BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Pic ap - Tw do - Hanh phiic
$6:22462/QLD-CL Ha Noi, ngay A8 thang 42. néim 2014

V/v: Dinh chi liru hinh thudc
khong dat tidu chuin chét lugng

Rinh 8 o8 v té Tp. Hb Chi Minh;
- 84 Y té tinh Béc Kan;
- Céng ty cd phén xuit nhap khin y té Tp. Hé Chi Minh
(YTECO).

- C#n ¢tt cée quy dinh vé quan Iy duoc hién hanh cda Vist Nam.

- Ciin ctr céng vin sé 1038/ VKNTTW-KH ngay 02/12/2014 cta Vién Kiém
nghigm thudc Trung wong giti kém phiéu kiém nghiém s6 44L766 ngay 28/11/2014
vé thubc Vién nang EMLOCIN 5 (Amlodipine 5mg), S6 16: 2805, NSX:
29/06/2014, HD: 28/06/2017, SDK: VN-14836-12, do Cdng ty Aegen Biotek
Pharma Private Limited, India sén xuét, Cong ty cb phén xuét nhap khéu y té Tp.
Ho Chi Minh (YTECO) nhép khéu. Mau thube duge Vién kiém nghiém thudc
Trung wong 18y tai Nha thudc Xuan Canh, t5 4, phudng Nguyen Thj Minh Khai, thj
x4 Bic Kan, tinh Bic Kan. Thudc khéng dat tiéu chudn chit lugng v& chi tiéu ham
lugng nude,

‘Cuc Quén 1y Dugc théng béo:

1. Pinh chi hwu hanh thudc Vién nang EMLOCIN 5 (Amlodipine 5mg), Sé
16: 2805, NSX: 29/06/2014, HD: 28/06/2017, SPK: VN-14836-12, do Cong ty
Aegen Biotek Pharma Private Limited, India san xuét, Céng ty cb phan xuit nhip
khiu y t& Tp. Hb Chi Minh (YTECO) nhap khAu.

2 Cong ty c6 phan xuét nhip khiu y té Tp. H3 Chi Minh (YTECO) phéi hop
véi cac co sé cung cép, phan phéi thube phai:

+ Trong thoi gian 05 ngay gui théng bao thu héi t&i nhiimg not phén phdi, sir
dung thudc Vién nang EMLOCIN 5 (Amlodipine 5mg), S6 16: 2805, NSX:
29/06/2014, HD: 28/06/2017, SPK: VN-14836-12, do Cdng ty Aegen Biotek
Pharma Private Limited, India san xuat va thu hoi toan bg 16 thude khéng dat tiéu
chuan chat lugng néu trén.

_+ Giri béio céo thu hoi vé Cyc Quén 1y Duge truée ngdy 17/01/2015, hd so
thu hoi bao gbém s6 luong nhip khau, ngay nhép khau, s6 luong thu hdi, cic bang
ching vé viéc thuc hién thu hoi tai cdc co s& ban budn, ban lé, sir dung thude di
mua thudc theo quy dinh tai Théng tu s& 09/2010/TT-BYT ngay 28/4/2010 cta BS
Y té huéng din viéc quan 1y chét lugng thube.
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3. 84 Y té thanh phé Hb Chi Minh, $¢ Y & tinh Bic Kan kiém tra, xir ly céc
don vi vi pham theo quy dinh hién hanh./.

Cuc Quan 1y Dugc théng bao dé cac don vi biét va thuc hién./.

Not nkin: KT.C UC TRUONG

- Nhu trén; .

- VKN thube TW, VKN thuée Tp.HCM;

- NT Xuén Canh, t5 4, p. Nguyén Thi Minh Khai,
TX. Béc Kan, tinh Bac Kan (dé thyc hién);

- P.DKT, P.QLKDD, P.TTra Dwge-MP, P.QLTT-
QCT, Tap chi Duge &MP - Cyc QLD;

- Laimu: VT, CL.
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