L6001 1
DIA CHI: e,
SO PIEN THOAL ..cveviiiiienieiieiienieieieteions

Theo cong van moi chao gia s6 160/BVDKY ngay 10/4/2024 cua Bénh vién, Cong ty chung toi

BANG BAO GIA

Kinh gtri: Bénh vién Pa khoa Yersin Nha Trang
bia chi: L6 Bv3, khu do thi M§/ Gia, Vinh Thai, Nha Trang, Khanh Hoa

[ghi tén, dia chi ciia hang san

xuét, nha cung cap; trudng hop nhiéu hing san xut, ‘nha cung cap tham gia trong 01 bao gia (goi chung 1a lién danh) thi ghi r6 ten, dia chi
ctia cac thanh vién lién danh] bao gia cho géi Mua sam Hoa chat, Sinh pham, Vat tu xét nghiém phuc vu cong tac chuyén mon nam 2024
cua Bénh vién Da khoa Yersin Nha Trang (Pot 2) nhu sau:

1. Béo gia cho cac Hoa chat, Sinh pham, Vat tu xét nghiém va dich vu lién quan:
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I. | HOA CHAT SU DUNG TUONG THICH TREN MAY HBA1C HLC-723GX
Cot séc ky véi hat nhya Resin trao ddi
1 Cot séc ky cation st dung cho may xét nghiém HbAlc Cot 2

HLC-723GX.




B6 hoa chét chinh dinh lugng HbAIC trén
may HLC-723GX, thanh phan gom:

) B6 hoa chit chinh - Dung dich dém: Buffer No. 1,2,3 ml 64.000
dinh lugng HbA1C - Dung dich rua va pha loang H & W ’
- Giay in nhiét
- Loc Filter
3 gﬁfﬁrclh;g thflllﬁém Hoa chat hiéu chuin xét nghiém HbA ¢ trén ml 40
Hhale e méay HLC-723GX
A 3}‘;2523 S(}:li‘l’; Hoa chit QC déi chiéu xét nghiém HbA ¢ - A
HbALC ghic trén may HLC-723GX
Téng cong: 04
khoan
IL. [ HOA CHAT SU DUNG TUONG THICH CHO MAY MIEN DICH COBASS E411
M: Vi hat phu Streptavidin >=0.72 mg/mL;
chat bao quan. i
R1 Anti-hCG-Ab~biotin, khang theé don
TS dong khang hCG danh dau biotin (chudt)
Thugc thur xet >=2.6 mg/L; dém phosphate>= 40 mmol/L,
1 nghi¢ém HCG, N . test 2.000
beta-HCG pH 7.5; chat bao quan. i
R2 Anti-hCG-Ab~Ru(bpy): Khang thé don
dong khang hCG (chudt) danh dau phuc hop
ruthenium>= 4.6 mg/L; dém phosphate>=40
mmol/L, pH 6.5; chat bao quan.
HCG+B Call: mau chuén 1;
L 1ia I HCG+B Cal2: mau chuén 2
) Ehﬁfézeﬁggan xet Kich té sinh dyc mang dém cua nguoi (tur ml 3
bgta—HC G ’ nudce tiéu) voi hai khoang nong d6 (khoang

1.5 mIU/mL va khoang 2000 mIU/mL)
trong dém huyét thanh nguoi.




Thubc thir xét
nghiém Ferritin

M: Vi hat phu Streptavidin >=0.72 mg/mL;
chat bao quan.

R1: Anti-Ferritin-Ab~biotin: Khang thé don
dong khéang ferritin danh dau biotin (chudt)
>=3.0 mg/L; dém phosphate .=100 mmol/L,
pH 7.2; chét bao quan.

R2: Anti-ferritin-Ab~Ru(bpy): Khang thé
don dong khang ferritin (chudt) danh déu
phuc hgp ruthenium >=6.0 mg/L; d¢m
phosphate>= 100 mmol/L, pH 7.2; chét bao
quan.

test

3.000

Chét hiéu chuin xét
nghiém Ferritin

Thube thir - dung dich tham gia xét nghiém

» FERR Call: miu chuan 1 = FERR
Cal2:mau chuan 2

Ferritin (ngudi, gan) voi hai khoang ndng do
(khoang 10 pg/L hodc ng/mL va khoang
300 pg/L hodc ng/mL) trong huyét thanh
nguoi.

ml

Thubc thir xét
nghiém FT3

M: Vi hat phu Streptavidin >=0.72 mg/mL;
chit bao quan.

- R1: Anti-T3-Ab~Ru(bpy): Khang thé don
dong khang T3 danh dau phirc hop
ruthenium.>=18 ng/mL; dém phosphate
>=100 mmol/L, pH 7.0; chit bao quan.

- R2: T3~biotin: T3 d4nh dau biotin >=2.4
ng/mL; dém phosphate >=100 mmol/L, pH
7.0; chat bao quan.

test

3000

Vit liéu chudn xét
nghiém FT3

« FT3 III Call: miu chuén 1

* FT3 I Cal2:mau chuén 2

FT3 vé6i hai khoang nong d6 (khoang 2
pmol/L hodc 1.3 pg/mL va khoang 40
pmol/L hodc 26pg/mL) trong huyét thanh
nguoi.

ml




Thudc thtr xét
nghiém FT4

M Vi hat phu streptavidin >=0.72 mg/mL;
chit bao quan.

R1 Anti-T4-Ab~Ru(bpy), 1 chai, 18 mL:
Khang thé da dong khang T4 (ciru) danh dau
phuc hgp ruthenium 75 ng/mL; dém
phosphate 100 mmol/L, pH 7.0; chét bao
quan.

R2 T4~biotin, 1 chai, 18 mL: T4 danh dau
biotin 2.5 ng

test

4.000

Chét hiéu chuan xét
nghiém FT4

* FT4 111 Call: mau chuén 1

* FT4 III Cal2:miu chuan 2

L-thyroxine véi hai khoang néng do
(khoéng 10 pmol/L hodc 0.78 ng/dL va
khoang 45 pmol/L hodc 3.5 ng/dL) trong
hdn hop dém/protein.

ml

Thubc ther xét
nghiém TSH

M:Vi hat phu streptavidin 0.72 mg/mL; chat
bao quan.

-R1: Anti-TSH-Ab~biotin: Khang thé don
dong khang TSH danh déu biotin 2.0 mg/L;
dém phosphate 100 mmol/L, pH 7.2; chét
bao quan.

-R2: Anti-TSH-Ab~Ru(bpy): Khang thé don
dong khang TSH danh du phtc hop
ruthenium 1.5 mg/L; d¢m phosphate 100
mmol/L, pH 7.2;chat bao quan.

test

4.000

10

Chét hiéu chuin
xét nghiém TSH

« TSH Call: mau chuan 1

« TSH Cal2:miu chuan 2
Nong d6 ciia TSH Call trong huyét thanh
ngua khoang 0 pIU/mL; TSH Cal2 chira
khoang 1.5 pIU/mL TSH (nguoi) trong
huyét thanh ngudi.

ml

10,4




11

Thudc thr xét
nghi¢m CA 15-3

M: Vi hat phu Streptavidin >=0.72 mg/mL;
chét bao quan.

R1 Anti-CA 15-3-Ab~biotin: Khang thé
don dong danh dau biotin (115D8; chudt)
>=1.75 mg/L; dém phosphate >=20
mmol/L, pH 6.0; cht bao quan.

R2 Anti-CA 15-3-Ab~Ru(bpy): Khang thé
don dong khang CA 15-3 (DF3; chudt) danh
dau phtrc hop ruthenium >=10 mg/L; dém
phosphate>= 100 mmol/L, pH 7.0; chit bao
quan

test

600

12

Chét hiéu chuin xét
nghiém CA 15-3

CA 15-3 11 Call: miu chuan 1

CA 15-3 11 Cal2: mAiu chuan 2

CA 15-3 (ngudi) v6i hai khoang ndng do
(khoang 15 U/mL va khoang 100 U/mL)
trong huyét thanh nguoi

ml

13

Thubc thir xét
nghiém PSA tu do

M: Vi hat phu Streptavidin>= 0.72 mg/mL,;
chit bao quan.

R1 Anti-PSA-Ab~biotin: Khang thé don
dong khang PSA danh déu biotin (chudt)
>=2 mg/L; dém phosphate >=100 mmol/L,
pH 7.4; chét bao quan.

R2 Anti-PSA-Ab~Ru(bpy): Khang thé don
dong khang PSA (chut) danh dau phirc hop
ruthenium >=1.0 mg/L; dém phosphate
>=100 mmol/L, pH 7.4; chit bao quan

test

600

14

Vit liéu chudn xét
nghiém PSA tu do

FPSA Call: miu chuén 1

« FPSA Cal2: miu chuan 2

PSA tu do (nguoi) & hai khoang nong do
(khoang 0.10 ng/mL va khoang 20 ng/mL)
trong hon hop dém/protein (albumin huyét
thanh bo).

ml




15

Thube thir xét
nghiém AFP
(alphal-fetoprotein)

. M: Vi hat phu Streptavidin >=0.72 mg/mL;
chit bao quan.

R1 Anti-AFP-Ab~biotin: Khang thé don
dong khang AFP danh déu biotin (chudt)
=4.5 mg/L; dém phosphate >=100 mmol/L,
pH 6.0; chit bao quan.

R2 Anti-AFP-Ab~Ru(bpy): Khang thé don
dong khang AFP (chudt) danh déu phirc hop
ruthenium >=12.0 mg/L; dém phosphate
>=100 mmol/L, pH 6.0; chit bao quan.

test

600

16

Chét hiéu chuin xét
nghiém AFP

(alphal-fetoprotein)

AFP Call: 2 chai, mdi chai 1.0 mL méu
chuén 1

AFP Cal2: 2 chai, mdi chai 1.0 mL méu
chuén 2

AFP (nguoi, tir canh ciy té bao) véi hai
khoang nong d¢ (khoang 5 IU/mL hoic 6
ng/mL va khoang 50 IU/mL hodc 60 ng/mL)
trong huyét thanh nguoi

ml

17

Thudc thir xét
nghiém PSA toan
phan

M: Vi hat phu Streptavidin >=0.72 mg/mL;
chit bao quan.

R1 Anti-PSA-Ab~biotin: Khéng thé don
dong khang PSA danh dau biotin (chudt)
>=1.5 mg/L; dém phosphate>=100 mmol/L,
pH 6.0; chit bao quan.

R2 Anti-PSA-Ab~Ru(bpy): Khang thé don
dong khang PSA (chudt) danh déu phirc hop
ruthenium >=1.0 mg/L; dém phosphate
>=100 mmol/L, pH 6.0; chit bao quan

test

600

18

Vit liéu chudn xét
nghiém PSA toan
phan

* PSA Call: mau chuén 1

* PSA Cal2: mau chuén 2

PSA (ngudi) véi hai khoang ndng do
(khoang 0 ng/mL va khoang 60 ng/mL)
trong huyét thanh nguoi

ml




19

Thude thir xét
nghi¢ém CEA

M: Vi hat phu Streptavidin >=0.72 mg/mL;
chét bao quan.

R1: Anti-CEA-Ab~biotin: Khang thé don
dong khang CEA danh dau biotin
(chudt/nguoi)>= 3.0 mg/L; dém phosphate
>=100 mmol/L, pH 6.0; chit bao quan.

R2: Anti-CEA-Ab~Ru(bpy): Khang thé don
dong khang CEA (chudt) danh dau phic
hop ruthenium >=4.0 mg/L; dém phosphate
>=100 mmol/L, pH 6.5; chit bao quan

test

600

20

Chét hiéu chuin xét
nghiém CEA

CEA Call:miu chuén 1

» CEA Cal2: mau chuéan 2

CEA (ngudi, tir canh cdy té bao) véi hai
khoang ndng d¢ (khoang 5 ng/mL va
khoang 50 ng/mL) trong hon hop
dém/protein. 1 ng/mL CEA tuong ing voi
16.9 mIU/mL

ml

21

Thubc ther xét
nghiém CA 19-9

M: Vi hat phu Streptavidin >=0.72 mg/mL;
chit bao quan.

R1 Anti-CA 19-9-Ab~biotin: Khang thé don
dong khang CA 19-9 danh dau biotin
(chudt) >=3 mg/L, dém phosphate >=100
mmol/L, pH 6.5; chét bao quan.

R2 Anti-CA 19-9-Ab~Ru(bpy): Khang thé
don dong khang CA 19-9 (chudt) danh dau
phtrc hgp ruthenium >=4 mg/L; dém
phosphate >=100 mmol/L, pH 6.5; chit bao
quan

test

600

22

Chét hiéu chuin xét
nghiém CA 19-9

CA19-9 Call: miu chuan 1
* CA19-9 Cal2: miu chuén 2
CA 19-9 (ngudi) v6i hai khoang nong do
(khoang 20 U/mL va khoang 250 U/mL)
trong huyét thanh nguoi; chit bao quan

ml




23

Thudc thr xét
nghi¢m CA 125

M: Vi hat phu Streptavidin >=0.72 mg/mL;
chét bao quan.

R1 Anti-CA 125-Ab~biotin: Khang thé don
dong khang CA 125 danh déu biotin (M 11;
chudt)>= 1 mg/L; d€m phosphate >=100
mmol/L, pH 7.4; chét bao quan.

R2 Anti-CA 125-Ab~Ru(bpy): Khang thé
don dong khang CA 125 (OC 125; chudt)
danh diu phirc hop ruthenium >= 1 mg/L;
dém phosphate >=100 mmol/L, pH 7.4; chit
bao quan.

test

800

24

Vat liéu chudn xét
nghiém CA 125

CA1251I Call: mau chuan 1

* CA125 11 Cal2: mau chuén 2

Nong d6 ciia CA 125 ngudi trong huyét
thanh ngua (CA125 II Call) l1a 0 U/mL;
CA125 II Cal2 chira khoang 500 U/mL CA
125 ngudi trong hdn hop huyét thanh nguoi;
chét bao quan

ml

25

Thubc thir xét
nghiém CA 72-4

M:Vi hat phu Streptavidin >=0.72 mg/mL;
chat bao quan.

R1 Anti-CA 72-4-Ab~biotin: Khang thé don
dong khang CA 72-4 danh d4u biotin
(CC49; chudt)>= 1 mg/L; dém phosphate>=
100 mmol/L, pH 6.8; chit bao quan.

R2 Anti-CA 72-4-Ab~Ru(bpy): Khéng thé
don dong khang CA 72-4 (B72.3; chuét)
danh dau phirc hop ruthenium >=6 mg/L;
dém phosphate >=100 mmol/L, pH 6.8; chit
bao quan

test

600

26

Chét hiéu chuan xét
nghiém CA 72-4

CA72-4 Call: miu chuan 1

* CA72-4 Cal2: miu chuan 2

CA 72-4 (ngudi) v6i hai khoang ndng do
(khoang 1 U/mL va khoang 70 U/mL) trong
huyét thanh nguoi; chat bao quan

ml




Thudc thir xét

M: Vi hat phu Streptavidin >=0.72 mg/mL;
chit bao quan.

R1 Anti-cytokeratin 19-Ab~biotin : Khang
thé don dong khang cytokeratin 19 danh dau
biotin (KS 19.1; chudt) >=1.5 mg/L; dém
phosphate >=100 mmol/L, pH 7.2; chét bao

27 nghiém CYFRA ) test 600
21-1 avar .
R2 Anti-cytokeratin 19-Ab~Ru(bpy): Khang
thé don dong khang cytokeratin 19 (BM
19.21; chudt) danh dau phtrc hop ruthenium
>=2 mg/L; d¢m phosphate>=100 mmol/L,
pH 7.2; chit bao quan
« CYFRA Call: mau chuan 1
Chat hiéu chuén xét * CYFRA Cal2: méu chuén 2
28 nghiém CYFRA Cytokeratin (nguoi, tir dong té bao MCF-7) ml 4
21-1 v6i hai khoang nong d6 (khoang 0 ng/mL va
khoang 50 ng/mL) trong huyét thanh ngudi
M: Vi hat phu Streptavidin 0.72 mg/mL;
chit bao quan.
R1 Anti-NT-proBNP-Ab~biotin: Khang thé
don dong khang NT-proBNP danh dau
Thudc thir xét biotin (chudt) >=1.1 pg/mL; dém phosphate
29 nghiém >=40 mmol/L, pH 5.8; chat bao quan. test 1.000
NT-proBNP R2 Anti-NT-proBNP-Ab~Ru(bpy): Khang

thé don dong khang NT-proBNP (ctru) danh
dau phirc hop ruthenium >=1.1 pg/mL; dém
phosphate >=40 mmol/L, pH 5.8; chat bao
quan.




30

Chét hiéu chuin xét
nghi¢m NT-proBNP

= PBNP Call: 2 chai, mdi chai 1.0 mL méu
chuén 1

» PBNP Cal2: 2 chai, mdi chai 1.0 mL méu
chuén 2

ProBNP véi hai khoang nong do (khoang
16.6 pmol/L hoédc 140 pg/mL va khoang 320
pmol/L hodc 2700 pg/mL) trong huyét thanh
ngua.

ml

31

Vat liéu kiém soat
xét nghiém
NT-proBNP

» PC CARDII1: huyét thanh chimg 1
* PC CARDII2: huyét thanh chirng 2

ml

32

Thude thir xét
nghiém Troponin T
hs

M: Vi hat phu Streptavidin>=0.72 mg/mL;
chat bao quan.

R1 Anti-troponin T-Ab~biotin: Khang thé
don dong khang troponin T tim d4nh déu
biotin (chudt) >=2.5 mg/L; dém phosphate
>=100 mmol/L, pH 6.0; chit bao quan; chit
lic ché.

R2 Anti-troponin T-Ab~Ru(bpy): Khang
thé don dong khang troponin T tim (chudt)
danh dau phirc hop ruthenium >=2.5 mg/L;
dém phosphate >=100 mmol/L, pH 6.0; cht
bao quan.

test

1.500

33

Chét hiéu chuin xét
nghiém Troponin T
hs

* TN-T hs Call: mau chuan 1

* TN-T hs Cal2: mau chuén 2

Troponin T (tai t6 hop, ngudi) voi hai
khoang ndng d6 (khoang 18 ng/L hodc
pg/mL va khoang 4200 ng/L hodc pg/mL)
trong huyét thanh nguoi.

ml

34

Vat liéu kiém soat
xét nghiém
Troponin T hs

« PC TN1: huyét thanh chimg 1

* PC TN2:huyét thanh chtng 2

Troponin T (tai t6 hop, ngudi) voi hai
khoang ndng d6 (khoang 30 ng/L hodc
pg/mL va khoang 2500 ng/L hodc pg/mL)
va troponin I (t4i t6 hop, ngudi) véi hai
khoang ndng d6 (khoang 0.75 ne/L hodc

ml




ng/mL va khoang 18 ug/L hodc ng/mL)
trong huyét thanh nguoi.

35

Thudc thtr xét
nghiém Cortisol

M : Vi hat phu Streptavidin>= 0.72 mg/mL;
chat bao quan.

R1 Anti-cortisol-Ab~biotin: Khang thé don
dong khang cortisol danh dau biotin (ctru)
>=20 ng/mL; danazol >=20 pg/mL; dém
MESb) >=100 mmol/L, pH 6.0; chit bao
quan.

R2 Cortisol-peptide~Ru(bpy): Dan xudt
cortisol (téng hop), danh déu phirc hop
ruthenium >=20 ng/mL; danazol>= 20
pg/mL; d¢m MES>= 100 mmol/L, pH 6.0;
chét bao quan.

MES = 2-morpholino-ethane sulfonic acid

test

600

36

Chét hiéu chuan xét
nghiém Cortisol

* CORT II Call miu chuén 1

» CORT II Cal2: mau chuén 2

Cortisol (tong hop) véi hai khoang nong do
(khoang 12.5 nmol/L hoac 0.45 pg/dL va
khoang 1000 nmol/L hodc 36 pg/dL) trong
huyét thanh nguoi.

ml

37

Thudc thtr xét
nghiém PCT
(procalcitonin)

B thudc thir gdm:
- M Vi hat phu Streptavidin >=0.72 mg/mL;
chat bao quan.

-R1 Anti-PCT-Ab~biotin: Khang thé don
dong khang PCT danh déu biotin >=2.0
png/mL; dém phosphate>= 95 mmol/L, pH
7.5; chit bao quan.

-R2 Anti-PCT-Ab~Ru(bpy): Khang thé don
dong khang PCT danh dau phirc hop
ruthenium >=5.6 pg/mL; dém phosphate
>=95 mmol/L, pH 7.5; chit bao quan.

-PCT Call: PCT (tai to hop) khoang 0.10
ng/mL trong huyét thanh nguoi; chat bao
quan.

- PCT Cal2 : PCT (tai t6 hop) khoang 54

test

1200




ng/mL trong huyét thanh nguoi; chat bao
quan.

- PC PCT1 PreciControl PCT 1: PCT (tai t6
hop) khoang 0.50 ng/mL trong huyét thanh
nguoi; chat bao quan.

-PC PCT?2 PreciControl PCT 2: PCT (tai to
hop) khoang 10 ng/mL trong huyét thanh
nguoi; chit bao quan

38

Thude thir xét
nghi¢ém HBsAg

B thude thir gom:

- M: Vi hat ph streptavidin>= 0.72 mg/mL,;
chét bao quan.

- R1 Anti-HBsAg-Ab~biotin : Hai khang thé
don dong dac hiéu khang HBsAg (chudt) >
=0.5 mg/L; dém phosphate 100 mmol/L, pH
7.5; chatbao quan.

-R2 Anti-HBsAg-Ab~Ru(bpy): Khang thé
don dong khang HBsAg (chudt), khang thé
da dong khang HBsAg (ctru) danh dau phuc
hop ruthenium > =1.5 mg/L; dém phosphate
100 mmol/L, pH 8.0; chat bao quan.
-HBSAG II Call Mau chuin am tinh 1

- HBSAG II Cal2 Méu chuén duong tinh 2

test

2000

39

Vit liéu kiém soat
xét nghiém HBsAg

Thube thir - dung dich tham gia xét nghiém:
» PC HBSAGII!: Huyét thanh nguoi, om
tinh voi HBsAg; chat bao quan.

Khoang giéi han dich cho chi s6 ngudng:
0.0-0.80

Khoang gidi han dich dinh lugng: 0.0-0.05
IU/mL

« PC HBSAGII2: huyét thanh chimg
HBsAg (nguoi) khoang 0.2 IU/mL trong
huyét thanh nguoi; chat bao quéan.

Khoang gi6i han dich cho chi s6 ngudng:
2.6-5.0

Khoang gia tri dich dinh luong: khoang
0.16 IU/mL

ml

20,8




40

Thubc thir xét
nghiém khang thé
khang HCV

B thude thir gom:

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

* R1 HCV-specific antigens~biotin:Khang
nguyén dac hi¢u HCV danh déu biotin, dém
HEPESb) , pH 7.4; chét bao quan.

* R2 HCV-specific antigens~Ru(bpy)
:Khéng nguyén dic hiéu HCV danh du
phtrc hgp ruthenium > 0.3 mg/L, dém
HEPES, pH 7.4; chét biaoquan.

* A-HCV II Call MAu chuan am tinh 1:
Huyét thanh nguoi, chat bao quan.

* A-HCV II Cal2 Mau chudn duong tinh 2 :
Huyét thanh nguoi duong tinh véi khang thé
khang HCV; chat bao quan. Khong phan
ng véi HBsAg, khéng thé khang HIV 1/2.

test

300

41

Vit liéu kiém soat
xét nghiém khang
theé khang HCV

Thudc thir - dung dich tham gia xét nghiém:
« PC A-HCV1: Huyét thanh ngudi, 4m tinh
v6i khang thé khang HCV; chit bao quan.
Khoang giéi han dich cho chi s6 ngudng:
0-0.3

= PC A-HCV2: Anti-HCV (nguoi) trong
huyét thanh nguoi; chat bao quan.

Gia tri dich cho chi s6 ngudng: Anti-HCV
II: khoang 4

ml

20,8

42

Vit liéu kiém soat
cac xét nghiém
mién dich

PreciControl Universal 1 huyét thanh chimg
d6ng kho 14y tir huyét thanh ngudi véi hai
khoang nong d9. Mau ching dugc ding dé
kiém tra d6 ding va dg chinh xac cua cac
xét nghiém mién dich Elecsys.

Thudc thir - dung dich tham gia xét nghiém:
« PC Ul: huyét thanh ching (ngudi)

« PC U2:huyét thanh chimg (ngudi)

ml

24

43

Vit ligu kiém soat
cac xét nghiém
Marker ung thu

PC TM1: huyét’thanh ching (nguoi)
= PC TM2: huyét thanh ching (nguoi)

ml

12




Dung dich pha
loang dung cho cac

Thude thir - dung dich tham gia xét nghiém:
2 chai moi chai chira mét thé tich kha dung

44 xét nghiém mien 1a 16 mL Thanh phan: Hon hop protein; chat ml 192
dich béo quan < 0.1 %
lelAIEg S;chhvensllnh Dung dich natri hydroxide: 3 mol/L véi
45 cien e chon 1o¢ dung dich natri hypochlorite <2 % CI hoat ml 1.500
ion, coc pha loang tinh
va ong
. N A CleanCell dugc st dung dé thyc hién cac
é)u rilg (%i}sr:%éhoﬁlégt viéc sau: = Rura h¢ théng dng va budng do
ung ce rua bo pl sau mdi 1an do = Phuc héi dién cuc Thude
46 hién ctia may phan hit - dune dich th 2 xét nehiem: d ml 34.200
tich xét nghiém t .u - dung dic tham gia xet nghiém: dung
midn dich dich rira buong do KOH >=176 mmol/L
: (twong ung véi pH 13.2); chat tay <1 %
ProCell dugc str dung dé thuc hién cac viéc
, sau:
D}lng d}Ch f}@ 'Ehong » Phuc hdi dién cuc = Van chuyén hdn hop
dung ¢ phit tin phan (mg thudc thir = Rura vi hat phu
47 hl?u dl@fl h9a Chf’ streptavidin = Phat tin hiéu Thudc thir - dung ml 34.200
may Phan ECh )'cet dich tham gia xét nghiém: dung dich dém
nghi¢m mién dich ,Dém phosphate > 300 mmol/L; )
tripropylamine > 180 mmol/L; chat tay
< 0.1 %; chat bao quan; pH 6.8.
48 SAMPLE CUP Céc nho dé chira mau, mau chuan, mau caii | 20000
5000PCS chimg.
49 Tip dau con Tip nhya dé hiit mau trén may mién dich cai 72.000
Cup dung mau + , x - -
50 hoa chat 4 Cup nhya dung mau phan tng cai 72.000
51 Dung dich rira Dung dich rira- Sys Wash ml 3.000

Téng cong: 51
khoan

VL. SINH PHAM, TEST NHANH




Que thtr phan tich
nudc ti€u

Que thtr phan tich nudc tiéu sir dung dé phat
hién dinh tinh va ban dinh luong cac chat
sau trong nude tiéu: Leukocytes, Nitrite,
Urobilinogen, Protein, pH, Blood, Specific
Gravity, Ketone, Bilirubin, Glucose,
Ascorbic Acid, Albumin, Creatinine,
Calcium. Que thir sir dung mot lan.

test

20.000

Anti A

Anti -A khang thé don dong dan xuat tir té
bao dong lai.

- D6 nhay, d¢ déac hi¢u, do chinh xac : >
99,99%.

- Lo 10ml. - Pat mot trong cac tiéu chuin
ISO; CE; FDA; TCCS

ml

500

Anti B

Anti -B khang thé don dong dan xuat tir té
bao dong lai.

- B§ nhay, d6 dac hi¢u, do chinh xac : >
99,99%.

- Lo 10ml. - Bat mot trong cac tiéu chuén
ISO; CE; FDA; TCCS

ml

500

Anti AB

Anti -AB khang thé don dong dan xuat tir té
bao dong lai.

- B¢ nhay, 6 dac hi¢u, do chinh xac : >
99,99%.

- Lo 10ml. - Bat mét trong cac tiéu chuén
ISO; CE; FDA; TCCS

ml

500

Anti D

Anti -D khang thé da dong (IgM,IgG) dan
xuét tir t& bao dong lai.

- B nhay, d6 dac hi¢u, do chinh xac : >
99,99%.

- Lo 10ml. - Pat mot trong cac tiéu chuén
ISO; CE; FDA; TCCS

ml

300

Anti Human
Globulin (AHG)

Thube thir anti-human globulin (AHG) dung
phat hién sy hién dién ctua khang thé IgG
trong Coomb'S test. Chai 10ml. Bao quan
lanh 4 6 C

ml

150




Test thir ma ty 4
chan

Thanh phan: MOP/AMP/MET/TH C

- B nhay: > 99.8%.

- B¢ déc hiéu: > 99.6%.

- Ngudng phat hi¢n: Morphine: 300 ng/ml;
Amphetamine: 1000 ng/ml;
Methamphetamine: 500 ng/ml; THC: 50
ng/ml

- Bat mot trong céc tiéu chuén: 1SO; CE;
FDA; TCCS.

test

900

Test xét nghiém
nhanh HBsAg

Phat hién dinh tinh khang nguyén bé mit
cua vi rat viém gan B (HBsAg) c6 mat trong
huyét thanh, huyét trong hoic mau toan
phan.

- Po nhay tuong dbi: > 98%, Do dic higu
tuong dbi: > 98.5%, d6 chinh xac > 99% so
véi CLIA

- Gi61 han phat hién: phat hién dugc HBsAg
ching ADR va ching AYW tir nong do
0.01562 pg/ml, va ching ADW tir ndng do
0.03125 pg/ml

test

1.200

Test xét nghiém
nhanh khang thé
Hbs

- Phat hién dinh tinh khéng thé khang khang
nguyén bé mit vi rit viém gan B (anti-HBs)
¢6 trong huyét thanh, huyét twong hodc mau
toan phan.

'- D06 nhay: >98.5 %

- Do dac hiéu: >98.0 %

Gidi han phat hién: 0.023 TU/ml

test

375

10

Test xét nghiém
nhanh HBeAg

- Phat hién dinh tinh HBeAg c6 trong huyét
thanh, huyét tuong ngudi.

'- Do nhay: >95.5 %

- b6 dédc hiéu: > 98.0 %

Bao quan: 14 thang ¢ 2 -30d6 C

test

360

11

Test xét nghiém
nhanh Anti HCV

Phat hién dinh tinh cac khang thé dac hiéu
dbi v6i HCV trong huyét thanh, huyét tuong
hodc mau toan phan (tinh mach va mao
mach) nguoi.

- B§ nhay: > 98,9%, D¢ dac hiéu: > 99% so
sanh vi ECLIA

test

1000




- Nam trong danh sach WHO PQ )
- Khong bi anh hudng boi cac hop chat
thuong hién dién trong mau

12

Test xét nghiém
nhanh Anti HAV

Phat hién sy c6 mit cta khang thé IgM
khang HAV trong huyét thanh hodc huyét
tuwong clia nguoi

- B§ nhay > 95.2%,

- Bo déac hiéu: >99.1%

- B0 chinh xac: > 98.3%.

Khong bi gay nhiéu béi cac chat co ndng do
tuong tng sau: Hemoglobin 1000 mg/dl,
Methanol 10%, Abumin 2000 mg/dl.Khong
bi phan tmg chéo v6i cac mau pham duong
tinh véi HIV, HCV, HBV, HEV.

test

450

13

Test xét nghiém
nhanh Anti HEV

Phat hién sy c6 mit cta khang thé IgG/IgM
khang HEV trong huyét thanh hodc huyét
twong nguai.

-b6 nhay: > 93.3%;

- b6 dac hiéu:>= 98.6%;

- B¢ chinh x4c twong quan: > 97.9%
Khong bi giy nhidu boi cac chét sau:
Gentisic acid 20 mg/dl, Acetaminophen 20
mg/dl, Uric acid 20mg/dl.

Khong phan ting chéo véi cac mau phim
duong tinh véi HBV, HIV, HCV, Syphilis

test

450

14

Test xét nghiém
nhanh Anti HIV
1/2

- b6 nhay: > 99,0%, B¢ dac hi¢u > 99,5%
dbi v6i cac mau huyét twong, huyét thanh,
mAau mau toan ph?ln tinh mach, mau toan
phin mao mach.
Nam trong danh saich WHO PQ.
Gi6i han phat hién:

+ Khang thé khang HIV-1: 11.88 (S/CO)
0 d0 pha loang 2-12

+ Khéng thé khang HIV-2: 102.6 S/CO
¢ d6 pha loang 2-10

+ Khang thé khang HIV-1 nhém phy O:
154.5S/CO & d0 pha loang 2°-7

test

1.000




15

Test xét nghiém
nhanh tim khang
nguyén Dengue
NSI

- B§ nhay tuwong quan: > 92,42 %, D6 déc
hi€u twong quan: > 98,7% so sanh vdi
RT-PCR.

- Gi6i han phat hién (Bdi voi Den-1, 2, 3, 4)
la: 3,9 ng/ml

- Khong xay ra phan g chéo vai cac
chung sau:Streptococcus pneumoniae,
Legionella pneumophila, mau duong tinh
khang nguyén HBV, Mau duong tinh véi
CMV Ab, mau tir ngudi d tiém phong
vaccin vi rit sot vang

test

10.000

16

Test xét nghiém
nhanh tim khang
thé Dengue
1gG/IgM

- Po nhay tuong quan: > 97.4 % (dbi véi
Dengue IgM); > 97.2% (d6i v6i Dengue
IgG) so vai ELISA

- Po dic hiéu twong quan: > 96.6% (dbi véi
Dengue IgM); > 96.2% (d6i v6i Dengue
IgG) so voi ELISA

- Gi61 han phat hién 3,9ug/ml v4i Dengue
IgM / 1gG

- HBV, Syphilis Ab, HIV-1, HIV-2, HCV,
CMV Ab, khong gy ra phan tng chéo.

test

750

17

Test xét nghiém
nhanh phat hién
khang thé khang
giang mai.

- B§ nhay: > 98%, d¢ dac hi¢u > 99.1% so
v6i TPHA.

- MAu sir dung: huyét thanh, huyét tuong,
mau toan phan tinh mach, mau toan phan
mao mach.

- Gi6i han phat hién: d¢ pha loang 1/32 lan
mau huyét thanh duong tinh Syphilis.

- Khong xay ra phan ung chéo vai cac tac
nhan giy bénh thudng gip sau: Huyét trong
duong tinh véi: Dengue IgG/IgM, HBYV,
Chikungunya IgG, Chikungunya IgM, Zika
1eG, Zika [gM, HIV-1, HCV

test

900

18

Test xét nghiém
nhanh tim khang
thé H.pylori

- Phat hién dinh tinh céc khang thé dic hiéu
v6i H.pylori trong huyét thanh, huyét twong
hodc mau toan phan clia ngudi.

- Do nhay > 98.5%; D0 dac hiéu: > 98.9%
- Gi61 han phat hién: 10 U/ml

test

1.000




Khay thir xét nghiém mién dich sac ky
nhanh dé dinh tinh mau an trong phén ¢

nguoi
Test nhanh phat Mau: phan
19 hién héng cau 4n Do nhay: > 95% test 750
trong phan Do dac hiéu: > 99.5%
P9 chinh xac: > 98.6%
Béo quéan & nhiét 46 phong hoac bao quan
lanh (2-30°C).
Test nhanh phat Test nhanh phat hién dinh tinh Rotavirus tir
20 hién dinh tinh } nhiing mau phan ngudi. Gidi han phat hién test 600
Rotavirus tir mau l1a 87.5ng/mL. P§ nhay lam sang > 98.5%,
phéan nguoi d6 dac hiéu lam sang > 98%
B6 nhuom Gram dugc str dung dé nhuom vi
sinh vat tir mau nuoi céy hodc miu bénh
) pham theo phuong phap nhu¢m Gram.
B0 thudc nhudém Thanh phan:
21 Gram 1. Crystal Violet ml 1600
2. Lugol
3.Decolor
4, Safranin
Dung dich nhudém ciia Giemsa (bao gom
xanh methylen, azure va eosin) thuong dugc
29 Thube nhuom su dung trongqhuyét hoc , m6 hoc,, té bao ml 1,500
Giémsa hoc va vi khuan hoc dé chan doan in vitro ’
(IVD)
pH: 6.1 — 7.0 . B4o quan: +15°C to +25°C.
La mbi truong ding dé phat hién nhanh sy
hién dién cua Helicobacter pylori trong mau
sinh thiét ndi soi da day.
. Thanh phan: Urea, Phenol red, Agar, pH 6.8
23 Test nhanh H.pylori £02625°C . test | 5.000

trong ndi soi da day

- B§ nhay: > 99.8%

- Do dic hiéu: > 99.6%

Pat mot trong céc tiéu chuén ISO, CE,
FDA, TCCS

Téng cong: 23 khoin




Gia trén da bao gdom VAT va céc chi phi khac néu c6
(Gui kém céc tai liéu chimg minh vé tinh ning, thong sb k¥ thuat va cac tai liéu lién quan cua Hoa chat, Sinh pham, Vat tu xét nghiém)
2. Bdo gia nay co hiéu lyc trong vong:.....ngay, ké tir ngay.. ..thang....ndm...... [gh1 cu thé s6 ngay nhung khong nhé hon 90 ngay], ke
tr ngay....thang..... ndm...... [ghi ngdy....thang....nam....két thuc nhan bao gia phu hop voi thong tin tai khoan 4 Myc I — Yéu cau
bao gia
3. Chung t6i cam két:

- Khong dang trong qua trinh thuc hién thu tuc giai thé hodc bi thu hoi Gidy chimg nhan dang ki doanh nghiép hodc Gidy chimg
nhan ding ky ho kinh doanh hoic céc tai liéu twong duong khac; khong thude truong hop mat kha ning thanh todn theo quy dinh cua
phap luat vé doanh nghiép

- Gia tri cia cac hang hoa néu trén trong béo gia 1a phu hop, khong vi pham phap luat vé canh tranh, ban pha gia.

- Nhiing thong tin néu trén bao gié 1a trung thuc.

Ngay ... thang .... ndm ....
DAI DIEN HQP PHAP CUA HANG
SAN XUAT, NHA CUNG CAP
(Ky tén va dong dau)



