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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 :

Certificat Nr./certificate No.: AMDM.MD.GMP.H.005.2025,

Medicamentului si Dispozitivelor Medicale nr.

Emis in urma unei inspectii in conformitate cu Ordinul Agentiei
ordance with Medicines and Medical Devices

Rg04-000125 din 22.04.2025 /Issued following an inspection in acc
Agency Order no. Rg04-000125 of 22.04.2025.

‘ Autoritatea competentd Agentia Medicamen
‘ urmatoarea informatie/ The competent authority
confirms the following:”

publica Moldova confirma

tului si Dispozitivelor Medicale din Re
from Republic of Moldova

Medicines and Medical Devices Agency

Fabricantul/The manufacturer: ElaDum Pharma SRL
Adresa locului de , fabricatie/Site address: MD-3715, Republica

" str. Centenarului, 2/c
| Licenta de activitate farmaceutica/Manufacturer’s license number: serian. A MMI, nr. 002255 eliberata la

20.02.2022, valabila pana la 19.02.2027
_ Altele (specificati)/Other (please specify):

Autorizatie de fabricatie a medicamentelor de uz uman/
; i human use: nr. AMDM.MP.AF.H.004.2025 din 29.08.2025, valabila pana la 06.06.2027

Din informatiile acumulate in timpul inspectiei la acest fabricant, ultima fiind efectuata in 23.04.2025 — 25.04.2025,
se apreciaza ca acesta respecta cerintele Regulilor de buna practica de fabricatie a medicamentelor (GMP) de uz uman
conform Ordinului Ministe)'ului Sanatatii nr.309 din 26.03.2013 cu privire la aprobarea Regulilor de buna practica de
fabricatie a medicamentelor (GMP) de uz uman si Ordinului Agentiei Medicamentului si Dispozitivelor Medicale nr. 24
~ din 04.04.2013 cu privire la aproba\u'ea Ghidului privind buna practica de fabricatie a medicamentelor (GMP) de uz
n'./From the knowledge gained during inspection of this manufacturer, the latest of which-was conducted on

025 — 25.04.2025, it is considered that it complies with the Good Manufacturing Practice requirements in
vith Ministry of Health Order nr. 309 of 26.03.2013 on the approval of the rules of good manufacturing

dici roducts (GMP) for human use and Order of Medicines and Medical Devices Agency nr. 24 of
Practice for medicinal products (GMP) for human use’.

Moldova. r. Straseni, s. Cojusna,

Manufacturing Authorization for medicinal products for

tificat reflectd statutul locului de fabricatie la data inspectiei mentionatd mai sus si nu va putea fi luat in

de la data acestei inspectii au trecut mai mult de doi ani; dupa aceasta perioada trebuie consultata
tenticitatea acestui ceftificat poate fi verificata la autoritatea emitenta./ This certificate reflects the
ring site at the time of the inspection noted -above and should not be relied upon to reflect the
ore than two years have elapsed since the date of that inspection, after which time the issuing

should be consulted. The authenticity of this certificate may be verified with the issuing authority.
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Partea a 2-a/Part 2 .

Medicamente de uz uman/Human Medicinal Products

Sectiunea 1. OPERATII DE FABRICATIE/Section 1. MANUFACTURING OPERA TIONS

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

[~ | - testele pentru controlul calitatii si/sau activitatile de eliberare si certificare a seriei, atunci cand nu exista 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 fabricatia produselor pentru care existd cerinte speciale (de ex. produse
radiofarmaceutice sau medicamente continand peniciline, sulfonamide, citostatice, cefalosporine, substanfe cu actiune
hormonald sau ingrediente active potential periculdase), aceasta trebuie mentionata la tipul de produs si forma
| farmaceutica respective/if the company is engaged in manufacture of products with special requirements e.g.
radiopharmaceuticals or products containing penicilling sulphonamides, cytotoxics, cephalosporins, substances with
hormonal activity or other or ;5(olenrially hazardous active ingredients this should be stated under the relevant product

( type and dosage form. e _ :

7

2 Produse nesterile / Non-sterile products

1) Produse nesterile/ Non-sterile products
¢) Lichide pentru uz extern/ Liquids for external use
S - f) Lichide pentru uz intern/ Liquids for internal use
4. Alte produse sau activititi de fabricatie / Other products or manufacturing activity
1) Fabricatie/ Manufacture of.
X a) Produse din plante / Herbal products
6. Teste pentru controlul calitatii/ Quality control testing

R 3) Fizico-chimice/ Chemical/Physical

ice restrictii sau observatii care sa clarifice domeniul acoperit de acest certificat*: La etajul I se efectueaza
e fabricatie totala a lichidelor pentru-uz extern (solutii cutanate, inclusiv solutii colorante) si lichide pentru uz
in plante (tincturi). La etajul II se efectueaza operatiuni de fabricatie totala a lichidelor pentru uz extern,
‘uz intern. Laboratorul fizico — chimic este amplasat la etajul 11 si etajul I. Acest certificat este valabil pana
) restrictions or clarifying remarks related to the scope of this certificate*: On the first floor total
serations are carried out for liquids for external use (cutaneous solutions, including coloring solutions)
- for internal use - herbal products (tinctures). On the second-floor total manufacturing operations are carried
out for liquids for external use, liquids for internal use. The physical-chemical laboratory is located on the second floor

and the first floor.
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