BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc lap - Tu do - Hanh phuc
S6: |4455 /QLD-CL Ha N6i, ngay ¢ thang 7 ndm 2020
V/v dinh chi luu hanh thude vién
nén Tetracyclin TW3

Kinh gui:
- S3&'Y té cac tinh, thanh phé truc thudc Trung vong;
- Cong ty ¢ phéan duoc pham Trung uong 3
(16 Lé Dai Hanh, P. Minh Khai, Q. Hong Bang, Tp. Hai Phong),

Cuc Quan ly Dugc da cé cong van sb 2807/QLD CL ngay 25/3/2020 gt
S Y té cac tinh, thanh phé truc thude Trung wong vé viée xir 1y thude gia trén
nhan ghi vién nén Tetracyclm TW3 (Tetracyclm 250mg), SDK VD-28109-17,

nha san xuat Céng ty ¢ phan duoc phim Trung uong 3, s 16: 1819, NSX:
120519, HD: 120521.

Cuc Quan ly Dugc tlep tuc nhan duogc bao cao cua Trung tam kiém nghlem
thuoc my pham, thuc pham tinh Tuyén Quang vé két qua kiém tra chét luong
mau thubc trén nhan ghi vién nén Tetr acyclin TW3 (Tetracyclin 250mg), SPK:
VD-28109-17. Theo do, phat hlen cac lo s0 0320, 3919 khong dat t1eu chuén chat
luong. Déi chiéu hd so 16 san Xuat va mau luu 16 thude do Cong ty ¢6 phan duoc
pham Trung uong 3 cung cap, cac 16 0320, 3919 néu trén 1a thude gia.

Pé dam bao an toan cho nguol su dung, Cuc Quan ly Duoc thong bao:

I. Thu héi toan quédc thude dong goi dang lo trén nhan ghi vién nén
Tetr d(,ydm TW3 (Tet:acyclm 250mg), SPK: VD-28109-17, nha san xuét Cong
ty co phan duoc pham Trung uong 3.

2. Pé nghi S& Y té céc tinh, thanh phd truc thude Trung uong, Y té céc
ngénh |

a) Thong bao cho cdc co ¢ kinh doanh, sir dung thude khéng kinh doanh,
phén phoi, st dung va tién hanh thu hdi tit ca cac 16 thude dong go1 dang lo trén
nhan ghi vién nén Tetracyclin TW3 (Tetracyclm 250mg), SBK: VD-28109-17,
nha san xuat Cong ty c6 phan dugc pham Trung uong 3.

b) T6 chc tiép nhéan va xdc minh thong tin, khén truong tién hanh thanh
tra, kiém tra hoat dong kmh doanh thube ddi véi cac co so kinh doanh, su dung
thude va truy tim nguon goc vé mau thudc vién nén Tetr acyclin TW3 gia; bao céo
két qua vé Cuc Quan ly Duorc.

¢) Tang cuong viéce thanh tra, kiém tra hoat dong kinh doanh cua céc co so
kinh doanh dugc trén dia ban, tdp trung viéc kiém tra doi véi thude vién nén
Tetracyclin TW3.



d) Bao cdo Ban chi dao 389 tinh, thanh phd va ph01 hop VOl cac co quan
chitc nang lién quan kiém tra xac minh, truy tim nguon gbe xuat xur cua thude gia
néu trén.

3. Dé nghi S& Y té tinh Tuyén Quang:

a) Khan truong tién hanh thanh tra, kiém tra hoat déng kinh doanh thude
clia cdc co so kinh doanh duge trén dia ban: Quay thudc Chu Thi Lam (thén Ban
Chon, xa Phic Son, huyén Chiém Hda, tinh Tuyén Quang), Quﬁy thuéc Ma Thi
Nom (thon Véng Ang, x4 Thé Binh, huyén Lam Binh, tinh Tuyén Quang), Cong
ty TNHH TM DP Lam Hanh — Qudy thudc Bui Bich Phuong (x6m 4, Son Ha, xa
Xuan Van, huyén Yén Son, tinh Tuyen Quang) va cac don vi ¢o lién quan, xdc
minh théng tin va truy tim ngudn gdc mau thudc trén nhan ghi \uen nén
Tetracyclin TW3 (Tetracyclin 250mg), SPK: VD-28109-17, nha san xuét Cong
ty ¢6 phan duge pham Trung uong 3, cac 16 0320, 3919.

b) Tién hanh xir phat Vi ‘pham hanh chinh va ap dung cac hinh thire xu phat
bé sung doi v6i cac Qudy thube da lay mau theo quy dinh.

4. Yéu cau Céng ty ¢6 phan duoc phdm Trung uong 3:

a) Tiép nhan toan bd sé thudc vién nén Tetracyclin TW3 (Tetracyclin
250mg), SDK: VD-28109-17 do cac co sd kinh doanh st dung thude da thu hoi,
tra lai co day du hd so, tai liéu chung mmh nguon goc thube do Cong ty ¢d phan
dugce pham Trung uong 3 san xuét, cung cap.

b) Béo céo vé Cuc Quan ly Dugc trudce ngay 20/8/2020 veé tinh hinh tiép
nhén, thu hoi thuoce néu trén do cac co so kinh doanh, str dung thuoc (s6 lugng,
tén co so kinh doanh, str dung) va bién phap xu ly doi vdi so thuoc da tiep nhan.

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

Noi nhin: KT CuC TRUON G
- Nhu trén;

- TT. Truong Qubc Cuong (dé b/c);

- CT. Vii Tuin Cudng (dé b/c);

- Cuc Quan Y — Bd qudc phong;

- Cuc Y té — Bo Céng an;

- Cuc Yt GTVT - B6 GTVT;

- Thanh tra Bo (dé p/h);

- VKN thube TW, VKN thube Tp. HCM;

- TTKN thude, MP, TP tinh Tuyén Quang (dé p/h);
- Phong PC-TTr — Cuc QLD (dé p/h);

- Luu: VT, CL (NL).




