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Certificat Nr./Certificate No: 012/2023/RO

CERTIFICAT PRIVIND CONFORMITATEA CU BUNA PRACTICA DE FABRICATIE
CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER
Partea 1/Part 1

Emis n urma unei inspectii in acord cu art. 111(5) al Directivei 2001/83/EC/Issued following an inspection in
accordance with Art. 111(5) of Directive 2001/83/EC.

Autoritatea competentd AGENTIA NATIONALA A MEDICAMENTULUI S1 A DISPOZITIVELOR
MEDICALE din ROMANIA confirmd urmitoarele/ The competent authority NATIONAL AGENCY FOR
MEDICINES AND MEDICAL DEVICES of ROMANIA confirms the following:

Fabricantul / The manufacturer- HEMOFARM A.D. Vriac

Adresa locului de fabricatie/Site address: Branch Plant Sabac, Hajd

A fost inspectat §, i
afara Spatiului Econon

(EC) 726/2004 sau
i . 95/2006

1) 1 N 1 ' 2023/02/10, se
apreciazi ci acesta respeci fac: ire in Principiile si ghidurile

edge gained during inspection of
it is considered that it complies with the Good
guidelines of Good Manufacturing Practice laid

this manufacturer, the latest of which was co
Manufacturing Practice requirements referrea
down in Directive 2003/94/EC". :

Acest certificat reflecti statutul locului d
in considerafie daca de la data acestei inspectii e
redusa folosind principii de management al riscului in
»Restrictii sau observafii care sa clarifice”. Acest certifi
ambele Parti (15i 2). Autenticitatea acestui certificat poat
in aceasti bazd de date, vi rugim si contactai autg
manufacturing site at the time of the inspection note
status if more than three years have elapsed since
reduced or extended using regulatory risk mana
field./This certificate is valid only when preser
certificate may be verified in EudraGMP. If it do

la data inspectiei mentionatX mai sus si nu mai poate fi luat
aimult de trei ani. Aceastd perioad de valabilitate poate fi
de reglementare, printr-o remarca menfionats 1a rubrica

numai dacd are toate paginile incluse precum si
it in baza de date EudraGMP. Dacé nu este inclus
tentd./This certificate reflects the status of the
e and should not be relied upon to reflect the compliance
of that inspection. However, this period of validity may be
1 principles by an entry in the Restrictions or Clarifying remarks
ith all pages and both Parts 1 and 2. The authenticity of this
ot appear, Please contact the issuing authority.

19/05/2023 Numele, titlul si semn? oanei auterizaie din
Agentia Nationald a M
Name and signature ¢
Medicines and Medigal

orised person of the National Agency for
evices of Romania

Tel.: 0040 21 317 11 02 Fax.0040 21 316 34 97
Ioana TENE, VICEPR :,..;" o

Semnitura:

! Aceste cerinte Indeplinesc recomandirile de bund practick de fabricaie ale
These requirements ficlfill the GMP recommendations of WHO

Organizatici Mondiale a Sinaititii
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Certificat Nr./Certificate No: 012/2023/RO
Partea a 2-a/Part 2
I Medicamente de uz uman / Human Medicinal Products
1. OPERA { MAN 'G OPERATIONS
12| P nesterile) Non-STerilE Droguets vk Ame v =y e | i o) s e e e :
1.2.1 Produse nesterile (operaii de procesare pentru urméitoarele forme dozate) / Non-sterile products (processing operations
Jor the following dosage forms)
1.2.1.1. Capsule / Capsules, hard shell
1.2.1.5. Lichide pentru uz extern / Liquids for externai use
1.2.1.6. Lichide pentru uz intern /Liquids for internal use
1.2.1.8. Alte forme solide dozate: comprimate filmate, comprimate de supt, granule pentru suspensii orale,
comprimate gastrorezistente, comprimate masticabile, capsule cu pelete gastrorezistente / Other solid dosage forms: film-

gastro-resistant pellets

comprimate gastrorez primate mastic
coated tablets, compressed lozenges, granulesy;
gastro-resistant pellets
1.5.1.11. Semisclide / Semi-solids
Cerinte speciale Reg
7. altele/other: i
1.5.1.12. Supozitoare/ Suppositories
1.5.1.13. Comprimate / Tablets
1.5.2 Ambalare secundardi / Secondary packing
! ‘u contr an } 4 [
1.6.2 Microbiologice: firi testul de sterilitate / Microbi
1.6.3 Fizico-chimice / Chemical/Physical
Orice restrictii sau observatii care s# clarifice domeni |
scope of this certificate: se efectueazii operatii de fabri Ed
comprimate filmate, comprimate de supt, granule pentru s orall
gestrorezistente, supozitoare), forme semisolide dozate (| :
lichide uz extern; depozitarea materiilor prime, materialelor
Veljkova bb, 15000, Sabac, Serbia. Acest Certificat este valabi
non-sterile products — solid dosage forms (capsules, tablets, film-coc
resistant tablets, chewable tablets, capsules with gastro-resistant

and finished products shall be carried out only at Branch Plant Sabac,
February 2026.

19/05/2023 Numele, titlul si semn

coated tablets, compressed lozenge, granules for oral suspension, gastro-resistant tablets, chewable tablets, capsules with

1.2.1.11. S
€ spe cial Requirements
7 other: gel intestinal dintestinal
2-'Supozit sitori
.13. Co lets
.1 Ambal Ty, ;
/ Caq hell ; %
de p / Liquids for rnal us
ichide tern / Liquids for internal use -
1.5.1.8. Al dozate: comprimate filmate, comprima ule pentru suspensii orale,

u pelete gastrorez her solid dosage forms: film-
gstro-resistant tablels, chewable tablets. capsules with

enis
intestinal gel

n-sterility

acest certificat: /Any restrictions or clarifying remarks related to the
tru produse nesterile - forme solide dozate (capsule, comprimate,
mprimate gastrorezistente, comprimate masticabile, capsule cu pelete

geluri, gel intestinal), lichide vz intern (solutii, siropuri, suspensii),

roduselor finite se efectucazi doar la Branch Plant Sabac, Hajduk
arie 2026. / fotal manufacturing operations are carried out for
compressed lozenges, granules for oral suspension, gastro-

ets, jositories), semisolids dosage forms (ointments, creams, gels,
intestinal gel), liquids for internal use (solutions, syrups, suspensions), li :

Jor external use; storage of raw materials, packaging materials
k Veljkova bb, 15000, Sabac, Serbia. This Certificate is valid until

persoanei autorizate din

Agentia Nationald a Medicamentului §i a Dispozitivelor Medicale din Roménia
Name and signature of the authorised person of the National Agency for
Medicines and Medical Devices of Romania
Tel.: 0040 21 317 11 02 Fax: 0040 21 316 34 97

Ioana TENE, VICEPRESEDINTE

Semniétura:

Noth: versiunea In limba englez#i este versiunea de referingi




