BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Poc lap - Tw do - Hanh phic
Sé: 302§ /QLD-CL Ha Néi, ngavq thang 3 ndm 2020
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-S&'Y té céc tinh, thanh phé truc thug CWLXF& O e

- Céng ty ¢b phan dugc phz\ﬁm Trung v &ﬂw gofsf}és(}_é 5171 A
Hanh, P. Minh Khai, Q. Hong Bang, Tp. Hai Phong).

Kinh gui:

Cuc Quan ly Duogc dd c6 cong van sb 6586/QLD- CL ngay 04/5/2019 va
cong van sé 19359/ /QLD-CL ngay 13/11/2019 gui So'Y té céc tinh, thanh phd truc
thude Trung wong vé viée xur ly thube gia trén nhan ghi vién nén Clorocid TW3
(Cloramphenicol 250 mg), SDK: VD-25305-16. Theo do6, ngimg viéc kinh doanh,
phan phéi, luu hanh, st dung thudce vién nén Clor ocid TW3 (Cloramphenicol 250
mg), SDK: VD-25305-16 do Cong ty cb phan duoc pham Trung uong 3 san Xuat,
cac 16 thude 0918, 1118, 2118, 2618, 0919 va 1719.

Cuc Quan ly Dugc uep tuc nhan duoc cac bao cdo ctia Trung tam kiém
nghiém duoc pham, my pham tinh Ninh Binh, Trung tdm kiém nghiém tinh Ha
Giang vé két qua kiém tra chét luong thude trén nhin ghi vién nén Clorocid T W3
(Cloramphenicol 250 mg), SDK: VD-25305-16. Theo do, phat hién cac 16 so
1919, 2119 khéng dat tlcu chuan chat Iuong Péi chiéu hé so 16 san XUuat va mau
luu 16 thube do Cong ty ¢d phan duoc phdm Trung wong 3 cung cép, cac 16 1919,
2119 néu trén la thude gia.

Pé dam bao an toan cho ngudi st dung, Cuc Quan ly Duoc théng bio:

1. Thu hoi toan quéc thude déng goi dang lo trén nhan ghi vién nén Clorocid
TW3 (Cloramphenicol 250 mg), SDK: VD-25305-16, nha san xudt Cong ty cb
phan dugc pham Trung vong 3.

2. Bé nghi S¢ Y té céc tinh, thanh phd truc thudce Trung uong, Y té céc
nganh:

a) Théng bao cho céc co s kinh doanh, st dung thude khéng kinh doanh,
phan phdi, str dung va tién hanh thu hoi tat ca cac 16 thude dong goi dang 1o trén
nhan ghi vnen nén C1010c1d TW3 (Cloramphenicol 250 mg), SDK: VD-25305-16,
nha san xuit Cong ty c¢6 phan dugce pham Trung uong 3.

b) T6 chirc tiép nhan va x4c minh thong tin, khan truong tién hanh thanh
tra, kiém tra hoat dong kinh doanh thube dbi v6i cac co so kinh doanh, sir dung
thude va truy tim nguén gde vé mau thude vién nén Clorocid TW3 gia; bao cdo
két qua vé Cuc Quan ly Duoc.
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¢) Tang cudng viéc thanh tra, kiém tra hoat dong kinh doanh ciia cac co s¢
kinh doanh dugc trén dia ban, tdp trung viéc kiém tra doi véi thudce vién nén
Clorocid TW3.

d) B4o céo Ban chi dao 389 tinh, thanh ph Va phm hO’p véi cac co quan
chirc nang lién quan kiém tra x4c minh, truy tim ngudn gbc xut xir caa thube gia
néu trén.

3. Pé nghi S Y té tinh Ninh Binh, S¢' Y té tinh Ha Giang:

a) Khén truong tién hanh thanh tra, kiém tra hoat ddng kinh doanh thude
ctia cac co s& kinh doanh duoc trén dia ban: Quay thude Téng Thi Thanh Hang
(thdn La Mai, x8 Ninh Giang, huyén Hoa Lu, tinh Ninh Binh), Qué‘ly thude Minh
Loc (phé Cau Huyén, thi tran Thién Tén, huyén Hoa Lu, tinh Ninh Binh), Quéy
thude Nguyén Thi Tuyén (té 17, thi trdn Vi Xuyén, huyén Vi Xuyén, tinh Ha
Giang) va céac don vi ¢6 lién quan, xac minh théng tin va truy tim ngudn gbe vé
mau thudc trén nhan ghi vién nén Clorocid TW3 (Cloramphenicol 250 mg), SPK:
VD-25305-16, nha san xuit Céng ty ¢6 phan duoc phadm Trung uong 3, cic 16
1919, 2119.

b) Céan cir mire d6 vi pham, tién hanh xur phat vi pham hanh chmh va ap

dung cac hinh thire xir phat bd sung ddi véi cac Quay thude d3 14y mau theo quy
dinh.

4. Yéu ciu Cong ty ¢6 phan dugc pham Trung uong 3:
a) Tiép nhan toan bd sb thube vién nén Clorocid TW3 (Cloramphenicol 250
mg), SPK: VD-25305-16 do céc co s¢ kmh doanh sir dung thude da thu hoi, tra

lai c6 day du hd so, tai lidu chimg minh ngudn gbc thude do Cong ty ¢b phan dugce
pham Trung uong 3 san xudt, cung cap.

b) Béo c4o vé Cuc Quan ly Duoc trude ngay 10/4/2020 vé tinh hinh tiép
nhén, thu hoi thude néu trén do céc co s& kinh doanh, sir dung thuodc (s6 lugng,
tén co s& kinh doanh, st dung) va bién phéap xu ly doi voi s6 thude da tiép nhan.

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

Noi nhin: KT. CUC TRUONG
- Nhrtrén; . PHO CUC TRUONG

- TT. Truong Qudc Cudng (dé bic);

- CT. Vii Tudn Cudng (dé b/c):

- CucQuan Y - B9 quéc phong;

- Cuc Y té —Bb Codng an;

- Cuc Y ¢ GTVT -~ B6 GTVT;

- Thanh tra B9 (dé p/h);

- VKN thube TW, VKN thube Tp. HCM;

- TTKN DP, MP tinh Ninh Binh, TTKN tinh Ha
Giang (dé p/h): )

- Phong PC-TTr ~ Cuc QLD (dé prh);

- Luu: VT, CL(PT).
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