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POTVRDA O PROVODENJU DOBRE PROIZVODACKE PRAKSE
CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER'

DIO 1
Pt

['akon provedenog nadsors u skisdu sa Slarkom 111(5) Dircktive 2001/83/E2 Esropskog
parlamenta i Vijeca
Tasmed fallawing an smspection in acesrdancs with drt, 11175) of Divective 200 VEC

Nadle#no tijelo Republike Hrvarske porvrduje sljedede:
The comgetent autherity of Croatia confiems the foliowing

FProizvodad: GALENIKA a.d. Beograd
The mafocrer: GALENIKA ad Beagrad

Mjesta proizvadije:
GALENIKA u.d. Beograd, Batajni@ki drum bb, 11080 Beograd-Zemun, $

e cddbess:
GALENIFA a.d. Bengred, Batajnichi dricm bb, 11080 Belgeade-Zewin, Serbin

Bio je podvrgnut nadzory u svezi popisa proizvodaa izvan Eurapskog gospodarskog prostora
navedenih u dokumentaciji 2o davenje odobrenja za im\-ljulue Tljeka u promet, u skladu sa
clankom 111(4) Dircktive 2001/83/EZ u, Elanak
40, Zakona o lijekovima {,Narodne novine®, braj 76713, .90;\4;

Har boen. inspecied in cannction sith morieting ahorisationfs) isiing mamufocturers focated ouside of the
European Ecanamic Area in necaedance with An. 11104} of Directive Z50433EC manssosed in the folawing
ational tegiclation Art, 40 Medicinal Products Act (Gfficial Gazette ¥a. 7643 arnd 30/14).

nadzerima proi , od kojih je posljednji praveden
dana 26, svibnja 2017, utvrdeno Je da proizvodat dieluje sukladno zahevima dobre
proizvodagke prakse! sukladna Dircktivi 2003/94/£2°
Fram the knoslesige gined dariag asgction of this manifaciurer. tha faesi of which was copducied o
26% May 27, it i comsidered thot it complies with the principles and guidetines of Gaod Moaufaciring
Fracrice! taid dosan in Divective 2001548

Ova potvida odraZava stanje na mjestu proizvodnje u tremutku nadzora gore

navedenog proizvadata, te ne odrazava uskladencst projzvodaga ukoliko su prosle vite od tri

godine od datuma zadnjeg nadzora. Medutim, ovaj rok vaenja putvede mae s skratiti il

produliiti 1 temelju pﬂmueruenug upravljanja rizicima inspekeije Agencile, napomenom u
2o

poljt
s comiet s the s e Oufaciuring site of the tise of the inspeciisn naiod abave and
shoaid not be relied wpon to reflect the comspliance siotus if more than thres yeors have elapsed sinee she e of
Uhad inspuciian. ifewever, s perioet of vy may e reduced or exseadea using regulalory cisk manogevient
prineiples by an eny i the Seatrizions ar Clarifing enorks el

2]
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Ova potvrda vrijedi iskljuive ukoliko sadréi sve stranice dijela DIO 1 i dijela DIO 2.
Tikis certificate is valid anly wher presonted with all poges ued both Pant | and.

Autentiénost ave potvrde mofe se proveriti u EudeaGMP bazi podataka. Ako nije
dostupna u EudraGMP bazi, obratite se nadleznom tijetu kaje je izdalo potvrs

The outhenticity of this ceriificate may be veorified i EudraGMP, [7 it docs nat appear, please contact
e fesuing auihariy

1= Cvajobazac GMP ponrdeprineniivj | 2 woanike
Fh coryficaie sl pplicable i i

2-  Pojatnjenje ovog obrasea nalazi se u  Help menu® EudraGMP baze
the et o b th el ctentsof EsiealiAtP ditobasy
3- Ovizahtevi ispunjavaju preporutenc zahtjeve WHO za DPP

Thest requiremants folfulthe GHMP reconmendations of WD
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Dnro 2
Parr 2

(=] Lijekovi Human Medicinal Products

1. PROIZVODNJA
L MANUFACTURING OFERATIONS - MEDICINAL PRODUCTS

12. | Nesterilni lijekovi Non-sterfie products

121, Nesterilni Gjekovi Mo.sseile prodicrs o Jor the foilowving |
12,11, Turde kapsule Caprute,hord sheh
2.1.13, Tablete Tabiews

15, | Opremanje Pacsaging

15,1, Unutarnje pakiranje Primary packng

1501, Tvrde kapsule Capewies, fond sheil
L.5.1.13. Tablete Tablers

152, Vanjsko pakiranje Socadary pacting

16. | Proviera knkvoée Quaity control osting
1.62. Mikrobi ispitivanje: mil Gistoda o steriiy

| 163, Kemijska/fizitka ispitivanja chemicalPipeical
| 164 Bioloska ispitivanja Sofgicol
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Ogranienje ili pojainjenje vezano za navedeno u ovoj poty
Any resirictions r larifying remarks reftted 1o the scope of this certificate:

1.5.2. Odnosi se i na sterilne oblike lijekova.
15,2, Alse refers (o stertie medicinal pradicrs,

Proizvadne aktivnosti s¢ provode u objektu Fabrika Gvrstih fermaceutskih pripravaka.
Manifacturing activities avs being conduered in Salid Dazage Forms Plant

Datum: 19.07.2017.
Date: 19072017

Ime, prezime | potpis ovlaitene osobe
nadleznog tijels Republike Hrvatske
ot and signoture of the awiharired person

o Competens Auharisy of Croetia
Inspekior Agencije Agencija za lijekove i momc nskc praizvode
Inspecior Agency for Medicimal Produ tecdical Devices
of Crouiia
!
feabole l(cg\c
Izabela Majié, M. Sc.
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