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Certificat Nr./certificate No.: AMDM.MD.GMP.H.003.2023

CERTIFICAT PRIVIND CONFORMITATEA CU BUNA PRACTICA DE
FABRICATIE A MEDICAMENTELOR (GMP) DE UZ UMAN
CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER

Partea 1/Part

Emis in urma fineiifiSpectii in conformitate cu Ordinul Agentiei Medicamentului si Dispozitivelor Medicale nr.
Rg04-000238 din 20.10.2023/ Issued following an inspection in accordance with Medicines and Medical Devices
Agency Order no. Rg04-000238 0f20.10.2023 '

Autoritatea competentaf# gentia Medicamentului si Dispozitivelor Medicale din Republica Moldova confirma
urmatoarea informatie/ The compelent authority Medicines and Medical Devices Agency from Republic of Moldova
confirms the following:

Fabricantul/The manufacturer: S€ Balkan Pharmaceuticals SRL

Adresa locului de fabricatiefSite_address: MD-2091, Republica Moldova, mun. Chisindu, or. Singera, str.
Industriala, 7/A.

Licenta de. activitate farmaceuticd/Manyfacturer’s license number: seria. A° MMIL, nr. 002215 eliberats la
25.06.2019, valabila pani la 25.06.2024 :

Altele (specificati)/Other (please specify).:

Autorizatie de fabricatie a medicamentélor de uz uman/Manufacturing Authorization Jor medicinal products for
human use: nr. AMDM.MD.AF.H.003.2023 din 20712.2023.

Din informatiile acumulate in timpul inspe€ficila acest fabricant, ultima fiind efectuati in 23.10.2023 —
27.10.2023, se apreciazi ca acesta respecti cerinteledegulilor de buna practica de fabricatie a medicamentelor (GMP) de
uz uman conform Ordinului Ministerului Sanatatii %f.309 din 26.03.2013 cu privire la aprobarea Regulilor de buni
practicd de fabricatie a medicamentelor (GMP) de uz uman si Ordinului Agentiei Medicamentului si Dispozitivelor

. Medicale nr. 24 din 04.04.2013 cu privire la aprobarea Ghidaluivprivind buna practica de fabricatie a medicamentelor
(GMP) de uz uman'./From the knowledge gained during inspection of this manufacturer, the latest of which was
conducted on 23.10.2023 — 27.10.2023, it is considered\that it complies with the Good Manufacturing Practice
requirements in accordance with Ministry of Health Order nr. 309 0f'26.03.2013 on the approval of the rules of good
manyfacturing practice for medicinal products (GMP) for himan use \and Order of Medicines and Medical Devices
Agency nr. 24 of 04.04.2013 on approval of the Guideline of Good Manufacturing Practice for medicinal products
(GMP) for human use’. :

Acest certificat reflectd statutul locului de fabricatie la data inspectiéf mentionati mai sus si este valabil pana la
19.06.2025. Autenticitatea acestui certificat poate fi verificati la autoritatea emitenta./ This certificate reflects the status
of the manufacturing site at the time of the inspection noted above and reméins walid until 19.06.2025. The authenticity
of this certificate may be verified with the issuing authority.

20.12.2023

Dragos GUTU,

Director general al
Agentiei Medicamentului si
Dispozitivelor Medicale
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! Aceste cerinfe indeplinesc recomandérile de bund practicd de }Eb‘h@aﬁe-;é?é}érganizaﬁei Mondiale a Sanatétii./ 'These
requirements fulfill the GMP recommendations of WHO. :
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Partea a 2=a/Part 2 ,

Medicamente.de uz uman/Human Medicinal Products

Sectiunea L/OPERATII DE FABRICATIE/Section 1. MANUFACTURING OPERATIONS
- operatiilé de_fabricatie autorizate includ fabricatia totala i partial (inclusiv diferite procese de divizare, ambalare sau
prezentare), €liberarea si certificarea seriei, importul, depozitarea si distributia formelor farmaceutice mentionate mai jos, cu.
exceptia situatiei in.cére sunt informatii contradictorii/authorised manufacturing operations include total and partial
manufacturing (ifictuding various processes of dividing up, packaging or presentation), batch release and certification,
storage and distribyfion of specified dosage Jorms unless informed to the contrary;

- testele pentru controlul_calitatii si/sau activititile de eliberare si certificare-a seriei, atunci cand nu existd operatii de

fabricatie, trebuie mentienate la compartimentele respective/quality control lesting and/or release and baich certification
activities without manufaeturing operations should be specified under the relevant items;

- in cazul in care companid” este implicatd in fabricatia produselor pentru care existd cerinfe speciale (de ex. produse
radiofarmaceutice sau medicamente contindnd peniciline, sulfonamide, citostatice, cefalosporine, substante cu actiune
hormonala sau ingrediente aétiVe peténtial periculoase), aceasta trebuie mentionati la tipul de produs si forma farmaceutica
respective/if the company is eugaged manufacture of products with special requirements e.g. radiopharmaceuticals or
products containing penicillin, sulphohamides, cylotoxics, cephalosporins, substances with hormonal activity or other or
potentially hazardous active ingredientsthis should be stated under the relevant product type and dosage form.

1 Produsé s.terile/V Sterile Products

1) Preparate aseptic/ Aseptically prepared
b) Liofilizate/ Lyophilisates
d) Lichide volume mici/ Small volume liguids
f) Alte produse preparate aseptic (suspensii injectabile)/ Other aseptically prepared products (suspension for
injection) Y
2) Sterilizate final/ Terminally sterilised
c) Lichide volume mici/ Smail volume ligids) .

2 Produse nesterile/ Non-sterile products

1 )”Produs.é .-ﬁeéférife/ Non-sterile products
a) Capsule/ Capsules, hard shell
m) Comprimate/ Tablets

0) Alte medicamente nesterile (pulberi dozate (unidoza/ m‘ultidozé) pentru solutii/ suspensii)/ Other non-sterile
medicinal products (dosed powder (single-dose/ muiti-dose)tfor solution/suspension)

6 Teste pentru controlul calitatii/Quality control testing

1) Micfobiologice: sterilitate/ Microbiological: sterility .
2) Microbiologice: fara testul de sterilitate/ Microbiological: nén-sterility
3) Fizico-chimice/ Chemical-physical

Orice restrictii sau observatii referitoare la clarificarea domeniului de aplicare al acestor operatiuni de fabricatie:
in Sectorul de fabricatie Generale (blocul nr.1 si blocul nr. 6) se efectueaz operatij, de fabricatie totald pentru produse
nesterile (capsule, comprimate, pulberi dozate) si produse sterile solutii injectabiles¥olum mic in fiole, flacoane, cartuse si
seringi preumplute, preparare asepticd si sterilizare finald; pulberi liofilizate in flacoatie;in Sectorul de fabricatie Generale
1 (blocul nr. 3) se efectueazi operatii de fabricatie totali a medicamentelor. cu continut de citostatice si substante cu
actiune hormonald pentru produse nesterile (comprimate, capsule) si produse sterile solutii injectabile volum mic fiole si
flacoane, preparare aseptici si sterilizare finald; pulberi liofilizate in flacoane. Testele pentru controlul calititii se
efectueazi in blocul nr. 2 etajul 3 si blocul nr. 6 etajul 3; depozitarea materiilor prime, materfalelor de ambalare primari si

Numele si functia persoanei responsabile: Dragos GUTU
Director general al Agentiei
Medicamentului si Dispozitivelor Medicale

Semndtura:
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oduselor finite se efectueaza in blocul nr. 8. Acest certificat este valabil pina in junie 2025/ Any restrictions
ving remarks related to the scope of this certificate: in manufacturing sector Generale (block no.l and block
cturing operations are performed for non-sterile products (capsules, tablets, dosed powders) and sterile
products, small volume liguids in ampules, vials, cartridges and pre-filled. syringes, aseptically prepared and terminally
sterilized; byophilizéd powders in vials; in manufacturing sector Generale I (block no.3), -total manufacturing operations
of drugs contdining cytostatics and substances with hormonal activity are performed Jor non-sterile products (tablets,
capsules) and Sterile praducts, small volume liquids in ampules and vials, aseptically prepared and terminally sterilized:

lyophilized powde, igls. Quality control testing is carried out in block no. 2, 3" floor and block no. 6, 3 foor; raw
materials, primary and secondary packaging materials, finished products are stored in the block no. 8. This certificate is
valid up to June 202

Numele si functia persoanei responsabile: Dragos GUTU
Director general al Agentiei
Medicamentului si Dispozitivelor Medicale
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