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B<)YTE 
Cl)C QUAN LY DlJQC 

S6: II. 3J.q./. . ./QLD-CL 
V/v: dinh chi luu hanh thu6c 

khong d.;tt tieu chuftn ch~t luqng 

CQNG HOA xA HQI CHU NGHiA VI:¢T NAM 
f>Qc I~p- Tl}' do- H~nh phuc 

Ha N(Ji, ngayt%thang _3 nam 2012 

Kinh gui: 
- Sa Y t@ cite tinh, thanh ph6 tiVc thu(>c Trung uang; 
- Cong ty c6 phftn duqc phfim Ha Tay. 

- Can cu vao cac qui ch@ duqc hi~n hanh cua Vi~t Nam; 
- Can cu cong van cua Vi~n KiSm nghi~m thu6c Tp. H6 Chi Minh: 
,+ Cong ,van s6 175NKNT-KH-:fH n~ay 15/8/201,2 cua Vi~n kiSm nghi~m 

thuoc Tp. Ho Chi Minh gui kern phieu kiem nghi~m so 0173NKN-KT2012 ngay 
15/8/2012 vS thu6c vien nang Omepro (Omeprazole Capsules I.P. 20mg); Lo SX: 
MCll-030.; Ngay SX: 07/2011; HD: 06/2013; SDK: VN-?37~-07 do C~ng ty 
Maiden Pharmaceuticals Limited - India s~m xuat; Cong ty Co phan duqc pham Ha 
Tay nh~p kh~u. M~u tp.u6c qo Trung tam kiSm n~hi~m Duqc phfim - My phfim tinh 
H~u Giang lay t~r Ql.J~Y thuoc tay so 131, ~hi trap Cay Dtrqng, huy~n Phvng Hi~p, 
tinh H~u Giang. ThttQe khong d~t tieu chuan chat luqng ve chi tieu d9 hoa tan va 
tinh ch~t. -.,. -· 

,+ Cong ,van s6 177NKNT-KHTH n~ay 15/8/201,2 cua Vi~n kiSm nghi~m 
thuoc Tp. Ho Chi Minh gui kern phieu kiem nghi~m so 0171/VKN-KT2012 ngay 
15/8/2012 vS thu6c vien nang Omepro (Omeprazole Capsules I.P. 20mg); Lo SX: 
MCll-041; Ngay SX: 08/2011; HD: 07/2013; SDK: VN-}37~-07 do C~ng ty 
Maiden Pharmaceuticals Limited - India s~m xuat; Cong ty co phan duqc pham Ha 
Tay nh~p khfiu. M~u thu6c do Trung tam kiSm nghiem Duqc phfim - My phfim tinh 
H~u Giang l~y t~i Qufty thu6c tay s6 1 ?2 (S6 266, Ap VInh ~hu, ~a Vinh T~emg, · 
huy~n Vi Thuy, tinh H~u Giang). Thuoc khong d~t tieu chuan chat luqng ve chi 
tieu d9 hoa tan va tinh ch~t. 

,+ Cong ,van s6 186/VKNT-KH-:fH n~ay 28/8/201,2 cua Vi~n kiSm nghi~m 
thuoc Tp. H? Chi, Minh gui kern phieu kiem nghi~m so 0421NKN-KT2012 ngay 
28/8/2012 ve thuoc vien nang Omepro (Omeprazole Capsules I.P. 20mg); Lo SX: 
MCll-028; Ngay SX: 07/2011; HD: 06/2013; SDK: VN-_337~-07 do C~ng ty 
Maiden Pharmaceuticals Limited - India san xuat; Cong ty co phan duqc pham Ha 
Tay nh~p khfiu. M~u thu6c do Trung tam kiSm nghiem Duac phfim - My phfim tinh 
H~u Giang l~y t~i Nha thu6c Thien Nhan (S6 16, Le H6ng Phong, Phuemg 4, Tp. 
Vi Thanh, tinh tJ~u Giang). Thu6~ khong d~t tieu chufin ch~t luqng vS chi tieu d9 
hoa tan, tinh chat va dinh luqng. 

Cvc Quan ly duqc thong bao: 
1. Dinh chi luu hanh toan qu6c m~t hang thu6c vien nang Omepro (Omeprazole 

Capsules I.P. 20mg); SDK: VN-3379-07 do Cong ty Maiden Pharmaceuticals 
Limited - India san xu~t; Cong ty c6 phftn duqc phfim Ha Tay nh~p khfiu. 
2. Cong ty c6 phftn duqc phfim Ha Tay phfJi hqp v6i nha san xu~t, phai: 

+ Gui thong bao thu h6i t6i nhfrrig nai phan phfJi, su dvng m~t hang thu6c vien 
nang Omepro (Omeprazole Capsules I.P. 20mg); SDK: VN:337?-07, do C~mg ty 
Maiden Phaf!Ilaceutical~ Limited - India san xl!at; Cong ty co phan duqc pham Ha 
Tay nh~p khau va thu hoi toan b(> m~t hang thuoc n6i tren. 
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+ Gui bao cao thu hbi~ hb sa thu hbi thu6c khong d~t tieu chufin ch~t luQ'Ilg 
t~eo quy dinh t~i T~ong tu so 0~/20,10/TT-BYT ngay 28/4/2010 cua B9 Y te huang 
dan vi~c qmin ly chat luQ'Ilg thuoc ve C\lC Qmin ly dugc tru&c ngay 05/10/2012. 
3. Sa y tS cac tinh, thanh phB trvc thu9c Trung uang, y tS cac, nganh thong ba? 

cho cac CO' sa kinq doanh, SU d\lng thuoc thu hoi m?t hang thuoc khong d~t chat 
luQ'Ilg neu tren, kiem tra va giam sat cac dan vi thvc hi~J:?- thong bao nay; xu ly 
nhfrng dan vi vi ph~ theo quy dinh hi~n hanh; bao cao ve C\lC Quan ly dugc va 
CclC CO' quan chuc nang CO lien quan. 
4. Sa Y tS Tp. Ha N()i, Sa Y tS tinh H~u Giang kiSm tra, xu ly cac dan vi vi ph~m 

theo quy dinh hi~n hanh./. 
Nui nh~n: 
- Nhu tren; 
- Thanh tra B9 Y tS ( d€ ph6i hqp ); 
- VKN thu6c TW, VKN thu6c Tp. HCM; 
- Cvc Quan Y - B9 Qu6c phong; 
- Cvc Y tS - B9 Cong an; 
- Cvc Y tS GTVT- B9 GTVT; 
- QuAy thu6c tay s6 131 -Thi trAn Cay Duang, huy~n 

Pht,mg Hi~p, tinh H~u Giang ( d~ tht,rc hi~n); 
- QuAy thu6c tay s6 182 - S6266, Ap VInh PhU, Vinh 

Tuemg, huy~n Vi Thuy, tinh H~u Giang (d~ tht,rc hi~n); 
- Nha thu6c Thi~n Nhan - S6 16, Le H6ng Phong, Phuemg 

4, Tp. Vi Thanh, tinh H~u Giang (D~ tht,rc hi~n); 
- Phong DKT, PhOng QL Kinh doanh duqc, Phong QL 

·- TTQC Ti1u6c- 0,1c QLD; - · - ,···--- -

- Website Cvc QLD; T~p chi Duqc- MP; 
- Luu: VT, CL (03 ban). 
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