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cERTTFTcAT pRrvrND coNFoRMTTATEA cu BUNA pmcrrcA oe
FABRTCATTE A MEDTCAMENTELOR (GMp) DE UZ UMAN
CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTIJRER

Paftea LlPaft 7

Emis in urma unei inspecfii in conformitate cu Ordinul Agenliei Medicamentului gi Dispozitivelor
Medicafe nr. A07.PS-01.Rg04-30 din 08.02.20L9 /Issued fottowing an inspection in accordance with
Medicines and Medical Devices Agency order nr. A07.ps-11.Rg04-30-of 08.02:2019.

Autoritatea competent5 Agenfia Medicamentului gi Dispozitivelor Medicale din Republica Moldova
confirmd urmStoarea informatie/Ihe competent authority Medicines and Medicat Devices Agency from
Republic of Moldova confirms the following:

Fa brica ntu l/The ma n u fa ctu re r : SC Fl umed-Fa rm SRL
Adresa locului de fabricalie/Site address; MD-2002, Republica Moldova, mun. ChiginSu, str. Cetatea

Alb5, 176
Licenta de activitate farmaceutic1/Manufacturerb license number: seria A MMII nr. 045192 din

23.07.20L4
Altele- (specifi cali ) / Oth e r ( p I ea se s pecify ) :
Autorizatie de fabricafie a medicamentelor de uz uman/Manufacturing Authorization for medicinal

products for human use: nr. AMDM.MD.AF.H.001.2019 din 28.02.2019

Din informaliile acumulate in timpul inspecliei la acest fabricant, ultima fiind efectuat6 in
11.02.2019 - 13.02.2019, se apreciaz5 ct acesta respect5 cerinfele Regulilor de bun5 practic| de
fabricafie a medicamentelor (GMP) de uz uman conform Ordinului Ministerului S6ndtSlii nr.309 din
26.03.2013 cu privire la aprobarea Regulilor de bun5 practic5 de fabricalie a medicamentelor (GMp) de uz
uman gi Ordinului Agenliei Medicamentului gi Dispozitivelor Medicale nr. 24 din 04.04.2013 cu privire la
aprobarea Ghidului privind buna practicE de fabricalie a medicamentelor (GMP) de uz umant./From the
knowledge gained during inspection of this manufacturer, the latest of which was conducted on
11.02.2019 - 13.O2.2Ot9, it is considered that it complies with the Good Manufacturing practice
requirements in accordance with Ministry of Health Order nr. 309 of 26.03.2073 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 04.04.2073 on approvat of the Guidetine of Good Manufacturing
Practice for medicinal products (GMP) for human usel.

Acest certificat reflect5 statutul locului de fabricatie la data inspecliei menlionat5 mai sus gi nu va
putea fi luat in consideratie dact de la data acestei inspeclii au trecut mai mult de trei ani; dup|iceastE
perioad5 trebuie consultat6 autoritatea emitentS. Autenticitatea acestui certificat poate fi verificatE la
autoritatea emitentS./Ihis certificate reflects the status of the manufacturing site at the time of the
inspection noted above and should not be relied upon to ieflect the compliance status if more than three
years have elapsed since the date of that inspection, gfter which time the issuing authority should be
consulted. The authenticity of this certificate may be verified with the issuing authority.

28.02.20Lg

Vladislav ZARA,

Director general al
Agenliei Medicamentului 9i
Dispozitivelor Medicale

1 Aceste-cerinte indeplinesc recomanddrile de bund practicd de fabricatie ate Organizatiei Mondiate a Sdne$fii./ tThese requiremen3 fulfitt
the GMP recommendatjons of WHO.
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Partea a 2-alPart 2

Medicamente de uz uman/ Human Medicinal Products

Sectiunea 1. OPERATII DE FABRICATIE/ Section 7. MANUFACTURING OPERATIONS*

- operatiile de fabricatie autorizate includ fabricatia totalS 9i partialS (inclusiv diferite procese de
divizare, ambalare sau prezentare), eliberarea gi ceftificarea seriei, importul, depozitarea gi

distributia formelor farmaceutice mentionate mai 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), batch release and ceftification, storage
and distribution of specified dosage forms unless informed to the contrary;

- testele pentru controlul calit5tii gi/sau activit5tile de eliberare 9i certificare a seriei, atunci c6nd nu
exist5 operatii de fabricatie, trebuie mentionate la compaftimentele 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 implicat5 in fabricatia produselor pentru care exist6 cerinte speciale
(de ex. produse radiofarmaceutice sau medicamente contin6nd peniciline, sulfonamide, citostatice,
cefalosporine, substante cu actiune hormonalS sau ingrediente active potential periculoase), aceasta
trebuie mentionat5 la tipul de produs gi forma farmaceutic5 respective/ if the company is engaged in
manufacture of products with special requirements e.g. radiopharmaceuticals or products containing
penicillin, sulphonamides, cytotoxics, cephalosporins, substances with hormonal activity or other or
potentially hazardous active ingredients this should be stated under the relevant product Wpe and
dosage form.

2. Produse nesterile / Non-sterile products

7) Produse nesterile/ Non-sterile products
e) Lichide pentru uz extern/ Liquids for external use

fl Lichide pentru uz intern/ Liquids for internal use

6. Teste pentru controlul calititii/ Qua lity control testi ng

3) Fizico-chimice/ Chemicol/Physicol

i Numele gi funclia persoanei responsabile: Vladislav ZARA

i Director general al Agenliei
i Medicamentului 9i Dispozitivelor Medicale
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