VIEN VE SINH DICH TE TRUNG UCGNG CONG HOA XA HQI CHU NGHIA VIET NAM
TRUNG TAM UNG DUNG Poc lap - Ty do - Hanh phiic
KHOA HQC CONG NGHE Y SINH

S6: *5 /KHYS-VP Ha Ngi, ngay A8 thdng & ndm 2026
V/v moi cung cap bao gia
Hoa chat va sinh pham xét nghiém

Kinh giri: Cac don vi cung cip Hoa chét va sinh pham xét nghiém

Trung tdim Ung dung khoa hoc c6ng nghé y sinh dang ¢6 nhu cau té chirc
lya chon don vi cung cﬁip Hoa chét va sinh phém x€t nghiém phuc vu cho hoat
dong san xuét dich vu ngoai kiém huyét thanh hoc HIV; dich vu ngoai kiém
huyét thanh hoc HIV-HBsAg-HCV; dich vu ngoai kiém huyét thanh hoc sbt
Xuéat huyét Dengue.

Trung tdm Ung dung khoa hoc céng nghé y sinh kinh moi cac don vi c6
nang luc, kinh nghiém bao gia hang héa Héa chét va sinh phdm xét nghiém, cu
thé nhu sau:

1. Hang hoa yéu ciu bao gia: Danh muc, sb luong, tiéu chuin k¥ thuat
yéu cau hang héa dugc néu chi tiét tai Phu luc kém theo Céng vin nay.

2. Muc dich bao gia: Lua chon nha cung cép hang hoa.

3. Thong tin lién hé ciia ngwdi chiu trach nhiém tiép nhin bao gia

- Trung tdm Ung dung khoa hoc cong nghé y sinh - Vién V¢é sinh dich té
Trung wong. Dia chi: S6 01 phd Yéc-xanh, P. Hai Ba Trung, TP Ha Noi. Email:
khys@nihe.org.vn

- Nguodi chiu trach nhiém tiép nhan: Ba Nguyén Thi Td Quyén SPT:
0379686566.

4. Cach thirc tiép nhan bao gia

- Hd so béo gia xin giti qua dudng van thu dén: Trung tim Ung dung khoa
hoc cong nghé y sinh. Dia chi: S6 01 phé Yéc-xanh, P. Hai Ba Trung, TP Ha
Noi.

- Ho so bao gia ban dién tir xin gui vé dia chi email: khys@nihe.org.vn
(Pon vi bdo gia cung cép ban scan bao gia kém theo ban word hozc excel chao
gia dich vu).

5. Thoi han tiép nhan bao gia: Tir ngay phat hanh dén truéc 17h00 ngay
25 thang 03 nam 2026. Cac bao gia nhan duoc sau thoi diém néu trén sé khong
duoc xem xét.

6. Yéu cau ho so bao gia bao gom cac tai liéu sau

- Thu chao gia da bao gom thué GTGT va céc chi phi lién quan theo yéu
cau tai Phu luc dinh kém cong van nay.




- Thoi han c6 hiéu luc cua béo gia: THi thiéu 60 ngay, ké tir ngay ky, ban
hanh.

- Pon vi chio gi toan bd g6éi mua sim hodc bdo gia theo timg danh muc
hang hoéa trong ban moi chao gia.

7. Yéu cau don vi giri bao gia

- Béo gia dung muc luc, ghi ré cic phan bio gia nhu trong huéng dan.

- Khéng trong qua trinh thuc hién tha tuc giai thé, hodc bi thu hdi gidy
ching nhan dang ky doanh nghiép.

- Khéng dang trong thoi gian bi cdm tham du thu theo quyét dinh cia
ngudi c¢6 thim quyén.

- Khong bi truy ctru trach nhiém hinh su.

- Khéng thudc truong hop mat kha ning thanh toan theo quy dinh clia phép
luat vé doanh nghiép.

- Cam két gid tri ctia hang héa la phi hop, khéng vi pham phép luat vé canh
tranh, ban pha gia.

- Nhiing thong tin néu trong bao gia la trung thue.

Tréan trong cam on./.

Noi nhin: GIAM POC
- Nhu kinh guri; =

- Trang thong tin dién tir cia Vién Vé
sinh dich té Trung wong;

- Luu: KHYS.

Nguyén Thi Thu Ha

s NN




TRUNG TAM

UNG DUNG
KHOA HOC.
A\ CONG NGHE

PHU LUC: DANH MUC HANG HOA

heo moi cung cdp bdo gid Héa chat va sinh pham xét nghiém ngay A5 /05/2026)

Tén hang hoa,
dich vu

Tiéu chuan ky thuat/chi
tiet chinh

Code theo
hang

Xuat xir

bVT

S6
lwrong

Thrombin

1. Muc dich sir dung: San
xuét mau

2. Thong sb ky thuat:
Thrombin from bovine
plasma lyophilized
powder, 40-500 NIH
units/mg protein (biuret)
3. Bao quan: Nhiét d6 4m
sau (-2000)

4. Han st dung: > 12
thang

T4648-1KU

Sigma - My

100UN/
chai

Proclin 300

1. Muc dich str dung: San
xuit mau

2. Théng sb k¥ thuét: Lo
50ml chira Alkyl
Carboxylate CMIT/MIT,
3%

3. Bao quan: Nhiét d6
nhiét ¢ thuong (200C -
250C)

4. Han sur dung: > 12
thang

48912-U

Sigma - My

Chai
(50ml)

Elisa 1 (Murex
HIV Ag/Ab
Combination)

1. Muc dich sir dung: Xét
nghiém HIV

2. Théng sb ky thuét:

- Ki thuét elisa

- C6 d9 nhay 100%, do
ddc hiéu 99.78%

- Phat hién ca khang thé
IgG, IgM. IgA cua cac typ
HIV va khang nguyén P24
- Phat hién ca HIV-1 va
HIV-2

- Thich hop rira trén may
ria tu dong

- Ching nhan IVD

3. Bao quan: 20C - 80C

4. Han sur dung: > 9 thang

7G79-09

Diasorin -
Anh

Hop (96
test)

HOJ .S = \V"v\



STT

Tén hang hoa,
dich vu

Tiéu chuén k§y thuit/chi
tiet chinh

Code theo
hiang

Xuit xi&

bvT

S6
lwrong

XN nhanh 1 (HIV
1/2 Human
Immunodeficiency
Virus Rapid Test
Device)

1. Muc dich str dung: Xét
nghiém HIV

2. Théng sb k¥ thuat:

- C6 d0 nhay>99%, do
dac hiéu > 99%

- Nhén biét két qua o
rang bang mit thuong.

- Phat hién ca HIV-1 va
HIV-2

- Cho két qua nhanh tai 15
phut

3. Bao quan: 20C - 300C
4. Han sur dung: > 9 thang

[HI-402

Abbott (Abon
Biopharma) —
Trung Quéc

Hop (40
test)

XN nhanh 2
(Determine ™ TM
HIV 1/2)

1. Muc dich str dung: Xét
nghiém HIV

2. Thong sb k¥ thuat:

- D6 nhay va do dac hiéu
cao >99%

- Phat hién ca HIV-1 va
HIV-2

- Nhan biét két qua o
rang bang mat thuong

- C6 kha nang kiém tra
chét lwong cua kit trong
mbi xét nghiém

- Cho két qua nhanh tir
phiit s6 15, d6 6n dinh cta
két qua dat 60 phut

- Thao tac don gian,
khong yéu cdu may moc

- Ching nhéan IVD

3. Bao quan: 20C - 300C
4. Han str dung: > 9 thang

7D23-43

Abbott
Diagnostics
Medical Co,

Ltd - Nhat
Ban

Hop
(100 test)

XN nhanh 3
(Determine ™ TM
HIV 1/2)

1. Muc dich sir dung: Xét
nghiém HIV

2. Thong s6 k¥ thuat:

- B0 nhay va @6 dac hiéu
cao >99%

- Phat hién ca HIV-1 va
HIV-2

- Nhin biét két qua r&
rang bang mat thuong

- C6 kha ning kiém tra
chét luong cua kit trong
mdi xét nghiém

- Cho két qua nhanh tir
phut s6 15, 6 6n dinh cua
két qua dat 60 phut

- Thao tac don gian,
khéng yéu cau may moc
- Chirng nhéan IVD

7D23-43

Abbott
Diagnostics
Medical Co,

Ltd - Nhat
Ban

Hop
(100 test)




STT

Tén hang hoa,
dich vu

Tiéu chuin ky thuat/chi
tiét chinh

Code theo
hang

Xuat xir

bvT

S6
lwgng

3. Bao quan: 20C - 300C
4. Han str dung: > 9 thang

XN nhanh 4 (SD
Bioline HIV 1/2)

1. Muc dich str dung: Xét
nghiém HIV

2. Thong sb ki thuat:

- Ki thuat xét nghiém
nhanh

- Co6 d9 nhay 100% va do
déc hiéu > 99%

- Phat hién ca HIV-1 va
HIV-2

- Nhén biét két qua 5
rang bang mét thuong

- Cho két qua nhanh 10-
20 phut

- C6 kha nang kiém tra
chat lugng cua kit trong
mdi xét nghiém

- K¥ thuét thao tac don
gian, khéng yéu ciu may
moéc trang thiét bi hién dai
- Chimg nhan IVD

3. Bao quan: 20C - 300C
4. Han st dung: > 9 thang

03FK10

Abbott
Diagnostics
Korea Inc/
Han Quédc

Hop
(30 test)

XN nhanh 5
(Rapid Anti-HIV
1&2 Test Card)

1. Muc dich sir dung: Xét
nghiém HIV

2. Thanh phan

- Ki thuét xét nghiém
nhanh

- B6 nhay va do dac hiéu
cao >99%

- Phat hién ca HIV-1 va
HIV-2

- Nhan biét két qua r5
rang bang mét thuong.
Cho két qua nhanh, do 6n
dinh cta két qua dat 15-20
phut

- C6 kha nang kiém tra
chit luong cua kit trong
mdi xét nghiém,

- Chimg nhén IVD

- K¥ thuat thao tac don
gian, khong yéu cau may
mbc trang thiét bi hién dai
3. Bao quan: 20C - 300C
4. Han sur dung: > 9 thang.

IPT02006-
TC40

Intec - Trung
Quoc

Hop (40
test)




STT

Tén hang hoa,
dich vu

Tiéu chuan ky thuat/chi
tiet chinh

Code theo
hang

A r
Xuat xw

bVT

S6
lwong

XN nhanh 6
(Standard Q HIV
1/2 Ab 3-line
Test)

1. Muc dich str dung: Xét
nghiém HIV

2. Théng sb k¥ thuét:

- Ki thuat xét nghiém
nhanh

- Co6 d9 nhay 100% va dd
dac hiéu > 99%

- Phat hién ca HIV-1 va
HIV-2

- Nhan biét két qua 5
rang bang méat thudong

- Cho két qua nhanh 10-
20 phut

- C6 kha nang kiém tra
chét lugng cna kit trong
mdi xét nghiém

- K¥ thuat thao tac don
gian, khéng yéu cau may
moc trang thiét bi hién dai
- Chting nhan IVD

3. Bao quan: 20C - 300C
4. Han st dung: > 9 thang

09HIV30D

SD Biosensor

Hop (25
test)

10

XN nhanh 7
(Truline HIV 1/2
Ab Rapid Test)

1. Muc dich sir dung: Xét
nghiém HIV

2. Thanh phan

- Ki thuat xét nghiém
nhanh

- Do nhay va d6 dac hiéu
cao >99%

- Phat hién ca HIV-1 va
HIV-2

- Nhén biét két qua 15
rang bang mit thuong.
Cho két qua nhanh, d 6n
dinh cua két qua dat 15-20
phut

- C6 kha nang kiém tra
chét lwong cia kit trong
moi xét nghiém,

- Chimg nhan IVD

- K§ thuat thao tac don
gian, khong yéu cau méy
moc trang thiét bi hién dai
3. Bao quan: 20C - 300C
4. Han str dung: > 9 thang.

[HIB-402

Medicon —
Viét Nam

Hop (40
test)




STT

Tén hang hoa,
dich vu

Tiéu chuén ky thuit/chi
tiet chinh

Code theo
hang

Xuat xwr

bVvT

S6
lwrong

11

XN nhanh 7
(Sinh phdm RPR)

1. Muc dich str dung: Xét
nghiém Giang Mai

2. Thong sb KT:

- Kit dinh tinh va ban dinh
lwong khang thé T.
pallidum trong huyét
thanh hozc huyét tuong
nguoi.

- Thanh phan: Buffer
sodium/ potassium
phosphate 10 mM,
Choline chloride

%, Lipids
Charcoal 0.02 %,
EDTA 12.5 mM
Preservatives and
stabilizers

- Chimg duong: Huyét
thanh cuia ngudi, phan g
chéng lai cac khang
nguyén Carbon RPR.

- Chimg am: Huyét thanh
dong vét

3. Bao quan: 20C - 80C

4. HSD: > 9 thang.

10.0
0.12 %,

992405

Quimica
Clinica
Aplicada,S.A-
Tay Ban Nha

Hép
(500 test)

12

XN nhanh 8 -
Sinh pham xét
nghiém sang loc
syphilis

1. Muc dich str dung: Xét
nghiém giang mai

2. Thong s6 k¥ thuat:

- C6 do nhay > 99% va do
dac hiéu > 99%

- Phat hién ca khang thé
IgG, IgM, IgA khang
xoan khuan Giang Mai

- Str dung dugc cho mau
mau toan phin, huyét
thanh, huyét twong

- Poc két qua sau 5-20
phut

- Ching nhén IVD

3. Bao quan: 20C - 300C
4. HSD: > 9 thing

06FK10

Bioline - Han
Quoc

Hop (30
test)

Al



STT

Tén hang hoa,
dich vu

Tiéu chuin ky thuat/chi
tiét chinh

Code theo
hang

Xuat xir

bVvT

S6
lwong

13

XN ngung két hat
1 - Sinh pham
khang dinh TPHA

1. Muc dich sir dung: Xét
nghiém Giang Mai

2. Thong so6 k¥ thuét:

- Kit dinh tinh va ban dinh
lwong khang thé T.
pallidum trong huyét
thanh hodc huyét turong
nguoi

- Sir dung mau huyét
thanh

- Poc KQ sau 1gio ¢ nhiét
do phong

3. Bao quan: 20C — 80C

4. HSD: > 9 thang

8.00.19.0.0100

Atlas Medical
GmbH - DPuc

Hép (200
test)

14

Western Blot

1. Muc dich str dung: Xac
dinh dic tinh mau

2. Thong s6 k¥ thuét:

- Xét nghiém HIV bing
k¥ thuat Immuno Blot
tuong duong véi Western
Blot. Bo xét nghiém dua
trén nguyén tic xét
nghiém mién dich enzyme
- Protein téi tng hop va
peptide nhén tao tir HIV-
1, HIV-1 nhém O va HIV-
2 duoc ghép 1én thanh céac
vach trén que xét nghiém.
— Sir dung méu huyét
thanh/ huyét tuong, phén
biét duoc HIV-1 va HIV-
2

- Khang nguyén duoc
dung dé phat hién HIV-1:
sgp120, gp41, p31, p24,
pl7. Trong d6 p31, p24 va
pl7 cling phan tmg chéo
voi HIV-2.

- Khang nguyén phat hién
HIV-1 nhém O: sgp120.

- Khang nguyén phat hién
HIV-2: gp36 va sgp105.

- Céc khang nguyén chiét
tach tir protein tai tong
hop va peptide nhan tao
nham tao su dong déu
gitra cac 16

- Co 4 vach chimg: vach
background, vach ngudng
+, vach chung duong 1+
va vach ching duong 3+

80540

Fujirebio
Europe N.V. -
Bi

Hop (20
test)




STT

Tén hang hoa,
dich vu

Tiéu chus"qin ky thuat/chi
tiet chinh

Code theo
hing

Xuat xw

bVvT

h
lwrong

— C6 thé sir dung hé théng
may xét nghiém mién dich
ban tu dong TENDIGO.

— D0 nhay: 100%

— D0 dic hiéu: >=96%.

3. Bédo quan: 2°C — 8°C

4. Han str dung: > 9 thang

15

Elecsys Syphilis

1. Muc dich str dung: Xét
nghiém giang mai

2. Thong s6 k¥ thuat:

- Xét nghiém mién dich in
vitro ding dé dinh tinh
cac khang thé khang
Treponema pallidum
trong huyét thanh va
huyét trong ngudi.

- Thanh phéan:

+ M Vi hat phu
Streptavidin (nap trong), 1
chai, 6.5 mL:

+ Vi hat phu Streptavidin
0.72 mg/mL; chét bao
quan.

+ R1 Khéang nguyén tai
t6 hop dac hiéu TP (E.
coli)~biotin (ndp xam), 1
chai, 9 mL: Khang nguyén
tai to hop déc hiéu TP
danh dau biotin (E. coli),
0.7 mg/L; dém MESb) 50
mmol/L, pH 6.5; chit bao
quan.

+ R2 Khang nguyén tai
t6 hop dic hiéu TP (E.
coli)~Ru(bpy) (nip den),
1 chai, 9 mL:

- Khéng nguyén tai td hop
ddc hiéu TP danh déu
phirc hop

ruthenium 0.7 mg/L, dém
MES 50 mmol/L, pH 6.5;
chéit bao

quan.

Tiéu chuan ISO 13485,
CEIVD.

3. Bao quan: 20C - 80C
4. Han str dung: > 9 thang

6923348190

Roche - Puc

Hop (100
test)

WA\ o553 /v




STT

Tén hang hoa,
dich vu

Tiéu chuin k§ thut/chi
tiet chinh

Code theo
hang

Xuat xw

bVvT

S6
lwrong

16

Syphilis PC
Elecsys

1. Muc dich str dung:
Ching cho xét nghiém
giang mai
2. Thong s6 ky thuat:
- Hoa chét kiém tra chat
lugng xét nghiém mién
dich Elecsys Syphilis trén
may phan tich xét nghiém
mién dich cobas e.
- Thanh phén:

+PC SYPH]1: 2 chai
(2.0 ml/chai) huyét thanh
chimg. Huyét thanh
nguoi, &m tinh véi khang
thé khang -Treponema
pallidum; chat bao quan.
Gia tri dich cho chi sb
ngudng: khoang 0.15

+ PC SYPH2: 2 chai
(2.0 ml / chai) huyét thanh
chimg Huyét thanh ngudi,
dwong tinh véi khang thé
khéang -Treponema
pallidum; chit bao quan.
Gia tri dich cho chi sb
ngudng: khoang 5.00
- Tiéu chuan ISO 13485,
CEIVD
3. Bao quan: 20C - 80C
4. Han st dung: > 6 thang

6923364190

Roche - Buc

4x2ml/
hop

47

HIV combi PT
Elecsys Cobas E
100

1. Muc dich sir dung: Xét
nghiém HIV

2. Thong sb k¥ thuat:

- B thude thir (M, RO,
R1, R2) dugc dan nhan
HIVCOMPT.

- Cu thé:

+ M: Vi hat phu
Streptavidin (ndp trong), 1
chai, 6.5 mL:

Vi hat phu Streptavidin
0.72 mg/mL; chat bao
quan.

+ R0O: Pém MES 50
mmol/L, pH 5.5;1.5%
Nonidet P40; chat bao
quén (ndp tring), 1 chai, 4
mL.

+ R1: Anti-p24~, khang
nguyén téi t6 hop dic hiéu
HIV-1/-2 (E. coli)~.

8924163190

Roche - Pric

Hop (100
test)




STT

Tén hang héa,
dich vu

Tiéu chuén ky thuat/chi
tiét chinh

Code theo
hang

Xuat xw

bVT

S6
lwgng

peptide dac hiéu HIV-1/-
2~biotin (ndp xam), 1
chai, 7 mL: Khéng thé
don dong khang p24 danh
dAu biotin (chudt), khang
nguyén tai td hop dic hiéu
HIV-1/-2 danh déu biotin
(E. coli), peptide dac hiéu
HIV-1/-2 d4nh déu biotin
> 1.3 mg/L; dém TRIS 50
mmol/L, pH 7.5; chit bao
quan.

+ R2: Anti-p24~, khang
nguyén tai t6 hop dic hiéu
HIV-1/-2 (E. coli)~,
peptide dac hiéu HIV-1/-
2~Ru(bpy)2+

3 (ndp den), 1 chai, 7 mL:
Khéang thé don dong
khang p24 (chudt), khang
nguyén tai td hop dic hiéu
HIV-1/-2, peptide dic
hiéu HIV-1/-2 dénh déu
phirc hgp ruthenium > 1.5
mg/L; dém TRIS 50
mmol/L, pH 7.5; chét bao
quan.

- HIVCOMPT Call Mau
chudn 4m tinh (np tring),
2 chai (d6ng kho) dé pha
mdi chai 1.0 mL: Huyét
thanh ngudi, khéng phan
{mg véi khang thé khang
HIV-1 va khang thé khang
HIV-2.

' HIVCOMPT Cal2 Mau
chuan dwong tinh (nép
den). 2 chai (dong kho) dé
pha méi chai 1.0 mL:
Huyét thanh ngudi duong
tinh v&i khang thé khang
HIV-1 (bét hoat) trong
huyét thanh ngudi 4m tinh
véi khang thé khéang HIV-
1 va khéang thé khang
HIV-2.

- Chimg nhén CE-IVD

3. Bao quan: 20C - 80C

4. Han sur dung: > 6 thang

- Y = SN

i

WL



STT

Tén hang hoa,
dich vu

Tiéu chuian ky thuat/chi
tiét chinh

Code theo
hang

Xuat xir

bVvT

S6
lwgng

18

HIV PC Elecsys

1. Muc dich sir dung: Mau
ching sinh pham xét
nghiém HIV

2. Thong s6 KT:

PC HIV1, HIV 2, chimg
khang nguyén p24 va
ching am tinh

Bao quan va do 6n dinh

3. Bao quan: 20C - 80C
4. Han sur dung: > 6 thang

6924107190

Roche - Duc

6x2ml/
hop

19

Procell Elecsys

1. Muc dich str dung:
Dung trong xét nghiém
2. Théng s6 KT:

Hoa chit hé thong tham
gia phan ing dién hoa
phat quang

11662988122

Roche - Puac

6 x 380ml/
hdp

20

Clean cell Elecsys

1. Muc dich str dung:
Dung trong xét nghiém
Hoa chét hé thong tham
gia vao qua trinh rura

3. Bao quan: 20C - 300C
4. Han sir dung: > 12
thang

11662970122

Roche - Duec

6 x 380ml/
hop

21

Elecsys Sys Wash

1. Muc dich sir dung:
Dung trong xét nghiém

2. Thong s6 KT:

Hoa chat hé thong tham
gia vao qua trinh rira may
3. Bao quan: 20C - 300C
4. Han str dung:>12 thang

11930346

Roche - Puc

Hép (500
ml)

2

SD Bioline
Dengue Duo

1. Thanh phan:

+ 10 thanh thir boc trong
tai riéng

+ 10 Ong nho giot

+ 10 Ong mao quan

+ 1 Lo dung dich dém

2. Bao quan: 1 —300C

3. Han str dung: > 6 thiang

11KF45

Standard
Diagnostics,
Han Quoc

23

Dengue virus [gM
ELISA

1. Thanh phan: - Dung
dich pha loang

- Khang nguyén

- Chung

- Dung dich rira

- Cong hop

- Co chét TMB

- Dung dich dirng phan
ung.

2 Piéu kién bao quan: 2-
8°C

3. Han str dune > 06 thane

M1018

Vircell - Tay
Ba Nha

Hop




STT

Tén hang hoa,
dich vu

Tiéu chuin ky thuat/chi
tiét chinh

Code theo
hang

A -
Xuat xw

bVT

SH
lugng

24

Dengue virus NS1
ELISA

1. Thanh phan:

-12 dai dia, mdi dai chira
8 giéng

- B6 hiéu chudn: 3x2ml

- 2ml ching duong, 2ml
ching am,

- 12 ml Cong hop

- 50 ml dung dich dém

- 100ml dung dich rira
10X

- 12 ml Co chat TMB

- 12 ml dung dich dumng
phan ng.

2. Piéu kién bao quan: 2-
8°C

3. Han str dung > 06 thang

EQ 266a-
9601-1

Euroimmun -
Duc

25

Dién hoa phat
quang XN HBsAg
(Elecsys HBsAg
IT)

1. Muc dich str dung: dinh
tinh khang nguyén bé mit
viém gan B (HBsAg)
trong huyét thanh va
huyét trong ngudi

2. Thong s6 k§ thuat:

- B9 thude thir (M, R1,
R2) dugc dan nhan
HBSAGII.

- Thanh phén:

+ M: Vi hat phu
streptavidin (nép trong), 1
chai (6.5 ml). Vi hat phu
streptavidin 0.72 mg/mL;
chit bao quan.

+ R1 Anti-HBsAg-
Ab~biotin (nép xam), 1
chai (8 ml). Hai khang thé
don dong dac hiéu khang
HBsAg (chudt) > 0.5
mg/L; dém phosphate 100
mmol/L, pH 7.5; chit bao
quan.

+ R2 Anti-HBsAg-
Ab~Ru(bpy) (nép den), 1
chai (7 ml). Khang thé
don dong khang HBsAg
(chudt), khang thé da
dong khang HBsAg (ctru)
danh d4u phtrc hop
ruthenium > 1.5 mg/L;
dém phosphate 100
mmol/L, pH 8.0; chat bao
quan.

- HBsAG II Call: Mau

8814856190

Roche - Puc

100 test/kit

A AN e



STT

Tén hang hoa,
dich vu

Tiéu chuin ky thuét/chi
tiét chinh

Code theo
hang

A -
Xuat xior

bVT

S6
lwrong

chuén 4m tinh 1 (ndp
trang), 2 chai mdi chai
(1.3 ml). Gom huyét thanh
ngudi; chat bao quan.

- HBsAG 1I Cal2: Méu
chuén duong tinh 2 (nép
den), 2 chai méi chai (1.3
ml). HBsAg khoang 0.5
[U/mL trong huyét thanh
ngudi, chét bao quan.

- Dat tiéu chuan IVD

3. Bao quan: 20C - 80C
4. Han str dung: > 6 thang

26

Dién hoa phat
quang XN HBsAg
(Elecsys HBsAg
Confirmatory
Test)

1. Muc dich str dung:
Thube thir xét nghiém
Elecsys

nguyén bé mit viém gan
B trong méu huyét thanh
va huyét tuong ngudi co
phan tng 1ap lai khi thir
voi xét nghiém Elecsys
HBsAg II

2. Thong sb k¥ thuat:

- B thude thir gdm
HBsAg Confirmatory Test
1 va HBsAg Confirmatory
Test 2.

- Thanh phén:

+ HBsAg Confirmatory
Test 1: Thude thir khing
dinh (nip den). 2 chai mdi
chai 1.0 mL. Thanh phan
gbém: Anti-HBsAg (ctru) >
500000 TU/L trong huyét
thanh ctru; dém MESD) 85
mmol/L. pH 6.5; chat bao
quan.

+ HBsAg Confirmatory
Test 2: Thude thir chimg
(ndp tring). 2 chai. moi
chai 1.0 mL. Thanh phan
gém: Huyét thanh ciru 4m
tinh khang HBsAg; dém
MES 80 mmol/L. pH 6.5;
chit bao quan.

- Pat tiéu chuan IVD

3. Bao quan: 2o0C - 80C

4. Han str dung: > 6 thang

9127127190

Roche - Pirce

100 test/kit




STT

Tén hang hoéa,
dich vu

Tiéu chuén k§ thuit/chi
tiet chinh

Code theo
hang

Xuat xir

bvT

S6
lwgng

27

Dién hoa phat
quang XN HBsAg
(Diluent Universal)

1. Muc dich str dung;: chat
pha loang mau két hop voi
thudc thir xét nghiém
Elecsys.

2. Théng sb k¥ thuét:

- B4 thude thir gdm 2 chai,
mdi chai 16ml.

- Thanh phan: Hon hop
protein; chat bao quan < 0.1
%.

- Pat tiéu chuéan IVD.

3. Bao quan: 20C - 80C

4. Han str dung: > 9 thang

11732277122

Roche - Buc

2x 16 mL

28

Dién hoa phat
quang XN HCV
(Elecsys Anti
HCV II)

1. Muc dich str dung: Xét
nghiém chan do4n in vitro
dung phat hién dinh tinh
khéng thé khang vi rut
viém gan C (HCV) trong
huyét thanh/ huyét tuong
ngudi
2. Théong s6 k¥ thuat:
Thanh phén:
- B6 thudc thir (M, R1,
R2) dugc dan nhidn
A-HCV II.
- Thanh phin

+ M: Vi hat phu
Streptavidin (nip trong), 1
chai, 6.5 ml. Vi hat phu
Streptavidin 0.72 mg/ml;
chit bao quan.
+ R1 HCV-specific
antigens~biotin, 1 chai
(18 ml). Khang nguyén
ddc hiéu HCV dénh dau
biotin, d&m HEPESbD), pH
7.4; chét bao quan.
+ R2 HCV-specific
antigens Ru(bpy), 1 chai
(18 ml). Khang nguyén
ddc hiéu HCV danh déu
phtrc hop ruthenium > 0.3
mg/L, d¢m HEPES, pH
7.4; chét bao quan.
b) Chuing Cal:
+ HEPES = [4-(2-
hydroxyethyl)-
piperazine]-ethane
sulfonic acid A-HCV II
Call MAu chuén dm tinh
1: 2 chai (1.3 ml / chai),
6 huyét thanh nguoi, chit

6368921190

Roche - Pic

100 test/kit

A P

WY, N



STT

Tén hang hoa,
dich vu

Tiéu chuin ky thuit/chi
tiét chinh

Code theo
hing

A ’
Xuat xir

bVvT

S6
lrgng

bao quan.

A-HCV II Cal2 Mau
chuén duong tinh 2: 2
chai (1.3 ml). Huyét thanh
nguoi duong tinh véi
khang thé khang HCV;
chét bao quan. Khong
phan tmg voi HBsAg,
khang thé khang HIV 1/2.
- Pat tiéu chuén IVD

3. Bao quan: 20C - 80C
4. Han st dung: > 6 thang

29

ISE Cleaning
Solution

1. Muc dich sir dung: Dé
lam sach don vi ISE trén
may Cobas E411.

2. Théng s6 ky thuit:

- Natri hydroxide 3 mol/L
- Dung dich natri
hypochlorite

- Phu gia

3. Bao quan: tranh anh sang,
20C - 80C

4. Han su dung: > 9 thang

11298500316

Roche - Buc

5x100mL

30

HBsAg PC
Elecsys (Preci
Control HBsAg
IT)

1. Muc dich str dung: Hoa
chét kiém tra chét lwong
cac xét nghiém Elecsys
HBsAg II

2. Théng sb k¥ thuat:
Thanh phén:

- PC HBSAGIII: 8 chai
(1.3 ml huyét thanh chimg
chai).

Huyét thanh ngudi, 4m
tinh voi HBsAg; chit bao
quan.

Khoang gidi han dich cho
chi sé ngudng: 0.0-0.80

- PC HBSAGII2: 8 chai,
(1.3 ml/ chai). Huyét
thanh chung HBsAg
(nguoi) khoang 0.2 TU/mL
trong huyét thanh ngudi;
chét bao

quan. Khoang gidi han
dich cho chi sé ngudng:
2.6-5.0

- Pat tiéu chuan IVD

3. Bao quan: 20C - 80C
4. Han sir dung: > 6 thang

4687876190

Roche - Buec

16x1.3
mL




STT

Tén hang hoa,
dich vu

Tiéu chuin ky thuat/chi
tiet chinh

Code theo
hang

Xuat xw

bVvT

S6é
lwrong

3l

HCV PC Elecsys
(Preci Control
Anti HCV)

1. Muc dich sir dung:
diing dé kiém tra chat
lugng cac xét nghiém
mién dich Anti HCV

2. Thong s6 k¥ thuat:
Thanh phén:

-PC A-HCV1: 8 chai (1.3
m) mau chiing huyét
thanh 4m tinh véi khang
thé khang HCV; chét bao
quan. Khoang gidi han
dich cho chi sé ngudng:
0-0.3

- PC A-HCV2: 8 chai (1.3
ml) miu ching huyét
thanh khang HCV
(ngudi); chét bao quan.
Gia tri dich cho chi sb
ngudng Anti-HCV II:
khoang 4

- Pat tiéu chuan CE IVD.
3. Bao quan: 20C - 80C
4. Han st dung: > 6 thang

3290379190

Roche - Buac

16x1.3
mL

32

XN nhanh 1
(Determine™
HBsAg 2)

1. Muc dich sir dung: Xét
nghiém HBsAg

2. Théng s6 k¥ thuat:

- D6 nhay: 98.4%

- Do dac hiéu > 99,6%

- Gidi han phat hién
>=(.11U/ml

- Cho két qua nhanh trong
vong 15 phut. P6 6n dinh
cua két qua xét nghiém téi
30 phut, khong can sir
dung thém dung dich dich
dém cho mAu méau huyét
thanh, huyét tuong.

- Str dung dugc cho céac
loai mau: Huyét thanh,
huyét tuong, mau tinh
mach, mau dau ngoén tay
cua nguoi.

- Chirng nhan IVD

3. Bao quan: 20C - 300C
4. Han sir dung: > 9 thang

7D29-43

Abbott
Diagnostics
Medical Co.,
Ltd.;Nhat
Ban

100 test/kit




STT

Tén hang héa,
dich vu

Tiéu chuan ky thuit/chi
tiét chinh

Code theo
hing

Xuat xwr

bVvT

So
lwgng

34

XN nhanh 2
(BiolineTM
HBsAg)

1. Muc dich str dung: Xét
nghiém dinh tinh khéng
nguyén bé mit cua virus
viém gan B

2. Thong s ky thuat:

- Loai mau st dung:
Huyét thanh. huyét twong
- Thanh xét nghiém dang
khay

- b6 nhay tuong quan
100%. do dac hiéu tuong
quan 100%

- Poc két qua vio ding
sau 20 phut

- Pat tiéu chuan IVD

3. Béo quan: 20C - 300C
4. Han str dung: > 9 thang

01FK10

Abbott
Diagnostics
Korea Inc —

Han Quéc

30 test/kit

34

XN nhanh 2
(Standard Q
HBsAg)

1. Muc dich str dung: Xét
nghiém dinh tinh khang
nguyén bé mat ciia virus
viém gan B

2. Thong s6 k§ thuat:

- Loai mau sir dung: Huyét
thanh, huyét twong

- Thanh xét nghiém dang
khay

- D6 nhay tuong quan 100%,
dd dac hiéu tuong quan
100%

- Poc két qua vao ding sau
20 phat

3. Bao quan: 20C - 400C
4. Han sir dung: > 9 thang

09HBS10D

SD
Biosensor, InC
- Han Quoc

25 test/kit

XN nhanh 3
(One step HBsAg
Test Card)

1. Muc dich str dung: Xét
nghiém dinh tinh khang
nguyén bé mat ciia virus
viém gan B

2. Théng sb k¥ thuat:

- Cho két qua nhanh trong
vong 15 phit. D6 én dinh
ctia két qua xét nghiém tdi
20 phat.

- Loai méu sir dung: Huyét
thanh, huyét tuong, mau
mau toan phan.

- Thanh xét nghiém dang
khay

- D§ nhay 100%, d6 dic
hiéu >99.4%

3. Bao quan: 20C - 300C
4. Han sir dung: > 9 thang

ITP01003-TC40

Intec — Trung
Quoc

40 test/hp




STT

Tén hang héa,
dich vu

Tiéu chuin ky thuit/chi
tiet chinh

Code theo
hiang

Xuat xwr

bVvT

S6
lwgng

36

XN nhanh 4
(STANDARD™ QQ
HCV Ab Test)

1. Muc dich str dung: Xét
nghiém dinh tinh phat hién
khang thé HCV trong huyét
thanh, huyét twong hoac mau
toan phan ngudi.

2. Thong s6 k' thuat:

- Loai méu str dung: Huyét
thanh, huyét twong

- Thanh xét nghiém dang
khay

- Loai méu str dung: Huyét
thanh, huyét tuong, mau
mau toan phan.

- B nhay: 100%, do dic
hiéu > 97%

- Thoi gian doc két qua tir 5-
20 phut

- Pat chimg nhén ISO
13485, nam trong danh sach
khuyén cdo cia WHO

3. Bao quan: 20C - 400C

4. Han suir dung: > 9 thang

09HCV10D

SD
Biosensor, InC
- Han Quoc

25 test/hdp

37

XN nhanh 4
(Bioline HCV)

1. Muc dich sir dung: Xét
nghiém dinh tinh khang
nguyén bé mat ciia virus
viém gan C

2. Théng sb ky thuat:

- Loai mau sir dung: Huyét
thanh, huyét tuong

- Thanh xét nghiém dang
khay

- b6 nhay > 99%, do dac
hiéu > 98%

- Thoi gian doc két qua tir 5-
20 phuat

- Pat tiéu chuén IVD

3. Bdo quan: 20C - 8o0C

4. Han sir dung: > 9 thang

02FK10

Abbott
Diagnostics
Korea Inc -

Han Quédc

30 test/hop

38

XN nhanh 5 (HIV
Hepatitis C Virus
Rapid test strip
(serum / Plasma)

1. Muc dich sur dung: Xét
nghiém dinh tinh khang
thé khang HCV

2. Thong s ki thuat:

- Loai miu sir dung:
Huyét thanh, huyét twong
- Thanh xét nghiém dang
khay

- B§ nhay 100%, d0 dac
hiéu >99.78%

3. Bao quan: 20C - 300C
4. Han str dung: > 9 thang

IHC-302

Abbott
(Abon) Trung
Quoc

40 test/hdp

e



