
BOYTE
VI:E:NPASTEUR

THANH PHO HO CHi MINH
s6: 466/PAS-KHTH

CQNG HOA xX HQI cnu NGHiA VI:E:TNAM
DQc I~p - Tl! do - H~nh pht'ic

Thanh pht5 H6 Chi Minh, ngay 16 thdng 02 nam 2023

THU MOl BAo GIA
Cung cip sinh phAm, v~t to' tieu hao cho hoat dQng xct nghi~m

Kinh giri: Cac cong ty quan Him

Vien Pasteur Thanh ph6 H6 Chi Minh dang co k€ hoach v~ viec mua s~m sinh pharn,

v~t illtieu hao phuc vu hoat dQngxet nghiem;

Ngay 09/02/2023, Vien Pasteur Thanh ph6 H6 Chi Minh dff phat hanh cong van s6

383/PAS-KHTH v~ viec yeu cfrubao gia;

D€n hSt ngay 15/2/2022, Vi~n Pasteur Thanh ph6 H6 Chi Minh vfut chua nhan du bao

gia theo quy dinh, d~ co co sa xay dung kS hoach du toan mua s~m, Vi~n Pasteur Thanh ph6

H6 Chi Minh moi cac cong ty quan Himti€p tuc tham gia bao gia nQi dung nhu sau:

STT Ten hang hoa Di)c tinh ky thu~t Quy each
DO'D
vi
tinh

S6 Ohi
hrong ch ti

23

35

Dung dich ki~m
chuAnAnti-HBc

Hoa chat chuan xet n~hi~m mi~n dich vi
hat hoa phat quang de phat hi~n djnh Hnh
khang th~ khang khang nguyen loi virus
viem gan B (anti-HBc) trong huyet thanh
va huyet tuang.
- Thanh phfrn: huyet tuang nguOi da v6i
hoa va chclt nhuQm. Mftu chuAn co phcin
(mg vOi anti-HBc
- QUY cach dong goi: hQp/I x 3 ml
Hoa chat hi~u ch(mg xet nghi~m mi~n
dich vi h~t hoa phat quang d~ phat hi~n
dinh tinh kMng th~ khang khang nguyen
loi virus viem gan B (anti-HBc) trong
huyet thanh va huyet tuang.
- Thanh phfrn: Control - thanh phfrn la
huyet tuang nguOi da v6i hoa; Control +
thanh phfrn la huyet tuang nguOi da v6i
hoa va chclt nhuQm, va co phcin (mg vOi
anti-HBc
- Quy cach dong goi: hQp/2 x S ml

2 Dung dich ki~m
ch(mg Anti-HBc

Hoa chfrt xet
nghi~m Anti-HBc

Xet nghi~m mi~n djch vi h~t hoa phat
quang d~ pMt hi~n dinh tinh khang th~
khang khang nguyen 16ivirus viem gan B
(anti-HBc) trong huyet thanh va huyet
tuang.

3

lx3mLlhQP HQP

2xSmLlhQP HQP

200 testihQP HQp 50

hc
qt

_q
tm

.p
as

_Q
ua

n 
tri

 m
an

g_
20

/0
2/

20
23

 1
0:

42
:2

0



2

Don s6 GhiSTT Ten bang h6a D~c tinh ky tbuit Quy cach vi 1U'Q'ng chutinh
- Thanh phan: Microparticle (Khang
nguyen 15ivirus viem gan B (E. coli, tai
16 hop) phu tr~n vi hat 1ron~ dung dich
d~m TRIS. Nang dQtoi thieu: 0.08% ran.
Ch~t bao quan: ProClin 950 va sodium
azide); Conjugate (Ch~t k~t hop anti-
human c6 danh d~u murine acridinium
trong dung dich d~m MES voi ch~t 6n
dinh protein. N6ng d<)t6i thieu: 0.04
ug/ml., Ch~t bao quan: sodium alkyl
paraben va sodium azide); Assay diluent
(Ch~t 6n dinh protein murine trong d~m
MOPSO. Ch~t bao quan: ProClin 950 va
sodium azide); Specimen diluent (Ch~t
khir trong d~m MOPSO)
- DQnhay 100.00% (408/408) voi khoang
tin c~y 95% trong khoang 99.10% d~n
100%, voi dQnhay mong doi 100%.
- DQd~c hieu dat 99.85% tren M~u hi~n
mau - Huyet thanh (262112625)
va dat 99.88% tren M~u hi~n mau - Huyet
nrong (254112544)
- Quy each d6ng g6i: hQp/2 x 100 test
Hoa chat chuan xet nghiem mi~n dich vi
hat hoa phat quang dinh tinh khang
nguyen b~ m~t viem gan B (HBsAg) trong
m~u huyet thanh va huy~t tuang; su d\lng

Dung dich ki€m cho may xet nghi~m mi~n dich t\1'dQng.

4 chu&nHBsAg dinh - Thanh phAn: Cal 1 c6 HBsAg nguOi 2x3mLIh<)p HQP 23duQ'ctinh s~ch d~ng b~t ho~t (nh6m ph\ltinh ad) ~rong dung dich d~mp~osphate vo;
huyet tuang nguOi va chat on dinh protein
(albumin huy~t thanh bo); Cal 2 c6 thanh
phAnhuy~t tU011gnguOi dll voi h6a.
- Quy each d6ng g6i: H<)p/219x 3 mL
Hoa chat hi~u chUng xet nghi~m rni~n
djch vi h~t hoa phat quang dinh tinh
khang nguyen b~ m~t viem gan B
(HBsAg) trong m~u huy~t thanh va huy~t

Dung dich ki€m tuang; su d\lng cho may xet nghi~m mi~n
dich t\1'dQng.5 chUng HBsAg - Thanh phfrn: HBsAg nguai duQ'ctinh 2x8mLlhQP HQP 35

dinh tfnh s~ch d~ng b~t ho~t (nhom ph\l ad/ay)
trong dung dich d~m phosphate vo; huy~t
tU011gnguai va ch~t on dinh protein
(albumin huy~t thanh bo).
- Quy cach d6ng g6i: HQp/2 x 8 mL
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3

DO'D sA I
();hi

STT Teo hang hoa D~e tinh ky thu~t Quy cach vi 1U'Q'og Ih'e UHoh I

Xet nghiem mi~n dich vi hat hoa phat
I

Quang dinh tinh khang nguyen b€ m{it
viem gan B (HBsAg) trong m~u huyet
thanh va huyet nrong; su dung cho may
xet nghiem mi~n dich ttr dQng.
- Thanh ph~n: microparticle (Anti-HBs
(chuot, khang th~ dan dong, IgM, IgG)
phu tren vi hat trong d~m MES voi chAt
6n dinh protein (albumin huyet thanh bo))
N6ng dQt6i thieu: 0.08% r~n; conjugate
(Chat k~t hop Anti-HBs (chuot, khang th~

H6a chAtxet dan dong IgG) va anti-HBs (de, IgG) c6

6 nghiem HBsAg danh dAuacridinium trong dung dich d~m 200 test/hop HQP 50phosphate voi huyet nrong nguoi va chAtdinh tinh 6n dinh protein (albumin huyet thanh bo,
huyet thanh thai bo, IgG de, IgG chuQt))
Nong dQt6i thieu: 0.35 ug/ml.; ancillary
wa~h buffer (Dem nra phu c6 - Thanh
phan d~m MES).
- DQnhay toan phan cua xet nghiem la
100% (496/496) v6i dQtin c~y 95%.
- DQd{ichi~u d~t 99.96% ~i khoang tin
c~y 95% tren m~u hi~n mau (5108/5110)
va 100% ~i khoang tin c~y 95% tren m~u
chAn doan (216/216)
-_Quy_cach d6ng g6i: HQp/2 x 100 test
Hoa chat chuan xet nghi~m mi~n dich vi
h~t hoa pMt Quang d~ dinh lugng khang
th~ khang kMng nguyen b€ m{itviem gan

Dung dich ki~m B (anti-HBs) trong huy~t thanh va huy~t
7 chuAnAnti-HBs tuang; su d\lng cho may xet nghi~m mi~n 6x3mLlhQP HQP 23

dich tI,! dQng.
- Thanh ph~n duqc chuAn bi trong huy~t
tuang nguai da voi h6a.
- Quy each d6ng g6i: HQp/6 x 3 mL
Hoa chat hi~u chUng xet nghi~m mi~n
dich vi h~t hoa pMt Quang d~ din!t lugng
khang the khang khang nguyen bem{it

Dung dich ki~m viem gan B (anti-HBs) trong huy~t thanh
8 va huy~t mang; su d\lng cho may xet 3X:8mLlhQP HQp 35chUng Anti-HBs nghi~m mi~n dich tl,!dQng.

- Thanh ph~n duqc chuAnbi trong huy~t
tuang nguai da voi h6a.
- Quy cach d6ng g6i: HQp/3 x 8 mL
Xet nghi~m mi~n dich vi h~t hoa pMt

H6a chfit xet Quang d~ dinh lugng kMng th~ khang
9 kMng nguyen b€ m{itviem gan B (anti- 200 testlhQp HQP 50

nghi~m Anti-HBs HBs) trong huy~t thanh va huy~t tuang;
su d\lng cho may xet nghi~m mi~n dich tI,!

V
PI1.
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4

Boon s6 Ghi
STT Ten hang hoa B~c tinh ky thu~t Quy cach vi IUQ'ng chuHnh

d9ng.
- Ngtrong do (LOQ): 2.00 mIU/mL (lUlL)
- Nguong phat hien (LOD): 0.77 mIU/mL
(lUIL)c
- Thanh phAn:Microparticle (Khang
nguyen b~ mat viem gan B (nhom phu ad
va ay) (E. coli DNA tai t6 hop bieu hien
trong te bao cua chuot) ph,u tren vi hat
trong d~m TRIS voi chat on dinh protein
(tir bo) Ncng d9 t6i thieu: 0.08% rin;
Conjugate (Khang nguyen b~ m~t virus
viem gan B (Nh6m phu ad va ay) (DNA
tai t6 hop cua E. coli bieu hien trong t~
bao murine) danh dAuacridinium trong
dung dich d~m MES voi chdt 6n dinh
protein (til bo va huyet nrong nguoi)
N6ng d9 t6i thieu: 0.13 ug/ml.,
- D9 nhay dat 96.13% tren mdu Ngiroi
tiem vaccin HBV va 100.00% tren mdu
Nhi~m HBV ttr nhien
- D9 d~c hieu dat 99.51% tren Mdu hien
mau - Huy~t thanh(202/203) va dat 100%
tren Mdu hien mau - Huy~t tuang
- Quy cach d6ng g6i: Hop/2 x 100 test
Hoa chat chuan xet nghi~m mi~n dich vi
h~t hoa pMt quang d~ dinh tinh va ban
dinh lugng cac kMng th~ IgG khang

Duqg dich ki~m Cytomegalovirus trong huy~t thanh va
10 huy~t tuang; su d\lng cho may xet nghi~m 6x3mLlh9P H9P 6chuan CMV IgG mi~n dich W dong.

- Thanh phAn: huy~t tuang nguOi da voi
h6a c6 phan (mg v6i anti-CMV IgG.
- Quy cach d6ng g6i: H9P/6 x 3 mL
Hoa chat hi~u ch(mg xet nghi~m mi~n
dich vi h~t hoa pMt quang d~ dinh tinh va
ban dinh lugng cac khang th~ IgG khang

Dung dich ki~m Cytomegalovirus trong huy~t thanh va
11 huy~t tuang; su d\lng cho may xet nghi~m 3x8mLlh9P H<)p 8ch(mg CMV IgG

mi~n dich t\1'd9ng.
- Thanh phAn: huy~t tuang nguOi da voi
h6a c6 pMn (mg v6i anti-CMV IgG.
- Quy cach d6ng g6i: H9P/3 x 8 mL
Xet nghi~m mi~n dich vi h~t hoa pMt
quang d~ dinh tinh va ban dinh lugng cac

H6a chAtxet khang th~ IgG kMng Cytomegalovirus
12 nghi~m CMV IgG trong huy~t thanh va huy~t tuang; su d\lng 200 testlh<)p H<)p 15

cho may xet nghi~m mi~n dich t\1'd9ng.
- Nguang do (LOQ): 1.1 AU/mL
- Nguang pMt hi~n (LOD): 0.7 AU/mL
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5

Don S8 Gbi
STT Ten bang hoa D~e tlnh ky thu~t Quy cach vi Iuong eMtinh I

- Thanh phan: microparticle (CMV virus
lysate (chung AD169) phu tren vi hat
tronf dun.g dich mu6! d~m TRIS) N6n~
dQtoi thieu: 0.08% ran; conjugate (Chat
danh d~u acridinium murine anti-human
IgG trong dung dich d~m MES) N6ng d<)

It6i thieu: 44 nglmL; assay diluent (Huyet
thanh bo va dung dich d~m MES).
- D<)nhay dat 100% voi gioi han tin c~y
97.82% tren m~u ngiroi hien mau
(1671167)
- DQd~c hieu 99.14% voi gioi han tin c~y

I98% tren m~u ngiroi hien mau (575/580)
- DQnhay dat 100% voi gioi han tin c~y
97.66% tren m~u phu nu mang thai

I(156/156)
- D<)d~c hieu 100% voi gioi han tin c~y
96.48% tren m~u phu nu mang thai

I(103/103)
- DQnhay dat 100% voi gioi han tin c~y
98.11% tren m~u chdn dean/ benh nhan
nQi tru (193/193)
- DQd~c hieu 98.55% voi gi6i han tin c~y

I
95.82% tren m~u chdn doan/ benh nhan
nQi tm (204/207)
- DQnh~y d~t 1_00%v6i p6i h~n tin c~y

I91.96% tren mau nh~n cay ghep (44/44)
- DQd~c hi~u 1_00%v6i ~i6i h~n tin c~y
93.62% tren mau nh~n cay ghep (56/56)
- Quy cach dong goi: HQp/2 x 100 test
Hoa chat chuan xet nghi~m mien dich vi
h~t hoa pMt quang phat hi~n dinh tinh
kMng th~ IgM kMng Cytomegalovirus

13 Dung dich ki~m trong huy~t thanh va huy~t tuang; sir d\lI1g
lx3mLlhQP HQP 6chudn CMV IgM cho may xet nghi~m mien dich tl,r dQng.

- Thanh phfrn: Huy~t tuang nguai da voi
hoa I~i co phan Ung vo; anti- MV IgM.
- Ouv cach dong goi: HQp/1 x 3 mL
Hoa chat hi~u chUng xet nghi~m mien
djch vi h~t hoa pMt quang pMt hi~n dinh
tinh kMng th~ IgM kMng

I

Dung dich ki~m Cytomegalovirus trong huy~t thanh va
14 huy~t tuong; sir d\mg cho may xet nghi~m 2x4mLlhQP HQP 8chUng CMV IgM

mien dich tl,r dQng.
- Thanh phfrn: Huy~t tuang nguOi da voi

Ihoa l~i co phan Ung v6i anti-CMV IgM.
I- Quy cach dong goi: H9P/2 x 4 mL

15 Hoa chat dinh Xet nghi~m mien dich vi h~t hoa phat
200 testlhQP HQP 15ILT<;mgCMV IgM quang pMt hi~n dinh tinh kMng th~IgM
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6

Don s6 GhiSTT Ten hang hoa D~c tinh ky thu,t Quy cach vi
tinh hrong chu

khang ~ytomegalovirus trong huyet thanh
va huyet nrong; su dung cho may xet
nghiem mi~n dich nr de)ng.
- Nguong phat hi~n::: 1.00 Index I S/CO.
- Thanh phan: microparticle (CMV virus
lysate (chung AD169) va khang nguyen
CMV tai t6 hop phu tren vi hat trong dung
dich muoi d~m TRIS) N6ng de)t6i thieu:
0.08% r~n; conjugate (ChAtk~t hop c6
danh dAuacridinium murine anti-human
IgM trong dung dich d~m MES); assay
diluent (Tris buffer va anti-human IgG de)
Nong de)t6i thieu: 48 ng/ml.,
- De)d~c hieu dat 99.63% tren Mfru hi~n
mau - Huyet thanh(268/269) va dat 100%
tren Mfru hien mau - Huyet nrong
(147/147)
- Quy each dong goi: He)p/2xl00 test
Hoa chat chuan xet n~hi~m mi~n dich vi
hat hoa phat quang de djnh hrong va phat
hi~n dinh tinh cac kMn~ th~ IgG khan~

Dun,g dich kiem
virus rubella trong huyet thanh va huyet

16 nrong. 6x3mLlhe)p H9P 18
chuan Rubella IgG - Thanh phan: thanh phfrn huy~t tuong

nguOi (phan (mg v&ianti-Rubella
IgG) va chAt6n dinh protein (tic ciru)
- Quy each d6ng g6i: he)p/6x 3 ml
Hoa chat hi~u ch(mg xet nghi~m mi~n
dich vi h~t hoa phat quang d~ dinh lugng
va pMt hi~n dinh tinh cac khang th~ IgG
khang virus rubella trong huy~t thanh va
huy~t tuong.

17 Dung dich ki~m - Thanh phfrn: Control - c6 thanh phAn 3x8mLlhe)p He)p 21
ch(mg Rubella IgG huy~t tuong nguOi va chat 6n dinh protein

(tic ciru); Control +1 va +2 c6 thanh phAn
huy~t tuong nguOi (c6 phan (mg vm
anti-Rubella IgG) vm chat 6n dinh protein
(tic ciru)
- QUYcach d6ng g6i: Mp/3 x 8 ml
Xet nghi~m mi~n dich vi h~t hoa phat
quang d~ dinh lugng va pMt hi~n dinh
tinh cae khang th~ IgG khang virus

H6a chAtxet
rubella trong huySt thanh va huySt wong.

18 nghi~m Rubella
- Thanh phAn:Micropartic1e (M9t phfrn 200 testlh9P H9P 30
virus rubella dll tinh s~ch phil vi h~t trong

IgG dung dich d~m TRIS vm chat bS m~t.
ChAt bao quan: sodium azide va ProClin
950); Conjugate (ChAt k~t hqp kMng IgG
nguOi (chu9t, don dong) c6 danh dAu
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7

DO'I1 s6 Ghi
STT Ten hang h6a D~c tinh ky thu~t Quy cach vi iU'Q'ng ehU

tinh
acridinium trong dung dich d~m MES co
heat chAt b~ m~t va chAt6n dinh protein
(tir bo). Nong dQt6i thieu: 16 ng/mL.

IChAtbao quan: Tac nhan khang vi sinh
vat); Assay diluent (D~m TRIS voi chAt
b~ m~t va chftt 6n dinh proteinv(tir bo, de,

I

chuot)
- DQnhay nrong d6i ban diu la 98.4%
(932/947) (khoang tin c~y
95%: 97.4% d~n 99.1%).

I- DQd~c hieu tuong d6i ban diu la 99.0%
(191/193) (khoang tin c~y
95%: 96.3% d~n 99.9%).
- Quy each dong goi: h¢p/2 x 100 test
Hoa chat chuan xet n~hi~m mi~n dich vi
hat hoa phat quang de phat hien dinh tinh

Dung dich kiem khang th~ IgM khang virus rubella trong
19 huy~t thanh va huyet urong. 1x3mLlhQP HQP 18chuan Rubella IgM - Thanh phan: huy~t tirong nguoi da voi

hoa lai co phan irng voi anti-Rubella IgM
- Quy each dong goi: hQpll x 3 ml
Hoa chat hieu clurng xet nghiem mi~n I

Dung dich ki~m
dich vi h~t hoa phat quang d~ phat hi~n
dinh tinh khang th~ IgM khang virus

20 ch(mg Rubella rubella trong huy~t thanh va huy~t tu<mg. 2x4mLlhQP Hop 21
IgM - Thanh phin: huy~t tu<mg nguOi da voi

IbOa I~i co phill (mg vOi anti-Rubella IgM
- Quy each dong_goi: h¢p/2 x 4 ml I

Xet nghi~m mi~n dich vi h~t hoa pMt I

quang d~ phat hi~n dinh tinh khang th~
IgM kMng virus rubella trong huy~t thanh
va huy~t tu<mg.

I
- Thanh phin: Microparticle (Toill bQ
virus Rubella (chUng HPV 77) phil tren vi
h~t trong dung dich mu6i d~m TRIS vOi

I
chAt 6n dinh protein. N6ng dQt6i thi~u:
0.08% rin. Chftt bao quan: ProClin 950 va I

H6a chftt xet
sodium a~ide); Conjugate (Chftt k~t hQ"P21 nghi~m Rubella 200 testlhQP HQP 30

IgM kMng the chuQt khang IgM nguOi, co
Idanh dAuacridinium trong dung dich d~m

MES. N6ng dQt6i thi~u: 23 ng/mL. ChAt

I
bao quill: ProClin 300 va cae me nhan
kMng vi sinh v~t); Assay diluent (D~m
citrate); Pre-treatment (khang th~ de

Ikhang IgG ngu<'rjtrong d~m TRIS)
- DQd~c hi~u d~t 99.52% tren M§:uhj~n

Imau - Huy€t thanh (208/209) va d~t 100%
tren M§:uhi~n mau - Huy_~ttuang

.. 1
'vilN~
/
,~

------
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8

flO'll s6 GhiSTT Ten hang hea fl,c tinh ky thuit Quy cach vj
tinh hrong chu

(218/218)
- Quy each dong goi: hOp/2 x 100 test
Hoa chat chuan xet nghiem mi~n dich vi
hat hoa phat quang dinh hrong khang th~

Dung dich kiem
IgG khang Toxoplasma gondii trong

22 huyet thanh va huyet Wong; Str dung cho
6x3mLlh9P HOp 6chuan Toxo IgG may xet nghiem mi~n dich W dOng.

- Thanh phAn: anti-Toxo IgG trong dung
dich voi chdt 6n dinh protein (til bo).
- Quy each d6ng g6i: H9p/6 x 3 mL
Hoa chat hieu chimg xet nghiem mi~n
dich vi hat hoa phat quang dinh IUQ11g
khang th~ IgG khang Toxoplasma gondii

Dung dich kiem
trong huyet thanh va huyet nrong; Slr dung

23 cho may xe,tnghiem mi~n dich tv d9n&. 3x8mLihOp H9P 8clumg Toxo IgG - Thanh phan: Control - c6 - Thanh phan
huy~t tirong nguoi da voi h6a, Control + 1
va +2 anti-Toxo IgG trong dung dich voi
chdt 6n dinh protein (til bo).
- Quy each dong g6i: HOp/3 x 8 mL
Xet nghiem mi~n dich vi hat hoa phat
quang dinh IUQ11gkhang th~ IgG kMng
Toxoplasma gondii trong huy~t thanh va
huy~t tuong; Str d\lng cho may xet nghi~m
mi~n dich 1\1' dOng.
- Ngu5ng do (LOQ): 0.2 IU/mL
- Ngu5ng phat hi~n (LOD): 0.2 IU/mL
- Thanh phAn:microparticle (Khang
nguyen tM t6 hc;rpToxoplasma gondii phU
tren vi h~t trong dung dich d~m MES v6i
chdt 6n dinh protein (til bo)) N6ng dOt6i

H6a chdt dinh thi~u: 0.03% r~n; conjugate (ChAt k~t hc;rp
24 g6m kMng th~ chuOt khang IgG nguai co 200 test/hOp HOp 15

lUQ11gToxo IgG danh dAuacridinium trong dung dich d~m
MES v6i chAt 6n dinh protein (til bo))
N6ng dOt6i thi~u: 0.05 llg/mL; assay
diluent (dung dich d~m TRIS v6i chdt 6n
dinh protein (til bo)).
- £>9nh~y tuong doi da phan tich la
99.7% (1096/1099) v6i d9 tin c~y la 95%
trong khoang 99.2% d~n 99.9%.
- £>9d~c hi~u tuong d6i da phan tich la
99.6% (1359/1365) vO!dOtin c~y la 95%
trong khofmg 99.0% den 99.8%.
- Quy cach dong goi: H9P/2 x 100 test
Hoa chat chuan xet nghi~m mi~n dich vi

25 Dung dich ki~m h~t hoa phat quang pMt hi~n dinh tinh lx3mLlh9P H9P 6
chuftn Toxo IgM khang th~ IgM khang Toxoplasma gondii

trong huy~t thanh va huy~t tuong; Slr d\lng
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Don sA Ghi
STT Ten hang boa D~c tfnh ky thu,t Quy each vi hreng I hu

Hoh c u

cho may xet nghiem mi€n dich til dQng.
- Thanh phAn co khang th~ IgM (khang
th~ dan dong) khang khang nguyen anti-
Toxoplasma p30 trong huyet nrong ngiroi
da voi hoa,
- QUY each dong goi: HQP/l x 3 mL
Hoa chat hi~u chimg xet nghiem mi€n
dich vi hat hoa phat quang phat hien dinh I

tinh khang th~ IgM khang Toxoplasma
gondii trong huyet thanh va huyet nrong;

Dung dich kiem su dung cho may xet nghiem mi€n dich til
26 dQng. 2x4mLlhQP Hop 8chirng Toxo IgM

- Thanh phAn co khang th~ IgM (khang
th~ dan dong) khang khang nguyen anti-
Toxoplasma p30 trong huyet nrong ngiroi

Ida voi hoa, r:- QUY each dong goi: Hop/2 x 4 mL I

Xet nghiem mi€n dich vi hat hoa phat
quang phat hien dinh tinh khang th~ ~gM I'{~khang Toxoplasma gondii trong huyet ~\ Ifthanh va huyet nrong; su dung cho may
xet nghiem mi~n dich ttr dQng. I -;- Nguang phat hi~n: 0.60 Index.
- Thanh phAn:microparticie (Khang th~

I
khang IgM ngum (chuQt, dan dong) phU
tren vi h~t trong dung dich d~m TRIS (bb ~

~va de) vo; ch~t 6n dinh protein va ch~t

),Hoa ch~t xet tAy)N6ng dQt6i thi~u: 0.08% r~; I

~27 nghi~m Toxo IgM conjugat~ (Phuc hqp ch~t k~t hqp g6m 200 test!hop Hop 15
khang the (chuot, dan dong) khang khang

~nguyen Toxoplasma p30 va loai /Toxoplasma gondii ly gilii trong dung
dich d~m phosphate co ch~t 6n dinh
pr~tein (tir bo) va ch~t tAy)N6ng dQt6i
thieu: 25 IlgimL.
- DQd~c hi~u d~t 100% tren M~u hi~n
mau - Huy~t thanh (154/154) va d~t
98.57% tren M~u hi~n mau - Huy~t tuang

I(138/140)
- Quy cach dong goi: Hop/2 x 100 test
Nuac rna su d1,lngtren may mi~n dich t\I

Nuac rua cho may dong.
28 xet nghi~m mi€n - Thanh phAn co sodium azide va 5- 2x2LlhQP HQP 40

dich Bromo-5 nitro-1 ,3-dioxane.
I- QUY cach dong goi: Hop/2 chai x 2 Lit

Cong pMn Ung su d1,lngtren may mi~n
29 C6ng phan Ung dich t\IdQng. 4000 cailhQP Hop 25

- Quy cach dong g6i: HQp/4000 c6ng
I
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DO'Il sa GhiSTT Ten hang hoa D~c tlnh kY thu,t Quy cach vi
Hnb hreng chu

Dung dich rna cho ky thu~t mien dich vi
hat hoa phat quang linh hoat 2 biroc rna;

Dung dich xu ly chua 1.32% hydrogen peroxide; diroc su
30 cho may xet dung co may xet nghiem mi~n dich nr 4x975mLIh<)p H<)p 31

nghiem mien dich d<)ng.
- Quy each dong goi: H<)p/4chai x 975
mL
Chat tien xu ly su dung tren may xet

Dung dich tien xu nghiem mien dich tu d<)ng.
31 ly cho may xet - Thanh phAn co hydrogen peroxide va 4x975mLIh<)p H<)p 31

nghiem mien dich polyethylene glycol octylphenyl ether.
- Quy each dong zoi: H<)p/4chai x 975mL
Niroc rna kim, diroc su dung nhu m<)t
biroc trong quy trinh bao dtrong. Sau khi
kim hut m~u duoc v~ sinh, su dung dung

Nuoc nra kim cho dich nay d~ bao v~ kim ngan khong cho
32 may xet nghiem cac phan khong d~c hieu bam vao kim. 2x31.8mLIh<)p H9P 27

mien dich - Thanh phAn: huyet wang ngiroi da vai
hoa; diroc su dung cho may xet nghiem
mien dich 1\f d<)ng.
- QUYcach dong goi: H<)p/2x 31.8mL
Hoa chat chuan xet nghi~m mien dich vi
h~t hoa phat quang d~ dinh lugng khang
nguyen ung thu bi~u rna t~ bao yay
(squamous cell carcinoma antigen sec

Dung dich ki~m
Ag) trong huy~t thanh va huy~t tuang; su

33 chuAn sec d\1llgcho may xet nghi~m mien dich 1\f 6 chai x 3 mLlh<)p H<)p 5
d<)ng.
- Thanh phAn: chua sec Ag (mnguOi)
dugc chuAn bi trong d~m borate vai chAt
lin dinh protein (tiI bo).
- Quy cach dong g6i: H<)p/6x 3 mL
Hoa chat hi~u chUng xet nghi~m mien
dich vi h~t hoa phat quang d~ dinh lugng
khang nguyen ung thu bi~u rna t~ bao vay
(squamous cell carcinoma antigen sec

Dung dich ki~m
Ag) trong huy~t thanh va huy~t tuang; su

34 dVng cho may xet nghi~m mien dich t\1' 3 chai x 8 mLIh<)p H<)p 8
chUng sec d<)ng.

- Thanh phAn: chua sec Ag (mnguOi)
dugc chuAnbi trong d~m borate vai chAt
lin dinh protein (tiI bo).
- Quy cach d6ng g6i: H<)p/3x 8 mL
Xet nghi~m mi€n dich vi h~t hoa phat
quang d~ dinh lugng khang nguyen ung

35 H6a chAtxet thu bi~u rna t~ bao yay (squamous cell, 2xlOO test!h<)p H9P 15
nghi~m sec carcinoma antigen sec Ag) trong huyet

thanh va huy~t tuang; su dvng cho may
xet nghi~m mien dich 1\f d<)ng.
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DO'Il sa I •
Chi

STT Ten hang hoa D~c tinh ky thu,t Quy cach vi luong chutinh
- Ngirong do (LOQ): 0.1 nglmL
- Ngirong phat hien (LOD): 0.1 nglmL

I- Thanh phAn:microparticle (Khang thS
khang khang nguyen SCC chuot, dan
dong) phu tren vi hat trong dung dich d¢m
MES voi chAt6n dinh protein (00» N6ng

IdQt6i thieu: 0.08% rin; conjugate (Khang
thS khang khang nguyen SCC c6 danh dAu
acridinium (dan dong, chuet) k~t hqp
trong dung dich d¢m MES voi chAton
dinh protein (bO»N6ng dQt6i thieu: 0.07
ug/rnl..

I- Quy each d6ng zoi: HQP/2 x 100 test
Hoa chat chuan xet nghiem mi€n dich vi
hat hoa phat quang de dinh hrong cac

Imanh cytokeratin 19 trong huyet thanh va
Dung dich kiSm huyet nrong; str dung cho may xet nghiem

36 chuan CYFRA 21- mi€n dich tv dQng. 6 chai x 3 mLlhQp HQP 5
1 - Thanh phAn la khang nguyen tir dong t~

Ibao nguoi chuan bi trong dung dich chAt
n€n nhan tao,
- Quy each d6ng g6i: HQp/6 x 3 mL P
Hoa chat hieu chimg xet nghi¢m mi€n idich vi h~t hoa pMt quang dS dinh luqng I

cac manh cytokeratin 19 trong huy~t
Dung dich kiSm thanh va huy~t tuang; su d\lllg cho may -

37 chUng CYFRA 21- xet nghi¢m mi€n dich tv dQng. 3 chai x 8 mLlhQp HQP 8
1 - Tpan,h phAn chu~n bi trong dung dich

chat nen nhan ~o va c6 chua khang
nguyen dfrn xuAttu dong t~ bao nguoi

I- Quy cach d6ng g6i: HQP/3 x 8 mL
Xet nghi¢m mi€n dich vi h~t hoa phat
quang dS dinh luqng cac mclnh I

cytokeratin 19 trong huy~t thanh va huy~t
tuang; su d\lng cho may xet nghi¢m mi€n
dich tv dQng.
- Ngutmg do (LOQ): 0.15 ng/mL I

- Ngutmg phat hi¢n (LOD): 0.05 nglmL

H6a chAtxet - Thanh phAn: microparticle (Anti-

38 nghi~m CYFRA CYFRA 21-1 (chuQt, kMng thS dan dong)
2xlOO testlhQP HQP 15phu tren vi h~t trong dung dich d¢m TRIS

I
21-1

v~i ch~t 6n dinh ,Protein (tu bo» N,6n&dQ
toi thieu: 0.1% ran; conjugate (Chat ket
hqp Anti-CYFRA 21-1 (chuQt, khang thS
dan dong) c6 danh dAuacridinium-trong
dung dich d¢m MES vai chAt6n dinh
protein (tl1bo»N6ng dQt6i thi€u: 675

IngimL.
- Quy cach d6ng g6i: HQP/2 x 100 test

y

viet
ASTE'
o CHi---_
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Don s6 GhiSTT Ten hang hoa D~c tlnh ky tbuit Quy cach vj
tinh Iuong chu

Hoa chllt chuan xet nghiem mi~n dich vi
hat hoa phat quang d~ phat hi~n dinh tinh

DurW dich kiem
khang th~ kMn~ Treponema p~llidum

39 (TP) tron~ huyet thanh,va huyet nrong; 1 chai x 3m1lh9P H9P 5chuan Syphilis diroc chuan bi voi huyet tirong ngiroi dll
voi h6a; su dung cho may xet nghiem
mi~n dich tv d"ng.
- Quy each d6ng goi: H9P/l x 3 mL
Hoa chat hieu chimg xet nghiem mi~n
dich vi hat hoa phat quang d~ phat hien
dinh tinh khang th~ khang Treponema

Dung dich kiem pallidum (TP) trong huyet thanh va huy~t
40 nrong; duoc chuan bi voi huyet urong 2 chai x 8m1lh9P H9P 23

chirng Syphilis ngiroi dll voi h6a (da bllt hoat); c6 phan
ung voi anti-TP; su dung cho may xet
nghiem mi~n dich t\1d"ng.
- QUYcach d6ng g6i: Hop/2 x 8 mL
Xet nghi~m mi~n dich vi h~t hoa pMt
quang d~ phM hi~n dinhtinh khang th~
khang Treponema pallidum (TP) trong
huy~t thanh va huy~t tuang; su d\lng cho
may xet nghi~m mi~n dich W d"ng.
- Thanh phAn:microparticle (TP (E.coli,
tai t6 hgp) kMng nguyen ph~ tren ~i h~t
trong d~m HEPES vo; chat tay), Nong d"
t6i thi~u: 0.08% rin; conjugate (ChAtk~t

41 H6a chAtxet hgp murine anti-IgG/anti-IgM danh dAu 2 x 100 testlh9P H9P 40
nghi~m Syphilis acridinium trong dung dich d~m MES v&i

chAt6n dinh protein (bO)); assay diluent
(chAt d~m MES vo; chAttAy).-I)"nh~y dugc chUng minh 100.00%
trong m"t nghien c(ru thlJc hi~n tren
nhilng mftu da bi~t tru&c k~t qua Ia duang
tinh tMt v&i s61ugng 412 mftu.
- 1)9 d~c hi~u d~t 99.94% (5116/5119 mftu
t~i khoang tin c~y 95%)
- Quy cach d6ng g6i: H9P/2 x 100 test
Hoa chat chuan xet nghi~m mi~n dich vi
h~t hoa pMt quang d~ dinh lugng PIVKA-
II trong huy~t thanh hay huy~t tuang; su

Dun,g dich ki~m
d\lng cho may xet nghi~m mi~n dich tv

42 d9ng. 6 chai x 3 mLlh"p H9P 8
chuan PIVKA-II - Thanh phAn: cac n6ng dQPIVKA-II

khac nhau c6 dung dich d~m phosphate
vo; chAt6n dinh protein (tu bO).
- Quy cach d6ng g6i: H9P/6 x 3 mL

Dung dich ki~m
Hoa chat hi~u chUng xet nghi~m mi~n

43 dich vi h~t hoa phat 9uang d~ dinh Iusmg 3 chai x 8 mLlh9P H9P 10
chUng PIVKA-II PIVKA-lltrong huyet thanh hay huyet
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Don sa Ghi
STT Ten hang hoa D~c tinh ky thu~t Quy cach vi hreng chu

tanh I

tuong; sir dung cho may xet nghiem mi€n
dich nr dong. I

- Thanh phdn co chua PIVKA-II trong
dung dich d~m phosphate vci ch~t 6n dinh
protein (nr bo),
- Quy each dong goi: HOp/3 x S mL I

Xet nghi.~mmi€n dich vi hat hoa phat I

quang de dinh lirong PIVKA-II trong
huyet thanh hay huyet tuong; su dung cho
may xet nghiem mi€n dich 1\1dong.
- Nguong do (LOQ): 7.6 mAU/mL
- Ngirong phat hien (LOD): 3.02

I
mAU/mL
- Thanh ph~n: microparticle (Anti-

44 Hoa ch~t xet PIVKA-II (chuot, khang th@don dong) 2 x 100 test/hop HOp 20nghiern PIVKA-II phu tren vi hat trong dung dich d~m Tris-
HCI voi ch~t 6n dinh protein (tir bo))

IN6ng dOt6i thieu: 0,025% rin; conj}lgate
(Anti-prothrombin (chuot, khang the don

Idong) ch~t k€t hQ'Pco danh d~u
acridinium trong dung dich d~mMES voi
ch~t 6n dinh protein (tir bo)) N6ng dOt6i
thieu: 750 ng/mL.
- Quy each dong goi: HOp/2 x 100 test
Hoa chat chuan xet n~hi~m mi€n dich vi
hat hoa phat quang de phat hi~n dinh tinh
kMng th@khang ,virus viem gan,C (anti-

Dung dich ki@m
HCV) trong huyet thanh va huyet tuong;

45 su dl,mgcho may xet nghi~m mi€n dich W 1 chai x 3mLlhop Hop 10chufin Anti-HCV dong.
I- Thanh ph~n: huy€t tuong nguOi dll voi

hoa (bi b~t hOl;lt);co phan Ung v&ianti-
IHCV.

- Ql!Y_cach dong goi: HOp/1 x 3 mL
Hoa chat hi~u chUng xet nghi~m mi€n I

dich vi hl;lthoa pMt quang d@pMt hi~n
dinh tinh khang the khang virus viem gan

Dung dich ki@m
C (anti-HCV) trong huy€t thanh va huy€t

46 tuong; su d\mg cho may xet nghi~m mi€n 2 chai x SmLlhop Hop 21chUng Anti-HCV dich tl,1'dong.
- Thanh ph~n: huy€t tuong nguOi dll voi

Ihoa (bi b~t hOl;lt);co phan Ung v&ianti-
HCV.
- QllYcach dong goi: HOp/2 x S mL
Xet nghi~m mi€n dich vi hl;lthoa pMt

Hoa chit xet quang d@pMt hi~n dinh tinh khang th@
47 nghi~m Anti-HCV khang virus viem gan C (anti-HCV) trong 2 x 100 testlhop HOp 35

huy€t thanh va huy€t tuong; su dl,mgcho I

mciyxet nghi~m mi€n dich 1\1dong.
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Don s6 GhiSTT Ten hang hoa D~c tinh ky tbu~t Quy cach vi
tinh lU'Q'ng chu

- Thanh phan: microparticle (HeV (E.
coli, nfrmmen, tai t6 hop) vi hat phu
khang nguyen trong dung dich d~m MES)
N6ng dQtoi thieu: 0.14% r~n; conjugate
(murine anti-IgG/anti-IgM danh dfru
acridinium k€t hop trong dung dich MES)
N6ng dQt6i thieu: (lgG) 8 ng/mL/(IgM)
0.8 ng/mL.
- Quy each d6ng goi: HQp/2xl00 test
Hoa chAtchudn xet nghiem mi~n dich vi

Dung dich ki~m
hat ~oa phat quang diroc dung d~ hieu
chuan may phan tich khi thirc hien xet

48 chuan HBeAg dinh nghiem dinh hrong khang nguyen e cua 6 chai x 3mLlhQp HQP 5
hrong virus viem gan B (HBeAg) trong huy€t

thanh va huyet tirong.
- Quy each d6ng goi: HQp/6 x 3 mL-.. Hoa chat hieu chimg xet nghiem mi~n
dich vi hat hoa phat quang diroc Slr dung
d~ uoc tinh dQchinh xac cua xet nghiem

Dung dich ki~m va phat hien dQl~ch phan tich h~ th6ng
49 chUngHBeAg cua may phan tich khi th1lc hi~n xet 3 chai x 8mLlhQp HQP 12

dinh lugng nghi~m dinh luqng khang nguyen e cua
virus viem gan B (HBeAg) trong huy€t
thanh va huy€t tuong ngubi.
- Quy cach d6ng g6i: HQP/3 x 8 mL
Xet nghi~m mi~n dich vi h~t hoa pMt
quang d~ dinh tinh va diM luqng khang
nguyen e viem gan B (HBeAg) trong
huy€t thanh va huy€t wong; Slr dvng cho
may xet nghi~m mi~n dich t1,l dQng.
- NguOng do (LOQ): 0.35 PEl U/mL
(lU/mL)
- NguOng phat hi~n (LOD): 0.05 PEl
U/mL (IU/mL)
- Thanh phAn:microparticle (Khang th~

50 H6a chAtxet khang khang nguyen e virus viem gan B 2 x 100 testlhQP HQP 20
nghi~m HBeAg (chuQt don dong) phUtren b~ m~t vi h~t

trong dung dich d~m phosphate vai chfrt
6n dinh protein (bo» N6ng dQt6i thi~u:
0.08% solids; conjugate (Khang th~ khang
khang nguyen e virus viem gan B c6 danh
dAuacridinium (don dong, chuQt) k€t hgp
trong dung dich MES vai chAt6n dinh
protein (bo»; assay diluent (Dung dich
d~m phosphate vai huy€t tuong ngubi da
h6a voi l~i va chAt6n dinh protein (bO».
- Quy cach d6ng g6i: HQP/2xl00 test

H6 sa bao gia g6m:
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+ Bao gia thea m~u ph\1I\1Ckern thea;

+ Tai li~u lien quan: bao g6m h6 sa Icy thuat, cac h6 sa phap ly cua san pham;

- Thai gian nh~n bao gia: tnroc ngay 22/02/2023.

- Hinh thirc giri:

+ Ban chinh H6 sa bao gia diroc giri v~ B<)phan van thu - Vi~n Pasteur Thanh phd H6

Chi Minh - Dia chi: 167 Pasteur, Phuong Vo Thi Sau, Quan 3, Tp.HCM.

+ File mem dtroc gUi d~n dia chi email: ptquynhpas@gmail.com

+ MQichi ti~t xin lien h~: Ba Phan Thu Quynh - Phong K~ hoach tbng hQ'P,sd di~n thoai

0989.597.584.

Tran trong.z.

Noi nh~n:
- Nhu tren;

Vien tnrong (d~ b/c);
- Truong phong KHTH (d~ thuc hien);

Phong HCQT (CNTT) (d~ thuc hien);
- Luu: VT, KHTH.

0-
:¢NTRUONG
:¢NTRUONG

Binh Xuan Thanh
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Ph\I 1\Ie

BIEU MAuBANG BAo GIA

..I">CIu-....... TH ngay 1610212023cua Vien Pasteur

6 Chi Minh)

AOGIA

r ThilDh ph8 H6 Chi Minh

TT

Ten
bang
hoa
Vi~n
yeu
).

cau

Ten
tlnrong Quy H~n

Don
mai ella Hang san ThOng gili
bang Ma DVT xuitlNllcYc HanglnllcYc each sAky Philn dung (VND, Thanh

hoa nha hang san xuit cho sO'hihl dong thu~t nhom (n~u co ti~n

thh g6i co) VAT)
chao

Ghi chu:

Hang moi 100%; [r16i voi tai scm hang hoa]
Thoi gian thuc hien: [Ghi ro thai gian cung tmg,
thuc hien]
Hieu hrc bao gia. [Ghi ro hieu luc bao giaj

D~I Dl¢N HQI>PHAp eVADON VJ

[ghi ten, kY ten va dong ddu]
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