BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM
VIEN Y HQC BIEN Dgc lap - Ty do - Hanh phuc

s6:AFITM-yHB Hai Phong, ngay 24 thang 04 néim 2024
V/v moi bao gia hoa chit
xét nghiém nam 2024-2025 cha
Vién Y hoc bién

THU MOI BAO GIA
Kinh giri: Céc nha cung cap dich vu tai Vit Nam

Vién Y hoc bién c¢é nhu ciu tiép nhan béo gia dé tham khao, xay dung gla
g6i thiu, lam co s6 & chirc lya chon nha thau cho géi thdu Mua sém hod chét
xét nghiém nam 2024-2025 cua Vién Y hoc bién, véi ndi dung cu thé nhu sau:

I. Thong tin ciia don v yéu cau bio gia:

l. Bon vi yéu cdu bio gia: Vién Y hoc bién

S6 21 dudng Vo Nguyén Giap, phuong Kénh Duong, quan Lé Chan, thanh phé
Hai Phong.

2. Thong tin lién h¢ cia ngudi chiu trach nhiém tiép nhan béo gia:

Ba Tran Thi Thu Tr ang - Pho truong khoa Duoc

Dién thoai: 0982.276559 hoic 0225.3519687 (nhéanh 411)

Email: khoaduoc@vinimam.org.vn
3. Céch thirc tiép nhéan bao gia:

- Nhén van ban giéy truc tiép tai dia chi: Van thu, Vién Y hoc bién
- Hogdc nhan vin ban gidy truc tiép tai dia chi: Khoa Dugc, Vién Y hoc bién
(Kem file dién tir qua email: khoaduoc@vinimam.org, vn)
4. Thoi han tiép nhan béo gia: Tur 08 gio 00 phat ngay 25 thang 04 nam 2024
dén trude 17 gio 00 phut ngay 10 thang 05 nam 2024.
Cac bao gia nhan duge sau thoi diém néu trén s& khong dugc xem xét.
5. Thoi han ¢6 hiéu luc cia bao gia: T4i thiéu 180 ngay ké tir ngay béo gid.
I1. Noi dung yéu cau bso gld'
1. Danh muyc hang hod yéu cau bao gid: Chi tiét tai Phu luc 1 dinh keém.
2. Yéu cau hd so bao gid bao gém céc tai lieu sau:
- Béo gia theo mau tai Phy luc 2 dinh kem.
- Catolog, tiéu chuén k¥ thuét chi tiét cta hang hoa (néu co).
Luu y: Béo gid da bao gom thué, phi, 1& phi (néu co), chi phi van chuyén. Bén
mua khong phai tra bat ky mot chi phi nao thém.
Tran trong cam on!

Noi nhin: o TRUONG
- Website ctia Vién Y hoc bién (dé cong khai);

- Luu: VI, TCKT,KD.

rin Thi Quynh Chi



PHU LUC 1. DANH MUC HANG HOA

(Kem theo Céng viin sé64 JVTM-YHB ngay 24 thang 04 nim 2024)

STT

Tén hang héa

Dic diém, thong sb ky thuiit hang hoa

Don vi
tinh

So luwgng

Hoa chat xét nghiém cho may khi méau

Hoa chit chay
mau Full + CO-
OX + Lactate 400
Test

Héa chit chay mdu ¢6 Lactate trén hé thong
Rapidpoint 500 déng goi car rtridge cong sudt
400 test. Cartridge do bao g gom cdc cam blen
thude thir, va cac thanh phén chit long can
thiét dé& phan tich mau bénh pham va hiéu
chuén trén hé théng. Cac cam bién trong
cartridge ¢6 kha ning do ludng cée chi s6 pH,
pO2, pCO2, Na+, K+, Cat++, Cl-, glucose,
lactate, hemoglobin toan phz‘”m,
oxyhemoglobin, deoxyhemoglobin,
methemoglobin, carboxyhemoglobin va
neonatal bilirubin,

M0i cartridge sir dung 6n dinh tr ong 28 ngay

khi dugc cai dit trén hé théng. Bao quan &
nhiét do 2-8°C.
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o

Hoéa chét rira thai
toan bo

Hoéa chit rira thai c6 chura thudce ria dé lam
sach dudng cl'm mau sau khi phan tich va higu
chudn. Bao gdm 250 mL chét rtia voi mubi,
chit hoat dong bé mit, chit bao quan trong
nudce khir ion.

MOi cartridge rira thai sir dung 6n dinh trong
10 ngay sau khi dugce cai dit trén hé théng.
Bdo quan ¢ nhiét dd 2-25°C.

Hop

15

OS]

Hoa chat kiém
chuan muc 3

Héa chét kiém chuén miic 3 cho pH, khi méu,
dién giai, CO-OX va céc chét chuyén hoa trén
hé thong.
Bdo quan ¢ nhiét d¢ 18-25°C, tranh 4nh ning
truc tiép.

Hop

01

I1

Hoda chat xét nghiém cho miy di nguyén

Bo hoa chét tim dj
nguyén gdy di Gng
(64 loai)

Phan tich immunoblot ding dé phat hién dinh
lugng cac khéng thé IgE dic hiéu gay di img
trong huyét thanh hoiic huyét tuong cua
nguoi

S6 luong di nguyén: 64 di nguyén

Su dung duge cho may Q-smart (HOdL tuong
duong)

Test

900

111

Hoa chit xét nghiém cho may min dich ty djng VIDAS

B0 xét nghiém
dinh lugng Anti
TG

Xét nghiém dinh lugng khang thé [gG khang
thyroglobulin (anti-Tg) trong huyét thanh
hodc huyét tuong str dung k§ thudt xét

10
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nghiém huynh quang lién két gin enzyme
(ELFA).

Bo xét nghiém
dinh lugng

X¢t nghi€ém phét hién procalcitonin ngudi
trong huyet thanh hoic huyét tuong cua

15

procalcitonin ngudi bing ky thuat ELFA (Phuong phap
(PCT) Enzym c6 gan huynh quang)
B§ xét nghiém Xét nghiém dinh lugng khang nguyén OC
3 il Tiioie A 125 trong huyét thanh hogic huyét trong H6 12
BT Sg nguoi, str dung ky thudt ELFA (xét nghiém P
huynh quang lién két enzyme)
B xét nghiém Xét nghiém dinh lugng khang, nguyén
4 Hinh [ions € BA Carcinoembryonic trong huyét thanh hoiic H6 14
‘ (S)b huyét twong ngudi bing k¥ thuit ELFA (xct P
nghiém huynh quang lién két enzyme)
Birsinphién Xét nghié¢m dinh lugng cortisol trong huyet
: thanh va huyét tuong ngudi, hodc nude tidu .
5 dinh lugng Hop 34
. st dung k¥ thuat ELFA (phén tich huynh
Cortisol o' &
quang ket két voi Enzyme)
B xét nighién Xét nghiém dinh luong san pham phan huy
) fibrin (F bDP) trong huyét twong nguoi (natri o
6 dinh lugng D- Hop 4
. citrate) bing k¥ thuat ELFA (xét nghiém
Dimer
huynh quang lién két gan enzyme)
Xét nghiém dinh luong Ferritin tr ong huyét
7 B xét nghiém | thanh hogc huyét tuong ctia ngudi sir dung 6 15
dinh lugng Ferritin | k§ thuat ELFA (Xét Nghiém Huynh Quang -E
Lién Két Enzyme)
Xét nghiém dinh lugng tmodothyromn tu do
Q B xét nghiém (FT3) trong huyét thanh hogc huyét tuong H6 3
dinh lugng FT3 | ngudi, str dung k§ thudt ELFA (Phén tich P
huynh quang lién két enzym).
Xét nghiém dinh lugng thyroxine tw do (FT4)
9 B xét nghiém | trong huyét thanh hoiic huyét twong nguoi, s 6 60
dinh lugng FT4 | dung k§ thudt ELFA (xét nghi¢m huynh P
quang lién két enzyme).
B xét nghiém Xeét nghiém dinh lugng troponin I tim trong
. huyét thanh hodc huyét tuong ngudi bang k§ .
10 dinh lugng Hop 40
, : thuét ELFA (xét nghiém huynh quang lién
Troponin I
két enzyme)
Xét nghiém dinh luong doan dau N ciia
B xét nghiém | peptide natri loi niéu loai néo trong huyét
11 dinh luong NT- | thanh hodt huyet tuong cua ngudi (lithium va Hop 10
proBNP2 natri heparin) bing k¥ thuat ELFA (xét
nghiém huynh quang lién két enzyme)
Xét nghiém dinh luong xdc dinh hormon kich
2 i tuyén gidp tr ong huyet thanh hogic huyét
2 BO xét nghiém tuong ngudi bang mién dich enzym, sir dung Hop 54

dinh lugng TSH

ky thudt ELFA (phén tich huynh quang lién
két enzym).

77 2N\\
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Héa chit xét nghi¢m cho may mién dich tw dong Lumipulse G600II

Lumipulse G AFP-
N Immunoreaction
Cartridges

1. Chirc nang/ cong dung: sir dung cho chan
dodn in vitro nham dinh lugng alpha-
fetopmtem (AFP) trong huyet tuong hoac
huyét thanh,

2. Chét liéu/ thanh phan:

- Dung dich hat phu khang thé: céc hat phu
khang thé don dong anti- AFP, cac chit én
dinh protein va cac chit 6n dinh hoa hoc
trong dung dich dém Tris, gelatin. Chét bao
quan: natri azid.

- Dung dich khéng thé dénh diu enzyme:
khang the don dong anti-AFP danh dau ALP,
céc chét én dinh protein va cac chit én dinh
héa hoc trong dung dich dém MES. Chit bao
qudn: natri azid.

3. Gidi han do: 0,5-2000 ng/mL; D chinh
xdc = 3,0%; Gioi han phat hign (LOD) :
0,075 ng/mL; Giéi han dinh lugng (LOQ):
0,075 ng/mL; D nhiéu trung binh < 20%:
Tuyén tinh trong khodng 173,2-2000 ng/mL.
4. Tiéu chudn chét lugng: ISO, CE

5. Tiéu chuén dong goi: 3 x14 tests/ Hop

17

Lumipulse G AFP-
N Calibrators

1. Chure nang/cong dung: Héa chit hiéu
chudn xét nghi¢ém AFP-N

2. Chét lwgng/thanh phan: Chura NaCl trong
chét dém phosphate ¢6 chit 6n dinh protein.
Chét bao quan: natri azid.

3. Tiéu chudn chét lugng: ISO, CE

4. Tiéu chuan déng goi: 1x3x1,5 mL/ Hop

Lumipulse G
Substrate Solution
for G60O0IT

I. Chirc ndng/ cong dung: Chi ding cho chén
doan in vitro: San phim nay la mot loai thube
thtr phé bién duoc dung cho phan (mg enzym
trong LUMIPULSE G System

2. Chét liéu/thanh phan: Chira AMPPD la
mdt chét nén tr ong dung dich dém
diethanolamine véi chét dn dinh hoa hoc.
Chét bao quan: natri azid.

3. Tiéu chudn chét lugng: ISO, CE.

4. Tiéu chuan dong goi: 6x50 mL/Hop

12

Lumipulse G
Specimen Diluent1
for 60011

1. Chuce nang,/con‘g> dung: Stir dung dé pha
lodng mau

2. Chit ligu/ thanh phan: Chita NaCl tx ong
dung dich dém Tris cé protein va chét én
dinh hoa hoc. Chét bio quéan: natri azid.

3. Tiéu chuén chét [uong ISO, CE.

4. Tiéu chudn déng goi: 4x80 mL/Hop

Hop

11

Lumipulse G
Wash Solution

1. Chirc ning/cong dung: Chi diing cho chén
dodn in vitro: San phim nay la mot loai thudc

30




thtr phd bién sir dung dé ria LUMIPULSE G
System

2. Chét ligw/thanh phén:

Chira NaCl tr ong dung dich dém Tris ¢6 chia
chét tiy rira. Chét bao quan: natri azid.

3. Tiéu chuan chét lugng: ISO, CE

4. Tiéu chuan dong got: 1x1000 mL

§

Lumipulse G C-
Peptide
Immunoreaction
Cartridges

1. Chirc nangp/cong: dung: bé sir dung cho
chin dodn in vitro nhim dinh lugng C-
peptide trong huyét tuong hogc huyét thanh.
2. Chat liéu/thanh phn:

- Dung dich hat phii khéng thé: Chtra céc hat
phu khéng thé don dong anti-C- -peptide, cic
chit én dinh protein va cdc chét 6n dinh héa
hoc trong dung dich dém Tris, gelatin. Chét
bdo quan: natri azid.

- Dung dich khang thé danh d4u enzyme:
Chutra khéng s thé don dong anti-C-peptide
danh dau ALP, céc chét 6n dinh protein va
cdc chit én dinh hoa hoc trong dung dich
dém MES. Chét bao quan: natri azid.

3. Gidi han do: 0,02-30 ng/mL; Pd chinh xac
= 5,1%; Gidi han phat hién (LOD): 0,0109
ng/mL;Gidi han dinh luong (LOQ): 0,0109
ng/mL; D) nhiéu trung binh <20%: Tuyén
tinh trong khoang 0,57-30,00 ng/mL

4. Tiéu chuén chit lugng: ISO, CE

5. tiéu chuin dong goi: 3x14 tests/F Hop

Hop

Lumipulse G C-
Peptide Calibrators

I. Chtre ndng/cong dung: Hoa chét hiéu
chudn xét nghiém C- -Peptide

2. Chit lidu/thanh phén: Chura NaCl trong

dung dich dém Tris c6 chit 6n dinh protein.

Chit bao quan: natri azid.

3. Tiéu chuén chét lucmg, [SO, CE

4. Tiéu chuén dong goi: 1x2x1,5 mL/ Hop

Lumipulse G
CYFRA
Immunoreaction
Cartridges

1. Chtic nang/cong dung: Str dung cho chéin
dodn in vitro nham phat hi¢n dinh lugng
cytokuatm doan tiéu don vi 19 (CYFRA)
trong huyet thanh nguoi,

2. Chét liéu/thanh phén:

- Dung dich chia hat phu khang thé don dong
Anti-CYFRA. Chéit bao quan: Natri Azid

- Dung dich chira khang thé don dong Anti-
CYFRA dénh diu ALP. Chét bao quan: Natri
azid

3. Ngudng do: 0,5-100 ng/mL; D¢ chinh xéc
=4,2%; Gioi han phat hién (LOD): 0,320
ng/mlL; Gidi han dinh lugng (LOQ):0,320
ng/mL; Tuyén tinh trong khoang 2,9-100
ng/mL; DY nhiéu trung binh < 20%

4. Tiéu chudn chit lugng: ISO, CE

Hop
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5. Tiéu chuan dong g6i: 3x14 tests/Hop

Lumipulse G
CYFRA
Calibrators set

I. Chtre nang/ cong dung: Hoa chét hiéu
chuén xét nghiém CYFRA

2. Chit liéu/ thanh phan:

Chura NaCl trong dung dich dém phosphate
¢6 chit 6n dinh protein. Chit bao quan: natri
azid

3. Tidu chuan chét lugng: I1SO, CE

4. Tiéu chuan dong goi: 4x4x0,5 mL/Hop

10

Lumipulse G TSH
IFCC
Immunoreaction
Cartridges

I. Chire nidng/cong dung: su dung cho chin
dodn in vitro v6i LUMIPULSE G Systun
nhiam dinh lugng hormone kich thich tuyen
gidp (TSH) trong huyét thanh hoiic huyét
tuong nguoi.

2. Chét licu/ndng do:

- Dung dich hat phu khing thé: Chira céc hat
duoc phu khang thé don dong T SH cua
nguoi, chat 6n dinh protein, chit én dinh héa
hoc trong dung dich dém natri clorua/Tris.
Dung dich nay chira g gelatin va chuyén thanh
gel & 15°C trér xudng. Chét bao quan: natri
azide

- Dung dich khang » thé dénh déu bing enzym:
Chua khang, thé don dong g TSH khéang ng,ucn
danh déu ban,g, phosphatase kiém (ALP), chét
on

dinh protein, cht én dinh hoa hoc trong dung
dich dém natri clorua/MES. Chét bao quan:
natri azide

3. Gidi han do: 0.007-200.000 pIU/mL

4. Tiéu chudn chét luong: [SO

5. Tiéu chudn dong goi: 3x14 tests/Hop

13

Lumipulse G TSH
IFCC Calibrators

I. Chire ndng/ cong dung: Hoa chét hiéu
chudn xét nghiém TSH IFCC

2. Chét ligu/ thanh phén: Chita hormone kich
thich tuyén gidp (TSII) trong natri clorua
trong dém Tris v6i chit 6n dinh protein. Chét
bdo quan: natri azide

3. Tiéu chudn chét lucmg, ISO

4. Tiéu chudn dong goi: 1x3x1,5 mL/Hop

2

Lumipulse G PSA-
N Immunoreaction
Cartridges

1. Chuce nang/cong dung: Str dung cho chén
dodn in vitro nhim phét hién dinh luong
khang nguyén dic hiéu tuyén tidn list (PSA)
trong huyct tuong hodc huyét thanh nguoi.

2. Chat li¢u/thanh phan:

- Dung dich chtra hat phu khéng thé don dong
Anti-PSA. Chét bao quan: Natri Azid

- Dung dich chtra khangj thé don dong Anti-
PSA dénh ddu ALP. Chét biao quan: Natri

azid

47
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3. Ngudng do: 0,010 - 100 ng/mL; Do chinh
xac = 3,1%; Gioi han phat hién (LOD)
0,00665ng/mL; Gidi han dinh lugng (LOQ)
0,00665 ng/mL; B nhiéu trung binh < 20%.
4. Tiéu chudn chét luong: ISO, CE

5. Tiéu chuén dong g0i: 3x14 tests/Hop

Lumipulse G PSA-
N Calibrators

1. Chire nang/cong dung: Hoa chét hidu
chuin xét nghiém PSA

2. Chét lidu/thanh phan:

Chtra NaCl trong dung dich dém Tris c6 chit
6n dinh protein. Chat bdo quan: natri azid.

3. Tiéu chudn chét lugng: ISO, CE.

4. Tiéu chuan dong goi: 1x3x1,5 mL/Hop

Hop

Lumipulse G
CA19-9-N
Immunoreaction
Cartridges

1. Chire nang/cong dung: sir dung cho chin
dodn in vitro dé dinh luong CA19-9 trong
huyét tuong hodc huyet thanh

2. Chét lid/ thanh phan:

- Dung dich hat phu khang thé: Chtra cac hat
phu khéng thé don dong anti- CA19-9, céc
chit én dinh protein va cac chit dn dinh hoa
hoc trong dung dich dém Tris, gelatin. Chét
bdo quan: natri azid.

- Dung dich khéng thé danh déu enzyme:
Chita khang thé don dong anti-CA19-9 dénh
dau ALP va chét 6n dinh protein va cdc chét
6n dinh hoa hoc trong dung dich dém Bis-
Tris. Chét bao quan: natri azid,

3. Gi6i han do: 2-500 U/mL; D6 chinh xdc <
3,4%; Gidi han phat hién (LOD) : 0,894
U/mL; Gid6i han dinh lugng (LOQ): 0,894
U/mL; D¢ nhiéu trung binh <20%:; Tuyén
tinh trong day 3,0-500 U/mL

4. Tiéu chuén chat luong: 1SO, CE

5. Tiéu chuan dong goi: 3x14 tests/HOp

Hop

13

Lumipulse G
CA19-9-N
Calibrators

1. Chire ndng/ ¢dng dung: Hoa chét hiéu
chudn xét nghiém CA19-9

2. Chét liéw/ Thanh phén:

Chaa NaCl trong dung dich dém phosphate
¢6 chit on dinh protein. Chét bao quan: natri
azid

3. Tiéu chuan chit lugng: 1SO, CE
4. Tiéu chudn dong goi: 1x2x1,5 mL/HOp

16

Lumipulse G FT4-
N Immunoreaction
Cartridges

l.:Chire nang/cong dung: Str dung cho chén
dodn in vitro nhim dinh luong thyroxine tu
do (F [4) trong huyét tuong hogc huyét thanh.
2. Chat luong/thanh phén:

- Dung dich hat phti T3: Chura céc hat phu T3,
cdc chét dn dinh protein va cac chét én dinh
hoa hoc trong dung dich dém MOPS, gelatin.
Chét bao quan: natri azid.

Hop

13




- Dung dich khéng thé ddnh dau enzyme:
Chura khang the don dong anti-T4 danh dau
ALP, céc chit 6n dinh protein va cac chét én
dinh hoa hoc trong dung dich dém MES. Chét
bao quan: natri azid.

3. Gi6i han do: 0,1-10 ng/dL; Pd chinh xac
<4,3%; Gidi han phat hién (LOD): 0,0789
ng/dL; Gi6i han dinh luong (LOQ): 0,0789
ng/dL; D9 nhiéu trung binh <20%

4. Tiéu chuén chét luong: ISO. CE

5. Tiéu chuan dong g0i: 3x14 tests/ Hop

7

Lumipulse G IgE
Immunoreaction
Cartridges

. Chire néng/ cong dumD Dé sir dung cho
chan dodn in vitro v&i may LUMIPULSE G
nhiam dinh lugng globulin mlen dich E (IgE)
trong huyet tuong hodc huyét thanh,

2. Chét liéu/ thanh phan: _

1) Dung dich hat pht khang thé

(Dang long khi str dung, 250 pL/kit xét
nghiém)

Chtra 150 pg/mL cic hat phu khang thé don
dong (chudt) anti- IgE, cac chét én dinh
protein (bo va chudt) va cac chét én dinh hoa
hoc trong 0,15 M NaCl/ dung dich dém Tris.
Dung dich nay chira gelatin va s& chuyen
thanh gel & nhiét do tir 15 °C tréy xuong. Chét
bdo quan: natri azid.

2) Dung dich khéang thé lién két Enzyme
(Dang long, 350 pL/ kit xét nghiém)

Chtra 0,05 pg/mL phosphatase kiém (ALP:
beé), cc chét &n dinh protein danh déu khang
thé don dong anti - IgE (chudt) , chit 6n dinh
protein (bo) va cac chit én dinh hoa hoc
trong 0,1 M NaCl/dung dich dém MES. Chét
bdo quan: natri azid.

3. Giéi han do: 1-1500 [U/mlL,

4. Tiéu chuin chit luong: 1SO

5. Tiéu chudn dong goi: 3x14 tests/Hop

34

Lumipulse G IgE
Calibrators

L. Chirc ning/ cong dung:Dé sir dung cho
chin dodn in vitro tr ong chuén hoa may
LUMIPULSE G nhim dinh lugng khéng thé
IgE trong huyét thanh hoic huyét tuong.

2. Chét ligu/ thanh phén:

Dang long, chira 2 M NaCl trong dung dich
dém phosphate c¢6 chit 6n dinh protein (bo).
Chat bao quan: natri azid

3. Tiéu chuén chét lugng: ISO

4. Tiéu chuin déng goi: 1x2x1,5 mL/Hop

Hop

19

Lumipulse G FT3-
111
Immunoreaction
Cartridges

1. Chire nang, cong dung: Dé st dung cho
chin doan in vitro dé dinh lugng
tmodothylonm(, tw do (FT3) trong huyét
tuong hodic huyét thanh.

Hop
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2. Chat lidu/ Thanh phan:

- Dung dich hat phu T2: Chira cic hat phu T2,

céc chat én dinh protein va cdc chit én dinh

hoa hoc trong dung dich dém Tris, gelatin.

Chét béo quan: natri azid,

- Dung dich khéng thé danh ddu enzyme:

Chtra khang thL don dong anti-T3 danh dau

ALP, céc chét 6n dinh protein va céc chit én

dinh héa hoc trong dung dich dém MES. Chét

bdo quan: natri azid.

3. G161 han do: 0,5-30,0 pg/mL; Do chinh xac

< 3%; Gid1 han phat hién (LOD) : 0,25

pg/mL; Gidi han dinh lugng (LOQ): 0,43
pg/mL; Do nhiu trung binh <10%

4. Tiéu chuan chét luong: 1SO, CE

5. Tiéu chuan dong goi:3x14 tests/ Hop

20

Lumipulse G FT3-
III Calibrators

1. Chtre ndng/cong dung: Hoa chét hiéu
chuén xét nghiém triiodothyronine tu do
(FT3)

2. Chat lidu/thanh phén: Chtra natri azid 1a
chét bao quan trong huyét thanh nguoi da
duge xr ly.

3. Tiéu chuén chét lugng: 1SO, CE

4. Tiéu chuan dong goi: 1x3x1,5 mL/ Hop

Hop

21

Lumipulse G
CEA-N
Immunoreaction
Cartridges (3x14
test)

I. Chire nang, cong dung: Dé str dung cho
chan doén in vitro dé dinh lugng khéng
nguyén ung thu pl101 (CEA) trong huyét
twong hodc huyét thanh.

2. Chat ligu/ thanh phan:

- Dung dich hat phu khang thé: Chira cac hat
phu khang thé don dong anti-CEA, céc chit
on dinh protein va céc chit 6n dinh hoa hoe
trong dung dich dém Tris, gelatin. Chat béo
quan: natri azid.

- Dung dich (hang s thé danh ddu enzyme:
Chira khang thé don dong anti-CEA danh déu
ALP, chit 6n dinh protein va céc cht dn dinh
hoa hoc trong dung dich dém MES. Chét bao
quan: natri azid.,

3. Gi6i han do: 0,5-200 ng/mL; D& chinh xac
= 3,2%; Gidi han phat hién (LOD) : 0,096
ng/mL; Gidi han dinh lugng (LOQ): 0,096
ng/mL; D9 nhiéu trung binh < 20%; Tuyén
tinh trong day 4,2-200 ng/mL.

4. Tiéu chuan chit lugng;: 1SO, CE

5. Tiéu chuan dong goi: 3x14 tests/Hop

Hop
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Lumipulse G
CEA-N
Calibrators

1. Chtre ndng/ Cong dung: Hoa chat hiéu
chuan xét nghiém CEA

2. Chét liéu/ thanh phan:

Chira 0,15 M NaCl trong chét, dém Tris co
chit on dinh protein (bo). Chat bao quén:

paa——

AN\

=<
=
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natri azid.
3. Tiéu chudn chat lugng: 1SO, CE
4. Tiéu chudn dong goi: 1x2x1,5 mL/Hop

23

Lumipulse G
HBsAb-N
Immunoreaction
Cartridges 3x14
tests

1. Chire nang/cong dung: Str dung cho chén
dodn in vitro nhim phat hién dinh tinh va
dinh lugng khéng thé véi khang nguyén bé
mit virus viém gan B (Antl -HBs) trong
huyét tuong hodc huyet thanh nguoi; dung
cho muc dich hd tro chdn doén virus viém
gan B, xdc dinh hié¢u qua cta tiém ngura virus
viém gan B va gidm sat hi¢u qua diéu tri.

2. Chét liéu/thanh phan:

- Chira hat pht khang nguyén HBs, gelatin.
Chét bao quan: natri azid.

- Chtta khéng nguyén HBs dénh dau ALP
kiém. Chét bao quéan: natri azid.

3. Ngudng do: 10-1000 mIU/mL; D nhiéu
trung binh < 10%

4. Tiéu chuan chat luong: ISO

5. Tiéu chuin dong goi: 3x14 tests/Hop

Hop
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Lumipulse G
HBsAb-N
Calibrators 1x2
conc

1. Chttc niing/cong dung: Hoa chét hiéu
chuéin xét nghiém HBsAb

2. Chat lidu/thanh phan:

- Chat bao quan: natri azid.

3. Tiéu chuén chét luong: ISO.

4. Tiéu chudn dong goi: 1x2x1,5 mL/Hop

Hop
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Lumipulse G
Insulin-N
Immunoreaction
Cartridges 3x14
test

1. Chire nang/cOng dung: St dung cho chén
dodn in vitro nhim phét hién dinh lugng
Insulin trong huyét twong hozc huyét thanh
nguoi.

2. Chat lié¢u/thanh phén:

- Dung dich chda hat phu khang thé don dong
Anti-Insulin. Chét bao quan: natri azid

- Dung dich chia khang thé don dong Anti-
Insulin déanh ddu ALP. Chét bao quan: natri
azid

3. Ngudng do: 0,6-400 ulU/mL; 06 chinh
xdc =4,7%; Gidi han phét hién (LOD): 0,197
wIU/mL; Giéi han dinh lugng (LOQ): 0,197
pIU/mL;DG nhiéu trung binh <20%, Tuyén
tinh trong khoang 37,7-400 pIU/ mL

4. Tiéu chuén chit lugng: ISO, CE

5. Tiéu chuén déng g0i: 3x14 tests/HOp
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Lumipulse G
Insulin-N
Calibrators

1. Chtte ning/cong dung: Hoa chét hiéu
chuén xét nghiém Insulin

2. Chit lidu/thanh phan:

Chita NaCl trong dung dich dém Tris co chét
6n dinh protein. Chit béo quéan: natri azid.

3. Tiéu chudn chét lugng: ISO, CE.

4. Tiéu chudn dong goi: 1x2x1,5 mL/Hdp
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Lumipulse G
BHCG
Immunoreaction
Cartridges 3x14
test

1. Chire niing/cong dung: Pé str dung cho
chén doan in vitro nhdm dinh luong beta
human chorionic gonadotropin toan phém
(BHCG) trong huyét tuong hodc huyét thanh.
2. Chét liéu/thanh phan: ‘

- Dung dich hat pht khéng thé: Chira cac hat
phti khang thé don dong anti-BHCG, cac chét
6n dinh protein va cac chét én dinh héa hoc
trong dung dich dém Tris, gelatin. Chit bao
quan: natri azid.

- Dung dich khéng thé lién két enzyme: Chira
khang thé don dong anti-BHCG danh déu
ALP, cic chat 6n dinh protein va cac chét én
dinh héa hoc trong dung dich dém MES. Chét
bdo quan: natri azid.

3. Gi6i han do: 1,5-1000 mIU/mL; D0 chinh
xdac < 5,0%; Gidi han phat hién (LOD): 0,539
mlU/mL; Giéi han dinh lugng (LOQ): 0,539
mlIU/mL; Tuyén tinh trong khoang 9,2-1000
mlIU/mL

4, Tiéu chufin chét lugng: 1SO, CE

5. Tiéu chuan dong goi: 3x 14 tests/HOp
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Lumipulse G Beta
HCG Calibrators
1x2 Conc

1. Chie niing/ cong dung: Hoéa chit hidu
chudn xét nghiém beta humanchorionic
gonadotropin toan phan (BPHCG)

2. Chit lidu/ thanh phén:

Chtra NaCl trong dung dich dém Tris c6 chét
on dinh protein. Chét bao quan: natri azid.

3. Tiéu chudn chét lugng: ISO, CE

4. Tiéu chudn déng goi: 1x2x1,5 mL/Hop

Hop

Lumipulse G FT4-
N Calibrators 1*3
Conc

1. Chtic ning/cong dung: Hoa chit hiéu
chudn xét n ghiém thyroxine tu do (FFT4)

2. Chat luong/thanh phin: Chira natri azid 1a
chit béo quan trong huyét thanh ngudi da
duge xir ly.

3. Tiéu chuén chét lugng: ISO, CE

4. Tiéu chuén dong goi: 1x3x1,5 mL/ Hop
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Lumipulse G
CA15-3
Immunoreaction
Cartridges set
(3x14 test)

1. Chirc ning/cong dung: Dé str dung cho
chan doan in vitro véi may LUMIPULSE G
nhim dinh lugng CA15-3 trong huyét tuong
hoic huyét thanh.

2. Chit liéu/ thanh phén:

- Dung dich hat pht khang thé: Chira cac hat
phu khéng thé don dong anti-CA15-3, céc
chét én dinh protein va cdc chét én dinh héa
hoc trong dung dich dém Tris, gelatin. Chét
bao quan: natri azid.

- Dung dich khang thé lién két enzyme: Chua
khéng thé don dong anti-CA15-3 dénh déu.
ALP, cac chit dn dinh protein va céc chit on
dinh hoa hoc trong dung dich dém MES. Chét




bdo quan: natri azid.

3. Gidi han do: 2-400 U/mL; Tuyén tinh
trong khoang 2,8-400 U/mL; B chinh xac <
5,1%

4. Tiéu chuén chét lugng: 1SO, CE

5. Tiéu chuan dong goi: 3x 14 tests/Hop

Lumipulse G

1. Chire ning/ c¢ong dung: Hoa chét hiéu
chuén xét nghiém CA15-3
2. Chat li¢u/ thanh phan:

31 CA15-3 Chira NaCl trong dung dich dém Tris co chét Hop 1
Calibrators on dinh protein. Chét bdo quan: natri azid
3. Tiéu chuz}n chat luong: 1ISO, CE
4. Tiéu chuan dong goi: 1x2x1,5 mL/Hop
1. Chire ning/céng dung: Str dung dé ngan
St Sinslis chin sy hu hong ctia dung dich co chat
R R ——— 2. Chat liéu/ thanh phan: Ca(OH)2: 80-85%, Ha 6
tber ™ | NaOH:1-5%, KOH: 1-5% .
3. Tiéu chuép chat lugng: IS0, CE.
4 . Tiéu chuan dong goi: 6x2 ong/Hop
Péu con nhya dé
hat mau dung cho | . S K s : 2
33 méy G601 - St dung dé hit mau bénh pham Hop 27
Sampling tips
Liquichek Cardiac | QC cho céc xét nghiém sau: BNP, CK-MB
34 Markers Plus [soenzyme, CRP, Myoglobin, NT-proBNP, Lo 2
Control, Level 1 | Troponin I, Troponin T
Liquichek Cardiac | QC cho cédc xét nghiém sau: BNP, CK-MB
35 Markers Plus [soenzyme, CRP, Myoglobin, NT-proBNP, Lo 2

Control, Level 2

Troponin [, Troponin T

Téng: 51 khoén
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