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GIAY PHEP LUU HANH SAN PHAM

MARKETING AUTHORIZATION

Tén thude : Drosperin 20

Name of Drug:

Thanh phan chinh, ham lugng : Drospirenone; Ethinyl estradiol, 3mg Drospirenone;
Active Ingredients, Strength: 20mcg Ethinyl estradiol

Qui cach déng géi, bao ché : Hop 28 vién nén bao phim

Packing Size, Dosage form:

Tiéu chuén chét luong . NSX

Quality Specification:

Han dung © 48 thang

Shelf- life:

S6 gidy phép Iuu hanh san phdm (SPK): s =

Marketing Authorization Number: VN-15082-12

S6 quyét dinh : 92/Qb-QLD Ngay cap: 22/03/2012

Approval Decision Number:

Date of Issuance:

Hiéu luc cla gidy phép luu hanh san pham: cb gia tri 05 n&m ké tif ngay cap

Expiration Date of this Marketing Authorization:

Tén nha san xuat : Laboratorios Recalcine S.A.

Name of Manufacturer:

Dia chi : No. 5670 Carrascal, Santiago, Chile, Chile

Address:

S6 dién thoai S6 facsimile:

Tel. No. Fax. No.

Tén nha dang ky : Laboratorios Recalcine S.A.

Name of Marketing Authorization Holder

Dia chi : Avenida Pedro de Valdivia 295, 7500524 Providencia,

Address: Santiago, Chile

S6 dién thoai
Tel. No.

Ghi chu: (Note)

1- Gidy phép luu hanh san phdm nay dudc cap dua trén ho so
dang ky da dudc Cuc Quan ly dugc - Bd Y té chdp nhan.
This marketing authorization has been issued based on the dossiers
approved by the Drug Administration of Vietnam.

T4t ca cac thay ddi vé: cd s san xuét, dang bao ché, ham
lugng, chi dinh... déu phai dugc dang ky lai dé cép gidy
phép méi.

All changes to the manufacturing site, dosage form, strength, indication,
etc. are subject to re-registration for a new marketing authorization.

3- MAu nhan da dudc duyét va td huéng dan st dung dugc
dinh kém theo gidy phép nay.

The approved labels and package insert are attached.

N
i

So6 facsimile:
Fax. No.

Ha Noi, ngay 22 thang 03 nam 2012.

CUC TRUGNG CUC QUAN LY DUGC
GENERAL-DIRECTOR OF THE DRUG ADMINISTRATION OF VIETNAM

RUONG QUOC CUONG




