National Organization for Medicines
API®OMOX. TTIETOIOIHTIKOY : 109283/ 15-11-2021

MIZTOMOIHTIKO ZYMMOP®QXHE ME TOYX KK ENOX
MAPATQIroy '’

Mépog 1

Exdidetor netd and embsdpnon cupoomve pe:

Apb. 111(5) g Odnylag 2001/83/EK  énw¢ courinpdnke
Apb. 15 g Odnyiace 2001/20/EK

H appddia apynf tou(tng) EALdda emBsfatdver o axdrovda,
H napaywyds :PAPMAKAIIOOHKH AAPA-QMEIA A.E./ PHARMAKAPOTHIKI ALFA-OMEGA

S.A.

AgtBuvon Movddag: :AAKKO KYPIAAO, T.6. 152 / LAKKO KYRILLO, PO BOX.: 152,
AXITPOIYPIOX ATTIKHY / ASPROPYRGOS ATTIKI, 193 00, EA)dda

Embewpnfnke pe Baon 1o e6vikd npdypappa embewprioemv oe ocvvdptnon pe v vr'apdu. Gdswa
dvvatdmtag 0000011450/21/3 og cvppavio pe Apd. 40 g Odnyiag 2001/83/EK kat Aph. 13 tng Odnyiag
2001/20/EK énag £xet evapuoviotel e v ak6iovdn edvikA vopodsoia:

AXT 3(a)/T.I1. 32221/29-4-2013, pbpo 57

AYT 3/89292/03, épbpo 12

ATd 10 aROTEAECHATO. TOV EMOEDPT|CEDMY QDTOD TOV TOPAYOYOD, 1| TEAEDTAIC, GMd TIC OMOieg

npayLatonownke ong 2021-10-18 , motonoteiton 4Tl GUULOPPAVETEL LUE :

* g ApyEg xa Tig Odnyieg tov Koavdvov Kaing Topackevtig dnwg neprypbeoviar otnv Odnyia
2003/94/EK

To motonoinkd avtd avuikatontpilel v xatdoTaon g Hovadag Topaymynis TV nuepounvic e

EMBEDPTONG OV AVAPEPETOL RAPANEVO ka1 Sev mpémer va omoteriast Bhon yio. Ty aEloddynor e

oupudpe®aANg edv nEPLocdTEpD amd Tpio, xpdvia Exovy mapidfer and v nuepounvie embsdpnong, ondte

Kot 8o mpémet va epeTdtar n ekdovea Apyr. Avtd To moTomomTikd eivat ykvpo Pévo GTov napovstdleTal

pe dAeg Tig 6eMBeG kou Tav dvo Mepdv 1 ka1 2. H yvnoidtnra autod 1o meTomomTikod PIopsi va

exainBevtel ad ™V apyh mov 10 sEfdmas.

! To mororouraxd mov avagépsrar omy mapdypapo 111(5) e Odnyiag 2001/83/EE xar 80(S) we Odyyiac 2001/82/EE, o TPETEL ETIOYS Vo amarTsiToy
i groaywyés ans tpites ydpec ora Kpdm Méln
? Guidance on the interpretation of this template can be found in the Help menu of EudraGMDP database.

3, , . .
Avtég o1 amarmioeis koddwrovy Tic svatdoeic KKIT we WHO
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Mépog 2

DapHOKEVTIKE TpoidvTa avOpdmvNS Yp1oNng

Y1d £psvve QapUaKELTIKE Tpoidvia

1 Hopayoykés ApacTnproTnTes
1.1 Ereipa [poidvra
1.1.3 Ihororoinon maptidog

1.2 Mn Zreipa apoidvra
1.2.2  Ihoromoinon moptidog

1.5 Mévo Tvckevoosia
1.5.2  Asvrspoyeviic Looxevaoio.

2 EIZAI'QI'H ®PAPMAKEYTIKQN ITPOIONTON
2.2 Amodéopeven nopTidag stouyOpEvevY QUPREKEUTIKOY TpoLdvIay
2.2.]1  Zzeipa Hpoidvro

2.2.1.1 Aonniog tapookevacdevia
2.2.1.2  Tehkdg onootepmbévia

2.2.2 My Zreipo mpoicvia

253 AdLeS S10TY@YIKEG OPACTIPLOTITES
2.3.1 Movada pooxng eloaywyng

Onoodfimots meplopiopoi 1| Stevkpivicelg oe oyéon pe to tedio auTod TOV TGTOTOUTIKOV: TLGTOTOUTIKG -
Manufacturing activities are carried out in Building D.

O1 apaywpIkes SpacTypIoTHTES TPAYRATOTOI0VYTAL 670 KTipio A.

AgukpivioTikd oxdha (Y Snpdctoug (pioTeg)
Manufacturing activities are carried out in Building D.

O1 RopaymyIKss SpacTyploTyTES TPpaAyUaTonolovvral 6to Ktipio A.
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‘Ovopla kot VIOYPEET TOL £0VGLOS0TN LLEVOD TPOGHTOV
™e Apuoduwag Apymge e EAbGda
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