BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Poc lap - Tw do - Hanh phiic
86: 4694+ /QLD-CL Ha Noi, ngay 03 thdng ;0> ndm 2019
V/v dinh chi luu hanh thudc

khong dat tiéu chuin chit luong

Kinh gtr:
- S&Y té céc tinh, thanh phé truc thude Trung wong;
- Céng ty Cb phan Duoc pham 3/2 (B/e: 601 Cdch Mang
Thang Tam, P15, Qudn 10, Tp. HCM).

Cin ctr vao cac qui ché duoc hién hanh cta Viét Nam.

Can ctr Cong vin sé 469/VKNT-KHTH ngay 20/9/2019 gii kém phiéu
kiém nghiém sé 0595/VKN-KT2019 ctia Vién kiém nghiém thuéc Thanh phd
Ho Chi Minh bao céo 16 thubc Vién nén dai bao phim Cetirizin (Cetirizine 2HCI
10mg), SPK: VD-19303-13, S5 16: 002171, HD: 14/4/2020 do Cong ty C6 phan
Duogc phdm 3/2 san xuit. Mau thuéc do Vién Kiém nghiém thudc Tp. HCM lay
tai Cong ty c¢6 phan Dugc phdm 3/2, 601 Cach Mang Thang Tam, P15, Quan 10,
Tp. HCM. Thubc khéng dat tiéu chudn chit lwong v& chi tiéu Do hoa tan (vi
pham murc d6 3).

Cuc Quan ly Dugc thong bao:

1. Thu héi toan qubc 16 thude Vién nén dai bao phim Cetirizin (Cetirizine
2HCI 10mg), SPK: VD-19303-13, S 16: 002171, HD: 14/4/2020 do Céng ty
C6 phan Dugc phim 3/2 san xuét.

2. Cong ty C6 phan Dugc phdm 3/2 phdi hop v6i nha phén phdi thude,
phai:

+ Trong thdi han 48h ké tir ngay ky Cong vin ndy, gt thong bio thu hdi
tdi cac co s& ban budn, ban 1é, st dung Vién nén dai bao phim Cetirizin
(Cetirizine 2HCI 10mg), SPK: VD-19303-13, S$6 16: 002171, HD: 14/4/2020 do
Céng ty Cb phan Duoc phim 3/2 san xuét va tién hanh thu héi toan b 16 thube
khong dat tiéu chuan chat lugng néu trén.

+ Gui bao céo thu hdi v& Cuc Quan 1y Duoc trong vong 33 ngiy ké tir
ngay ky Cong van nay, hd so thu hdi bao gdm s6 luong san xuat, s6 lugng phan
phéi, ngdy san xuét, sb lugng thu hoi, cac bé"lng chimng vé viéc thuc hién thu hi
tai cac co s& ban budn, ban 1&, sir dung d& mua thubc theo quy dinh tai Théng tu
s6 11/2018/TT-BYT ngay 04/05/2018 cua Bd Y té quy dinh vé& chét luong
thubc, nguyén liéu lam thube.

3.86 Y té cac tinh thanh phd truc thudc Trung wong, Y t& cdc nganh
thong bao cho céc co sé kinh doanh, sit dung thudc thu héi 16 thube khong dat



chét lugng néu trén, kiém tra va giam sat cac don vi thuc hién thong bdo nay; xu
ly nhitng don vi vi pham theo quy dinh hién hanh; bao cdo vé Cuc Quan ly Dugc

va cac co quan chirc néng co lién quan.

4. S Y té Tp. H6 Chi Minh kiém tra va gidm sat Cong ty C phin Dugc
pham 3/2 thuc hién viéc thu hdi va xir Iy thude bi thu hdi theo quy dinh.

Cuc Quan ly Dugc thong bao dé céc don vi biét va thuc hién ./.

Noi nhan:

- Nhu trén;

- Cuc trudng Vii Tuin Cudng (dé b/c);

- VKN thube TU, VKN thudc Tp. HCM;

- Cuc Quan Y — B qude phong ;

- CucYté-Bo Cong an;

- Cuc Yt GTVT - B6 GTVT;

- Céc phong DKT, QLKDD, Phap ché-Thanh tra,
Website — Cuc QLD;

- Coéng ty ¢b phan Duoc phdm 3/2, 601 Céach Mang
Thang Tam, P15, Quan 10, Tp. HCM (dé thuc hién);

- Luu: VT, CL (HD).

KT. CUC TRUONG




