ZuppoUAIo
NG Eupwtraikng ‘Evwong

Bpu&éAieg, 24 lavouapiou 2020

(OR. en)
5240/20
PTSA3
KATAAOIOZ ZHMEIQN «A»
SYMBOYAIO THZ EYPQMAIKHZ ENQSHE
(Mewpyia kar ANigia)
Kripio Europa, Bpu&éAAeg
27 lavouapiou 2020
Mn vopo0eTikéc dpaoTNPLOTNTES
Aheia
1.  Koavoviopdg tov ZopovAiov yio To GUVOMKE ETTPETOUEVA 5351/20
alevpata (TAC) kot Tic T060GTMGELG 6TOV ATAOVTIKO Kol TN 5186/20
Bopela Odracsa yio to 2020 15319/19
Eykpion + COR 1 (en)
eykpidnke ano v EMA, 2o tunpa, otig 22.01.2020 + COR 2
+ ADD 1-2
PECHE
Koat’ g£ovor0d0tnon 1 ektereoTikéC TPAEEIC
I'eopyia
2. Kavoviopdg (EE) .../... ¢ Emponrg g XXX o tnv 5444/20
tponomoinomn tov mapaptnudtev I kot I Tov kavoviepob (EK) 14827/19
ap1f. 396/2005 tov Evponaikod Kotwvofoviiov kat tov + ADD 1-2
Yvpupoviiov 660V aPopd To avVOTUTE OPLo. KATAAOITOV TG AGRILEG
ovciog prochloraz péca M méve ce opropéva mpoiovta
Amopoon un evavtiowong oty Ekdoon
eykpidnke ano v EMA, 2o tunua, otig 22.01.2020
3. Kavoviouog (EE) .../ ... g Emtponng g XXX vy v 5462/20
tpomonoinom tov mtoapaptruatog I tov kavovicpov (EK) apif. 15114/19 + ADD 1
1333/2008 tov Evponaikod KotvofovAiov kat tov ZvpovAiiov DENLEG
6oV aopd ™ xpnon copPucod o&éog (E 200) o vypd
TOPOUCKEVAGLLATO YPOCTIKAOV Y10, TOV SLIUKOGUNTIKO YPOUATIGHO
TOV KEADPOLG VYDV
Amopoon un evavtiowons oty Ekdoon
eykpidnke ano v EMA, 2o tunpa, otig 22.01.2020
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Kavovionog (EE) apif. .../ ... ¢ Emtponng g XXX yio v
tpomonoinom tov moapaptipatog I tov kavoviopov (EK) apib.
1333/2008 tov Evponaikod KotvofovAiov kat tov ZvppovAiiov
OGOV aPOPA TN XPNOT TOAVYAVKEPIOIMV TOV TOAVPIKIVEAATKOV
o&éoc (E 476) oe vypd YOLOKTOUOTO QUTIKOV EAOLOV

Amopaon un evavtimong oty ékdoon

eykpinke and v EMA, 20 tuiua, otig 22.01.2020

Kavoviopog (EE) apif. .../ ... g Emurponng g XXX v tnv
tpomonoinomn tov tapaptinatog I tov kavoviouov (EK) apib.
1333/2008 tov Evponaikod KotvoBovAiiov kot tov ZvpfovAiiov
OGOV apopd TN YpNom ™S nukvtTapivng coyag (E 426)
Armopaon un evovtiwong atny Ekdoon

eykpinke amd v EMA, 20 tunpa, otig 22.01.2020

Kavoviopog (EE) apib. .../... g Emrpomnng g XXX ywo tnv
tpomomoinom tov mapaptpatog I tov kavoviouot (EK) apif.
1333/2008 tov Evponaikov KowvofovAiov kot tov Zvpfoviiov
0cov apopd ™ xpnon xrrpkov o&€og (E 330) ota mpoidvta
KOKAO KOl GOKOAATOG

Amopaon un evavtimwong otnyv Ekdoon

eykpidnke ano v EMA, 2o tunpa, otig 22.01.2020

Koavovieudc (EE) apib. .../... g Enttpomng g XXX yio v
tpomonoinom tov moapaptpnatog I tov kavoviopov (EK) apif.
1333/2008 tov Evponaikov KowvofovAiov kot tov ZvufovAiiov
o6cov agopd ) xpnon morlvcopPikev (E 432-436) ota aeprovyo
ToTh

Amopaon un evavtimong atnyv Ekooon

eykpinke and v EMA, 20 tunuo, otig 22.01.2020

Ocomkéc vmodioerc

Awpropoi

‘Eva taxtuco pélog (IX) g ZvpPovievtikng Emrponng yio v
Acpdiela kar v Yyeia oto Xmpo Epyaciog

Eykpion

eykpinke amd v EMA, 1o tunpa, otig 15.01.2020

‘Eva taxtuco pérog (IX) tov dtotkntikov cupfoviiov tov
Evpondaikod Opyaviopod yo tnv Acedieia kot v Yyesio otnv
Epyacia

Eykpion

eykpinke and v EMA, 1o tunua, otig 15.01.2020

5463/20
15116/19 + ADD 1
DENLEG

5465/20
15111/19 + ADD 1
DENLEG

5464/20
15110/19 + ADD 1
DENLEG

5466/20
15107/19 + ADD 1
DENLEG

14328/19
SOC

14365/19
SOC

5240/20
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Iepifdriov

10.  16m vmovpyikn cHvodog g AtebBvovg Emttpomng yuo tnv
IIpoctacio Tov Pvov (ICPR) — vrovpywm dniwon
Elovaiodotnan yio. tyv Eykpion s vwovpyIKNS ONAWONS
e ovouarog ¢ Evpwraixne Evwong
eykpinke amd v EMA, 20 tunpa, otig 22.01.2020

Aw@dvero,

11. Kotayyeha 640/2019/TE npoc tov Alapecorafnty — ox€o10
EUTEPIGTATMOUEVNG YVOUNG
Eyxpion
eykpidnke ano v EMA, 20 tunua, otig 22.01.2020

Awonrocvvn ko Ecotepikéc Yro0éoeic

12.  Amdpacn tov ZupPoviiov GYETIKA LLE TN GOVOWYT TNG CLLPOVING
Yo TNV arAOVGTELGT NG £KO0oNG Bempnoemv pe T Agvkopmwaoia
Aitnua yra v éyrpion tov Evpwmaikov Korvofoviiov
eykpidnke ano v EMA, 2o tunpa, otig 22.01.2020

Eéotepikéc YroOLoaic

13. 60 Zvppoviio Zovoeonc EE-Ovkpaviag (BpuEéhieg,
28 lavovapiov 2020)
Kobopiouog s Géons e EE
eykpidnke and v EMA, 20 tunua, otig 22.01.2020

14.  Exteleotikn omd@aotn Kot Kavoviopog tov Zvpufoviiov yio
TEPLOPIOTIKA PLETPA AOY® TNG KATAGTAONS 6T0 MdAl - Metagpopd
kvpwoewv OHE
Eykpion
eykpinke and v EMA, 20 tunuo, otig 22.01.2020

15.  Amd@aom Kot EKTEAECTIKOG KOVOVIGUOS Tov ZupovAiov yia
TEPLOPIOTIKA LETPO, KATE OPICUEVOV TTPOCAOTOV, OVIOTHTOV KOl
opYaVICUAV AOY® NG KATAoTaoNS 6TV Tuvnoia — enaveéétaon
Eykpion
eykpinke amd v EMA, 20 tunpa, otig 22.01.2020

5339/20
ENV

5266/20
API
INF

5223/20+ COR 1
12362/1/19 REV 1
12363/19

VISA

5216/20
COEST

5376/20
5308/20 + ADD 1
5309/20 + ADD 1
CORLX

5337/20
5075/20
5076/20
CORLX

5240/20
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Awdoopa

16. IIpocwpivr| £YKpLoT KPLATOYPAPIK®V TPOIOVTOV 5226/20 R-UE
Eyxpion + ADD 1
eykpidnke ano v EMA, 20 tunua, otig 22.01.2020 CSCI

CSC

Ynueio Pacilopevo oe mpdtacn g Emrponng
R-UE AwpaBuopévo €yypaeo RESTREINT UE / EU RESTRICTED

5240/20

GIP.1 EL
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