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BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc lap - Tw do - Hanh phic
$6:9444/QLD-CL Ha Néi, ngay 4.4 thang A nam 2015

' V/v dinh chi luvu hanh )
thude khong dat tiéu chuén chat lugng

Kinh guri: ’ ,
- S&' Y té céac tinh thanh phd truc thudéc Trung uong
- Céng ty cb phéan y duge phim Vimedimex

- Can cr vao cac quy ché dugc hién hanh cua Viét Nam.

- Can ot cong van sb 177/VKNT-KHTH ngay 21/4/2015 ctia Vién Kiém
nghiém thubc Tp. H6 Chi Minh giri kém phiéu kiém nghiém sb 0030/VKN-
KT2015 ngay 21/4/2015 v& thubc vién bao tan trong rudt Prazovite
(Pantoprazole 40mg), SPK: VN-8095-09, Sé 16: U060211401, HD: 12/01/17 do
Cong ty U Square Lifescience Pvt. Ltd., India san xuét, Cong ty co phan y duogc
pham Vimedimex nhép khéu. Méu thuoc duoc 14y tai Cong ty cd phan y dugc
phiam Vimedimex (36/212B, buong s6 2, Phuong Trudng Tho, Quén Thu Diec,
Thanh phé H6 Chi Minh). Thubc khong dat tidu chuén chét lwong vé chi tiéu d6
hoa tan.

Cuc Quan ly Dugc théng béo:

1. Pinh chi Iuu hanh toan qudc thubc vién bao tan trong rudt Prazovite
(Pantoprazole 40mg), SPK: VN-8095-09, S6 16: U060211401, HD: 12/01/17 do
Cong ty U Square Lifescience Pvt. Ltd., India san xuét, Cong ty cb phén y duogc
phim Vimedimex nhép khau.

2. Cong ty ¢b phan y dugce phdm Vimedimex phéi hop véi nha cung chp
va phén phdi, phai:

+ Trong thoi gian 05 ngay gui thong béo thu hdi t6i cac co s& ban buon,
ban 1€, sir dung thudc vién bao tan trong rudt Prazovite (Pantoprazole 40mg),
SPK: VN-8095-09, Sé 16: U060211401, HD: 12/01/17 do Céng ty U Square
Lifescience Pvt. Ltd., India san xuét va tién hanh thu hdi toan bd 16 thude khong
dat tiéu chudn chét luong néu trén.

+ G bao cao thu héi vé& Cuc Quan ly Duge truge ngay 12/6/2015, hé so
thu hdi bao gom sé lwong nhap khau, ngay nhap khiu, sb lugng thu hdi, cac
bang chimg vé viéc thuc hién thu hdi tai cac co s& ban bubn, ban lé, sir dung
thuéc d3 mua thudc theo quy dinh tai Thong tu s6 09/2010/TT-BYT ngay
28/4/2010 ctia Bo Y t€ hudéng dan viéc quan ly chét lugng thube

3. S& Y té cé4c tinh, thanh phd truc thudc Trung wong, Y té cac nganh
thong bao cho cac co s& kinh doanh, st dung thuéc thu hoi 16 thudc khéng dat
tiéu chuén chét luong néu trén; kiém tra va giam sat cac don vi thuc hién théng
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béo nay; xu ly nhitng don vi vi pham theo quy dinh hién hanh; bao céo vé Cuc

Quan ly Duge va cac co quan chirc néng c6 lién quan.

4. 86 Y té thanh pho Hb Chi Minh glam sat Cong ty cd phan y dugc phim
Vimedimex thuc hién viéc thu hdi thubc va xir ly thudc bi thu hdi theo quy

dinh./.

Noi nhdn:

Nhu trén;

VKN thuéec TW, VKN thubc Tp. HCM,;

CucQuanY - B0 quéc phong;

CucY té - B6 Cong An;

Cuc Yt GTVT - B6 GTVT;

Cty CP Y Dugc phim Vimedimex (36/212B, Puéng s6 2,
Phudng Truomg Tho, Thi Pirc, Tp. HCM) (@8 thyc hién);
P.DKT, P.QLKDD, P.TTra Dugc-MP, P.QLTT-QCT, Tap chi
Duogc & MP - Cuc QLD; o

Website Cuc Quan l)’//P(‘ <
= Luu: VT, CL (LD).
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