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CERTIFICAT
DE INREGISTRARE A MEDICAMENTULUI

MARKETING AUTHORIZATION O F MEDICINAL PRODUCT
in baza ordinului AMDM RM (nr. Rg04-000255 din O9 octombrie 2019 )

in accordance with order of MMDA RM (nr. Rg04-000255 from 09 octombrie 2019)

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

Denumire comercialS:
Name:

Formi farmaceutici, dozd, mirimea
ambalajului:
Dosage form, strength and packaQe size:

Airtec

suspensie de inhalat presurizati 25 mcgl25O
mca/dozd 120 doze N1

Glenmark Pharmaceuticals Limited, Irrdia

Glenmark Pharmaceuticals Limited, India

RO3AKO6

24luni

25866 din 09 octombrie 2019

anexa 1

anexa 2

Zinaida Bezverhni

Comoozitia. substante active: propionat de fluticazoni 250 mcgldozd; salmeterol (sub forrnd de

compositionl xinafoat de salmeterol) 25 mca/dozd
excipienti: anexa 1

Delin5tor a I Ceftificatutui de inreg istrare:
Marketinq Autorization Holder:

Produc6tor:
Manufar-ttrrer:

Clasificare ATC:
ATC classrtication:

Termen de valabilitate:
Shelf life:

Numir de inregis;trare, data emiterii:
Registratrsn number and date of issue:

Rezurnatul caracteristici lor prod usu lu i gi
prospectul
Sumnrary of the product and patient information leaflet

Informatii privi nd etichetarea
Information on the labelino

Parametrii de calitate ai produsului sunt cei prevdzuti in documentatia care a stat la
baza eliberSrii prezentului Certificat de Inregistrare. Orice modificare a datelor
specificate in Ceftificatul de inregistrare sau in doeumeirtalia de autorizare trebuie
raportati 9i aprobatS de Agentia Medicamentului gi DispozitiveSor Medicale. Prezentul
Certificat de Inregistrare are o valabilitate de 5 ani de la data emitefii gi nu
conditioneazi importul.
The quality of the product is that which is stipulated
Authorizatiorr Any modification of the data stipulated by

weie the basis for giving this particular lviarketing

Medical Devices Agency and have its approval The
documentation must be reported to ihe Medicines and
for 5 years after emission anC doesn't g;arentee the

import of the medicinal product

Dlrectorul general

Agentia Medicamentului 9i Dispozitivelor Medicale
Medicines and Medical Devices Agency
Republica Moldova, MD-2028, Chigin5u, str. Korolenko, 2/1
1el. +373 2.2aA43OL, e-mail: oifice@amed.md; Web: www.amed.md
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