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Certificat Nr./certificate No.: AMDM.MD.GMP.H.002.2025
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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 unei inspectii in conformitate cu Ordinul Agentiei Medicamentului si Dispozitivelor Medicale nr.
Rg04-000026 din 03.02.2025/ Issued following an inspection in accordance with Medicines and Medical Devices
Agency Order no. Rg04-000026 of 03.02.2025

Autoritatea competenti Agentia Medicamentului si Dispozitivelor Medicale din Republica Moldova confirma
urmdtoarea informatie/ The competent authority Medicines and Medical Devices Agency from Republic of Moldova
confirms the following:

Fabricantul/The manufacturer: SC Balkan Pharmaceuticals SRL

Adresa locului de fabricafie/Site address: MD-2002, str. Nicolae Graddescu, 4, mun. Chisiniu, Republica
Moldova

Licenta de activitate farmaceutica/Manufacturer’s license number: seria A MMI, nr. 002438 eliberati la
25.06.2024, valabild pand la 24.06.2029

Altele (specificati)/Other (please specify):

Autorizatie de fabricatic a medicamentelor de uz uman/Manufacturing Authorization for medicinal products for
human use: nt. AMDM.MD.AF.H.002.2025 din 15.05.2025.

Din informatiile acumulate in timpul inspectiei la acest fabricant, ultima fiind efectuati in 18.02.2025 si 20.02.2025 ,
- 21.02.2025, se apreciazi ci acesta respectd cerintele Regulilor de buna practici de fabricatie a medicamentelor (GMP)
de uz uman conform Ordinului Ministerului Sanatétii nr.309 din 26.03.2013 cu privire.la aprobarea Regulilor de buni
practicd de fabricafie a medicamentelor (GMP) de uz uman si Ordinului Agentiei Medicamentului si Dispozitivelor |
Medicale nr. 24 din 04.04.2013 cu privire la aprobarea Ghidului privind buna practicé de fabricatie a medicamentelor
(GMP) de uz uman!./From the knowledge gained during inspection of this manufacturer, the latest of which was
conducted on 18.02.2025 and 20.02.2025 - 21.02.2025, it is considered that it complies with the Good Manufacturing
Practice requirements in accordance with Ministry of Health Order nr. 309 of 26.03.2013 on the approval of the rules of
good manufacturing practice for medicinal products (GMP) for human 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 reflecta statutul locului de fabricatie la data inspectiei mentionati mai sus §i nu va putea fi luat in
consideratie daci de la data acestei inspectii-au trecut mai mult de doi ani; dupd aceastd perioadd frebuie consultati
autoritatea emitentd. Autenticitatea acestui certificat poate fi verificata la autoritatea emitenti./ 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 two years have elapsed since the date of that inspection, after which time the issuing
authority should be consulted. The authenticity of this certificate may be verified with the issuing authority.

15.05.2025

Dragos GUTU,

Director general al
Agentiei Medicamentului §i
Dispozitivelor Medicale
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! Aceste cerinfe indeplinesc recomanddrile de bund practicd de < b_g}?sqt?éﬁd{é{{@*é&u {iei Mondiale a Sinatstii/ 'These
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Partea a 2-a/Part 2

l Medicamente de uz umane’Human Medicmaf Product.s

Sectlunea 1. OPERATII DE FABRIC ATIEfSectwn 1 MANUFACTURING OPERATIONS

(- operatiile de fabricatie autorizate includ fabricatia totala si partiald (inclusiv diferite procese de divizare, ambalare sau
preien'tare}, eliberarea si certificarea seriei, importul, depozitarea i distributia formelor farmaceutice mentionate mai 'r
| jos, cu exceptia situatiei in care sunt informatii contradictorii/authorised manufacturing operations include total and |
| partial manufacturing (including various processes of dividing up, packaging or presentation), baich release and
certification, storage and distribution of specified dosage forms unless informed to the contrary; '

- testele pentru controlul calitdtii si/sau activitatile de eliberare gi certificare @ seriei, atunci cind nu existd operatii de
fabricatie, trebuie mentionate la compartimentele respective/quality control testing and/or release and batch certification
activities without manufacturing operations should be specified under the relevant items; ~

- in cazul in care compania este implicatd in fabricafia produselor pentru care existd cerinte speciale (de ex. produse
radiofarmaceutice sau medicamente contindnd peniciline, sulfonamide, citostatice, cefalosporine, substanfe cu actiune
hormonali sau ingrediente active potential periculoase), aceasta trebuie mentionatd [a tipul de produs si forma
farmaceuticd respective/if the company is engaged in manufacture of products with special requirements e.g.
radiopharmaceuticals or products eontaining penicillin, sulphonamides, cytotoxics, cephalosporins, substances with
hormonal activity or other or pétentially hazardous active ingredients this should be stated under the relevant product
type and dosage form. [

1 Produse sterile/ Sten!e Producu

1) Preparate aseptic/ Aseptically. prepmd

f) Alte produse preparate aseptic (pulberi pentru solutie injectabild/perfuzabild)/ Other aseptically prepared
products (powders for solution for injection/infusion)

Orice restrictii sau observatii referitoare la clarificarea domeniului de aplicare al acestor operatiuni de fabricatie:
Jocul de fabricatie este destinat fabricatiei medicamentelor de uz uman, cu continut de antibiotice beta-lactame si alte
antibiotice puternic sensibilizante. Activititile de control al calititii se vorfealiza la locul de fabricatie a companiei din
MD-2091, Republica Moldova, mun. Chisindu, or. Singera, str. Industriald, 7/A. Acest certificat este valabil pana in
februarie 2027/ Any restrictions or clarifying remarks related to the seope of this certificate: the manufacturing site is
intended for the manufacture of medicinal products for humman use, containing beta-lactam antibiotics and other highly
sensitizing antibiotics. The quality control activities will be carried out at the manufacturing site of the company on 7/4
Industriala street, Singera, Chisinau, Republic of Moldova, MD-2091. This certificate is valid up to February 2027. |

Digitally signed by Tcacenco Alexandr
Date: 2026.06.22 15:34:30 EEST
Reason: MoldSign Signature

Location: Moldova

| Numele si functia persoanei responsabile: Dragos GUTU MOLDOVA EUROPEANA

| Director general al Agentiei
Medicamentului si Dispozitivelor Medicale

Semndtura:
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Certificat Nr./Certificate No: 005/2025/RO

1.1.1. Preparate aseptic (operatii de procesare pentru urmitoarele fopmeydozate) / Aseptically prepared
(processing operations for the following dosage forms)
1.1.1.2. Liofilizate / Lyophilisates
1.1.1.4. Lichide vol
1.1.2, Stenllzate t' nal(e ii de proges atoarele forme dozate) / Terminally sterilized
following dosage forms)
mici/Small volume liquids

e nesterile (opera;n de procesan: pentru urmatoarele forme dozate) / Non—srenle products
(processmg operations for the following dosage forms)
1.2.1.1. Capsule / Capsules, hard shell
1.2.1.8. Alte forme solide dozate: comprimate filmate, pulberi pentru solutw'
Other solid dosage forms: film coated tablets, powders for oral solutions/suspens
1.2.1.13. Comprimate / Tablets

rimate filmate, pulberi pentru solutii/suspensii orale/
ders for oral solutions/suspensions

.6.1. Microbiologice: sterilitate / Microbiological: sterility
1.6.2. Microbiologice: fari testul de sterilitate / Microbiological: non-sterility
1.6.3. Fizico-chimice / Chemical/Physical
Orice restrictii sau observatii care s clarifice domeniul acoperit de acest certificat/Any restrictions or clarifying
remarks related to the scope of this certificate: se efectueazi operatii de fabricatie totald pentru produse sterile — sterilizate
final — lichide volume mici — solutii injectabile, produse sterile - preparate aseptic — lichide vo ici - solutii injectabile,
liofilizate si operatii de fabricatie totald pentru produse nesterile — capsule, comprimategcomgifimate filmate, pulberi pentru
efec

solu;msuspensu orale in Blocul nr. 1 si Blocul nr.6; t&stele pen!:ru contrelul atii Blocul nr.2, etaj 3;
ari. siggecindars : eazi in Blocul nr.8.

Acest certificat este valabil pani in Noiemb g of 7 v sterile products — terminally
sterilised - small volume liquids - inje i 2 _ aseptically prepared — small volume liquids -
injectable solutions, lyophili. ing operations for non-sterile products — capsules, hard shell, tablets,

ﬁlm-caated tablets@pow ons are carried out in the Block no.1 and the Block no.6; quality
] i 0.2, 3rd floor; raw materials, primary and secondary packaging materials,
; q
Numele, titlul si semndtura persoanei autorizate dm
Agentia Nationala a Medicamentului si a Dis i i oméania

Name and signature of the authorisg
Medrcmes and Medical Pevige

g



ISTRY OF HEALTH

514D,

&,
¥ ATIONAL AGENCY FOR MEDICINES
s //) (\.\\ % N AND MEDICAL DEVICES OF ROMANIA
g‘ 48, Av. Sanatescu St, sector 1, 011478 Bucharest
Tel: +4021-317.11.00
Fax: +4021-316.34.97

www.anm.ro

Certificat Nr./Certificate No: 005/2025/RO
CERTIFICAT PRIVIND CONFORMITATEA CU BUNA PRACTICA DE FA A s
CERTIFICATE OF GMP COMPLIANCE OF A MANUF.

Partea 1/Part 1

Emis in urma unei inspectii in acord cu art. 11
in accordance with Art. 111(5) of Directivg 200 83/
Autoritatea competen

e competent authority NATIONAL AGENCY FOR
OMANIA confirms the following:

A fost inspectat in legéturd cu autorizafia (autorizatiile) de punere pe piafa care se refera la fabricanti si
in afara Spatiului Economic European in acord cu art. Art. 8(2)/3 3(2)!19(3)!44(3) al Regulamentul i (EC

sau cu art. 111(4) al Directivei 2001/83/CE transpusi in legislatia nagionala prin art. 857 alin. 95/2
privind reforma in domeniul sanatatii, republicatd, Titlul XVIII, Medicamentul/# i
with marketing authorisation(s) listing manufacturers locate. g nomic Area in

accordance with Art. 8(2)/33(2)/19(3)/44(3) of Regu L or 5 f irective 2001/83/EC
transpased in the foHowmg national legislati . S

!JCI.

Din in atiile ac inspectiei la acest fabricant, ultima fiind efectuatd in 2024/11/12, se

apr .
ricaie stabilite in Directiva 2003/94/CE!/From the knowledge gained during inspection
of rﬁ turer, the latest of which was conducted on 2024/11/12 it is considered that it complies with the Good
Manufacturing Practice requirements referred to in The principles and guidelines of Good Manufacturing Practice
laid down in Directive 2003/94/EC".

Acest certificat reflect statutul locului de fabricatie la data 1nspectlcl mentionatd mai sus §i nu mai poate fi luat c
in conmderaue daca dc la data acestei mspec;u au trecut mal mult de trei ani. Aceastd penoada de valablh ate \

. However, this period of validity may be

status if more than three years have elapse
reduced or extended using r by an entry in the Restrictions or Clarifying remarks
field.[This certi all pages and both Parts 1 and 2. The authenticity of this
certifica e ve P. If it does not appear, please contact the issuing authority.
Numele, titlul §i semnatura persoanei autorizate din K
Agentia Nationald a Medicamentului si a Dispozitivelor Medical 0
Name and signature of the authorised person of the National Age
Medicmes and Medr ical Devices of Romania

1 Aceste ceringe indeplinesc recomanddrile de buni practicd de fabricatie ale Organizatiei Mondiale a Sanatatii U i
These requirements fulfill the GMP recommendations of WHO
1/2 R
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“S.C. BALKAN PHARMA
S.R.L.” B )
Republica Moldova, mun. Chisinu, or. Singera, =

str. Industriala, 7A, 2091

Numarul de identificare de stat al unitatii

N\
de drept (IDNO)/Numarul de idenliﬁca@)«
de stat al persoanei fizice (IDNP)
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