BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc lap - Tu do - Hanh phic
S6: J83% /QLD-CL Ha Néi, ngay 20 thdng 9 nam 2016

V/v dinh chi luru hanh thude
khong dat tiéu chufn chit luong

Kinh gui:
- S& Y té cac tinh, thanh phé truc thudc Trung vong;
- Coéng ty CPDP Trung uong CPC1 - Chi nhanh Tp. HCM
(tén cii: Cong ty TNHH MTV duogc phdm Trung uong 1-
Chi nhanh Tp. HCM).

- Cin clt vao céc qui ché duoc hién hanh cia Viét Nam.

- Can cr Cong vin sd 671/VKNTTW-KH ngay 08/09/2016 ciia Vién Kiém
nghiém thudc Trung uwong gui kém phiéu kiém nghiém s6 461468 ngay
07/09/2016 vé& thubc Praycide 100 (Cefpodoxime 100mg tablets), S 16:
PR/E/SK/050, NSX: 23/03/2014, HD: 22/03/2017, SBK: VN-17318-13 do Cong
ty M/s Prayash Healthcare Pvt Ltd., (India) san xuat, Céng ty CPDP Trung wong
CPCI - Chi nhanh Tp. HCM (tén cii: Cong ty TNHH MTV duoc pham Trung
wong 1- Chi nhanh Tp. HCM) nhip khéu. Mau thuéc do Vién Kiém nghiém
thudc Trung wong 14y tai Cong ty TNHH duoc phdm Olympia (Quay 210, tang 2
Trung tAm phéan phdi Duoc phdm va Trang thiét bi y t& Hapu Medicenter, s6 01
Nguyén Huy Tuéng, Thanh Xuan, Ha Ngi). Thudc khong dat tiéu chuan chit
luong vé chi tiéu tinh chét, d6 hoa tan, do dfi‘)ng déu don vi phan lidu, dinh
luong.

Cuc Quan ly Dugc théng bao:

1. Pinh chi luu hanh toan qudc thudc Praycide 100 (Cefpodoxime 100mg
tablets), S6 16:PR/E/SK/050, NSX:23/03/2014, HD:22/03/2017, SDK: VN-
17318-13 do Cong ty M/s Prayash Healthcare Pvt Ltd., (India) san xuat, Cong ty
CPDP Trung wong CPC1 - Chi nhanh Tp. HCM nhap khau.

2. Cong ty CPDP Trung uong CPC1 - Chi nhanh Tp. HCM phéi hop véi nha
cung cép va phan phéi thubc, phai:

+ Trong thoi gian 05 ngay, gui thong bao thu hdi téi cac co s& ban budn, ban
¢, st dung thudc Praycide 100 (Cefpodoxime 100mg tablets), Sé
16:PR/E/SK/050, NSX:23/03/2014, HD:22/03/2017, SPK: VN-17318-13 do
Cong ty M/s Prayash Healthcare Pvt Ltd., (India) san xuét va tién hanh thu hoi
toan bo 16 thudc khong dat tiéu chudn chat lwong néu trén.

+ Gui béo cdo thu hdi vé Cuc Quan ly Duge trude ngay 15/10/2016, ho so
thu hdi bao gém sd lugng nhép khiu, ngay nhap khéu, sé lugng thu hoi, cac
bing chimg vé viéc thuc hién thu hdi tai cdc co s& ban budn, ban 18, sir dung da



mua thudc theo quy dinh tai Thong tu s6 09/2010/TT-BYT ngay 28/04/2010 cta
Bo Y té hudng dan viéc quan ly chit luong thube.

3.8 Y té céc tinh thanh phd truc thudc Trung wong, Y té cac nganh thong
bdo cho céc co s& kinh doanh, st dung thubc thu hdi 16 thude khong dat chét
luong néu trén, kiém tra va gidm sat cidc don vi thuc hién thong béo nay; xir ly
nhimg don vi vi pham theo quy dinh hién hanh; bao cao vé Cuc Quan ly Duogc
va cac co quan chirc nang cé lién quan.

4. 84 Y té thanh phé Hd Chi Minh, S& Y té thanh phd Ha Nbi kiém tra va
giam sat cac don vi thuc hién viéc thu hdi va xu ly thudc bi thu hdi theo quy
dinh.

Cuc Quan ly Dugce théng béo dé cac don vi biét va thyuc hién /.
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