o ADA: WKITY6-747
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T AGENCY EEST
Reason:
Location: Athens

.- AIIOPAXH ANAGEZH

A.AAM. :
/Y : 7000
A.A.A. : 6KT$6-N9A
And : 251-T'.N.A Aéousvon-A.A.Y. : 2019000402
 A.®.M: 090153025 ALTéV :
KANEANOIIOYNOY 3 - A®HNA T.K. 11525 Mepixfi AlaxelpLon : dappakeio
¥odtnon : 0ooono
[IpoC: 5000000566 AdM: 999211645 Altnpa i : 7300003014
ASTELLAS PHARMACEUTICALS A.E.B.E. Ap.ZUpBaonc SAP
ATHZINAOY HopoyyeAla : 7300003394
THA: 2108189900 FAX: 2168008998 Hu. NopoyyeAlog : 03.09.2019

Exoviag vnoéyn:

a. To N.A. 721/1970 (®EK A'251/23-11-70) «llepl OLKOVOULKAC Mepiuvng Kot AOYLOTLKOU TV
E.A.», énwg tpomncmolfbnke kol cxrforote LoxUet.

B. To N.3861/10 «Evioxuon 1nc SLa@&veLlag HE IOV UTOXEEOT LKL avéptnon vépev kol np&fswev
TQV XUBepVNTLROV, SLOLKNTLIKAOV KAl QUTOSLOLKNTLKOV opydvev oT0 S1ad(KTuo "Tpbypouuo
ArtaUyeia" kot GANEC SLaTt&Esigy.

y. To N.4013/11 (®EK A'204) «ZUctaon Eviaiog Avef&ptning RApxAc Anpociev IJuppdcsev Kol
KevipiroU HA£RTpOVLIXOU Mnipdou Anuociev IupBdoewvy» O6meg LtoxUetL.

5. To N.4412/16 (PEK A'147) «Anpdoieg Zuppéoelc Epyov, MpounBeLdv roL Yrnpeoldv
(mpooappoyf) otiLg Odnyieg 2014/24/EE xat  2014/25/EE)» kot g1dixbrepa T GpPpa 116 koL 118.

€. To Ilpoedpikd Adtayua 80/16 «Ilepl AvAANUNC Unoxpedoewv ond Toug SLatdrieg» Onwg
LoxGet (PEK 145/A/05-08-2016).
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Otxovoulkifg Efouclag o Keviplk& kal llepiLpepe lard Opyova n¢ Arolxnong tev E.A. koL oe
HPOTOTAHEVOUG TOV YInpeoi®dv nou efaptdvial ond AUTEQ» OTOG auUTl] TPOHmOHmOLABnKe Kol LoxUet.
{. To E.II.A. A-12.

1. Anmogpacifoupe tnv avéBeon otnv oaveTépe gTalpela yia Inv mpopffeia  UALKOV/epyaoLdv:

#./A[ NEPITPA$H YATIKOY

‘OOI DIFTICLIR TABS 200MG BTX20TARS 650500006493 [ Kourt 11 1.198,11 13,179,271

-

[—
OALxd Tood: 13.179,21;
QIIA: 790,75
MMAnpwtéo: 13.969, 96

2. AMMM TpetoyevoUg ALTANXATOC "3/5‘2343@“( & Eyxexpipévou ALtApatoc 19/55"[‘-{860

3. OL anaLToUpeveG NLOTHOoELE B SiateBolv oamd: I/Y 251 T'.N.A., Ap.lpetordriou 2019000402
4. Ovoua AcBevii / AcpaAilotLkée dopac:

HopatnphoceLg:

5. Eeboov n mapoGoa mapoayyeiia unepBalvel To mocd tev 2. 500 # (aveu @NA) 6o nopadidetal poall
pe 1o TipoAdyio 1f1 1o A.A. Kol ISLeTLRS TUPPRVNTLKS ©C CUPRNIEVO undde Lypa KatdAAnia
UITOYEYPOUIEVO.

6. o elval avaptntéa oto <<KHMAHZ>>

Aromnnig 251 FNA
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