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

DIO 1
Part 1
Nakon provedenog nadzora u skladu sa &lankom 111(5) Direktive 2001/83/EZ Europskog

parlamenta i Vijeca i ¢lankom 63 Uredbe (EU) 536/2014
Issued following an inspection in accordance with Art. 111(5) of Directive 2001/83/EC and Art. 63 of Regulation
(EU) 536/2014

Nadlezno tijelo Republike Hrvatske potvrduje sljedece:
The competent authority of Croatia confirms the Jfollowing:

Proizvodac: JADRAN - GALENSKI LABORATORIJ d.d. (JGL d.d.)
The manufacturer: JADRAN - GALENSKI LABORATORIJ d.d. (JGL d.d.)

Mjesto proizvodnje: Kukuljanove 301, Kukuljanovo, 51227, Republika Hrvatska
Site address: Kukuljanove 301, Kukuljanove, 51227, Croatia

OMS identifikacijski broj organizacije / OMS identifikacijski broj lokacije: ORG-
100000238 / LOC-100070476
OMS Organisation Id. / OMS Location Id.: ORG-100000238/ LOC-100070476

Bio je podvrgnut nadzoru unutar nacionalnog programa u svezi proizvodne dozvole klasa:
UP/1-530-01/13-03/09 u skladu s &lankom 40. Direktive 2001/83/EZ i &lankom 61. Uredbe
(EU) 536/2014 transponiranim u nacionalno zakonodavstvo &lankom 72. Zakona o lijekovima
(-Narodne novine®, broj 76/13., 90/14. i 100/18.).

Has been inspected under the national inspection programme in connection with manufacturing authorisation no.
UP/I-530-01/13-03/09 in accordance with Art, 40 of Directive 2001/83/EC and Art. 61 of Regulation (EU)

336/2014 transposed in the following national legislation Art. 72 Medicinal Products Act (Official Gazette No.
76/13, 90/14 and 100/18).

Provedenim inspekcijskim nadzorom proizvodada, od kojih je posljednji proveden
dana 20. veljace 2024. godine utvrdeno je da proizvoda¢ udovoljava principima i smjernicama
dobre proizvodacke prakse propisanim Direktivom (EU) 2017/1572 i/ili Delegiranom
uredbom Komisije (EU) 2017/1569, u skladu s navedenim kategorijama proizvoda u Dijelu
2.3

From the knowledge gained during inspection of this manufacturer, the latest of which was conducted on
20" February 2024, it is considered that it complies with the principles and guidelines of Good Manufacturing

Practice laid down in Directive (EU) 2017/1572 and/or Commission Delegated Regulation (EU) 2017/1569, as
reflected by the product categories stated in Part 23

Ova potvrda odnosi se na stanje mjesta proizvodnje u trenutku provedbe gore
navedenog nadzora, i ne treba se smatrati da odrazava stvarno stanje uskladenosti ako su
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prosle vise od tri godine od datuma nadzora. Medutim, rok vazenja potvrde moze se skratiti ili
produljiti na temelju principa primijenjenog upravljanja rizicima inspekcije Agencije, na
nacin da se isto unese u polje Ograni¢enja i pojasnjenja. AZurirana ogranifenja i pojasnjenja
mogu se provjeriti na internetskoj stranici EudraGMDP baze
(http://eudragmdp.ema.europa.eu/).

This certificate reflects the status of the manufacturing site at the time of the inspection noted above and
should not be relied upon to reflect the compliance status if more than three Years have elapsed since the date of
that inspection. However, this period of validity may be reduced or extended using regulatory risk management

principles by an entry in the Restrictions or Clarifving remarks field. Updates 1o restrictions or clarifiing remarks
can be identified through the EudraGMDP website (h[rp;/kéua’mgmdp.ema.eumpa.eu/).

Ova potvrda vrijedi isklju¢ivo ako sadrzi sve stranice, kao i DIO 1 i dijela DIO 2.
This certificate is valid only when presented with afl pages and both Parts | and 2.

Autenti¢nost ove potvrde moe se provjeriti u EudraGMDP bazi podataka. Ako nije
dostupna u EudraGMDP bazi, obratite se tijelu koje je izdalo potvrdu.

The authenticity of this certificate may be verified in EudraGMDP. If it does not appear, please contact
the issuing authority.

_
I GMP potvrda iz ¢lanka 111(5) Direktive 2001/83/EC i ¢lanka 63 Uredbe (EU)
uvoznike.

The ceruficare referred 1o in paragraph Art. 111(5) of Directive 200183 1C and Art. 63 of Regulation (EU}) 536:2014 js also applicable to
HRPOFIers,

536/2014 primjenjiva je i za

2 Pojasnjenje ovog obrasca nalazi se u do

kumentu Pojadnjenje obrasca za izradu GMP potvrde.,
Guidance on the interpretation of this template can

be found in the Interpretation of the [ Mnion farmat for GMP certificate.

F 0ovi zahtjevi ispunjavaju preporucene zahtjeve WHO za DPP.

These requirements fulfil the Ghp recommendations of WHO).
These requirements fulfil the GAp recommendations of WHC),
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DIO 2
Part 2

X Lijekovi Human Medicinal Products

X Ispitivani lijekovi Human Investigational Medicinal Products _

. PROIZVODNJA
.. MANUFACTURING OPERA TIONS — MEDICINAL PROD UCTS

Ostali lijekovi ili proizvodne aktivnosti Other producis or processing activity

|

1.4.3. Ostalo Other

Skladistenje i isporuf:ivanje serije lijeka Storage and distribution of medicinal products

F-0767/4**SU-IN R-0001



2. UVOZLIEKOVA |
1.2 IJ‘IPOR’E‘iTIO}V OF MEDICINAL PRODUCTS T

QOstale uvozne aktivnosti Other impo

rtation activities

2.3 1 Mjesto fizickog uvoza lijeka Site of physical importation

23.2. Uvoz meduproizvoda za daljnju pTOiZ\FOdl'lju Importation of intermediate which undergoes Surther

processing

Datum: 29. srpnja 2024.
Date: 29" July 2024

Ime, prezime i potpis ovlastene osobe Agencije 72
lijekove i medicinske proizvode Republike Hrvatske
Name and signaiure of the authorised person of the Agency or
Medicinal Products and Medical Devices of Croatia

RS e oL

VSSA\

7

1E] Ejutﬁaca Hodak, mag. ing. bioproc., univ. Spec.

‘glaviid ‘—:il}s“p:i;kgtorica ckspertica dobre proizvodacke

DOSTAVITL
DELIVER TO:
1. JGLdd., Syilno 20, 51000 Rijeka

7. Pismohrana — ovdje
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