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V/v tang cudmng quan 1y sink phim Khanh Hoa, ngay 22 ihang -~ ndm 2012
xét nghiém chan dodn HIV

Kinh gui:
- Céc don vi’ Y té trong tinh;
- Phong Y t€ cdc Huyén, Thi x&, Thanh pho.

Thue nién ¢ki dao cta Cyuc quan Iy dugce tai van ban sd 1373/QLD-CL ngay
07/02/2G12 v& viée dink chi hvu hanh v thu hdi Sinh phim chén doén SD Bioline
HIV; Cuc phong, chong HIV/AIDS tai van ban s 137/AIDS-GS ngay 24/02/2012
vé viée tam ngirng st dung sinh phidm chdn do4n SD Rioline HIV, vin ban sé
179/AIDS-GS ngay 06/3/2012 vé viée tang cudng quan ly sinh phdm xét nghiém
chan doan HIV; Vién Huyét hoc-truyén mau TW tai van ban sb 153/HHTM ngay
07/3/2612 v& vige tam ngirng sir dung sinh phdm chén doan SD Bioline HIV, S¢ Y
té théng béo: |

1. Chi mua sinh pham xét nghiém HIV theo ding danh muc da duge Bo Y té
cép phép luu hanh con hiéu tuc (danh muc sinh phédm dinh kem).

2. Tudn thd qui trinh xét nghiém khi st dung sinh phim xét nghiém chin
doan HIV theo dung hudéng dan ciia nha san xuit. Tham khao v kién clua Vién
Vé sinh dich 1€ Trung vong va Vién Pasteur Thanh-phé Hd Chi Minh vé& quy trinh
xét nghiém khi s&r dung céc sinh phém chin do4n HIV, tranh tinh trang tién hanh
quy trinh xét nghi¢m khéng dung do 151 ban dich huéng dan sir dung cda don vi
cung cép.

3. Ra sodt bdo céo thuc trang st dung siph pham xét nghiém HIV trén dia
“ban hoac don vi quan Iy theo bidu miu dinh kém va gt vin ban béo cao kém ban
diégn tr dudi dang excel vé Cuc Phong, chng HIV/AIDS trude ngdy 30/3/2012 dé
Cuc tong hop bdo cédo Lanh dao B Y té. |

Danh muyc sinh pham chdn doan HIV va mu béo cdo dugc ding tai trén




-

trang thong tin ctia Cuc Phong, chéng HIV/AIDS (http:/A www.vaac.ogov.y

n). Trong

qua trinh thyc hién, cac vuong mic phét sinh dé nghi don vi lién hé Cuc Phong,
chéng HIV/AIDS, B Y té (Ths. Pham Thi Thanh Thuy, phong giam sat, theo doi
va danh gia, DT: 04.38465731/0972080888, fax: 0438465732, email:

thanhthuybs2007% vahoo.com) dé cling phdi hop gidi quyét,

Nhén duge thong bao nay, S& Y t¢ véu cau cac don vi y té nhan

nhén trong tinh nghiém tic thuc hién./.
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DANH MUC SINH PHAM CHAN POAN HIV CO SO PANG KY LUU HANH CON HIEU LUC
(Kem theo cong van sé 179/AIDS - GS ngay 06/3/2012.)

Tén - Ham lugng - Trinh

Tén co sO san xuat

Tén co sé dang ky Han So dang ky [Ngaycap  [Ngay hét han
bay dung
Gencreen Plus HIV Ag/Ab  |Bio - Rad (3 boulevard Raymond |Bio - Rad laboratories Singapore | 9 thdng |QLSP-0001-07 |28/05/2007 |28/5/2012
(Hop 96 tests va hop 480 Pointcare 92430 Mames La Pte., td - 701 D10 Giang v, Toa
tests) Coquette - France) nha lake view - Quén ba dinh, Ha
Noi

Architech anti - HIV Ag/Ab {Abbott GmbH - Max Plank- Ring |Abbott Laboratotics (Singapore) | 12 thiang [QLSP-0003-07 |28/05/2007 128/5/2012
Combo Reagent Kit, que thi¥, |2, 65205 Wiesbaden Dekenheim Pte., Lid - 1 Martime Square # 11
Hop 100 tests, Hop 400 tests, |Gemany 12 Lobby B, HarbourFront
Hop 2000 tests Centre Singapore
Vabiotech HIV 1/2 rapid 3.0,|Cong ty vac xin va sinh phdm y (& Cong ty vac xin va sinh phdm y | 18 thdang [QLSP-0018-07 [25/09/2007 |25/9/2012
que thir, hop 10, 20, 25, 30, |s6 1, S6 1 Yersin, Ha Noi t€s0 1, S6 1 Yersin, Ha Noi
35, 40, 50, 100, 200, 400,
1000 que thir
Genscreen Ultra HIV Ag- Bio-Rad Laboratories, 3 |Bio - Rad laboratories,  phong | 12 thdng [QLSP-0037-08 [23/01/2008 {23/1/2013
Ab, hop 96 test; hop 480 test |Boulevard raymond Poincare 701 D10 Giang vé, Ha Noi

92430 Marmes La Coquette -

France
Murex HIV Ag/Ab Murex Biotech Lid Central |Abbott Laboratories Pte.Ltd. 04 thang |QLSP-0047-08 |23/01/2008 [23/1/2013
Combination road, Temple Hill, Dartford, I Maritime Square # 11 - 12
10p 96 test; hop 480 test DAI15SLR, UK Lobby B, Harbour Front Centre,

Singapore

Axsym HIV 1/2 gO Reagem Abbott GmbH Abbott Laboratories Pte.Ltd. 04 thdng {QLSP-0048-08 {23/01/2008 [23/1/2013
Pack - dang ky lai - {Max-Planck-Riug 2, 65205 I Maritime Square # 11 - 12
100 test/hop Wiesbaden, Delkenheim, Lobby B, HarbourFront Centre,

Germany Singapore
Biotest Anti HIV Tetra Elisa |Biotest AG Cong ty ¢d phin y t& Dic Minh - | 18 thang [QLSP-0096-08 |9/10/2008 9/10/2013

HOp 96tests, 480tests

Landsteinar Str.5-63303 Dreieich-
Deutschland

Dong Quan , Quan Hoa, Cdu
Gifly, Ha Noi




Hop 100test

62-5 Nihonbashi-Hamacho 2 —
chome Chuo-ku, Tokyo, 103-
0007, Japan

I Pong Quan, Quan Hoa, Ciu
Gidy, Hanéi

SEE | ten - A Yy - 1rnn 1en ¢U S¢ san xuat I'én co s¢ dang ky Han So6 dang ky |Ngay cdp Ngay hét hz
bay dung
XIGenie I HIV-1/HIV-2 Orgenics Ltd Bio - Rad laboratories,  phong | 10 thang [QLSP-0108-08 {9/10/2008 9/10/20:13
hop 40 test 6 DAN Str., N.Industrial Zone,  [701toa nha Giang V& LakeWiew ‘
POB 360, Yavne 70650, Israel D10 Giang v6, Ha N6i
Y1Elecsys HIV combi Roche Diagnostics GmbH D-|F.Hoffmann - La Roche Lid. 12 thang [QL.SP-0}35-08 19/10/2008 9/10/2013
Hop 100test 68298, Mannheim, Diic Grenzachestrasse 124, 4070
Basel, Thuy s¥
14 1SD Bioline HIV 1/2: 3 0 ' Standard Dmgnosncs InC' 1 56- 1Cong ty o phdn y té Dirc Minh' { 24 thdng QLSP-0157-09 118/2/2009 |18/2/2014
 |Hépx30tai nhom Liest. , |86l ﬂdng Quan, Cdu Guiy, Hd RTINS .
- (30testslﬂ’ép), Y gi-do - not R 3
- {Hép x 10 tii nhom X Iafest .;: {ore % f_
(1 Oﬂtestsfﬂ'ﬁp) o
t1|Elecsys PreciControl HIV ~ |Roche Diagnostics GmbH D-{F.Hoffmann - La Roche Ltd. 10 thang |QLSP-0227-09 116/06/2009 |16/6/2014
Combi 68298, Mannheim, Duc Grenzachestrasse 124, 4070
Hop gém: E.P.HIV combi 1: Basel, Thuy s§
5 chai x 1,3ml. E.P.HIV
combi 2: 5 chai x 1,3ml.
E.P.HIV combi 3: 5 chai x
1,3ml.
i 2|Determine HIV-1/2 " {Inverness Medical Japan Co., Ltd {Cong ty TNHH TM-DV K¥ thuat| 14 thang [QLSP-0272-09 [29/12/2009 [29/12/2014
Kit 10 tdm xét nghiém, méi |Chiba Plant Luc Tinh
tam 10 test 357 Matsuhidai, Matsudo-shi, 606 Trdn Hung Dao, Phudng 2,
Chiba-Ken 270-2214, Japan Quan 5, TP. HCM
1 3|SERODIA-HIV 1/2 MIX Fujirebio. InC Cong ty c6 phdn y 1€ Diic Minh | 18 thang [QLSP-0300-10 |12/4/2010 12/4/2015




Tén - Ham lugng - Trinh Tén co s6 san xuat Tén co so dang ky Han So dangky |Ngaycap [Ngay hét han
bay diang
ard test-Dipstick HIV 1&2 |Cong ty ¢6 phdn san xuat kinh Cong ty ¢6 phén san xudt kinh 24 thang |QLSP-0311-10 |13/07/2010 [13/7/2015
[0p g6m 25 test thir + 25 doanh duge va TIB Y 1€ Viet My |[doanh duge va TTB Y 1€ Viet My
ng hiit + 1 10 HDSD .|Ap 2, xa Tién Thanh, thi xa Déng | Ap 2, xa Tién Thanh, thi xa
Xoai, tinh Binh Phudc Pong Xoai, tinh Binh Phudc

nti-HIV (142) Antigen IND Diagnostic Inc (1629 Fosters {Cong ty TNHH vac xin sinh 24 thang |QLSP-0336-10 |13/07/2010 |13/7/2015
est Way, Delta, British Columbia, phfm Nhan Tam (1A/19 Leé Loi,
[6p 25 tests, mébi test duge | V3M 657, Canada). P.5, TP Tuy Hoa, Tinh Phu Yén)
6ng gdi trong ! bao nhom
xSYM HIV Ag/Ab combo |Abbott GmbH & Co.KG (Max- |Abbott Laboratories (Singapore) | 5 thing |[QLSP-0365-10 [14/10/2010 [14/10/2015
agent pack Planck-Ring 2, 65205 Wiesbaden, {Pte.Ltd., (1 Maritime Square,
6p 100 tests Delkenheim, Germany) #11-12 Loppy B HarbourFront

Centre, Singapore)
Magnostic kit for Antibody |Congty TNHH cong nghe sinh  {Cong ty ¢6 phdn 4 Chau (S6 916 | 24 thang |QLSP-0369-10 [14/10/2010 [14/10/2015
» Human Immunodeficiency{hoc ACON (Hang Chau) (398 11A Trung hoa, khu dé thi méi
irus HIV. 172 duong Tianmushan, Hang Chau, |Trung Yén, Cdu Gidy, Ha n6i)
Op 50kit thir dang que, 1 kit|Trung quéc).
10/t
op 40kit thir dang khay, !
it thiyuii;
oubleCheckGold HIV 182 |Nha san xuat: Orgenics Pia chi: |Cong ty TNHH Giai phdp khoe 18 QLSP-0351-10 |14/10/2010 [14/10/2015
Vhole Blood (Sinh phdm  1p 0 Box 360 Yavne 70650, |Thdi Duong Dia chi : S5 8
hin dodn HIV) Israel ngéch 112/59 Phé Ngoc

Khéanh, Ba Binh, Ha Noi
lecsys Preci Control Nha san xudt: Roche Diagnostics |F. Hoffimann La Roche Ltd Dia 12 QLSP-0356-10 {14/10/2010 {14/10/2015
IV(Hop 6 chai pha 2ml GmbH Dia chi : D - 68298,  |chi : Grenzacherstrasse 124,

Mannheim, Dic 4070 Basel, Thuy Si)

OBAS AmpliPrep/COBAS  |Roche Diagnostics GmbH Dia  |F. Hoffniann La Roche Ltd Dia 9 QLSP-0391-11 |27/01/2011 127/1/2016

agMan HIV-1 Test, version
0 (Hop 48 test

chi : D - 68298, Mannheim,
Phc

chi : Grenzacherstrasse 124,
4070 Basel, Thuy Si)




. A lar o asena ssyHE - KA N 11 LU U SEH AUEL 1en cU SO dang Ky Han So6 dang ky  |Ngay cédp Ngay hét ha
bay diing
2 Berna Biotech Korea 18 QLSP-HO1-0436425/8/2011 25/8/2012
Bio Focus Co.,, Ltd (9F.,|Corporation 11
Bio Tracer HIV 1/2 Rapid{Daehyun Technoworld, Ojeon-| (227-3 Gugal-dong, Giheung-
Card dong, Uiwang-si, Gyeonggi-do,|gu, Yongin-si, Gyeonggi-do, 4464
Hop 30-test 437753 Korea) 003, Korea):
RN Cong ty TNHH TM va 24 QLSP-HO01-0437425/8/201 1 25/8/2012
Bioland (644-6, Gakri, Ochang,| DV Nam Khoa (793/58 Trin H
NanoSign HIV 1/2 3.0 Cheongwon, Chungbuk 363-883.|Xuén Soan, P. Tan Hung, Q.7,
Hép 100test, hop 30test Korea) TP HCM)
23|Phamatech HIV 1/2 Q-Spot |Phamatech INC., USA Cong ty TNHH TM Hing 18 QLSP-0440-11 |12/10/2011 {12/10/2016
Test (10151 Barnes Canyon Road, Phuong (33 — 35 Nguyén Van
Hoép 25 tests + hoa chat SanDiego, CA. 92121, USA) Giai, P. Pakao, Q.1, TP.HCM).
2+ Phamatech HIV 1/2 Whole |Phamatech INC., USA Cong ty TNHH TM Hung 18 QLSP-0441-11 [12/10/2011 [12/10/2016
Blood Rapid Test (10151 Barnes Canyon Road, Phuong (33 - 35 Nguyén Van
Hop 25 tests + hdéa chét SanDiego, CA. 92121, USA) Giai, P. Dakao, Q.1, TP.HCM).
M| Phamatech INC., USA Cong ty TNHH TM Hung 18 QLSP-0446-11 [12/10/2011 [12/10/2016

Phamatech HIV 1/2 EIA

(10151 Bamnes Canyon Road,
SanDiego, CA. 92121, USA)

Phuong (33 - 35 Nguyén Vin

Giai, P. Pakao, Q.1, TP.HCM).




