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CUC QUAN LY DUQC Doc lap - Tw do - Hanh phiic
S6: 0: 12998 /QLD-CL Ha NGi, ngay g5~ thangz. ndm 2018

V/V dinh chi luu hanh thudc khéng
dat tiéu chuén chét lugng

Kinh gui:
-S&'Y té Tp. Hd Chi Minh;
- Vién Kiém nghiém thuéc Trung uong;
- Vién Kiém nghiém thudc Tp. HO Chi Minh;
- Cong ty cb phan duoc pham Trung wong Codupha.

Can clr vao cic quy ché duoc hién hanh ctia Viét Nam.

Cén clr cong van sb 253/VNKT-KHTH ngay 15/6/2018 cia Vién Kiém
nghiém thude Tp. H6 Chi Minh giri kém phiéu kiém nghiém sé 0043/VKN-
KT2018 ngay 15/6/2018 vé thubc vién nén bao phim Unicet (Cetirizin
hydroclorid 10mg), SPK: VN-18786-15, sb 16: UUNE 1703, HD: 02/2020 do
Coéng ty Bal Pharma Ltd. (India) san xuét, Cong ty c¢b phan duoc pham Trung
uong Codupha nhap khau dugc ldy tai Cong ty TNHH duoc pham Lan Anh
(J18, 134/1 Té Hién Thanh, Phu'cmg 15, Quan 10, Tp. Ho Chi Minh). Thube
khong dat tiéu chuan chét luong vé chi tiéu dé hoa tan.

Cuc Quan ly Duogc thong bao:

1. Dinh chi luu hanh trén dia ban Tp. H6 Chi Minh thudc vién nén bao
phim Unicet (Cetirizin hydroclorid 10mg), SPK: VN-18786-15, s6 16: UUNE
1703, HD: 02/2020 do Céng ty Bal Pharma Ltd. (India) san xuat, Cong ty CP
duoc pham TW Codupha nhép khau.

2. Yéu cau Cong ty CP dugc phdm TW Codupha phéi hop véi nha cung
cdp va phan phdi thude:

a) Thong béo thu hdi thudc vién nén bao phim Unicet (Cetirizin
hydroclorid 10mg), SBPK: VN-18786-15, s6 16: UUNE 1703, HD: 02/2020 do
Cong ty Bal Pharma Ltd. (India) san XUat t6i cac co s& ban budn, bén 1é, sir dung
thude trén dia ban Tp. Hd Ch1 Minh, céc co sé d& mua thudce do Cong ty TNHH
dugc pham Lan Anh cung cép va tién hanh thu hdi toan bd 16 thude khong dat
tiéu chudn cht lugng néu trén.

b) Bdo céo tinh hinh nhap khau (thoi gian, sb lucmg nhap khau) va phén
phcn (tén, dia ch1 cua céc co so kinh doanh d3 mua thudc, s6 lugng cung cap) 16
thuéc Unicet, sé 16: UUNE 1703 vé Cuc Quan ly Duogc, Vién Kiém nghiém
thuéc TW, Vién Kiém nghiém thudc Tp. H6 Chi Minh trudc ngay 08/7/2018.

¢) Phéi hop véi co quan kiém tra chat lugng, co quan kiém nghiém thudc
Nha nuéc tién hanh 14y mau bd sung {t nhat 02 mau thudc tai 02 co s ban budn
khéc, trong d6 c6 co s& ban buén da cung cdp thude cho Cong ty TNHH duoc



phdm Lan Anh. Giri mau da ldy t6i Vién Kiém nghiém thubc TW hodc Vién
Kiém nghiém thuc Tp. Ho Chi Minh dé kiém tra chét luong ddi véi chi tidu do
hoa tan. Béo céo két quéa kiém tra chét luong vé& Cuc Quan ly Dugc trudc ngay
20/7/2018 dé c6 can ctr xtr 1y tiép theo.

3. Pé nghi Vién Kiém nghiém thudéc TW/ Vién Kiém nghiém thudc Tp.
Ho6 Chi Minh wu tién tién hanh kidm tra chét luong dbi véi chi tidu do hoa tan
mau thude Unicet, s6 16: UUNE 1703 duge 14y bd sung.

4. Dé nghi S¢'Y té Tp. H5 Chi Minh:

- Cong bd thong tin viée thu hdi 16 thude Unicet, sé 16: UUNE 1703 néu
trén trén Trang thong tin dién tir cta S6.

- Kiém tra va gidm sat Cong ty CP dugc pham TW Codupha thuc hién
viée thu hoi 16 thude Unicet, sé 16: UUNE 1703 néu trén, xit ly cac don vi vi
pham theo quy dinh.

Cuc Quan Iy Dugc thong béo dé cac don vi biét va thuc hién./.

Noi nhin: KT CUC TRUUN G
- Nhu trén;
- Cyc truong Vi Tuan Cuong (dé b/c);
- Cac phong DKT, KDD, Thanh tra DMP, TTQCT -
Cuc QLD; website Cuc QLD; —
- Cong ty TNHH duoc phém Lan Anh,
J18, 134/1 T6 Hién Thanh, P. 15, Q. 10,
Tp. H6 Chi Minh (dé thuc hién);
- Luu: VT, CL (BT).




