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BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Pdc 1ap - Tu do - Hanh phic
S6:20624../QLD-CL Ha Ngi, ngay (16 thang.4f nam 2015

V/v: dinh chi lu’uahz‘mh’thuéc
khong dat tiéu chuan chat luong

Kinh gtri: ,
- So'Y té thanh pho H6 Chi Minh
- Cong ty cd phé“m dugc Pai Nam.

_—

/—Cén cir vao céac qui ché duge hién hanh cta Viét Nam.

- Can cr cong van sb 532/VKNT-KHTH ngay 26/10/2015 cua Vién Kiém
nghiém thuoc Tp. Ho Chi Minh giri kém phiéu kiém nghiém s6 0588/VKN-
KT2015 vé thube vién nang cimg Ramilo-5 (Amlodipine Besilate 5 mg), S6 16:
5216, Han dung: 15/3/2018, SBK: VN-10959-10 do Céng ty Altomega Drugs
Pvt. Ltd. (India) san Xuat, Cong ty c6 phan dugc Pai Nam nhap khau mau thudc
do Vién Klem nghiém thuéc Tp. H6 Chi Minh lay tai Céng ty ¢6 phan thuong
mai dich vu tong hop Tan Thanh (F 13, 134/1 T6 Hién Thanh, Phuong 15, Quan
10, Tp. H6 Chi Minh). Thudc khéng dat tiéu chuan chét lugng ve chi tiéu dinh
luong.

Cuc Quan ly Dugc thong bao:

1. Binh chi luu hanh thude vién nang cimg Ramilo-5 (Amlodipine Besilate 5
mg), S6 16: 5216, Han dung: '15/3/2018 SPK: VN-10959-10 do Céng ty
Altomega Drugs Pvt. Ltd. (India) san xuat, Cong ty ¢6 phan duoc Pai Nam nhap
khau.

2. Cong ty ¢b phan dugc Pai Nam phbi hop v6i nha cung cap va phan phoi
thuoc, phai:

+ Trong thoi gian 05 ngay, g thong béo thu hoj téi cac co s& ban budn, ban
lé, str dung thubc vién nang cung Ramilo-5 (Amlodipine Besilate 5 mg), S6 16:
5216, Han dung: 15/3/2018, SDK: VN-10959-10 do Cong ty Altomega Drugs
Pvt. Ltd. (India) san xuat Cong ty ¢6 phan duogc Pai Nam nhap khau va tién
hanh thu héi toan b 16 thuoc khong dat tiéu chudn chét lugng néu trén.

+ Gui bao cao thu ho6i vé Cuc Quan ly Duogc trude ngay 05/12/2015, hé so
thu hoi bao gbém sb luong san xuét, ngay san xuat, s luong thu hoi, cac bang
chtmg vé viéc thuc hién tai cac co s¢ ban budn, ban le¢, su dung da mua thuoc
theo quy dinh tai Thong tu s6 09/2010/TT-BYT ngay 28/04/2010 ciia Bo Y té
huéng dan viéc quan ly chét lugng thude.

3. 86 Y té thanh phd H6 Chi kiém tra, xtr Iy cac don vi vi pham theo quy
dinh hién hanh.



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

Noi nhin: KT. CUC TRUONG
- Nhu trén; PHO CUC TRUONG

- VKN thude TU, VKN thude Tp. HCM;

- Cac phong DKT, QLKDD, Thanh tra Duge-MP, QLTT-QCT,
Tap chi Duge & M§ phiam, Website - Cuc QLD;

- Cong ty cd phan thuong mai dich vy tong hop Tan Thanh (F 13,
134/1 To Hién Thanh, Phuong 15, Quén 10, Tp. Hb Chi Minh)
(dé thuc hién);

- Luu: VT, CL(LD)




