BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC DPc ldp - Tw do - Hanhphic

, 0t
sa:.!.jM./QLD-CL Ha Néi, ngay / théing & nam 2012
V/v tiép tuc luu hanh sinh phdm
chuin doan SD Bioline HIV 1/2 3.0

Kinh giri: _
-S&Y té cac tinh, thanh phd truc thudc Trung uong;
- Trung tAm y t& du phong céc tinh, thanh phé truc thudc Trung wong;
- Céng ty ¢ phan Y té Btrc Minh.

Ngay 07/02/2012, Cuc Quén ly dugc dd cé cong vin s 1373/QLD-CL vé viéc
tam dimg luu hanh, st dung toan bd céc 16 sinh phdm chuén doan SD Bioline HIV — 1/2
3.0, SBK: QLSP-0157-09 do Céng ty Standard Diagnostics Inc Korea san xuét, Cong ty
cd phén Y té Bac Minh nhép khAu, can cir theo thong bio cta Td chirc Y té thé gidi
(WHO) phét hién mét sb 16 sinh phdm SD Bioline HIV — 1/2 3.0 khéng c6 kha ning doc
két qua xét nghiém véi ty 18 san phim khong dat chét lwong trén 40% va cic théng béo tu
nguyén thu hdi cc 16 sinh phdm SD Bioline HIV — 1/2 3.0 khong dat tiéu chuén chét
lugng cia Cong ty Standard Diagnostics Inc Korea.

Cuc Quan 1y dugc nhan duge van thu sb 120201/ALMEDIC JSC-BYT d& ngay
10/2/2012 va van thu sb 120203/ALMEDIC JSC-BYT dé ngay 16/02/2012 cta Cong ty
c¢d phan Y t& Pirc Minh béo cdo vé& viéc Cong ty khdéng nhdp khiu vao Viét Nam céc 16
sinh phdm chuin do4n SD Bioline HIV — 1/2 3.0 khéng dat tiéu chuén chét lugng theo
thong bao thu hdi ciia Cong ty Standard Diagnostics Inc Korea va thong bao cia WHO.

Cuc Quan ly dugc nhin duge vian thu sb 061/CV-DM @& ngay 29/5/2012 cha
Céng ty ¢b phin Y t& Dic Minh béo céo vé chét luong sinh phdm chudn dodn SD Bioline
HIV —1/2 3.0, kém theo:

- Céc phiéu tra 15i két qua kiém dinh s6 00112/SPCH-NC ngay 28/5/2012 va sb
00212/SPCH-NC ngay 28/5/2012 ciia Vién Kiém dinh Qudc gia vic xin va sinh phdm y
t& vé sinh phim chuén do4n SD Bioline HIV — 1/2 3.0, SBK: QLSP-0157-09, 16 SX:
023440, han dung:12/2013 va 16 SX: 031113, han dung:10/2013 do Coéng ty Standard
Diagnostics Inc Korea san xuit. Cac 16 sinh phém néu trén dat d¢ nhay 100% va do dic
hiéu 99,81% theo panel ctia nha san xuét va panel ctia Vién Kiém dinh Qubc gia véc xin
va sinh phm y té. |

 gi4 chit lugng sinh phidm chuén doan SD Bioline HIV
iagnostics Inc Korea san xuit tai Vién y hoc nhi¢t déi
) va thang 5/2012 két luan céc 16 sinh phdm chuén do4n
3436, 0234378, 023438, 023439, 023440B, 0234418,
10 nhay 100% va do dac hiéu 100%. Trong d6 c¢6 cac 16
>t Nam 1a: 023436, 023438, 023440 va 023442; “B” 1a
4t t th.



+ | chét lu ‘nch SD [

Cong ty Standard Diagnostics Inc Korea san xuét tai Vién Paul-Ehrlich- Instltut Cong
hoa lién bang Pirc vao thang 4/2012 két lusn céc 16 san xuét sinh phdm chudn doan SD
Bioline HIV — 1/2 3.0 : 023413B, 023423B, 023436B, 023437B, 023438B, 023439B,
023440B, 023441B, 0233442B, 023443B, 023445B dat tiéu chun chét luong. Trong d6
cO céc 16 sinh phém da nhép khiu vao Viét Nam 13 : 023423, 023436, 023438, 023440;
“B” 14 biéu thi quy cach dong goi 25 device/bd kit thir.

Cuc Quan ly dugc thdng bio:

1. Cho phép tiép tuc dugc luwu hanh, sit dung tré lai cdc 16 sinh phém chudn do4n SD
Bioline HIV - 1/2 3.0, SBK: QLSP-0157-09 do Cdng ty Standard Diagnostics Inc Korea
san xuét, Cong ty cb phin Y t& Bac Minh nhap khiu vao Viét Nam.

2. Cong ty cb phan Y t& Puc Minh phdi hop v6i nha san xut, cic don vi phan phéi, si
dung sinh phidm chuén doan SD Bioline HIV — 1/2 3.0, SPK: QLSP-0157-09 phai theo
doi qud trinh luu hanh, st dung, giam sat chit lugng sinh pham chuédn doén. Bao céo vé
Cuc Quan 1y duge cac thong tin méi lién quan dén chit lugng, hiéu qua cua sinh phim
chuén doan néu trén.

3. Cong ty cb phin Y t& Dic Minh, Céng ty Standard Diagnostics Inc Korea khong dugc
nhip khiu va luu hanh tai Viét Nam c4c 16 sinh phdm chuin doan SD Bioline HIV — 1/2
3.0 do Cong ty Standard Diagnostics Inc Korea san xuét khong dat tiéu chudn chét luong
theo thong bao thu hdi ciia Cong ty san xuét va théng bao cia WHO: 023418, 023418B,
023419, 023424, 023424B, 023425B, 023426B, 023427, 0234278, 023428, 023428B,
023429B, 023430, 023430B, 023413B, 023425, 023426, 023429.

4. D& nghi S& Y t& céc tinh, thanh phé truc thudc Trung wong, Y té cic nganh, Trung tim
y t& du phong céc tinh, thanh phd tryc thudc Trung wong thong béo cho céc co s& kinh
doanh, s dung sinh phém chuin doan SD Bioline HIV — 1/2 3.0 phai theo d5i, giam sat
chét lugng sinh phdm chudn do4n trong qua trinh st dung; chi sir dung nhiing sinh phim
dat tiéu chuln chét luong; bo céo kip thdi vé Cuc Quan ly duge, Cuc Phong chdng HIV-
AIDS khi phéat hién sinh phdm khong dat tidu chudn chét lugng.

Cuc Quan 1y duoc théng béo dé cic S& Y té tinh, thanh phd truc thudc Trung
uong; Y té cac nganh, Trung tim y té& du phong céc tinh, thanh phd truc thudc Trung
uong va cdc don vi lién quan biét va thuc hién.
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