BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc lap - Tu do - Hanh phic
Sé: 1915 /QLD-CL Ha Néi, ngay 05 thang 02 ndm 2016

V/v: dinh chi luu hanh thude
khong dat tiéu chuén chét lugng

Kinh gri:
- S&Y té Thanh phé H6 Chi Minh; (PSR
- S&'Y té Phu Yén;
- Cong ty ch phén dugc pham Phong Phu - Nha mdy san
xuat duge pham Usarichpharm.

- Can cir vao cac qui ché dugce hién hanh cta Viét Nam,

- C#n clr Cong vian sb 870/VKNTTW KH cta Vién Kiém ngh1em thude
Trung wong gui kem ph1eu kiém nghiém s6 45Gt62 ngay 26/10/2015 veé thube
Erythromycin 250mg, S6 16: 6410114, NSX: 19/04/2014, HD: 19/04/2017,
SPK: VD-19252-13 do Céng ty cb phan duoc pham Phong Phu - Nha may san
xudt dugc pham Usarlchpharm san xult; mau thudc do Trung tam kiém nghlem
Thubc — M§ pham — Thyc pham Pht Yén 14y tai Pai ly ban thudc Bich Tuyen
(Pha Hoi, An Ninh Déng, Tuy An, Phi Yén). Thude khong dat tiéu chuan chat
luong vé chi tiéu Pinh 1u'0'ng va B9 hoa tan.

- Cin ct Céng van s6 13/VKNTTW-KH ngay 11/01/2016 cua Vién Kiém
nghiém thuoc Trung uong gui kem phiéu kiém nghiém so 46G87 ngay
08/01/2016 vé thudc Vién bao phim Erythromycin 250mg, S6 16: 6410114
NSX: 19/04/2014, HD: 19/04/2017, SDK: VD-19252-13 do Cong ty co phan
duoc pham Phong Phu - Nha mdy san xuat duge pham Usarlchpharm san Xuat;
mau thuéc do Vién Kiém nghiém thuoc Tp. HCM liy tai Cong ty Cb phan Duoc
pham Phong Phu (L6 12, dudng s6 8, Khu Cong nghlep Tan Tao, Q. Binh Tan,
Tp. H6 Chi Minh). Thubc khong dat tiéu chuén chit lugng vé chi tiéu Dinh
luong.

Cuc Quan ly Dugc thong bao:

1. Pinh chi luu hanh thudc Vién bao phim Erythromycin 250mg, S6 16:
6410114 NSX: 19/04/2014, HD: 19/04/2017, SBK: VD-19252-13 do Cong ty
ch phan dugc phdm Phong Phu - Nha may san xuit duge pham Usarichpharm
sén xuét.

2. Cong ty cb phan duoc pham F’hong Phu - Nha may san xuat duoc pham
Usarichpharm phdi hgp véi nha phan phdi thudc, phai:

+ Trong thoi glan 05 ngay, gui thong bao thu hdi tdi cac co s& ban budn, ban
1¢, st dung thudc Vién bao phim Erythromycin 250mg, S6 16: 64101 14, NSX:
19/04/2014, HD: 19/04/2017, SPK: VD-19252-13 do Cong ty ¢d phan duoc



pham Phong Phu - Nha may san xuit duoc phdm Usarichpharm san xuét va tién
hanh thu héi toan bé 16 thude khong dat tiéu chuén chét luong néu trén.

+ GUi béo céo thu hdi vé Cuc Quan ly Duoc trude ngay 04/03/2016, hd so
thu hoi bao gdm sb lugng san xuét, sb luong phan phdi, ngay san xuét, s6 luong
thu héi, cac bing ching vé viéc thuc hién thu hdi tai céc co sé ban budn, ban 1€,
str dung d& mua thubc theo quy dinh tai Théng tu s6 09/2010/TT-BYT ngay
28/04/2010 cia BO Y té hudng dan viée quan 1y chét luong thude.

3. So Y té Thanh phé H6 Chi Minh, S& Y t& Phu Yén kiém tra, xir Iy céc
don vi vi pham theo quy dinh hién hanh.
Cuc Quan ly Dugc thong bao dé cac don vi biét va thuc hién /.
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