GUVERNUL
REPUBLICII MOLDOVA

CERTIFICAT
DE INREGISTRARE A MEDICAMENTULUI
MARKETING AUTHORIZATION OF MEDICINAL PRODUCT
in baza ordinului AMDM RM (nr. Rg04-000108 din 12 mai 2021 )
in accordance with order of MMDA RM (nr. Rg04-000108 from 12 mai 2021)

Se decide autorizarea produsului:
has been decided the registration of product:

Denumire comerciala: ;
Fluorouracil-BP

Name:
z:’n’l’)‘;‘;‘;.iil':‘if“e“t'ca' Hoz3, mAriniea solutie injectabila/perfuzabila 50 mg/ml 10 ml
ajulul: N10; 5 mI N1; 10 mI N1: 5 mI N10

Dosage form, strength and package size:

Compozitia: substante active: fluorouracil 50 mg/ml
Composition: excipienti: anexa 1

Detinator ai Certificatului de inregistrare: SC Balkan Pharmaceuticals SRL, Republica
Markzting Autor.zation Holder: Moldova
Producator: Balkan Pharmaceuticals SRL, Repubhca
Manufacturer: Moldova
Clasificare ATC:
Iassifi b?g}tgl%oszgned by Donea Victor
N ElasSIEaGR; Date: 2021.09.09 18:37:54 EEST
Termen de valabilitate: Egii n: MoldSign Signature
Shelf lie: HEM: Moldova
Numar de inregistrare, data emiterii: 26859 din 12 mai 2021
Registration number and date of issue:
Rezumatul caracteristicilor produsului si 1
prospectul anexa
Summary of the product and patient information leaflet
Informatii privind etichetarea anexa 2

Information on the labeling

Parametrii de calitate ai produsului sunt cei prevazuti in documentatia care a stat la
baza eliberarii prezentului Certificat de Inregistrare. Orice modificare a datelor
specificate in Certificatul de Inregistrare sau in documentatia de autorizare trebuie
raportata si aprobata de Agentia Medicamentului si Dispozitivelor Medicale. Prezentul
Certificat de Iinregistrare are o valabnhtate de 5 ani de la data emiterii si nu
conditioneaza importul. -

The quality of the product is that which is stipulated- by 1hé documentattons which were the basis for giving this particular Marketing
Authorization. Any modification of the data stipulated’ by the Marketing- Authorfzauen or documentation must be reported to the Medicines and
Medical Devices Agency and have its approval. The Marketmg Auihg(lzatlon is*valid for 5 rs after emission and doesn't guarantee the
import of the medicinal product. \ % |

Directorul general

Silvia CIBOTARI

Agentia Medicamentului si Dispozitivelor Medicale

Medicines and Medical Devices Agency

Republica Moldova, MD-2028, Chisinau, str. Korolenko, 2/1

tel. +373 22 884 301, e-mail: office@amdm.gov.md; Web: www.amdm.gov.md
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