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NMPOZQPINOZ KATAAOIOZ ZHMEIQN «A»

YMBOYAIO THE EYPQMAIKHZ ENQSHS
(E¢wTepIkEG YTTOBEDEIQ)

ECCL, Noué&epBoupyo
12 OkTwpRpiou 2020

HPOXOHKH APIO. 1 XTON ITPOXOQPINO KATAAOI'O TN XHMEIQN «A»

Mn vopoOsetikéc 6poGTNPLOTNTES

Eéotepikéc YroO<oaic

Yvumepdopata tov ZupfovAiiov oyetikd e ) Boovia - 11402/20
Epleyopivn/Althea Boovia-EpLeyofivn
Eyxpion

eykpinke and v EMA, 2o tunua, otig 07.10.2020

[Teproprotikd pétpa yro tnv Alyvmto: amavInTiky EMGTOAN 11463/20
Eykpion CORLX
eykpidnke and v EMA, 20 tunpa, otig 07.10.2020

[Teproprotikd pétpa yro ™ Zvpio: OmoVINTIKY ETIGTOAN 11465/20
Eykpion CORLX
eykpinke and v EMA, 20 tufpo, otig 07.10.2020

ATOPOON Kot EKTEAESTIKOG KOVOVIGLOG TOL ZVUPOVAIOL GYETIKA LE 11002/20
TEPLOPIOTIKG LETPOL KATA TNG S1A000NMG KOl TNG YPNONG YNUKADV OTA®Y 10924/20
Exodoon 10926/20
gykpidnke and v EMA, 20 tunpa, otig 30.09.2020 CORLX
Amo@aon Tov ZVUPOVAMOV GYETIKA LLE TNV TPOOY®YT] OVGLUGTIKAOV 10723/20
eEAEYYOV TV EEAYOYDV OTA®MV 10719/20
Exooon CORLX

eykpidnke and v EMA, 20 tunpa, otig 30.09.2020
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AmoQacn ToV ZVUPOVAIOL Y10 TNV TPOTOTOINGN TNG ATOPACTG CYETIKA
LE TEPLOPIOTIKG LETPOL AOY® TNG KatdoTtaong ot Nikapdyova -
emaveEEToon

Exodoon

eykpinke amdé v EMA, 2o tunua, otic 30.09.2020

Amopaon Tov ZuuPovAiov oyetikd pe dpdon g Evpomaikng Evoong
P0G vrootNPIEN Tov Mnyavicpov EAéyyov kot Embedpnong tov
Hvouévov E6vav oty Yepévn (UNVIM)

Exdoon

eykpinke andé v EMA, 2o tunua, otic 30.09.2020

Ofozic e EE o< o1£0veic O10mpaynaTsOGELS

Andépaon tov Zvppoviiov oyetikd pe ™ B€on g EE xatd v 66m
oLVOJ0 TNG EMITPOTNG TOV EVOPUOVIGUEVOV GLGTHLOTOS TOV

[Mayxoopov Opyaviepot Tehwveiov

Exdoon

eykpidnke and v EMA, 20 tunpa, otig 07.10.2020

Anacyoinoen kow Kowoviki IHoAvtikn

Kopuo unvopata e EKIT pe fdon v etfola emokdmnor tov deiktn
EMOOCEMV KOWVWOVIKNG TPOSTAUCIOG

Eyxpion

eykpinke anod v EMA, 1o tuiua, otig 07.10.2020

Baowd pnvopata g Emitponng Anacydinong Pdoet tg Emotog
"Ex0eong Emoddocewv Amacyoinong

Eykpion

eykpinke and v EMA, 1o tufpo, otig 07.10.2020

Kaot’ €€0v61000TNn 61 1] EKTEAEGTIKEC TPAELELC

Ecotepukn Ayopa kan Bropnyavia

Odnyia (EE) ... ... g Emtpomng tg XXX yia tnv tpomonoincm tov
mopaptpatog I e odnyiag 2009/48/EK tov Evpomaikov
KowvoBoviiov kat tov ZupfovAiov 66ov apopd TV ETGNLOVET TOV
OAAEPYIOYOVAOV OPOUOTIKAOV OVGLDV GTO TTotyvidl (TGN LOVOT))
Amopaon un evovtiwons oty Ekdoon

eykpibnke and v EMA, 1o tuiua, otic 07.10.2020

Odnyia (EE) .../... g Emutpomng tng XXX yia tnv tpomonoincmn tov
mopaptpatog I e odnyiag 2009/48/EK tov Evpomaikov
KowvoBoviiov kat tov ZupfovAiiov 66ov apopd v anaydpevuon twv
OAAEPYIOYOVAOV OPOUOTIKMOY OVCLDV GTO ToLVioto (amoyopeuo)
Amopaon un evoavtiwong oty EKdoon

eykpibnke and v EMA, 1o tuiua, otic 07.10.2020

11027/1/20 REV 1
10932/20
CORLX

10847/20
10770/20
CORLX

11246/20 + ADD 1
11212/20
11214/20

UD

11371/20 + ADD 1
SOC

11372/20 + COR 1
+ADD 1
SOC

11216/20
10062/20
MI

11216/20
10061/20
MI
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Kavovionog (EE) .../ ... tng Emtpomnc, tng XXX, yia tnv tpomonoinon
tov apaptipatog X VII tov kavoviopov (EK) apif. 1907/2006 tov
Evponaikod KotvoBoviiov kot tov ZvpfovAiov yia thv Katoympion,
™V aE0AGYN o1, TV AOEL0JOTNOT KOl TOVG TEPLOPIGHOVS TMV YNUIKDV
npoioviwv (REACH) 66ov apopd KapKivoyovee, LETOALAELOYOVEG 1
10&1KéG Yo TV avamopayoyr (KMT) ovsieg mov kaAvmtovtat and tov
kavoviopo (EE) 2017/745 tov Evponaikod KotvoBovAiov kot tov
Zvpupoviiov, EUIOVOVE OPYAVIKOVG PUTTOVS, OPIGUEVEG VYPEG OVGTEG T
petypato, v evvebAOPOIVOAN Kol Lefdd0vg SOKIUNG Yo
alOYpOOTIKES 0VGTEG

Amopoon un evavtiwong otny Ekdoon

eykpidnke amd v EMA, lo tunua, otig 07.10.2020

Heprpairov

Amopaon g Emtponnc, tg XXX, oyetikd pe tov kabopiopd
Kpumnpiov amovoung tov oworoywov onpatog g EE yia extvnopévo
YOPTL, YOPTIKE KO YAPTIVES GOKOVAES AyOP®V

Amopaon un evovtiwong oty Ekdoon

eykpidnke and v EMA, 1o tunpa, otig 07.10.2020

Amndéeaon g Emrponnc g XXX oyetwcd pe tov kabopiopd
Kpurnpiov amovoung tov otkoroywkot onpotog e EE yu
NAEKTPOVIKEG OLATAEELS ATEIKOVIONG

Amopaon un evoavtiwong oty Ekdoon

eykpidnke and v EMA, 1o tunpa, otig 07.10.2020

Amopaon g Emrponng g XXX yia tnv tpomonoinon twv
amopdcewv 2014/350/EE kot (EE) 2016/1349 pe okond v mapdroon
™G TEPLOJOL 16YVOG TV OTKOAOYIKMOV KPITNPI®V 0ToVouTg TV
owoAoywkov ofpatog g EE og kKAwotob@aviovpyikd tpoidvta kot
€101 VIO oG, KABDG KO TV GYETIKAOV ATOUTICEDV EKTIUNONG KOl
e€axpifwong

Amopoon un evavtiwong oty ékdoon

eykpinke and v EMA, 1o tufpo, otig 07.10.2020

11215/20 + ADD 1
10054/20 + ADD 1
COMPET

11639/20
9938/20 + ADD 1
ENV

11638/20
9904/20 + ADD 1
ENV

11637/20
9812/20
ENV
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NopoOstikéc drofovlevcerc

Owovopkd kot Annocwovonkda Ofpoto

Koavoviopnog yio v avaxkopyn kot tnv e&uyioaven Kevipikov 10340/1/20 REV 1
avtiovpBorropévav (CCP RR) (*) +ADD
ToJitikn ocoupwvio, + ADD 1 COR 1
eykpidnke amd v EMA, 20 tunpa, otig 16.09.2020 EF

Awaroovvn kol Ecotepikéc YroO<oeic

[Ipotdoceic g Emtponng oe cuvaptnon e T0 TOAVETEG
ONUOGLOVOLIKO TAOIG10

a) Kovoviopdc yuo ™ 0éomion tov pécov xpnUaTodoTKng 6TNPENG 10971/3/20 REV 3
Yo TN SXElPIon TV GLVOPMOV Kot TOV BEPNCEWV GTO TANIGLO JAI
tov Tapeiov yia v odokAnpopévn dayeipion v cuVOp®V

B)  Kavoviopog yo ) 0éomion tov Tapeiov E00TEPIKNG AGPAAELOG 10972/2/20 REV 2

(TEA) JAI
v)  Kavoviouog yio m 6éomion tov Tapegiov acvrov kon O 10973/3/20 REV 3
petavaoctevons (TAM) +REV3 ADD 1
T'evikn mpooéyyion JAL

eykpibnke and v EMA, 2o tunua, otig 30.09.2020

[0 [Ipot™ avéyvoon
Ynueio Baocilopevo og mpdtaon e Emtponr|g

(*) Ynueio yuo o onoio evogyetar va {ntnbel yneopopio
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