UY BAN NHAN DAN CONG HOA XA HQI CHU NGHIA VIET NAM
THANH PHO HO CHI MINH Doc 1ap — Tu do — Hanh phuc
TRUONG PAI HOC Y KHOA
PHAM NGOQC THACH

S0: 2898/ TDHYKPNT-TBDA  Thanh phé Hé Chi Minh, ngay 01thdng 10 ndm 2025
V/v moi tham gia bdo gia du toan géi thau
“Mua sdm vat tu, hoa chat thuc hién xét
nghiém mién dich phuc vy hoat dong ctia
Phong kham Pa khoa thudc Truong Dai
hoc Y khoa Pham Ngoc Thach ”

Kinh giri: Quy nha cung cap.
Truong Pai hoc Y khoa Pham Ngoc Thach dang trién khai g61 thau: “Mua

sdm vat tu, hoa chit thuc hién xét nghiém mién dich phuc vu hoat dong ctia Phong
kham Pa khoa thuoc Truong Pai hoc Y khoa Pham Ngoc Thach”.

Dbé ¢6 co s6 lap gia du toan, nha truong kinh moi cac don vi ¢6 du nang luc
va quan tam dén g61 thau: “Mua sdm vat tu, hoa chét thuc hién xét nghiém mién dich
phuc vu hoat dong ctia Phong kham DPa khoa thuoc Truong Pai hoc Y khoa Pham
Ngoc Thach” gtri Thu bao gia vé Truong Pai hoc Y khoa Pham Ngoc Thach theo
phu luc bang yéu cau bao gia.

Thanh phan ho so gom:

1. Bang bao gia hang hoa (bao gdm toan b chi phi nhu: thué GTGT va cac chi
phi lién quan khac).

(Ghi chi: Cac don vi vui long bao gid tron goi, dung theo tén hang hoa/tén
thwong mai, dung quy cdch, so lwong va gia tong cong (co VAT)).

2. Hiéu lyc cta ho so chao gia: toi thiéu 120 ngay.
Kinh dé nghi Quy don vi giri ho so néu trén bang ca hai hinh thirc sau:
2.1. Qua dia chi e-mail: thietbi@pnt.edu.vn
2.2. Truc tiép vé Truong Pai hoc Y khoa Pham Ngoc Thach.
bia chi: Truong Pai hoc Y khoa Pham Ngoc Thach

S6 02 Puong Duong Quang Trung, Phuong Hoa Hung, Thanh phé Hb Chi
Minh.

Thoi gian gui: trude 16 gio 00 pht, ngay 13 thang 10 nam 2025

Chi tiét lién hé: KS. Nguyén Xuan Hoa, Chuyén vién Phong Thiét Bi Dy An, s6
dién thoai: 0914720035

*Luu Y vé twe cach hop 1é ciia nha thau tham gia bdo gid:

- D6i véi nha thau, nha dau tw trong nude: la doanh nghiép, hop tac xa, lién
hiép hop tac xd, to hop tac, don vi su nghiép cong lap, to chuc kinh té co von dau tu
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nudc ngoai dang ky thanh lap, hoat dong theo quy dinh cua phdp ludt Viét Nam. Poi
v6i nha thau, nha dau tw nwée ngodi: ¢é ding ky thanh Idp, hoat dong theo phdp ludt
nuwoc ngodai;

- Hach toan tai chinh doc ldp;

- Khéng dang trong qud trinh thuc hién thi tuc gidi thé hodc bi thu hoi gidy
chirng nhan dang ky doanh nghiép, gidy chirng nhan dang ky hop tac xa, lién hiép hop
tdc xd, 10 hop tdc; khong thugc truong hop mat kha nang thanh toan theo quy dinh
cua phap ludt vé pha san;

- C6 tén trén Hé thong mang ddu thau quoc gia trude khi phé duyét két qud luwa
chon nha thau, nha dau tu;

- Khong dang trong thoi gian bi cam tham dw thau theo quyét dinh ciia nguoi
c6 tham quyén, BY trwong, Thii triedng co quan ngang B9, co quan thugc Chinh phu,
co quan khac o Trung wong, Chu tich Uy ban nhdn ddn cap tinh quy dinh tai khoan 3
Diéeu 87 cua Ludt 22;

- Khong dang bi truy cuu trach nhiém hinh su.

Tréan trong./.

Noi nhan: KT. HIEU TRUONG
- Nhu trén; PHO HIEU TRUONG
- HT va cac Pho HT;

-P.CNTT (dé ding Website);

- Luu: VT, TBDA-XH (02b).
Dii ky

TS. BS. Pham Quéc Diing



PHU LUC

(Pinh kém Céng van sé: 2898 /TDHYKPNT-TBDA ngady 01 thang 10 nam 2025 cia Truong Dai hoc Y khoa Pham Ngoc Thach)

BANG YEU CAU BAO GIA
Tinh ning k§ thuit Xudt xit/ | Quy cach Pon vi ] Pon gida | Thanh tién Ghi chu
STT Tén hang hoa Hang SX (twong tinh So lwong (bong) (Pbong)
dwong) (c6 VAT) (c6 VAT)

- PreciControl HBsAg II 1a huyét thanh Dung dich kiém
chng sin sang dé str dung 13y tir huyét chuan HBsAg
thanh ngudi ¢ ca khoang ndng do am dugc dung dé
va duong. Mau ching duoc dung dé kiém tra do ding
kiém tra 4o diing cua xét nghiém mién cua cac xét
dich Elecsys HBsAg II va Elecsys nghiém HBsAg
HBsAg II Auto Confirm. trén may phan

. . Thanh phan: tich xét nghiém

1 Hoa chat ngi kiém | - PC HBSAGIII: 8 chai, mdi chai chira 16x1.3 ml H6 01 mién dich
' HBsAg 1.3 mL huyét thanh chimng : P

Huy¢ét thanh ngudi, am tinh véi
HBsAg; chit bao quan.
Khoéng giéi han dich cho chi s6
ngudng: 0.0-0.80
* PC HBSAGII2: 8 chai, mdi chai chira
1.3 mL huyét thanh chtng
HBsAg (nguoi) khoang 0.2 IU/mL
trong huyét thanh nguoi; chit bao quan
Xét nghiém mién dich in vitro dung dé Xét nghiém mién
dinh tinh khang nguyén bé mat viém dich in vitro dung
gan B (HBsAg) trong huyét thanh va dé dinh tinh
huyét twong nguoi. khéng nguyén bé

. Xét nghiém mién dich dién héa phat mat viém gan B

2. Hoa chat HBsAg | quang “ECLIA” Hop/ 100 test Hop 25 (HBsAg) trong

Nguyén 1y bat cip. Tong thoi gian xét huyét thanh va
nghi¢m: <18 phut. huyét twong
D déc hiéu phan tich 1a 100 % (gidi nguoi. Xeét
han tin cay dudi 95 %, mot bén: 99.81 nghiém mién dich
%) dién hoa phat
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Do nhay 1am sang: 99.9% quang. Nguyén ly
xét nghiém bat
cap. Tong thoi

gian xét nghiém
<18 phut.

Xét nghiém mién dich in vitro dung dé

dinh tinh khang thé IgG va IgM khang Xét nghiém mién

khéang nguyén 16i cua vi rit viém gan B dich in vitro dung

trong huyét thanh va huyét twong dé dinh tinh
nguoi. khang thé IgG va

Xét nghiém mién dich dién hoa phat IgM khang khang

quang “ECLIA” nguyén 16i cua vi

Nguyén 1y canh tranh. Téng thoi gian rut viém gan B

xét nghiém: <27 phut. trong huyét thanh

Do nhay 1am sang: 100% (n=793) va huyét tuong

D¢ dac hiéu phan tich: 100% (n=309) nguoi.

Thanh phan :

B9 thudc thir (M, R1, R2) va thudc thir

. A .| tien xtr ly (R0O) dugc dan nhan AHBC
3. | Hoa chat Anti- |, Hop/ 100 test | Hop 03

HBc

M Vi hat phu streptavidin (np trong),
1 chai, 6.5 mL:

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

RO DTT (nép tréng), 1 chai, 5 mL:
1,4-dithiothreitol 110 mmol/L; dém
citrate 50 mmol/L.

R1 HBcAg (ndp xam), 1 chai, 8 mL:
HBcAg (E. coli, DNA) > 25 ng/mL;
dém phosphate 100 mmol/L,

pH 7.4; chit bao quan.

R2 Anti-HBcAg-Ab~biotin; anti-
HBcAg-Ab~Ru(bpy) (np den),

1 chai, 8 mL:




STT

Tinh ning ky thuat

Xuat xi/
Hang SX

Quy cach
(twong
duong)

Pon vi
tinh

S6 lwong

bon gia
(Pdng)
(c6 VAT)

Thanh tién
(Pbong)
(c6 VAT)

Ghi chu

Khang thé don dong khang HBc danh
déu biotin (chudt)

700 ng/mL; khang thé don dong khang
HBc (chu6t) danh dau

phtrc hop ruthenium 200 ng/mL; dém
phosphate 100 mmol/L,

pH 7.4; chit bao quan.

AHBC 2 Call Mau chuan am tinh 1
(ndp tring), 2 chai mdi chai

1.0 mL:

Huyét thanh nguoi; chit bao quan.
AHBC 2 Cal2 Méu chuan dwong tinh 2
(nip den), 2 chai mdi chai

pha 1.0 mL:

Anti-HBc (nguoi) > 8 WHO IU/mLb)
trong huyét thanh

nguoi; chét bio quan.

Héa chat ndi kiém
Anti HBc

PreciControl Antl HBc II 13 huyét
thanh chung sin sang dé st dung lay tur
huyét thanh nguoi ¢ ca khoang ndng do
am va duong. Mau chimg

dugc dung dé kiém tra d6 dung cua xét
nghiém mién dich Elecsys Anti-HBc II.
Thanh phan:

» PC A-HBCII 1: 8 chai, mdi chai chtra
1.3 mL huyét thanh chtng

Huyét thanh ngudi, am tinh voi khang
thé khang HBc; chét bao quan.

Khoang giéi han dich cho chi s6
ngudng: 1.15-3.4

» PC A-HBCII 2: 8 chai, mdi chai chura
1.3 mL huyét thanh chimg

Khang thé khang HBc (nguoi) khoang
1 U/mL trong huyét thanh ngudi; chét
bao quan.

Hop/ 16 x
1.3 ml

16x1.3
ml

01

Dung dich kiém
chuin Anti-HBc
dugc dung dé
kiém tra do ding
xét nghiém mién
dich Elecsys
Anti-HBc trén
may phan tich xét
nghiém mién dich
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Khoang gi6i han dich cho chi s6
ngudng: 0.15-0.95
Xét nghiém mién dich in vitro ding dé Xét nghiém mién
dinh luong khang thé cua nguoi khang dich in vitro dung
khang nguyén bé mt cia vi rat viém dé dinh luong
gan B (HBsAg) trong huyét thanh va khéng thé cua
huy¢t tuong nguoi. nguoi khang
Xét nghiém mien dich dién hoa phat khang nguyén bé
quang “ECLIA” ) mat cua vi rit
. Nguyén 1y bat cap. Tong thoi gian xét viém gan B
5 Hoéa chat Anti- | nghiém: <18 phut. Hop /100 Ho 25 (HBsAg) trong
* | HBs D6 nhay twong dbi 100% test P huyét thanh va
Do dac hiéu tuong doi: 99.78% huyét trong
(n=2673, nhom ngudi hien mau), ngudi. Nguyén ly
99.45% (n=1623, nhém mau thuong bat cap. Tong thoi
quy) ) o gian xét nghiém:
Thanh phan t6i thiéu gom c6: HBsAg < 18 phut. Xét
ngudi/tai to hop danh dau biotin, nghiém mién dich
HBsAg nguoi/tai to hop, danh dau dién hoa phat
phtrc hop ruthenium quang.
. . \ £ Dung dich kiém
PreciControl Anti-HBs 1a huyét thanh 2 :
, T 2 LA A chuan Anti-HBs
chirng san sang dé sir dung lay tir huyét | 2
N . A A A duoc dung dé
thanh nguoi ¢ ca khoang nong do am .z A
\ x , . 2 kiém tra d6 chinh
va duong. Mau ching dugc dung dé TR
2 I TR a xac cua cac xét
kiém tra dg chinh xac cua xét nghiém o x .
, Aooas1:R mién dich Elecsys Anti-HBs II A nghiém mién dich
6 Hoa chat ndi kiém Thanh phin: ) Hop/ 16 x Ho 01 Anti-HBs trén
’ Anti-HBs pan. 1.3 ml P méy phan tich xét

» PC A-HBS1: 8 chai, mdi chai chita
1.3 mL huyét thanh chimng

Huyét thanh nguoi, 4m tinh véi khang
thé khang HBs; chit bao quan.
Khoang ndng d¢ dich cho khang thé
khang HBs: <5 IU/L

nghiém mién
dich. Dung dich
kiém chuan
Anti-HBs 1a
huyét thanh
chiing sén sang




Tinh ning k§ thuit Xudt xit/ | Quy cach Pon vi Pon gia | Thanh tién Ghi chu
STT Tén hang hoa Hang SX (twong tinh So lwong (bong) (Pbong)
dwong) (c6 VAT) (c6 VAT) ‘
» PC A-HBS2: 8 chai, mdi chai chira dé sir dung lay tir
1.3 mL huyét thanh ching huyét thanh nguoi
Khang thé khang HBs (nguoi) khoang ¢ ca khoang nong
100 IU/L trong huyét thanh ngudi; chat d6 am va duong.
bao quan. i
Khoéang nong d¢ dich cho khang thé
khang HBs: 60-150 IU/L
Xét nghiém mién dich in vitro ding dé Cfl(ce}: ?ng}\illfrn; (rinﬁlgn
dinh tinh khang nguyén e ctia vi rat 0 do o
viém gan B (HBeAg) trong huyet thanh Khéne neuvén ¢
va huyet trong nguoi. cila Vgi rugt giém
Xét nghiém mien dich dién hoa phat gan B (HBeAg)
quang E(,:LEA . A o , trong huyét thanh
) Nguyén ly bat cap. Tong thoi gian xét Hép / 100 va huvét tuon
7. | Hoa chit HBeAg | nghiém: <18 phut. P Hop 03 uyet tuong
N A LAs X A . \ test nguol. Xét
-Thanh phan t6i thiéu gém cac thanh nohiém midn dich
phan:Thuoc thir: Khang thé don dong d;gén hoa phat
khang HBeAg dénh ddu biotin, Khang e Noadn I¢
thé don dong khéang HBeAg danh déu gét nginéil %ét Y
phue hop rythenium cip ,‘% S n‘g thoi
* Mau chuan am tinh iaﬁ <6t nohiém
* Mau chuan duong tinh 51 8 phiit ghie
Xét nghiém mién dich in vitro dung dé
dinh tinh khang thé cia nguoi khang Xét nghiém mien
khéng nguyén e cia vi rut viém gan B dich in vitro dung
€ trong huyeét thanh va huyeét € dinh tin
HBeAg g huyét thanh va huyé deé dinh tinh
. twong nguoi. khang thé cua
2 Hoa chat Anti- | Xét nghiém mién dich dién héa phat Hop /100 Hé 01 ngudi khang
’ Hbe quang “ECLIA” test P khang nguyén e

Xét nghiém nay di duoc cip Chimg
nhan CE theo Chi thi 98/79/EC.

cua vi rit viém
gan B (HBeAg)

Nguyén ly canh tranh. Téng thoi gian trong huyét thanh
xét nghiém: <18 phut va huyeét tuong
- Thanh phan t0i thiéu gdm c6: nguoi. Xét
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+ Khéng thé don dong khang HBe dédnh nghiém mién dich
dau biotin; dién hoa phat
+ Khéng thé don dong khang HBe dédnh quang. Nguyén ly
dau phirc hop ruthenium canh tranh. Tong
* Mau chuan am tinh thoi gian xét
* Mau chuan duong tinh nghiém: <18
phut.
Xét nghiém Elecsys Anti-HCV 1I 1a Xét nghiém
mot xét nghiém chén doan in vitro Anti-HCV 1a mot
dung dé phat hién dinh tinh khang thé xét nghiém chan
khang vi rat viém gan C (HCV) trong doan in vitro
huyét thanh va huyét twong nguoi. Xét dung dé phat hién
nghiém mién dich dién hoa phat quang dinh tinh khang
“ECLIA” thé khang vi rit
Nguyén 1y bét cap. Tong thoi gian xét viém gan C
. X nghiém: <18 phut. Hop /100 . (HCV) tron

. Hoa chat HCV AD | z(":{l"hu(")c thur t(E))i thiéu gdbm céc thanh test Hop 08 huyét thanh \%21
phan: Khang nguyén dic hiéu HCV huyét twong
danh déu biotin, Khang nguyén dic nguoi. Xét
hiéu HCV danh déu phtc hop nghiém mién dich
ruthenium dién hoa phat
* Mau chuin am tinh quang. Nguyén ly
* Mau chuan duong tinh bét cap. Tong thoi
Do nhay chan doan 1a 100 % (n=765). gian xét nghiém:
Gidi han tin cdy dudi 95 % 12 99.61 %. <18 phut.
PreciControl Anti-HCV 13 huyét thanh Dung dich kiém
chung sin sang dé str dung 13y tir huyét chuan Anti-HCV
thanh ngudi ¢ ca khoang nong do am duoc dung dé

. Aooasq R va duong. Mau chiing dugc dung dé A kiém tra d¢ ding
10. I}_II%%C}E noi kiém kiém tra d6 ding cua xét nghiém mién 16 I;(I(‘ip 3/ml Hop 01 cua xét nghiém

dich Elecsys Anti-HCV 1I.

Thanh phan:

» PC A-HCV1: 8 chai, mdi chai chira
1.3 mL mau chimg huyét thanh

mién dich
Anti-HCV trén
may phan tich xét
nghiém mién dich
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Huyét thanh ngudi, am tinh voi khang

thé khang HCV; chét bao quan.

Khoang gi6i han dich cho chi sé

ngudng: 0-0.3

* PC A-HCV2: 8 chai, mdi chai chira

1.3 mL mau chimg huyét thanh Khang

HCV (ngudi) trong huyét thanh nguoi;

chét bao quan.

Gié tri dich cho chi sé ngudng:

Anti-HCV II: khoang 4

Xét nghiém mién dich in vitro dung dé Xét nghiém mién

dinh luong thyrotropin trong huyét dich in vitro dung

thanh va huyét twong nguoi. dé dinh luong

Nguyén Iy bat cap. Tong thoi gian xét thyrotropin trong

nghiém: <18 pht. huyét thanh va

Thanh phan: huyét tuong

Vi hat phu streptavidin (nép trong), 1 nguoi. Xét nghiém

chai, 12 mL: mién dich dién

Vi hat phu streptavidin 0.72 mg/mL; hoa phat quang.

chét bao quan. Nguyén 1y xét

Hoa chit dinh An'ti-TSH-Ab~biotin (ndp xam), 1 Hop/ 200 Hop ngPiém t?ét cap.
11. chai, 14 mL: tests 09 Toéng thoi gian
luong TSH

Khang thé don dong khang TSH
(chudt) danh dau biotin

2.0 mg/L; dém phosphate 100 mmol/L,
pH 7.2; chit bao quan.

R2 Anti-TSH-Ab~Ru(bpy) (nip den),
1 chai, 12 mL:

Khang thé don dong khang TSH
(chudt/ngudi) danh dau phic

hop ruthenium 1.5 mg/L; dém
phosphate 100 mmol/L, pH 7.2; chat
bdo quan.

xét nghiém <18
phut.
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Dung dich hi¢u
Hdn hop huyét thanh ngya va mot hon chuan TSH dugc
hop huyét thanh ngudi véi TSH nguoi ding dé chuan xét
& 2 khoang ndng d9. Cac chai CalSet nghiém dinh
¢6 thé ding véi tit ca cac 16 thude thir. luong Elecsys
Thanh phan: TSH trén may xét
) | =TSH Call: 2 chai, mdi chai chtra 1.3 nghiém mién
12 Hoéa chat chuan | mL miu chuén 1 N Hop/ Ho 01 dich.Dung dich
© | TSH - TSH Cal2: 2 chai, mdi chai chtra 1.3 4x1.3 ml P hi¢u chudn TSH
mL méu chuén 2 1a mot hon hop
Nong d6 cia TSH Call trong hdn hop huyét thanh ngya
huyét thanh ngya khoang va mot hon hop
0 pIU/mL; TSH Cal2 chua khoang 1.5 huyét thanh ngudi
plU/mL TSH (ngudi) trong hon hop v6i TSH nguoi o
huyét thanh nguoi 2 khoang ndng
do.
Xét nghiém mién dich in vitro dung dé Xét nghiém mién
dinh lugng triiodothyronine ty do trong dich in vitro dung
huyét thanh va huyét twong nguoi. Xét dé dinh luong
nghiém mién dich dién hoéa phat quang triiodothyronine
“ECLIA” tur do trong huyét
Nguyén Iy bat cap. Tong thoi gian xét thanh va huyét
nghiém: <18 phut. tuong nguoi. Xét
Thanh phan: nghiém mién dich
Héa chit dinh Vi hat phu streptavidin (ndp trong), 1 Hop/ 200 A dién héa p}}ét ,
13. luone FT3 chai, 12 mL: tests Hop 07 quang. Nguyén 1y
ng Vi hat phu streptavidin 0.72 mg/mL; xét nghiém bat
chat bao quan. cap. Tong thoi
Anti-T3-Ab~Ru(bpy) (ndp xam), 1 gian xét nghiém
chai, 18 mL: <18 phut.
Khang thé don dong khang T3 (ctru)
danh dau phirc hop
ruthenium 18 ng/mL; dém phosphate
100 mmol/L, pH 7.0; chét
béo quan.
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T3~biotin (ndp den), 1 chai, 18 mL:
T3 d4anh dau biotin 2.4 ng/mL; dém
phosphate 100 mmol/L,
pH 7.0; chat bao quan.
Dung dich hi¢u
chuan FT3 1a
huyét thanh nguoi
Dung dich dugc ding dé chuan xét dong kho chira T3
nghiém dinh luong Elecsys FT3 III trén v6i hai khoang
, A x| may xét nghiém mién dich cobas e. nong d¢. Dung
14, | Hoa chat chuan | pray e ioet 1a huyét thanh nguo Hop/ 4x1 ml Hop 01 dich hiéu chuén
F13 d6ng kho chtra T3 v6i hai khoang nong FT3 dugc dung
d6. Céc chai CalSet co thé dung véi tat dé chuén xét
ca cac 16 thude thur. nghiém dinh
luwong FT3 trén
may xét nghiém
mién dich.
Xét nghiém mién dich in vitro dung dé Xét nghiém mién
dinh luong thyroxine tu do trong huyét dich in vitro dung
thanh va huyét twong ngudi. Xét dé dinh luong
nghiém mién dich dién hoéa phat quang thyroxine tu do
“ECLIA” trong huyét thanh
Nguyén Iy bat cap. Tong thoi gian xét va huyét tuong
nghiém: <18 phut. nguoi. Xét
. _ Thanh phan: ) Hop/ 200 nghiém mién dich
15 Hoa chat dinh | Vihat phu streptavidin (ndp trong), 1 tests Ho 07 dién hoa phat
) lugng FT4 chai, 12 mL: P quang. Nguyén Iy

Vi hat phu streptavidin 0.72 mg/mL;
chat bao quan.
Anti-T4-Ab~Ru(bpy) (ndp xam), 1
chai, 18 mL:

Khang thé don dong khang T4 (tho)
danh déu phirc hop ruthenium 75
ng/mL; dém phosphate 100 mmol/L,
pH 7.0; chit bao quan.

xét nghiém bat

cap. Tong thoi

gian xét nghiém
<18 phut.
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T4~biotin (ndp den), 1 chai, 18 mL:
T4 danh dau biotin 2.5 ng/mL; dém_
phosphate 100 mmol/L, pH 7.0; chat
bdo quan.
CalSet FT4 IV 1 hon hop dém/protein
san sang d€ su dung chtra L-thyroxine Dung dich hiéu
v6i hai khoang nong do. Céc chai chuan FT4 dugc
CalSet c6 thé dung voi tat ca cac 16 dung dé chuan xét
thuoc thfI.‘ nghiém dinh
Thanh phan: } luong FT4 trén
Hoéa chit chuin FT4 AL Call :;2 chai, moi chai chtra 1.0 Hop/ . mdy xe.t nghiém
16. FT4 mL mau chuan 1 4ax1 ml Hop 01 mién dich.Dung
FT4 4 Cal2: 2 chai, mdi chai chtra 1.0 xlm dich hiéu chuan
mL mau chuan 2 i FT4 12 hdn hop
L-thyroxine véi hai khoang nong do dém/protein san
(khoang 10 pmol/L hoac sang dé st dung
0.78 ng/dL va khoang 45 pmol/L hodc chira L-thyroxine
3.5 ng/dL) trong hon hop v6i hai khoang
dém/protein (albumin huyét thanh bo). nong do.
Xét nghiém mién dich in vitro ding dé Xet nghiém mién
: z dich in vitro dung
dinh Ivgng CA 15-3 trong huyét thanh 2 L.
\ £ T de dinh luong CA
va huyét tuong ngudi gitp ho trg theo X
P N 15-3 trong huyét
doi bénh nhan ung thu . A
./ 1 1A o v 13 thanh va huyét
va. Két hop quy trinh 1am sang va chan trone newdi eil
doan khac, xét nghiém theo trinh ty 1 NBuot giup
’ thoi gian v6i xét nehiém nav eiin ha ho tro theo doi
Hoéa chat dinh ! glan vol xet nghiem hay giup 1o Hop /100 o bénh nhan ung
17. luong CA 15-3 tro tests Hop 6 thu via. Két hop
ong  phét hién som tai phat & bénh nhan SR,
quy trinh 1am

ung thu vi giai doan II va III da duogc
diéu tri trude do

» dé theo ddi d4p tng didu tri & bénh
nhan ung thu vi di can

Xét nghiém mién dich dién hoa phat
quang “ECLIA”

sang va chin
doan khac, xét
nghiém theo trinh
tu thoi gian voi
xét nghiém nay
gitip hd trg. = Phét
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Nguyén 1y bét cip. Tong thoi gian xét hién sém tai phat
nghiém: <18 phut. 6 bénh nhéan ung
- Thanh phan tdi thiéu gdm cé: thu vi giai doan
+ Khéng thé don dong d4nh diu biotin IT va I11 da dugc
+ Khang thé don dong khang CA 15-3 didu tri trude do
danh du phirc hop ruthenium
Dung dich hi¢u
chuan CA 15-3
CA 15-3 II CalSet 1a mot ma tran huyét dugce sir dung dé
thanh nguoi san sang dé st dung c6 bd hiéu chuan xét
sung CA 15-3 cho nguoi ¢ 2 pham vi nghiém dinh
ndng d6. Cac chai CalSet c6 thé dung luong CA 15-3 11
véi tit ca cac 16 thude thir. trén may phan
) .| Thanh phan: tich xét nghiém
18 Ho6a chat chuan | = CA 15-3 11 Call: 2 chai, mdi chai Hop/ H6 01 mién dich. Dung
’ CA 15-3 chira 1.0 mL mau chuan 1 4x1 ml P dich hiéu chuan
» CA 15-3 II Cal2: 2 chai, mdi chai CA 15-3 1a mét
chtra 1.0 mL mau chuén 2 ma tran huyét
CA 15-3 (ngudi) véi 2 khoang ndng do thanh nguoi san
(khoang 15 U/mL va khoang 100 sang dé st dung
U/mL) trong ma tran huyét thanh ¢6 bd sung CA
nguoi. 15-3 cho nguoi ¢
2 pham vi ndng
do
Xét nghiém mién dich in vitro dung dé
dinh luong quyét dinh khang nguyén Xét nghiém mién
phan tng OC 125 trong huyét thanh va dich in vitro dung
huyét twong nguoi dé dinh luong
" | lugng CA 125 g = O P tests Op guyén p g

- Thanh phan t5i thiéu gom:

+ Khéng thé don dong khang CA 125
danh déu biotin

+ Khéng thé don dong khang CA 125
danh du phirc hop ruthenium

OC 125 trong
huyét thanh va
huyét trong
nguoi. Xeét
nghiém mién dich
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dién hoa phat
quang, nguyén ly
xét nghiém bat
cip. Tong thoi
gian xét nghiém
<18 phut.
CA 125 1I CalSet II dwoc st dung dé Dung dich hiéu
hiéu chuin xét nghiém dinh lugng chuédn CA 125 1a
Elecsys CA 125 II trén may phan tich mot hdn hop
xét nghiém mién dich huyét thanh ngya
Thanh phan: dong kho va
» CA1251I Call: 2 chai, mdi chai 1.0 huyét thanh ngudi
Hoa chit chuén | M- méu chuén 1 D o Hop / chira CA 125
20. » CA125 II Cal2: 2 chai, moi chai 1.0 : Hop 01 nguoi , dugce
CA 125 X A 4x1 ml \ 2 A .
mL mau chuén 2 dung dé chuan xét
Nong d6 ctia CA 125 ngudi trong hdn nghiém dinh
hop huyét thanh ngua lwong CA 12510
(CA125 I Call) 1a 0 U/mL; CA125 11 trén may xét
Cal2 chira khoang 500 U/mL nghiém mién
CA 125 ngudi trong hdn hop huyét dich.
thanh ngudi; chit bao quan.
Xét nghiém mién dich in vitro dung dé Xét nghiém mién
dinh luong CA 72-4 trong huyét thanh dich in vitro dung
va huyét trong ngudi. Xét nghiém dic dé dinh luong CA
biét gitup hd trg theo ddi diéu tri ung 72-4 trong huyét
thu da day va ung thu budng trimg. thanh va huyét
) Xét nghiém mién dich dién hoéa phat tuong nguoi. Xét
71 Hoa chat dinh | quang “ECLIA” i Hop /100 Hé 06 nghiém dac biét
’ lugng CA 72.4 Nguyén 1y bat cdp. Tong thoi gian xét tests P gitp ho tro theo

nghiém: <18 pht.

Téi thiéu gdm céc thanh phan: Thube
thir: Khang thé don dong khang CA 72-
4 @anh diu biotin, Khang thé don dong
khang CA 72-4 danh dau phic hop
ruthenium

ddi diéu tri ung
thu da day va ung
thu buong tring
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C{X 72-1Ca1$et duogc dung dé chuan Dung dich hiéu
x¢ét nghiém dinh lugng Elecsys CA 3
A i X chuan CA72-4
72-4 trén may xét nghiém mien dich. duoc dine dé
CA 72-4 CalSet la huyét thanh ngudi joc cung €€
o A 1 e chuan xét nghiém
dong kho chira CA 72-4 nguoi voi hai .
- N N dinh lvgng CA
khoang nong do. P
X A 72-4 trén may xét
2. |Hoéa chat chuin -T}éegzlzzag 11: 2 chai, mdi chai 1.0 Hop / Ho 01 nghi¢m mién
© | CAT24 g7 - 2 chat, motchat 1. 4x1 ml op dich. Dung dich
mL mau chuan 1 hiéu chudn CA
- CA72-4 Cal2: 2 chai, mdi chai 1.0 ou e &
x 2 72-4 13 huyet
mL mau chudn 2 ‘ thanh ngudi don
CA 72-4 (nguoi) voi hai khoang nong 1 nsu J
R . \ . kho chira CA
d6 (khoang 1 U/mL va khoang 70 L
£ 2. 1 Z 72-4 nguoi voi
U/mL) trong huy¢t thanh ngudi; chat . - A
. . hai khoang nong
bao quan A
do.
Xét nghiém mién dich in vitro ding dé Xét nghiém mién
dinh lugng cac phan doal} cua dich in vitro dung
cytokeratin 19 trong huy€t thanh va dé dinh lugng cac
huy€t tuong nguoi. phéan doan cta
Xét nghiém mién dich dién hda phat cytokera’tin 19
Hoéa chit dinh | Queng “ECLIA” = = Hop/100 . trong huyet thanh
23. ! CYFRA Nguyén ly bat cap. Tong thoi gian xét test Hop 06 va huyeét tuong
uong nghiém: <18 phat ests nguoi.
T6i thi€u gdbm cac thanh phan: Khang
thé don dong khang cytokeratin 19
danh dau biotin, Khang thé don dong
khang cytokeratin 19 danh dau phutc
hop ruthenium
CYFRA 21-1 CalSet dugc dung dé
) , chuan xét nghiém dinh luong Elecsys Dung dich hiéu
24 Hoa chat chuan | CYFRA 21-1 trén may xét nghiém Hop / Ho 01 chuan CYFRA
) CYFRA miér} dich. CYFRA 21-1 CalSet 1a 4x1 ml P dugc dung dé
huyét thanh nguoi dong kho chira chuan xét nghiém
cytokeratin (nguoi, dong t€ bao dinh luong
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MCEF-7) véi 2 khoang nong d6. Cac CYFRA 21-1 trén
chai CalSet c6 thé dung véi tat ca cac may xét nghiém
16 thude thir. mién dich.
Thanh phan:
* CYFRA Call: 2 chai, mdi chai 1.0
mL méu chuén 1
» CYFRA Cal2: 2 chai, mdi chai 1.0
mL méu chuén 2
Cytokeratin (ngudi, tir dong té bao
MCEF-7) v6i 2 khoang nong do (khoang
0 ng/mL va khoang 50 ng/mL) trong
huyét thanh ngudi.
Xét nghiém mién dich in vitro dung dé Xét nghiém mién
dinh lugng khang nguyén ung thu phoi dich in vitro dung
trong huyét thanh va huyét twong dé dinh luong
nguoi. Ngoai ra, xét nghiém nay con khéang nguyén
duoc chi dinh do CEA theo trinh tu ung thu phoi
thoi gian dé hd tro theo doi tinh trang trong huyét thanh
) ung thu cua bénh nhén. va huyét trong
25 Hoéa chat dinh | Xét nghiém mién dich dién hoa phat Hop/ Ho 08 nguoi. Ngoai ra,
’ lugng CEA quang “ECLIA” i 100 tests P xét nghiém nay
Nguyén 1y bat cap. Tong thoi gian xét con duoc chi dinh
nghiém: <18 pht. do CEA theo
Thanh phan t5i thiéu gdm cé: trinh ty thoi gian
Khang thé don dong khang CEA danh dé hd tro theo doi
dau biotin, Khang thé don dong khang tinh trang ung thu
CEA (chudt) danh dau phtrc hop cua bénh nhan
ruthenium.
CEA CalSet duoc ding dé hiéu chuan Dung dich hiéu
xét nghiém dinh luong Elecsys CEA chuén CEA duoc
. A 2. | trén may phan tich xét nghiém mién N dung dé chuan xét
26, | Hoa chat chuan | ;.\ "CEA CalSet 1a hén hop Hop Hop 01 nghiém dinh
CEA dém/protein 6 thém CEA véi 2 4x1 ml lugng CEA trén
khoang nong do. may xét nghiém
Thanh phan: mién dich.
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» CEA Call: 2 chai, mbi chai chira 1.0
mL mau chuén 1
» CEA Cal2: 2 chai, mbi chai chira 1.0
mL mau chuan 2 CEA (ngudi, tir canh
ciy té bao) véi 2 khoang nong do
(khoang 5 ng/mL va khoang 50 ng/mL)
trong hon hgp dém/protein. 1 ng/mL
CEA tuong ung voi 16.9 mIU/mL.
Xét nghiém mién dich in vitro dung dé
dinh luong ol-fetoprotein trong huyét Xét nghiém mién
thanh va huyét twong nguoi. dich in vitro dung
Xét nghiém mién dich dién hoéa phat dé dinh luong
quang “ECLIA” al-fetoprotein
Nguyén 1y bét cap. Tong thoi gian xét trong huyét thanh
) nghiém: <18 phut va huyét tuong
27 Hoa chat dinh | - Thanh phin gém c6: ) Hop /100 H6 08 ngudi. * La mot
) lugng AFP + Vi hat phu Streptavidin (nap trong), 1 tests P thong so két hop
chai, 6.5 mL: voi cac thong so
+ Vi hat phu Streptavidin 0.72 mg/mL; khac gitip danh
chat bao quan. gia nguy co tam
+ Khang thé don dong khang AFP danh boi nhiém sic thé
dau biotin 21 (hdi chiing
+ Khéng thé don dong khang AFP danh Down).
déu phirc hop ruthenium
AFP CalSet II dugc dung dé chuan xét Dung dich hi¢u
nghiém dinh lugng Elecsys AFP trén chuan AFP 1a
may xét nghiém mién dich AFP CalSet huyét thanh ngudi
11 12 huyét thanh nguoi dong kho chira dong kho chira
A A 2| AFP nguoi (tir canh cay t€ bao) voi 2 AFP nguoi (tu
28. Hoéa chat  chuan khoémgg nén(g do. ! : Hop / 4x1 ml Hop 01 canh cé%r té bao)

AFP

Thanh phan:
AFP Call: 2 chai, mdi chai 1.0 mL
mau chuén 1
AFP Cal2: 2 chai, mdi chai 1.0 mL
mAu chuén 2

v6i hai khoang
nong do.
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AFP (ngudi, tir canh cay té bao) véi 2
khoang ndng d¢ (khoang 5 TU/mL hoic
6 ng/mL va khoang 50 IU/mL hoac 60
ng/mL) trong huyét thanh nguoi.

29.

Vat liéu kiém soat
xét nghi€ém nhom
ung thu

PreciControl Tumor Marker 1a huyét
thanh chimg dong kho 14y tir huyét
thanh ngudi. Cac nong dd nam trong
hai khoang c¢ lién quan trén 1am sang.
Mau chimg duoc ding dé kiém tra do
dhang va do chinh xac cua cac xét
nghiém mién dich Elecsys.

Thanh phan:

PC TM1: 2 chai, mdi chai 3.0 mL
huyét thanh ching (nguoi)

PC TM2: 2 chai, mdi chai 3.0 mL
huyét thanh ching (ngudi

Hop /
4x3 ml

A

Hép

02

Kiém soat chét
luong xét nghiém
nhom ung thu

30.

Vat liéu kiém soat
cac xét nghiém
mién dich

PreciControl Multimarker 1a mau
chimg huyét thanh dong kho 1ay tir hdn
hop huyét thanh ngua véi 2 khoang
ndng d6. Mau chung dugc dung dé
kiém tra do ding va do chinh xac cua
cac xét nghiém mién dich Elecsys.
Thanh phan:

PC MM 1: 3 chai, mdi chai 2.0 mL mau
chtng huyét thanh

PC MM2: 3 chai, mdi chai 2.0 mL mau
chtng huyét thanh

Hop /
4x3 ml

A

Hép

02

Kiém soat chat
luong cac xét
nghiém mién dich

31.

Pha lodng mau
UNIVERSAL
DILUENT ELEC

Diluent Universal dugc st dung nhu
chat pha lodng mau

Thanh phan:

Diluent Universal dugc dan nhan Dil.
Uni.

2 chai mdi chai chira mot thé tich kha
dung 14 16 mL

Hop /
2x 16 ml

A

Hop

02

Dung dich pha
loang duogc st
dung nhu chit
pha loang mau
két hop véi thude
thir xét nghiém
theo phuong phéap
dién hoa phat
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Thanh phan: Hon hop protein; chat bao quang. Pha loang
quan<0.1 % mau can thiét
trong trudng hop
ndng do chat
phén tich vuot
qua khoang do
cua phuong phap
xét nghiém tuong
ung. Hon nira,
tién pha loang
mau no6i chung
dugc chi dinh cho
mot sd xét
nghiém.
Dung dich h¢
thdng dung dé rira
La dung dich hé thdng dung dé rira bo b(:) P haE h1¢’n cue
i o A . may phan tich xét
. phat hién ciia may phén tich xét hia 20 dich
Dung dich rira | nghi¢m midn dich. CleanCell duoc six O e hom gt
0 may Mién dich | dung dé thyc hi¢n: Rura h¢ thong ong Hop / Ha 30 ten DO ap gt "
" | ELEC CLEAN- | va cbc do sau mdi lan do va diéu chinh 2x2L op clllgarlll% %ng icl
CELL dién cuc. Dung dich con ding dé ria d@ ¢ 01?? huqc sy
kim hut thudc thir ciia may phén tich wng °t 2D VOL
sau khi hit. thude thur va co
theé dung vdi tat
ca cac 16 thude
thur.
Dung dich hé thong ding dé phat tin
hi¢u dién hoa cho may phan tich xét
. , nghiém mién dich. ProCell dugc s Dung dich h¢
33 agl;g M(ilé(ﬁl dIi.l(fl? dung dé yhuc hién cac viéc sau: Hop/ Hop 30 théng dung dé
) : = Phuc hoi dién cuc 2x2L ; phat tin hiéu dién

PROCELL ELEC

» Van chuyén hdn hop phan tng thudc
thur
= Rura vi hat phu streptavidin

héa cho may phan
tich xét nghiém
mién dich. Dung
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» Phat tin hiéu dich hé thong
Thanh phan: dugc sir dung két
2 x 2 L dung dich dém hop voi thude thir
Bbém phosphate 300 mmol/L; va c6 thé ding
tripropylamine 180 mmol/L; chét tiy < voi tat ca cac 16
0.1 %; chit bao quéan; pH 6.8. thudc thir.
Dung dich 1am sach d¢ rira cac may Dung dich rira hé
phan tich xét nghiém mién dich thong cho may
ProbeWash M duogc st dung dé thyc xét nghiém mién
hién cac viéc sau: dich dién hoa
» Rira kim thudc thir khi chay hoan phat quang.
thién
» Rura kim thudc thir khi thay d6i thude
Dung dich rira _ thir cho mdt s0 xét nghigm Hop/ 12x70
34, kKim  Midn dich (Vu1. l6ng tham khao “Danh sach rua ml Ho 2
: dac biét” nhu trong phan mém hé thong P
ProbeWash M va phan “Yéu t6 han ché - anh huong”
trong To hudng
dan sir dung cua xét nghiém tuong tng)
Thanh phan:
12 x 70 mL dung dich rira kim thudc
thir
KOH 176 mmol/L (tuong ung véi pH
13.2); chit thy <1 %.
Dung dich duoc dung dé loai bo cac
chét c6 tiém ning gy nhiéu trudc khi
phat tin hiéu - budc cudi cung ctia quy Dung dich dung
Dung dich ria | trinh phan tich. Hop/ dé vé sinh don vi
35. | duong 6ng Mién | Thanh phan: 5x 600 ml Hop 04 ISE trén may
dich PreClean M | 5 x 600 mL dung dich rira hdn hop phan tich mién
phan tng. Bém phosphate 10 mmol/L; dich dién hoa
natri chloride 20 mmol/L; chét tdy < phat quang

0.1 %; chét bao quan; pH 7.0.
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Dung dich v€ sinh ¢6 tinh kiém c6 tinh Dung dich dung
Dung dich rira ch:?Et khéng khuan. A de vé sir}h dop Vi
dien cuc may Thanh phan: Hop / ISE trén miy
36. Mid d h ISE Natri hydroxide 3 mol/L 5x 100 ml Hop 04 phén tich mién
en - dic Dung dich natri hypochlorite (<2 % dich dién hoa
CLEANING SOL | ., hoat tinh) phat quang
Phy gia
) | AssayTip/AssayCup la dau con hit 48 x (84 tip i %?f d}?’l}[gmﬁ
Coc dung mau | mau va coc chira hdn hop phan tng + 84 clp) + . 1au/11p hut mau
37. f oy, X \ o n £ A X Hop 06 str dung cho may
/Tip hiit mau IVD dung cho may xét nghiém mién 8 hop giay , o .
. Ao , b S Xét nghiém mién
dich dién hoa phat quang thai

dich




