BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC
Sb: 6011 /QLD-CL

VIv thubc Cortibion khéng ré xuat

Xu

Kinh gui:

Pgc l1ap - Tw do - Hanh phuc

Ha Ngi, ngay 25 thdangos nam 2021

- S&'Y té cac tinh, thanh phé truc thudc Trung wong;
- Cong ty Roussel Viét Nam (Sé 1, dwong sé 3, KCN Vit
Nam-Singapore, Thudn An, Binh Duong).

Cuc Quan 1y Duoc nhan duoc vin thu s6 92/CV-RVN dé ngay 05/4/2021
cuia Cong ty Roussel Viét Nam bao cao phat hién théng tin mau thudc Cortibion
trén thi truong 1a hang gia, hang nhai, khéng rd xuét xt so vai san pham Cortibion
(s6 ding ky luu hanh VD-21043-14) do Cong ty Roussel Viét Nam san xuat va
dang luu hanh. Cac ddu hiéu so sanh gitra thudc that va thude 1a hang gia, hang
nhai, khdng rd ngudn gbc xuat xt theo bdo céo cua Cong ty nhu sau:

THUOC DO ROUSSEL VIET NAM
SAN XUAT

HANG GIA, HANG NHAI
XUAT XU KHONG RO RANG

BAO Bi SAN PHAM

Rx v

cortibion®

am
kem thoa da

cortibion®
dexamethasone
acetate

cream

&

1. S6 16, NSX, HD dugc dap chim

. S6 18, NSX, HD duoc In ndi

2. Dong chir chinh giira hop trén nén do
THUOC DUNG NGOAI FOR
TOPICAL USE ONLY

2. Dong chix chinh gitra hop trén nén do

DO NOT SWALLOW KHONG
PUQC UONG

3. Cong thuc:
Dexamethason acetat.....4 mg
Cloramphenicol............ 0,16g
Tadugcvd..........o.o..l. 8¢g
Lo chira 8g kem thoa da

. Cobng thuc:
Dexamethason acetat.....50 mg
Cloramphenicol............ 29
Tadugcvd............ 100 g

Lo chira 8g kem thoa da

4. Phan ghi tén nha san xuat

. Phan ghi tén nha san xuét




San xuit tai:
Coéng ty ROUSSEL VIET NAM
S6 1, dudng s6 3, KCN Viét nam

Hoechst Marion Roussel
97, Vaugirard street
75279 Paris Cedex 06-France

Sinapore, Thuan An

Binh Duong- Viét nam
Manufactured by

ROUSSEL VIETNAM

01, 3" street, Vietnam Singapore
Industrial Park, Thuan An

Binh Duong-Vietnam

San xuit nhwong quyeén tai
Cong ty Roussel Viét nam

6, Nguyén Hué-P.Bén Nghé, Q.1
T.P Hé Chi Minh-Viét nam

5. Bao quan noi kho, dugi 30°C, tranh 5. B4do quan noi mat, tranh anh sang

anh sang

6. Thong tin khac

6. Thong tin khac

Pé dam bao an toan cho ngudi sir dung va xir Iy nghiém vi pham theo quy
dinh cta phép luat, Cuc Quan ly Duoc c6 y Kién nhu sau:

1. Pé nghi S6' Y té céc tinh, thanh phé truc thudc Trung wong:

a) Thong bao cho cac co so kinh doanh, ngudi dan biét, khdng buén ban,
su dung va kip thoi cung cap thong tin téi co quan quan 1y duoc khi phat hién co
thuoc Cortibion nghi ngo gia, khéng rd xuat xir ¢6 dau hiéu néu trén.,

- Tién hanh thanh tra, kiém tra céc co s& kinh doanh trén dia ban; xac minh
thong tin va truy tim ngudn géc vé thudc Cortibion nghi ngd gia nhu phan anh
cua Cong ty Roussel Viét Nam néu trén; bao cao Ban chi dao 389 cac tinh, thanh
phd truc thude Trung wong va phdi hop véi cac co quan chirc nang diéu tra va xir
ly t6 chuc, ca nhan vi pham theo quy dinh.

- B4o céo két qua kiém tra, xu 1y vi pham va ngudn géc 16 thuc nghi ngo gia,
khong rd xuét xt vé Cuc Quan 1y Duoc.

2. Cong ty Roussel Viét Nam phdi hop va cung cip téi cac So Y té noi phat
hién mau thubc Cortibion gia, cac co quan chirc ning co lién quan thong tin vé
viéc phét hién ra mau thudc nghi ngd gia, khong rd xuat xt (dia diém va thoi gian



phat hién mau thudc, thong tin so sanh thudc that - thubc gia, cac dic diém nhan
biét dé xac dinh thuoc gia...) tao thuan lgi cho viéc kiem tra, xir ly.

Cuc Quan Iy Dugc théng bao dé don vi biét va thyc hién./.

Nei nhan: KT. CUC TRUONG
- Nhu trén; A

TT. Truong Qubc Cudng (dé b/c); PHO
Cuc truong Vit Tuan Cuong (dé b/c); S
Vién KN thudec TW, Vién KN thubc Tp. HCM;
Phong PC-TTr, KT (d¢ p/h);

Luu: VT, CL (LH).
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