UY BAN NHAN DAN CONG HOA XA HOI CHU NGHIA VIET NAM
THANH PHO HO CHI MINH Poc lip — Tw do — Hanh phiic
SOY TE
S64%¥ /1 SYT-QLD Thanh phé H6 Chi Minh, ngay3! théang Sncm 2016

V/v Cung cdp danh muc sinh phdm
chén doan HIV dugc B Y té cip phép

Kinh gri:
— RpTrSo— — Bénh vién trung uvong, Bénh vién nganh;
TT KIEM CHUAN XET NGHIEM TP :
50 — Bénh vién truc thudéc So Y té;
DEI\' ? 51 ) }ﬁ.ﬁ """" — Trung tdm khong giudng bénh truc thude S¢'Y té;
NGRY B bt R — Bénh vién truc thudc Uy ban nhan dan Quéan/Huyén;
CRUYBN:...ooovecscrreessrerensasnrsensens _ Trung tam khéng givtmg bénh truc Uy ban nhan dan
LUU D0 SO 30:..covvrvrcrssssnsessessersesne Quan/Huyén;
— Bénh vién ngoai cong léap.
(i
( Tl S& Y té ¢6 nhan dugc van ban sb 335/AIDS-GS ngay 16 thang 5 nam 2016 cua Cuc
L 18
uak)( Phong, Chéng HIV/AIDS (B6 Y te) vé viéc cung cép danh muc sinh phim chén do4n

MNM HIV dugc Bo Y té cép phép. S Y té chuyén vin ban s6 335/AIDS-GS cia Cuc Phong,
Chong HIV/AIDS (B Y té) dé nghién ciru va thuc hién.

%H@/ Trong qud ainh thuc hién, néu ¢6 vuéng mic, de nghi cdc don vi kip thoi phan dnh
‘“ 7 bang vian ban vé S¢ Y té (Phong Quan 1y duoc) dé téng hop bao cdo Bo Y té.
M f\

SG Y té théng béo dé cac don vi biét va thuc hién./. /_;;/

ﬁ 1() l inh_kém: Céng vin s 335/AIDS-GS ngay 16 thdng 5 ndm 2014 cia Phong, Ching
ob [V/AIDS.

Noi nhan: Kr GIAM POC

-Nhu trén, SR

-Ban Giam dbc (dé bao céo);
-Luu: VP, QLD (LND).
PVD (160).
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BOY TE ‘CONG HOA XA HOI CHU NGHIA VIET NAM
CUC PHONG, CHONG DPije Jap - T do - Hanh phic
HIV/AIDS

s 24 JAIDS-GS Hé Ngi, ngay M théng 5 ném 2016

'Vv: cung cip danh myc sinh phim chén
dofin HIV dugc BG Y t cap phép

VAN PHONG S8 Yiéksh gii:

g fz 4 05 2016 - SoYtécdctinhthanhphd;
BE | ¢ . - Trung tdm Phong, chong I;IW/AIDS tinh/thanh pho;
' T Thit trrdng céc don vi y t€ truc thude By Y t&;
f""\g‘s‘ig“ye“ TEnBinh| g trudng céc don vi y té nganh.
T

]

E W Can olr cong van 151/TB-CT, ngdy 14/4/2016 clia Vuy trang thiét bi va

V v /Céng trinh y té vé& viée cung cép danh myc sinh phim chén dodn HIV dugc BY
Y t6 cép phép, Cuc Phong, chéng HIV/AIDS thong bio t6i don vi trién khai xét

d nghiém HIV danh mye sinh phim chin doén HIV ¢6 s dang ky va con hiéu hye
/] tai Viét Nam (Thong tin vé& danh muyc sinh phdm dugc dang trér: Trang thong tin

dién tir ciia Cyc Phong, chéng HIV/AIDS).

Cuc Phong chéng HIV/AIDS dé nghi don vi luu ¥ khi tién hanh tha tyc
mua s&m sinh phém xét nghiém HIV. Théng tin ¢hi tiét d& nghi lién hé Cyc
Phong chéng HIV/AIDS 135/3 Nui Tric, Ba Pinh, Ha N§i (Ths. Nguyén Thi
Mai, Phong Gidm sat, Theo doi, Péanh gia va Xét nghiém, dién thoai: 043
8465731, di dong: 0984 004867, email: maivaac@gmail.com).

Tran trong cam on.
Noi hin: KT. CyC TRUONG
- Nhu trén; PHO CUC TRUONG

- Thir trudmg Nguy&n Tharih Long (d¢ béo céo);

- Cyc trudng (de béo céo),

- Yy Trang thiét bj va Cong trinh y té (4€ biét);

- Vibn VSDTTU va céc Vign khu vitc (48 gism sét);
- Trang théng tin dign tor Cyc (d& ding tai thong tin);
- Luu: VT, GS.

/

@ Chimg thu: Cuc Phdng chéng HIV - AIDS



DANH SACH SINH PHAM CHAN POAN HIV cé's() PANG KY CON HIEU LUC TINH DEN HET THANG 3 NAM 20
(kém theo cong vin s6 335/AIDS-GS, ngay 16 thing 5 ndm 2016)
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TENSAN PHAM DepgSP|  TENNHASANSEBAT - | TRNCONG TY PANGKY [HANDING| -SODANGKE g;u;c;,hr cAp| HET HAN
Cong ty TNHH T™M Himg
Phamatech INC., USA x
Pﬁa.m;;"z SI:IZ ;{2 Ql;f'tp ot Test R (10151 Bames Canyon Road, 3:;’251. (;3B;;N%”f“ 18 théng  |QLSP-0440-11 10-12-11  [10-12-16
» oa che SanDiego, CA. 92121, USA) | e P Reh
Phamatech HIV 172 Whole Phamatech INC., USA i‘;’ﬁ' ](]3 3] t 3?;‘*““5
Blood Rapid Test R (10151 Bames Canyon Road, | Giii S Dekao %"yl 18thing  |QLSP-0441-11 10-12-11  [10-12-16
Hop 25 tests + hoa chit SanDiego, CA. 92121, USA) TP HCM’) ’ P
Coéng ty TNHH TM Hung
Phamatech INC., USA Phuong (33 — 35 Nguyén )
Phamatech HIV 1/2 EIA E  |(10151 Bamnes Canyon Road, Vo Giai, P, Dakao, Q.1 18 thang  |QLSP-0446-11 101211 }10-12-16
SanDiego, CA- 92121, USA) | s ™ PN
A A b . . Abbott Laboratoties
" eagent Rit, quethe, | 5pQ |2, 65205 Wiesbaden Dekenheim  |Martime Square # 11-12 18 théng  |QLSP-0541-12 19/10/2012 |19/10/2017
Hop 100 tests, Hop 400 tests, Hop 2000 Gemaay Lobby B, HarbourFront Centre
tests Singapore
Rapid Anti-HIV test (Kit thir chanh phét
hién khéng thé khing HIV)Dang que: In Tec Products, INC. PR 2
Al 1 . A . ;. Cong ty ¢0 phén & chaun (s6 9
Hop chira 50 que thir trong tdi riéng, {Xiamen)(332 Xinguang Road, i P .
dung dich d¢m 5 lojazml;Dang khay: R |Xiryang Industrial Arcs, E 3“‘515%“1?‘12‘;% ;—JI:a,)Cau 24 thing  {QLSP-0563-12 19/10/2012 |19/10/2017
Hép chita 40 khay thi trong tai riéng, Hangeang, China) ¥ o VIst A
dung dich dém 4 162l
Bio Tracer HIV id Card
Hlé‘;) 30 tost ( dﬁ l::;dcéc Yhing thd Bio Focus Co., Ltd (9F., Dachyun |GREEN CROSS Corporation
khing HIV tjp 1.2 vi o trong huyétl R éﬁ°§°‘§;§i’”’?ﬁzﬂ%7_7 53 éizo'éhs‘mg:a;'“’ ?l‘l’ch;ng' 18thing  |QLSP-0603-12 11-06-12  [11-06-17
thanh, huyct twong hodc méu todn phén £-st, gei-do, p, ChungeheongBuk-Do,
cita ngudi) Korea) . |Korea)




MUREX HIV1/2.0 (Dinh tinh phat hién
khang thé khing HIV1, HIV2 phém 0 va

Diasorin S.p.A-UK Banch{dia chi:
Central

Cong ty ¢b phan y t Blrc
Minh

7 |HIVZ trong huyét thanh hodc huyét E | Road, Temple HiLL, Dartford, (dia chi: 56 51, ngb 205, 9thing  |QLSP-0626-13 24/01/2013 |24/01/2018
o 11a N npach 323/83, dudng Xuln
trong ngudi) Hop 96 tests, Hop 480 Kent, DAL o TN e
tests SLR-Usited Kingdom) Dinh, x& Xuin Dirh, huygn tx
sts. 8 Liém Ha Noi)
RV e ROCHE DIAGNOSTICS GMBH {F Hoffmann - La Roche Ltd.
8 [2F L Fzd, DIV-1&HTYE WORB | pHPQ |( dja chi Sandhofer 11668305 | Grenzachestrasse 124, 4070 9thing  |QLSP-0637-13 24/01/2013 |24/01/2018
huyét thanh va huyét trong ngudi) Hop Mannheim-Birc) Basel. Thuy 57
100 xét nghiém — - LY Y
?;“;yhs ?D;V Ag °°;“ﬁ"z‘1‘;{;r;;‘ A Nhi sin xubt: Roche Diagnostics |F.Hoffmann - La Roche Ltd.
2 Khéng nguy GmbH §ba ch@ : Sandhofer Grenzachestrasse 124, 4070 14 thing  |QLSP-0691-13 24-06-13  [25-06-18
uuyét thanb va buyét twong ngudi) 11668305, Mannheim, §oc Basgl, Thuy s¥
HBI Co, Ltd.(Pia chi: #7508, HBI Co, Ltd.(Pia chi: #7508,
Hisens HIV 1/2 card (phét hién dinh tinh Dongil Dongil
chc Technotwn 7 th.823, Kwanyang- Technotwn 7 th.823,
10 |khéng thé khang HIV 1/2 trong huyét R |Dong, Kwanyang-Dong, 18 thang |QLSP-0738-13 10-09-13 10-09-18
thanh, . Dongan-Gu, Anyang-Si, Gyeonggi{Dongan-Gu, Anyang-Si,
huyét tuong va méu toan phén) Do, Gyeonggi-Do,
431-716, Republic of korea) 431-716, Republic of korea)
Alere Determine HIV-1/2 Ag/Ab combo Céng ty TNHH Alere Medical Céng ty TNHH thwong mat -
(dinh tinh phat hi¢n khéng nguyén P24 Dfc: 37 Dich
11 |& KT HIV-1, HIV-2 trong huyét thanh, R |Matssudo-shi, Chiba Ken 270- | vu k¥ thuit luc tinh d/c: 606 10thang |QLSP-0747-13 1009-13  |10-09-18
buyét twong hoic méu todn phin 2214-Japan Trin Hung dzo- Quin 5- TP.
lHCM
Murex HIV Ag/Ab Combinati Pha o O pha )
ion /A% Combination ( Phat Dizsorin §.p.A-UK Banchidia chi: ;:,{:ﬁ ty co phan y t& Pac
cic KT c6 lién quan dén céc bénh Centrel . dia chi: S6 51, ngd 205
12 nhié'm trimg do VR viém gan C trong E Il(b:)atd,D'l' :;nple HiLL, Dartford, flgéch , 0g06 205, 12 thdng |QLSP-TTB-0787-14 |27-01-14 28-01-19
huyét thanh hoac huyét tuong bénh e, % . 323/83, duong Xuan Pinh, x3
ahin) 5LR-United Kingdom} Xuin Dinh. huvén ti Liém

2



SD Bioline HIV Ag/Ab combo ( phét
hién
dinh tinh khang nguyén P24 va KT dic

Standard Dianostics, inc. D/c: 156-
68,

Cong ty ¢6 phin y té Dic
Minh
(dia chi: S6 51, ngd 205,

i3 higu 881 véi HIV-1/HIV-2 trong huyét Hagﬂdong, Giheung-Ku, Yongin- jngich o ) 18 théang |QLSP-TIB-078%9-14 |[27-01-14 28-01-19
thanh, huyét fuong hoac méu todn phin 8i, kyonggi-do Korea 446-930- 323/83, dudmg Xuan Dioh, xd
e ¥et Sromg hod P Han quéc Xuén inh, buyén tir Liém
Ha Nai)
ADVIA Centaur® CHIV (xéc dinh dinh
tinh dong théi khang nguyén p24 cda Siemens Healtheare Disgnostics oo o TNHH Thuong Mai -
virus gy suy gidm mién dich & ngudi va Inc. (Dia chi san xuét: 333 Coney Dich Vyu K§ Thuit Luc Tinh
14 [héng thé khing virus gly suy gikm Street, Bast Walpole MA 02032, |7y - chi: 849 Trn Xuin Soan,| 10thdng  |[SPCH-TTB-0084-15 | 04-06-15 | 04-06-20
mién dich & ngudi tayp 1 (bae gdm USA; Pia chi van phong: 511 P. Tan Himg, Quin 7, Tp. Hb
nhém O) vi tuyp 2 trong huyét thanh Benedict Avenue, Tarrytown, NY Cln Mirh. Viét Nam)’ ’
hay huyét tvong 4 b trg viéc chin 10591 - 5097, USA) » U
dodn nhiém HIV)
o . . ~ s
I’SDVIA Centfur EHIV (xéc‘:‘ dinh dmh Siernens Healthcare Diagnostics C?ng ty TNHH 'IPuong Mai
tinh khéng the khang virus giy suy gidm Inc. (Dia chi sin xult: 333 Coney Dich Vu K§ Thujt Lyc Tinh
15 |mién dich & ngudi Type 1, bao gdm type : X (Pia chi: 849 Tran Xuan Soan,|- 10thing |SPCB-TTB-0085-15 | 04-06-15 | 04-06-20
’ A Street, East Walpele MA 02032, . N
pbu O, v&/hoic Type 2 trong huyét thanh i s ) P. Tén Hung, Quéan 7, Tp. Ho
hay huyét fron - USA; Pia chi van phong: 511 Chi Minh, Vigt Nam)
Yy Ay g ngudi) Benedict Avenue, Tarrytown, NY >
10591 - 5497, USA)
Vironostika® HIV Ag/Ab (Xic dinh su
hién dién cia khang thé khang virut giy . e .
suy gidm min djch & ngwdi (anti HIV-1, f:aﬁ%’;‘ c:‘g;"g;"cm_ 318"1' BioMéricua SA (Pja chi:
16 {anti-HIV-2 v& anti-HIV-nhém O) va Qii";ou ‘;fo ad (Nosth), Shanghai,|Chormin de POrme, 69280 12théng |SPCD-TTB- 0098-15 | 03-08-15 | 03-08-20
khing nguyén HIV-1 (khéng nguyén 200233 T 6 ’ ’|Marcy L Etoile - Phap)
HIV p24) trong huyét thanh va huyét » Trang Qubc)
trong ngudi
Standard Diagnostics Inc (65, fgﬁg téfg;aza‘g? f:; 205
SD HIV 1/2 ELISA 3.0 (Ph4t hién dj Borahagal- i - in : g ’ s
17 | o ki h K m(\l; én dioh orahagal-to, Giheung gu, Yongint . 1 333/83, dutmg Xuin | 12thing |SPCH-TTB-0102-15 | 03-08-15 | 03.08.20

si, Gyeonggi-do, Republic of
Korea)

Dinh, phuéng Xuin Pinh,
quin Bac Tir Liém, Ha Ngi)




SD Bioline HIV 1/2 3.0 (Phét hién ddng Standard Diagnostics Inc {65, Céng ty cb phén Y & Dire —_— —— - _
thi dinh tinh va pbén biét cic khang thé Borahagal-ro, Giheung-gu, Yongin{Minh (Pja chi: s 51, ng 205, . PR '
18 | gic bhigu véi HIV-1 (IgG, IgM, IgA) bao | |si, Gyeonggi-do, Republicof ngich 323/83, dudng Xuin 24thing  |SPCD-TTB-0104-15 | 03-08-15 } 03-08-20
gom typ phu O va HIV-2 ) Korea) Dinb, phudng Xudn Dinh,
quén Bic Ti Liém, Ha Noi} e
' iagnosti 65, Y S
SD Bioline HIV/Syphilis Due (Phat hién Standard Diagnostics Inc (63, |can0 4 o8 phin Y 6 D
" f Borahagal-ro, Giheung-gu, Yongind, . . £
19 |¢5ng thai khang the khang HIV-1/2 va R si, Gyeon '-,do R ublic’of Mich (Pia ch: s6 51, ngd 205, 24 thing |SPCD-TTB-0105-15 | 03-08-15 | 03-08-20
khing thé khang T.Pallidum) Koron) gg1-co, Bep ngich 323/83, dudmg Xuan
Dioh, phudmg Xuan Dinh,
quan Béc Tir Liém, Ha N&i)
D ine BIV-172 Alere mediacal Co., Ltd - Chiba |Céng ty TNHH TM-DV Ky
cterm i Plant thust Luc Tink
20 {Hop 100 tests R )17 Matsuhided, Matsadoshi, 849 Trkn Hiumg Dao, Phudng 14 thang |QLSP-0272-0% 22-02-16  22-02-21
Chiba-Ken 270-2214, Japan Téan Hung, Quéa 7, TP. HCM
Fujirebio. InC ' N FURE 2 e
62-5 Nihonbashi-Hamacho 2 — I(E{O;i% g (; fh:;_)y; ; SDz;éch
21 ;@R?&I?;sfv 1/2 MIX NKH ggg‘;’exfha‘:"k“’ Tokyo, 103+ |393/83 duomg Xuin Dinh, xi | 18thing |QLSP-0300-10 24-12-15  |24-06-16
P - Jep Xuan Dinh, huyén Tis Liém,
Ha Noi
BAN THANH PHAM CUA SINH PHAM CHAN POAN HIV
TEN SAN PHAM TEN NHA SAN XUAT TEN CONG TY PANG KY | HANDUNG | SO PANG KY HET HAN
Genedia HIV 172 Rapid 3.0 Bulk Hop Green Cross Medical Science Bema biotech Korea corp {2271
N . ’ Corp (156-50, naesong-1i, 3 Gugal-dong, Giheung-gu, X :
1 |gdm 5 bang chira loat bing thir + -
ﬁgch tridn fh; 52 logt bang thi +1 dung| R Geumwang-Eup, Eumseong-gun, |Yongin-si, Gyeongggi-do, 446- 18 théng QLSP-0466-11 16-12-16
) Chungcheongbuk-do, Korea) 903, Korea)






