AAA: YPIXG6-ONO
AlIO®AXH ANAGEILHZnw ARNKTIOTTAPATTENIAY

Hellenic Republic

Date: 2021.06.15 12:33:25
Hellenic Republic 228

Reason

n/y Locaton: Athens : 7000/251 T'.N.A. o
A.A.A. : 2021000443/QKAY6-116
Aéopegvon-A.A.Y. : 2021000443 '
And : 251-T'.N.A - ALTOV
A.®.M: 090153025 M. A . : dappaxeio
KANEANCIIOYAOY 3 - AG®HNA T.K. 11525 Kpdtnon : 000000
AlTnuo : 7300005828
[poC: 5000000566 AdM: 999211645 Ap.TUupoonc SAP
ASTELLAS PHARMACEUTICALS A.E.B.E. Moporyyerlo . : 7300006204
ATHEINAOY Hu. HopoayyeAlog : 09.06.2021

THA: 2108189900 FAX: 2168008998

Exoviag undyn:

o. To N.A. 721/1970 (QEK A'251/23-11-70) «Iepi OLKOVOULKAC Mepluvng kol NOYLOT LKOU t@v

E.A.», dnwg tpomonolndnke kol ek&otote toxUel.

B. To N.3861/10 «Evioyxuon 1ing dLa@lveLtog PE TNV UNOXPEWT LKA ov&pinon vouwv Kot Hpaﬁsmv

TOV KUBEPVNTLKOV, SLOLKNTLKOV KOl QUTODLOLKNTLKOV opydvev oto dLadixtuo "lMpdypouuc
LHralyeLa” kot GAheg dLatéfeLicm».

y. To N.4013/11 (®EK A'204)«ZU0ctoon Evialac Aveldptnine ApxH¢ AnupociewviuvuRdcswv &
KevipLlxkoUG HAegrtpovixkoU Mnipdou Anuociov Zuppdosovy» odnwg Loxlel

5. To N.4412/16 (QEK A'147) «Anundbociec ZupB&oetic Epyov, lpopun€eldv & YInpeotiov

(nmpoocopuoyrhy otig O0dnylec 2014/24/EE & 2014/25/EE)» & e€i1dUkdtepa ta &pbpa 116 & 118.

g. To Mpoedpird Aivdtaypa 80/16 «llepl AvAANYne vnoxpedocwv omd 1Toug diatdrteg» Onung S

toxUet (PEK 145/A/05-08-2016).
ot. Tnv oamdeocn YEGA ©.800/133/134893/19-11-07 (PEK 2300/3-12-07) onwg outh
Tpononolflnke kxL toxUel. 7( } 6 3 ‘4,13 7/ 5 ‘ic 2;56
{. To E.N.A. A-12/AIPINIOY 2018 «Ilepl IlpounBeidv - HPOTANPGUOV H A.».
n.AAAM TpwT.ALTANATOC &EYKEKPLEEVOU ALTAPNATOC

6. To un'optOP. .o, .. foeeee i npaxtLkd tng EEA®YY 1 EAE 1oy 251“NA

1. AHO@QOLCOUUE Inv ovdBeon OINV OVOTEPW €TULPEla vIQ TNV HpOpnGSLa UALK@V/EpvaoLav

A/N /M . Toa]| =1

001 [MYCAMINE PD.SOL.INF 100MG/10ML. BTx1VIALx|650500001444 [Kout 149,37 16.430;70
OALKS Toocd: 16. 430 70
OIIA; 985 84
TIAnpwtéo: 17_416 54

2. Eepbéoov 10 nopdv unspPaiver ta 2.500 # (aveu &IA) Ou napaBLBstaL nali pe 1o TiruoAdyLo n TO -

AA. ®oL 10 IDLeTLKS JUUEEVNTLKO ®@C CUVNUPEVO UNOJE LyRa KATOAANAN UIOYEVPUUHPEVO.
3. H nopoUou gival avapintéax oto KHMAHY & oto ATIAYTEIA OStov amotteital.

Tafxoc (YI) Kevotaviivog P?&Sya@dg
: : A OLRNTHS

AkpLBEg avtiypagpo

251TNA/AOY

TeA. 1 oané 1

251T.N:A.
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