BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Doc lap - Tw do - Hanh phtc
S6: 18923 /QLD-CL Ha Ngi, ngay29 thdng 5 ndam 2020
Vv xir ly thube vién nén
Tetracyclin TW3

Kinh gii: ~ Cong ty ¢o phan duoc pham Trung vong 3
(16 Lé Dagi Hanh, P. Minh Khai, Q. Hong Bang, Tp. Hdai Phong).

Can ctr c4c bao céo cua Trung tdm kiém nghiém tinh Thanh Héa, Vinh Phuc
va cac hd so, tai liéu lién quan, Cuc Quan Iy Dugc di cd C&c cong vin sb
20797/QLD-CL ngay 12/12/2019 va s 2807/QLD-CL ngay 25/3/2020 thong bao
16 thudc trén nhan ghi vién nén Tetracyclin TW3 (Tetracyclin 250mg), SPK: VD-
28109-17, s6 16 1819, nha san xuat Cong ty co phan duoc pham Trung uong 3 (O
quy cach dong goi lo 400 vién) la thudc gia.

Ngay 01/6/2020, Cuc Quan Iy Dugc tiép tuc nhan dugc bao céo s6 151/BC-
TTKN caa Trung tdm kiém nghiém thudc, my pham, thuc pham tinh Tuyén Quang
vé viéc 16 thudc trén nhan ghi vién nén Tetracyclin TW3 (Tetracyclin 250mg),
SPK: VD-28109-17, c4c s6 16 0319, 0320, nha san xuat Cong ty c6 phan duoc
pham Trung wong 3 (c6 quy cach dong goi lo 400 vién) 1a thuéc gia.

Pé dam bao an toan cho nguoi sir dung, ngay 21/7/2020, Cuc Quan 1y Dugc
da c6 cong van s6 11152/QLD-CL giri So'Y té cac tinh, thanh phé truc thudc Trung
wong 3 théng bao thu hdi toan québc ddi véi thude dong goi dang lo trén nhan ghi
vién nén Tetracyclin TW3 (Tetracyclin 250mg), SPK: VD-28109-17, nha san xuat
Cong ty co phan dugc pham Trung wong 3. Theo d6, Cuc Quan 1y Dugc da yéu
cau Coéng ty c6 phan duoc pham Trung uong 3 tiép nhan toan bo sé thude vién nén
Tetracyclin TW3 (Tetracyclin 250mg), SDK: VD-28109-17 caa Cong ty san Xuat,
cung cap do cac co sé kinh doanh, str dung thudc tra lai.

Thuc hién céng van s6 11152/QLD-CL cua Cuc Quan 1y Duoc, Cong ty ¢b
phan dugc pham Trung wong 3 di c¢6 cac van thu s6 871/TGD ngay 20/8/2020, s6
944/TGP ngay 12/9/2020 bao c4o vé s thude cong ty da tiép nhan tir cac khach
hang caa Cong ty tra ve.

Ngay 08/10/2020, Cong ty c6 phan dugc pham Trung wong 3 c6 vin thu sd
1012/TGD vé viéc kién nghi va dé xuét bién phap xu 1y doi voi thudc vién nén
Tetracyclin TW3 (Tetracyclin 250mg), SBK: VD-28109-17 do Cong ty cb phan
dugc pham Trung wong 3 san xuat. Theo d6, dbi voi thudc vién nén Tetracyclin
TW3 (Tetracyclin 250mg), SPK: VD-28109-17 do Cong ty san xuat, bat dau tur 16
s6 3319, ngay SX: 23/9/2019 cong ty da nghién ciru, trién khai viéc dan tem chdng
hang gia trén tat ca cac lo thudc bang céng nghé xac nhan ma code cua tung lo
thudc qua téng dai dé xéac thyuc thude do dang cong ty san xuét.

Pé d¢am bao an toan cho nguoi sir dung, dong thoi giam thiéu thiét hai cho
doanh nghiép, dac biét trong thoi gian khoé khan do anh huong caa dich Covid-19,
Cuc Quan Iy Dugc ¢6 ¥ kién nhu sau:



1. B6i véi cac 16 thude vién nén Tetracyclin TW3 tra vé ¢d han ding ngan,
cu thé céac 16 s6: 2819, 2919, 3119, 3219, 3319, 3619, 4019, 4319, 4419, 4519 va
0320: Bong Y vai dé xuét hay céac 16 thudc nay caa Cong ty. Viéc hay thudc phai
tudn thi cac quy dinh tai Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 cua Bo Y
té quy dinh vé chat luong thudc, nguyén liéu 1am thubc va Thong tu sb 03/2020/TT-
BYT ngay 22/01/2020 stra d6i, b6 sung mot sé diéu caa Thong tu s6 11/2018/TT-
BYT.

2. Béi vai thude vién nén Tetracyclin TW3 (Tetracyclin 250mg), SPK: VD-
28109-17, cac 16 s6: 0120, 0220, 0420 dén 2720 (ngay san xuat trong nam 2020 va
con han dung dén nam 2022) do Cong ty san xuét, di duoc dan tem chéng hang
gia trén cac lo thubc theo bao céo ciia Cong ty, yéu cau Cong ty c¢b phan dugc pham
Trung wong 3:

a) Kiém tra, xac nhan théng qua tem chéng hang gia tat ca cac lo thudc vién
nén Tetracyclin TW3 (Tetracyclin 250mg), SPK: VD-28109-17 do cdng ty san
XUAt, cung cap va tiép nhan vé dé xac nhan, dam bao thudc do dung Cong ty san
xuat; tién hanh kiém nghiém lai dam bao céc 16 thudc dat tiéu chuan chat lugng.

b) Tién hanh thay doi quy cach dong goi thudc vién nén Tetracyclin TW3,
SPK: VD-28109-17 sang dang dong goi khac da dugc Cuc Quan ly Duogc phé
duyét dé phan biét doi véi dang lo 400 vién, dam bao phan biét vai s6 16 san xuat
cii, dong thoi dam bao viéc truy xuat ngudn gdc cua 16 thude va tiép tuc dan tem
chéng hang gia dé kiém soét. Viéc chuyén doi quy cach dong goi phai dam bao
chét luong thudc va dap ang nguyén tic GMP.

Thong bao dén cac Chi nhanh, cac co so kinh doanh, sir dung thudc cua
Cong ty vé viéc thay doi quy cach dong goi thudc vién nén Tetracyclin TW3, SPK:
VD-28109-17 dé phan biét va khong kinh doanh, sur dung thuéc vién nén
Tetracyclin TW3, SDK: VD-28109-17 c6 quy cach dong goi 1o 400 vién.

¢) Tang cuong kiém soat, theo ddi chit lwong céc 16 thude da duogc thay doi
quy cach dong géi trong qué trinh luu hanh. Chi dugc phép luu hanh thube dat tiéu
chuan chét luong.

d) Chu dong trién khai cac bién phap dé phong chdng va phdi hop voi cac
co quan chire ning c6 lién quan dé kip thoi phat hién thude gia.

Cuc Quan Iy Dugc théng bao dé Cong ty biét va thyuc hién./.
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