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% TINHTHANH'HOA  CONG HOA XA HOI CHU NGHIA VIET NAM
SOYTE Déc lap- Tuw do- Hanh phiic
S6: 2726 /SYT-QLD Thanh Héa, ngay 03 thdng f0ndm 2019

V/v dinh chi luu hanh va kiém tra
giam sat thube khong dat
tiéu chudn chét luong

Kinh gtti: Cac co s& kinh doanh, st dung thudc trong tinh.

Can clr cdc quy dinh vé quan 1y duoc hién hanh cta Viét Nam;

Can clr Cong van sd 16811/QLD-CL ngay 02/10/2019, Cong van 56 16912/QLD-
CL ngay 03/10/2019 cta Cuc Quan 1y Duge - BO Y té, vé viéc dinh chi lwu hanh thuéc
khong dat tiéu chudn chét lugng déi vai cac thude sau:

- Thubc vién nén bao phim Desratel (Desloratadin Smg), SDK: VD-28452-17, Lo
SX: 190157, HD: 19/02/2022 do Cdng ty c6 phan dugc pham Dat Vi Phu san xuat. Thuoc
khong dat ti€u chuan chat lugng vé chi tiéu Dinh lugng (vi pham muc do 2).

- Thudc vién nén dai bao phim Cetirizin (Cetirizine 2HCL 10mg), SDK: VD-19303-
13, L6 SX: 002171, HD: 14/4/2020 do Cong ty ¢0 phan dugc pham 3/2 san xuét. Thude
khong dat ti€u chuén chat lugng vé chi tiéu D6 hoa tan (vi pham muc d6 3).

Dé dam bao quyén lgi cho ngudi st dung thude, S& Y té thong béo:
1. Dinh chi luu hanh va thu hdi trén toan tinh céc 16 thude

- Thude vién nén bao phim Desratel (Desloratadin 5mg), SDK: VD-28452-17, L6
SX: 190157, HD: 19/02/2022 do Céng ty c¢6 phan duge pham Dat Vi Pha san xuat.

- Thude vién nén dai bao phim Cetirizin (Cetirizine 2HCI 10mg), SDK: VD-19303-
13, L6 SX: 002171, HD: 14/4/2020 do Cong ty ¢0 phan duge pham 3/2 san xuat.

2. Cac co s0 kinh doanh, s dung thube trén toan tinh khan truong thu hdi cac 10
thuoc bi dinh chi luu hanh néu trén (néu c6) va tra lai cho co s& cung ing, bdo cao két qua
vé S Y té (phong Quan Iy Dugc) trude ngay 17/10/2019.

3. Giao Trung tam kiém nghi¢m Thanh Hoa truc tiép kiém tra, giam sat viéc thu hoi

cac 16 thudc néu trén, bao cdo két qua vé SO Y té (phong Quan ly Duogc) trudc ngay
31/10/2019.

4. Phong Quan ly Duoc, cac phong ban chirc nang cua S¢ Y té, phong Y té huyén,
thi, thanh phd c6 trach nhi¢m kiém tra, giam sét viéc thuc hién thong bao nay; sau dot thu
hoi trén, xtr Iy nhitng don vi, ¢a nhan con vi pham theo quy dinh hién hanh./.

Noi nhin: KT. GIAM DOC

- Nhu trén;
- TTKN The}nh Hoéa;
- Phong Y té cdc huyén, thi, Tp;

- Luu: VT, QLDﬂ/
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CUC QUAN LY DUQC
S6: Jp¢4g  /QLD-CL

BO Y'TE

CONG HOA XA HOI CHU NGHIA VIE 1 NAM

Doe Lip - Ty do - Hanh phuc

V/v thu hdi thudc chia Ranitidine
c6 chira tap chat NDMA vugt gidi

han cho phép

Kinh gti:

Ha Noi, ngay ,, » thdang ., nam 2019

-S& Y té céc tinh, thanh phé truc thude Trung uong

- Cac co s¢ nhéap khau thuoc

Can ¢t vao cac quy ché dugce hién hanh ctia Viét Nam.

Cén cir théng bao ciia Co quan Khoa hoc y t& Singapore (HSA), Co quan
quan 1y dugc phdm Thyy ST (Swissmedic) vé viée thu hoi cdc thude chira
Ranitidine do phat hién chira tap chit N-nitrosodimethylamine (NDMA) ¢6
nguy co gy ung thu & ham lugng vuot quéa ngudng cho phép cua qudc té.

P¢ dam bao an toan cho ngudi st dung, Cuc Quan ly Dugce yéu clu:

1. Thu hoi tat ca cdc thude thanh pham c6 tén sau day:

TT Tén thube Hoat ch‘z"it, ham | Dang bao Nha sin xuiit
lwgng ché

1 | Aciloc 150 Ranitidine (dudi Vién nén- | Cadila
(SPK: VN- dang Ranitidine bao phim Pharmaceuticals
17188-13) HCI) 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
(SDK: VN- tuong duong bao phim S.A., Spain
10264-10; VN- Ranitidine 150 mg
20764-17)

5 | Zantac Injection | Ranitidine HCI Dung dich | GlaxoSmithKline
(SDK: VN- twong duong tiém Manufacturing
10265-10; VN- Ranitidine 25 S.p.A., ltaly
20516-17) mg/ml
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TT Tén thude Hoat chit, ham Dang bao NI sidn yuit
‘ lugng 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, Malavsia
8 | Neoceptin R-150 | Ranitidine 150 mmg | Vién nén Bexinico
Tablet 150 mg bao phimn Pharmaccuticals
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
N Industry Co Ltd,
Thatland
11 | Zantac Syrup 150 | Ranitidine 150 mg/ | Si rd Aspen Bad

1 mg/10 ml

10 mi

Oldesloe GmblH,
Germany

Glaxo Wellcome
Opcrations, UK

2. Yéu cau ciac Cong ty nhap khau thudc:

a) Phdi hop vdi nha phéan phéi thude thong béo thu hoi tat ca cic 16 thudc
thanh phAm néu trén tdi cac co s& ban budn, ban I8, st dung thude va tiéu hanh
thu hdi toan bd cac 16 thube nay.

b) Gui béao cédo thu hdi v& Cuc Quan ly Duoc trong vong 01 Lhdng ké L
ngay ky Cong van nay, hd so thu hdi bao gom s6 lugng nhap khau, sé lugng thu
héi, cac bang chung vé& viée thue hién thu hdi tai cac co s& ban budn, ban ¢, su
dung di mua thudc theo quy dmh tai Thong tu s& 11/2018/TT-BYT ngay
04/5/2018 ctia B Y té quy dinh vé chat lugng thude, nguyén liéu lam thude.

3. D& nghi S& Y t& céc tinh, thanh phd:




a) Thong bao viée thu hdi ti cac co s& kinh doanh, st dung thude trén
dia ban. ‘

b) C(")ng b thong tin viéc thu hdi tht ca cdc thude thanh ph?un néu trén
trén Trang thong tin dién tor cua So.

¢) Kiém tra va giam sat cac Cong ty nhép khdu thude trén dia ban thuc
hién viéc thu hdi cac thude néu trén.

Cuc Quan ly Duoc théng bao dé cac don vi biét va thuc hign./.

Noi nhin: . KT. CUC TRUONG

- Nhu trén: I a5 "IN

- Cyc trudng Vit Tudn Cudng (dé b/c); PHO CUC TRUONG

- Céc phong DKT, KDD, Phap ché-Thanh tra - Cuc QLD; o
website Cuc QLD;

- Luu: VT, CL (HP).
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