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-S& Y té céc tinh, thanh phé truc thudc Trung uong
- Céc co s& nhap khau thude

Cén cir vao cac quy ché dugc hién hanh cua Viét Nam.

Cén ctr thong béo cua Co quan Khoa hoc y té Singapore (HSA), Co quan
quan 1y dugc phidm Thuy Si (Sw1ssmedlc) vé viéc thu hdi cac thudc chira
Ranitidine do phat hién chita tap chit N-nitrosodimethylamine (NDMA) ¢6
nguy co gy ung thu & ham lugng vuot qua ngudng cho phép cua qudc té.

Pé dam bao an toan cho ngudi sir dung, Cuc Quan ly Dugce yéu clu:

1. Thu hdi tit ca cac thudc thanh pham c6 tén sau day:

TT Tén thudc Hoat chat, ham | Dang bao Nha san xuat
lwgng ché

1 | Aciloc 150 Ranitidine (dudi Vién nén Cadila
(SPK: VN- dang Ranitidine bao phim Pharmaceuticals
17188-13) HCl) 150 mg Ltd, India

2 | Aciloc 300 Ranitidine (dudi Vién nén Cadila
(SPK: VN- dang Ranitidine bao phim Pharmaceuticals
17848-14) HCI) 300 mg Ltd, India

3 | Apo-Ranitidine | Ranitidine (dudi Vién nén Apotex Inc.,

150 mg dang Ranitidine Canada
(SPK: VN-3366- | HCI) 150 mg
07)

4 | Zantac Tablets Ranitidine HCI Vién nén Glaxo Wellcome
(SPK: VN- tuong duong bao phim S.A., Spain
10264-10; VN- Ranitidine 150 mg
20764-17)

5 | Zantac Injection | Ranitidine HCI Dung dich | GlaxoSmithKline
(SPK: VN- tuong duong tiém Manufacturing
10265-10; VN- Ranitidine 25 S.p.A., Italy
20516-17) mg/ml




TT Tén thube Hoat chat,ham | Dang bao | Nha sin xuit
lwgng ché
6 | Ratylno-150 Ranitidine 150 mg | Vién nén Micro Labs Ltd,
(SPK: VN- bao phim India
18567-14)
(Tén tai
Singapore: Zynol-
150 Tablet 150
mg)
7 | Hyzan Tablet 150 | Ranitidine 150 mg | Vién nén Xepa-Soul
mg bao phim | Pattinson
(Malaysia) Sdn
Bhd, Malaysia
8 | Neoceptin R-150 | Ranitidine 150 mg | Vién nén Beximco
Tablet 150 mg bao phim | Pharmaceuticals
Ltd
9 | Vesyca film Ranitidine 150 mg | Vién nén Y.S.P. Industries
coated tablet bao phim | (M) Sdn. Bhd.,.
150mg Malaysia
10 | Xanidine Tablet | Ranitidine 150 mg | Vién nén Berlin
150 mg bao phim | Pharmaceutical
Industry Co Ltd,
Thailand
11 | Zantac Syrup 150 | Ranitidine 150 mg/ | Sir6 Aspen Bad
mg/10 ml 10 ml Oldesloe GmbH,
Germany

Glaxo Wellcome
Operations, UK

2. Yéu cdu céc Cong ty nhap khau thube:

a) Phdi hop v6i nha phan phéi thube théng béo thu héi tét ca céc 16 thube
thanh pham néu trén tdi cac co s ban budn, ban 1€, sir dung thudc va tién hanh
thu hoi toan bd cac 16 thudc nay.

b) Giri bo cdo thu hdi vé Cuc Quéan ly Duge trong vong 01 thang ké tir
ngay ky Céng vin nay, hd so thu héi bao gém sb luwong nhap khau, s6 luogng thu
hoi, cac bing chimg vé viéc thuc hién thu hdi tai ce co sé ban budn, ban 1&, st
dung d3 mua thudc theo quy dinh tai Théng tu s6 11/2018/TT-BYT ngay
04/5/2018 ctia Bd Y té quy dinh vé chét luong thudc, nguyén liéu 1am thude.

3. Pé nghi S& Y té cac tinh, thanh phé:




a) Théng bao viéc thu héi t6i céc co s& kinh doanh, sir dung thudc trén
dia ban.

b) Céng bd thdng tin viéc thu hoi tit ca cac thude thanh pham néu trén
trén Trang thong tin dién tir cia So.

¢) Kiém tra va gidm st cic Cong ty nhép khdu thudc trén dia ban thuc
hién viéc thu hoéi céac thudc néu trén.

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