/AI), suppliedin a box

14 (1x14) tablets in ablister, supplied
ina box

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES
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Apéndice ao AnexoV

Lista(*) fornecida pela Crodcia, numa tnica lingua, de medicamentos em rehg¢doaos quais asautorizagdes de comercializagio emitidas ao abrigo da legislagdo croata antes da data da adesio permanecerdo vélidasaté serem renovadasem conformidade com oacervo ou até 30 de Junho de 2017,

Ormidol 25 mg tablets

Ormidol 50 mg tablets

Oronazol cream

Oronazol shampoo

Oronazol tablets

Ortalox10 mg

Ortalox20 mg

Ortanol 20 mg capsul es

Ortanol 40 mg capsul es

Ortanol S 10 mg capsules

Ortanol S 10 mg capsules

Osseor 2 g

OVITRELLE 250 mg

OVITRELLE 250 micrograms/0.5
mL

Oxaliplatin Pliva 100 mg

Oxaliplatin Pliva 50 mg

Oxetin film coated tablets 20 mg

OxyContin 10 mg

film coated tablets

film coated tablets

cream

shampoo

tablets

capsul es

capsul es

capsul es

capsul es

capsul es

capsul es

granules for oral suspension

powder and diluent for
prepar ation of solution for
injection

solution for injectionin a
syringe

powder for sol ution for
infusion

powder for sol ution for
infusion

film coated tablets

prolonged-releas e tablets

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Krka d.d., Novo M esto, Republic
of Sloveniain cooperation with
Janssen Phar maceutica, Beerse,
Belgium

Janssen Phar maceutica NV,
Turnhouseweg 30, Beerse,
Belgium

Krka d.d., Novo M esto, Republic
of Sloveniain cooperation with
Janssen Phar maceutica, Beerse,
Belgium

Jadran - Galenski laboratorij d.d.,
Pulac bb, Rijeka, R epublic of
Croatia

Jadran - Galenski laboratorij d.d.,
Pulac bb, Rijeka, R epublic of
Croatia

Lekfarmacewska druzba d.d.,
Verowskova 57, Ljubljana,
Republic of Slovenia

Lekfarmacewska druzba d.d.,
Verowskova 57, Ljubljana,
Republic of Slovenia

Lekfarmacewska druzba d.d.,
Verowskova 57, Ljubljana,
Republic of Slovenia

Lekfarmacewvska druzba d.d.,
Verowskova 57, Ljubljana,
Republic of Slovenia

Les Laboratories Servier
Industrie, 905 route de Saran,
45520 Gidy, France

Industria Far maceutica Ser ono
S.p.A,, Bari, Italy

Industria Far maceutica Ser ono
S.p.A,, Bari, Italy

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Bosnalijek d.d., Jukiceva 53,
Sarajevo, Bosnia and
Herzegovinain cooper ation with
JMP, Jordan

Mundipharma Gm.b.H., Limburg,
Germany and Mundipharma
GES.m.b.H., Vienna, Austria

consoante o que ocorrer em primeiro lugar.

30tablets (3x10) in a PVC/Al blister,
supplied in a box

30tablets (3x10) in a PVC/Al blister,
supplied in a box

309 of creamin a tube, suppliedina
box

100 mL of shampooin a plastic bottle,
supplied in a box

20 tablets in an amber glass bottle,
suppliedin acarton box

14 capsules in a plastic bottle (HDPE),
suppliedin a box

14 capsules in a plastic bottle (HDPE),
suppliedin a box

7 capsules inan amber glass bottle,
suppliedin a box

7 (1X7) capsules in a blister, supplied
ina box

7 (1X7) capsules in a blister, supplied
ina box

28 (4x7) capsules in a blister, supplied
ina box

7 bags (paper/PE/AI/PE) with
granules, suppliedin a box

Vial with powder and vial with diluent
with 1 mL of Water for Injection,
supplied in a box

One glass syringe withneedlein a
plastic container, supplied ina box

Powder for sol ution for i nfusionin a
glass bottle (50 mL) with a rubber
stopper, aluminiumring and plastic
cap, suppliedina box

Powder for sol ution for i nfusionin a
glass bottle (26 mL) with a rubber
stopper, aluminiumring and plastic
cap, suppliedina box

20 (2x10) tablets in PVC/AI blister,
supplied in a box

30tablets (3x10) in a PVC/Al blister,
suppliedin a box

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES
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Lista(*) fornecida pela Crodcia, numa tnica lingua, de medicamentos em rehg¢doaos quais asautorizagdes de comercializagio emitidas ao abrigo da legislagdo croata antes da data da adesio permanecerdo vélidasaté serem renovadasem conformidade com oacervo ou até 30 de Junho de 2017,

OxyContin 20 mg

OxyContin 40 mg

OxyContin 80 mg

OxyContin tablets 10 mg

OxyContin tablets 20 mg

OxyContin tablets 40 mg

OxyContin tablets 80 mg

Paclitaxel Ebewe 150 mg/25 mL

Paclitaxel Ebewe 30 mg/5 mL

Paclitaxel Pliva 100 mg/16.7 mL

Paclitaxel Pliva30 mg/5 mL

PACLITAXEL PLIVA 300 mg/50

mL

Paclitaxin 6 mg/mL

Paclitaxin 6 mg/mL

Paclitaxin 6 mg/mL

Paclitaxin 6 mg/mL

prolonged-releas e tablets

prolonged-releas e tablets

prolonged-releas e tablets

prolonged release tabl ets

prolonged release tabl ets

prolonged release tabl ets

prolonged release tabl ets

concentrate of sol ution for
infusion

concentrate of sol ution for
infusion

concentrate for solution for
infusion

concentrate for solution for
infusion

concentrate of sol ution for
infusion

concentrate of sol ution for
infusion

concentrate of sol ution for
infusion

concentrate of sol ution for
infusion

concentrate of sol ution for
infusion

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Mundipharma Gm.b.H., Limburg,
Germany and Mundipharma
GES.m.b.H,, Vienna, Austria
Mundipharma Gm.b.H., Limburg,
Germany and Mundipharma
GES.m.b.H,, Vienna, Austria

Mundipharma Gm.b.H., Limburg,
Germany and Mundipharma
GES.m.b.H,, Vienna, Austria

Bard Phar maceuticals Ltd.,
Cambridge, Great Britain

Bard Phar maceuticals Ltd.,
Cambridge, Great Britain

Bard Phar maceuticals Ltd.,
Cambridge, Great Britain

Bard Phar maceuticals Ltd.,
Cambridge, Great Britain

Ebewe Pharma Ges. m.b.H. Nfg.
KG, Mondseestrasse 11,
Unterach, Austria

Ebewe Pharma Ges. m.b.H. Nfg.
KG, Mondseestrasse 11,
Unterach, Austria

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pharmachemie B.V., Haarlem,
the N etherlands

Phar machemie B.V., Haarlem,
the N etherlands

Phar machemie B.V., Haarlem,
the N etherlands

Phar machemie B.V., Haarlem,
the N etherlands

consoante o que ocorrer em primeiro lugar.

30tablets (3x10) in a PVC/Al blister,
supplied in a box

30tablets (3x10) in a PVC/Al blister,
supplied in a box

30tablets (3x10) in a PVC/Al blister,
supplied in a box

56 (4x14) tablets in a PVC/AI blister,
supplied in a box

56 (4x14) tablets in a PVC/AI blister,
supplied in a box

56 (4x14) tablets in a PVC/AI blister,
supplied in a box

56 (4x14) tablets in a PVC/AI blister,
supplied in a box

25 mL of solutionin aglass bottle,
supplied in a box

5mL of solution in aglass bottle,
supplied in a box

One glass vial ina box YES

One glass vial ina box YES

50 mL of solution concentratein a
glass bottle (multy dose vial) with a YES
rubber stopper, an aluminiumcap and
aprotective lid, supplied in a box

16.7 mL of concentrate for infusion
solutionin aclear glass bottle with
teflon-coated r ubber (bromobutyl)
stopper and aluminiumring with plastic
(PP) lid, supplied in abox

5 mL of sol ution for infusion
concentrate in a colourless glass bottle
with arubber (bromobutyl) stopper
coated with Teflon and an Al ring with
aplastic (PP) lid, suppliedin a box

25 mL of concentrate for infusion
solutionin aclear glass bottle with
rubber (bromobutyl) stopper coated
with teflon and Al ring with plastic (PP)
lid, suppliedina box

50 mL of solution for infusion
concentrate in a colourless glass bottle
with arubber (bromobuty) stopper
coated with Teflon and an al uminium
ring with a plastic (PP) lid, suppliedin
abox

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES
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Palladone SR capsules 16 mg

Palladone SR capsules 4 mg

Palladone SR capsules 8 mg

Pamitor 15 mg/mL concentrate
for infusi on s oluti on

Pamitor 15 mg/mL concentrate
of sol ution for infusion

Pamitor 15 mg/mL concentrate
for infusi on s oluti on

Pamitor 15 mg/mL concentrate
of sol ution for infusion

Pamitor15 mg/mL concentr ate of
solution for i nfusion

Pamitor15 mg/mL concentr ate
for infusi on s oluti on

Panadol

Panadol Baby

Panadol Baby

Panadol Extra

Panadol Rapid

Panaze 10000 capsules

Pancuroniuminjection BP 4 mg

Pankreoflat

Pantexol cream

prolonged-releas e capsules

prolonged-releas e capsules

prolonged-releas e capsules

concentrate for infusion
solution

concentrate of sol ution for
infusion

concentrate for infusion
solution

concentrate of sol ution for
infusion

concentrate of sol ution for
infusion

concentrate for infusion
solution

film coated tablets

oral suspension

oral suspension

film coated tablets

film coated tablets

capsul es (with gastric-
resistant microfilm tablets)

solution for intravenous
injection

coated tabl ets

cream

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Mundipharma Ges.m.b.H.,
Vienna, Austria

Mundipharma Ges.m.b.H.,
Vienna, Austria

Mundipharma Ges.m.b.H.,
Vienna, Austria

Torrex-Pharma GmbH, Vienna,
Austria

Torrex-Pharma GmbH, Vienna,
Austria

Torrex-Pharma GmbH, Vienna,
Austria

Torrex-Pharma GmbH, Vienna,
Austria

Torrex-Pharma GmbH, Vienna,
Austria

Torrex-Pharma GmbH, Vienna,
Austria

GlaxoSmithKline Dungar van Ltd.,
Knockbrack, Dungarvan, Co.
Waterford, Republic of Ireland

Glaxo Wellcome Production,
Avenue du General de Gaulle,
Herounille Saint Clair, France

Glaxo Wellcome Production,
Avenue du General de Gaulle,
Herounville Saint Clair, France

GlaxoSmithKline D ungar van Ltd.,
Knockbrack, Dungar van, Co.
Waterford, Republic of Ireland

GlaxoSmith Kline Dungarvan
Limited, Republic of Ireland

Krka d.d., Smarjeska cesta 6,
Novo mesto, Republic of
Slovenia

Rotexmedica GmbH, Trittau,
Germany

Sol vay Phar maceuticals GmbH,
Hannover, Germany

Jadran - Galenski laboratorij d.d.,
Pulac bb, Rijeka, R epublic of
Croatia

consoante o que ocorrer em primeiro lugar.

56 (4x14) capsules in a blister
(PVDC/PVCI/IAl), suppliedin a box

56 (4x14) capsules in a blister
(PVDC/PVCI//Al), suppliedin a box

56 (4x14) capsules in a blister
(PVDC/PVCI/IAl), suppliedin a box

One clear glass ampoul e containing 4
mL of solution, suppliedina box

Pol yethylene ampoule containing 2 mL
of sol ution, supplied in a box

A clear glass ampoule containing 6 mL
of sol ution, supplied in a box

Pol yethylene ampoule containing 4 mL
of sol ution, supplied in a box

Pol yethylene ampoule containing 6 mL
of sol ution, supplied in a box

One clear glass ampoul e containing 2
mL of solution, suppliedina box

12 (1x12) tablets in a PVC/A| blister,
supplied in a box

300 mL of sus pension inan amber
glass bottle with a pl astic temper-
evident stopper and a plastic
measuring device (0.5 mL to 8 mL),
supplied in a box

100 mL of suspensionin an amber
glass bottle with plastic temper-proof
closure and plastic dispenser (0.5 mL
to 8 mL), suppliedin abox

12 (1x12) tablets in PVC/Al blister,
suppliedin acarton box

10 (1x10) tablets in a PVC/AI blister,
suppliedin a box

20 capsules in an amber glass bottle,
suppliedin a box

2mL of solution in aglass ampoule,
10 ampoules in a box

50 (2x25) tablets in a blister, supplied
ina box

25grams of creamin an aluminium

tube with plastic cap, supplied ina box YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES
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Apéndice ao AnexoV
Lista(*) fornecida pela Crodcia, numa tnica lingua, de medicamentos em rehg¢doaos quais asautorizagdes de comercializagio emitidas ao abrigo da legislagdo croata antes da data da adesio permanecerdo vélidasaté serem renovadasem conformidade com oacervo ou até 30 de Junho de 2017,
consoante o que ocorrer em primeiro lugar.

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Jadran - Galenski laboratorij d.d.,

25grams of ointment in an al umi nium

Pantexol ointment ointment Sl:lc::ﬁ:b, Rijeka, Republic of tube with plastic cap, supplied ina box YES YES YES
Jadran - Galenski laboratorij d.d., | 150 mL of syrup in an amber glass
P?_'acemm‘" JADRAN syrup 150 | o\ Pulac bb, Rijeka, R epublic of bottl e and a plastic measuring glass, YES YES YES
m Croatia supplied in a box
Paraplatin 150 mg/15 mL concentrate of sol ution for Bristol-M ; 15 mL of concentr ate for infusion
- -Myers Squibb S.r.l., e C
pongentrate for solution for infusion Sermoneta, Latina, Italy solutionin a glass bottle, suppliedin a YES YES
infusion box
Parapl atin 50 mg/5 mL . . ] 5 mL of sol ution for i nfusion
concentrate for solution for concentrate of sol ution for Bristol-Myers Sq uibb Srl., concentrate in aglass bottle, s upplied YES YES
o infusion Sermoneta, Latina, Italy X
infusion ina box
: Box with one pre-filled syringeand a
Partobulin SDF 1250 IU solution for i njection 261)42?0;\\/9 Ind ”f;”eﬁrasse 67, | needle with one dose of 250 ug (1250 YES YES
" tenna, Austria 1U) of preparation
Merz Pharma GmbH & Co KGaA, | 6 (1x6) pessaries in a PVC/PVDC/PE
PatentexOval N pessary Frankfurt am Main, Germany strip, supplied in abox YES YES YES
N.V. Organon, Oss, the . !
Pawlon 4 mg=2 mL solution for i njection Netherlands; Organon S A, 50 arlppé)yles g\noth 2 ml of solution, YES YES
Eragny Sur Epte, France suppliedin a box
PEDIACEL vaccine against
diphtheria, tetanus, pertussis 0.5-mL of suspensionin aglass bottle
(acellular, five component), ] T Sanofi Pasteur Limited, Toronto, (glass type I, Ph.Eur), with a
poliomyelitis (inacti vated) and suspension for injection Canada bromobutyl stopper that does not YES YES
Haemdfilus influenzae type B contain latex, suppliedin a box
(conjugated), absorbed
PEGASYS 135 micrograms of F. Hoffmann-La Roche Ltd., B ith 1 syri taining 0.5 mL
solution for injection in pre-filled solution for injection Grenzacherstrasse 124, Basel, Ofox ;Mt‘ syr(;ngecogl aining 9.5 m YES YES YES YES
syringe Switzerland solution and aneedle
PEGASYS 180 micrograms of F. Hoffmann-La Roche Ltd., ; : L
solution for i njection in pre-filled solution for i njection Grenzacherstrasse 124, Basel, Box Wlth 1syringe containing 0.5 ml. YES YES YES YES
h N of sol ution and aneedle
syringe Switzerland
Vial containing powder and ampoule
. ) . with diluent for sol ution for injection
Peglntron 100 ug powder and powder ?ndd'lue”t.mr SCher'ng'Plou.gh (Brinny) (Water for Injection), one syringe for
diluent for i niecti It prepar ation of solution for Company, Innishannon, County iniection. t edles for iniecti d YES YES YES
iluent for i njection sol ution injection Cork, Republic of Ireland injection, two needles for injection an
one abs orbent cotton-wool roll,
suppliedin a box
Syringe with cartridge containing
Peglntron 100 ug powder and powder and diluent for Schering-Plough (Brinny) powder and diluent for solution for
diluent for solution for injectionin | solution for injectionin a Company, Innishannon, County injection (Water for i njection), one YES YES YES
syringe with cartridge cartridge Cork, Republic of Ireland injection needle and two absor bent
cotton wool rolls, supplied in abox
Vial containing powder and ampoule
. ) . with diluent for sol ution for injection
Peglntron 120 ug powder and powder?nddflluelnttlforf Schenng-Pllougt;](Bnnnyz: ¢ (Water for Injection), one syringe for VES VES VES
diluent for injection sol ution preparation of solution for ompany, Innishannon, L.ounty injection, two needl es for injection and
injection Cork, Republic of Ireland
one abs orbent cotton-wool roll,
suppliedin a box
Syringe with cartridge containing
Peglntron 120 ug powder and powder and diluent for Schering-Plough (Brinny) powder and diluent for solution for
diluent for solution for injectionin | solution for injectionin a Company, Innishannon, County injection (Water for i njection), one YES YES YES
syringe with cartridge cartridge Cork, Republic of Ireland injection needle and two absor bent
cotton wool rolls, supplied in abox
Vial containing powder and ampoule
powder and diluent for Schering-Plough (Brinny) with diluent for sol ution for injection
Peglntron 150 ug powder and prepar ation of solution for Company, Innishannon, County (Water for Injection), one syringe for YES YES YES

diluent for i njection sol ution

injection

Cork, Republic of Ireland

injection, two needl es for injection and
one abs orbent cotton-wool roll,
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Peglntron 150 ug powder and
diluent for solution for injectionin
syringe with cartridge

Peglntron 50 ug powder and
diluent for i njection sol ution

Peglntron 50 ug powder and
diluent for solution for injectionin
syringe with cartridge

Peglntron 80 ug powder and
diluent for injection sol ution

Peglntron 80 ug powder and
diluent for solution for injectionin
syringe with cartridge

Penbritininjection 1g

Penbritin injection 500 mg

Pentamon

Pentasa 1g suppositories

Pentasa 1g suspension for
rectal administration

Pentasa 500 mg tablets

PENTAXIM, diphtheria, tetanus,
pertussis (acellular), poliomyelitis
(inactivated), and Haemophilus
influenzae type B conjugated
vaccine

PENTILIN solution for injection
100 mg/5 mL

powder and diluent for
solution for injectionin a
cartridge

powder and diluent for
prepar ation of solution for
injection

powder and diluent for
solution for injectionin a
cartridge

powder and diluent for
prepar ation of solution for
injection

powder and diluent for
solution for injectionin a
cartridge

powder for sol ution for
injection

powder for sol ution for

injection
film coated tablets with
prolonged-release

suppositories

suspension for rectal
administration

prolonged release tabl ets

powder and sus pension for
suspension for injection

solution for injection

consoante o que ocorrer em primeiro lugar.

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Schering-Plough (Brinny)
Company, Innishannon, County
Cork, Republic of Ireland

Schering-Plough (Brinny)
Company, Innishannon, County
Cork, Republic of Ireland

Schering-Plough (Brinny)
Company, Innishannon, County
Cork, Republic of Ireland

Schering-Plough (Brinny)
Company, Innishannon, County
Cork, Republic of Ireland

Schering-Plough (Brinny)
Company, Innishannon, County
Cork, Republic of Ireland

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Ferring A/S, Vanlose, D enmark

Ferring-Leciva a.s., Jesenice u
Prahy, Czech Republic

Ferring A/S, Vanlose, D enmark;
Ferring Intercontinental Center
SA, St-Prex, Switzerland

Sanofi Pasteur S.A., 2avenue
Pont Pasteur, Lyon, France

Krka d.d., Smarje$ka cesta 6,
Novo mesto, Republic of
Slovenia

suppliedin a box

Syringe with cartridge containing
powder and diluent for solution for
injection (Water for i njection), one
injection needle and two absor bent
cotton woal rolls, suppliedin abox
Vial containing powder and ampoule
with diluent for sol ution for injection
(Water for Injection), one syringe for
injection, two needl es for i njection and
one abs orbent cotton-wool roll,
supplied in a box

Syringe with cartridge containing
powder and diluent for solution for
injection (Water for i njection), one
injection needle and two absor bent
cotton woal rolls, supplied in abox
Vial containing powder and ampoule
with diluent for sol ution for injection
(Water for Injection), one syringe for
injection, two needl es for injection and
one abs orbent cotton-wool roll,
supplied in a box

Syringe with cartridge containing
powder and diluent for solution for
injection (Water for i njection), one
injection needle and two absor bent
cotton woal rolls, supplied in abox

50 colourless glass bottles with YES
powder, supplied in abox

50 colourless glass bottles with

powder, supplied in abox YES

20 (2x10) filmcoated tablets in a YES
(PVC/AI) blister, supplied in a box

28 (4x7) suppositories in an aluminium
blister, suppliedin abox

7 individuall y packed containers (in
bags) with 100 mL of suspension and
an application attachment, in a
protective bag and 7 plastic hygiene
bags, suppliedin abox

100 (10x10) tablets in auminum
blisters, supplied in abox

Box with a glass bottle with powder
and a glass syringe with 0.5 mL of
suspension with aneedle and a needle
protection

5 mL of solution for injectionin a glass
ampoule, 5ampoules in abox

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES YES
YES YES
YES YES
YES YES
YES YES
YES
YES
YES
YES
YES
YES
YES

YES

AC 30/11

DGK 2

GRP

115
LIMITE PT



Apéndice ao AnexoV

Lista(*) fornecida pela Crodcia, numa tnica lingua, de medicamentos em rehg¢doaos quais asautorizagdes de comercializagio emitidas ao abrigo da legislagdo croata antes da data da adesio permanecerdo vélidasaté serem renovadasem conformidade com oacervo ou até 30 de Junho de 2017,

PENTILIN tablets 400 mg

Peptoran 75 tablets

Perfalgan 10 mg/mL

Perfalgan 10 mg/mL

Persantin 75 mg coated tablets

Persen sugar-coated tablets

Persen forte capsules

Persen forte capsules

Persen tablets

Phenobarbiton sodium i njection

PHENOBARBIT ON PLIVA 100
mg tabl ets

PHENOBARBITON PLIVA15 mg
tablets

PHOLCODIN 10 mg caps ules

PHOLCODIN 15 mg/15 mL oral
solution

PHOLCODIN 4 mg/5 mL oral
solution for children

Physiotens 0.2

Physiotens 0.4

Pigrel

prolonged-releas e tablets

film coated tablets

solution for i nfusion

solution for i nfusion

coated tabl ets

sugar-coated tablets

capsul es, hard

capsul es

coated tabl ets

powder (lyophilisate) and

diluent for preparation of

injections

tablets

tablets

capsul es

oral solution

oral solution

film coated tablets

film coated tablets

film coated tablets

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Krka d.d., Smarje$ka cesta 6,
Novo mesto, Republic of
Slovenia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Bristol-Myers Squibb, 304,
avenue du Dr Jean Bru, Agen,
France

Bristol-Myers Squibb, 304,
avenue du Dr Jean Bru, Agen,
France

Boehringer Ingelheim France, 12,
Rue Andre H uet, Reims, Cedex,
France

Lekfarmacewska druzba d.d.,
Verowskova 57, Ljubljana,
Republic of Slovenia

Lekfarmacevska druzba d.d.,
Ljubljana, Republic of Slovenia

Lekfarmacewska druzba d.d.,
Verowskova 57, Ljubljana,
Republic of Slovenia

Lekfarmacevska druzba d.d.,
Ljubljana, R epublic of Slovenia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada

Vukovara 49, Zagreb, Republic of
Croatia

Alkaloid AD - Skopje, Bulevar
Aleksandar Makedonski 12,
Skopje, FYROM

Alkaloid AD - Skopje, Bulevar
Aleksandar Makedonski 12,
Skopje, FYROM

Alkaloid AD - Skopje, Bulevar
Aleksandar Makedonski 12,
Skopje, FYROM

Solvay Phar maceuticals S.A.S.,
Chétillon sur Chal aronne, France

Solvay Phar maceuticals S.A.S.,
Chétillon sur Chal aronne, France

Jadran -Galenski laboratorij d.d.,
Rijekain cooperation with Krka
Farma d.o.o., Zagreb

consoante o que ocorrer em primeiro lugar.

20 (2x10) prolonged-release tablets in
PVC/AI blister, supplied in abox

10 (1x10) film coated tablets in a
OPA/AI/PVCI// Al blister, supplied ina YES
box

One glass vial with 100 mL of solution
for infusion, 12 vials in a transparent
protecti ve contai ner (polyethylene with
thermo film)

One glass vial with 50 mL of solution
for infusion, 12 vials in atransparent
protecti ve contai ner (polyethylene with
thermo film)

50 coated tablets in a white plastic
container (PP) with a white s topper
(PE), suppliedina box

Box with 40 sugar coated tablets
(blister, 4x10 sugar coated tablets)

20 (2x10) capsulesin a
(PVC/PCTFE//AI) blister, suppliedin a
box

Box with 20 capsules (blister, 2x10
capsul es)

40 (4x10) coated tablets in a blister
(PVC/TE/PVDCI//Al), supplied in abox

5ampoules with powder and 5
ampoul es each with 2 mL of sol vent YES
(water for injection), supplied ina box

10 (1x10) tablets in an orange blister

(PVC/AI), supplied in a box YES

30 (3x10) tablets in an orange blister YES
(PVC/Al), supplied in abox

20 capsules in an amber glass bottle,
supplied in a box

150 mL of solution in an amber glass
bottl e with plastic closure and 15-mL
plastic dispenser, suppliedin a box
60 mL of solutionin anamber glass
bottl e with a pl astic stopper and a
plastic measuring unit of 2.5 mL,
supplied in a box

28 (1x28) film coated tablets in a
PVC/PVDC/AI blister, suppliedina box

28 (1x28) film coated tablets in a
PVC/PVDC/AI blister, suppliedina box

28 (4x7) tablets in a blister, suppliedin YES
abox

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES
YES
YES
YES
YES
YES
YES

YES

YES

YES

YES
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Lista(*) fornecida pela Crodcia, numa tnica lingua, de medicamentos em rehg¢doaos quais asautorizagdes de comercializagio emitidas ao abrigo da legislagdo croata antes da data da adesio permanecerdo vélidasaté serem renovadasem conformidade com oacervo ou até 30 de Junho de 2017,
consoante o que ocorrer em primeiro lugar.

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Bosnalijek d.d., Jukiceva 53,

60 mL of | otion in an amber glass

Pilfud 2% lotion lotion azz?:;/g\hsgsnia and bottl e, supplied in a box YES YES YES
Bosnalijek d.d., Jukiceva 53, 60 mL of solutionin a plastic bag with
Pilfud 5% lotion skin spray, solution Sarajevo, Bosnia and aspray pump and atemper-evident YES YES YES
Herzegovina stopper, suppliedin a box
S LEK S.A., Strykéw, Poland; LEK 28 (7x4) tablets in a strip, suppliedin a
Piramil 1.25 mg tablets tablets SA., Warszawa, Poland box YES YES
— LEK S.A., Strykéw, Poland; LEK 28 (7x4) tablets in a blister, suppliedin
Piramil 10 mg tablets tablets SA. Warszawa, Poland abox YES YES
S LEK S.A., Strykéw, Poland; LEK 28 (7x4) tablets in a blister, suppliedin
Piramil 2.5 mg tabl ets tablets SA. Warszawa, Poland abox YES YES
S LEK S.A., Strykéw, Poland; LEK 28 (7x4) tablets in a blister, suppliedin
Piramil 5 mg tablets tablets SA, Warszawa, Poland abox YES YES
" R~ . TreSnjevka | abor atorij d.o.o., . .
Planinski &2 - herbal laxative herbal laxative tea Juki¢eva 32, Zagreb, Republic of 759 c.’f teain a plastic (PP) bag, YES YES YES
tea Croatia suppliedin a box
" . . . . 20 mL of infusion solution concentrate
Platinex 10 mg/20 mL concentrate for infusion Bristol-Myers Squibb S.r.l., h A
concentrate for infusion s olution solution Sermoneta, Latina, Italy Ibr:)in amber glass bottle, suppliedina YES YES
Platinex 50 mg/100 mL concentrate for infusion Bristol-Myers Squibb S.r.l., ;gﬁjﬁrgrl;izf;::r;(ﬁggratleafsosr ggtl:felon YES YES
concentrate for infusion s olution solution Sermoneta, Latina, Italy o 9 ’
suppliedin a box
Sanofi Winthrop Industrie, :
Plavix film coated tablets Ambares et Lagrave, Carbon 28.3(2)(14) film coatgd t?bl elsin a YES YES YES
Blanc Cedex, France blister (Al/Al), suppliedin abox
Pliva Croatia Ltd., Ulicagrada 10 (1x10) film coated tablets in an
PLICET EFFECT tablets film coated tablets Vukovara 49, Zagreb, Republic of = orange PVC/PVDC//Al blister, supplied YES YES YES
Croatia ina box
Pliva Croatia Ltd., Ulicagrada 100 mL of syrupin an amber glass
Plicet syrup syrup Vukovara 49, Zagreb, Republic of | bottleand a 5-mL spoon, suppliedin a YES YES YES
Croatia box
Pliva Croatia Ltd., Ulicagrada : .
Plicet tablets tablets Vukovara 49, Zagreb, Republic of 20 (2.)(10). tablets in PVC/AI blister, YES YES YES
Croatia supplied in a box
Pliva Croatia Ltd., Ulicagrada . .
Plicet tablets tablets Vukovara 49, Z agreb, Republic of | 10 (1x10) tablets in a PVC/A! blister, YES YES YES
Croatia suppliedin a box
Pliva Croatia Ltd., Ulicagrada . L
Plimycol cream cream Vukovara 49, Zagreb, Republic of 20 grams qf or gam in an aluminium YES YES
Croatia tube, suppliedin a box
Pliva Croatia Ltd., Ulicagrada . .
! X 10 (1x10) tablets in an orange blister
PLIVADON tablets \c/:l:OI«a)t\i/:ra 49, Z agreb, Republic of (PVC/PVDC//AI), suppliedin a box YES YES YES
Pliva Croatia Ltd., Ulicagrada 1-mL of s olution for injection i |
PLIVIT B1 injection 100 mg solution for i njection Vukovara 49, Zagreb, Republic of | M- Ofsoutiontor injectionin a glass YES YES
Croatia ampoule, 50 ampoules in a box
Pliva Croatia Ltd., Ulicagrada " i
PLIVIT B1 injection 250 mg solution for i njection \C/l: OI«ant\i/:ra 49, Zagreb, Republic of inrq”p'z)ﬁlf;ds‘a“;’;;‘(’)’J&eﬁ'zwxa glass YES YES
Pliva Croatia Ltd., Ulicagrada . .
PLIVIT B1 tablets tablets Vukovara 49, Z agreb, Republic of | 20.(2x10) tablets in a blister YES YES YES

Croatia

(PVC/PVDCI//Al), suppliedin a box
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PLIVIT B6 injection 250 mg

PLIVIT B6 injection 50 mg

PLIVIT B6 tablets

PLIVIT C 1000 mg sugar-free
effer vescent tablets, lemon
flavoured

PLIVIT C 1000 mg sugar-free
effer vescent tablets, lemon
flavoured

PLIVIT C tablets 50 mg

PLIVIT C tablets 500 mg

PLIVIT C 500 mg prolonged-
release tablets

Plivit D3

Plymicol vaginal tablets

PNEUMO 23 Pneumoc occal
pol ysacc haride vaccine

Poliosabin (Oral) trovalent live,
attenuated vaccine against
poliomyelitis, Sabin strain,
stabilized in MgCl

Pollinextree, extract of birch,
hazel and alder tree pollen for
specific immunother apy

Pollinextree, extract of birch,
hazel and alder tree pollen for
specific immunother apy

Pollinextree, extract of birch,
hazel and al der tree pollen for
specific immunother apy

Pollinextree, extract of birch,
hazel and al der tree pollen for
specific immunother apy

Pollinextree, extract of birch,
hazel and alder tree pollen for
specific immunother apy

solution for injection

solution for injection

tablets

effer vescent tablets

effer vescent tablets

tablets

tablets

film coated prol onged-
release tablets

oral drops, sol ution

vaginal tablets

solution for injection

oral suspension

suspension for
subcutaneous injection

suspension for
subcutaneous injection

suspension for
subcutaneous injection

suspension for
subcutaneous inj ection

suspension for
subcutaneous inj ection

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Sanofi Pasteur S.A., 2avenue
Pont Pasteur, Lyon, France

GlaxoSmithKline Biologicals s.a.,
Rue de linstitut 89, Rixensart,
Belgium

Pliva Croatia Ltd., Zagreb,
Republic of Croatia and Allergy
Therapeutics Ltd., Worthing,
Great Britain

Pliva Croatia Ltd., Zagreb,
Republic of Croatia and Allergy
Therapeutics Ltd., Worthing,
Great Britain

Pliva Croatia Ltd., Zagreb,
Republic of Croatia and Allergy
Therapeutics Ltd., Worthing,
Great Britain

Pliva Croatia Ltd., Zagreb,
Republic of Croatia and Allergy
Therapeutics Ltd., Worthing,
Great Britain

Pliva Croatia Ltd., Zagreb,
Republic of Croatia and Allergy
Therapeutics Ltd., Worthing,
Great Britain

consoante o que ocorrer em primeiro lugar.

5mL of sol ution for injectionin an
amber glass ampoule, 50 ampoules in
abox

2 mL of sol ution for injectionin an
amber glass ampoule, 50 ampoules in
abox

20 (2x10) tablets in a blister
(PVC/PVDCI//Al), suppliedin a box

10 effer vescent tablets in a

pol ypropylene tube (cap with silicagel
and tamper-proof ring), supplied in a
box

10 effer vescent tablets in a

pol ypropylene tube (cap with silicagel
and tamper-proof ring), supplied in a
box

30 (3x10) tablets in a PVC/PVDC//Al
blister, suppliedin abox

20 (2x10) tablets in a blister
(PVC/PVDCI/IA), suppliedina box

10 (1x10) prolonged-release film
coated tablets in a PVC/PVDC//Al
blister, suppliedin abox

10 mL of solutionin anamber glass
bottl e with plastic dropper attachment,
supplied in a box

3 vaginal tabl ets in a blister, supplied
ina box

Box with 1 glass syringe containing 0.5
mL of vaccine and aneedle with
protection

Box with 25 plastic tubes with one
vaccine dose

One 1.5 mL of sus pension in aglass
val, 3 glass syringes and 4 needles for
injection, suppliedin abox

3redglass syringes each containing
0.5 mL of suspension and 4 needles
for injection, supplied in a box

3 glass syringes each containing 0.5
mL of suspension and 4 needles for
injection, suppliedin abox

3 glass bottles each containing 1 mL of
suspension, 5 syringes and 6 needles
for injection, supplied in a box

One 1.5 mL of sus pension in aglass
val, 3 glass syringes and 4 needles for
injection, suppliedin abox

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES
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Apéndice ao AnexoV

Lista(*) fornecida pela Crodcia, numa tnica lingua, de medicamentos em rehg¢doaos quais asautorizagdes de comercializagio emitidas ao abrigo da legislagdo croata antes da data da adesio permanecerdo vélidasaté serem renovadasem conformidade com oacervo ou até 30 de Junho de 2017,

Pollinexgrass and rye, extract of
grass and rye for s pecific
immunotherapy

Pollinexgrass and rye, extract of
grass and rye for s pecific
immunotherapy

Pollinexgrass and rye, extract of
grass and rye for s pecific
immunotherapy

Portal 20 mg capsules

Portal 20 mg capsules

Portalak syrup

Portalak syrup

Portalak syrup

Prazine sugar-coated tablets 100
mg

Prazine sugar-coated tablets 25
mg

Prazine i njection 100 mg

Prazine injection 50 mg

Preductal

PRENESSA tablets 4 mg

Prevenar S. Pneumoniae
saccharide conjugated vaccine,
absorbed

Prevenar, saccharide,
conjugated and absorbed
vaccine against S. pneumoniae

Prevenar S. Pneumoniae
saccharide conjugated vaccine,
absorbed

Prevenar S. Pneumoniae
saccharide conjugated vaccine,
absorbed

suspension for
subcutaneous inj ection

suspension for
subcutaneous inj ection

suspension for
subcutaneous inj ection

capsul es

capsul es

syrup

syrup

syrup

sugar-coated tablets

sugar-coated tablets

solution for i njection

solution for i njection

film coated tablets

tablets

suspension for injection

suspension for injection

suspension for injections

suspension for injections

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Pliva Croatia Ltd., Zagreb,
Republic of Croatia and Allergy
Therapeutics Ltd., Worthing,
Great Britain

Pliva Croatia Ltd., Zagreb,
Republic of Croatia and Allergy
Therapeutics Ltd., Worthing,
Great Britain

Pliva Croatia Ltd., Zagreb,
Republic of Croatia and Allergy
Therapeutics Ltd., Worthing,
Great Britain

Lekfarmacewska druzba d.d.,
Verowkova 57, Ljubljana,
Republic of Slovenia
Lekfarmacewska druzba d.d.,
Verowkova 57, Ljubljana,
Republic of Slovenia

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada

Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Les Laboratories Servier
Industrie, 905 route de Saran,
45520 Gidy, France

Krka d.d., Nowo mesto, Republic
of Sloveni a; KRKA Pols ka
Sp.z.0.0., Warszawa, Poland

John Wyeth & Brother Ltd.,
Hants, Great Britain

John Wyeth & Brother Ltd.,
Hants, Great Britain

John Wyeth & Brother Ltd.,
Hants, Great Britain

John Wyeth & Brother Ltd.,
Hants, Great Britain

consoante o que ocorrer em primeiro lugar.

4 glass syringes each containing 0.5
mL of suspension and 4 needles for YES
injection, supplied in abox

4 glass bottles each containing 1 mL of
suspension, 5 syringes and 6 needles YES
for injection, supplied in a box

5 glass syringes each containing 0.5
mL of suspension and 4 needles for YES
injection, suppliedin abox

28 (4x7) capsules in a blister, supplied
ina box

14 (2x7) capsules in a blister, supplied
ina box

20 bags (PET/AI/PE) with & 15 mL of YES
syrup, suppliedin a box

5 (PET/AI/PE) bags each with 15 mL

of syrup, supplied in a box YES

250-mL of syrupin a plastic bottl e with
g YES
screw cap, supplied ina box

50 sugar coated tablets (5x10) ina

blister, suppliedin abox YES
50 sugar coated tablets (5x10) ina YES
blister, suppliedin abox

Box yvith 10 ampoules with 2 mL of YES
solution

Box with 10 ampoules with 1 mL of YES

solution

60 (2x30) tablets in a PVX/A| blister,
supplied in a box

30 (3x10) tablets in PVC/PE/PVDC//AI
blister, suppliedin abox

One glass vial with 0.5 mL of vaccine
suspension, one syringe and two
needles, supplied ina box

10 syringes with 0.5 mL of vaccine
suspension, suppliedin a box

One syringe with 0.5 mL of vaccine
suspension, suppliedin a box

One syringe with 0.5 mL of vaccine
suspension, with separate needle,
suppliedin a box

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES
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Apéndice ao AnexoV

Lista(*) fornecida pela Crodcia, numa tnica lingua, de medicamentos em rehg¢doaos quais asautorizagdes de comercializagio emitidas ao abrigo da legislagdo croata antes da data da adesio permanecerdo vélidasaté serem renovadasem conformidade com oacervo ou até 30 de Junho de 2017,

Prevenar S. Pneumoniae
saccharide conjugated vaccine,
absorbed

Prexanil 4 mg

PREXANIL 8 mg tablets

Prexanil Combi

Primolut-Nor tablets

Primus tea

Prinivil 10 mg tabl ets

Prinivil 20 mg tabl ets

Prinivil 5 mg tablets

Prinzide 20/12.5 mg tablets

PRIORIX, combined, live
lyophilized vaccine against
morbilli, parotitis and rubella

PRITOR 40 mg tablets

PRITOR 80 mg tablets

PritorPlus 40/12.5 mg tabl ets

PritorPlus 80/12.5 mg tabl ets

Procoralan 5 mg film coated
tablets

suspension for injection

tablets

tablets

tablets

tablets

tablets

tablets

tablets

tablets

powder and diluent for
solution for i njection

tablets

tablets

tablets

tablets

film coated tablets

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

John Wyeth & Brother Ltd.,
Hants, Great Britain

Les Laboratoires Servier
Industrie, Gidy, France; Servier
Republic of Ireland Industries
Ltd., Arckow, Co. Wick ow,
Republic of Ireland

Les Laboratoires Servier
Industrie, Gidy, France; Servier
Republic of Ireland Industries
Ltd., Arckow, Co. Wick ow,
Republic of Ireland

Les Laboratoires Servier
Industrie, Gidy, France; Ser\ier
Republic of Ireland Industries
Ltd., Arckow, Co. Wick ow,
Republic of Ireland

Schering GmbH und Co.
Produktions KG,
Doebereinerstrass e 20, Weimar,
Germany

Fitofarmacijad.o.o., Zagreb,
Republic of Croatia

Merck Sharp & Dohme B.V.,
Waar derweg 39, Postbus 581,
Haarlem, the Netherlands

Merck Sharp & Dohme B.V.,
Waar derweg 39, Postbus 581,
Haarlem, the Netherlands

Merck Sharp & Dohme B.V.,
Waar derweg 39, Postbus 581,
Haarlem, the Netherlands

Merck Sharp & Dohme B.V.,
Waar derweg 39, Postbus 581,
Haarlem, the Netherlands

GlaxoSmithKline Biologicals s.a.,
Rue de lInstitut 89, Rixensart,
Belgium

SmithKline Beecham
Phar maceuticals, Crawl ey, West
Sussex, Great Britain

SmithKline Beecham
Phar maceuticals, Crawl ey, West
Sussex, Great Britain

SmithKline Beecham
Phar maceuticals, Craw ey, West
Sussex, Great Britain

SmithKline Beecham
Phar maceuticals, Craw ey, West
Sussex, Great Britain

Les Laboratoires Servier
Industrie, 905 route de Saran,
45520 Gidy, France; Servier
(Republic of Ireland) Industries
Ltd., GoreyRoad, Arkow, Co.
Wick ow, Republic of Ireland;

consoante o que ocorrer em primeiro lugar.

One glass vial with 0.5 mL of vaccine
suspension, suppliedin a box

30 (1x30) tablets in a blister (PVC/AI),
supplied in a box

30 (1x30) tablets in a blister (PVC/AI),
supplied in a box

30 (1x30) tablets in a blister (PVC/AI),
supplied in a box

20 tablets in an amber glass bottle,
suppliedin acarton box

14 bags each containing 59 of tea, YES
supplied in a box

28 (2x14) tablets in a blister, supplied
ina box

28 (2x14) tablets in a blister, supplied
ina box

28 (2x14) tablets in a blister, supplied
ina box

28 (2x14) tablets in a PVC/Al blister,
suppliedin a box

Vial containing single dose of
lyophilised vaccine (powder), syringe
with pre-filled 0.5 mL of diluent,
Water for injection, and two needles
with protective caps, suppliedin abox

28 (4x7) tablets in a blister
(PAJAI/PVCIIAI), supplied in a box

28 (4x7) tablets in a blister
(PAJAI/PVCIIAI), supplied in a box

28 (4x7) tablets in a blister
(OPA/AI/PVCI/AI blister), supplied in a
box

28 (4x7) tablets in a blister
(OPA/AI/PVCI/AI blister), supplied in a
box

29 (2x14) film coated tablets in a
PVC/AI blister, supplied in a carton box

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES YES

YES YES
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Apéndice ao AnexoV

Lista(*) fornecida pela Crodcia, numa tnica lingua, de medicamentos em rehg¢doaos quais asautorizagdes de comercializagio emitidas ao abrigo da legislagdo croata antes da data da adesio permanecerdo vélidasaté serem renovadasem conformidade com oacervo ou até 30 de Junho de 2017,

Procoralan 7.5 mg film coated
tablets

Proctosan

Proctos an forte

Proculin

Pro-famosal 20 mg

Pro-famosal 20 mg

Pro-famosal 40 mg

Pro-famosal L 40 mg

Prograf capsules 0.5 mg

Prograf capsules 1 mg

Prograf capsules 5 mg

Prolaxsuppositories for children

Prolaxsuppositories for children

Propafenon Alkaloid 150 mg film
coated tabl ets

Propafenon Alkaloid 35 mg/10
mL solution for injection

film coated tablets

ointment

suppositories

eye drops, solution

coated tabl ets

coated tabl ets

coated tabl ets

coated tabl ets

capsul es, hard

capsul es

capsul es

suppositories

suppositories

film coated tablets

solution for i njection

consoante o que ocorrer em primeiro lugar.

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Przedsiebiorstwo
Farmaceutyczne AnpharmS.A,,
Ul. Annopol 603-236, Warszava,
Poland

Les Laboratoires Servier
Industrie, 905 route de Saran,
45520 Gidy, France; Servier
(Republic of Ireland) Industries
Ltd., GoreyRoad, Arkow, Co.
Wick ow, Republic of Ireland;
Przedsiebiorstwo
Farmaceutyczne AnpharmS.A,,
Ul. Annopol 603-236, Warszava,
Poland

STADA Arzneimittel AG,
Stadtstralle 2-18, Bad Vilbel,
Germany

STADA Arzneimittel AG,
Stadtstralle 2-18, Bad Vilbel,
Germany

Alkaloid AD - Skopje, Bulevar
Aleksandar Makedonski 12,
Skopje, FYROM

Pro. Med.CS Praha ass ., Prag,
Czech Republic

Pro.Med.CS Praha ass., Prag,
Czech Republic

Pro.Med.CS Praha ass., Prag,
Czech Republic

Pro.Med.CS Praha ass., Prag,
Czech Republic

Astellas Republic of Ireland Co.
Ltd., Killorglin, Republic of Ireland

Astellas Republic of Ireland Co.
Ltd., Killorglin, Republic of Ireland

Astellas Republic of Ireland Co.
Ltd., Killorglin, Republic of Ireland

Jadran - Galenski laboratorij d.d.,
Pulac bb, Rijeka, R epublic of
Croatia

Jadran - Galenski laboratorij d.d.,
Pulac bb, Rijeka, R epublic of
Croatia

Alkaloid AD - Skopje, Bulevar
Aleksandar Makedonski 12,
Skopje, FYROM

Alkaloid AD - Skopje, Bulevar
Aleksandar Makedonski 12,
Skopje, FYROM

30 (2x14) film coated tablets in a
PVC/AI blister, supplied in a carton box

20 grams of ointment inan aluminum
tube with a plastic cap, suppliedin a
box

10 (2x5) suppositories in a strip
(PVC/LDPE foil), supplied in abox

10 mL of solutionin anamber glass
bottl e and plastic sterile dropper
attachment in a protecti ve pl astic bag,
supplied in a box

Box with 20 tablets ( blister)

Box with 20 tablets ( blister)

Box with 10 tablets ( blister)

Box with 10 tablets ( blister)

30 (3x10) capsules in ablister
(PVC/PVDC//Al), in protective
aluminum envelope with desiccant,
suppliedin a box

60 (6x10) capsules in a blister, in
protecti ve al uminium foil, suppliedina
box

30 (3x10) capsules in a blister, in
protective aluminumenwelope,
suppliedin a box

10 (2x5) suppositories in a Al/PE strip,
supplied in a box

10 (2x5) suppositories in a Al/PE strip,
supplied in a box

50 tablets in an amber glass bottle with
an aluminium stopper, suppliedin a
box

10 (2x5) ampoules each containing 10
mL of solution, suppliedin a box

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES YES
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YES
YES
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Apéndice ao AnexoV

Lista(*) fornecida pela Crodcia, numa tnica lingua, de medicamentos em rehg¢doaos quais asautorizagdes de comercializagio emitidas ao abrigo da legislagdo croata antes da data da adesio permanecerdo vélidasaté serem renovadasem conformidade com oacervo ou até 30 de Junho de 2017,

Propafenon Genericon 150 mg
film coated tablets

Propafenon Genericon 300 mg
film coated tablets

Propecia 1 mg

Propiltiouracil Alkaloid 50 mg

Propranolol Lek 40 mg tablets

Proscar 5 mg

Prospan acute effer vescent
tablets

Prospan Liquid

Prospan or al solution

Prospera 1 mg tablets

Prospera 2 mg tablets

Prospera 3 mg tablets

Prospera 4 mg tablets

Protecta 10 mg tablets

Protecta 20 mg tablets

Protecta 40 mg tablets

PROVERA tablets 10 mg

PROVERA tablets 5 mg

film coated tablets

film coated tablets

film coated tablets

tablets

tablets

film coated tablets

effer vescent tablets

oral solution

oral solution

tablets

tablets

tablets

tablets

film coated tablets

film coated tablets

film coated tablets

tablets

tablets

consoante o que ocorrer em primeiro lugar.

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Genericon Pharma Ges.m.b.H.,
Hafnerstrasse 211, Graz, Austria

Genericon Pharma Ges.m.b.H.,
Hafnerstrasse 211, Graz, Austria

Merck Sharp & Dohme B.V.,
Waar derweg 39, Postbus 581,
Haarlem, the Netherlands

Alkaloid AD - Skopje, Bulevar
Aleksandar Makedonski 12,
Skopje, FYROM

Lekfarmacevska druzba d.d.,
Verovskova 57, Ljubljana,
Republic of Slovenia

Merck Sharp & Dohme B.V.,
Waar derweg 39, Postbus 581,
Haarlem, the Netherlands
Engelhard Arzneimittel GmbH &

Co.KG, Niederdorfelden,
Germany

Engelhard Arzneimittel GmbH &
Co.KG, Niederdorfelden,
Germany

Engelhard Arzneimittel GmbH &
Co.KG, Niederdorfelden,
Germany

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Pfizer Italia S.r.l., MarinaDe
Tronto, Ascoli Piceno, Italy

Pfizer Italia S.r.l., MarinaDe
Tronto, Ascoli Piceno, Italy

50 (5x10) film coated tablets in a
blister (PVC/Al), suppliedin a box

50 (5x10) film coated tablets in a
blister (PVC/Al), suppliedin a box

28 (4x7) tablets ina Alu/Alu blister,
supplied in a box

20 tablets in an amber glass bottle,
suppliedin a carton box

50 tablets in a glass bottle, suppliedin
abox

28 (2x14) tablets in a blister, supplied
ina box

10 effer vescent tablets in a plastic tube
(desiccant in pol yethylene cap),
suppliedin a box

30 bags each with 5 mL of solution,
supplied in a box

100 mL of solutionin an amber glass
bottl e with plastic
extensionattachment, screwcap and
10 mL measuring glass, suppliedin a
box

20 (1x20) tablets in a
PVC/PE/PVDC/AI blister, suppliedin a
box

20 (1x20) tablets in a

PVC/PE/PVDC/AI blister, suppliedin a
box

20 (1x20) tablets in a
PVC/PE/PVDC/AI blister, suppliedin a
box

20 (1x20) tablets in a
PVC/PE/PVDC/A blister, suppliedin a
box

28 (1x28) tablets in a transparent
blister (PVC/PE/PVDC//Al), supplied in
abox

28 (2x14) tablets in atransparent
blister (PVC/PE/PVDC//Al), supplied in
abox

29 (2x14) tablets in atransparent
blister (PVC/PE/PVDC//Al), supplied in
abox

30 (3x10) tablets in a blister (PVC/Al),
suppliedin a box

24 tablets in an amber glass bottle with
plastic cap, suppliedina box

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES
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Apéndice ao AnexoV

Lista(*) fornecida pela Crodcia, numa tnica lingua, de medicamentos em rehg¢doaos quais asautorizagdes de comercializagio emitidas ao abrigo da legislagdo croata antes da data da adesio permanecerdo vélidasaté serem renovadasem conformidade com oacervo ou até 30 de Junho de 2017,

Prozac 20 mg capsules

Prozac dispersible tablets 20 mg

Prozac Liquid 20 mg/5 mL oral
solution

Psorimed

Pulmozyme

Purisan granules

PYRAZINAMID Krka tablets 500
mg

Ramipril 10 mg tablets

Ramipril 2.5 mg tabl ets

Ramipril 5 mg tablets

Ramipril H 2.5mg/12.5 mg
tablets

Ramipril H 5 mg/25 mg tablets

RAMIPRIL PLIVA 10 mg tablets

RAMIPRILPLIVA 2.5 mg tablets

RAMIPRILPLIVA 5 mg tablets

RAMIPRIL PLUS PLIVA 2.5/12.5
mg tabl ets

RAMIPRIL PLUS PLIVA 5/25 mg
tablets

Ranisan 150 mg

capsul es

freel ydispersible tabl ets

oral solution

dermal solution

solution for inhal ation

granules

tablets

tablets

tablets

tablets

tablets

tablets

tablets

tablets

tablets

tablets

tablets

film coated tablets

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Eli Lilly and Company Limited,
Basingstoke, Hamps hire, Gr eat
Britain

Lilly, S.A., Avendiade la Industria
30, Alcobendas, Madrid, Spain

Lilly, S.A., Avendia de |a Industria
30, Alcobendas, Madrid, Spain;
Patheon France, 40, boulevard
de Champaret, Bourgoin-Jallieu,
France

Dr. August Wolff GmbH & Co.
Arzneimittel, Bielefeld, Germany

F. Hoffmann-La Roche Ltd.,
Grenzacherstrasse 124, Basel,
Switzerland

Cedevitad.o.0., Zagreb, Republic
of Croatia

Krka d.d., Smarje$ka cesta 6,
Novo mesto, Republic of
Slovenia

Farmal d.d., Branitelja
domovinskog rata 8, Ludbreg,
Republic of Croatia

Farmal d.d., Branitelja
domovinskog rata 8, Ludbreg,
Republic of Croatia

Farmal d.d., Branitelja
domovinskog rata 8, Ludbreg,
Republic of Croatia

Farmal d.d., Branitelja
domovinskog rata 8, Ludbreg,
Republic of Croatia

Farmal d.d., Branitelja
domovinskog rata 8, Ludbreg,
Republic of Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pro. Med.CS Praha as., Prague,
Czech Republic

consoante o que ocorrer em primeiro lugar.

14 (1x14) capsules in a blister
(PVC/AI), supplied in abox

14 (1x14) tablets in a blister
(PVC/PE/Aclar//Al), supplied in a box

70 mL of oral sol utionin an amber
glass bottle and a plastic meas uring
cup (with a5 mL graduate line),
supplied in a box

100 grams of solutionin a plastic
(HDPE) bottle with applicator-shaped
PP cap, suppliedina box

2.5 mL of solutionina plastic
(polyethylene) ampoule, 6 ampoules in
a protecti ve foil, suppliedina box

14 bags in abox

100 tablets in an amber glass bottle
with aluminum cap, suppliedin abox

28 (4x7) tablets ina AI/OPA/PVC/AI
blister, suppliedin abox

28 (4x7) tablets ina AI/OPA/PVC/AI
blister, suppliedin abox

28 (4x7) tablets ina AI/OPA/PVC/AI
blister, suppliedin abox

28 (4x7) tablets ina AI/OPA/PVC/AI
blister, suppliedin abox

28 (4x7) tablets ina A/OPA/PVC/AI
blister, suppliedin abox

30 (3x10) tablets in a blister
(AI/OPA//PVC/AI), suppliedin a box

30 (3x10) tablets in a blister
(AI/OPA//PVC/AI), suppliedin a box

30 (3x10) tablets in a blister
(AI/OPA//PVC/AI), suppliedin a box

30 (3x10) tablets in a blister
(AI/OPA//PVC/AI), suppliedin a box

30 (3x10) tablets in a blister
(AI/OPA//PVC/AI), suppliedin a box

20 (2x10) tablets in a blister, supplied
ina box

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES
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Apéndice ao AnexoV

Lista(*) fornecida pela Crodcia, numa tnica lingua, de medicamentos em rehg¢doaos quais asautorizagdes de comercializagio emitidas ao abrigo da legislagdo croata antes da data da adesio permanecerdo vélidasaté serem renovadasem conformidade com oacervo ou até 30 de Junho de 2017,

Ranisan 150 mg

Ranisan 150 mg

Ranisan 150 mg

Ranisan 75 mg

Ranisan 75 mg

Ranital injection 50 mg/2 mL

Ranital tablets 150 mg

Ranital tablets 300 mg
Ranitidin Europharma injection
50 mg/2 mL

Ranitidin Europharma tablets
150 mg

Ranitidin Europharma tablets
300 mg

Ranix 150

Ranix 300

Ranix injection

Rapamune 1 mg coated tablets

Rapilysin 10 U powder and
diluent for injection sol ution

Raptiva 100 mg/mL

RAWEL SR

film coated tablets

film coated tablets

film coated tablets

film coated tablets

film coated tablets

solution for injection

film coated tablets

film coated tablets

solution for injection

film coated tablets

film coated tablets

filmtablets

filmtablets

solution forintramuscul ar
and intravenous injection

coated tabl ets

powder and diluent for
solution for i njection

powder and diluent for
solution for injection

prolonged-release film-
coated tabl ets

consoante o que ocorrer em primeiro lugar.

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Pro. Med.CS Praha as., Prague,
Czech Republic

Pro. Med.CS Praha as., Prague,
Czech Republic

Pro. Med.CS Praha a.s ., Prague,
Czech Republic

Pro. Med.CS Praha a.s ., Prague,
Czech Republic

Pro. Med.CS Praha a.s ., Prague,
Czech Republic

Farmal d.d., Ludbreg, Republic of
Croatia in cooperation with Lek
d.d., Ljubljana, R epublic of
Slovenia

Farmal d.d., Ludbreg, Republic of
Croatia in cooperation with Lek
d.d., Ljubljana, R epublic of
Slovenia

Farmal d.d., Ludbreg, Republic of
Croatia in cooperation with Lek
d.d., Ljubljana, R epublic of
Slovenia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada

Vukovara 49, Zagreb, Republic of
Croatia

Jadran - Galenski laboratorij d.d.,
Pulac bb, Rijeka, R epublic of
Croatia

Jadran - Galenski laboratorij d.d.,
Pulac bb, Rijeka, R epublic of
Croatia

Jadran - Galenski laboratorij d.d.,
Pulac bb, Rijeka, R epublic of
Croatia

Wyeth Pharmaceuticals, New
Lane, Havant, Hamps hire P09
2NG, Great Britain

Roche Diagnostics GmbH,
Sandhofeer Strasse 116, D-
68305 M annheim, Germany

Laboratories Serono S.A.,
Aubonne, Switzerland i Industria
Farmaceutica Serono S.p.A.,
Rome, Italy

Krka d.d., Smarjeska cesta6,
Novo mesto, Republic of
Slovenia

60 (6x10) tablets in a blister (Al/Al),
supplied in a box

20 (2x10) tablets in a blister (Al/Al),
supplied in a box

30 (3x10) tablets in a blister (Al/Al),
supplied in a box

10 (1x10) tablets in a blister, supplied
ina box

10 (1x10) tablets in a Al/Al blister,
supplied in a box

5ampoules each with 2 mL of water
for injection in a blister, supplied in a
box

20 (2x10 tablets in Al/Al blister,
supplied in a box

30 (3x10) tablets in a Al/Al blister,
supplied in a box

5ampoules each with 2 mL of solution,
suppliedin a box

20 (2x10) tablets in a blister, supplied
ina box

10 (1x10) tablets in ablister, supplied
ina box

20 (2x10) tablets in a blister, supplied
ina box

10 (1x10) tablets in a blister, supplied
ina box

5amber glass ampoules with 2 mL of
solution, suppliedin a box

30 (3x10) tablets in a PVC/PE/Aclar/Al
blister, suppliedin abox

2 glass bottles with 10 units of powder,
2 pre-filled syringes with 10 mL of
diluent, 2 reconstitution kits and 2
injection needles

One glass vial with powder, asyringe
with 1.3 mL of dil uent, a reconstitution
needle and aninjection needle,
supplied in a box

32 (3x10) tablets in a PVC/PVDC//AI
blister, suppliedin abox

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES
YES YES
YES
YES YES
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Apéndice ao AnexoV

Lista(*) fornecida pela Crodcia, numa tnica lingua, de medicamentos em rehg¢doaos quais asautorizagdes de comercializagio emitidas ao abrigo da legislagdo croata antes da data da adesio permanecerdo vélidasaté serem renovadasem conformidade com oacervo ou até 30 de Junho de 2017,

RAWEL SR

REBETOL 200 mg hard
capsul es

REBETOL 40 mg/mL oral
solution

Rebif 22 micrograms -solution
for injection

Rebif 44 micrograms -solution
for injection

Recombinate 1000 1U

Recombinate 250 IU

Recombinate 500 IU

Rectodelt 100 mg suppositories

Reductil 10 mg capsules

Reductil 15 mg capsules

Reglan injection

REGLAN solution

Reglan tablets

Relenza

Remicade powder for
concentrate of infusion solution

film coated tablets with
prolonged-release

hard capsules

oral solution

solution for i njection

solution for injection

lyophilisate and sol vent for
prepar ation of intravenous
solution (injections/infusion)

lyophilisate and sol vent for
infravenous solution
(injections/infusion)

lyophilisate and s ol vent for
prepar ation of i.v. solution
(injections/infusion)

suppositories

capsules

capsul es

solution for i ntramusc ular
injection andintravenous
infusion

oral solution

tablets

inhalation powder, dosed

powder for prepar ation of
concentrate for infusion
solution

consoante o que ocorrer em primeiro lugar.

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Krka d.d., Smarje$ka cesta 6,
Novo mesto, Republic of
Slovenia

Schering-Plough Labo N.V.
Industrepark 30, Heist-op-den-
Berg, Belgium

Schering-Plough Labo N.V.
Industrepark 30, Heist-op-den-
Berg, Belgium

Industria Far maceutica Serono
S.p.A., Bari, Italyi Laboratories
Serono S.A., Aubonne,
Switzerland

Industria Far maceutica Serono
S.p.A,, Bari, ltaly, Laboratories
Serono S.A., Aubonne,
Switzerland

Baxter S.A, Hyland Immuno,
Lessines, Belgium

Baxter S.A, Hyland Immuno,
Lessines, Belgium

Baxter S.A, Hyland Immuno,
Lessines, Belgium

Tromms dorff GmbH & Co.KG
Arzneimittel, Alsdorf, Germany

Abbott GmbH & Co. KG,
Ludwigshafen, Germany

Abbott GmbH & Co. KG,
Ludwigshafen, Germany

Alkaloid AD, Skopje, FYROM in
cooperation with Sanofi-
Synthelabo, France

Alkaloid AD - Skopje, Bulevar
Aleksandar Makedonski 12,
Skopje, FYROM

Alkaloid AD, Skopje, FYROM in
cooperation with Sanofi-
Synthelabo, France
GlaxoWellcome Production,
Eweux France and
GlaxoSmithKline Australia Pty
Ltd., Australia

Centocor B.V., Einsteinweg 101,
2333 CB Leiden, the Netherlands

60 (6x10) tablets in a PVC/PVDC//Al
blister, suppliedin a box

84 (7x12) capsules in a blister
(PVC/PE/PVDCIIAl), suppliedin a box

100 mL of oral solutioninanamber
glass bottle with temper-proof plastic
closure, 1glass bottle in abox
Pre-filled 1- mL glass syringe with fixed
stainless steel needl e containing a
single 0.5 mL dose of solution for
injection, suppliedin abox

Pre-filled 1-mL glass syringe with fixed
stainless steel needle containing a
single 0.5 mL dose of solution for
injection, suppliedin abox

30 mL bottle with Iyophilized drug,
bottl e with 10 mL of sol vent (water for
injection), sterile double needle for
dissolution, sterile filter needle, sterile
mini infusion kit, dispos able sterile
syringe, suppliedina box

30 mL bottle with Iyophilized drug,
bottl e with 10 mL of sol vent (water for
injection), sterile double needle for
dissolution, sterile filter needle, sterile
mini infusion kit, dispos able sterile
syringe, suppliedina box

30 mL bottle with Iyophilized drug,
bottl e with 10 mL of sol vent (water for
injection), sterile double needle for
dissolution, sterile filter needle, sterile
mini infusion kit, dispos able sterile
syringe, suppliedina box

4 suppositories in a white non-
transparent strip (PVC/PE), supplied in
abox

28 (2x14) capsules in a blister,
supplied in a box

28 (2x14) capsules in a blister,
supplied in a box

30 ampoules (6 x 5 on a plastic pad)
with 2 mL of solution, suppliedina box

120 mL of solution in an amber glass
bottl e with dispenser, suppliedina box

40 tablets in an amber glass bottle,
suppliedin a box

5rotadiskblisters (PVC/Al) each with 4
doses of powder, in a plastic box with
1 diskhaler (applicator), suppliedina
box

One glass vial with powder suppliedin
abox

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES YES YES
YES YES YES
YES YES YES
YES
YES
YES
YES
YES
YES
YES
YES
YES YES
YES

YES

YES

YES
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Apéndice ao AnexoV

Lista(*) fornecida pela Crodcia, numa tnica lingua, de medicamentos em rehg¢doaos quais asautorizagdes de comercializagio emitidas ao abrigo da legislagdo croata antes da data da adesio permanecerdo vélidasaté serem renovadasem conformidade com oacervo ou até 30 de Junho de 2017,

Renagel 800 mg film coated
tablets

Rennie

Replagal 1 mg/1 mL concentrate
for infusi on s oluti on

Replagal 1 mg/1 mL concentrate
for solution for infusion

Requip 0.25 mg tablets

Requip 1 mg tablets

Requip 2 mg tablets

Requip 5 mg tablets

Retafer 100 mg film coated
tablets

Revatio 20 mg tablets

Revia

Rhesogamma P

Rhesonativ 1250 1U

RHINOSTOP syrup

RHINOSTORP tablets

Ringer's solution for intravenous
infusion, 500 mL

Ringer’s solution

Ringer’s solution

film coated tablets

chewing tablets

concentrate for infusion
solution

concentrate for infusion
solution

film coated tablets

film coated tablets

film coated tablets

film coated tablets

film coated tablets

film coated tablets

film coated tablets
solution for i ntramusc ular
injection

lyophilisate and diluent for
prepar ation of solution for
i.m. inj ection

syrup

tablets

solution for intravenous
infusion

solution for infusion

solution for infusion

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Genzyme Limited Great Britain;
Genzyme Republic of Ireland
Limited, Republic of Ireland

Bayer Sante F amiliale, 33 rue de
L'industrie, 74240 Gaillard,
France

TKT Europe AB, D ander yd,
Sweden

TKT Europe AB, D ander yd,
Sweden

SmithKline Beecham
Phar maceuticals, Crawm ey, West
Sussex, Great Britain

SmithKline Beecham
Phar maceuticals, Crawm ey, West
Sussex, Great Britain

SmithKline Beecham
Phar maceuticals, Cram ey, West
Sussex, Great Britain

SmithKline Beecham

Phar maceuticals, Cram ey, West
Sussex, Great Britain

Krka d.d., Smarje$ka cesta 6,
Novo mesto, Republic of
Slovenia

Pfizer PGM, Poce sur Cisse,
France

Bristol-Myers Squibb, Epernon,
France

Aventis Boehring GmbH, Emil-
won-Behring Strasse 76,
Marburg, Germany

Octaphar ma AB, Stockhol m,
Sweden

Bosnalijek d.d., Jukiceva 53,
Sarajevo, Bosnia and
Herzegovina

Bosnalijek d.d., Jukiceva 53,
Sarajevo, Bosnia and
Herzegovina

Hrvats ki zawvod za transfuzijsku
medicinu, Petrova 3, Zagreb,
Republic of Croatia

B. Braun Melsungen AG, Carl-
Braun-Strale 1, Melsungen,
Germany

B. Braun Melsungen AG, Carl-

Braun-Strale 1, Melsungen,
Germany

consoante o que ocorrer em primeiro lugar.

180 tablets ina plastic bottle

24 (4x6) tablets in a blister, suppliedin
abox

5-mL glass bottle with 3.5-mL of
concentrate supplied in a box

3-mL glass bottle with 1-mL of
concentrate supplied in a box

210 tablets ina PVC/PVDC blister,
supplied in a box

21tablets in a PVC/PVDC blister,
supplied in a box

21tablets in a PVC/PVDC blister,
supplied in a box

21 tablets in aPVC/PVDC blister,
supplied in a box

30tablets in an amber glass bottle with
an alumi nium stopper, suppliedin a
box

90 (6x15) tablets in a blister (PVC/AI),
supplied in a box

28 (4x7) tablets in a white

nontrans parent PVC/PE/Aclar/Al
blister, suppliedin abox

Box with 1 ampoule with 1.5 mL of
solution (not less than 300 pug = 1500
U)

Lyophilisate in a glass bottle (8 mL)
and 2 mL of sol vent (water for
injection) in anampoul e, suppliedin a
box

100 mL of syrupin an amber glass
bottl e with plastic cap anda 5-mL
plastic measuring spoon, suppliedin a
box

10 (1x10) tablets in a Al/PVC blister,
supplied in a box

500 mLin aglass infusion bottle witha
chlorobuty stopper protected with an

alumi nium cap with a plastic lid (10 YES
bottl es with plastic holders, suppliedin

abox)

10 pol yethylene bottles with 1000 mL
of sol ution, supplied in a box

10 pol yethylene bottles with 500 mL of
solution, suppliedin a box

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES
YES
YES
YES
YES
YES
YES
YES
YES
YES
YES

YES
YES
YES YES
YES YES
YES
YES
YES
YES
YES
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Apéndice ao AnexoV

Lista(*) fornecida pela Crodcia, numa tnica lingua, de medicamentos em rehg¢doaos quais asautorizagdes de comercializagio emitidas ao abrigo da legislagdo croata antes da data da adesio permanecerdo vélidasaté serem renovadasem conformidade com oacervo ou até 30 de Junho de 2017,

Ringer’s solution Viaflo

Ringer’s solution Viaflo

Rinolan syrup

Rinolan tabl ets

Rispolept 1 mg/mL sol ution for
oral use

Rispolept Consta 25 mg

Rispolept Consta 37.5 mg

Rispolept Consta 50 mg

Rispolept tablets 1 mg

Rispolept tablets 2 mg

Rispolept tablets 3 mg

Rispolept tablets 4 mg

Rispolux1 mg

Rispolux2 mg

Rispolux3 mg

Rispolux4 mg

solution for i nfusion

solution for infusion

syrup

tablets

oral solution

prolonged-release
suspension for i.m.
injections

prolonged-release
suspension for i.m.
injections

prolonged-release
suspension for i.m. i njection

film coated tablets

film coated tablets

film coated tablets

film coated tablets

film coated tablets

film coated tablets

film coated tablets

film coated tablets

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Baxter S.A., Belgium; Baxter
Healthcare Ltd, Great Britain;
Bieffe Medital Sabinanigo, Spain

Baxter S.A., Belgium; Baxter
Healthcare Ltd, Great Britain;
Bieffe Medital Sabinanigo, Spain

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Janssen Phar maceutica NV,
Turnhouseweg 30, Beerse,
Belgium

Cilag AG, Schaffhausen,
Switzerland for Janssen
Phar maceutica N.V., Beerse,
Belgium

Cilag AG, Schaffhausen,
Switzerland for Janssen
Phar maceutica N.V., Beerse,
Belgium

Cilag AG, Schaffhausen,
Switzerland for Janssen
Phar maceutica N.V., Beerse,
Belgium

Janssen-Cilag S.p.A., Borgo San
Michele, Latina, Italy

Janssen-Cilag S.p.A., Borgo San
Michele, Latina, Italy

Janssen-Cilag S.p.A., Borgo San
Michele, Latina, Italy

Janssen-Cilag S.p.A., Borgo San
Michele, Latina, Italy

Lekfarmacewtska druzba d.d.,
Verovskova 57, Ljubljana,
Republic of Slovenia

Lekfarmacewska druzba d.d.,
Verovskova 57, Ljubljana,
Republic of Slovenia

Lekfarmacewska druzba d.d.,
Verowskova 57, Ljubljana,
Republic of Slovenia

Lekfarmacewska druzba d.d.,
Verowskova 57, Ljubljana,
Republic of Slovenia

consoante o que ocorrer em primeiro lugar.

10 plastic Viaflo bags with 1000 mL of
infusion solution, in a protective bag,
supplied in a box

20 plastic Viaflo bags with 500 mL of
infusion solution, in a protective bag,
supplied in a box

100 mL of syrupin a125 mLamber
glass bottle with aluminumcap anda

5-mL plastic (poylethyrene) spoon, YES
supplied in a box
10 (1x10) tablets in a PVC/AI blister, YES

supplied in a box

100 mL of oral solutioninanamber
glass bottle with temper-prooft plastic
closure and pipette, supplied in a box
65.6 mg of powder (microspheres)in
aglass bottle, 2 mL of solventin a
syringe, 2 needles for preparation of
suspension and 1 needle fori.v.
administration, in a plastic container,
supplied in a box

98.4 mg of powder (microspheres) in a
glass bottle, 2 mL of solventina
syringe, 2 needles for preparation of
suspension and aneedle fori.v.
administration, inserted into a plastic
container, supplied in a box

131.2 mg powder (microsphere) in a
glass bottle, 2 mL of diluent in a
syringe, 2 needles for sus pension
prepar ation and one needle for
intramuscular administration, inserted
in a plastic container, supplied ina box

20 (2x10) tablets in a blister
(PVC/PE/PVDCI/Al), supplied in a box

60 (6x10) tablets in a blister
(PVC/PE/PVDCI/Al), supplied in a box

60 (6x10) tablets in a blister
(PVC/PE/PVDCI//Al), supplied in a box

60 (6x10) tablets in a blister
(PVC/PE/PVDCI//Al), supplied in a box

20 (2x10) tablets in PVC/PE/PVDC/AI
blister, suppliedin abox

20 (2x10) tablets in PVC/PE/PVDC/AI
blister, suppliedin abox

20 (2x10) tablets in PVC/PE/PVDC/AI
blister, suppliedin abox

20 (2x10) tablets in PVC/PE/PVDC/AI
blister, suppliedin abox

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES
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YES

YES

YES
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Lista(*) fornecida pela Crodcia, numa tnica lingua, de medicamentos em rehg¢doaos quais asautorizagdes de comercializagio emitidas ao abrigo da legislagdo croata antes da data da adesio permanecerdo vélidasaté serem renovadasem conformidade com oacervo ou até 30 de Junho de 2017,

Risset tablets 1 mg

Risset tablets 2 mg

Risset tablets 3 mg

Risset tablets 4 mg

Rivotril 0.5 mg tabl ets

Rivotril 2 mg tablets

Roaccutane soft capsules 10 mg

Rocaltrol 0.25 pg capsules

Rocaltrol 0.5 ug capsules

Rocephin1 g im.

Rocephin1 g i.v.

Rocephin 2g powder for infusion
solution

Roferon-A 3 MIU/0.5 mL

Roferon-A 4.5MIU/0.5 mL

Roferon-A 6 MIU/0.5 mL

Roferon-A 9 MIU/0.5 mL

ROJAZOL 200 mg pessary

film coated tablets

film coated tablets

film coated tablets

film coated tablets

tablets

tablets

soft capsul es

soft capsul es

soft capsul es

powder for preparation of
solution for i ntramusc ular
injection

powder for preparation of
solution for intravenous
injection

powder for sol ution for
infusion (for i.v. use)

solution for i njection (for
single s.c. admi nistration)

solution for i njection (for
single s.c. administration)

solution for i njection (for
single s.c. admi nistration)

solution for i njection (for
single s.c. administration)

pessary

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada

Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

F. Hoffmann-La Roche Ltd.,
Grenzacherstrasse 124, Basel,
Switzerland

F. Hoffmann-La Roche Ltd.,
Grenzacherstrasse 124, Basel,
Switzerland

F. Hoffmann-La Roche Ltd.,
Grenzacherstrasse 124, Basel,
Switzerland

F. Hoffmann-La Roche Ltd.,
Grenzacherstrasse 124, Basel,
Switzerland

F. Hoffmann-La Roche Ltd.,
Grenzacherstrasse 124, Basel,
Switzerland

F. Hoffmann-La Roche Ltd.,
Grenzacherstrasse 124, Basel,
Switzerland

F. Hoffmann-La Roche Ltd.,
Grenzacherstrasse 124, Basel,
Switzerland

F. Hoffmann-La Roche Ltd.,
Grenzacherstrasse 124, Basel,
Switzerland

F. Hoffmann-La Roche Ltd.,
Grenzacherstrasse 124, Basel,
Switzerland

F. Hoffmann-La Roche Ltd.,
Grenzacherstrasse 124, Basel,
Switzerland

F. Hoffmann-La Roche Ltd.,
Grenzacherstrasse 124, Basel,
Switzerland

F. Hoffmann-La Roche Ltd.,
Grenzacherstrasse 124, Basel,
Switzerland

Belupo, lijekovi i kozmetika d.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

consoante o que ocorrer em primeiro lugar.

20 (2x10) film coated tablets in an
orange PVC/PVDC/A1 blister, supplied
ina box

20 (2x10) film coated tablets in an
orange PVC/PVDC/A1 blister, s upplied
ina box

20 (2x10) film coated tablets in an
orange PVC/PVDC/A1 blister, s upplied
ina box

20 (2x10) film coated tablets in an
orange PVC/PVDC/A1 blister, s upplied
ina box

50 tablets in an amber glass bottle with
aplastic (PE) stopper, suppliedin a
box

30tablets in an amber glass bottle with
aplastic (PE) stopper, suppliedin a
box

30 (3x10) soft capsules in a blister
(PVC/PE/PVDCI/Al), supplied in a box

100 (5x20) capsules in PVC/A blister,
supplied in a box

100 (5x20) capsules ina PVC/Al
blister, suppliedin abox

2g of powder in a vial and 3.5 mL of
diluent (Water for Injection) inan
ampoul e, supplied in a box

1g of powder in a vial and 10mL of
diluent (Water for Injection) inan
ampoul e, supplied in a box

One 50 mL glass vial for infusion
containing powder, with rubber cap,
suppliedin a vial

One glass syringe containing 0.5 mL of
solution, closed with protecti ve cap
and a needle (in a plastic container),
supplied in a box

One glass syringe with 0.5 mL of
solution closed with a protecti ve cap
and one needle (in a plastic container),
supplied in a box

One glass syringe with 0.5 mL of
solution closed with a protecti ve cap
and one needle (in a plastic container),
suppliedin a box

One glass syringe with 0.5 mL of
solution closed with a protective cap
and one needle (in a plastic container),
supplied in a box

7 (1 X7) pessaries in an Al/PE strip,
supplied in a box

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES
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Apéndice ao AnexoV

Lista(*) fornecida pela Crodcia, numa tnica lingua, de medicamentos em rehg¢doaos quais asautorizagdes de comercializagio emitidas ao abrigo da legislagdo croata antes da data da adesio permanecerdo vélidasaté serem renovadasem conformidade com oacervo ou até 30 de Junho de 2017,

ROJAZOL cream

ROJAZOL oral gel

Rosalgin granules

Rosalgin solution

ROWAchol capsules

ROWAtinexcapsul es

Rozamet 1% cream

RUDAKOL 135 mg coated
tablets

Rupurut chewing tabl ets

Rutacid chewing tablets 500 mg

Rytmonorm 150 mg film tabl ets

Rytmonorm 300 mg filmtabl ets

Rytmonorm soluti on for injection

Salazopyrin EN tablets 500 mg

Salofalk suppositories 250 mg

Salofalk suppositories 500 mg

Salofalk sus pension for rectal
administration 4 g/60 mL

Salofalk 250 mg tablets

cream

oral gel

granules for vaginal solution

vaginal solution

capsul es

capsul es

cream

coated tablets

chewing tablets

chewing tablets

film coated tablets

film coated tablets

solution for injection

gastric-resistant tablets

suppositories

suppositories

suspension for rectal
administration

gastric-resistant tablets

consoante o que ocorrer em primeiro lugar.

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

ACRAF. Sp.A, Via Vecchia
del Pinocchio, 22, 60131 Ancona,
Italy

A.C.RAF. Sp.A., Via Vecchia
del Pinocchio, 22, 60131 Ancona,
Italy

ROWA PHARMACEUTICALS
LTD., Newtown, Bantry, Co.
Cork, Republic of Ireland

ROWA PHARMACEUTICALS
LTD., Newtown, Bantry, Co.
Cork, Republic of Ireland

Jadran - Galenski laboratorij d.d.,
Pulac bb, Rijeka, Republic of
Croatia

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Bayer HealthCare AG, 51368
Lever kusen, Germany

Krka d.d., Smarje$ka cesta 6,
Novo mesto, Republic of
Slovenia

Abbott GmbH & Co. KG,
Ludwigshafen, Germany

Abbott GmbH & Co. KG,
Ludwigshafen, Germany

Ebewe Pharma Ges. mb.H. Nfg.
KG, Mondseestrasse 11,
Unterach, Austria

Pfizer Health AB, Uppsal a,
Sweden

dr. FalkPharma GmbH, Freiburg,
Germany

dr. FalkPharma GmbH, Freiburg,
Germany

dr. FalkPharma GmbH, Freiburg,
Germany

dr. FalkPharma GmbH, Freiburg,
Germany

30g of creamin an aluminium tube

with a plastic stopper, suppliedin a YES
box

40 g of oral gel inan al uminium tube

with a 5 mL plastic measuring spoon, YES

supplied in a box

4 bags (2x2), each with9.44 g of
granulate, suppliedin abox

140 mL of solution in a plastic bottle
with plastic applicator attachment, 5
bottl es in a carton box

30 (3x10) capsules in a blister,
supplied in a box

30 (3x10) capsules in a blister,
supplied in a box

25grams of creamin an Al tube,
N YES
suppliedin a carton box

50 coated tablets in anamber glass
bottl e with an aluminium stopper, YES
suppliedin a box

20 (2x10) chewing tablets in a blister,
supplied in a box

20 (2x10) tablets in a blister
(PVC/PVDC-AI), supplied ina box

50 (5x10) film coated tablets in a
blister (PVC/Al or PP/Al), suppliedin a
box

50 (5x10) film coated tablets in a
blister (PVC/Al or PP/Al), suppliedin a
box

20 mL of injection solutionin a glass
ampoule, 5ampoul es suppliedin a
box

100 tablets in a polyethylene bottle,
suppliedin a box

30 (6x5) suppositories in a strip
(PVC/LDPE), suppliedin a box

30 (6x5) suppositories in a strip
(PVC/LDPE), suppliedin a box

7 plastic containers each with 60 mL of
suspension (with attachment for rectal
administration) in a protecti ve blister,
supplied in a box

100 (10x10) tabletsin a

PVC/PVDCI// Al blister, supplied ina
box

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES YES

YES

YES

YES

YES
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YES
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Apéndice ao AnexoV

Lista(*) fornecida pela Crodcia, numa tnica lingua, de medicamentos em rehg¢doaos quais asautorizagdes de comercializagio emitidas ao abrigo da legislagdo croata antes da data da adesio permanecerdo vélidasaté serem renovadasem conformidade com oacervo ou até 30 de Junho de 2017,

Salofalk 500 mg tablets

Sal viamin L8b.UH

Sal viamin L8b.UH

Salviamin LX6

Sandimmun 50 mg/mL
concentrate for infusion

Sandimmun Neoral 100 mg
capsul es

Sandimmun Neoral capsules 25
mg

Sandimmun Neoral capsules 50
mg

Sandimmun Neoral 100 mg/mL
oral solution

Sandostatin 0.05 mg injection

Sandostatin 0.1 mg injection

Sandostatin 0.5 mg injection

Sandostatin LAR 10 mg

Sandostatin LAR 20 mg

Sandostatin LAR 30 mg

Sanval 10 mg tablets

gastric-resistant tablets

solution for infusion

solution for infusion

solution for infusion

concentrate for intravenous
infusion

soft gelati nous capsules

soft gelati nous capsules

soft gelati nous capsules

oral solution

solution for injection

solution for injection

solution for injection

powder and diluent for
suspension for injection

powder and diluent for
suspension for injection

powder and diluent for
suspension for injection

film coated tablets

dr. FalkPharma GmbH, Freiburg,
Germany

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Novartis Pharma Stein AG,
Schaffhauserstrasse, Stein,
Switzerland

Novartis Pharma Stein AG,
Schaffhauserstrasse, Stein,
Switzerland

Novartis Pharma Stein AG,

Schaffhauserstrasse, Stein,
Switzerland

Novartis Pharma Stein AG,
Schaffhauserstrasse, Stein,
Switzerland

Novartis Pharma S.A.S.,
Huningue C edex, France

Novartis Pharma Stein AG,
Schaffhauserstrasse, Stein,
Switzerland

Novartis Pharma Stein AG,
Schaffhauserstrasse, Stein,
Switzerland

Novartis Pharma Stein AG,

Schaffhauserstrasse, Stein,
Switzerland

Novartis Pharma Stein AG,
Schaffhauserstrasse, Stein,
Switzerland

Novartis Pharma Stein AG,
Schaffhauserstr asse, Stein,
Switzerland

Novartis Pharma Stein AG,
Schaffhauserstr asse, Stein,
Switzerland

Lekfarmacevska druzba d.d.,
Verowskova 57, Ljubljana,
Republic of Slovenia

consoante o que ocorrer em primeiro lugar.

100 (10x10) tabletsin a
PVC/PVDC//Al blister, supplied ina
box

250-mL of solution for infusionina
plastic bottle for infusion, 10 bottles
and plastic bottle holders in abox

500 mL of solution for infusionin a
glass infusion bottle, 10 bottles and
plastic bottle holders in a box

500 mL of solution for infusionin a
glass infusion bottle, 10 bottles in a
box

10 ampoules containing 5 mL of
concentrate for infusion, supplied in a
box

50 (10x5) capsules in an Al blister,
supplied in a box

50 (10x5) capsules in an Al blister,
supplied in a box

50 (10x5) capsules in an Al blister,
supplied in a box

50 mL of solutionin anamber glass
bottl e with a measuring kit (ina
protecti ve container), supplied in a box

5ampoules each with 1 mL of solution
for injection, supplied in a box

5ampoules each with 1 mL of solution
for injection, supplied in a box

5ampoules each with 1 mL of solution
for injection, supplied in a box

Vial with powder, pre-filled syringe with
2.5 mL of diluent for sus pension, and
two needles (1.1x40 mm,19G x 1
1/2") inindividual packages, inserted
into protective plastic container,
suppliedin acarton box

Vial with powder, pre-filled syringe with
2.5 mL of diluent for suspension, two
needles (1.1x40 mm, 19 G x1 1/2") in
individual packages, inserted into a
protecti ve plastic container, supplied in
acarton box

Vial with powder, pre-filled syringe with
2.5 mL of diluent for suspension, two
needles (1.1x40 mm, 19 G x1 1/2")in
individual packages, inserted into a
protecti ve pl astic container, s upplied in
acarton box

20 (2x10) tablets in PVC/AI blister,
supplied in a box

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.
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Apéndice ao AnexoV

Lista(*) fornecida pela Crodcia, numa tnica lingua, de medicamentos em rehg¢doaos quais asautorizagdes de comercializagio emitidas ao abrigo da legislagdo croata antes da data da adesio permanecerdo vélidasaté serem renovadasem conformidade com oacervo ou até 30 de Junho de 2017,

Sanval 10 mg tablets

Sanval 5 mg tablets

Saridon

Seldiar capsules

Septolete

Septolete D

Septolete wild cherry

Septolete lemon

Septolete Plus lozenges

Septolete green apple

Serdol ect 12 mg film coated
tablets

Serdol ect 16 mg film coated
tablets

Serdol ect 20 mg film coated
tablets

Serdol ect 4 mg film coated
tablets

Seretide 100 discus

Seretide 125 Inhaler

Seretide 250 diskus

Seretide 250 Inhaler

Seretide 50 Inhaler

film coated tablets

film coated tablets

tablets

capsul es

lozenges

lozenges

lozenges

lozenges

lozenges

lozenges

film coated tablets

film coated tablets

film coated tablets

film coated tablets

inhalation powder

inhalation aerosol

inhalation powder

inhalation aeros ol

inhalation aeros ol

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Lekfarmacevs ka druzba d.d.,
Verowskova 57, Ljubljana,
Republic of Slovenia
Lekfarmacevska druzba d.d.,
Verowskova 57, Ljubljana,
Republic of Slovenia

Bayer Sante F amiliale, 33 rue de
L'industrie, 74240 Gaillard,
France

Krka d.d., Smarje$ka cesta 6,
Novo mesto, Republic of
Slovenia

Krka d.d., Smarje$ka cesta 6,
Novo mesto, Republic of
Slovenia

Krka d.d., Smarje$ka cesta 6,
Novo mesto, Republic of
Slovenia

Krka d.d., Smarje$ka cesta 6,
Novo mesto, Republic of
Slovenia

Krka d.d., Smarje$ka cesta 6,
Novo mesto, Republic of
Slovenia

Krka d.d., Smarje$ka cesta 6,
Novo mesto, Republic of
Slovenia

Krka d.d., Smarje$ka cesta 6,
Novo mesto, Republic of
Slovenia

H. LundbeckA/S, Ottilavej 9,
Copenhagen-Val by, Denmark

H. LundbeckA/S, Ottilavej 9,
Copenhagen-Val by, Denmark

H. LundbeckA/S, Ottilavej 9,
Copenhagen-Val by, Denmark

H. LundbeckA/S, Ottilavej 9,
Copenhagen-Val by, Denmark

Glaxo Wellcome Operations,
Greenford, Great Britain

Glaxo Wellcome Production,
Ewreux, France

Glaxo Wellcome Operations,
Greenford, Great Britain

Glaxo Wellcome Production,
Ewreux, France

Glaxo Wellcome Production,
Ewreux, France

consoante o que ocorrer em primeiro lugar.

20 (2x10) tablets in PVC/AI blister,
supplied in a box

20 (2x10) tablets in PVC/AI blister,
supplied in a box

10 (1x10) tablets in a PVC/Al blister,
supplied in a box

20 capsules in an amber glass bottle,
supplied in a box

31(3x10) lozenges in a blister,
supplied in a box

32 (3x10) lozenges in a blister,
supplied in a box

18 (2x9) lozenges in a blister
(PVC/PVDC-AI), supplied ina box

18 (2x9) lozenges in a blister
(PVC/PVDC-AI), supplied ina box

30 (3x10) lozenges in a blister
(PVC/PVDC-AI), supplied ina box

18 (2x9) lozenges in a blister
(PVC/PVDC-AI), supplied ina box

28 (4x7) tablets in a blister
(PVC/PVAC/Al), suppliedin abox

28 (4x7) tablets in a blister
(PVC/PVAC/Al), suppliedin abox

28 (4x7) tablets in a blister
(PVC/PVAC/Al), supplied in abox

31(3x10) tablets in a PVC/PVdC/AI
blister, suppliedin abox

60 doses of powder in an aluminium
blister (with protective foil) in a plastic
housing, supplied ina box

One metal container (120 doses) with

metering val ve in plastic atomizer for
oral administration, supplied in abox

60 doses of powder in an aluminium
blister (with protective foil) in a plastic
housing, supplied ina box

One metal container (120 doses) with
metering valvein plastic atomizer for
oral administration, suppliedin abox
One metal container (120 doses) with
metering valvein plastic atomizer for
oral administration, suppliedin abox

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES
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YES

YES

YES
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Apéndice ao AnexoV

Lista(*) fornecida pela Crodcia, numa tnica lingua, de medicamentos em rehg¢doaos quais asautorizagdes de comercializagio emitidas ao abrigo da legislagdo croata antes da data da adesio permanecerdo vélidasaté serem renovadasem conformidade com oacervo ou até 30 de Junho de 2017,

Seretide 500 diskus

Serevent Discus

Serevent Inhaler

SEROQUEL tablets 100 mg

SEROQUEL tablets 200 mg

SEROQUEL tablets 25 mg

Seroquel tablets 300 mg

Seroxat 20 mg tabl ets

Seroxat 30 mg tabl ets

Seroxat oral suspension

Setronon injection 4 mg/2 mL

Setronon injection 8 mg/4 mL

Setronon tablets 4 mg

Setronon tablets 8 mg

Sevorane

Sewedol 10 mg film coated
tablets

inhalation powder

inhalation powder

inhalation aeros ol
(suspension)

film coated tablets

film coated tablets

film coated tablets

film coated tablets

film coated tablets

film coated tablets

oral suspension

solution for i njection

solution for i njection

film tablets

film tablets

inhalate, solution

film coated tablets

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Glaxo Wellcome Operations,
Greenford, Great Britain

Glaxo Wellcome Production,
Ewreux, France

GlaxoSmithKline

Phar maceuticals S.A., Ul.
Grunwaldzka 189, Poznan,
Polish Glaxo Wellcome
Production, 23 Rue Lawoisier,
Eweux, France

AstraZeneca UK Limited, Silk
Road Business Park,
Macclesfield, C heshire, Great
Britain

AstraZeneca UK Limited, Silk
Road Business Park,
Macclesfield, C heshire, Great
Britain

AstraZeneca UK Limited, Silk
Road Business Park,
Macclesfield, C heshire, Great
Britain

AstraZeneca UK Limited, Silk
Road Business Park,
Macclesfield, C hes hire, Great
Britain

Belupolijekovi i kozmetika d.d.,
Kopriwnica, Republic of Croatiain
cooperation with
GlaxoSmithKline, Great Britain
Belupolijekovi i kozmetika d.d.,
Kopriwnica, Republic of Croatiain
cooperation with
GlaxoSmithKline, Great Britain
Belupo lijekovi i kozmetika d.d.,
Kopriwnica, Republic of Croatiain
cooperation with
GlaxoSmithKline, Great Britain
Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada

Vukovara 49, Zagreb, Republic of
Croatia

Abbott Laboratories Ltd.,
Queenborough, Great Britain

Bard Phar maceuticals Ltd., Milton
Road, Cambridge, Gr eat Britain

consoante o que ocorrer em primeiro lugar.

60 doses of powder in an aluminium
blister (with protective foil) in a plastic
housing, supplied ina box

60 doses of powder in an aluminium
blister, in a plastic housing, suppliedin
abox

120 doses in a metal (aluminum) bottle
with metering val ve in plastic
nebulizer, supplied in a box

60 tablets (6x10) in a blister, supplied
ina box

60 tablets (6x10) in a blister, supplied
ina box

60 tablets (6x10) in a blister, supplied
ina box

60 (6x10) tablets in a blister (PVC/AI),
supplied in a box

30 (3x10) tablets in a blister, supplied
ina box

30 (3x10) tablets in a blister, supplied
ina box

150 mL of sus pension inan amber
glass bottle, suppliedin a box

Box with 5 ampoules containing 2 mL
of sol ution

Box with 5 ampoules containing 4 mL
of sol ution

Box with 10 tablets ( blister)

Box with 10 tablets ( blister)

Brown pol yethylene bottl e with 250 mL
of sol ution and a temper-evident
stopper, suppliedin a box

56 (4x14) tablets in a PVC/PVDC/AI
blister, suppliedin abox

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES
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Lista(*) fornecida pela Crodcia, numa tnica lingua, de medicamentos em rehg¢doaos quais asautorizagdes de comercializagio emitidas ao abrigo da legislagdo croata antes da data da adesio permanecerdo vélidasaté serem renovadasem conformidade com oacervo ou até 30 de Junho de 2017,

Sewredol 10 mg film coated
tablets

Sewredol 20 mg film coated
tablets

Sewredol 20 mg film coated
tablets

Silapen 1000 or al suspension

Silapen 1000 tablets

Silapen 1500 tablets

Silymarin capsul es

Simcard 10

Simcard 20

Simcard 40

Simdax2.5 mg/mL concentrate
for solution for infusion

Simulect 10 mg

Simulect 20 mg

Simvastatin Lek 10 mg film
coated tabl ets

Simvastatin Lek 20 mg film
coated tabl ets

Simvastatin Lek 40 mg film
coated tabl ets

Simvax 10 mg film coated tablets

film coated tablets

film coated tablets

film coated tablets

oral suspension

tablets

tablets

capsul es

film coated tablets

film coated tablets

film coated tablets

concentrate for solution for
infusion

powder and sol vent for
prepar ation of solution for
injection or infusion

powder and sol vent for
prepar ation of solution for
injection or infusion

film coated tablets

film coated tablets

film coated tablets

film coated tablets

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Mundipharma Gm.b.H., Limburg,
Germany and Mundipharma
GES.m.b.H,, Vienna, Austria

Bard Phar maceuticals Ltd., Milton
Road, Cambridge, Great Britain

Mundipharma Gm.b.H., Limburg,
Germany and Mundipharma
GES.m.b.H,, Vienna, Austria

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Belupo, lijekovi i kozmetika d.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Cipla Ltd., MIDC Industrial Area,
Kurkumbh, Pune, Maharas htra
State, India

Cipla Ltd., MIDC Industrial Area,
Kurkumbh, Pune, Maharas htra
State, India

Cipla Ltd., MIDC Industrial Area,
Kurkumbh, Pune, Maharas htra
State, India

Orion Corporation ORION
PHARMA, Espoo, Finland

Novartis Pharma Stein AG,
Schaffhauserstrasse, Stein,
Switzerland

Novartis Pharma Stein AG,
Schaffhauserstrasse, Stein,
Switzerland

Lekfarmacevskadruzba d.d.,
Ljubljana, R epublic of Slovenia,
LEK S.A., Warszawa, Poland and
Salutas Pharma GmbH,
Barleben, Germany
Lekfarmacewtska druzba d.d.,
Ljubljana, R epublic of Slovenia,
LEK S.A., Warszawa, Poland and
Salutas Pharma GmbH,
Barleben, Germany
Lekfarmacewska druzba d.d.,
Ljubljana, Republic of Slovenia,
LEK S.A., Warszawa, Poland and
Salutas Pharma GmbH,
Barleben, Germany

Jadran - Galenski laboratorij d.d.,

Pulac bb, Rijeka, R epublic of
Croatia

consoante o que ocorrer em primeiro lugar.

30 (3x10) tablets in a PVC/PVdC/AI
blister, suppliedin abox

56 (4x14) tablets in a PVC/PVDC/AI
blister, suppliedin abox

31(3x10) tablets in a PVC/PVdC/AI
blister, suppliedin abox

150 mL of suspension inan amber YES
glass bottle, suppliedin a box

15tablets in a plastic bottl e, supplied

ina box YES

30 tablets in a blister, suppliedin abox YES

30 (3x10) capsules in a PVC/Al blister,

supplied in a box YES

20 (2x10) tablets in a blister (white
PVC/PVDC/AI), suppliedina box

20 (2x10) tablets in a blister (white
PVC/PVDC/AI), suppliedina box

28 (2x14) tablets in a blister (white
PVC/PVDC/AI), suppliedin a box

One glass vial with 5 mL of sol ution
concentrate, supplied ina box

Vial containing medicinal product
(powder) and ampoule with 5mL of
diluent (Water for Injection), supplied
ina box

Vial containing medicinal product
(powder) and ampoule with 5mL of
diluent (Water for Injection), supplied
ina box

28 (2x14) tablets in a PVC/Al blister,
supplied in a box

28 (2x14) tablets in a PVC/Al blister,
supplied in a box

28 (2x14) tablets in a PVC/Al blister,
supplied in a box

20 (2x10) film coated tablets in a
(PVC/PVDCI/AI) blister, supplied in a YES
box

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES
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Simvax 10 mg film coated tablets

Simvax 20 mg film coated tablets

Simvax 40 mg film coated tablets

Sinecod 50 film coated tabl ets

Sinecod oral drops

Sinecod syrup

Sinemet CR tabl ets

Sinemet tablets

SINERSUL forte tablets

SINERSUL syrup

SINERSUL tabl ets

Singulair 10 mg film coated
tablets

Singulair junior 5mg chewing
tablets

Singulair mini 4 mg oral granul es

Singulair mini 4 mg chewing
tablets

Siofor 500

Siofor 850

Iceland lichen syrup

Skinoren cream

film coated tablets

film coated tablets

film coated tablets

film coated tablets

oral drops, sol ution

syrup

controlled-releas e tablets

tablets

tablets

syrup

tablets

film coated tablets

chewing tablets

granules for oral solution

chewing tablets

film coated tablets

film coated tablets

syrup

cream

consoante o que ocorrer em primeiro lugar.

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Jadran - Galenski laboratorij d.d.,
Pulac bb, Rijeka, R epublic of
Croatia

Jadran - Galenski laboratorij d.d.,
Pulac bb, Rijeka, R epublic of
Croatia

Jadran - Galenski laboratorij d.d.,
Pulac bb, Rijeka, R epublic of
Croatia

Novartis Saglik, Turkey za
Novartis Consumer Health S A,
Switzerland

Novartis Consumer Health S A,
Route de I' Etraz, Nyon,
Switzerland

Novartis Consumer Health S A,
Route de I' Etraz, Nyon,
Switzerland

Merck Sharp & Dohme B.V.,

Waar derweg 39, Postbus 581,
Haarlem, the Netherlands

Merck Sharp & Dohme B.V.,
Waar derweg 39, Postbus 581,
Haarlem, the Netherlands

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Merck Sharp & Dohme B.V.,
Waar derweg 39, Postbus 581,
Haarlem, the Netherlands

Merck Sharp & Dohme B.V.,
Waar derweg 39, Postbus 581,
Haarlem, the Netherlands
MerckSharp & Dohme B.V.,
Waar derweg 39, Postbus 581,
Haarlem, the Netherlands
MerckSharp & Dohme B.V.,
Waar derweg 39, Postbus 581,
Haarlem, the Netherlands
Berlin-Chemie AG (Menarini
Group), Glienicker Weg 125,
Berlin, Germany
Berlin-Chemie AG (Menarini
Group), Glienicker Weg 125,
Berlin, Germany

TreSnjevka | abor atorij d.o.0.,
Juki¢eva 32, Zagreb, Republic of
Croatia

Intendis Manufacturing S.p.A.,
Segrate, Milano, Italy

28 (1x28) film coated tablets in a

PVC/PVDC/AI blister, suppliedina box | 'ES

20 (2x10) film coated tablets in a
(PVC/PVDCI/AI) blister, supplied in a YES
box

20 (2x10) film coated tablets in a
(PVC/PVDCI/AI) blister, supplied in a YES
box

10 (1x10) tablets in a blister, supplied
ina box

20 mL of solutionin a plastic bottle
with dropper attachment, suppliedina
box

200 mL of syrup in an amber glass
bottle and a plastic measuring vessel,
suppliedin a box

100 tablets in an amber glass bottle,
supplied in a box

100 (10x10) tablets in a blister,
supplied in a box

10 (1x10) tablets in a PVC/AI blister,
e YES
supplied in a box

100 mL of syrupin an amber glass
bottle with aluminumcap anda 5-mL YES
plastic spoon, suppliedin a box

20 (2x10) tablets in a blister (PVC/AI),

supplied in a box YES

28 (2x14) tablets in a PA/PVC/AI
blister, suppliedin abox

28 (2x14) tablets in a PA/PVC/AI
blister, suppliedin abox

28 aluminumbags each containing
500 mg of granules, supplied in a box

28 (2x14) tablets in a PA/PVC/AI
blister, suppliedin abox

39 (3x10) tablets in a PVC/Al blister,
suppliedin a box

30 (2x15) tablets in a PVC/Al blister,
suppliedin a box

220 mL of syrup in an amber glass
bottl e with aluminum cap, supplied ina YES
box

30g of creamin an aluminium tube,
suppliedin a box

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES
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Apéndice ao AnexoV
Lista(*) fornecida pela Crodcia, numa tnica lingua, de medicamentos em rehg¢doaos quais asautorizagdes de comercializagio emitidas ao abrigo da legislagdo croata antes da data da adesio permanecerdo vélidasaté serem renovadasem conformidade com oacervo ou até 30 de Junho de 2017,
consoante o que ocorrer em primeiro lugar.

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Intendis Manufacturing S.p.A,,

30g of creamin an aluminium tube,

Skinoren cream cream Segrate, Milano, Italy supplied in a box YES YES
Alkaloid AD - Skopje, Bulevar . .
Skopryl 10 mg tablets Aleksandar Makedonsk 12, 36(3|.X1g? tab's{:s in a PVC/A blister, YES YES
Skopje, FYROM suppliedin a box
Alkaloid AD - Skopje, Bulevar : :
Skopryl 20 mg tablets Aleksandar Makedonski 12, gé;;gg)irfzb'géi'" aPVC/Alblister, YES YES
Skopje, FYROM
) B. Braun Melsungen AG, Carl- . . L
Compound s odiu m,l actate solution for i nfusion Braun-Strale 1, Melsungen, 1000 mL of infusion salutionin a YES YES
solution (Hartmann's solution) plastic bottle (10 bottles ina box)
Germany
: B. Braun Melsungen AG, Carl- " : P
Compou nd s odiu m,l actatg solution for infusion Braun-Strale 1, Melsungen, 500 'T‘L of solution for |nfu5|on na YES YES
solution (Hartmann's solution) Germany plastic bottle (10 bottles ina box)
! . 30 bags (LDPE/Al/paper) each with
Smecta gg\gﬁ;ggﬂ‘; gﬁaranon of Es:;ggr IpsenIndustrie, Dreux 3.76 g of powder for oral sus pension, YES YES YES
suppliedin a box
. 10 bags (LDPE/Al/paper) each
Smecta powder for or al sus pension Eea ufor Ipsen I ndustrie, Dreux, containing 3.76 g of powder for oral YES YES YES
rance suspension, suppliedin a box
Plastic bag ("Excel") containing 100
mL of emulsion for infusion with two
- o : . . attachments for drug administr ation
ﬁ]’;‘/ﬂgglrl]pld 20% emulsion for emulsion for infusion g;f:g;:’s Kabi AB, Uppsala, and for infusion, one small bag YES YES YES
containing oxygen absorber, and one
bag with sol ution for packaging
airtightness control
Plastic bag ("Excel") containing 500
mL of emulsion for infusion with two
L ono . . } attachments for drug administr ation
i’;ﬁgg:pld 20% emuision for emulsion for infusion gwggg#s Kabi AB, Uppsala, and for infusion, one small bag YES YES YES
containing oxygen absorber, and one
bag with sol ution for packaging
airtightness control
Plastic bag ("Excel") containing 250
mL of emulsion for infusion with two
- . " . attachments for drug administr ation
.S%O.Fl'p'd 20% emulsion for emulsion for infusion gre:gnlus Kabi AB, Uppsala, and for infusion, one small bag YES YES YES
infusion weden containing oxygen absorber, and one
bag with sol ution for packaging
airtightness control
Glass infusion bottle with 500 mL of
SMOFlipid 20% emulsion for emulsion for infusion Fresenius Kabi Austria GmbH, emulsion (with rubber stopper, YES YES YES
infusion Graz, Austria aluminumring and plastic protecti ve
cap), 10 bottl es in a carton box
Glass infusion bottle with 250 mL
SMOFlipid 20% emulsion for emulsion for infusion Fresenius Kabi Austria GmbH, emulsion (with rubber stopper, YES YES YES
infusion Graz, Austria aluminumring and plastic protecti ve
cap), 10 bottles in a carton box
Glass infusion bottle with 100 mL of
_SM O_Flipid 20% emulsion for emulsion for infusion Fresenius Kabi Austria GmbH, emulsion (v_vith rubber stopper, YES YES YES
infusion Graz, Austria aluminumring and plastic protective
cap), 10 bottles in a carton box
SOLPADEINE capsules capsules Glaxo Wellcome Production, 12 (1?(12) capsules in a PVC/Al blister, YES YES YES
Mayenne, France supplied in a box
GlaxoSmithKline DungarvanLtd.,, | 12(3x4) effer vescent tablets in
SOLPADEINE effervescent effer vescent tablets Knockbrack, Dungarvan, Co. multilayer strip packing YES YES YES

tablets

Waterford, Republic of Ireland

(paper/ PE/AI/PE), suppliedin a box
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SOLPADEINE tablets

Solu-Cortef injection 100 mg

Soludeks 1

Soludeks 40

Soludeks 70

SOLU-MEDROL injection 1000
mg

SOLU-MEDROL injection 125
mg

SOLU-MEDROL injection 250
mg

SOLU-MEDROL injection 40 mg

SOLU-MEDROL injection 500
mg

SOMAVERT injection 10 mg

SOMAVERT injection 15 mg

SOMAVERT injection 20 mg

SOMAVERT injection 20 mg

Sonalia50 mg

Sortis 10 mg tabl ets

tablets

lyophilisate and diluent for
solution for injection

solution for i njection

solution for i nfusion

solution for infusion

lyophilisate and diluent for
solution for injection

lyophilisate and diluent for
solution for injection

lyophilisate and diluent for
solution for injection

lyophilisate and diluent for
solution for injection

lyophilisate and diluent for
solution for i njection

powder and diluent for
solution for injection

powder and diluent for
solution for i njection

powder and diluent for
solution for injection

powder and diluent for
solution for i njection

film coated tablets

film coated tablets

consoante o que ocorrer em primeiro lugar.

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

GlaxoSmithKline D ungarvan Ltd.,

12 (1x12) tablets in PVC/AI blister,

Knockbrack, Dungar van, Co. o YES YES YES
Waterford, Republic of Ireland suppliedin @ box
. . Glass bottle with I yophilisate in a lower
Ef\l/ze';.l‘\/lén ufac1t51r|Fr'\g BeIgB:ulmA partand solvent (2 mL) inthe upper YES YES
» Rijlsweg 12, Fuurs, Belgium part, supplied in a box
. ! . 10 glass bottles with a20 mL of
Pliva Croatia Ltd., Ulicagrada " PP .
Vukovara 49, Z agreb, Republic of | S0lufion for injection (with rubber YES YES
Croatia stopper and aluminum cap), s upplied
ina box
Pliva Croatia Ltd., Ulica grada 10glass nfusion bottles each !
Vukovara 49, Zagreb, Republic of | OMiaining 500 mL of infusion solution | ygg YES
Croatia and plastic holders for infusion bottles,
suppliedin a box
Pliva Croatia Ltd., Ulica grada " %.'a.ss. ”f“Z'gg bﬁ"(':? ?ac.h i
Vukovara 49, Zagreb, Republic of | contianing mL ofiniusion solution - ygg YES
Croatia and plast!c hol ders for infusion bottles,
supplied in a box
Glass bottle with | yophilisate in a lower
Pfizer Manufacturing Belgium partand solvent (15.60 mL for YES YES
NV, Rijksweg 12, Puurs, Belgium | reconstitution of | yophilisate), s upplied
ina box
. . Glass bottle with I yophilisate in a lower
Ef\l/ze';.l‘\/lén ufac1t51r|Fr'\g BeIgB:ulmA partand solvent (2 mL) in the upper YES YES
» Rijisweg 12, Fuurs, Belgium part, supplied in a box
: : Glass bottle with I yophilisate in a lower
Pfizer Manufacturing Belgium N
M : partand sol vent (4 mL) inthe upper YES YES
NV, Rijksweg 12, Puurs, Belgium part, suppliedin a box
. . Glass bottle with | yophilisate in a lower
Ef\l/ze';i[\lllsa\n ufac;t;rgmgulfselgézlmium partand solvent (1mL) in the upper YES YES
»Rijisweg 12, » belg part, supplied in a box
Glass bottle with [ yophilisate in a lower
Pfizer Manufacturing Belgium partand solvent (7.8 mL for YES YES
NV, Rijksweg 12, Puurs, Belgium | reconstitution of | yophilisate), s upplied
ina box
Glass bottle of 6 mL with powder anda
Pfizer Manufacturing Belgium glass bottle with 8 mL of water for
NV, Rijksweg 12, Puurs, Belgium | injection 30 bottles with powder and 30 YES YES YES | YES
bottl es with solvent, supplied in a box
Glass bottle of 6 mL with powder anda
Pfizer Manufacturing Belgium glass bottle with 8 mL of water for
NV, Rijksweg 12, Puurs, Belgium | injection 30 bottles with powder and 30 YES YES YES YES
bottl es with solvent, supplied in a box
Glass bottle of 6 mL with powder and a
Pfizer Manufacturing Belgium glass bottle with 8 mL of water for
NV, Rijksweg 12, Puurs, Belgium | injection 30 bottles with powder and 30 YES YES YES YES
bottl es with solvent, supplied in a box
Glass bottle of 6 mL with powder and a
Pfizer Manufacturing Belgium glass bottle with 8 mL of water for
NV, Rijksweg 12, Puurs, Belgium | injection 1 bottle with powder and 1 YES YES YES YES
bottl e with solvent, supplied in a box
Jadran - Galenski laboratorij d.d. : ;
- . * | 28(2x14) tablets in a PVC/Al blister,
Zt:liﬁi:b, Rijeka, Republic of suppliedin a box YES YES
Godecke GmbH, Mooswaldalle 1,
Freiburg, Germany; Heinrich
MackN acf. GmbH&Co.KG, .
Heinrich Mack Str asse 35, 14 (2x7) tablets ina (PAJAI/PVC//Al) YES YES

lllertisen, Germany, Pfizer Italia
S.r.l., Strada statale 156, km 50,
Borgo san Michele, Latina, Italy

blister, suppliedin abox
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Sortis 20 mg tabl ets

Sortis 40 mg tabl ets

Sortis 80 mg tabl ets

Spasmex 0.2 mg/5 mL injection

Spasmex forte 5 mg tablets

Spiriva 18 micrograms,
inhalation powder, hard capsule

Stalevo 100 mg/25 mg/200 mg

Stalevo 150 mg/37.5 mg/200 mg

Stalevo 50 mg/12.5 mg/200 mg

STAMARIL, attenuated vaccine
against yellow fever, 1 dose

Starcitin tablets 10 mg

Starcitin tablets 20 mg

Starcitin tablets 40 mg

Statex20

Stediril-d sugar coated tabl ets

film coated tablets

film coated tablets

film coated tablets

solution for i njection

tablets

inhalation powder, hard
capsules

film coated tablets

film coated tablets

film coated tablets

powder and diluent for
suspension for injection

film tablets

film tablets

filmtablets

filmtablets

sugar coated tablets

Gédecke GmbH, Moos waldalle 1,
Freiburg, Germany; Heinrich
MackN acf. GmbH&Co.KG,
Heinrich Mack Strasse 35,
lllertisen, Germany; Pfizer ltalia
Sr.l., Strada statale 156, km 50,
Borgo san Michele, Latina, Italy
Godecke GmbH, Moos waldalle 1,
Freiburg, Germany; Heinrich
MackN acf. GmbH&Co.KG,
Heinrich Mack Strasse 35,
lllertisen, Germany; Pfizer ltalia
Scr.l., Strada statale 156, km 50,
Borgo san Michele, Latina, Italy
Godecke GmbH, Mooswaldalle 1,
Freiburg, Germany; Heinrich
MackN acf. GmbH&Co.KG,
Heinrich Mack Strasse 35,
lllertisen, Germany; Pfizer Italia
Sir.l., Strada statale 156, km 50,
Borgo san Michele, Latina, Italy
Lekfarmacevskadruzba d.d.,
Verovskova 57, Ljubljana,
Republic of Slovenia
Lekfarmacewska druzba d.d.,
Verovskova 57, Ljubljana,
Republic of Slovenia

Boehringer Ingelheim Pharma
GmbH & Co. KG, Binger Strasse
173, Ingel heim am Rhein,
Germany

Orion Corporation ORION
PHARMA, Espoo, Finland

Orion Corporation ORION
PHARMA, Espoo, Finland

Orion Corporation ORION
PHARMA, Espoo, Finland

Sanofi Pasteur S.A., 2avenue
Pont Pasteur, Lyon, France

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Wyeth Medica Republic of

Ireland, Newbridge, Republic of
Ireland

consoante o que ocorrer em primeiro lugar.

15 (2x7) tablets ina (PAJAI/PVC//Al)

blister, suppliedin abox YES
16 (2x7) tablets ina (PAJAI/PVC//Al) YES
blister, suppliedin abox

17 (2x7) tablets ina (PA/AI/PVC//Al) YES

blister, suppliedin abox

50 (5x10) amber glass ampoul es with
5mL of solution for injectionin a YES
plastic container, suppliedina box

20 (2x10) tablets in a blister YES
(PVC/PVDC//Al), suppliedina box

30 capsules (3 blisters with 10 (2x5)
capsul es) in a blister (Al/PVC/Al) and
aninhaler (HandiHaler), suppliedin a
box

YES

100 tablets in a plastic (HDPE) bottle,
R YES

suppliedin a box

100 tablets in a plastic (HDPE) bottle,

suppliedin a box YES

100 tablets in a plastic (HDPE) bottle, YES
suppliedin a box

One glass vial with a single dose of

lyophilized vaccine and a pre-filled

glass syringe with fixed needle YES
containing 0.5mL of diluent, suppliedin

abox

28 (2x14) tablets in a blister, supplied YES
ina box

28 (2x14) tablets in a blister, supplied
ina box

28 (4x7) tablets in a blister, suppliedin YES
abox

Box with 20 tablets (blister, 2x10 tbl.) YES

21 (1x21) tablets in PVC/A| blister,

supplied in a carton box YES

YES

YES

YES

YES

YES

YES

YES

YES

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

YES
YES
YES
YES
YES
YES
YES
YES
YES
YES

YES
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Stediril-m sugar coated tablets

Stediril-m sugar coated tablets

Stocrin 100 mg capsul es

STOCRIN 200 mg film coated
tablets

Stocrin 200 mg capsul es

STOCRIN 50 mg film coated
tablets

Stocrin 50 mg capsules

STOCRIN 600 mg film coated
tablets

STOMATIDIN solution

STRATTERA 10 mg hard
capsul es

STRATTERA 18 mg hard
capsul es

STRATTERA 25 mg hard
capsul es

STRATTERA 40 mg hard
capsul es

STRATTERA 60 mg hard
capsul es

STREPSILS sugar-free
lozenges, |emon flavour

Strepsils sugar-free lozenges,
lemon flavour

Strepsils lozenges - honey and
lemon

Strepsils honeyand lemon
lozenges

sugar coated tablets

sugar coated tablets

capsul es

film coated tablets

capsul es

film coated tablets

capsul es

film coated tablets

solution

capsul es, hard

capsul es, hard

capsul es, hard

capsul es, hard

capsul es, hard

lozenges

lozenges

lozenges

lozenges

Wyeth Medica Republic of
Ireland, Newbridge, Republic of

Ireland or Haupt Pharma Muns ter

GmbH, Munster, SR Germany
Wyeth Medica Republic of
Ireland, Newbridge, Republic of

Ireland or Haupt Pharma Muns ter

GmbH, Munster, SR Germany
Merck Sharp & Dohme B.V.,
Waar derweg 39, Postbus 581,
Haarlem, the Netherlands

Merck Sharp & Dohme B.V.,
Waar derweg 39, Postbus 581,
Haarlem, the Netherlands

Merck Sharp & Dohme B.V.,
Waar derweg 39, Postbus 581,
Haarlem, the Netherlands

Merck Sharp & Dohme B.V.,
Waar derweg 39, Postbus 581,
Haarlem, the Netherlands

Merck Sharp & Dohme B.V.,
Waar derweg 39, Postbus 581,
Haarlem, the Netherlands

Merck Sharp & Dohme B.V.,
Waar derweg 39, Postbus 581,
Haarlem, the Netherlands

Bosnalijek d.d., Jukiceva 53,
Sarajevo, Bosnia and
Herzegovina

Eli Lilly and Company Limited,
Basingstoke, Hamps hire, Gr eat
Britain

Eli Lilly and Company Limited,
Basingstoke, Hamps hire, Gr eat
Britain

Eli Lilly and Company Limited,
Basingstoke, Hamps hire, Gr eat
Britain

Eli Lilly and Company Limited,
Basingstoke, Hamps hire, Gr eat
Britain

Eli Lilly and Company Limited,
Basingstoke, Hamps hire, Gr eat
Britain

Reckitt Benckiser Healthcare
International Ltd., Thane Road,
Nottingham, Great Britain

Reckitt Benckiser Healthcare
International Ltd., Thane Road,
Nottingham, Great Britain

Reckitt Benckiser Healthcare
International Ltd., Thane Road,
Nottingham, Great Britain

Reckitt Benckiser Healthcare
International Ltd., Thane Road,
Nottingham, Great Britain

consoante o que ocorrer em primeiro lugar.

21 (1x21) tablets in PVC/AI blister,
suppliedin acarton box

21 (1x21) tablets in PVC/AI blister,
suppliedin acarton box

30 capsules in a HDPE bottle witha
PP stopper, supplied in a box

90 tablets in a plastic (HDPE) bottle
with atemper-evident stopper,
suppliedin a box

90 capsules in a HDPE bottle with a
PP stopper, supplied in a box

30tablets in a plastic (HDPE) bottle
with atemper-evident stopper and
desiccant, suppliedina box

30 capsules in a HDPE bottle with a
PP stopper, supplied in a box

30tablets in a plastic (HDPE) bottle
with atemper-evident stopper and
desiccant, suppliedina box

200 mL of solution in an amber glass
bottl e with aluminum cap, supplied ina
carton box

7 (1x7) capsules in a
PVC/PE/PCTFE/AI blister, supplied in
abox

7 (1X7) capsulesin a
PVC/PE/PCTFE/AI blister, supplied in
abox

28 (2x14) capsules in a
PVC/PE/PCTFE/AI blister, supplied in
abox

28 (2x14) capsules in a
PVC/PE/PCTFE/AI blister, supplied in
abox

28 (2x14) capsules in a
PVC/PE/PCTFE/Al blister, supplied in
abox

16 lozenges (2x8) in a blister, supplied
ina box

16 (2x8) lozenges in a blister, supplied
ina box

24 (2X12) lozenges in a blister
(PVC/PVDC-AI), supplied ina box

12 (1x12) lozenges in PVC/PVDC-AIl
blister, suppliedin atin box

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES
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Lista(*) fornecida pela Crodcia, numa tnica lingua, de medicamentos em rehg¢doaos quais asautorizagdes de comercializagio emitidas ao abrigo da legislagdo croata antes da data da adesio permanecerdo vélidasaté serem renovadasem conformidade com oacervo ou até 30 de Junho de 2017,

Strepsils honeyand lemon
lozenges

Strepsils lozenges - menthol and
eucal yptus

Strepsils lozenges - menthol and
eucal yptus

Strepsils lozenges - orange with
vitamin C

Strepsils lozenges - orange with

vitamin C

Strepsils original lozenges

Strepsils original lozenges

Strepsils Plus lozenges

Strepsils Plus lozenges

Structolipid 20%

Structolipid 20%

Stugeron forte tablets

Subutex 0.4 mg sublingual
tablets

Subutex subling val ne tabl ets 2
mg

Subutex subling val ne tablets 8
mg

Subutex subling val ne tablets 8
mg

lozenges

lozenges

lozenges

lozenges

lozenges

lozenges

lozenges

lozenges

lozenges

emulsion for infusion

emulsion for infusion

tablets

sublingual tabl ets

sublingual tabl ets

sublingual tabl ets

sublingual tabl ets

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Reckitt Benckiser Healthcare
International Ltd., Thane Road,
Nottingham, Great Britain

Reckitt Benckiser Healthcare
International Ltd., Thane Road,
Nottingham, Great Britain

Reckitt Benckiser Healthcare
International Ltd., Thane Road,
Nottingham, Great Britain

Reckitt Benckiser Healthcare
International Ltd., Thane Road,
Nottingham, Great Britain

Reckitt Benckiser Healthcare
International Ltd., Thane Road,
Nottingham, Great Britain

Reckitt Benckiser Healthcare
International Ltd., Thane Road,
Nottingham, Great Britain

Reckitt Benckiser Healthcare
International Ltd., Thane Road,
Nottingham, Great Britain

Reckitt Benckiser Healthcare
International Ltd., Thane Road,
Nottingham, Great Britain

Reckitt Benckiser Healthcare
International Ltd., Thane Road,
Nottingham, Great Britain

Fresenius Kabi AB, Uppsala,
Sweden

Fresenius Kabi AB, Uppsala,
Sweden

Krka d.d., Nowo mesto, Republic
of Sloveniain cooperation with
Janssen Phar maceutica, Beerse,
Belgium

Reckitt Benckiser Healthcare
(UK) Limited, East Y or kshire,
Great Britain for Schering-Plough
Corporation, USA

Reckitt Benckiser Healthcare
(UK) Limited, East Y or kshire,
Great Britain for Schering-Plough
Corporation, USA

Reckitt Benckiser Healthcare
International Ltd., Thane Road,
Nottingham, Great Britain

Reckitt Benckiser Healthcare
(UK) Limited, East Y or kshire,
Great Britain for Schering-Plough
Corporation, USA

consoante o que ocorrer em primeiro lugar.

12 (1x12) lozenges in a blister,
suppliedin atinbox

24 (2X12) lozenges in ablister,
supplied in a box

24 (2X12) lozenges in a blister
(PVC/PVDC-AI), supplied ina box

24 (2X12) lozenges in a blister
(PVC/PVDC-AI), supplied ina box

24 (2X12) lozenges in a blister,
supplied in a box

24 (2X12) lozenges in a blister,
supplied in a box

24 (2X12) lozenges in a blister,
supplied in a box

24 (2X12) lozenges in ablister,
supplied in a box

24 (2X12) lozenges in a blister
(PVC/PVDC-AI), supplied ina box

Plastic bag ("Excel") containing 500
mL of emulsion for infusion with two
attachments for drug administr ation
and for infusion, one small bag
containing oxygen absorber, and one
bag with sol ution for packaging
airtightness control

Plastic bag ("Excel") containing 250
mL of emulsion for infusion with two
attachments for drug administr ation
and for infusion, one small bag
containing oxygen absorber, and one
bag with sol ution for packaging
airtightness control

50 (5x10) tablets in a PVC/Al blister,
suppliedin a box

7 (1X7) tablets in a PVC/PVDC-AI
blister, suppliedin abox

7 (1x7) tablets in aPVC/PVDC-AI
blister, suppliedin abox

7 tablets, suppliedin abox

7 (1x7) tablets in a PVC/PVDC-AIl
blister, suppliedin abox

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

AC 30/11

DGK 2

GRP

139
LIMITE PT



Apéndice ao AnexoV

Lista(*) fornecida pela Crodcia, numa tnica lingua, de medicamentos em rehg¢doaos quais asautorizagdes de comercializagio emitidas ao abrigo da legislagdo croata antes da data da adesio permanecerdo vélidasaté serem renovadasem conformidade com oacervo ou até 30 de Junho de 2017,

Sulfas ol 4%

Sulotrim 100/20 mg tablets

Sulotrim 400/80 mg tablets

Sulotrim Forte 800/160 mg
tablets

Sulotrim oral suspension

Sulpirid 100 mg/2 mL injection

Sulpirid 200 mg capsules

Sulpirid 50 mg caps ules

Sumamed forte syrup

Sumamed injection

Sumamed capsules

Sumamed S capsules 250 mg

Sumamed S tablets 500 mg

Sumamed syrup

Sumamed syrup 1200

Sumamed syrup 1200 XL

Sumamed tablets 125 mg

Sumamed tablets 500 mg

Supremin

eye drops, solution

tablets

tablets

tablets

oral suspension

solution for i njection

capsul es

capsul es

powder for prepar ation of
oral suspension

powder for sol ution for
infusion

capsules

capsul es

film tablets

powder for prepar ation of
oral suspension

powder for prepar ation of
oral suspension

powder for preparation of
oral suspension

film coated tablets

film coated tablets

syrup

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Belupo, lijekovi i kozmetika d.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

consoante o que ocorrer em primeiro lugar.

10 mL of solutionin a PE bottle with
dropper attachment and PP cap,
suppliedin a box

20 (1x20) tablets in a PVC/Al blister,
supplied in a box

20 tablets in an amber glass bottle,
supplied in a carton box

20 tablets in an amber glass bottle,
suppliedin a carton box

100 mL of suspensionin an amber
glass bottle and a plastic meas uring
spoon, suppliedina box

2mL of sol ution for injectionin a glass
ampoul e, 6 ampoules in abox

12 capsules in a plastic bottle with
closure, suppliedina box

30 (2x15) capsules in a PVC/Al blister,
supplied in a box

One HDPE bottle with powder, one
plastic spoonand one plastic syringe
for dose delivery, suppliedin a box

5 glass bottles with powder, supplied
ina box

6 (1x6) capsules in aPVC/PVDC//AI
blister, suppliedin a box

Box with 4 caps ules (blister)

Box with 2 filmtablets (blister)

One HDPE bottle with powder, one
plastic spoon and one plastic syringe
for dos e delivery, supplied in a box
One HDPE bottle with powder, one
plastic spoon and one plastic syringe
for dose delivery, supplied in a box
One HDPE bottle with powder, one
plastic spoon and one plastic syringe
for dose delivery, supplied in a box

6 (16) tablets in a PVC/AI blister,
suppliedin a box

4 (1x3) tablets in a PVC/AI blister,
suppliedin a box

200 mL of syrup in an amber glass
bottl e with aluminumcap anda 5-mL
pol ystyrene s poon, suppliedina box

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES
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Lista(*) fornecida pela Crodcia, numa tnica lingua, de medicamentos em rehg¢doaos quais asautorizagdes de comercializagio emitidas ao abrigo da legislagdo croata antes da data da adesio permanecerdo vélidasaté serem renovadasem conformidade com oacervo ou até 30 de Junho de 2017,

Sutent 12.5 mg capsules

Sutent 256 mg capsules

Sutent 50 mg capsules

Symbicort Turbuhaler 160/4.5 pug

Symbicort Turbuhaler 160/4.5 g

Symbicort Turbuhaler 320/9 pug

Symbicort Turbuhaler 80/4.5 ug

Symbicort Turbuhaler 80/4.5 ug

Synagis 100 mg powder and
diluent for injections

Synagis 50 mg powder and
diluent for injections

Synopen injection

Synopen ointment

Syntocinon 5 IU injection

Syntoci non aerosol

Tabex forte syrup

Tabexsyrup

TachoComb 2.5x3.0x0.5cm

capsul es, hard

capsul es, hard

capsul es, hard

inhalation powder

inhalation powder

inhalation powder

inhalation powder

inhalation powder

lyophilisate and diluent for
prepar ation of solution

lyophilisate and diluent for
prepar ation of solution

solution for i njection

ointment

solution for
intramuscular/intravenous
injection

nasal aerosol

syrup

syrup

spong yabsorbent wound
dressing

consoante o que ocorrer em primeiro lugar.

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Pfizer Italia S.r.l., Marina del
Tronto, Ascoli Piceno, ltaly

Pfizer Italia S.r.l., Marina del
Tronto, Ascoli Piceno, ltaly

Pfizer Italia S.r.l., Marina del
Tronto, Ascoli Piceno, ltaly

AstraZeneca Sodertélje, Sweden
or AstraZeneca GmbH,
Plankstadt, Germany
AstraZeneca AB, S-151-85
Sodertalje, Sweden; AstraZeneca
GmbH, D-68721 Plankstadt,
Germany

AstraZeneca AB, S-151-85
Sodertalje, Sweden; AstraZeneca
GmbH, D-68721 Plankstadt,
Germany

AstraZeneca AB, S-151-85
Sodertélje, Sweden; AstraZeneca
GmbH, D-68721 Plankstadt,
Germany

AstraZeneca Sodertélje, Sweden
or AstraZeneca GmbH,
Plankstadt, Germany

Abbott S.p.A., Via Pontina 52, |-
04010 Campoverde di Aprilia
(Latina), Italy

Abbott S.p.A., Via Pontina52, |-
04010 C ampoverde di Aprilia
(Latina), Italy

Pliva Croatia Ltd., Zagreb,
Republic of Croatiain
cooperation with N ovartis, Basel,
Switzerland

Pliva Croatia Ltd., Zagreb,
Republic of Croatiain
cooperation with N ovartis, Basel,
Switzerland

Novartis Pharma Stein AG,
Schaffhauserstrasse, Stein,
Switzerland

Novartis Pharma S.A.S.,
Huningue C edex, France for
Novartis Pharma AG, Basel,
Switzerland

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Nycomed Austria GmbH, St.
Peter-Strasse 25, Linz, Austria

30 capsules in a plastic (HDPE) bottle
with a plastic stopper, suppliedin a
box

30 capsules in a plastic (HDPE) bottle
with a plastic stopper, suppliedin a
box

30 capsules in a plastic (HDPE) bottle
with a plastic stopper, suppliedin a
box

120 doses in a plastic inhal er with
mouthpiece, suppliedin abox

60 doses in aplastic inhaler with a
mouthpiece, suppliedin abox

60 doses in aplastic inhaler with a
mouthpiece, suppliedin abox

60 doses in aplastic inhaler with a
mouthpiece, suppliedin abox

120 doses in a plastic inhal er with
mouthpiece, suppliedin abox

Box with one bottl e with 100 mg of
prepar ation, 1 mL of solventinan
ampoule and aleaflet

Box with one bottle with 50 mg of
prepar ation and 1 mL of solventin an
ampoul e

2mL of sol ution for injecion in an
) YES
ampoule, 10 ampoules in a box

20 grams of ointmentinan Al tube,

suppliedin a box YES

Box with 10 ampoules with 1 mL of
solution

Bottle with 5 mL of solution with a
spray attachment, suppliedin abox

100 mL of syrupin an amber glass
bottle and a 5-mL plastic measuring YES
spoon, suppliedina box

100 mL of syrupin an amber glass
bottle and a 5-mL plastic measuring YES
spoon, suppliedina box

One collagen sponge for wound
dressing (2.5x3.0x0.5cm) ina double
package ( plastic foil/alufoil) and a
silicagel bag, supplied ina box

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES YES
YES YES
YES YES
YES
YES
YES
YES
YES YES
YES YES
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TachoComb 9.5x4.8x0.5cm

TachoSil 2.5x3.0x0.5¢cm

TachoSil 9.5x4.8x0.5¢cm

Tadenan

Tafen 50 pg nasal spray

Tafen Nowolizer 200 pg
inhalation powder

Tafen Nowolizer 200 pg powder
for inhalation

Tagren 250 mg film coated
tablets

Tamiflu 12 mg/mL powder for
oral suspension

Tamiflu 75 mg hard capsules

Tamosin 0.4 mg extended-
release capsules

Tanakan 40 mg/mL oral solution

Tanakan film coated tabl ets

Tantum Lemon lozenges

Tantum Verde gargling solution

Tantum Verde gargling solution

spong yabsorbent wound
dressing

spong yabsorbent wound
dressing

spong yabsorbent wound
dressing

capsul es, soft

nasal spray, suspension

inhalation powder

inhalation powder

film coated tablets

powder for prepar ation of
oral suspension

hard capsules

prolonged-releas e capsules,

hard

oral solution

film coated tablets

lozenges

oromucos al solution

oromucos al solution

Nycomed Austria GmbH, St.
Peter-Strasse 25, Linz, Austria

Nycomed Austria GmbH, St.
Peter Strasse 25, Linz, Austria

Nycomed Austria GmbH, St.
Peter Strasse 25, Linz, Austria

Laboratoires Four nier S.A,,
Fontaine Les Dijon, France

Lekfarmacewska druzba d.d.,
Verovskova 57, Ljubljana,
Republic of Slovenia

Lek d.d., Ljubljana, R epublic of
Sloveniain cooperation with
Sofotec GmbH & C0.KG,
Germany

Lek d.d., Ljubljana, Republic of
Sloveniain cooperation with
Sofotec GmbH & Co.KG,
Germany

Krka d.d., Smarje$ka cesta 6,
Novo mesto, Republic of
Slovenia

F. Hoffmann-La Roche Ltd.,
Grenzacherstrasse 124, Basel,
Switzerland

F. Hoffmann-La Roche Ltd.,
Grenzacherstrasse 124, Basel,
Switzerland

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Beaufor |psen Industrie, Dreux,
France

Beaufor Ipsen Industrie, Dreux,
France

A.C.RAF. Sp.A, Via Vecchia

del Pinocchio, 22, 60131 Ancona,

Italy

Sanochemia Pharmazeutika AG,
Neufel d/Leitha, Austria

Sanochemia Pharmazeutika AG,
Neufel d/Leitha, Austria

consoante o que ocorrer em primeiro lugar.

One collagen sponge for wound
dressing (9.5x4.8x0.5cm) ina double
package ( plastic foil/alufoil) and a
silicagel bag, supplied ina box

One collagen sponge for wound
dressing (2.5x3.0x0.5cm) ina double
package ( blister) and a silicagel bag,
supplied in a box

One collagen sponge for wound
dressing (9.5x4.8x0.5cm) ina double
package ( blister) and a silicagel bag,
supplied in a box

60 (6x10) soft capsules in a blister
(PVC/Al), supplied in abox

10 mL of suspension (200 inhalation
doses) in a brown glass bottle with a
plastic atomizer pump and plastic
protective cap, suppliedina box

One cartridge with 2.18 g of powder on
average (teh cartridge contains 200
doses of powder), suppliedin abox

Oneinhaler and one cartridge with
approx. 2.18 g of powder (the
cartridge contains 200 doses of
powder), suppliedina box

40 (3x10) tablets in a PVC/Al blister,
supplied in a box

30 g of powder for oral suspensionin a
glass bottle with a pl astic temper-
evident stopper, a plastic meas uring
cup for solvent, a plastic attachment
affi xed to the bottl e and a plastic
syringe for application of oral
suspension, suppliedin a box

10 (1x10) capsules in a blister,
supplied in a box

30 (2x15) capsules in a PVC/PVDC//Al
blister, suppliedin abox

30 mL of solutionin anamber glass
bottl e with a plastic stopper and 1 mL
measuring plastic syringe with a
protecti ve casing, supplied ina box

90 (6x15) film coated tablets in a
PVC/A blister, supplied in abox

10 individually paper-wr apped
lozenges in a protective PE/paper/Al
wrapping, 20 (2x10) lozenges ina box

1000 mL of solutionin a plastic bottle
with temper-proof cl osure and
metering pump, suppliedin abox
1000 mL of solutionin a plastic bottle
with temper-proof cl osure, supplied in
abox

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

YES

YES

YES

YES

YES

YES
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YES

YES
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Tantum Verde gargling solution

Tantum Verde gargling solution

Tantum Verde gargling solution

Tantum Verde lozenges

Tantum Verde spray0.15%

Tantum Verde spray0.30%

TANYZ 0.4 mg

TANYZ 0.4 mg

Tarceva 100 mg film coated
tablets

Tarceva 150 mg film coated
tablets

Tarceva 25 mg film coated
tablets

Target 10

Target Plus caps ules

Targocid 200 mg

Targocid 400 mg

Tarka

Tarka 180 mg/2 mg tablets

TARKA 240 mg/2 mg tablets

TARKA 240 mg/4 mg tablets

oromucos al solution

oromucosal solution

oromucosal solution

lozenges

oromucos al spray

oromucos al spray

prolonged release capsules

prolonged-releas e capsules

film coated tablets

film coated tablets

film coated tablets

capsul es

capsul es

powder for prepar ation of
solution for i njection

powder for prepar ation of
solution for injection

capsul es

modified-release tablets

modified-release tablets

modified-release tablets

Sanochemia Pharmazeutika AG,
Neufel d/Leitha, Austria

Sanochemia Pharmazeutika AG,
Neufel d/Leitha, Austria

Sanochemia Pharmazeutika AG,
Neufel d/Leitha, Austria

A.C.RAF. Sp.A., Via Vecchia

del Pinocchio, 22, 60131 Ancona,

Italy
A.C.RAF. Sp.A., Via Vecchia

del Pinocchio, 22, 60131 Ancona,

Italy
A.CRAF. Sp.A., Via Vecchia

del Pinocchio, 22, 60131 Ancona,

Italy
Krka d.d., Smarje$ka cesta 6,

Novo mesto, Republic of
Slovenia

Krka d.d., Smarje$ka cesta 6,
Novo mesto, Republic of
Slovenia

F. Hoffmann-La Roche Ltd.,
Grenzacherstrasse 124, Basel,
Switzerland

F. Hoffmann-La Roche Ltd.,
Grenzacherstrasse 124, Basel,
Switzerland

F. Hoffmann-La Roche Ltd.,
Grenzacherstrasse 124, Basel,
Switzerland

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Gruppo Lepetit S.p.A, Anagni,
Italy

Gruppo Lepetit S.p.A, Anagni,
Italy

Abbott GmbH & Co. KG,
Ludwigshafen, Germany

Abbott GmbH & Co. KG,
Ludwigshafen, Germany

Abbott GmbH & Co.KG.,
Ludwigshafen, Germany

Abbott GmbH & Co.KG.,
Ludwigshafen, Germany

consoante o que ocorrer em primeiro lugar.

150 mL of solution in a plastic bottle
with temper-proof cl osure and
atomizer pump, suppliedina box

150 mL of solution in a plastic bottle
with temper-proof cl osure cap,
supplied in a box

60 mL of solutionin aglass bottle with
atemper--evident stopper, suppliedin
abox

11 individually paper-wr apped
lozenges in a protective PE/paper/Al
wrapping, 20 (2x10) lozengesina box
30 mL of solutionin a plastic bottle
with a sprayattachment, suppliedin a
box

15 mL of solutionin a plastic bottle
with nebullizer attachment, suppliedin
abox

60 (6x10) capsules in a
PVC/PE/PVDC/AI blister, suppliedin a
box

30 (3x10) capsulesin a
PVC/PE/PVDC/AI blister, suppliedin a
box

30 (3x10) film coated tablets in a
blister (PVC/Al), suppliedin a box

30 (3x10) film coated tablets in a
blister (PVC/Al), suppliedin a box

30 (3x10) film coated tablets in a
blister (PVC/Al), suppliedin a box

7 capsules inan amber glass bottle,
supplied in a box

14 capsules in an amber glass bottle,
supplied in a box

Vial with powder and ampoule with
diluent suppliedin abox

Vial with powder and ampoule with
diluent suppliedin abox

28 capsul es (2x14) in a PVC/Al blister,
suppliedin a box

28 (2x14) modified-release tablets in a
blister (PVC/PVDC//Al), supplied in a
box

28 (2x14) modified-release tablets in a
blister (PVC/PVDC//Al), supplied in a
box

28 (2x14) modified-release tablets in a
blister (PVC/PVDC//Al), supplied in a
box

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

YES

YES

YES

YES

YES

YES

YES YES

YES YES

YES

YES

YES

YES
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Tavanic 250 mg tabl ets

Tavanic 500 mg tabl ets

Tavanici.v. 500 mg

Taxol injection 100 mg / 16.7 mL

Taxol injection 30 mg / 5 mL

Taxol injection 300 mg /50 mL

Taxotere 20 mg

Taxotere 80 mg

Tazocin 4.5 g injection for
intravenous use

Telebrix 35

Telfast 120 mg

Telfast 180 mg

Telfast 30 mg

Temodal capsules 100 mg

Temodal capsules 20 mg

Temodal capsules 250 mg

Temodal capsules 5 mg

Tenicef 0.5 g injection

film tablets

filmtablets

solution for intravenous
infusion

concentrate for solution for
infusion

concentrate for solution for
infusion

concentrate for solution for
infusion

concentrate for solution for
infusion

concentrate for solution for
infusion

powder for prepar ation of
solution for i njection or
infusion

solution for injection

film coated tablets

film coated tablets

film coated tablets

capsul es, hard

capsul es, hard

capsul es, hard

capsul es, hard

powder for preparation of

solutionfori.v. andi.m.
injection

Aventis Pharma Deutschland
GmbH, Brunningstrasse 50,
Frankfurt am Main, Germany
Aventis Pharma Deutschland
GmbH, Brunningstrasse 50,
Frankfurt am Main, Germany

Aventis Pharma Deutschland
GmbH, Brunningstrasse 50,
Frankfurt am Main, Germany

Bristol Myers-Squibb S.r.1.,
Sermoneta, Latina, Italy

Bristol Myers-Squibb S.r.1.,
Sermoneta, Latina, Italy

Bristol Myers-Squibb S.r.1.,
Sermoneta, Latina, Italy

Aventis Pharma Dagenham,
Dagenham, Essex, Great Britain

Aventis Pharma Dagenham,
Dagenham, Essex, Great Britain

Wyeth Lederle S.p.A., Catania,
Italy; Wyeth Laboratories, New
Lane, Havant, Great Britain

Guerbet, C edex, France

Aventis Pharma Deutschland
GmbH, Brunningstrasse 50,

Frankfurt am Main, Germany
Aventis Pharma Deutschland

GmbH, Brunningstrasse 50,
Frankfurt am Main, Germany

Aventis Pharma S.p.A., S.S. 17
KM 22, Scoppito, Italy

Schering-Plough Labo N.V.
Industrepark 30, Heist-op-den-
Berg, Belgium

Schering-Plough Labo N.V.
Industrepark 30, Heist-op-den-
Berg, Belgium
Schering-Plough Labo N.V.
Industrepark 30, Heist-op-den-
Berg, Belgium
Schering-Plough Labo N.V.
Industrepark 30, Heist-op-den-
Berg, Belgium

Pliva Krakow, Krakow, Poland

consoante o que ocorrer em primeiro lugar.

10 tablets in a blister, supplied in abox

10 tablets in a blister, supplied in abox

100 mL of solutionin a glass bottle,
supplied in a box

One glass vial with 16.7 mL of solution
concentrate, suppliedin acarton box

One glass vial with 5 mL of sol ution
concentrate, suppliedin acarton box

One glass vial with 50 mL of solution
concentrate, suppliedin acartonbox

One glass vial with 0.5 mL of
concentrate and one glass vial
containing 1.5 mL of diluentin a
blister, suppliedin abox

One glass vial with2 mL of
concentrate and one glass vial with
6mL of diluentina blister, suppliedina
box

Clear glass 72-mL bottle with 4.5 g of
lyophilisate equipped with agrey
bromobutyl stopper and flip-off cap of
aluminumand plastic coloured pink,
supplied in a box

Vial with 50 mL of solution, suppliedin
abox

10 tablets in a blister, supplied in abox

10 tablets in a blister, supplied in abox

60 (4x15) tablets in a blister, supplied
ina box

5capsules ina glass bottle with a
plastic stopper, supplied in a box

5capsules in a glass bottle witha
plastic stopper, supplied in a box

5capsules in a glass bottle witha
plastic stopper, supplied in a box

5 capsules in a glass bottle witha
plastic stopper, supplied in a box

5(10 mL) glass bottles with powder,
supplied in a box

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.
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Tenicef 1g injection

Tenicef 2g injection

Tenormin 100 mg tablets
Tenormin 50 mg tablets
Tenox 10 mg tablets

Tenox 5 mg tablets

Teolinretard 125 mg tablets

Teolinretard 300 mg tablets

Teotard 200 mg prolonged-
release capsules

Teotar d capsules prolonged-
release 350 mg

Tertensif

Tertensif SR

Tetanus antitoxin (equine) 1500
U

Tetanus antitoxin (equine) 1500
U

Tetanus antitoxin (equine) 3000
U

Tetanus antitoxin (equine) 3000
U

powder for prepar ation of
solutionfor i.v.andi.m.
injection

powder for prepar ation of
injection/infusi on s oluti on
fori.v.use

film coated tablets

film coated tablets

tablets

tablets

prolonged-releas e tablets

prolonged-releas e tablets

prolonged-releas e capsules,
hard

prolonged-releas e capsules,
hard

film coated tablets

sustained-release film
tablets

solution for parenteral use

solution for parenteral use

solution for parenteral use

solution for parenteral use

Pliva Krakow, Krakow, Poland

Pliva Krakow, Krakow, Poland

AstraZeneca UK Limited, Silk
Road Business Park,
Macclesfield, C heshire, Great
Britain

AstraZeneca UK Limited, Silk
Road Business Park,
Macclesfield, C heshire, Great
Britain

Krka d.d., Now Mesto, Republic
of Slovenia; Krka Farma d.o.o.,
DPC Jastrebarsko, R epublic of
Croatia

Krka d.d., Now Mesto, Republic
of Sloveni a; Krka Farma d.o.o.,
DPC Jastrebarsko, Republic of
Croatia

Lekfarmacevskadruzba d.d.,
Ljubljana, R epublic of Slovenia

Lekfarmacewska druzba d.d.,
Ljubljana, R epublic of Slovenia

Krka d.d., Novo mesto,
Smarjes ka cesta 6, R epublic of
Sloveniain cooperation with
Astellas Pharma GmbH,
Germany

Krka d.d., Nowo mesto,
Smarjes ka cesta 6, R epublic of
Sloveniain cooperation with
Astellas Phar ma GmbH,
Germany

Les Laboratories Servier
Industrie, 905 route de Saran,
45520 Gidy, France

Les Laboratories Servier
Industrie, 905 route de Saran,
45520 Gidy, France
Imunolo$ki zawod d.d.,
Rockefellerova 2, Zagreb,
Republic of Croatia
Imunolo$ki zawod d.d.,
Rockefellerova 2, Zagreb,
Republic of Croatia
Imunolo$ ki zawd d.d.,
Rockefellerova 2, Zagreb,
Republic of Croatia
Imunolo$ ki zawd d.d.,
Rockefellerova 2, Zagreb,
Republic of Croatia

consoante o que ocorrer em primeiro lugar.

5(15 mL) glass bottles with powder,
supplied in a box

5(15 mL) glass bottles with powder,
supplied in a box

28 (2x14) film coated tablets in a
blister (PVC/PVDC//Al), supplied in a
box

29 (2x14) film coated tablets in a
blister (PVC/PVDCI//Al), supplied in a
box

30 (3x10) tablets in a blister, supplied

ina box YES

30 (3x10) tablets in a blister, supplied YES
ina box

40 tablets in a glass bottle, suppliedin
acarton box

40 (4x10) tablets in a PVC/Al blister,
suppliedin a carton box

40 (4x10) capsules in a blister
(PVC/AI), supplied in abox

40 (4x10) capsules in a blister
(PVC/AI), supplied in abox

30 (1x30) tablets in a PVC/Alu blister,
supplied in a box

Box with 30 tablets (2x15) in a blister

Box with 1 ampoule with 1500 U of YES
prepar ation

Box with 50 ampoules each with 1500
U of preparation

Box with 50 ampoules each with 3000
U of preparation

Box with 1 ampoule with 3000 IU of YES
prepar ation

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES
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Lista(*) fornecida pela Crodcia, numa tnica lingua, de medicamentos em rehg¢doaos quais asautorizagdes de comercializagio emitidas ao abrigo da legislagdo croata antes da data da adesio permanecerdo vélidasaté serem renovadasem conformidade com oacervo ou até 30 de Junho de 2017,
consoante o que ocorrer em primeiro lugar.

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

TETRAct - HIB, combined
diphtheria, tetanus, pertussis

lyophilisate and s uspension
for preparation of

Sanofi Pasteur S.A., 2avenue

Box with 1 bottl e containing

and Haemophilus influenzae suspension for i.m. and Pont Pasteur, Lyon, France IchéphiEsz]\(teand 1.g|ass syringe with YES YES
type B vaccine deep subcutaneoud use -0 ML Of suspension
TETRAXIM diphtheria, tetanusa,
pertussis (acellular) and ion for ini ecti Sanofi Pasteur S.A., 2avenue Glass syringe with aneedle containing YES YES
poliomyelitis (inacti vated) suspension for injections Pont Pasteur, Lyon, France 0.5 mL of suspension for injections
vaccine, absorbed
Sol Ph dticals B.V. 30 (2x14) film coated tablets in a
TEVETEN 600 mg film coated tablets V\% e":g thzrg‘:fhzrl'acnz: -V blister (PVC/Aclar//Al), suppliedin a YES YES
! box
Sol vay Pharmaceuticals B.V., : :
TEVETEN 600 mg film coated tablets C.J. van Houtenlaan 36, 1381 cp | 25 (2x14) tablets in a blister YES YES YES
Weesp, the Netherlands (PVC/Aclar/Al), supplied in a box
f'(;lr:': é/\z:\aén;?;zt:tlcgl; \g mbH, 28 (2x14) tablets in a nontrans parent
Teveten plus film coated tablets Phar macéuticals B¥/ Wegs b PVC/Aclar/Alu blister, supplied in a YES YES YES
the N etherlands box
" Genzyme Ltd., 37 Hollands Clear type | glass 5-mL vials with
Igﬂ?gf?ofi'ijggi pow der for iprjj?e"giirnf"' solution for Road, Haverhill, Suffolk CBY siliconized butyl stopper with tamper YES YES YES YES YES
8PU, Great Britain proof flip-off cap, suppliedin abox
Pliva Croatia Ltd., Ulicagrada I
TIAREN capsules Vukovara 49, Z agreb, Republic of | 40 (4x10) capsules in blister (PVC/AI), | yEg YES
Croatia suppliedin a box
" Merck Sharp & Dohme B.V., 5(115 mL) glass bottles with powder
Tienami.v. Infusion pon?er ffor ;_)r;eupa_ratlon of Waar derweg 39, Postbus 581, for solution for infusion, supplied in a YES YES
solutionfor iniusion Haarlem, The Nederlands box
Jadran - Galenski laboratorij dd., Box with 5 mL of solutionin a plastic
Timalen 0.25% evyel drops eye drops CP:l:I:;i:b, Rijeka, Republic of bottl e with a dropper P YES YES
Jadran - Galenski laboratorij d.d., B ith 5 mL of solutioni Jasti
Timalen 0.5% eyel drops eye drops Pulac bb, Rijeka, R epublic of OXWith 5 mL of solutionin a piastic YES YES
Croatia bottle with adropper
Pliva Croatia Ltd., Ulicagrada R :
. : y 40 (4x10) lozenges inan orange blister
TINIDIL sublingual tabl ets \c/:l:OI«ant\i/:ra49,Zagreb, Republic of (PVC/PVDC//AI), supplied in a box YES YES
Belupo, lijekovi i kozmetikad.d., . .
TIRAMAT 100 mg tabl ets film coated tablets Ulica Danica 5, Kopriwnica, 60 (3x20) tablets in a blister YES YES
Republic of Croatia (PVC/PE/PVDCIIAI), supplied in abox
Belupo, lijekovi i kozmetikad.d., R :
TIRAMAT 200 mg tabl ets film coated tablets Ulica Danica 5, Kopriwnica, 60 (5x12) tablets in ablister YES YES
Republic of Croatia (PVC/PE/PVDCIIAI), supplied in abox
Belupo, lijekovi i kozmetikad.d., . .
. N . 60 (2x30) tablets in a blister
TIRAMAT 25 mg tablets film coated tablets gg;itl))”incl)?%fé;;prlmlca, (PVC/PE/PVDC-Al), suppliedin a box YES YES
Belupo, lijekovi i kozmetikad.d., . .
TIRAMAT 50 mg tablets film coated tablets Ulica Danica 5, Kopriwnica, 60 (2x30) tablets in a blister YES YES
Republic of Croatia (PVC/PE/PVDC-AI), suppliedin a box
5 glass bottles: Tissucol | yophilisate, 1
lyophilisates for preparation . mL of aprotinin solution, Trombin 4
Tissucol kit 1.0 mL of two-component fibrin i?j‘ziro‘\\/?ér::‘;”f;:;f};asse 67, | \yophilisate, trombin 500 lyophilisate, 1 YES YES
adhesives ’ mL of calcium chloride sol ution;
application kit (Duploj ect)
5 glass bottles: Tissucol | yophilisate, 2
lyophilisates for preparation : mL of aprotinin solution, Trombin 4
Tissucol kit 2.0 mL of two-component fibrin Baer AG, Industriestrasse 67, | |\ it trombin 500 lyophilisate, 2 YES YES

adhesive

A-1220 Vienna, Austria

mL of calcium chloride sol ution;
application kit (Duploject)
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Tissucol kit 5.0 mL

TOBRADEX eye drops,
suspension

TOBRADEX eye ointment

Tobrex eye drops

Tobrex eye ointment

TONOCARDIN 2 mg

TONOCARDIN 4 mg

Topamax 100 mg tablets

Topamax 200 mg tablets

Topamax 25 mg tablets

Topamax 50 mg tablets

Torecan suppositories 6.5 mg

Torecan solution for injection 6.5
mg/1 mL

Torendo 1-mg film coated tablets

Torendo 2-mg film coated tablets

Torendo 3-mg film coated tablets

Torendo 4-mg film coated tablets

lyophilisates for preparation
of two-component fibrin
adhesive

eye drops, suspension

eye ointment

eye drops, solution

eye ointment

tablets

tablets

film coated tablets

film coated tablets

film coated tablets

film coated tablets

suppositories

solution for i njection (for
im,i.v.ands.c.use)

film coated tablets

film coated tablets

film coated tablets

film coated tablets

Baxter AG, Industriestrasse 67,
A-1220 Vienna, Austria

Alcon-Couvreur s.a., Rijksweg
14, Puurs, Belgium

Alcon-Couwvrevur s.a., Rijksweg
14, Puurs, Belgium

Alcon-Couwvreur s.a., Rijksweg
14, Puurs, Belgium

Alcon-Couwvreur s.a., Rijksweg
14, Puurs, Belgium

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Cilag AG, Schaffhausen,
Switzerland

Cilag AG, Schaffhausen,
Switzerland

Cilag AG, Schaffhausen,
Switzerland

Cilag AG, Schaffhausen,
Switzerland

Krka d.d., Now mesto, Republic
of Sloveniain cooperation with
Novartis Pharma Ltd.,
Switzerland

Krka d.d., Nowo mesto, Republic
of Sloveniain cooperation with
Novartis Pharma Ltd.,
Switzerland

Krka, d.d., Novo mesto, Republic
of Slovenia or Krka-Farma d.o.o.,
Zagreb, Republic of Croatia

Krka Farmad.o.0., Radni¢ka
cesta 48, Zagreb, Republic of
Croatia

Krka Farma d.o.o., Radni¢ka
cesta 48, Zagreb, Republic of
Croatia

Krka Farma d.o.o., Radni¢ka

cesta 48, Zagreb, Republic of
Croatia

consoante o que ocorrer em primeiro lugar.

5 glass bottles: Tissucol | yophilisate, 5
mL of aprotinin solution, Trombin 4
lyophilisate, trombin 500 lyophilisate, 5
mL of calcium chloride sol ution;
application kit (Duploj ect)

5mL of suspension in a polyethylene
bottl e with a drop tainer and an LDPE
dropper with a PP temper-evident
screw cap, supplied ina box

3.5g of ointmentin an aluminum tube,
supplied in a box

5mL of solution in a plastic bottle with
adropper, suppliedin abox

3.5g of ointmentin an aluminum tube,
supplied in a box

20 (2x10) tablets in a blister
(PVC/PVDC//Al), suppliedina box

23 (2x10 tablets in PVC/PVDC/AI
blister, suppliedin abox

60 (6x10) tablets in a blister, supplied
ina box

60 (6x10) tablets in a blister, supplied
ina box

60 (6x10) tablets in a blister, supplied
ina box

60 (6x10) tablets in a blister, supplied
ina box

6 (1x6) suppositories ina strip
(AI/LDPE), supplied in a box

1-mL of solution for injectioninaglas
ampoul g; 50 (5x10) ampoules in a
blister, suppliedin abox

20 (2x10) tablets in a blister
(PVC/PE/PVDCI//Al), supplied in a box

20 (2x10) tablets in a blister
(PVC/PE/PVDCI/Al), supplied in a box

20 (2x10) tablets in a blister
(PVC/PE/PVDCI/Al), supplied in a box

20 (2x10) tablets in a blister
(PVC/PE/PVDCI//Al), supplied in a box

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

YES
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Torendo oral solution 1 mg/1 mL

Torendo Q-Tab 0.5-mg
orodispersible tablets

Torendo Q-Tab 1-mg
orodispersible tablets

Torendo Q-Tab 2-mg
orodispersible tablets 2 mg

Tractocile 7.5 mg/mL
concentrate of sol ution for
infusion

Tractocile 7.5 mg/mL, solution

for injection

TRALIN tablets 100 mg

TRALIN tablets 50 mg

Tramadol injection 100 mg/2 mL

Tramadol injection 50 mg/mL

Tramadol kapi 100 mg/mL

Tramadol capsules 50 mg

Tramadol suppositories 100 mg
Tramal 100 mg sol ution for
injection

Tramal 50 mg solution for
injection

Tramal suppositories

Tramal drops 96 mL

Tramal kapi, solution for oral
drops

oral solution

orodispersible tablets

orodispersible tablets

orodispersible tablets

concentrate of sol ution for
infusion

solution for i njection

film coated tablets

film coated tablets

solution for injection

solution for injection

oral drops, sol ution

capsul es

suppositories

solution for i njection

solution for i njection

suppositories

solution, oral drops

solution, oral drops

Krka d.d., Smarje$ka cesta 6,
Novo mesto, Republic of
Slovenia

Krka Farma d.o.o., Radni¢ka
cesta 48, Zagreb, Republic of
Croatia
Krka Farma d.o.o., Radni¢ka
cesta 48, Zagreb, Republic of
Croatia

Krka Farmad.o.0., Radni¢ka
cesta 48, Zagreb, Republic of
Croatia

Ferring GmbH, Wittland 1, Kiel,
Germany, F erring International
Center SA, Chemin dela
Vergognaus az, Switzerland
Ferring GmbH, Wittland 1, Kiel,
Germany; F erring International
Center SA, Chemin dela
Vergognaus az, Switzerland
Farmal d.d., Branitelja
domovinskog rata 8, Ludbreg,
Republic of Croatia

Farmal d.d., Branitelja
domovinskog rata 8, Ludbreg,
Republic of Croatia

Farmal d.d., Branitelja
domovinskog rata 8, Ludbreg,
Republic of Croatia

Farmal d.d., Branitelja
domovinskog rata 8, Ludbreg,
Republic of Croatia

Farmal d.d., Branitelja
domovinskog rata 8, Ludbreg,
Republic of Croatia

Farmal d.d., Branitelja
domovinskog rata 8, Ludbreg,
Republic of Croatia

Farmal d.d., Branitelja
domovinskog rata 8, Ludbreg,
Republic of Croatia

Grinenthal GmbH, Stol berg,
Germany

Grinenthal GmbH, Stol berg,
Germany

Grinenthal GmbH, Stol berg,
Germany

Grinenthal GmbH, Stol berg,
Germany

Grinenthal GmbH, Stol berg,
Germany

consoante o que ocorrer em primeiro lugar.

100 mL of sol utionin an amber glass
bottl e with plastic (PP) cap and 3 mL
metered-dose syringe, suppliedin a

box
28 (4x7) tablets in a blister YES
(OPA/AI/PVCIIAl), suppliedina box
28 (4x7) tablets in a blister YES
(OPA/AI/PVCIIAl), suppliedina box
28 (4x7) tablets in a blister YES
(OPA/AI/PVCIIAl), suppliedina box
5mL of concentrate in aglass bottle,
supplied in a box
0.9-mL of solutionin aglass bottle,
supplied in a box
28 (2x14) tablets in a PVC/PVDC/AI YES
blister, suppliedin abox
28 (2x14) tablets in a PVC/PVDC/AI

: P YES
blister, suppliedin abox
5ampoules each with 2 mL of solution,

s YES

suppliedin a box
5ampoules each with 1 mL of solution, YES

supplied in a box

10 mL of solutionin anamber glass
bottl e with dropper attachment and YES
plastic cap, suplied in abox

20 (2x10) capsules in a blister

(PVCIAI), supplied in abox YES

5 suppositories in an Al/PE pack, YES
supplied in a box

5ampoules with 2 mL of sol ution,
supplied in a box

5ampoules with 1 mL of sol ution,
supplied in a box

5 suppositories in astrip, suppliedin a
box

96 mL of solutionin anamber glass
bottl e with a metering pump, supplied
ina box

10 mL of solutionin anamber glass
bottl e, supplied in a box

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

YES

YES

YES

YES

YES

YES

YES

YES

YES
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Tramal capsul es

Tramal retard tablets 100 mg

Tramal retard tablets 150 mg

Tramal 200 mg retard tabl ets

Tramundin retard

Transtec 35 ug/h

Transtec 35 ug/h

Transtec 52.5 ug/h

Transtec 70 ug/h

Travatan 40 pg/mL eyel drops,

solution

Travocort cream

Trental 400 mg tablets

Tricor 145 mg

Tricor 160 mg

Tridermcream

Triderm ointment

Trileptal 150 mg film c oated
tablets

Trileptal 300 mg film coated
tablets

capsul es

film coated tablets with
prolonged-release

film coated tablets with
prolonged-release

prolonged-releas e film
coated tabl ets

prolonged release tabl ets

transdermal patch

transdermal patch

transdermal patch

transdermal patch

eye drops

cream

modified-release film-coated
tablets

film coated tablets

film coated tablets

cream

ointment

film coated tablets

film coated tablets

consoante o que ocorrer em primeiro lugar.

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Griinenthal GmbH, Stol berg,
Germany

Griinenthal GmbH, Stol berg,
Germany

Grinenthal GmbH, Stol berg,
Germany

Grinenthal GmbH, Stol berg,
Germany

Mundipharma Gm.b.H., Limburg,
Germany and Mundipharma
GES.mb.H., Vienna, Austria

Grinenthal GmbH, Zieglerstrasse
6, D-52078 Aachen, Germany

Grinenthal GmbH, Zieglerstrasse
6, D-52078 Aachen, Germany

Grinenthal GmbH, Zieglerstrasse
6, D-52078 Aachen, Germany

Grinenthal GmbH, Zieglerstrasse
6, D-52078 Aachen, Germany

Alcon Couwvreur N.V., Rij ks weg
14, Puurs, Belgium; Alcon C usi
S.A., Camil Fabra 58, EI Masnou,
Barcelona, Spain

Intendis Manufacturing S.p.A.,
Segrate, Milano, Italy

Aventis Pharma S.p.A., S.S. 17
KM 22, Scoppito, Italy

Laboratoires Four nier S.A,,
Fontaine Les Dijon, France

Laboratoires Four nier S.A.,
Fontaine Les Dijon, France

Schering-Plough Labo N.V.
Industrepark 30, Heist-op-den-
Berg, Belgium
Schering-Plough Farma, Lda,
Casal do Colaride, Agualva
Cacem, Portugal

Novartis Farma S.p.A., Torre
Annunziata (Napoli), Italy

Novartis Farma S.p.A., Torre
Annunziata (Napoli), Italy

20 (2x10) capsules in a blister,
supplied in a box

Box with 30 tablets in a blister

Box with 30 tablets in a blister

30 tablets in a blister, suppliedin abox

50 (5x10) tablets in a blister (PVC/AI),
supplied in a box

One transdermal patch in a multilayer
bag (paper/PE/Al/surlin), 4 patches in
acarton box

One transdermal patch in a multilayer
bag (paper/PE/Al/surlin), 16 patches in
acarton box

One transdermal patch in a multilayer
bag (paper/PE/Al/surlin), 4 patches in
acarton box
One transdermal patch in a multilayer
bag (paper/PE/Al/surlin), 4 patches in
acarton box

2.5 mL of solutionina pol ypropylene
bottl e with dropper attachment, in foil,
supplied in a box

159 of creamin an Al tube

20 (2x10) tablets in a blister, supplied
ina box

33 (3x10) film coated tablets in a
blister (PVC/PE/PVDC/AI), supplied in
abox

34 (3x10) film coated tablets in a
blister (PVC/PE/PVDC/AI), supplied in
abox

15 g of creamin an aluminum tube,
suppliedin a box

15 g of creamin an aluminum tube,
suppliedin a box

50 (5x10) tablets in a blister
(PVC/PE/PVDC/AI), supplied in a box

50 (5x10) tablets in a blister
(PVC/PE/PVDC/AI), supplied in a box

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES YES

YES YES

YES

YES
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Apéndice ao AnexoV

Lista(*) fornecida pela Crodcia, numa tnica lingua, de medicamentos em rehg¢doaos quais asautorizagdes de comercializagio emitidas ao abrigo da legislagdo croata antes da data da adesio permanecerdo vélidasaté serem renovadasem conformidade com oacervo ou até 30 de Junho de 2017,

Trileptal 60 mg/mL oral
suspension

Trileptal 600 mg film c oated
tablets

Trinitrosan 5 mg

Trinovum tablets

Triquilar

Trisequens

Tritace 1.25

Tritace 2.5

Tritace 5

Tritazide 2.5 mg/12.5 mg

Tritazide 5 mg/25 mg

Trusopt eye drops

Tuber kulin PPD RT 23 SSI 10
T.U./0.1 mL

Tuber kulin PPD RT 23 SSI 2
T.U./0.1 mL

Tuber kulin PPD RT 23 SSI 2
T.U./0.1 mL

Tulip 10 mg film coated tablets

Tulip 10 mg film coated tablets

Tulip 20 mg film coated tablets

oral suspension

film coated tablets

concentrate for solution for
infusion

tablets

coated tabl ets

film coated tablets

tablets

tablets

tablets

tablets

tablets

eye drops

solution for intradermal use

solution for intradermal use

solution for intradermal use

film coated tablets

film-tablets

film coated tablets

consoante o que ocorrer em primeiro lugar.

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Novartis Pharma S.A.S .,
Huningue C edex, France

Novartis Farma S.p.A., Torre
Annunziata (Napoli), Italy

Merck KGaA, Frankfurter Stralle
250, Darms tadt, Germany

Cilag AG, Schaffhausen,
Switzerland

Schering AG, Muellerstrasse
170-178, Berlin, Germany

Novo Nordisk A/S, Nowo Allé,
DK-2880 Bagsvaerd, Denmark

Aventis Pharma S.p.A., S.S. 17
KM 22, Scoppito, Italy

Aventis Pharma S.p.A., S.S. 17
KM 22, Scoppito, Italy

Aventis Pharma S.p.A., S.S. 17
KM 22, Scoppito, Italy

Aventis Pharma S.p.A., S.S. 17
KM 22, Scoppito, Italy

Aventis Pharma S.p.A., S.S. 17
KM 22, Scoppito, Italy

Merck Sharp & Dohme B.V.,
Waar derweg 39, Postbus 581,
Haarlem, the Netherlands

Statens Serum Institut,
Copenhagen, D enmark

Statens Serum Institut,
Copenhagen, D enmark

Statens Serum Institut,
Copenhagen, D enmark

Lekfarmacewska druzba d.d.,
Ljubljana, R epublic of Slovenia

Lekfarmacewvska druzba d.d.,
Verowskova 57, Ljubljana,
Republic of Slovenia

Lekfarmacewska druzba d.d.,
Ljubljana, R epublic of Slovenia

250-mL of oral suspension inan
amber glass bottle with plastic temper-
proof closure, 10-mL plastic syringe for
administration of or al suspension and
aplastic bottle attachment, suppliedin
abox

50 (5x10) tablets in a blister
(PVC/PE/PVDCI/AI), supplied in a box

1-mL of concentr ate for the solution for
infusionin aglass ampoule, 5
ampoules in abox

21 (1x21) tablets (7 white, 7 pinkand 7
orange) in a blister (PVC/Al), s upplied
ina box

21 coated tablets (6 red-brown, 5 white
and 10 dar yellow) in blister (PVC/AI),
supplied in a box

28 (12blue, 10 white, 6 red) tablets in
aplastic calendar dial pack (dispenser
with marked days of the week),
supplied in a box

28 (2x14) tablets in a blister, supplied
ina box

28 (2x14) tablets in a blister, supplied
ina box

28 (2x14) tablets in a blister, supplied
ina box

28 (2x14) tablets in a green blister
(PVCI/Al), supplied in abox

28 (2x14) tablets in a green blister
(PVCI/Al), supplied in abox

5mL of sol ution in a pl astic container
OCUMETER PLUS, suppliedina box

Box with 1 glass bottl e containing 1.5
mL of tuberculin of 10 T.U./0.1 mL

Box with 1 glass bottle containing 1.5
mL of tuberculin of 2 T.U./0.1 mL

Box with 1 glass bottl e containing 5 mL
of tuberculinof 2T.U../0.1 mL

30 (3x10) tablets in a blister, supplied
ina box

60 tablets (6x10) in a blister, supplied
ina box

30 (3x10) tablets in a blister, supplied
ina box

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES
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Apéndice ao AnexoV

Lista(*) fornecida pela Crodcia, numa tnica lingua, de medicamentos em rehg¢doaos quais asautorizagdes de comercializagio emitidas ao abrigo da legislagdo croata antes da data da adesio permanecerdo vélidasaté serem renovadasem conformidade com oacervo ou até 30 de Junho de 2017,

Tulip 20 mg film coated tablets

Tulip 40 mg film coated tablets

Tusidil sugar coated tablets

Tusidil syrup for children

Tusifan syrup 1 mg/mL

Tusifan syrup 3 mg/mL

TWINRIX Adult

TWINRIX Paediatric

TYPHIM Vi, thyphoid
pol ysacc haride vaccine, purified

Ulfamid tabl ets 20 mg

Ulfamid tabl ets 40 mg

Ultop capsules 20 mg

Ultop capsules 20 mg

Ultop capsules 40 mg

Ultop powder for sol ution for
infusion 40 mg

Ultop S capsules 10 mg

Ultraproct suppositories

Ultraproct oitment

film-tablets

film coated tablets

sugar coated tablets

syrup

syrup

syrup

suspension for injection

suspension for injection

solution for i ntramusc ular
and subcutaneous use

film coated tablets

film coated tablets

gastric-resistant capsules,
hard

gastric-resistant capsules,
hard

capsul es

powder for sol ution for
infusion

capsul es

suppositories

rectal ointment

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Lekfarmacevs ka druzba d.d.,
Verowskova 57, Ljubljana,
Republic of Slovenia

Lekfarmacevskadruzba d.d.,
Ljubljana, R epublic of Slovenia

AD JAKA 80 Radovi§, Radovis,
FYROM

AD JAKA 80 Radovi§, Radovis,
FYROM

Jadran - Galenski laboratorij d.d.,
Pulac bb, Rijeka, R epublic of
Croatia

Jadran - Galenski laboratorij d.d.,
Pulac bb, Rijeka, R epublic of
Croatia

GlaxoSmithKline Biologicals s.a.,
Rue de lInstitut 89, Rixensart,
Belgium

GlaxoSmithKline Biologicals s.
Rue de linstitut 89, Rixensart,
Belgium

o

Sanofi Pasteur S.A., 2avenue
Pont Pasteur, Lyon, France

Krka d.d., Smarjeska cesta6,
Novo mesto, Republic of
Slovenia

Krka d.d., Smarjeska cesta6,
Novo mesto, Republic of
Slovenia

Krka d.d., Smarjeska cesta 6,
Novo mesto, Republic of
Slovenia

Krka d.d., Smarjeska cesta 6,
Novo mesto, Republic of
Slovenia

Krka d.d., Smarje$ka cesta 6,
Novo mesto, Republic of
Slovenia

Krka d.d., Smarje$ka cesta 6,
Novo mesto, Republic of
Slovenia

Krka d.d., Smarje$ka cesta 6,

Novo mesto, Republic of
Slovenia

Intendis Manufacturing SpA,
Segrate, Milano, Italy

Intendis Manufacturing SpA,
Segrate, Milano, Italy

consoante o que ocorrer em primeiro lugar.

60 tablets (6x10) in a blister, supplied
ina box

30 (3x10) tablets in a blister
(AI/PVC//PVCIIAl), suppliedin a box

20 (1x20) sugar-coated tablets in a A-
PVC blister, supplied ina box

60 mL of syrupin anamber glass
bottl e, supplied in a box

150 mL of syrup in adark brown

plastic bottle, supplied in a box YES

150 mL of syrup in adark brown YES
plastic bottle, supplied in a box

Pre-filled glass syringe containing a
single dose of the vaccine (1 mL of
suspension) with plunge stopper and
needle, supplied ina carton box
Pre-filled glass syringe containing a
single dose of the vaccine (0.5 mL of
suspension) with plunge stopper and
needle, supplied ina carton box

Box with 1 glass syringe containing 1
dose of vaccine (0.5 mL) and a needle
with a needle protection

20 (2x10) tablets in a blister, supplied
ina box

10 (1x10) tablets in ablister, supplied
ina box

14 capsules in a plastic (HDPE) bottle
with plastic PP cap and desiccant,
supplied in a box

28 capsules in a plastic (HDPE) bottle
with plastic (PP) closure and
desiccant, suppliedina box

14 capsules in a plastic bottl e (with
desiccant), suppliedin a box

Colourless glass bottl e with
lyophilisate (closed with a rubber
stopper and Al ring), supplied in a box

28 capsules in a plastic bottl e (with
desiccant), suppliedin a box

10 s uppositories in a strip (Al/LDPE
foil), suppliedin a box

309 of cintment in an aluminium tube
with a plastic applicator, suppliedin a
box

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES
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Apéndice ao AnexoV

Lista(*) fornecida pela Crodcia, numa tnica lingua, de medicamentos em rehg¢doaos quais asautorizagdes de comercializagio emitidas ao abrigo da legislagdo croata antes da data da adesio permanecerdo vélidasaté serem renovadasem conformidade com oacervo ou até 30 de Junho de 2017,

Ultravist 240 solution for infusion

Ultravist 300 solution for infusion

Ultravist 300 solution for infusion

Ultravist 300 solution for injection

Ultravist 370 solution for infusion

Ultravist 370 solution for infusion

Ultravist 370 solution for infusion

Ultravist 370 solution for infusion

Ultravist 370 solution for injection

Ulzol

UPFEN 200 mg film coated
tablets

UPFEN 200 mg effervescent
tablets

UPSARIN plus \itamin C

Upsanit vitamin C 1000 mg

Uromitexan injection

Urosal M plus capsul es

Ursofalk caps ules

solution for i nfusion

solution for infusion

solution for infusion

solution for i njection

solution for infusion

solution for infusion

solution for infusion

solution for infusion

solution for injection

capsules

film coated tablets

effer vescent tablets

effer vescent tablets

effer vescent tablets

solution for intravenous
injection

capsul es, soft

capsul es

consoante o que ocorrer em primeiro lugar.

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Schering AG, Muellerstrasse
170-178, Berlin, Germany

Schering AG, Muellerstrasse
170-178, Berlin, Germany

Schering AG, Muellerstrasse
170-178, Berlin, Germany

Schering AG, Muellerstrasse
170-178, Berlin, Germany

Schering AG, Muellerstrasse
170-178, Berlin, Germany

Schering AG, Muellerstrasse
170-178, Berlin, Germany

Schering AG, Muellerstrasse
170-178, Berlin, Germany

Schering AG, Muellerstrasse
170-178, Berlin, Germany

Schering AG, Muellerstrasse
170-178, Berlin, Germany

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Bristol-Myers Squibb, 304,
avenue du Dr Jean Bru, Agen,
France

Bristol-Myers Squibb, 304,
avenue du Dr. Jean Bru, Agen,
France; Bristol-Myers Squibb,
979 Avenue des Pyrenees, Le
Passage, France

Bristol-Myers Squibb, 304,
avenue du Dr. Jean Bru, Agen,
France; Bristol-Myers Squibb,
979 Avenue des Pyrenees, Le
Passage, France

Bristol-Myers Squibb, 304,
avenue du Dr. Jean Bru, Agen,
France; Bristol-Myers Squibb,
979 Avenue des Pyrenees, Le
Passage, France

Baxter Oncology GmbH,
Kantstrasse 2, Halle, Germany

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

dr. FalkPharma GmbH, Freiburg,
Germany

10 infusion bottl es each with 50 mL of
solution, suppliedin a box

10 infusion bottl es each with 100 mL of
solution, suppliedin a box

10 infusion bottles each with 50 mL of
solution, suppliedin a box

10 ampoules each containing 20 mL of
solution, suppliedin a box

10 infusion bottl es each with 100 mL of
solution, suppliedin a box

200 mLin aglass bottl e for i nfusion,
10 bottles in a box

500 mL of solution in a glass infusion
bottle, 8 bottles ina box

10 infusion bottles each with 50 mL of
solution, suppliedin a box

10 ampoules each containing 30 mL of
solution, suppliedin a box

14 (2x7) capsules in a blister, supplied
R YES
ina box

20 (2x10) film coated tablets in a

PVC-Al blister, supplied in a box

2 plastic tubes each with 10
effer vescent tablets, supplied in abox
(desiccant in the plastic cap)

10 effer vescent tablets in a
pol ypropylene tube (desiccant in
pol yethylene cap), supplied in a box

10 effer vescent tablets in a
pol ypropylene tube (desiccant in
pol yethylene cap), supplied in a box

15 (3x5) ampoules with 4 mL of
solution, suppliedin a box

30 (3x10) capsules in a PVC/Al blister, YES
suppliedin a box

100 (4 x 25) tablets in PVC//Al blister,
suppliedin a box

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES YES

YES YES

YES YES

YES YES
YES

YES
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Apéndice ao AnexoV

Lista(*) fornecida pela Crodcia, numa tnica lingua, de medicamentos em rehg¢doaos quais asautorizagdes de comercializagio emitidas ao abrigo da legislagdo croata antes da data da adesio permanecerdo vélidasaté serem renovadasem conformidade com oacervo ou até 30 de Junho de 2017,

Urutal 8 mg tablets

Urutal forte 16 mg tabl ets

UTROGESTAN 100 mg
capsul es

Uvin H Forte tea blend

Uvin H Forte tea blend in filter
bags

Uvin H Forte granules

Vagifem

Vagisan

Vaira 10 mg tabl ets

Vaira5 mg tablets

Valcyte 450 mg film coated
tablets

Vaqta 251U/0.5 mL (purified,
inactivated hepatitis A vaccine)

Vaqta 50 IU/1 mL (purified,
inactivated hepatitis A vaccine)

Vasilip film coated tablets 10 mg

Vasilip 10 mg film-coated tablets

Vasilip film coated tablets 20 mg

Vasilip 20 mg film-coated tablets

Vasilip film coated tablets 40 mg

tablets

tablets

capsul es, soft

tea blend

tea blend in filter bags

granules

vaginal tablets

vaginal tablets

film coated tablets

film coated tablets

film coated tablets

suspension for injections

suspension for injections

film coated tablets

film coated tablets

film coated tablets

film coated tablets

film coated tablets

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Laboratoires Besins International,
Montrouge, France; Besins
International Belgique S.A.,
Drogenbos, Belgium

Cedevitad.o.0., Zagreb, Republic
of Croatia

Cedevitad.o.0., Zagreb, Republic
of Croatia

Cedevitad.o.0., Zagreb, Republic
of Croatia

Novo Nordisk A/S, Nowo Allé,
DK-2880 Bagsvaerd, Denmark

Dr. August Wolff GmbH & Co.
Arzneimittel, Bielefeld, Germany

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

F. Hoffmann-La Roche Ltd.,
Grenzacherstrasse 124, Basel,
Switzerland

Merck Sharp & Dohme B.V.,
Waar derweg 39, Postbus 581,
Haarlem, the Netherlands
Merck Sharp & Dohme B.V.,
Waar derweg 39, Postbus 581,
Haarlem, the Netherlands

Krka d.d., Smarjeska cesta6,
Novo mesto, Republic of
Slovenia

Krka d.d., Smarjeska cesta6,
Novo mesto, Republic of
Slovenia

Krka d.d., Smarjeska cesta 6,
Novo mesto, Republic of
Slovenia

Krka d.d., Smarje$ka cesta 6,
Novo mesto, Republic of
Slovenia

Krka d.d., Smarje$ka cesta 6,
Novo mesto, Republic of
Slovenia

consoante o que ocorrer em primeiro lugar.

Bottle with 100 tablets, suppliedin a
box

60 (3x20) tablets in a PVC/PVDC/AI
blister, suppliedin abox

30 (2x15) capsules in a PVC/Al blister,
suppliedin a box

Pol ypropylene bag with 50 g, supplied
inacarton box

25 filter bags (microcr ystal cellulos e)
each with 1.5g of tea blend, supplied
ina box

14 bags (paper/Al/PE) each containing
5g of granules, suppliedina box

15 (3x5) applicators each with one
vaginal tablet, in blister packs,
suppliedin a box

7 vaginal tablets in astrip, suppliedin
abox

28 (1x28) tablets in a blister, supplied
ina box

28 (1x28) tablets in a blister, supplied
ina box

60 tablets in a plastic (HDPE) bottle,
suppliedin acarton box

Box with 1 glass bottl e containing 0.5
mL of suspension

Box with 1 glass bottl e containing 0.5
mL of suspension

30 (3x10) tablets in a
PVC/PE/PVDC//Al blister, suppliedina
box

20 (2x10) tablets in a blister
PVC/PE/PVDC/PE/PVCI//Al), s upplied
ina box

31(3x10) tablets in a
PVC/PE/PVDCI//AI blister, suppliedina
box

20 (2x10) tablets in a blister
PVC/PE/PVDC/PE/PVCI//Al), s upplied
ina box

32(3x10) tablets in a

PVC/PE/PVDC//Al blister, suppliedina
box

YES

YES

YES

YES

YES

YES

YES

YES
YES
YES YES
YES YES
YES YES
YES
YES
YES YES
YES
YES
YES YES
YES YES
YES YES
YES YES
YES YES

YES

YES

YES

YES

YES

YES

YES

YES
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Apéndice ao AnexoV

Lista(*) fornecida pela Crodcia, numa tnica lingua, de medicamentos em rehg¢doaos quais asautorizagdes de comercializagio emitidas ao abrigo da legislagdo croata antes da data da adesio permanecerdo vélidasaté serem renovadasem conformidade com oacervo ou até 30 de Junho de 2017,
consoante o que ocorrer em primeiro lugar.

Vasilip film coated tablets 40 mg

Vasoflex1 mg

VAXIGRIP - inactivated vaccine
against influenza (fragmented)

VAXIGRIP inactivated vaccine
against influenza (fragmented)

VAXIGRIP Pediatric use -
inacti vated vaccine against
influenza (fragmented) for
children

Velafaxtablets 37.5 mg

Velafaxtablets 75 mg

Velafax XL capsules 150 mg

Velafax XL capsules 75 mg

Velcade powder for solution for
injection

Venofer 100 mg/5 mL solution
for intravenous inj ection

VENTAVIS 10 pg/mL solution for
atomizer

Ventolin inhalation solution

Ventolin syrup

Ventolin tablets

Vepesid injection 100 mg/5 mL

Vepesid capsules 100 mg

film coated tablets

tablets

suspension for injection

suspension for injection

suspension for injection

tablets

tablets

prolonged-releas e capsules,
hard

prolonged-releas e capsules,
hard

powder for sol ution for
injection

solution for i njection

solution for atomizer

nebulisation sol ution

syrup

tablets

solution for i njection (for
prepar ation of i.v. infusion)

capsul es

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Krka d.d., Smarje$ka cesta 6,
Novo mesto, Republic of
Slovenia

Alkaloid AD - Skopje, Bulevar
Aleksandar Makedonski 12,
Skopje, FYROM

Sanofi Pasteur S.A., Lyon,
France

Sanofi Pasteur S.A., 2avenue
Pont Pasteur, Lyon, France

Sanofi Pasteur S.A,, 2avenue
Pont Pasteur, Lyon, France

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Janssen Phar maceutica NV,
Turnhouseweg 30, Beerse,
Belgium

Vifor International Inc., St. Gallen,
Switzerland for Lek farmacevska
druzba d.d. Ljubljana, Republic of
Slovenia

Schering AG, Berlin, Germany
and BERLIMED S.A,, Alcala de
Henares, Madrid, Spain

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada

Vukovara 49, Zagreb, Republic of
Croatia

Bristol-Myers Squibb S.r.l.,
Sermoneta, Latina, Italy

Bristol-Myers Squibb S.r.l.,
Sermoneta, Latina, Italy

28 (4x7) tablets in a blister
PVC/PE/PVDC/PE/PVCI//Al), s upplied
ina box

30 tablets in an amber glass bottle,
supplied in a box

Pre-filled glass syringe (glass type I)
with a needle and a chlorobromobutyi
or chlorobutyl stopper, containing
single dose (0.5 mL) of suspension for
injection, supplied in abox

Pre-filled glass syringe with aneedle
containing asingle dose (0.5 mL) of
the suspension for injection, supplied
ina box

Pre-filled glass syringe with needle
containing a single dose (0.25 mL) of
suspension for injection, suppliedin a
box

28 (2x14) tablets in a blister, supplied
ina box

28 (2x14) tablets in a blister, supplied
ina box

28 (2x14) capsul es in a transparent
blister (PVC/Al), suppliedin a box

28 (2x14) capsules in a transparent
blister (PVC/Al), suppliedin a box

10-mL glass vial containing 38.5mg
of powder for sol ution for i njection,
supplied in a box

5ampoules each with 5 mL of solution,
supplied in a box

3-mL glass ampoule containing 2 mL
of sol ution for nebulizer, 100 ampoules
ina box

10 mL of solutionin anamber glass
bottl e with plastic cap, supplied ina
box

200 mL of syrup in an amber glass
bottl e with aluminum cap and plastic
measuring spoon, suppliedin abox

60 (2x30) tablets in a blister (PVC/AI),
supplied in a box

5 mL of solutionin aglass bottl e,
supplied in a box (10 boxes in a
collective carton packaging)

10 capsules in an amber glass bottle,
supplied in a box

YES
YES
YES
YES
YES
YES
YES
YES
YES
YES YES
YES
YES YES
YES
YES
YES
YES YES
YES YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES
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Vepesid capsules 50 mg

Verbinaf 125 mg tablets

Verbinaf 250 mg ablets

Vermox 100 mg/5 mL oral
suspension

Vermoxtablets 100 mg

Verolax Senna

Vesanoid soft capsules 10 mg

VFEND 200 mg powder for
solution for infusion

VFEND 40 mg/mL powder for
oral suspension

VFEND tablets 200 mg

VFEND tablets 50 mg

Viagra tablets 100 mg

Viagra tablets 25 mg

Viagra tablets 50 mg

Videxcapsules 125 mg

Videxcapsules 250 mg

Videxcapsules 400 mg

capsul es

tablets

tablets

oral suspension

tablets

film coated tablets

soft capsul es

powder for sol ution for
infusion

powder for oral sus pension

film coated tablets

film coated tablets

film coated tablets

film coated tablets

film coated tablets

gastric-resistant capsules,
hard

gastric-resistant capsules,
hard

gastric-resistant capsules,
hard

Bristol-Myers Squibb S.r.l.,
Sermoneta, Latina, Italy

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Krka d.d., Nowo mesto, Republic
of Sloveniain cooperation with
Janssen Phar maceutica, Beerse,
Belgium

Krka d.d., Novo mesto, Republic
of Sloveniain cooperation with
Janssen Phar maceutica, Beerse,
Belgium

Krka d.d., Smarje$ka cesta 6,
Novo mesto, Republic of
Slovenia

F. Hoffmann-La Roche Ltd.,
Grenzacherstrasse 124, Basel,
Switzerland

Pfizer PGM, Pocé-sur-Cisse,
France

Pfizer PGM, Pocé-sur-Cisse,
France

Heinrich MackNachf. GmbH &
Co,, lllertissen, Germany

Heinrich Mack Nachf. GmbH &
Co., lllertissen, Germany

Pfizer PGM, Poce-sur-Cisse,
France

Pfizer PGM, Poce-sur-Cisse,
France

Pfizer PGM, Poce-sur-Cisse,
France

Bristol-Myers Squibb, Meymac,
France

Bristol-Myers Squibb, Meymac,
France

Bristol-Myers Squibb, Meymac,
France

consoante o que ocorrer em primeiro lugar.

20 capsules in an amber glass bottle,
supplied in a box

14 (1x14) tablets in ablister, supplied YES
ina box

14 (1x14) tablets in a blister, supplied
ina box YES
30 mL of suspensionin an amber
glass bottle with a5 mL plastic
measuring spoon, suppliedin abox

6 (1x6) tablets in astrip (AI/PE),
supplied in a box

23(2x10) tablets in a PVC/PVD//Al)
blister, suppliedin abox

100 soft capsules in abrown plastic
bottl e, supplied in a box

One glass vial with rubber cap and
aluminum ring, contai ning powder,
supplied in a box

45 g of powder for oral suspensionin a
plastic bottle with a temper-evident
stopper, a plastic measuring cup for
solvent (23 mL), a plastic attachment
for bottle neck and a plastic syringe for
administration of or al suspension,
supplied in a box

28 (2x14) tablets in a blister (PVC/AI),
supplied in a box

28 (2x14) tablets in a blister (PVC/AI),
supplied in a box

One (1x1) film coated tablet in a blister
(PVC/Al), supplied in abox

One (1x1) film coated tablet in a blister
(PVC/Al) suppliedin a box

One (1x1) film coated tablet in a blister
(PVC/Al) suppliedin a box

30 (3x10) capsulesin a
PVC/PE/ACLAR/AI blister, supplied in
acarton box

30 (3x10) capsulesin a
PVC/PE/ACLAR/AI blister, supplied in
acarton box

30 (3x10) capsulesin a
PVC/PE/ACLAR/AI blister, supplied in
acarton box

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.
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YES

YES

YES

YES

YES
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YES

YES
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Vilpin 10 mg tablets

Vilpin 5 mg tablets

Vincristine injection 1 mg

VIRACEPT 250 mg film coated
tablets

Viramune tablets 200 mg

Virolex cream

Virolex lyophilisate for
prepar ation of infusion s olution

Virolex eye ointment

Virolex tablets

Visipaque 270 mgl/mL

Visipaque 270 mgl/mL

Visipaque 270 mgl/mL

Visipaque 270 mgl/mL

Visipaque 320 mgl/mL

Visipaque 320 mgl/mL

tablets

tablets

solution for i njection (for
intravenous use)

film coated tablets

tablets

cream

lyophilisate for preparation
of sol ution for infusion

eye ointment

tablets

solution for injection

solution for injection

solution for i njection

solution for i njection

solution for injection

solution for injection

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pfizer (Perth) Pty Limited,
Bentley WA, Australija

F. Hoffmann-La Roche Ltd.,
Grenzacherstrasse 124, Basel,
Switzerland

Boehringer Ingelheim Pharma
GmbH & Co. KG, Ingelheim am
Rhein, Germany and Boehringer
Ingelheim Ellas A.E., Atika,
Greece

Krka d.d., Smarje$ka cesta 6,
Novo mesto, Republic of
Slovenia

Krka d.d., Novo M esto, Republic
of Sloveniain cooperation with
Glaxo SmithKline

Krka d.d., Smarje$ka cesta 6,
Novo mesto, Republic of
Slovenia

Krka d.d., Smarje$ka cesta 6,
Novo mesto, Republic of
Slovenia

GE Healthcare Republic of
Ireland, Carrigtwohill, Co. Cork,
Republic of Ireland; GE
Healthcare AS, Nydalen, Oslo,
Norway

GE Healthcare Republic of
Ireland, Carrigtwohill, Co. Cork
Republic of Ireland; GE
Healthcare AS, Nydalen, Oslo,
Norway

GE Healthcare Republic of
Ireland, Carrigtwohill, Co. Cork
Republic of Ireland; GE
Healthcare AS, Nydalen, Oslo,
Norway

GE Healthcare Republic of
Ireland, Carrigtwohill, Co. Cork
Republic of Ireland; GE
Healthcare AS, Nydalen, Oslo,
Norway

GE Healthcare Republic of
Ireland, Carrigtwohill, Co. Cork,
Republic of Ireland; GE
Healthcare AS, Nydalen, Oslo,
Norway

GE Healthcare Republic of
Ireland, Carrigtwohill, Co. Cork,
Republic of Ireland; GE
Healthcare AS, Nydalen, Oslo,
Norway

consoante o que ocorrer em primeiro lugar.

30 (3x10) tablets in an orange
PVC/PVDC//Al, suppliedin a box

30 (3x10) tablets in a blister (orange
PVC/PVDCI//Al), supplied in abox

1-mL of solution for injectionina
plastic bottle, 5 bottles ina box

270 film-coated tablets in a plastic
(HDPE) bottle with child resistant
closure, suppliedina box

60 (6x10) tablets in a blister (PVC/AI),
supplied in a box

5g of cream in atube, suppliedin a
box

5 glass bottles each with 250 mg of
lyophilisate, supplied in a box

4.5g of ointmentin atube, suppliedin
abox

20 (2x10) tablets in a blister, supplied
ina box

Gass bottle (with rubber stopper,
aluminumring and plastic protective
cap) containing 50 mL of sol ution, 10
ampoules in abox

Gass bottle (with rubber stopper,
aluminumring and plastic protective
cap) containing 100 mL of solution, 10
ampoules in abox

Plastic (pol ypropylene) bottle
containing 50 mL of solution with a
rubber stopper and plastic

(polypropyl ene) closure with protecti ve
ring and cap, 10 bottles in a box
Plastic (pol ypropylene) bottle
containing 100 mL of solution witha
rubber stopper and plastic

(polypropyl ene) closure with protecti ve
ring and cap, 10 bottles ina box
Plastic (pol ypropylene) bottle
containing 100 mL of solution witha
rubber stopper and plastic

(polypropyi ene) cl osure with protecti ve
ring and cap, 10 bottles ina box

Glass bottle (with rubber stopper,
aluminumring and plastic cap)
containing 200 mL of solution, 6
bottles in abox

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.
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YES

YES

YES

YES

YES

AC 30/11

DGK 2

GRP

LIMITE

156
PT



Apéndice ao AnexoV
Lista(*) fornecida pela Crodcia, numa tnica lingua, de medicamentos em rehg¢doaos quais asautorizagdes de comercializagio emitidas ao abrigo da legislagdo croata antes da data da adesio permanecerdo vélidasaté serem renovadasem conformidade com oacervo ou até 30 de Junho de 2017,
consoante o que ocorrer em primeiro lugar.

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

GE Healthcare Republic of
Ireland, Carrigtwonhill, Co. Cork,

Glass bottle (with rubber stopper,
aluminumring and plastic protective

Visipaque 320 mgl/mL solution for i njection Eep:::llc ofggla':d; G|E o cap) containing 100 mL of solution, 10 YES YES
Ngrawa(;are »Nydalen, Oslo, ampoules in abox
GE Healthcare Republic of )
Ireland Carrigtwor‘;ll Co. Cork, Gllass bottle (thhdrut?ber stopper,
- . L . g aluminumring and plastic protecti ve
Visipaque 320 mgl/mL solution for i njection Ezgﬁ:gggxglaﬁgaj; oslo cap) containing 50 mL of sol ution, 10 YES YES
Norway ’ ’ ! ampoules in abox
GE Healthcare Republic of Plastic (pol ypropylene) bottle
Ireland, Carrigtwohill, Co. Cork, containing 500 mL of solution with a
Visipaque 320 mgl/mL solution for i njection Republic of Ireland; GE rubber stopper and pl astic YES YES
Healthcare AS, Nydalen, Oslo, (polypropyl ene) closure with protecti ve
Norway ring and cap, 6 bottles in a box
GE Healthcare Republic of Plastic (pol ypropylene) bottle
Ireland, Carrigtwohill, Co. Cork, containing 200 mL of solution witha
Visipaque 320 mgl/mL solution for i njection Republic of Ireland; GE rubber stopper and pl astic YES YES
Healthcare AS, Nydalen, Oslo, (polypropyl ene) closure with protecti ve
Norway ring and cap, 10 bottles ina box
GE Healthcare Republic of Plastic (pol ypropylene) bottle
Ireland, Carrigtwohill, Co. Cork, containing 50 mL of solution with a
Visipaque 320 mgl/mL solution for i njection Republic of Ireland; GE rubber stopper and pl astic YES YES
Healthcare AS, Nydalen, Oslo, (polypropyl ene) closure with protecti ve
Norway ring and cap, 10 bottles ina box
GE Healthcare Republic of
Ireland, Carrigtwohill, Co. Cork, Plastic (pol ypropylene) bottle
Visipaque 320 mgl/mL solution for i njection Republic of Ireland; GE containing 20 mL of solution, with a YES YES
Healthcare AS, Nydalen, Oslo, plastic twist-off cap, 10 bottles in a box
Norway
Allergan Pharmaceticals
Vistagan Liquifim 0.5 % eye . Republic of Ireland, Castlebar 5mL of solution in a plastic bottle with
drops eye drops, solution Road, Westport, Co Mayo, adropper, suppliedin abox YES YES
Republic of Ireland
" . One glass vial containing powder with
Visudyne _p(;w@er for sol ution for uov_arlls Pgael;jma SF'A'S" rubber stopper and aluminumring, YES YES YES
infusion uningue ex France supplied in a box
o " Krka d.d., Smarje$ka cesta 6 ; "
Vitamin B 12 Krka solution for " R ’ N ’ 100 ampoules with 1 mL of solution,
injection 100 pg/1 mL solution for i njection Iéllc;v\gnrir:sto, Republic of supplied in a box YES YES
_ . Krka d.d., Smarjeska cesta6, ) .
Vitamin B12 Krka solution for solution for i njection Novo mesto, Republic of 100 ampoules with 1 mL of solution, YES YES
injection 500 pg/1 mL Slowenia suppliedin a box
STADA Arzneimittel AG, .
Vitopril 10 mg tablets Stadtstrake 2-18, Bad Vilbel, 30(3x10) tablets in a PVC/PVIC/AlU YES YES
Germany blister, suppliedin abox
STADA Arzneimittel AG .
I . 31(3x10) tablets in a PVC/PVdC/Alu
Vitopril 20 mg tablets gt:rdthgLayBe 2-18, Bad Vilbel, blister, supplied in abox YES YES
STADA Arzneimittel AG, .
Vitopril 5 mg tablets Stadtstrae 2-18, Bad Vilbel, 32(3x10) tablets in a PVC/PVdC/Alu YES YES
Germany blister, suppliedin abox
Jadran - Galenski laboratorij d.d., = 10 mL of nasal drops in aclear plastic
Vizol eyel drops solution eye drops, solution Pulac bb, Rijeka, R epublic of (PE) bottle with a dropper attachment, YES YES YES
Croatia supplied in a box
Alkaloid AD - Skopje, Bulevar 50 colourless glass ampoules with 5
Water for Injection, Al kaloid diluent for parenteral use Aleksandar Makedonski 12, mL of water for injection, suppliedina YES YES

Skopje, FYROM

box
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Water for Injections Viaflo

Water for Injection, Viaflo

Voltaren Emulgel 1%

Voltaren forte

Voltaren injection

Voltaren rapid

Voluven 6% sol ution for i nfusion

Voluven 6% sol ution for i nfusion

Xalacom

Xalatan

XanaxSR 0.5 mg tablets

XanaxSR 1 mg tablets

Xanax SR tablets 2 mg

Xanaxtablets 0.25 mg

Xanaxtablets 0.5 mg

diluent for parenteral use

diluent for parenteral use

gel

film coated tablets

solution for i njection

coated tablets

solution for infusion

solution for i nfusion

eye drops, solution

eye drops, solution

modified releas e tablets

modified releas e tablets

modified releas e tablets

tablets

tablets

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Baxter S.A., Belgium; Baxter
Healthcare Ltd, Great Britain;
Bieffe Medital Sabinanigo, Spain;
Baxter Healthcare S.A., Republic
of Ireland

Baxter S.A., Belgium; Baxter
Healthcare Ltd, Great Britain;
Bieffe Medital Sabinanigo, Spain;
Baxter Healthcare S.A., Republic
of Ireland

Novartis Consumer Health S A,
Route de I' Etraz, Nyon,
Switzerland Novartis Phar ma
Produktions GmbH, Oflinger
Strasse 44, Wehr, Germany
Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Zagreb,
Republic of Croatiain
cooperation with N ovartis
Pharma AG, Basel, Switzerland

Fresenius Kabi Deutschland
GmbH, Ger many

Fresenius Kabi Deutschland
GmbH, Ger many

Pfizer Manufacturing Belgium
NV, Rijksweg 12, Puurs, Belgium

Pfizer Manufacturing Belgium
NV, Rijksweg 12, Puurs, Belgium

Pfizer Manufacturing Belgium
NV, Rijksweg 12, Puurs, Belgium;
Pfizer ltalia; s.r.l. Localita Marino
del Tronto, Ascoli Piceno, Italy
Pfizer Manufacturing Belgium
NV, Rijksweg 12, Puurs, Belgium;
Pfizer ltalia; s.r.l. Localita Marino
del Tronto, Ascoli Piceno, Italy
Pfizer Manufacturing Belgium
NV, Rijksweg 12, Puurs, Belgium;
Pfizer Italias.r.l. Localita Marino
del Tronto, Ascoli Piceno, Italy
Pfizer Manufacturing Belgium
NV, Rijksweg 12, Puurs, Belgium;
Pfizer Italias.r.l. Localita Marino
del Tronto, Ascoli Piceno, Italy
Pfizer Manufacturing Belgium
NV, Rijksweg 12, Puurs, Belgium;
Pfizer Italias.r.l. Localita Marino
del Tronto, Ascoli Piceno, Italy

consoante o que ocorrer em primeiro lugar.

20 plastic Viaflo bags with 500 mL of
infusion solution, in a protective bag,
supplied in a box

30 plastic Viaflo bags with 250 mL of
water for injectionin a protective bag,
supplied in a box

50 g of gel in an aluminiumtube,
supplied in a box

Box with 20 tablets ( blister, 2x10 tbl.)

5ampoules each with 3 mL of solution
for injection, supplied in a box

10 (1x10) film coted tabletsina
PVCI//Alili PVC/PE/PVDCI//AI blister,
suppliedin a box

500 mL of solution in a transpar ent
plastic bag (Freeflex), 15 bags in abox

500 mL of solution in aglass bottle, 10
bottles in abox

2.5 mL of solutionina 5 mL plastic
(LDPE) bottle with dropper attachment
and plastic (HDPE) temper-proof
closure, suppliedina box

2.5 mL eyedrops, solutionin a 5 mL
plastic bottle with dropper attachment,
supplied in a box

30 (3x10) tablets in a PA/Al//Al blister,
supplied in a box

31(3x10) tablets in a PA/Al//Al blister,
suppliedin a box

33 (3x10) tablets in a PVC/Al blister,
suppliedin a box

31(3x10) tablets in a PVC/Al blister,
supplied in a box

32 (3x10) tablets in a PVC/AI blister,
supplied in a box

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES
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XELODA 150 mg film coated
tablets

XELODA 500 mg film coated
tablets

Xenical

Xigris 20 mg powder for solution
for infusion

Xigris 5 mg powder for solution
for infusion

Xolair 150 mg

Xolair 75 mg

Xorimax 125 mg film coated
tablets

Xorimax 250 mg film coated
tablets

Xorimax 500 mg film coated
tablets

XYZAL 0.5 mg/mL oral solution

Xyzal 5 mg film coated tablets

Yasmin film tablets

Yasnal film coated tablets 10 mg

Yasnal film coated tablets 5 mg

Zaditen

Zaditen SDU

Zalasta 10 mg tablets

film coated tablets

film coated tablets

capsul es

powder for sol ution for
infusion

powder for sol ution for
infusion

powder and diluent for
solution for i njection

powder and diluent for
solution for i njection

film coated tablets

film coated tablets

film coated tablets

oral solution

film coated tablets

film coated tablets

film coated tablets

film coated tablets

eye drops, solution

eye drops, solution

tablets

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

F. Hoffmann-La Roche Ltd.,
Grenzacherstrasse 124, Basel,
Switzerland

F. Hoffmann-La Roche Ltd.,
Grenzacherstrasse 124, Basel,
Switzerland

F. Hoffmann-La Roche Ltd.,
Grenzacherstrasse 124, Basel,
Switzerland

Lilly Phar ma F ertigung und
Distribution GmBH & Co. KG,
Giessen, Germany

Lilly Phar ma F ertigung und
Distribution GmBH & Co. KG,
Giessen, Germany

Novartis Pharma Stein AG,
Schaffhauserstrasse, Stein,
Switzerland

Novartis Pharma Stein AG,

Schaffhauserstrasse, Stein,
Switzerland

Sandoz GmbH, Kundl, Austria

Sandoz GmbH, Kundl, Austria

Sandoz GmbH, Kundl, Austria

UCB Pharma S.p.A., Pianezza,
Italy

UCB Pharma S.p.A,, Via Praglia
15, 1-10044 Pianezza (TO), Iltaly

Schering AG, Muellerstrasse
170-178, Berlin, Germany

Krka d.d., Smarjeska cesta6,
Novo mesto, Republic of
Slovenia

Krka d.d., Smarjeska cesta6,
Novo mesto, Republic of
Slovenia

EXCELVISION, Annonay, France

EXCELVISION, Annonay, France

Jadran-Galens ki laboratorij d.d.,
Rijeka, Hrvatskain cooperation
with Krka d.d., Novo mesto,
Republic of Slovenia

consoante o que ocorrer em primeiro lugar.

60 (6x10) tablets in a blister
(PVC/PE/PVDCIIAl), supplied in a box

120 (12x10) tablets in a blister
(PVC/PE/PVDCI//Al), supplied in a box

42 (2x21) capsules in ablister,
supplied in a box

One glass vial with 20 mg of medicinal
product, suppliedin a box

One glass vial with 5 mg of medicinal
product, suppliedina box

One glass vial with powder and one
glass ampoul e with 2 mL of Water for
Injection, suppliedina box

One glass vial with powder and a glass
ampoul e with 2 mL of Water for
Injection, supplied ina box

10 (1x10) film coted tabletsina
PA/AI/PE//Al blister or an Al/PE strip,
suppliedin a box

10 (1x10) film coted tabletsina
PAJAI/PE//Al) blister or an Al/PE strip,
suppliedin a box

10 (1x10) film coted tabletsina
PAJAI/PE//Al) blister or an Al/PE strip,
suppliedin a box

200 mL of oral solutionin aglass
bottl e with temper-proof closure and a
10-mL pl astic nebulizer, suppliedin a
box

10 (1x10) tablets in a Al/Al blister,
suppliedin a box

21 (1x21) film-coated tablets in a
blister, suppliedin abox

28 (4x7) tablets in a blister
(OPAJAI/PVCI/IAI), suppliedin a box

28 (4x7) tablets in a blister
(PVC/AI/OPAJ/AI), suppliedin a box

5mL of sol ution in a white plastic
(LDPE) bottle with a dropper and a
plastic (HDPE) stopper with a safety
ring, supplied in abox

20 (5x4) single-dos e plastic (LDPE)
containers with 0.4 mL of solutionin a
protective package (PVC/AI/PA-
Al/papir), suppliedin a box

28 (4x7) tablets ina OPA/AI/PVC-Al

blister, suppliedin abox YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES
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Apéndice ao AnexoV

Lista(*) fornecida pela Crodcia, numa tnica lingua, de medicamentos em rehg¢doaos quais asautorizagdes de comercializagio emitidas ao abrigo da legislagdo croata antes da data da adesio permanecerdo vélidasaté serem renovadasem conformidade com oacervo ou até 30 de Junho de 2017,

Zalasta 5 mg tablets

Zalasta Q-Tab 10 mg

Zalasta Q-Tab 15 mg

Zalasta Q-Tab 20 mg

Zalasta Q-Tab 5 mg

Zaldiar 37.5 mg/325 mg

Zan 10 mg capsules

Zan 5 mg capsules

Zeffixtablets

ZELDOX 20 mg capsules

ZELDOX 40 mg capsules

ZELDOX 60 mg capsules

ZELDOX 80 mg capsules

Zempl ar 5 pg/mL sol ution for

injection

Zenaflukcapsules 100 mg

Zenaflukcapsules 150 mg

Zenaflukcapsules 200 mg

Zenaflukcapsules 50 mg

tablets

orodispersible tablets

orodispersible tablets

orodispersible tablets

orodispersible tablets

film coated tablets

capsules

capsul es

film coated tablets

capsul es

capsul es

capsul es

capsul es

solution for i njection

capsul es

capsul es

capsul es

capsul es

consoante o que ocorrer em primeiro lugar.

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Jadran-Galens ki | aboratorij d.d.,
Rijeka, Hrvatskain cooperation
with Krka d.d., Novo mesto,
Republic of Slovenia

Krka Farma d.o.o., Radni¢ka
cesta 48, Zagreb, Republic of
Croatia

Krka Farma d.o.o., Radni¢ka
cesta 48, Zagreb, Republic of
Croatia

Krka Farma d.o.o., Radni¢ka
cesta 48, Zagreb, Republic of
Croatia
Krka Farmad.o.o., Radni¢ka
cesta 48, Zagreb, Republic of
Croatia

Grinenthal GmbH, Zieglerstrasse
6, D-52078 Aachen, Germany

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Glaxo Operations UK Ltd.
(trading as Glaxo Wellcome
Operations), Hertfords hire, Great
Britain, GlaxoS mithKline

Phar maceuticals S.A., Poznan,
Poland

Heinrich Mack Nachf. GmbH &
Co. (Pfizer grupa), lllertissen,
Germany

Heinrich Mack Nachf. GmbH &
Co. (Pfizer grupa), lllertissen,
Germany

Heinrich Mack Nachf. GmbH &
Co. (Pfizer grupa), lllertissen,
Germany

Heinrich Mack Nachf. GmbH &
Co. (Pfizer grupa), lllertissen,
Germany

Abbott S.p.A., Via Pontina 52, I-
04010 C ampoverde di Aprilia
(Latina), Italy

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

28 (4x7) tablets ina OPA/AI/PVC-AI
blister, suppliedin abox

28 (4x7) tablets ina OPA/AI/PVC/IA
blister, suppliedin abox

28 (4x7) tablets ina OPA/AI/PVC/IA
blister, suppliedin abox

28 (4x7) tablets ina OPA/AI/PVCI//Al
blister, suppliedin abox

28 (4x7) tablets ina OPA/AI/PVCI//Al
blister, suppliedin abox

10 tablets in a blister, supplied in abox

7 capsules ina PVC/PVDC/AI blister,
supplied in a box

7 capsules ina PVC/PVDC/AI blister,
supplied in a box

28 (2x14) tablets in a blister
(PVC/PA/AI), supplied ina box

Box with 30 capsules ( blister, 3x10
capsul es)

Box with 30 capsules ( blister, 3x10
capsul es)

Box with 30 capsules ( blister, 3x10
capsul es)

Box with 30 capsules ( blister, 3x10
capsul es)

5glass ampoules each with 1 mL of
solution, suppliedin a carton box

7 capsules ina PVC/Al blister,
suppliedin a box

One capsulein a PVC/AI blister,
suppliedin a box

7 capsules ina PVC/Al blister,
suppliedin a box

7 capsules ina PVC/Al blister,
suppliedin a box

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES YES

YES
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Apéndice ao AnexoV

Lista(*) fornecida pela Crodcia, numa tnica lingua, de medicamentos em rehg¢doaos quais asautorizagdes de comercializagio emitidas ao abrigo da legislagdo croata antes da data da adesio permanecerdo vélidasaté serem renovadasem conformidade com oacervo ou até 30 de Junho de 2017,

Zenapax

Zerit capsules 30 mg

Zerit capsules 40 mg

Ziagen tablets

Zinnat suspension 125 mg/5mL

Zinnat 125 mg tablets

Zinnat 250 mg tablets

Zinnat 500 mg tablets

Zipantola tablets 20 mg

Zipantola 40 mg tablets

Zofraninjection4 mg

Zofraninjection 8 mg

Zofran 4 mg tabl ets

Zofran 8 mg tabl ets

Zoladex 3.6 mg

Zoladex LA 10.8 mg

Zoloft tablets 100 mg

concentrate for infusion
solution

capsul es

capsul es

film coated tablets

granules for oral suspension

film coated tablets

film coated tablets

film coated tablets

gastric-resistant tablets

gastric-resistant tablets

solution for intravenous
injection

solution for intravenous
injection

tablets

tablets

subcutaneous i mplant

subcutaneous i mplant

film coated tablets

F. Hoffmann-La Roche Ltd.,
Grenzacherstrasse 124, Basel,
Switzerland

Bristol-Myers Squibb, Meymac,
France

Bristol-Myers Squibb, Meymac,
France

Glaxo Wellcome Operations,
Greenford, Great Britain

Glaxo Wellcome Operations,
Greenford, Great Britain

Glaxo Wellcome Operations,
Greenford, Great Britain

Glaxo Wellcome Operations,
Greenford, Great Britain

Glaxo Wellcome Operations,
Greenford, Great Britain

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

GlaxoSmithKline S.p.A., Par ma,
Italy

GlaxoSmithKline S.p.A., Par ma,
Italy

Glaxo Wellcome S.A., Aranda de
Duero, Spain; GlaxoSmithKline
Pharmaceuticals S.A., Poznan,
Poland

Glaxo Wellcome S.A., Aranda de
Duero, Spain; GlaxoSmithKline
Phar maceuticals S.A., Poznan,
Poland

AstraZeneca UK Limited, Silk
Road Business Park,
Macclesfield, C heshire, Great
Britain

AstraZeneca UK Limited, Silk
Road Business Park,
Macclesfield, C heshire, Great
Britain

Pfizer ltalia S.r.l., Borgo San
Michele, Latina, Italy

consoante o que ocorrer em primeiro lugar.

Bottle with 5 mL of concentrate,
supplied in a box

56 (4x14) capsules in a blister,
supplied in a box

56 (4x14) capsules in a blister,
supplied in a box

60 (6x10) tablets in a blister, supplied
ina box

Granules for 100 mL of suspensionin
aglass bottle, with a plastic spoon and
ameasuring device, supplied in abox

10 tablets in a blister, supplied in abox

10 tablets in a blister, supplied in abox

10 tablets in a blister, supplied in abox

28 (2x14) tablets in a OPA/AI/PVC//Al YES
blister, suppliedin abox

14 (1x14) tablets in a blister, supplied

ina box YES

5ampoules with 2 mL of sol ution,
supplied in a box

5ampoules with 4 mL of sol ution,
supplied in a box

10 tablets in a blister, supplied in abox

10 tablets in a blister, supplied in abox

Impl ant for s.c. administrationin a
syringe with asafetysystem
(SafeSystem TM), in a sterile

protecti ve casing, supplied ina carton
box

Impl ant for s.c. administrationin a
syringe with asafetysystem
(SafeSystem TM), in a sterile

protecti ve casing, supplied ina carton
box

28 (2x14) tablets in a blister (PVC/Al),
supplied in a box

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.
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YES

YES
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Lista(*) fornecida pela Crodcia, numa tnica lingua, de medicamentos em rehg¢doaos quais asautorizagdes de comercializagio emitidas ao abrigo da legislagdo croata antes da data da adesio permanecerdo vélidasaté serem renovadasem conformidade com oacervo ou até 30 de Junho de 2017,

Zoloft tablets 50 mg

Zoltex20 mg tablets

Zoltex40 mg tablets

Zometa 4 mg/5 mL concentr ate
for solution for infusion

Zomig Rapi melt

Zomig tablets 2.5 mg

Zonadin 10 mg tablets

Zonadin 5mg tablets

Zorac 0.05% gel

Zorac 0.1 % gel

Zovirax

Zyban

ZyiItfilm coated tablets 75 mg

Zyprexa 10 mg injection

Zyprexa 10 mg coated tablets

Zyprexa 15 mg coated tablets

Zyprexa 2.5 mg coated tablets

Zyprexa 5mg coated tablets

film coated tablets

gastric-resistant tablets

gastric-resistant tablets

concentrate of sol ution for
infusion

orodispersible tablets

film coated tablets

film tablets

film tablets

gel

gel

cream

prolonged release tabl ets

film coated tablets

powder for sol ution for

injection

film coated tablets

film coated tablets

film coated tablets

film coated tablets

consoante o que ocorrer em primeiro lugar.

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

Pfizer ItaliaS.r.l., Borgo San
Michele, Latina, Italy

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Belupo, lijekovi i kozmetikad.d.,
Ulica Danica 5, Kopriwnica,
Republic of Croatia

Novartis Pharma Stein AG,
Schaffhauserstrasse, Stein,
Switzerland

AstraZeneca UK Limited, Silk
Road Business Park,
Macclesfield, C heshire, Great
Britain

Astra Zeneca UK Limited, Great
Britain

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pliva Croatia Ltd., Ulicagrada
Vukovara 49, Zagreb, Republic of
Croatia

Pierre Fabre Medicament
Production, France

Pierre Fabre Medicament
Production, France

Glaxo Operations UK Ltd,
Durham, Great Britain

GlaxoSmithKline

Phar maceuticals S.A., Ul.
Grunwaldzka 189, Poznan,
Poland

KRKA FARMA d.o.o., DPC
Jastrebarsko, C vetkoviéi bb,
Jastrebarsko, Republic of Croatia

Lilly Phar ma F ertigung und
Distribution GmbH & Co. KG,
Giessen, Germany

Eli Lilly and Company Limited,
Basingstoke, Hamps hire, Gr eat
Britain

Eli Lilly and Company Limited,
Basingstoke, Hamps hire, Gr eat
Britain

Eli Lilly and Company Limited,
Basingstoke, Hamps hire, Gr eat
Britain

Eli Lilly and Company Limited,
Basingstoke, Hamps hire, Gr eat
Britain

28 (2x14) tablets in a blister (PVC/Al),
supplied in a box

28 (2x14) tablets in a blister
(PAJAI/PVCIIAI), supplied in a box

14 (2x7) tablets ina PA/AI/PVC//Al
blister, suppliedin abox

5mL of solution concentrate in a
plastic bottle, supplied in a box

6 (1>6) tablets in a blister (PVC/AI-
Al/paper), suppliedin a box

3(1x3) tablete in a blister (Alu/PA-
Alu/PVC), suppliedina box

20 (2x10) tablets in a blister, supplied
ina box

20 (2x10) tablets in a blister, supplied
ina box

15g of gel in an aluminumtube,
suppliedin a box

15g of gel in an aluminumtube,
suppliedin a box

2grams of creaminan aluminumtube
with plastic cap, suppliedin abox

60 (6x10) tablets in an Al/Al blister,
supplied in a box

14 (2x7) tablets in a blister, suppliedin
abox

5-mL glass vial with powder for
solution for i njection, supplied in a box

28 (4x7) tablets ina Alu/Alu blister,
supplied in a box

28 (4x7) tablets ina Alu/Alu blister,
supplied in a box

28 (4x7) tablets ina Alu/Alu blister,
supplied in a box

28 (4x7) tablets ina Alu/Alu blister,
supplied in a box

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES

YES
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Lista(*) fornecida pela Crodcia, numa tnica lingua, de medicamentos em rehg¢doaos quais asautorizagdes de comercializagio emitidas ao abrigo da legislagdo croata antes da data da adesio permanecerdo vélidasaté serem renovadasem conformidade com oacervo ou até 30 de Junho de 2017,

Zyprexa 7.5 mg coated tablets

Zyprexa Velotab 10 mg
orodispersible tablets

Zyprexa Velotab 5 mg
orodispersible tablets

Zywoxid granules for oral
suspension 20 mg/mL

Zywoxid 2 mg/mL solution for
infusion

Zywoxid tablets 600 mg

film coated tablets

orodispersible tablets

orodispersible tablets

granules for oral suspension

solution for infusion

film coated tablets

Eli Lilly and Company Limited,
Basingstoke, Hamps hire, Gr eat
Britain

Eli Lilly and Company Limited,
Basingstoke, Hamps hire, Gr eat
Britain

Eli Lilly and Company Limited,

Basingstoke, Hamps hire, Gr eat
Britain

Phar macia & Upjohn Company,
Michigan, USA and Pfizer
Manufacturing Belgium NV,
Puurs, Belgium

Fresenius Kabi Norge, Halden,
Norway

Phar macia & Upjohn Company,
Michigan, USA and Pfizer
Manufacturing Belgium NV,
Puurs, Belgium

consoante o que ocorrer em primeiro lugar.

56 (8x7) tablets inan Al/Al blister,
supplied in a box

28 (4x7) tablets in a blister, suppliedin
abox

28 (4x7) tablets in a blister, suppliedin
abox

66 g granules in an amber glass bottle
of 240 mL with a pl astic temper-
evident stopper and a plastic
measuring spoon (2.5 mL/5 mL),
supplied in a box

300 mL of solutionin a plastic infusion
bag, in a protecti ve al uminium casing.
10 bags per box.

10 (1x10) tablets in a PVC/AI blister,
suppliedin a box

YES

YES

YES

YES

YES

YES

A inclusdo nesta lista ¢ independente do facto de omedicamento em causa fer ou ndo uma autorizagdo de comercializagdoem conformidade com oacervo.

YES

YES

YES

YES

YES

YES

YES

YES

YES
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