BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Poc lap - Tu do - Hanh phiic
S6: 2508 /QLD-CL Ha Néi, ngay )< thd msd’;y TEH YAH PHUC
V/v dinh chi luu hanh thude -4
khéng dat tiéu chudn chat lugng DEN Ngdy?é;j’/%gfz ZOZL
, - huyen ...............................
Kinh guri: Lughososo:,............

- S&'Y té cac tinh, thanh pho truc thuée-trungUoig:
- Cong ty Co6 phan Duge Trung wong Mediplantex.

- Can cu vao céc qui ché duoc hién hanh cua Viét Nam.

- Cén ctr Cong vin s6 44/VKNTTW-KH ngay 22/01/2020 giri kém phiéu
kiém nghiém sé 50L78 ngay 22/01/2020 cua Vién Kiém nghiém thude Trung
vong, Cuc Quan ly Dugc da ban hanh Cong vin s6 950/QLD-CL ngay
05/2/2020 vé viéc xur ly 16 thudc Thudc tiém B-Comene (Vitamin B complex),
SPK: VN-18188-14, S5 16: 190813, NSX: 13/8/2019, HD: 12/08/2022 do Céng
ty Zhangjiakou Kaiwei Pharmaceutical Co., Ltd. (Trung Qudc) san xuat, Cong
ty C6 phan Duoc Trung wong Mediplantex nhip khau. Mau thude khong dat tiéu
chudn chét luong vé chi tiéu Pinh luong Pyridoxin hydroclorid va Calci
pantothenat.

- Xét dé nghi clia Cong ty C6 phan Dugc Trung wong Mediplantex tai
Cong van dé ngay 25/02/2020 xin tu nguyén thu hdi thube Thude tiém B-
Comene (Vitamin B complex), S4 16: 190813, NSX: 13/8/2019, HD: 12/08/2022
néu trén trén toan qudc.

Cuc Quan ly Dugc thong bao:

1. Thu héi toan qude Thude tiém B-Comene (Vitamin B complex), SDK:
VN-18188-14, S6 16: 190813, NSX: 13/8/2019, HD: 12/08/2022 do Cong ty
Zhangjiakou Kaiwei Pharmaceutical Co., Ltd. (Trung Qudc) san xuat, Cong ty
Cb phan Duoc Trung vong Mediplantex nhap khau.

2. Céng ty C6 phan Dugc Trung uong Mediplantex phdi hop véi nha
cung cap va phén phdi thudc phai:

+ Gui thong béo thu hdi téi cac co s& ban budn, ban 1¢é, su dung Thude
tiém B-Comene (Vitamin B complex), SDK: VN-18188-14, S6 16: 190813,
NSX: 13/8/2019, HD: 12/08/2022 do Cong ty Zhangjiakou Kaiwei
Pharmaceutical Co., Ltd. (Trung Qudc) san xuit, Cong ty C6 phan Duge Trung
wong Mediplantex nhap khau va tién hanh thu hdi toan bo 16 thube khong dat
tiéu chuan chat luong néu trén.

+ Guri bdo cdo thu hdi v& Cuc Quan ly Duoc trong vong 18 ngay ké tir
ngay ky Céng vin nay, giri kém hd so thu hoi thude theo quy dinh tai Théng tu
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sb 11/2018/TT-BYT ngay 04/05/2018 ctia Bo Y té quy dinh vé chat luong
thude, nguyén liéu lam thude.

3.8¢ Y té cac tinh thanh phé truc thuéc Trung wong, Y té cac nganh
théng bao cho cac co sé kinh doanh, str dung thude thu hdi 16 thube khong dat
chét lugng néu trén, kiém tra va giam sat cac don vi thuc hién thong béo nay; xu
Iy nhitng don vi vi pham theo quy dinh hién hanh; bao cdo vé Cuc Quan ly Duoc
va cac co quan chire ning ¢é lién quan.

4. 86 Y té thanh phd Ha Noi kiém tra va giam sat Cong ty C6 phén Duge
Trung wong Mediplantex thuc hién viée thu héi va xtr 1y thude bi thu hdi theo
quy dinh.

Cuc Quan ly Dugc thong bao dé cac don vi biét va thye hién ./.

Noi nhin: KT. CUC TRUONG
- Nhur trén; PHO CUC TRUONG

- Cuc trudng Vil Tuéin Cudng (dé b/e);

- VKN thude TU, VKN thube Tp. HCM;

- Cuc Quén Y — Bo qudc phong ;

- Cuc Y té = Bo Cong an:

- Cuc Yt GTVT -Bd GTVT;

- Cic phong DPKT, QLKDD, Phap ché-Thanh tra,
Website — Cuc QLD;

- Cbéng ty TNHH dugc pham Thu An (quay 205, ting 2-
Hapu Medicenter, s6 1 Nguyén Huy Tudng, Thanh
Xuan, Ha Noi) (dé thyuc hién);

- Luu: VT, CL(LH).
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