
BOYTE 
eve QUAN LY DlfQe 

S6: . .i.JJ.d./QLD-CL 
V/v ti~p tl,lc hru h~mh sinh phfrm 
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Kinh gui: 

eQNG HOA xA HQI eHU NGHiA VI~T NAM 
Dqc l~p - Tl! do - H~nhphuc . 

Ha N(}i, ngay f thimg j; nam 2012 

- Sa Y t~ cac tinh, thanh ph6 tJVc thu()c Trung uong; 
- Trung tam y t~ dg phong cac tinh, thfmh ph6 tJVC thu()c Trung uong; 
- Cong ty c6 phAn Y t~ Due Minh. 

Ngay 07/02/2012, Cl,lc Quan ly duqc da c6 cong van s6 1373/QLD-CL v€ vi~c 
t?m dirng luu hanh, sir dl,lng toan b9 cac lo sinh phftm chuftn doan SD Bioline HIV- 1/2 
3.0, SDK: QLSP-0157-09 do Cong ty Standard Diagnostics Inc Korea san xufrt, Cong ty 
c6 phAn Y t~ Due Minh nh~p khftu, can cu theo thong bao cua T6 chuc Y t~ th~ gi&i 
(WHO) phat hi~n m9t s6 lo sinh phftm SD Bio1ine HIV .:._ 1/2 3.0 khong c6 kha nang dQc 
k~t qua xet nghi~m v&i tY 1~ san phftm khong d?t chfrt 1uqng tren 40% va cac thong bao w 
nguy~n thu h6i cac 1o sinh phftm SD Bioline HIV- 112 3.0 khong d?t tieu chuftn chfrt 
1uqng cua Cong ty Standard Diagnostics Inc Korea. 

Cl,lc Quan 1y duqc nh~n duqc van thu s6 120201/ALMEDIC JSC-BYT d€ ngay 
10/2/2012 va van thu s6 120203/ALMEDIC JSC-BYT d€ ngay 16/02/2012 cua Cong ty 
c6 phAn Y t~ Due Minh bao cao v€ vi~c Cong ty khong nh~p khftu vao Vi~t Nam cac 1o 
sinh phftm chuftn doan SD Bioline HIV- 112 3.0 khong d?t tieu chuftn chfrt luqng theo 
thong bao thu h6i cua Cong ty Standard Diagnostics Inc Korea va thong bao cua WHO. 

Cl,lc Quan ly duqc nh~n duqc van thu s6 0611CV-DM d€ ngay 29/5/2012 cua 
Cong ty c6 phAn Y t~ Due Minh bao cao v€ chfrt 1uqng sinh phftm chuftn doan SD Bioline 
HIV- 112 3.0, kern theo: 

- Cac phi~u tra lai k~t qua ki€m djnh s6 00112/SPCD-NC ngay 28/5/2012 va s6 
00212/SPCD-NC ngay 28/5/2012 cua Vi~n Ki€m djnh Qu6c gia vic xin va sinh phftm y 
t~ v€ sinh phftm chuftn doan SD Bio1ine HIV - 112 3.0, SDK: QLSP-0157-09, 1o SX: 
023440, h?n dung:12/2013 va lo SX: 031113, h?n dung:10/2013 do Cong ty Standard 
Diagnostics Inc Korea san xufrt. C:k 16 sinh phftm neu tren d?t d9 nh?Y 1 00% va d9 d~c 
hi~u 99,81% theo panel cua nha san xufrt va panel cua Vi~n Ki€m djnh Qu6c gia vic xin 
va sinh phftm y t~. 

- K~t qua nghien_,cuu danh gia chfrt luqng sinh phftm chuftn doan SD Bioline HIV 
- 112 3.0 do C6rig ty Standard Diagnostics Inc Korea san xuftt t?i Vi~n y hQc nhi~t d&i 
Vuong Qu6c Bi vao thang) /2012 va thang 5/2012 k~t lu~n cac 16 sinh phftm chuftn doan 
SD Bioline HIV - 112 3;0 ;jq23436, 023437B, 023438, 023439, 023440B, 023441B, 
023442, 023443B, 023444B,d4t d9 nh?y 100% va d9 d~c hi~u 100%. Trong d6 c6 cac lo 
sinh phftm da nh~p khftu vio' Vi~t Nam la: 023436, 023438, 023440 va 023442; "B" la 
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bieu thi quy each d6ng 'g6i 25 device/b() kit thu. 
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+ K~t qua danh gia chAt lm;mg sinh ph~m chu~n doan SD Bioline HIV- 112 3.0 do 
Cong ty Standard Diagnostics Inc Korea san xuit t~i Vi~n Paul-Ehrlich-lnstitut, C9ng 
hoa lien bang Due vao thang 4/2012 k~t lu~n cac lo san xuit sinh phAm chuk doan SD 
Bioline HIV - 1/2 3.0 : 023413B, 023423B, 023436B, 023437B, 023438B, 023439B, 
023440B, 023441B, 0233442B, 023443B, 023445B d~t tieu chuAn chit luQ11g. Trong d6 
c6 cac lo sinh phAm da nh~p khAu vao Vi~t Nam la : 023423, 023436, 023438, 023440; 
"B" la bi~u thi quy each dong g6i 25 device/b9 kit thir. 

Ct:~c Quan ly duqc thong bao: 

1. Cho phep ti~p tvc duqc luu hanh, sir d1,mg tra l~i cac lo sinh phAm chuk doan SD 
Bioline HIV- 1/2 3.0, SDK: QLSP-0157-09 do Cong ty Standard Diagnostics Inc Korea 
san xuit, Cong ty c6 ph~n Y t~ Due Minh nh~p khAu vao Vi~t Nam. 

2. Cong ty c6 ph~n Y t~ Due Minh ph6i hqp v6i nha san xuit, cac dan vi phan ph6i, sir 
dvng sinh phAm chuAn doan SD Bioline HIV- 112 3.0, SDK: QLSP-0157-09 phai theo 
doi qua trinh luu hanh, sir dt,mg, giam sat chif luqng sinh phAm chuAn doan. Bao cao v~ 
Cl,lc Quan ly duqc cac thong tin m6i lien quan d~n chit luqng, hi~u qua cua sinh phAm 
chuAn doan neu tren. 

3. Cong ty c6 ph~n Y t~ Due Minh, Cong ty Standard Diagnostics Inc Korea khong duqc 
nh~p khAu va luu hanh t~i Vi~t Nam cac lo sinh phAm chuAn doan SD Bioline HIV- 1/2 
3.0 do Cong ty Standard Diagnostics Inc Korea san xuit khong d~t tieu chuAn chit luQ11g 
theo thong bao thu h6i cua Cong ty san xuit va thong bao cua WHO: 023418, 023418B, 
023419, 023424, 023424B, 023425B, 023426B, 023427, 023427B, 023428, 023428B, 
023429B,023430,023430B,023413B,023425,023426,023429. 

4. D~ nghi Sa Y t~ cac tinh, thanh ph6 tn.rc thu9c Trung uang, Y t~ cac ngfmh, Trung tam 
y t~ d\f phong cac tinh, thanh ph6 tn.rc thu9c Trung uang thong bao cho cac ca sa kinh 
doanh, sir dl,lng sinh phAm chuAn doan SD Bioline HIV- 1/2 3.0 phai theo doi, giam sat 
chit luqng sinh phAm chuAn doan trong qua trinh sir dl,lng; chi sir dvng nhfrng sinh phAm 
d~t tieu chuAn chit luqng; bao cao kip thai v~ Cl,lc Quan ly duqc, Cl,lc Phong ch6ng HIV­
AIDS khi phat hi~n sinh phAm khong d~t tieu chuAn chit luqng. 

Cvc Quan ly duqc thong bao d~ cac Sa Y t~ tinh, thfmh ph6 tfl,lc thu9c Trung 
uang; Y t~ cac nganh, Trung tam y t~ dl,l phong cac tinh, thanh ph6 tfl,lc thu9c Trung 

uang va cac dan vi lien quan bi~t Vel thl,l'C hi~n. 

Noi nh{in: 
- Nhu tren; 
- Thu truemg Cao Minh Quang (d~ bao cao); 
- Thanh tra B9 y t€ ( d~ ph6i hqp );, , 
- Cl,lc Ph~ng chOng HI~-AlpS (de phOi hqp); 
- C\lc Y te dv phOng (de phOi hqp); 
- Vi~n ki~m djnh QG V~c xin va SPYT; 
- Cac Vi~n v~ sinh djch t~; 
- Cac Vien Pasteur; 
- C\lc Q~an y - B9 Qu6c phong; 
- C1,1c Y t~ - B9 Cong an; 
- C\lc Y t~ GTVT-B9 Giao thong V~n tai; . 
-Website C1,1c QLD, T?p chi Duqc- My pham; 
- PhOng DKT, QLKD Duqc, QLTT-QCT; 
- Luu: VT, CL. 
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