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BOY TE CONG HOA XA HOQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc lap - Tu do - Hanh phuc
Sé: 35 JOLD-CL Ha N¢i, ngay 06 thing o1 nim 2021

V/v théng bao thu hdi thube vi
pham mirc d6 2

Kinh guri:
- S6'Y té cac tinh, thanh phd tryc thudc Trung wong;
- Cong ty cb phan dugc Trung wong Mediplantex
(S6 356, dudng Giai Phong, quan Thanh Xuan, Tp. Ha Noi).

Can ctr vao cac quy dinh vé quan Iy duoc hién hanh cta Viét Nam.

Can ctr cong van s6 859/KNTMPTP-KHTCKT ngay 25/12/2020 cta Trung
tam kiém nghiém thudc, my pham, thuc pham Ha Noi giri kém phiéu kiém nghiém
s6 5052/KNT-20 ngay 25/12/2020 vé 16 thudc tiém B - COMENE (Mdi 6ng 2 ml ¢6
chtra: Vitamin B1 10mg; Vitamin B2 4mg; Vitamin B5 6mg; Vitamin B6 4mg;
Vitamin PP 40mg), SPK: VN-18188-14, S6 16: 190811; ngay san xuét: 11/08/2019;
han dung: 10/08/2022 do Coéng ty Zhangjiakou Kaiwei pharmaceutical Co., Ltd
(china) san xuat, Cong ty c¢6 phan dugc Trung wong Mediplantex nhap khau. Mau
thube do Trung tam kiém nghi¢m thudc, my phém, thuc phém Ha No1 léy tai Chi
nhanh dugce phdm Ba Vi - Cong ty ¢ phan duoc pham Ha Tay (Thi trin Tay Dang,
huyén Ba Vi, Ha Noi). MaAu thube khong dat tiéu chuén chét lugng vé chi tiéu Pinh
lugng Vitamin B1, B6, B5 theo tiéu chuan co s¢ (vi pham muc do 2).

Can ¢t van thu dé ngay 28/12/2020 cua Cong ty ¢b phan dugc Trung wong
Medipalntex vé viéc dong ¥ véi két qua kiém nghiém vé miu thudc tiém B -
COMENE (MJi 6ng 2 ml ¢6 chira: Vitamin B1 10mg; Vitamin B2 4mg; Vitamin B5
6mg; Vitamin B6 4mg; Vitamin PP 40mg), SPK: VN-18188-14, S516: 190811; ngay
san xuat: 11/08/2019; han dung: 10/08/2022 tai phiéu kiém nghiém sé 5052/KNT-
20 ngay 25/12/2020 cua Trung tAm kiém nghiém thude, my pham, thuc pham Ha Noi
va dé nghi thu hoi trén pham vi toan quéc d6i véi 16 thude tiém B-Comene, S 16:
190811; ngay san xuat: 11/08/2019; han ding: 10/08/2022 khong dat tiéu chuan chat
luong.

Cuc Quan ly Duogc thong bao:

1. Thu hdi toan qubc 16 thudc tiém B - COMENE (Mbi 6ng 2 ml c6 chira:
Vitamin B1 10mg; Vitamin B2 4mg; Vitamin B5 6mg; Vitamin B6 4mg; Vitamin
PP 40mg), SDK: VN-18188-14, S0 16: 190811; ngay san xuat: 11/08/2019; han dung:
10/08/2022 do Cong ty Zhangjiakou Kaiwei pharmaceutical Co., Ltd (China) san
xuat, Cong ty ¢6 phan duoc Trung wong Mediplantex nhap khau.

1. Congty ¢6 phan duoc Trung wong Mediplantex phdi hop v6i nha phan phi
thudce, phai:
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+ Trong thoi han 02 ngay ké tir ngay ky Coéng van ndy, gui thong bao thu hoi
t6i cac co so ban budn, ban 1é, st dung thude tiém B - COMENE (M&i 6ng 2 ml ¢6
chua: Vitamin Bl 10mg; Vitamin B2 4mg; Vitamin B5 6mg; Vitamin B6 4mg;
Vitamin PP 40mg), SPK: VN-18188-14, S6 16: 190811; ngay san xuét: 11/08/2019;
han dung: 10/08/2022 do Coéng ty Zhangjiakou Kaiwei pharmaceutical Co., Ltd
(China) san xuét, Céng ty c6 phan duoc Trung uong Mediplantex nhap khau va tién
hanh thu héi toan bo 16 thubc khong dat tiéu chuan chat luong néu trén.

+ Gui bao cdo thu hoi vé Cuc Quan ly Dugc trong vong 18 ngay ké tir ngay
ky cong van nay, ho so thu hoi bao gom s6 luong san xuat, sO lugng phén phdi, ngay
san xut, s6 luong thu hoi, cac bang chimng veé viéc thyc hién thu h01 tai cac co s& ban
buodn, ban 1¢, sir dung da mua thudc theo quy dinh tai Thong tu s6 11/2018/TT-BYT
ngay 04/05/2018 va Thong tu s6 03/2020/TT-BYT ngay 22/01/2020 ctua Bo Y té quy
dinh vé chat lugng thube, nguyén liéu lam thude.

3.S6¢'Y té cac tinh thanh phd truc thudc Trung vong, Y té cac nganh thong bao
cho céac co s& kinh doanh, st dung thudc thu hoi 16 thube khong dat chat luong néu
trén, cong bo thong tin vé quyét dinh thu hoi thude trén Trang thong tin dién tir cta
S, kiém tra va giam sat cac don vi thuc hién thong béo nay; xt Iy nhimg don vi vi
pham theo quy dinh hién hanh; béo céo vé Cuc Quan ly Duoc va cic co quan chirc
nang co lién quan.

4.S6'Y té Tp. Ha Noi kiém tra va giam sat Cong ty c6 phan duoc Trung uong
Mediplantex thyc hién viéc thu héi va xtr Iy thube bi thu hdi theo quy dinh.

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