Phin 2. YEU CAU VE KY THUAT
Chwong V. YEU CAU VE KY THUAT

1. Y&u ciu vé ky thuat
1.1. Giéi thiéu chung vé dw &n/dy toan mua sam, goi thau
Tén goi thau: Goi s6 01 Hoa chat mién dich;
- Chu dau tu: Bénh vién da khoa tinh Quang Ngi 2 (Tén cii: Bénh vién da khoa
tinh Kon Tum);
bia chi thuc hién ban giao hang héa: 224 Ba Triéu, phuong Kon Tum, tinh
Quang Ngai;
- Ngudn von: Ngudn thu tir dich vu kham chira bénh BHYT va céc nguon thu
hop phap khéc cta don vi;
Hinh thirc lya chon nha thau: Pau thau rong rii trong nude.
- Phuong thire lya chon nha thau: Mot giai doan, mét tdi hd so;
Thoi gian to chire lya chon nha thau: Tir thang 2 ndm 2026;
- Loai hop dong: Hop theo don gia c6 dinh;
- Thoi gian thuc hién goi thau: 365 ngay ké tir ngay ky hop dong.
1.2. Yéu cau vé ky thuat
1.2.1. Pham vi cOng Vviéc:
Pham vi cong viéc cua nha thau chao hang tat cac cac chi phi bao gom cac noi
dung co ban sau (nhung khong han ché, nha thau c6 thé bo sung thém céc chi phi can
thiét khac phil hop véi goi thu):

- Cung cap, van chuyén hang hoa téi dia diém cung cap;

- Bao quan, nghiém thu, ban giao hang héa;

- Van chuyén céc hang hoa theo dung vi tri va yéu cau cia Cha dau tu;

- Ban giao hang hda phai thoa man cac yéu cau cia E-HSMT. Chiu moi chi
phi nghiém thu va van chuyén hang hoa;

- Chi phi kiém tra, nghiém thu, ban giao;

- Bao hanh hang hda va cac dich vu sau ban hang theo hop déng.

1.2.2. Yéu cau k¥ thuat chung:

- Nha thau tham gia dy thau phai cung cép dtng va da chang loai, khdi luong
hang hoa néu tai Bang Pham vi cung cip hang hoa theo yéu cau cia E-HSMT.

- Hang hoa cung cap phai nguyén dai, nguyén kién theo quy dinh ctia nha san
Xuit. Co day du ky ma hiéu, hdng san xuit, nuéc san xuat.



- C4c trang thiét bi va hang hda du thau cho goi thau nay phai dam bao du diéu
Kién luu hanh tai Viét Nam theo quy dinh ctaa phap luat.

- Hang héa mai 100%.

- Y&u cau cy thé vé thong sé k§ thuat cac hang hoéa quy dinh cu thé tai danh
muc mai thau.

* Ghi chu:

- Pac tinh k¥ thuéat :

Yéu cau nha thau cung cp cic tai liéu dé ching minh dic tinh ki thuat, thong
sb k¥ thuat cua hang hoa: Catalog, tai li¢u cua nha san xuit hodc hd so mé ta san
pham hodc tai liéu mo ta chi tiét thong sb k¥ thuat, huéng dan str dung theo yéu cau
tai biéu mau hang hoa moi thiu E-HSMT.

Catalogue san pham ban gdc, ban dich thuat Tiéng Viét (Highlight mau vao tén
hang hoa, cac thong s k¥ thuat dap ung E-HSMT, ky ma hiéu san pham hang hoa
du thau).

Ho so mb ta san pham hodc tai liéu mo ta chi tiét thong so k¥ thuat, hudng dan
str dung ban gdc, ban dich Tiéng Viét (Highlight mau vao tén hang hoa, cac thong sb
ky thuat dap tmg E-HSMT, ky ma hiéu sin pham hang hoéa du thau).

Toan bd chung tir, tai liéu k¥ thuat nha thau cung cip ban gdc hodc ban sao ¢o
dong dau xac nhan ctia nha thau (Nha thau chiu trach nhiém sao y ban chinh) va
Highlight mau vao tén hang héa, cac thong sb ki thuat dap tmg E-HSMT, ky ma hiéu
san pham hang héa dy thau va pham vi chtng nhan cta céac loai Gidy t& chimg minh
Tiéu chuan chat luong).

- Tinh hop 1¢ ciia nha thau: Nha thau phai di diéu kién mua bén thiét bi y té:
cung cap phiéu tiép nhan ho so cong bd du didu kién mua ban thiét bi y té (d6i voi hang
hoa 1a thiét bi y té loai B, C, D, trir thiét bi y té thudc loai B, C, D duoc mua, ban nhu
cac hang hoa thong thudng theo quy dinh tai Diéu 4, Thong tu 05/2022/TT-BYT ngay
01 thang 8 nam 2022 ctia B Y té)

- Tinh hop phap ciia hang hoa chao thau ddi v6i hang hoa 1a thiét bi y té. Cung
cap day du céc tai lidu sau:

« Bang két qua phan loai thiét bi y t& con hiéu luc dugc Bo Y té cong khai
trén cong thong tin dién tir https://imda.moh.gov.vn/cong-khai-phan-loai-ttbyt (Ban gbc
hodic ban sao c6 dong dau xac nhan cta nha thau).

« SO luu hanh, cu thé:

* Déi véi thiét bi y té thuéc logi A, B cung cdp mot trong 6 cdc tai liéu sau:


https://imda.moh.gov.vn/cong-khai-phan-loai-ttbyt

+ 86 cong bd tiéu chuan ap dung thiét bi y té hodc Gidy phép nhap khau con hiéu
luc theo quy dinh hoac tuong duong

* Péi véi thiét bi y té thuéc logi C, D cung ccfp mot trong s6 cdc tai liéu sau:

+ S gidy ching nhan ding ky luu hanh hodc Gidy phép nhap khau con hiéu luc
theo quy dinh hodc tuong duong

Truong hop nha thau xac dinh hang héa tham dy “khdng” phai 1a thiét bi y
té theo quy dinh tai nghi dinh 98/2021/ND-CP ngay 08/11/2021, Nghi dinh
07/2023/ND-CP ngay 03/3/2023 vé stra d6i, bd sung mot sd diéu ctia Nghi dinh sb
98/2021/ND-CP ngay 08 thang 11 ndm 2021 cta chinh pha vé quan 1y thiét bi y té,
Vin ban hop nhat sé 04/VBHN-BYT ngay 03/6/2024 hop nhat Nghi dinh vé quan
Iy thiét bi y yé va Danh muc cac mit hang du thau nhu hang hoa théng thuong theo
quy dinh tai Piéu 4 Thong tu 05/2022/TT-BYT ngay 01/8/2022 cua Bo Y té vé viéc
Qui dinh chi tiét mot s diéu cua Nghi dinh s6 98/2021/NB-CP ngay 08/11/2021 cua
Chinh pha vé quan ly thiét bi y té thi nha thau cung cp tai liéu chimg minh hang
hoa dap tmg yéu cau k§ thuat theo E-HSMT.

- Céc tai liéu dinh kém trong HSDT néu 1a ngdn ngir khac thi phai dugc dinh
kém bén dich Tiéng Viét.

- Nha thau phai chiu trach nhiém vé tinh chinh xac cta cac tai liéu cung cép.
Truong hop can thiét chu dau tu yéu cau nha thau cung cip ban gbc cuia céc tai lidu
néu trén dé ddi chiéu lam cén cir xét thau.

1.2.3. Yéu cau vé tai lieu k¥ thuat va huéng dan st dung:

- Nha thau cung cap toan bo Catalogue san pham thé hién thong s6 nhiing dic
tinh, thong $6 k¥ thuat, ddm bdo theo mo ta tai danh muc trong HSMT va co ciu
hinh tinh nang k¥ thuat b?mg hoac cao hon so vdi yéu cu vé mat k¥ thuat dugc mo
ta tai biéu yéu cau vé mit k¥ thuat trong HSMT

- Nha thau phai cung cap tai liéu k¥ thuat va huéng dan sir dung ciia hang hoa
du thau do nha san xuat phat hanh khi ban giao hang hoa.

- B4 voi tai liéu va huéng dan sir dung cua hang héa dy thau do nudc ngoai
san xuat, nha thau phai cung cap ban hudng dan st dung bang tiéng Anh kém theo
ban dich ra tiéng Viét Nam. Nha thau phai hoan toan chiu trach nhiém vé tinh hop 18
cua ban dich.

2. Tom tat thong so ky thuat cia hang héa, dich vu lién quan. Hang héa,
dich vu lién quan phai tuan tha cac thong so ky thuat va tiéu chuan sau day:



STT

Tén hang hoa

Théng s6 k§y thuit

Quy cach
ky thuat/
Dong goi

Don vi
tinh

S6
lwgng

Chéat pha loing mau
trong cac xét nghiém
mién dich, str dung pha
lodng mau khi ndng do
chat phan tich vuot
quda pham vi do cua
phuong phép, tién pha
lodng mau cho mot sd
xét nghiém mién dich.
Dong goi 36 mL

DPém huyét thanh ngya; chit bao quan

36 mL

Chat pha lodng mzilu
trong xét nghi¢m mién
dich. Béng gbi 36 mL

Hdn hop protein; chat bao quan

36 mL

Dung dich hé thdng
rca  dién cuc xét
nghiém mién dich.
bong g6i2x2 L

KOH; chat tay

2x2L

50

Dung dich rtra phan
ung trude khi tao tin
hiéu phat hién phan
tmg mién dich. Péng
géi2x2L

DBém phosphat 10 mmol/L; natri clorua
20 mmol/L; chat tdy < 0,1%; chat bao
quan; pH 7.

2x2L

50

Dung dich diéu hoa
dién cuc, rtra phan
ung, tao tin hiéu dién
héa xét nghiém mién
dich. Pong g612x 2 L

bém phosphate 300 mmol/L;
tripropylamine 180 mmol/L; chat tay
<0.1 %; pH 6.8.

2x2L

50

Vit tu tiéu hao Cup va
tip dung hit mau, QC,
va chét chuan trén hé
thong xét nghiém mién
dich. Péng gbé1 36 x
(105 tip + 105 cup) + 3
hop gidy thai

Clp, tip nhya; hop gidy

36 x (105
tip + 105
cup) +3
hop gidy
thai

15

B xét nghiém dinh
lugng  procalcitonin
(PCT) dong goi 300
test

M Vi hat phu streptavidin, 1 chai, 12.4
mL:V1i hat phu streptavidin 0.72 mg/mL;
chit bao quan.R1 Anti-PCT-Ab~biotin, 1
chai, 18.8 mL:Khéang thé don dong khang
PCT (chudt) danh dau biotin 2.0 pg/mL;
dém phosphate 95 mmol/L, pH 7.5, chét
bao quan.R2 Anti-PCT-Ab~Ru(bpy) , 1
chai, 18.8 mL:Khéng thé don dong khang

300 Test




STT

Tén hang hoa

Théng s6 k§y thuit

Quy cach
ky thuat/
Dong goi

Don vi
tinh

S6
lwgng

PCT (chuot) danh dau phuc hop
ruthenium 5.6 pg/mL; dém phosphate 95
mmol/L, pH 7.5; chét bao quan.PCT
Call: Mau chuan PCT 1 (d6ng kho), 1
chai 4 mL:PCT (t4i t6 hop) khoang 0.10
ng/mL trong hdn hop huyét thanh ngudi;
chat bao quanPCT Cal2: Mau chuin PCT
2 (dong kho), 1 chai 4 mL:PCT (tai to
hop) khoang 54 ng/mL trong hdn hop
huyét thanh ngudi; chat bao quan.PC
PCT]1 PreciControl PCT 1 (dong khd), 2
chai mdi chai pha 4 mL:PCT (tai to hop)
khoang 0.50 ng/mL trong hdn hop huyét
thanh ngudi; chat bao quan.PC PCT2
PreciControl PCT 2 (dong kho), 2 chai
mdi chai pha 4 mL:PCT (tai to hop)
khoang 10 ng/mL trong hdn hop huyét
thanh ngudi; chat bao quan.

Thubc thir xét nghiém
S100

Hop cobas e pack dugc dan nhan S100.
M Vi hat phu streptavidin, 1 chai, 5.8
mL: Vi hat phu streptavidin 0.72 mg/mL;
chit bao quan. R1 Anti-S100 B-
Ab~biotin, 1 chai, 9.9 mL: Khang thé
don dong khang S100 danh dau biotin
(chuot) 1.0 mg/L; dém phosphate 50
mmol/L, pH 7.2; chét bao quan. R2 Anti-
S100 B-Ab~Ru(bpy) , 1 chai, 9.9 mL:
Khang thé don dong khang S100 (chudt)
danh dau phirc hop ruthenium 1.0 mg/L;
dém phosphate 50 mmol/L, pH 7.2; chat
bao quan.

100 Test

Chat hiéu chuin xét
nghiém S100

S100 Call: 2 chai, mdi chai 1.0 mL mau
chuén 1 = S100 Cal2: 2 chai, mdi chai 1.0
mL mau chuan 2 S100 (tir ndo bo, ngudn
gdc M¥) vé6i hai khoang nong do (khoang
0.2 ng/mL va khoang 2.0 ng/mL) trong
huyét thanh nguoi

4x1.0mL

10

Thubc thir xét nghiém
Troponin Ths

M Vi hat phu streptavidin, 1 chai, 6.4
mL: Vi hat phu streptavidin 0.72 mg/mL;
chit bao quan. R1 Anti-cardiac troponin
T-Ab~biotin, 1 chai, 7.4 mL: Khang thé
don dong khang troponin T tim danh dau
biotin (chudt) 2.5 mg/L; dém phosphate
100 mmol/L, pH 6.0; chét bao quan; chét

300 Test

25




STT

Tén hang hoa

Théng s6 k§y thuit

Quy cach
ky thuat/
Dong goi

Don vi
tinh

S6
lwgng

uc ché. R2 Anti-cardiac troponin T-
Ab~Ru(bpy) , 1 chai, 7.4 mL: Khang thé
don dong khang troponin T tim (chu{t)
danh dau phirc hop ruthenium 2.5 mg/L;
dém phosphate 100 mmol/L, pH 6.0; chit
bao quan.

11

Chét hiéu chuén xét
nghiém Troponin Ths

» TNTHS Call: 2 chai, mdi chai 1.0 mL
mau chuén 1

» TNTHS Cal2: 2 chai, mdi chai 1.0 mL
mau chuén 2

Troponin T (téi t6 hop, nguoi) v6i hai
khoang ndng d6 (khoang

18 ng/L hoac pg/mL va khoang 4200
ng/L hodc pg/mL) trong huyét

thanh nguoi.

4x1.0mL

12

Vat lidu kiém soat xét
nghiém Troponin Ths

« PC TN1: 2 chai, mdi chai 2.0 mL huyét
thanh chiing

= PC TN2: 2 chai, mdi chai 2.0 mL huyét
thanh chiing

Troponin T (téi t6 hop, ngudi) v6i hai
khoang nong d6 (khoang

30 ng/L hodc pg/mL va khoang 2500
ng/L hodc pg/mL) va troponin I

(tai to hop, ngudi) voi hai khoang nong
do (khoang 0.75 pg/L hoac

ng/mL va khoang 18 pg/L hodc ng/mL)
trong huyét thanh ngudi.

4x2mL

13

Thubc thir xét nghiém
NT-proBNP

M Vi hat phu streptavidin, 1 chai, 6.4
mL: Vi hat phu streptavidin 0.72 mg/mL;
chit bao quan. R1 Anti-NT-proBNP-
Ab~biotin, 1 chai, 9.0 mL: Khang thé
don dong khang NT-proBNP danh dau
biotin (chudt) 1.1 pg/mL; dém phosphate
40 mmol/L, pH 5.8; chét bao quan. R2
Anti-NT-proBNP-Ab~Ru(bpy) , 1 chai,
8.6 mL: Khang thé don dong khang
NT-proBNP (ctru) danh du phirc hop
ruthenium 1.1 pg/mL; dém phosphate 40
mmol/L, pH 5.8; chit bao quan.

100 Test

20

14

Chat hiéu chuin xét
nghiém NT-proBNP

* PBNP Call: 2 chai, mdi chai 1.0 mL
mau chuan 1
» PBNP Cal2: 2 chai, mdi chai 1.0 mL
mau chuin 2

4x1.0mL




STT

Tén hang hoa

Théng s6 k§y thuit

Quy cach
ky thuat/
Dong goi

Don vi
tinh

S6
lwgng

ProBNP véi hai khoang nong do
(khoang 16.6 pmol/L hoac

140 pg/mL va khoang 320 pmol/L hodc
2700 pg/mL) trong huyét

thanh ngua.

15

Thubc thir xét nghiém
CK-MB

M Vi hat phu streptavidin, 1 chai, 6.1
mL:

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

R1 Anti-CK-MB-Ab~biotin, 1 chai, 9.9
mL:

Khang thé don dong khang CK-MB dénh
dau biotin (chudt)

1.2 mg/L; dém phosphate 100 mmol/L,
pH 7.0; chét bao quan.

R2 Anti-CK-MB-Ab~Ru(bpy) , 1 chali,
9.9 mL:

Khang thé don dong khang CK-MB
(chudt) danh dau phirc hop

ruthenium 1.2 mg/L; dém phosphate 100
mmol/L, pH 7.0; chét

bdo quan.

100 Test

16

Chat hiéu chuin xét
nghiém CK-MB

* CKMB Call: 2 chai, mdi chai 1.0 mL
mau chuén 1
* CKMB Cal2: 2 chai, mdi chai 1.0 mL
mau chuén 2

4x1.0mL

17

Vat liéu kiém soat xét
nghiém NT-proBNP

* PC CARDII1: 2 chai, mdi chai 2.0 mL
huyét thanh chimg
» PC CARDII2: 2 chai, mdi chai 2.0 mL
huyét thanh chimg

4x2mL

18

Thubc thir xét nghiém
dinh lugng PIVKA-II
dong go1i 300 xét
nghiém

Hop cobas e pack dugc dan nhan PIVKA.
M Vi hat phu Streptavidin, 1 chai, 12.4
mL: Vi hat phu Streptavidin 0.72 mg/mL;
chit bao quan. R1 Anti-PIVKA-II-
Ab~biotin, 1 chai, 19.7 mL: Khang thé
don dong khang PIVKA-II d¢anh dau
biotin (thd) 1.2 mg/L; dém phosphate 40
mmol/L, pH 6.5; chét bao quan. R2 Anti-
PIVKA-1I-Ab~Ru(bpy) , 1 chai, 19.7 mL:
Khang thé don dong khang PIVKA-I
(tho) danh diu phirc hop ruthenium 2.0
mg/L; dém phosphate 40 mmol/L, pH
6.5; chat bao quan

300 Test




STT

Tén hang hoa

Théng s6 k§y thuit

Quy cach
ky thuat/
Dong goi

Don vi
tinh

S6
lwgng

19

Thudc thtr xét nghiém
dinh luong PTH dong
g61 100 xét nghiém

M Vi hat phu streptavidin, 1 chai, 7.2
mL:

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

R1 Anti-PTH-Ab~biotin, 1 chai, 7.0 mL:
Khang thé don dong khang PTH (chudt)
danh dau biotin 2.3 mg/L; dém phosphate

100 mmol/L, pH 7.0, chét bao quan.

R2 Anti-PTH-Ab~Ru(bpy) , 1 chai, 7.0
mL:

Khang thé don dong khang PTH (chudt)
danh du phuc hop ruthenium 2.0 mg/L;
dém phosphate 100 mmol/L, pH 7.0; chat
bao quan.

100 Test

20

Chit hiéu chuin xét
nghiém dinh lugng
PTH G2 E2G

PTH Call: 2 chai, mdi chai 1.0 mL méu
chuan 1

» PTH Cal2: 2 chai, mdi chai 1.0 mL
mau chuén 2

PTH (peptide téng hop, ngudi) voi hai
khoang nong do (khoang

1 pmol/L hoac 10 pg/mL va khoéng 466
pmol/L hoac 4400 pg/mL)

trong huyét thanh nguoi; chat bao quan

4x1.0mL

21

Chat hiéu chuan xét
nghiém dinh lugng
PIVKA-II

PIVKA Call: 2 chai, mdi chai 1.0 mL
mau chuan 1 PIVKA Cal2: 2 chai, mdi
chai 1.0 mL mau chudn 2 PIVKA-II (tai
t6 hop, tir canh cay té bao, cling dugc goi
Ia des-y-carboxy prothrombin [DCP]) &
hai khoang nong d6 (khoang 12 ng/mL va
khoang 2300 ng/mL) trong mot hon hop
huyét thanh ngwa; chét bao quan

4x1.0mL

22

Vat liéu kiém soat xét
nghiém PIVKA-II

PC HCC 1: 2 chai, mbi chai 1.0 mL huyét
thanh chiing

PC HCC 2: 2 chai, mbi chai 1.0 mL huyét
thanh ching

Protein duogc tao bdi vitamin K hoac
antagonist-11 (PIVKA-II) (tai to hop, tir
canh cay té bao, ciing duoc goi la
des-y-carboxy prothrombin [DCP]) ¢ hai
khoang nong d6 (khoang 23 ng/mL va
khoang 350 ng/mL) trong mot hon hop
huyét thanh ngya

4x1.0mL




STT

Tén hang hoa

Théng s6 k§y thuit

Quy cach
ky thuat/
Dong goi

Don vi
tinh

S6
lwgng

23

Thudc thtr xét nghiém
dinh luong AFP dong
g61 100 xét nghiém

Hop cobas e pack dugc dan nhan AFP.

M Vi hat phu streptavidin, 1 chai, 7.2
mL:

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

R1 Anti-AFP-Ab~biotin, 1 chai, 8.6 mL:
Khang thé don dong khang AFP (chudt)
danh dau biotin 4.5 mg/L; dém phosphate

100 mmol/L, pH 6.0, chat bao quan.

R2 Anti-AFP-Ab~Ru(bpy) , 1 chai, 8.6
mL:

Khang thé don dong khang AFP (chudt)
danh dau phirc hop ruthenium 12.0 mg/L;
dém phosphate 100 mmol/L, pH 6.0; chat
bao quan.

100 Test

10

24

Chit hiéu chuin xét
nghiém dinh lugng
AFP

AFP Call: 2 chai, mdi chai 1.0 mL mau
chuan 1

AFP Cal2: 2 chai, mdi chai 1.0 mL mau
chuan 2

AFP (nguoi, tir canh cay té bao) voi hai
khoang néng d6 (khoang 5 IU/mL hoic 6
ng/mL va khoang 50 IU/mL hodc 60
ng/mL) trong huyét thanh ngudi

4x1.0mL

25

Thubc thir xét nghiém
dinh lugng CA 15-3
dong goi 100 xét
nghiém

M Vi hat phu streptavidin, 1 chai, 6.4
mL: Vi hat phu streptavidin 0.72 mg/mL;
chat bao quan. R1 Anti-CA 15-3-
Ab~biotin, 1 chai, 8.6 mL: Khang thé
don dong danh dau biotin (115D8; chudt)
1.75 mg/L; dém phosphate 20 mmol/L,
pH 6.0, chit bao quan. R2 Anti-CA 15-3-
Ab~Ru(bpy) , 1 chai, 8.6 mL: Khéang thé
don dong khang CA 15-3 (DF3; chudt)
danh déau phirc hop ruthenium 10 mg/L;
dém phosphate 100 mmol/L, pH 7.0; chat
bdo quan.

100 Test

10

26

Chat hiéu chuin xét
nghiém dinh lugng CA
15-3

CA 15-3 11 Call: 2 chai, mdi chai chira
1.0 mL mau chuan 1

CA 15-3 11 Cal2: 2 chai, mdi chai chira
1.0 mL mau chuén 2

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

4x1.0mL




STT

Tén hang hoa

Théng s6 k§y thuit

Quy cach
ky thuat/
Dong goi

Don vi
tinh

S6
lwgng

27

Thudc thtr xét nghiém
dinh luong CA 19-9
dong goi 300 xét
nghiém

Hop cobas e pack dugc dan nhan
CA19-9.

M Vi hat phu Streptavidin, 1 chai, 14.1
mL: Vi hat phu Streptavidin 0.72 mg/mL;
chat bao quan.

R1 Anti-CA 19-9-Ab~biotin, 1 chai, 18.8
mL: Khang thé don dong khang CA 19-9
danh dau biotin (chudt) 3 mg/L, dém
phosphate 100 mmol/L, pH 6.5; chat bao
quan.

R2 Anti-CA 19-9-Ab~Ru(bpy) , 1 chai,
21.0 mL: Khang thé don dong khang CA
19-9 (chudt) danh dau phuc hop
ruthenium 4 mg/L; dém phosphate 100
mmol/L, pH 6.5; chit bao quan

300 Test

28

Chat hiéu chuan xét
nghiém dinh lugng CA
19-9

CA19-9 Call: 2 chai, mdi chai 1.0 mL
mAu chun 1

CA19-9 Cal2: 2 chai, mdi chai 1.0 mL
mAu chuén 2

CA 19-9 (nguoi) v6i hai khoang nong do
(khoang 20 U/mL va khoang 250 U/mL)
trong huyét thanh nguoi; chat bao quan

4x1.0mL

29

Thubc thir xét nghiém
dinh luong CA 72-4
dong goi 100 xét
nghiém

M Vi hat phu streptavidin, 1 chai, 7.2
mL: Vi hat phu streptavidin 0.72 mg/mL;
chit bao quan. R1 Anti-CA 72-4-
Ab~biotin, 1 chai, 7.8 mL: Khang thé
don dong khang CA 72-4 danh diu biotin
(CC49; chudt) 1 mg/L; dém phosphate
100 mmol/L, pH 6.8, cht bio quan. R2
Anti-CA 72-4-Ab~Ru(bpy) , 1 chai, 7.8
mL: Khang thé don dong khang CA 72-4
(B72.3; chudt) danh du phirc hop
ruthenium 6 mg/L; dém phosphate 100
mmol/L, pH 6.8; chit bao quan.

100 test

20

30

Chat hiéu chuin xét
nghiém dinh lugng CA
72-4

CA72-4 Call: 2 chai, mdi chai 1.0 mL
mau chuan 1.

CA72-4 Cal2: 2 chai, mdi chai 1.0 mL
mau chuan 2.

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

4x1.0mL

31

Thudc thtr xét nghiém
dinh luong CA 125

M Vi hat phu streptavidin, 1 chai, 7.2
mL:

100 Test

10
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dong goi 100  xét

nghiém

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

R1 Anti-CA 125-Ab~biotin, 1 chai, 8.2
mL:

Khéang thé don dong khang CA 125 (M
11; chudt) danh dau biotin 1 mg/L; dém
phosphate 100 mmol/L, pH 7.4, chat bao
quan.

R2 Anti-CA 125-Ab~Ru(bpy) , 1 chai,
8.2 mL:

Khang thé don dong khang CA 125 (OC
125; chudt) danh du phirc hop
ruthenium 1 mg/L; dém phosphate 100
mmol/L, pH 7.4; chit bao quan.

32

Chit hiéu chuin xét
nghiém dinh lugng CA
125

CA125 II Call: 2 chai, mdi chai 1.0 mL
mAu chun 1

CA125 11 Cal2: 2 chai, mdi chai 1.0 mL
mAu chuén 2

Nong d6 cia CA 125 nguoi trong huyét
thanh ngua (CA125 11 Call) la 0 U/mL;
CA125 11 Cal2 chtra khoang 500 U/mL
CA 125 ngudi trong hdn hop huyét thanh
ngudi; chat bao quan

4x1.0mL

33

Thubc thir xét nghiém
dinh lugng PSA toan
phan dong goi 100 xét
nghiém

M Vi hat phu streptavidin, 1 chai, 7.2
mL: Vi hat phu streptavidin 0.72 mg/mL;
chit bao quan. R1 Anti-PSA-Ab~biotin,
1 chai, 8.2 mL: Khang thé don dong
khang PSA (chu6t) danh dau biotin 1.5
mg/L; dém phosphate 100 mmol/L, pH
6.0, chat bao quan. R2 Anti-PSA-
Ab~Ru(bpy) , 1 chai, 8.2 mL: Khang thé
don dong khang PSA (chudt) danh dau
phtc hop ruthenium 1.0 mg/L; dém
phosphate 100 mmol/L, pH 6.0; cht bao
quan.

100 Test

10

34

Chat hiéu chuin xét
nghiém dinh luong
PSA toan phan

PSA Call: 2 chai, mdi chai 1.0 mL mau
chuén 1

PSA Cal2: 2 chai, mdi chai 1.0 mL mau
chuén 2

PSA (nguoi) v6i hai khoang nong do
(khoang 0 ng/mL va khoang 60 ng/mL)
trong huyét thanh ngudi

4x1.0mL
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35

Thudc thtr xét nghiém
dinh lugng CEA déng
g61 300 xét nghiém

M Vi hat phu Streptavidin, 1 chai, 16.0
mL: Vi hat phu Streptavidin 0.72 mg/mL;
chat bao quan.

R1 Anti-CEA-Ab~biotin, 1 chai, 21.0
mL: 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) , 1 chai, 15.8
mL: Khang thé don dong khang CEA
(chuot) danh dau phirc hop ruthenium 4.0
mg/L; dém phosphate 100 mmol/L, pH
6.5; chat bao quan.

300 Test

36

Chat hiéu chuan xét
nghiém dinh lugng
CEA

CEA Call: 2 chai, mdi chai chira 1.0 mL
mau chuan 1

CEA Cal2: 2 chai, mdi chai chira 1.0 mL
mau chuan 2

CEA (ngudi, tir canh céy té bao) v6i hai
khoang nong d6 (khoang 5 ng/mL va
khoang 50 ng/mL) trong hon hop
dém/protein. 1 ng/mL CEA tuong trng
voi 16.9 mIU/mL

4x1.0mL

37

Thubc thir xét nghiém
dinh luong CYFRA
21-1 déng goi 300 xét
nghiém

Hop cobas e pack dugc dan nhan
CYFRA.M Vi ha phu streptavidin, 1 chai,
13.2 mL: Vi hat phu streptavidin 0.72
mg/mL; chat bao quan.R1 Anti-
cytokeratin 19-Ab~biotin, 1 chai, 19.7
mL: Khang thé don dong khang
cytokeratin 19 danh d4u biotin (KS 19.1;
chudt) 1.5 mg/L; dém phosphate 100
mmol/L, pH 7.2; chit bao quan.R2 Anti-
cytokeratin 19-Ab~Ru(bpy) , 1 chai, 18.8
mL: Khang thé don dong khang
cytokeratin 19 (BM 19.21; chudt) danh
dau phirc hop ruthenium 2 mg/L; dém
phosphate 100 mmol/L, pH 7.2; chét bao
quan

300 Test

10

38

Chat hiéu chuin xét
nghiém dinh lugng
CYFRA 21-1

» CYFRA Call: 2 chai, mdi chai 1.0 mL
mau chuan 1

» CYFRA Cal2: 2 chai, mdi chai 1.0 mL
mau chuin 2

Cytokeratin (nguoi, tir dong té bao
MCF-7) véi 2 khoang ndng d6 (khoang 0

4x1.0mL
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ng/mL va khoang 50 ng/mL) trong huyét
thanh nguoi

39

Vit liéu kiém soat xét
nghiém dinh luong
SCC, ProGRP,
CYFRA 21-1 va NSE

PC LC 1: 2 chai, mdi chai 3.0 mL huyét
thanh chiing
PC LC 2: 2 chai, mdi chai 3.0 mL huyét
thanh chiing

4 x3.0mL

40

Thubc thir xét nghiém
dinh luong SCC

Hop cobas e pack dugc dan nhan SCC.
M Vi hat phu streptavidin, 1 chai, 6.1
mL: Vi hat phu streptavidin 0.72 mg/mL;
chat bao quan.

R1 Anti-SCC-Ab~biotin, 1 chai, 9.5 mL:
Khang thé don dong khang SCC danh
dau biotin (chuot) 0.9 mg/L; dém
phosphate 40 mmol/L, pH 7.5; chit bao
quan.

R2 Anti-SCC-Ab~Ru(bpy) , 1 chai, 10.3
mL: Khang thé don dong khang SCC
(chudt) danh du phirc hop ruthenium 1.6
mg/L; dém phosphate 40 mmol/L, pH
7.5; chét bao quan

100 Test

41

Chat hiéu chuan xét
nghiém dinh lugng
ScC

SCC Call: 2 chai, mdi chai 1.0 mL mau
chuén 1 eSCC Cal2: 2 chai, mdi chai 1.0
mL mau chuin 2 SCC (tai t6 hop tir E.
coli) & hai khoang néng do (< 1.5 ng/mL
va khodng 20 ng/mL) trong hon hop
huyét thanh ngudi; chét bao quan

4x1.0mL

42

Thubc thir xét nghiém
dinh luong HE4 doéng
goi 100 xét nghiém

"Hop cobas e pack dugc dan nhan HE4.
M Vi hat phu streptavidin, 1 chai, 5.8
mL: Vi hat phu streptavidin 0.72 mg/mL;
chit bao quan.

R1 Anti-HE4-Ab~biotin, 1 chai, 10.3
mL: Khang thé don dong khang HE4
danh dau biotin (chudt) 0.75 mg/L; dém
phosphate 100 mmol/L, pH 6.5; chit bao
quan.

R2 Anti-HE4-Ab~Ru(bpy) , 1 chai, 10.3
mL: Khang thé don dong khang HE4
(chudt) danh du phtrc hop ruthenium 1.5
mg/L; dém phosphate 100 mmol/L, pH
7.4; chét bao quan"

100 Test

43

Chat hiéu chuin xét
nghiém dinh lugng
HE4

HE4 Call: 2 chai, mdi chai 1.0 mL mau
chuan 1
HE4 Cal2: 2 chai, mdi chai 1.0 mL mau

4x1.0mL
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chuan 2

HE4 (ngudi, tir dong té bao OvCar-3) &
hai khoang nong d6 (khoang 5 pmol/L va
khoang 200 pmol/L) trong huyét thanh
ngua; chit bao quan

44

Vit lidu kiém soat xét
nghiém dinh lugng
HE4

PC HE4 1: 2 chai, mdi chai 1.0 mL huyét
thanh chung

PC HE4 2: 2 chai, mdi chai 1.0 mL huyét
thanh chiing

HE4 (ngudi, tir dong té bao OvCar-3) &
hai khoang nong d6 (khoang 50 pmol/L
va khoang 400 pmol/L) trong huyét thanh
ngudi; chit bao quan

4x1.0mL

45

Thubc thir xét nghiém
dinh  luong  Free
HCGbeta dong goi 100
x€t nghiém

M Vi hat phu streptavidin, 1 chai, 6.1

mL: Vi hat phu streptavidin 0.72 mg/mL;
chat bao quan. R1 Anti-BhCG-Ab~biotin,
1 chai, 9.9 mL: Khang thé don dong
khang BhCG danh diu biotin (chudt) 3.5
mg/L; dém phosphate 40 mmol/L, pH
6.8; chét bao quan. R2 Anti-free phCG-
Ab~Ru(bpy) , 1 chai, 10.3 mL: Khang thé
don dong khang BhCG tu do (chudt) danh
dau phirc hop ruthenium 1.6 mg/L; dém
phosphate 40 mmol/L, pH 7.0; chét bao
quan.

100 Test

10

46

Chat hiéu chuin xét
nghiém dinh lugng
Free HCGbeta

free BhCG Call: 2 chai, mdi chai 1.0 mL
mau chuan 1

= free BhCG Cal2: 2 chai, mdi chai 1.0
mL mau chuén 2

Free PhCG (tai to hop, biéu hién ¢ té bao
HEKa)) v6i hai khoang ndng

do (khoang 1 TU/L va khoang 64 TU/L)
trong huyét thanh nguoi.

May phan tich cobas e 801: Gia tri chuan
dinh chinh xac dac hiéu cho

tung 16 dugc ma hoa trén ma vach dién
tlr va c6 san thong qua

cobas link.

Tat ca may phan tich: Gia tri chuan dinh
chinh xac déc hi¢u cho tirng

16 dugc ma hoa thanh ma vach ciing nhu
in trén to gia tri mau chuan

dinh kém (hodc dudi dang van ban dién
tu

4x1mL




Quy cach

STT|  Teénhang héa Théng sé k§ thujt Ky thugty | Ponvi| SO
, . tinh | luwgng
Dong goi
M Vi hat phu streptavidin, 1 chai, 5.8
mL: Vi hat phu streptavidin 0.72 mg/mL;
chat bao quan. R1 Anti-PAPP-A-
) Ab~biotin, 1 chai, 9.9 mL: Khang thé
Thuoc tht xét nghiém | don dong khang PAPP-A dénh dau biotin
dinh lugng PAPP-A | (chudt) 2.0 mg/L; dém TRIS 50 mmol/L, R
47 | dong g@oi 100 xét | pH 7.0: chat bao quan. R2 Anti-PAPP-A- 100 Test | Hop | 10
nghiém Ab~Ru(bpy) , 1 chai, 10.3 mL: Khang thé
don dong khang PAPP-A (chuét) danh
dau phirc hop ruthenium 1.0 mg/L; dém
phosphate 50 mmol/L, pH 7.4; chat bao
quan.
P@PP-A7Ca11: 2 chai, mdi chai 1.0 mL
mau chuan 1
I 2 .. | =PAPP-A Cal2: 2 chai, mdi chai 1.0 mL
48 | nghicm  dinh hugmg | MU chuin 2 4x10mL | Ho 3
PgAP-P_ N 718 | PAPP-A (tir nhau thai ngudi) voi hai ' P
khoang nong d (khoang
75 mIU/L va khoang 2500 mIU/L) trong
huyét thanh nguoi.
Vat liéu kiém sodt cdc | | e nv1ey: ) chai, mdi chai 3.0 mL miu
x€t nghiém dinh lugng , £
free BhCG, PAPP-A ching huyét thanh N
" "| = PC MC2: 2 chai, moi chai 3.0 mL mau R
49 | Androstenedione, . X 6x3.0mL | Hop 2
Estradiol ching huyét thanh N
' = PC MC3: 2 chai, moi chai 3.0 mL mau
Progesterone, chimg huyét thanh
Testosterone £ vy
M Vi hat phu streptavidin, 1 chai, 5.8
mL:
Vi hat phu streptavidin 0.72 mg/mL;
chat bao quan.
R1 Anti-PIGF-Ab~biotin, 1 chai, 7.2
£ 0 s n L:
Thudc thir xét nghigm | M 7
dinh Laome "Bl Gp | Khéng thé don dong khéng PIGF dénh
50 | 4omg goi 100 xet | ddu biotin (chugy 100 Test | Hop | 5
nghiém 0.6 mg/L; dém phosphate 50 mmol/L,

pH 6.0; chat bao quan.

R2 Anti-PIGF-Ab~Ru(bpy) , 1 chai, 7.2
mL:

Khéang thé don dong khang PIGF (chudt)
danh dau phtic hop

ruthenium 4.0 mg/L; dém phosphate 50
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mmol/L, pH 6.0; chat
bao quan.

51

Chat hiéu chuin xét
nghiém dinh luong
PLGF

PIGF Call: 2 chai, mdi chai 1.0 mL mau
chuin 1 * PIGF Cal2: 2 chai, mdi chai 1.0
mL méu chuin 2 PIGF-1 (mutein, nguoi,
tai t hop, tir E. coli) voi hai khoang nong
d6 (khoang 5 pg/mL va khoang 1200
pg/mL) trong dém huyét thanh ngya.

4x1.0mL

52

Thubc thir xét nghiém
dinh luong sFLTI1
dong g6i 100 xét
nghiém

M Vi hat phu streptavidin, 1 chai, 5.8
mL:

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

R1 Anti-sFlt-1-Ab~biotin, 1 chai, 9.9
mL:

Khang thé don dong khang sFlt-1 ddnh
d4u biotin (chudt)

0.5 mg/L; dém phosphate 100 mmol/L,
pH 7.2; chét bao quan.

R2 Anti-sFlt-1-Ab~Ru(bpy) , 1 chai, 9.9
mL:

Khang thé don dong khang sFlt-1
(chu6t) danh dau phirc hop

ruthenium 1.0 mg/L; dém phosphate 100
mmol/L, pH 7.2; chét

bao quan.

100 Test

53

Chat hiéu chuin xét
nghiém dinh lugng
SFLT1

= sFlt-1 Call: 2 chai, mdi chai 1.0 mL
mau chuén 1

= sFlt-1 Cal2: 2 chai, mdi chai 1.0 mL
mau chuén 2

sFIt-1 (phan doan, nguoi, tai to hop) véi
hai khoang ndng d6 (khoang

0 pg/mL va khoang 15000 pg/mL) trong
dém huyét thanh ngya.

4x1.0mL

54

Thubc thir xét nghiém
dinh lugng LH dong
2061 300 xét nghiém

M Vi hat phu streptavidin, 1 chai, 12.4
mL:

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

R1 Anti-LH-Ab~biotin, 1 chai, 19.7 mL:
Khang thé don dong khang LH danh dau
biotin (chudt) 2.0 mg/L;

dém TRIS 50 mmol/L, pH 8.0; chét bao
quan.

R2 Anti-LH-Ab~Ru(bpy) , 1 chai, 19.7

300 Test
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mL.:

Khang thé don dong khang LH (chudt)
danh dau phtic hop

ruthenium 0.3 mg/L; d&m TRIS 50
mmol/L, pH 8.0; chét bao

quan.

55

Chat hiéu chuan xét
nghiém dinh lugng LH

LH Call: 2 chai, mdi chai 1.0 mL mau
chuan 1 = LH Cal2: 2 chai, mdi chai 1.0
mL mau chuin 2 LH (ngudi) v6i hai
khoang néng do (khoang 1 mIU/mL va
khoang 45 mIU/mL) trong huyét thanh
nguoi.

4x1.0mL

56

Thubc thir xét nghiém
dinh luong FSH dong
2061 300 xét nghiém

M Vi hat phu Streptavidin, 1 chali,

12.4 mL: Vi hat phu Streptavidin

0.72 mg/mL; chét bao quan. R1 Anti-
FSH-Ab~biotin, 1 chai, 21 mL: Khang
thé don dong khang FSH danh dau biotin
(chudt) 0.5 mg/L, dém MESD)

50 mmol/L, pH 6.0; chat bao quan. R2

Anti-FSH-Ab~Ru(bpy) , 1 chai, 13.9 mL:

Khang thé don dong khang FSH (chudt)
danh du phtc hop ruthenium 0.8 mg/L,
dém MES 50 mmol/L, pH 6.0; chét bao
quan.

300 Test

57

Chat hiéu chuan xét
nghiém dinh lugng
FSH

FSH Call: 2 chai, mdi chai 1.0 mL mau
chuén 1 = FSH Cal2: 2 chai, mdi chai 1.0
mL mau chuin 2 FSH (nguoi) véi hai
khoang néng d6 (khoang 1 mlU/mL va
khoang 55 mIU/mL) trong huyét thanh
ngua.

4x1.0mL

58

Thubc thir xét nghiém
dinh luong
Progesterone dong goi
100 xét nghiém

Hop cobas e pack dugc dan nhan PROG

3.

M Vi hat phu streptavidin, 1 chai, 6.4
mL:

Vi hat phu streptavidin 0.72 mg/mL;
chit bao quan
R1 Anti-progesterone-Ab~biotin, 1 chai,
9.0 mL:

Khang thé don dong khang progesterone
danh d4u biotin (tai to hop, ciru) 30
ng/mL, dém phosphate 25 mmol/L, pH
7.0; chét bao quan.

R2 Progesterone-peptide~Ru(bpy) , 1

100 Test
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chai, 8.2 mL:

Progesterone (c6 ngudn goc rau cu) két
hop véi mot peptide tong hop danh dau
phtrc hop ruthenium, 2 ng/mL; dém
phosphate 25 mmol/L, pH 7.0; chit bao
quan.

59

Chat hiéu chuan xét
nghiém dinh lugng
Progesterone

» PROG III Call: 2 chai, mdi chai 1.0 mL
mau chuén 1 » PROG III Cal2: 2 chai,
mdi chai 1.0 mL mAu chuan 2
Progesterone (tur thuc vat) véi hai khoang
nong do (khoang 0.6 nmol/L hoic 0.2
ng/mL va khoang 169 nmol/L hodc 53
ng/mL) trong huyét thanh ngud

4x1.0mL

60

Thubc thir xét nghiém
dinh lugng Estradiol
dong go6i 300 xét
nghiém

M Vi hat phu Streptavidin, 1 chai, 12.4
mL:

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

R1 Anti-estradiol-Ab~biotin, 1 chai, 19.7
mL:

Hai khang thé don dong khang estradiol
danh dau biotin (tho)

2.5 ng/mL va 4.5 ng/mL; mesterolone
130 ng/mL; dém MESb)

50 mmol/L, pH 6.0; chét bao quan.

R2 Estradiol-peptide~Ru(bpy) , 1 chai,
18.8 mL:

Din xuét estradiol, danh dau phirc hop
ruthenium 4.5 ng/mL;

dém MES 50 mmol/L, pH 6.0; chit bao
quan.

300 Test

61

Chat hiéu chuin xét
nghiém dinh lugng
Estradiol

E2 111 Call: 2 chai, mdi chai 1.0 mL mau
chuan 1

= E2 11 Cal2: 2 chai, mdi chai 1.0 mL
mAu chuén 2

Estradiol (tong hop) véi hai khoang nong
d6 (khoang 73 pmol/L hodc

20 pg/mL va khoang 7340 pmol/L hodc
2000 pg/mL) trong huyét

thanh nguoi; chat bao quan.

4x1.0mL

62

Thubc thir xét nghiém
dinh luong
Testosterone G2 dong
g61 300 xét nghiém

M Vi hat phu Streptavidin, 1 chai, 12.4
mL:Vi hat phu Streptavidin 0.72 mg/mL,
chit bao quan.R1 Anti-testosterone-
Ab~biotin, 1 chai, 21.0 mL:Khang thé

300 test
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don dong khang testosterone danh dau
biotin (ctru) 40 ng/mL; thudc thir cung
cép 2-bromoestradiol; d¢m MESDb) 50
mmol/L, pH 6.0; chit bao quan.R2
Testosterone-peptide~Ru(bpy) , 1 chai,
18.8 mL:Dan xuit testosterone danh dau
phtrc hop ruthenium 1.5 ng/mL; dém
MES 50 mmol/L, pH 6.0; chit bao quan.

63

Chat hiéu chuan xét
nghiém dinh lugng
Testosterone

TESTO Call: 2 chai, mdi chai 1.0 mL
mau chuén 1

» TESTO Cal2: 2 chai, mdi chai 1.0 mL
mau chuéin 2

Testosterone (tur thuc vat) voi hai khoang
ndng d6 (khoang 0.4 ng/mL

hodc 40 ng/dL hoac 1.4 nmol/L va
khoang 11.5 ng/mL hodc

1150 ng/dL hodc 40 nmol/L) trong huyét
thanh nguoi.

4x1.0mL

64

Thudc thir xét nghiém
dinh lugng Prolactin
dong goi 100 xét
nghiém

Hop cobas e pack dugc dan nhan PRL 2.

M Vi hat phu streptavidin, 1 chai, 6.4
mL:

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

R1 Anti-prolactin-Ab~biotin, 1 chai, 9.0
mL:

Khéng thé don dong khang prolactin
(chudt) danh dau biotin 0.7 mg/L; dém
phosphate 50 mmol/L, pH 7.0, chét bao
quan.

R2 Anti-prolactin-Ab~Ru(bpy) , 1 chai,
9.0 mL:

Khéng thé don dong khang prolactin
(chudt) danh du phirc hop ruthenium
0.35 mg/L; dém phosphate 50 mmol/L,
pH 7.0; chét bao quan.

100 Tests

65

Chat hiéu chuin xét
nghiém dinh lugng
Prolactin

PRL Call: 2 chai, mdi chai 1.0 mL mau
chuan 1 = PRL Cal2: 2 chai, mdi chai 1.0
mL mau chuan 2 Prolactin (ngudi, tai t6
hop, tir E. coli) v6i hai khoang nong do
(khoang 2 pIU/mL hodc 0.09 ng/mL va
khoang 2000 pIU/mL hoac 94 ng/mL)
trong dém huyét thanh ngya.

4x1.0mL
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66

Thudc thtr xét nghiém
dinh luong HCG+beta
dong goé1 300 xét
nghiém

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

R1 Anti-hCG-Ab~biotin, 1 chai, 19.7
mL:

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

2.6 mg/L; dém phosphate 40 mmol/L,
pH 7.5; chét bao quan.

R2 Anti-hCG-Ab~Ru(bpy) , 1 chai, 21.0
mL:

Khang thé don dong khang hCG (chuot)
danh dau phire hop

ruthenium 4.6 mg/L; d¢m phosphate 40
mmol/L, pH 6.5; chét

bao quan.

300 Test

67

Chat hiéu chuin xét
nghiém dinh lugng
HCG+beta

HCG+ Call: 2 chai, mdi chai 1.0 mL
mau chuan 1

» HCG+B Cal2: 2 chai, mdi chai 1.0 mL
mau chuan 2

Kich t6 sinh duc mang dém ctia nguoi
(tir nude tiéu) voi hai khoang

nong d6 (khoang 1.5 mIU/mL va khoang
2000 mIU/mL) trong dém

huyét thanh nguoi.

4x1.0mL

68

Thubc thir xét nghiém
dinh lwong AMH Plus
dong goi 100 xét
nghiém

Hop cobas e pack dugc dan nhan AMHP.
M Vi hat phu streptavidin, 1 chai, 5.8
mL: Vi hat phu streptavidin 0.72 mg/mL;
chit bao quan. R1 Anti-AMH-Ab~biotin,
1 chai, 7.2 mL: Khang thé don dong
khang AMH danh dau biotin (chudt) 1.0
mg/L; dém phosphate 50 mmol/L, pH
7.5; chét bao quan. R2 Anti-AMH-
Ab~Ru(bpy) , 1 chai, 7.2 mL: Khang thé
don dong khang AMH (chudt) danh déu
phtc hop ruthenium 1.0 mg/L; dém
phosphate 50 mmol/L, pH 7.5; chit bao
quan.

100 Test

69

Chat hiéu chuin xét
nghiém dinh lugng
AMH Plus

AMH Plus Call: 2 chai, mdi chai 1.0 mL
mau chuin 1 * AMH Plus Cal2: 2 chai,
mdi chai 1.0 mL mau chuén 2 AMH véi
hai khoang ndng d6 (khoang 0.28 pmol/L
hodc 0.04 ng/mL va khoang 60 pmol/L

4x1.0mL




Quy cach

STT|  Teénhang héa Théng sé k§ thujt Ky thugty | Ponvi| SO
, . tinh | luwgng
Dong goi
hodc 8 ng/mL) trong huyét thanh ngya;
chat bao quan.
PC AMH Plus 1: 2 chai, mdi chai 2.0 mL
huyét thanh chtng » PC AMH Plus 2: 2
Vit liéu kiém soat xét | chai, mdi chai 2.0 mL huyét thanh chimg
70 |nghiém dinh lwong | AMH véi hai khoang nong d6 (khoang 7 4x2mL Hop 1
AMH Plus pmol/L hoac 1 ng/mL va khoang 35
pmol/L hodc 5 ng/mL) trong huyét thanh
ngua; chat bao quan.
PT1 Thudc thir tién xtr Iy 1, 1 chai, 7.3
mL: Dithiothreitol 1 g/L, pH 5.5. PT2
Thud ¢ thir tié n xt Iy 2, 1 chai, 6.3 mL:
Natri hydroxide 57.5 g/L. M Vi hat phu
streptavidin, 1 chai, 12.4 mL: Vi hat phu
Thudc thir xét nghiém | streptavidin 0.72 mg/mL; chat bao quan.
dinh luong Vitamin D | R1 Protein gin két vitamin D- Ru/(bpy) ,
71 | toan phanthéhé 3 E2G | 1 chai, 18.8 mL: Protein gin két vitamin 300 Test Hop 2
dong gbi 300 xét | D danh ddu ruthenium 150 pg/L; dém
nghiém bis- tris propane 200 mmol/L; albumin
(nguoi) 25 g/L; pH 7.5; chét bao quan.
R2 25- hydroxyvitamin D~biotin, 1 chai,
15.8 mL: 25- hydroxyvitamin D d4nh diu
biotin 20 pg/L; dém bis-tris propane 200
mmol/L; pH 8.6; chit bao qua
Ch}?tA h1¢ud. Cﬁua? xet VITDT 3 Call: 2 chai, mdi chai 1.0
72 |hemem N CIUONE |y mAu chudn 1= VITDT3 Cal2: 2 | 4x1.0mL | Hop 1
Vitamin D toan phan T . x 2
thé hé 3 chai, moi chai 1.0 mL mau chuan 2
PC VITDTI: 3 chai, mdi chai 1.0 mL
Vat licu kiém soat xét huyét Ehanh 7ch1'J:ng, Hl}yé’t, thanh Pguc‘wi;
nohiém  dinh  luon chat bado quan. Gié tri dich khoang 20
73 | heiem - AN CUORE | omL (50 nmol/L) = PC VITDT2: 3 6x1.0mL | Hop 1
Vitamin D toan phan LR, . £
thé ha 3 chai, moi chai 1.0 mL huyet thanh
i chung Huyét thanh nguoi; chat bao
qua
M Vi hat phu streptavidin, 1 chai, 14.1
mL:V1 hat phu streptavidin 0.72 mg/mL;
Thude thir xét nghiém | Chat bao quan.R1 Khing the khang
74 | dinh luong BI12 hoat holotranscobalamin~biotin, 1 chai, 16.7 300 Test Hop )

tinh

mL:Khang thé don dong khang
holotranscobalamin (chudt) danh dau
biotin 2 mg/L; d¢m HEPESb) 50
mmol/L, pH 6.8; chit bao quan.R2
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Khang thé Anti-transcobalamin
antibody~Ru(bpy) , 1 chai, 16.7
mL:Khang thé don dong khang
transcobalamin (chu6t) danh déu phtc
hop ruthenium 0.5 mg/L; d¢ém HEPES 50
mmol/L, pH 6.8; chit bao quan.

75

Chit hiéu chuin xét
nghiém dinh lugng
B12 hoat tinh

» Active B12 Call: 2 chai, mdi chai 1.0
mL mau chuan 1

» Active B12 Cal2: 2 chai, mdi chai 1.0
mL mau chuan 2

Holotranscobalamin véi 2 khoang nong
do (khoang < 6 pmol/L va

khoang 110 pmol/L) trong chat nén huyét
thanh ngudi, chat bao quén.

4x1.0mL

76

Thubc thir xét nghiém
dinh lugng Folate

Hop cobas e pack (M, R1, R2) va thubc
thir tién xt Iy (PT1, PT2) duocdan nhan
FOL.PT1 Thudc thutién xirlyd, 1 chali,
7.3 mL:Natri 2-mercaptoethanesulfonate
(MESNA) 40 g/L, pH 5.5.PT2 Thudc
thitién xurly2, 1 chai, 7.3 mL:Natri
hydroxide 25 g/L.M Vi hat phu
Streptavidin, 1 chai, 12.4 mL:Vi hat phu
Streptavidin 0.72 mg/mL; chét bao
quan.R1 Protein gan két folate~Ru(bpy) ,
1 chai, 16.7 mL:Protein gin két folate
danh dau ruthenium 75 pg/L;
albuminhuyét thanh nguoi (chat on dinh);
dém borate/phosphate/citrate70 mmol/L,
pH 5.5; chét bao quan.R2 Folate~biotin,
1 chai, 13.9 mL:Folate d4nh dau biotin 17
ng/L; biotin 120 pg/L; huyét thanhnguoi
(chét on dinh); dém borate 100 mmol/L,
pH 9.0; chat baoquan.

300 Test

77

Chat hiéu chuin xét
nghiém dinh lugng
Folate

» FOL Call: 2 chai, mdi chai 1.0 mL mau
chuan 1

» FOL Cal2: 2 chai, mdi chai 1.0 mL mau
chuén 2

Ung dung folate huyét thanh/huyét
tuong:

Gia tri dich 1a < 9.1 nmol/L hoac < 4.0
ng/mL va khoang 38.5 nmol/L

hodc 17.0 ng/mL.

Ung dung Folate RBC:

Gia tri dich 1a <499 nmol/L hoac <220

4x1.0mL
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ng/mL va khoang
1294 nmol/L hodc 570 ng/mL.
M Vi hat phu Streptavidin, 1 chai, 12.4
mL:Vi hat pha Streptavidin 0.72 mg/mL;
chat bao quan.R1 Anti-ferritin-Ab~biotin,
1 chai, 21.0 mL:Khang thé don dong
Thudc thir xét nghiém | khang ferritin ddnh déu biotin (chu6t)3.0
dinh luwong Ferritin | mg/L; dém phosphate 100 mmol/L, pH o
™ ldong goi 300 xét | 7.2: chit bao quan.R2 300 Test | Hop | 3
nghiém Anti-ferritin-Ab~Ru(bpy) , 1 chai, 21.0
mL:Khang thé don dong khang ferritin
(chudt) danh du phirc hopruthenium 6.0
mg/L; dém phosphate 100 mmol/L, pH
7.2; chétbao quan.
» FERR Call: 2 chai, mdi chai chtra 1.0
mL méu chuén 1
» FERR Cal2: 2 chai, mdi chai chtra 1.0
Chit hiéu chuin xét | mL miu chuin 2
79 | nghiém dinh lugng | Ferritin (nguoi, gan) véi 2 khoang nong 4x10mL | Hop 2
Ferritin do (khoang 10 pg/L hodc
ng/mL va khoang 300 pug/L hoac ng/mL)
trong hdn hop huyét thanh
nguoi.
M Vi hat phu streptavidin, 1 chai, 13.2
mL:
Vi hat phii streptavidin 0.72 mg/mL; chét
bao quan.
R1 Anti-T4-Ab~Ru(bpy) , 1 chai, 19.7
mL:
Thudc thir xét nghiém | Khang thé don dong khang T4 (tho) danh
80 |dinh luong FT4 dong | diu phirc hop 300 Test Hop 15
goi 300 test ruthenium 75 ng/mL; dém phosphate 100
mmol/L, pH 7.0; chét
bdo quan.
R2 T4~biotin, 1 chai, 19.7 mL:
T4 danh diu biotin 2.5 ng/mL; dém
phosphate 100 mmol/L,
pH 7.0; chét bao quan.
, 7 Thuéc thir - dung dich tham gia xét
Chat hi¢u chuan xét | nghiém= FT4 4 Call: 2 chai, mdi chai
81 | nghiém dinh luong | chira 1.0 mL mau chuan 1= FT4 4 Cal2:2 | 4x1.0mL | Hop 5

FT4

chai, mdi chai chira 1.0 mL mau chuin
2L -thyroxine voi hai khoang nong do
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(khoang 10 pmol/L hoac0.78 ng/dL va
khoang 45 pmol/L hoac 3.5 ng/dL) trong
hdn hopdém/protein (albumin huyét
thanh bo).

82

Thubc thir xét nghiém
dinh lugng FT3 dong
goi 300 test

M: Vi hat phu streptavidin, 1 chai, 13.2
mL:

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

R1: Anti-T3-Ab~Ru(bpy) , 1 chai, 19.7
mL: Khang thé don dong khang T3 (ciru)
danh du phuc hop ruthenium 18 ng/mL;
dém phosphate 100 mmol/L, pH 7.0; chat
bao quan.

R2: T3~biotin, 1 chai, 19.7 mL: T3 danh
dau biotin 2.4 ng/mL; dém phosphate 100
mmol/L, pH 7.0; chat bao quan.

300 test

83

Chat hiéu chuin xét
nghiém dinh lugng
FT3

FT3 III CalSet 1a huyét thanh ngudi dong
kho chtra T3 véi hai khoang ndng do.
Céc chai CalSet c6 thé dung véi tat ca
céc 16 thude thur.

Thubc thir - dung dich tham gia xét
nghiém

« FT3 III Call: 2 chai, mdi chai 1.0 mL
mau chuan 1

» FT3 III Cal2: 2 chai, mdi chai 1.0 mL
mau chuén 2

FT3 véi hai khoang nong d6 (khoang 2
pmol/L hoac 1.3 pg/mL va

khoang 40 pmol/L hodc 26 pg/mL) trong
huyét thanh nguoi.

4x1.0mL

84

Thubc thir xét nghiém
dinh lugng thyroxine
dong goi 300 test

Hop cobas e pack dugc dan nhan T4, bao
gém: M Vi ha phu streptavidin, 1 chai,
13.2 mL: Vi hat phu streptavidin 0.72
mg/mL; chét bao quan. R1 Anti-T4-
Ab~Ru(bpy) , 1 chai, 19.7 mL: Khang thé
da dong khang T4 (ctru) danh déu phtc
hop ruthenium 100 ng/mL; ANS 1
mg/mL; dém phosphate 100 mmol/L, pH
7.4; chét bao quan. R2 T4~biotin, 1 chai,
19.7 mL: T4 danh d4u biotin 20 ng/mL;
dém phosphate 100 mmol/L, pH 7.4; chit
bao quan.

300 Test
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85

Chat hiéu chuan xét
nghiém dinh luong
thyroxine

» T4 Call: 2 chai, mdi chai chira 1.0 mL
mau chuén 1

» T4 Cal2: 2 chai, mdi chai chira 1.0 mL
mau chuan 2 L-thyroxine v&i hai khoang
ndng do (khoang 50 nmol/L hodc 3.9
png/dL va khoang 230 nmol/L hoac 17.9
ng/dL) trong hon hop dém/protein
(albumin huyét thanh bo).

4x1.0mL

86

Thubc thir xét nghiém
dinh lugng
triiodothyronine toan
phan dong goi 300 test

Hop cobas e pack dugc dan nhan T3, bao
obm

M Vi hat phu streptavidin, 1 chai, 12.4
mL: Vi hat phu streptavidin 0.72 mg/mL;
chat bao quan.

R1 Anti-T3-Ab~Ru(bpy) , 1 chai, 18.8
mL:

Khang thé da dong khang T3 (ctru) danh
déu phirc hop

ruthenium 75 ng/mL; ANS 0.8 mg/mL;
dém phosphate

100 mmol/L, pH 7.4; chit bao quan.

R2 T3~biotin, 1 chai, 18.8 mL; T3 danh
dau biotin 3 ng/mL; ANS 0.8 mg/mL;
dém phosphate 100 mmol/L, pH 7.4; chit
bao quan.

300 Test

10

87

Chat hiéu chuin xét
nghiém dinh lugng
triiodothyronine toan
phan

= T3 Call: 2 chai, mdi chai 1.0 mL mau
chuan 1

= T3 Cal2: 2 chai, mdi chai 1.0 mL méu
chuan 2

T3 vé6i hai khoang nong d¢ (khoang 1.25
nmol/L hodc 0.8 ng/mL va khoang 8.5
nmol/L hodc 5.5 ng/mL) trong huyét
thanh nguoi.

4x1.0ml

88

Thubc thir xét nghiém
dinh luong
thyroglobulin dong goi
300 test

M: Vi ha phu streptavidin, 1 chai, 12.4
mL:V1i hat phu streptavidin 0.72 mg/mL;
chat bao quan.R1: Anti-Tg-Ab~biotin, 1
chai, 18.8 mL:Khéang thé don dong khang
Tg danh dau biotin (chudt) 1 mg/L;dém
Bis-Tris 50 mmol/L, pH 6.3; chit bao
quan.R2: Anti-Tg-Ab~Ru(bpy) , 1 chai,
18.8 mL:Khang thé don dong khang Tg
(chu6t) danh dau phirc hopruthenium 3.1
mg/L; dém Bis-Tris 50 mmol/L, pH 6.3;
chat baoquan.

300 Test
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89

Chat hiéu chuin xét
nghiém dinh luong
thyroglobulin

TG 2 Call: 2 chai, mdi chai 1.0 mL mau
chuan 1

= TG 2 Cal2: 2 chai, mdi chai 1.0 mL
mau chuén 2

Thyroglobulin (nguo1) voi hai khoang
ndéng d6 (khoang 0.15 ng/mL va

khoang 180 ng/mL) trong huyét thanh
ngua.

4x1.0mL

90

Thubc thir xét nghiém
dinh lugng TSH doéng
goi 300 test

Hop cobas e pack dugc dén nhan TSH.

M: Vi hat phu Streptavidin, 1 chai, 14.1
mL: Vi hat phu Streptavidin 0.72 mg/mL,
chat bao quan.

R1: Anti-TSH-Ab~biotin, 1 chai, 15.8
mL: Khang thé don dong khang TSH
danh dau biotin (chudt) 2.0 mg/L; dém
phosphate 100 mmol/L, pH 7.2; chét bao
quan.

R2: Anti-TSH-Ab~Ru(bpy) , 1 chai, 13.9
mL: Khang thé don dong khang TSH
(chudt/ngudi) danh dau phirc hop
ruthenium 1.5 mg/L; dém phosphate 100
mmol/L, pH 7.2; chit bao quan.

300 Test

12

91

Chat hiéu chuan xét
nghiém dinh lugng
TSH

» TSH Call: 2 chai, mdi chai chtra 1.3
mL mau chuan 1

» TSH Cal2: 2 chai, mdi chai chtra 1.3
mL mau chuan 2 Nong do ctia TSH Call
trong huyét thanh ngya khoang 0
plU/mL; TSH Cal2 chtra khoang 1.5
uIU/mL TSH (nguoi) trong huyét thanh
nguoi.

4x1.3ml

92

Thudc thir xét nghiém
dinh lugng khang thé
khang TPO doéng goi
300 test

M: Vi ha phu streptavidin, 1 chai, 13.2
mL:V1i hat phu streptavidin 0.72 mg/mL;
chit bao quan.R1:
Anti-TPO-Ab~Ru(bpy) , 1 chai, 18.8 mL:
Khang thé da dong khang TPO (ctru)
danh dau phirc hop ruthenium 1.0 mg/L;
dém TRIS 100 mmol/L, pH 7.2; chét bao
quan.R2: TPO~biotin, 1 chai, 19.7 mL.:
TPO danh ddu biotin (tai to hop) 0.15
mg/L; dém TRIS 30 mmol/L, pH 7.0;
chat bao quan.

300 Test

93

Chat hiéu chuin xét
nghiém dinh lugng

Thudc thtr - dung dich tham gia xét
nghiém

4 x1.5mL
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khang thé¢ khang
thyroid peroxidase

» Anti-TPO Call: 2 chai, moi chai 1.5
mL méu chuén 1

» Anti-TPO Cal2: 2 chai, mdi chai 1.5
mL méu chuédn 2

Khang thé khang TPO (clru) v6i hai
khoang ndng d6

(khoang 35 IU/mL va khoang 350
[U/mL) trong huyét thanh nguoi.

94

Thubc thir xét nghiém
dinh luong khang thé
khang thyroglobulin
dong g61 300 test

M Vi ha phu streptavidin, 1 chai, 14.1
mL:

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

R1 Tg~biotin, 1 chai, 19.7 mL.:

Tg d4nh dau biotin (ngudi) 0.200 mg/L;
dém TRIS 100 mmol/L,

pH 7.0; chét bao quan.

R2 Anti-Tg-Ab~Ru(bpy) , 1 chai, 19.7
mL:

Khang thé don dong khang Tg (nguoi)
danh du phtc hop

ruthenium 0.620 mg/L; dém TRIS 100
mmol/L, pH 7.0; chat bao

quan.

300 test

95

Chéat hiéu chuin xét
nghiém dinh lugng
khang thé khéang
thyroglobulin

* ATG Call: 2 chai, mdi chai 1.5 mL
mau chuén 1

* ATG Cal2: 2 chai, mdi chai 1.5 mL
mau chuén 2

Khang thé khang Tg (ATG Call: nguoi,
ATG Cal2: ciru) voi hai khoang nong d6
(khoang 40 IU/mL va khoang 3250
IU/mL) trong huyét thanh nguoi.

4x1.5mL

96

Thubc thir xét nghiém
dinh luong tu khang
thé khang TSHR dong
goi 300 test

M Vi hat phu streptavidin, 1 chai, 12.4
mL: Vi hat phu streptavidin 0.72 mg/mL;
chat bao quan. R1 Dung dich dém, 1
chai, 12.0 mL: Bém phosphate 20
mmol/L, pH 7.4; chat 6n dinh; chét bao
quan. R2 Anti-TSHR~Ru(bpy) , 1 chai,
13.9 mL: Khang thé don dong khang
TSHR M22 (ngudi) danh diu phirc hop
ruthenium khoang 0.3 mg/L; dém
phosphate 20 mmol/L, pH 7.4; chét 6n
dinh; chét bao quan Mau chudn ATSHR
Call: MAu chuan Anti TSHR 1 (dong

300 Test




STT

Tén hang hoa

Théng s6 k§y thuit

Quy cach
ky thuat/
Dong goi

Don vi
tinh

S6
lwgng

kho), 1 chai pha 2.0 mL: khang thé Anti
TSHR (nguoi) khoang 1.0 IU/L trong
hén hop huyét thanh ngudi. ATSHR
Cal2: Mau chuan Anti TSHR 2 (déng
kho), 1 chai pha 2.0 mL: khang thé Anti
TSHR (nguoi) khoang 25 TU/L trong hon
hop huyét thanh nguoi. Thude thir tién xir
Iy ATSHR PT1: Dung dich dém tién xir
ly (nép den), 1 chai, 6.3 mL: Bém
phosphate 20 mmol/L, pH 7.4; chat 6n
dinh; chét bao quan. ATSHR PT2: Chai
tréng (nap trang) dé hoan nguyén thudc
thir tién xtr Iy (PTR) voi dém tién xir Iy
(PTB). ATSHR PTR: Thudc thir tién xir
1y, phttc hop pTSHR antipTSHR
Ab~biotin (nap trang), 2 chai, mdi chai
pha 4.0 mL PTB: Dém Phosphate 40
mmol/L, pH 7.2; chit 6n dinh. ATSHR
PTB: Dung dich dém tién xir 1y (ndp
trang), 2 chai, mdi chai 5.0 mL: Mbi
trrong hoan nguyén cho PTR; dém
phosphate 10 mmol/L, pH 7.2; chat 6n
dinh.

97

Chat hiéu chuan xét
nghiém dinh luong tu
khang thé khéang
TSHR

» ATSHR Call: 2 chai (d6ng kho) moi
chai 2.0 mL

= ATSHR Cal2: 2 chai (d6ng khd) mdi
chai 2.0 mL

Nong d6 ATSHR Call khoang 0.75 TU/L
trong hdn hop huyét thanh

nguoi; ATSHR Cal2 chtra khoang 25
TU/L khang thé khang TSHR ngudi trong
hén hop huyét thanh nguoi.

4x2.0ml

98

IVD la éng nhya rdng
c6 nap day dé dung
mau chuan

Ong nhya rdng c6 nap day duoc sir dung
dé chia mau chuén da dugc hoan nguyén
hodc da thém chét 16ng thanh nhiing phan
nhé hon dé luu tri.

2 x 56 vials

99

Vit liéu kiém soat xét
nghiém dinh lugng
khing thé  khang
thyroid peroxidase

Thubc thir - dung dich tham gia xét
nghiém: Cac chat trong huyét thanh
ngudi = PC THYRO!: 2 chai, mdi chai
2.0 mL mauchimg huyét thanh = PC
THYRO2: 2 chai, mdi chai 2.0 mL
mauchimng huyét thanh* Khang thé khang
TSHR (nguoi): khoang 4 TU/L (PC
THYRO1), 16 IU/L (PC THYRO2)*

4 x2ml
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Khéng thé khang TPO (ctru): khoang 35
IU/mL (PC THYROV1); khoang 100
IU/mL (PC THYRO2)* Khang thé khang
Tg (ctru): khoang 100 IU/mL (PC
THYROLI); khoang 200 IU/mL) (PC
THYRO2)

100

Thubc thir xét nghiém
dinh lugng calcitonin
nguoi
(thyrocalcitonin) dong
goi 100 test

Bo thudc thir duoc dan nhan hCT.

M Vi hat phu streptavidin, 1 chai, 5.8
mL:

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

R1 Anti-hCT-Ab~biotin, 1 chai, 7.2 mL:
Khang thé don dong khang hCT danh du
biotin (chudt)

1.50 mg/L; dém phosphate 100 mmol/L,
pH 7.2; chét bao quan.

R2 Anti-hCT-Ab~Ru(bpy) , 1 chai, 7.2
mL:

Khang thé don dong khang hCT (chudt)
danh dau phtrc hop

ruthenium 1.0 mg/L; dém phosphate 100
mmol/L, pH 7.2; chét

bao quan.

100 Test

101

Chat hiéu chuin xét
nghiém dinh lugng
calcitonin nguoi
(thyrocalcitonin)

» hCT Call: 2 chai, mdi chai 1.0 mL mau
chuan 1

» hCT Cal2: 2 chai, mdi chai 1.0 mL mau
chuan 2

Calcitonin (tong hop) voi hai khoang
ndéng do (khoang 2.0 pg/mL

hoac 0.585 pmol/L va khoang 500 pg/mL
hodc 146 pmol/L) trong

huyét thanh ngua.

4x1.0mL

102

Thudc thir xét nghiém
dinh luong C-peptide,
dong goéi 100 test

M Vi ha phu streptavidin, 1 chai, 5.8 mL:
Vi hat phii streptavidin 0.72 mg/mL; chét
bao quan.R1 Anti-C-peptide-Ab~biotin,
Ichai, 9.9 mL: Khang thé don dong
khéng C-peptide danh dau biotin (chudt)
1 mg/L, dém phosphate 50 mmol/L, pH
6.0; chat bao quan.R2 Anti-C-peptide-
Ab~Ru(bpy) , 1 chai, 9.9 mL: Khang thé
don dong khang C-peptide (chudt) danh
déu phtrc hop ruthenium 0.4 mg/L; dém
phosphate 50 mmol/L, pH 6.0; chit bao
quan.

100 Test
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103

Chat hiéu chuin xét
nghiém dinh luong C-
peptide

» CPEPTID Call: 2 chai, mdi chai 1.0
mL mau chuan 1

» CPEPTID Cal2: 2 chai, mdi chai 1.0
mL mau chuan 2 C-peptide (tong hop)
v6i hai khoang ndng d6 (khoang 0.167
nmol/L hoac 0.5 ng/mL va khoang 6.67
nmol/L hodc 20 ng/mL) trong huyét
thanh ngya.

4x1.0mL

104

Thubc thir xét nghiém
dinh lugng insulin,
dong goi 100 test

M Vi hat phu streptavidin, 1 chai, 5.8
mL: Vi hat phu streptavidin 0.72 mg/mL;
chat bao quan.

R1 Anti-insulin-Ab~biotin, 1 chai, 10.3
mL: Khang thé don dong khang insulin
danh dau biotin (chudt) 1 mg/L; dém
MESb) 50 mmol/L, pH 6.0; chit bao
quan.

R2 Anti-insulin-Ab~Ru(bpy) , 1 chai, 9.5
mL: Khéng thé don dong khang insulin
(chudt) danh du phirc hop ruthenium
1.75 mg/L; dém MES 50 mmol/L, pH
6.0; chat bao quan.

100 Test

105

Chat hiéu chuin xét
nghiém dinh lugng
insulin

» INSULIN Call: 2 chai, mdi chai 1.0 mL
mau chuén 1

» INSULIN Cal2: 2 chai, mdi chai 1.0
mL mau chuin 2

Insulin (ngudi, tai to hop tir nAm men)
v6i hai khoang nong do

(khoang 5 pU/mL hodc 35 pmol/L va
khoang 300 pU/mL hoac

2080 pmol/L) trong huyét thanh bo.

4x1.0mL

106

Thudc thtr, chit hiéu
chudn xét nghiém ban
dinh lugng khang thé
IgG khang CCP dong
goi 100 test

M Vi hat phu streptavidin, 1 chai, 5.8
mL: Vi hat phu streptavidin 0.72 mg/mL;
chit bao quan. R1 CCP~biotin, 1 chali,
9.9 mL: Peptide citrulline hoa dang vong
danh dau biotin (tong hop) khoang 1.1
pg/mL; dém phosphate 100 mmol/L, pH
5.0; chat bao quan. R2 Anti-human
aggregated 19G~Ru(bpy) , 1 chai, 10.3
mL: Khang thé don dong khang IgG
ngudi danh du ruthenium (chudt) 0.75
pg/mL; dém phosphate 100 mmol/L, pH
6.0; chat bao quan. ACCP Call Mau
chuin Anti-CCP 1 (dong khd), 2 chai dé
pha mdi chai 1.0 mL: Khang thé khang

100 Test
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CCP (nguoti) khoang 20 U/mL trong
huyet thanh ngudi. ACCP Cal2 Mau _
chuan Anti-CCP 2 (d6ng kho), 2 chai dé
pha mdi chai 1.0 mL: Khang thé khang
CcC

107

Vat liéu kiém soat xét
nghiém ban dinh
luong ty khang thé
IgG nguoi khang CCP

PC A-CCP1: 2 chai, mdi chai 2.0 mL
mau chtng huyét thanh

Khang thé khang CCP (ngudi), khoang
20 U/mL trong huyét thanh

nguoi.

* PC A-CCP2: 2 chai, mdi chai 2.0 mL
mau chimg huyét thanh

Khang thé khang CCP (nguoi), khoang
100 U/mL trong huyét thanh

nguoi.

4x20mL

108

Thubc thir xét nghiém
dinh lugng cortisol
dong goi 300 test

Bo thudc thir dwoc dan nhan CORT I1.M
Vi hat phu streptavidin, 1 chai, 12.4
mL:Vi hat phu streptavidin 0.72 mg/mL;
chat bao quan.R1 Anti-cortisol-
Ab-~biotin, 1 chai, 21.0 mL: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;chét bao
quan.R2 Cortisol-peptide~Ru(bpy) , 1
chai, 21.0 mL:DAan xuét cortisol (tong
hop), danh dau phtic hop ruthenium20
ng/mL; danazol 20 pg/mL; dém MES
100 mmol/L, pH 6.0;chat bao quan.

300 Test

109

Chat hiéu chuin xét
nghiém dinh lugng
cortisol

» CORT II Call: 2 chai, mdi chai 1.0 mL
mau chuén 1

* CORT II Cal2: 2 chai, mdi chai 1.0 mL
mau chuan 2 Cortisol (tong hop) véi hai
khoang nong d6 (khoang 12.5 nmol/L
hodc 0.45 pg/dL va khoang 1000 nmol/L
hoic 36 pg/dL) trong huyét thanh ngudi.

4x1.0mL

110

Vat liéu kiém soat xét
nghiém dinh lugng
cortisol

Thubc thir - dung dich tham gia xét
nghiém

» PC CS 1: 2 chai, mdi chai 1.0 mL hdn
hop dém/protein ching

» PC CS 2: 2 chai, mdi chai 1.0 mL hdn
hop dém/protein ching

Cortisol v6i hai khoang ndng do (khoang

4x1.0mL




Quy cach

STT|  Teénhang héa Théng sé k§ thujt Ky thugty | Ponvi| SO
, . tinh | luwgng
Dong goi
10 nmol/L va khoang 30 nmol/L) trong
hdn hop dém/protein; chat bao qua
M: Vi hat phu Streptavidin (nép trong), 1
chai, 6.5 mL: Vi hat phu Streptavidin
0.72 mg/mL; chat bao quan.
Thuée thir xét nghiém Rl: Anti-cyclosporine I,Abebi?tin (l’lfll‘p
dinh lrong xarp), 1 chai, 9 mL: K,hangﬂrthe fiop dong )
111 | & . .= | khang cyclosporine danh dau biotin 300 Test Hop 1
Cyclosporine dong goi ~ iA
300 xét nghiém (chudt) 25 pg/L; d@rP pl}osphflte 50
: mmol/L, pH 6.0; chat bao quan.
R2: Cyclosporine~Ru(bpy) (nip den), 1
chai, 9 mL: Cyclosporine danh du phirc
hop ruthenium 5 pg/L; d€m phosphate 50
mmol/L, pH 6.0; chit bao quan.
» CSA Call: 3 chai, mdi chai 1.0 mL mau
I 2 .. | chuan 1 = CSA Cal2: 3 chai, mdi chai 1.0
Chat hiéu chuan xét L mau chun 2 Cvel : (i hai
112 | nghiém dinh luong ML mau cuan 2 yc oSpotine vol hat 6x1mL Hop 1
Cyclosporine kho?ng nong do (khoang 30 ng/mL va
khoang 1600 ng/mL) trong mau nguoi;
chat bao quan.
Hoa chit ding trong
chan doan invitro duoc | ISD Sample Pretreatment dugc dan nhén
dung dé tach chiét cac | 1ISD Sample PT.
113 | chat phan tich dac hi¢u | 1 chai chtra 30 mL 30 mL Hop 1
tir mau thir & dugc sir | Thanh phan: dung dich kém sulfate trong
dung cung vai cac xét | methanol va ethylene glycol.
nghiém mién dich
M - Vi hat phu streptavidin, 1 chai, 12.4
mL: Vi hat phu streptavidin 0.72
mg/mL; chit bao quan.
) ) .R1-HAV Ag, 1 chai, 21 mL: HAV Ag
Thuoc thir, chat hi€u | (canh cay té bao) 28 U/mL (don vi
chuan xét nghiém dinh | Roche); dém TRIS 20 mmol/L, pH 7.2;
tinh khang thé toan | chit bio quan.
114 | phan (IgG va IgM) | . R2 - Anti-HAV Ab~biotin; anti-HAV 300 Test Hop 1

khang vi rat viém gan
A (HAV) dong g61 300
xét nghiém

Ab~Ru(bpy) , 1 chai, 19 mL: Khang thé
don dong khang HAV danh déu biotin
(chudt) 0.25 pg/mL; khang thé don dong
khang HAV (chu6t) danh ddu phic hop
ruthenium 0.65 pg/mL; dém TRIS 20
mmol/L, pH 7.2; chét bao quan.

. AHAV 2 Call - Mau chuan am tinh 1, 1
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chai 1.0 mL: Huyét thanh nguoi; chat
bao quan.

. AHAV 2 Cal2 - Miu chuan duong tinh
2, 1 chai pha 1.0 mL: Anti-HAV (nguoi)
khoang 60 TU/L trong huyét thanh nguoi;
chat bao quan.

115

Vat liéu kiém soat xét
nghiém dinh tinh
khang thé toan phan
(1gG va IgM) khang vi
rat viém gan A (HAV)

* PC AHAVII 1: 8 chai, mdi chai chia
1.3 mL huyét thanh ching

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

» PC AHAVII 2: 8 chai, mdi chai chita
1.3 mL huyét thanh ching

Khang thé khang HAV (ngudi) khoang
110 IU/L trong huyét thanh nguoi; chét
bao quan.

16 x 1.3
mL

116

Thubc thir xét nghiém
dinh tinh khing thé
IgM khang HAV dong
2061 300 xét nghiém

Thubc thir - dung dich tham gia xét
nghi¢mHOop cobas e pack (M, R1, R2)
duoc dan nhan AHAVIGM.. M - Vi hat
phu streptavidin, 1 chai, 12.4 mL: Vi hat
phu streptavidin 0.72 mg/mL; chit bao
quan.. R1 - Anti-HAV Ab~Ru(bpy) , 1
chai, 21.0 mL: Khang thé don dong
khang HAV (chudt) danh dau phtic hop
ruthenium 0.15 pg/mL; khang thé khéng
Fdy nguoi (ctru) 0.04 mg/mL; dém
HEPES 50 mmol/L, pH 7.2; chét bao
quan.. R2 - Anti-h-IgM Ab~biotin; HAV
Ag, 1 chai, 21.0 mL: Khéng thé don dong
khang IgM nguoi danh diu biotin (chudt)
0.4 pg/mL; khang nguyén HAV (canh
cdy té bao), 25 U/mL (don vi cia Roche);
dém HEPES 50 mmol/L, pH 7.2; chat
bao quan.. AHAVIGM Call - Méu chuin
am tinh 1, 1 chai 0.67 mL: Huyét thanh
ngudi, am tinh véi khang thé IgM khang
HAV; chit bao quan.. AHAVIGM Cal2 -
Mau chuan duong tinh 2, 1 chai 0.67 mL:
Khang thé IgM khang HAV (nguoi)
khoang 5 U/mL (don vi cua Roche) trong
huyét thanh ngudi; chét bao quan.

300 Test

117

Vit liéu kiém soat xét
nghiém dinh tinh
khang thé IgM khang
vi rat viém gan A

Thubc thir - dung dich tham gia xét
nghiém

* PC A-HAVIGMI1: 8 chai, mdi chai
chira 0.67 mL huyét thanh ching

16 x 0.67
mL




STT

Tén hang hoa

Théng s6 k§y thuit

Quy cach
ky thuat/
Dong goi

Don vi
tinh

S6
lwgng

Huy¢t thanh nguoi, &m tinh véi khang
thé IgM khang HAV; chét bao quan.

» PC A-HAVIGM2: 8 chai, mdi chai
chtra 0.67 mL huyét thanh chimg
Khéng thé IgM khang HAV (nguoi)
khoang 3 U/mLa) trong huyét thanh
nguoi; chat bao quan.

118

Thubc thir xét nghiém
dinh  tinh  khéng
nguyén HBs dong goi
300 xét nghiém

. M - Vi hat phu streptavidin, 1 chai, 14.1
mL: Vi hat phu streptavidin 0.72 mg/mL;
chat bao quan.. R1 - Anti-HBsAg-
Ab~biotin, 1 chai, 15.8 mL: Hai khang
thé don dong khang HBsAg d4nh dau
biotin (chudt) > 0.5 mg/L; dém phosphate
100 mmol/L, pH 7.5; chét bao quan.. R2 -
Anti-HBsAg-Ab~Ru(bpy) , 1 chai, 13.9
mL: Khang thé don dong khang HBsAg
(chudt), khang thé da dong khang HBsAg
(ctru) danh diu phirc hop ruthenium > 1.5
mg/L; dém phosphate 100 mmol/L, pH
8.0; chat bao quan.. HBSAG 2 Call -
Mau chuén am tinh 1, 1 chai 1.3 mL:
Huyét thanh ngudi; chat bao quan..
HBSAG 2 Cal2 - Mau chuan duong tinh
2, 1 chai 1.3 mL: HBsAg khoang 0.5
TU/mL trong huyét thanh ngudi; chét bao
quan.

300 Test

119

Vit liéu kiém soat xét
nghiém dinh tinh
khang nguyén HBs

» PC HBSAGII1: § chai, mdi chai chira
1.3 mL huyét thanh chimg Huyét thanh
ngudi, am tinh véi HBsAg; chat bao
quan.

Khoéng gidi han dich cho chi s6 ngudng:
0.0-0.80

* PC HBSAGII2: 8 chai, mdi chai chira
1.3 mL huyét thanh chimg HBsAg
(ngudi) khoang 0.2 TU/mL trong huyét
thanh nguoi; chat bao quan.

Khoéng gidi han dich cho chi s6 ngudng:
2.6-5.0

16 x 1.3
mL

120

Thudc thir xét nghiém
Xac nhan su hién dién
HBsAg

HBsAg Confirmatory Test 1: thudc thir
khang dinh (nap den), 2 chai mdi chai 1.0
mL: Anti-HBsAg (ctru) >= 500000 1U/L
trong huyét thanh ciru; dém MES 85
mmol/L, pH 6.5; chat bao quan

HBsAg Confirmatory Test 2: thudc thir

2 chai x
Iml (Test
1) va 2 chai
X 1ImL
(Test 2)
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chung (nap trang), 2 chai moi chai 1.0
mL: huyét thanh ctru 4m tinh khang
HBsAg; éém MES 80 nmol/L, pH 6.5;
chat bao quan

121

Thudc thi, chat hiéu
chuan xét nghiém xac
nhian su hién dién
HBsAg

Hop cobas e pack (M, R1, R2) va hdp
cobas e pack tién xir 1y (PT1, PT2) duoc
dan nhdn HBSAG2AC.M Vi hat phu
streptavidin, 1 chai, 14.1 mL:Vi hat phu
streptavidin 0.72 mg/mL; chat bao
quan.R1 Anti-HBsAg-Ab~biotin, 1 chai,
15.8 mL: 2 khang thé don dong dic hiéu
khéang HBsAg (chudt) > 0.5 mg/L; dém
phosphate 100 mmol/L, pH 7.5; chét bao
quan.R2 Anti-HBsAg-Ab~Ru(bpy) , 1
chai, 13.9 mL: Khang thé don dong
khang HBsAg (chudt), khang thé da dong
khang HBsAg (ctru) danh diu phtic hop
ruthenium > 1.5 mg/L; dém phosphate
100 mmol/L, pH 8.0; chét bao quan.PT1
Tién xtr ly khéng dinh, 1 chai, 5.0 mL:
Anti-HBsAg (ctru) > 500000 1U/L trong
huyét thanh ctru; dém MESc) 85 mmol/L,
pH 6.5; chét bao quan.PT2 Tién xir Iy
chimg, 1 chai, 5.0 mL: Huyét thanh ciru
am tinh anti-HBsAg; dém MES 80
mmol/L, pH 6.5; chét bao quan.c) MES =
2-morpholino-ethane sulfonic
acidHBSAG2AC Call Mau chuan 4m
tinh 1, 1 chai 1.3 mL: Huyét thanh ngudi;
chit bao quan.HBSAG2AC Cal2 Miu
chuan duong tinh 2, 1 chai pha 1.3 mL:
HBsAg khoang 0.5 IU/mL trong huyét
thanh nguoi; chat bao quan.

300 Test

122

Vit liéu kiém soéat xét
nghiém x4ac nhan sy
hién dién HBSAg

PC HBSAGAC: 8 chai, mdi chai chira
1.3 mL huyét thanh chimg HBsAg
(nguoi) khoang 0.2 TU/mL trong huyét
thanh nguoi; chat bao quan.

8x1.3mL

123

Thubc thir xét nghiém
dinh lugng HBsAg
dong goi 100 xét
nghiém

Hop cobas e pack (M, R1, R2) dugc dan
nhan HBSAGQ?2.. M - Vi hat phu
streptavidin, 1 chai, 6.4 mL: Vi hat phu
streptavidin 0.72 mg/mL; chét bao quan..
R1 - Anti-HBsAg-Ab~biotin, 1 chai, 7.2
mL: Hai khang thé don dong khang
HBsAg d4nh dau biotin (chudt) > 0.5

100 Test
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mg/L; dém phosphate 100 mmol/L, pH
7.5; chat bao quan.. R2 - Anti-HBsAg-
Ab~Ru(bpy) , 1 chai, 6.3 mL: Khang thé
don dong khang HBsAg (chuot), khang
thé da dong khang HBsAg (ctru) dénh
du phirc hop ruthenium > 1.5 mg/L; dém
phosphate 100 mmol/L, pH 8.0; cht bao
quan.. HBSAGQ2 Call - Mau chuin 4m
tinh 1, 2 chai, mdi chai 1.3 mL: Huyét
thanh nguoi, dém, pH 6.5; chét bao
quan.. HBSAGQ2 Cal2 - Miu chuan
duong tinh 2, 2 chai, mdi chai 1.3 mL:
HBsAg khoang 50 IU/mL trong huyét
thanh nguoi, dém, pH 6.5; chét bao
quan.. HBSAGQ?2 Dil HepB - Hop cobas
e pack gdom 2 chai, mdi chai 12.1 mL, va
1 chai 21 mL: Huyét thanh ngudi 4m tinh
v6i HBsAg va khang thé khang HBs,
dém, pH 6.5; chét bao quan.

124

Vit liéu kiém soat xét
nghiém dinh lugng
HBsAg

» PC HBSAGQN1: 5 chai, mdi chai chira
1.3 mL huyét thanh ching HBsAg
(nguoi) trong huyét thanh nguoi; dém,
pH 6.5; chét bao quan. Khoang gié tri
dich dinh lugng: khoang 3.75 IU/mL

* PC HBSAGQN?2: 5 chai, mdi chai chira
1.3 mL huyét thanh chimg HBsAg
(ngudi) trong huyét thanh nguoi; dém,
pH 6.5; chit bao quan. Khoang gia tri
dich dinh lugng: khoang 90 1U/mL

» PC HBSAGQN3 (mau chirng pha
lodng)a): 5 chai, mdi chai chira 1.3 mL
huyét thanh chimg HBsAg (nguoi) trong
huyét thanh nguoi; dém, pH 6.5; chét bao
quan. Khodng gia tri dich dinh lugng:
khoang 90 1U/mL

15x1.3
mL

125

Thubc thir xét nghiém
dinh luong khang thé
khang HBsAg dong
2061 300 xét nghiém

. M - Vi hat phu streptavidin, 1 chai, 13.2
mL: Vi hat phu streptavidin 0.72 mg/mL;
chit bao quan.. R1 - HBsAg~biotin, 1
chai, 16.7 mL: HBsAg (ad/ay) nguoi/tai
t6 hop danh dau biotin, > 0.5 mg/L; dém
MES 85 mmol/L, pH 6.5; chat bao quan..
R2 - HBsAg~Ru(bpy) , 1 chai, 15.8 mL:
HBsAg (ad/ay) nguoi/tai to hop, danh
dau phirc hop ruthenium > 0.3 mg/L; dém

300 Test
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MES 85 mmol/L, pH 6.5; chat bao quan..
A-HBSII Call - Mau chuan 1, 1 chai pha
1.3 mL: Anti-HBs (ngudi) trong huyét
thanh nguoi; chat bao quan.. A-HBSII
Cal2 - Méu chuén 2, 1 chai pha 1.3 mL:
Anti-HBs (nguoi) trong huyét thanh
nguoi; chat bao quan.

126

Vat liéu kiém soat xét
nghiém dinh lugng
khang thé cia ngudi
khang HBsAg

Thudc thtr - dung dich tham gia xét
nghiém

* PC A-HBSI: 8 chai, mdi chai chira 1.3
mL huyét thanh ching

Huyét thanh ngudi, 4m tinh voi khang thé
khang HBs; chat bao quan.

Khoang nong d6 dich cho khang thé
khang HBs: <5 TU/L

* PC A-HBS?2: 8 chai, mdi chai chira 1.3
mL huyét thanh ching

Khang thé khang HBs (ngudi) khoang
100 TU/L trong huyét thanh ngudi; chat
bdo quan.

Khoang nong do dich cho khang thé
khang HBs: 60-150 1U/L

16 x 1.3
mL

127

Thubc thir, chat hiéu
chuén xét nghiém dinh
tinh khang thé khang
HCV dong goi 300 xét
nghiém

Hop cobas e pack (M, R1, R2) dugc dan
nhdn AHCV 2.. M - Vi ha phu
streptavidin, 1 chai, 14.1 mL: Vi hat phu
streptavidin 0.72 mg/mL; chat bao quan..
R1 - HCV-specific antigens~biotin, 1
chai, 14.8 mL: Khang nguyén dac hi¢u
HCV déanh dau biotin, dém HEPES, pH
7.4; chit bao quan.. R2 - HCV-specific
antigens~Ru(bpy) , 1 chai, 14.8 mL:
Khang nguyén dic hiéu HCV danh du
phtric hop ruthenium > 0.3 mg/L, d€m
HEPES, pH 7.4; chit bao quan.. AHCV 2
Call - MAu chuan am tinh 1, 1 chai 1.3
mL: Huyét thanh ngudi, am tinh voi
khang thé khang HCV; chét bao quan..
AHCV 2 Cal2 - Mau chuén duong tinh 2,
1 chail.3 mL: Huyét thanh ngudi duong
tinh voi khang thé khang HCV; chit bao
quan. Khong phan g voi HBsAg,
khang thé khang HIV 1/2.

300 Test
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Vat liéu kiém soat xét
nghiém i dinh  tinh
khang thé khang HCV

» PC A-HCV: 8 chai, mdi chai chira 1.3
mL huyét thanh chimg Huyét thanh
ngudi, am tinh véi khang thé khang
HCV; chat bao quan. Khoang gi6i han
dich cho chi s6 ngudng: 0-0.3

* PC A-HCV2: 8 chai, mdi chai chua 1.3
mL huyét thanh chimg Anti-HCV (ngudi)
trong huyét thanh ngudi; chat bao quan.
Gia tri dich cho chi s6 ngudng:
Anti-HCV II: khoang 4

16 x1.3
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Thubc thir, chat hiéu
chuan xét nghiém dinh
tinh khang nguyén 13i
ctia HCV va khang thé
khang HCV

Hop cobas e pack 1 dugc dan nhan
PT.Hop cobas e pack 2 (M, R1, R2) dugc
dan nhan HCVAG.Hdp cobas ¢ pack 3
(M, R1, R2) dugc dan nhan AHCV.PTPT
Thubc tht tién xt 1y, 1 chai, 9.1 mL: Kali
hydroxide, pH 13.HCVAGM Vi hat phu
streptavidin, 1 chai, 16.0 mL: Vi hat phu
streptavidin 0.72 mg/mL; chat bao
quan.R1 Khang HCV-Ab~biotin, 1 chai,
11.1 mL: Khang thé 15i khang HCV da
biotin héa; dém TRIS, pH 7.0; chét bao
quan.R2 Khang HCV-Ab~Ru(bpy) , 1
chai, 12.0 mL: Khang thé 161 khang HCV
danh dau phirc hop ruthenium; dém
TRIS, pH 7.0; chit bao quan.AHCVM Vi
hat phu streptavidin, 1 chai, 14.1 mL: Vi
hat phu streptavidin 0.72 mg/mL; chat
bao quan.R1 Khang nguyén dac hiéu voi
HCV~biotin, 1 chai, 21.9 mL: Khang
nguyén dac hi¢u HCV da biotin hoa; dém
HEPESc), pH 7.4; chat bao quan.R2
Khang nguyén dac hicu HCV~Ru(bpy) ,
1 chai, 18.8 mL: Khang nguyén déc hi¢u
HCV danh dau phtrc hop ruthenium; dém
HEPES, pH 7.4; chit bao quan.

300 Test
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Vit liéu kiém soat xét
nghiém dinh tinh
khang nguyén 161 cua
HCV va khang thé
khang HCV

PC HCVDUOLI: 5 chai, mdi chai chira
2.0 mL mau ching duoc tao ra tir huyét
thanh nguoi, 4m tinh véi khang thé khang
HCV va HCV-core-Ag; chat biao quan.
PC HCVDUO?2: 5 chai, mdi chai chira
1.0 mL mau ching dwong tinh véi
HCV-core-Ag (tai to hop) trong dung
dich dém; chat bao quan.

PC HCVDUO3: 5 chai, mdi chai chira

10x 1.0
mL,5x 2.0
mL




STT

Tén hang hoa

Théng s6 k§y thuit

Quy cach
ky thuat/
Dong goi

Don vi
tinh

S6
lwgng

1.0 mL mau ching dugce tao ra tur huyeét
thanh nguoi, duong tinh voi khang the
kh&ng HCV; chat bao quan.
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Thubc thir chat hiéu
chuan xét nghiém dinh
tinh  khang nguyén
HIV-1 p24 va khéng
thé khang HIV-1, bao
gém nhém O va HIV-2
dong goi 300 xét
nghiém

Hop cobas e pack HIV Ag (M, R1, R2)
dugc dan nhan HIVAG.Hgp cobas e pack
Anti-HIV (M, R1, R2) dugc dan nhan
AHIV.HIVAGM - Vi hat phu
streptavidin, 1 chai, 14.1 mL: Vi hat phu
streptavidin 0.72 mg/mL; chat bao
quan.R1 - Anti-HIV p24-Ab~biotin, 1
chai, 14.8 mL: Khang thé don dong
khang HIV p24 (chudt) danh dau biotin
khoang 0.75 mg/L; dém MES 50
mmol/L, pH 6.5; chit bao quan.R2 -
Anti-HIV p24-Ab~Ru(bpy) , 1 chai, 14.8
mL: Khang thé don dong khang p24
(chudt) danh dau phirc hop ruthenium
khoang 0.75 mg/L; dém MES 50
mmol/L, pH 6.5; chat bao quan.HIVDUO
Call - Mau chudn am tinh (d6ng kho), 1
chai pha 1.0 mL: Huyét thanh nguoi,
khong phan tng vé6i khang thé khang
HIV-1 va khang thé khang
HIV-2.HIVDUO Cal2 - Mu chuan
duong tinh (dong khd), 1 chai pha 1.0
mL: Khang nguyén HIV p24 (E. coli,
rDNA) trong huyét thanh ngudi, khong
phan tmg véi khang thé khang HIV-1 va
khang thé khang HIV-2. AHIVM - Vi hat
phu streptavidin, 1 chai, 14.1 mL: Vi hat
phu streptavidin 0.72 mg/mL; chét bao
quan.R1 - Khang nguyén tai to hop dic
hiéu HIV-1/2 (E. coli)~biotin, peptide
tong hop dic hiéu HIV-1/2~biotin, 1
chai, 14.8 mL: Khéng nguyén tai to hop
dic hiéu HIV-1/2 (E. coli) danh dau
biotin va peptide téng hop dac hiéu
HIV-1/2 danh dau biotin khoang 0.63
mg/L; dém TES 40 mmol/L, pH 7.3; chét
bao quan.R2 -Khang nguyén tai t6 hop
dac hi¢u HIV-1/2 (E. coli)~Ru(bpy) ,
peptide tong hop dic hiéu
HIV-1/2~Ru(bpy) , 1 chai, 14.8 mL:
Khang nguyén tai t6 hop dic hiéu
HIV-1/2 (E. coli) va peptide tong hop dic

300 Test
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Tén hang hoa

Théng s6 k§y thuit

Quy cach
ky thuat/
Dong goi
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S6
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hiéu HIV-1/2 danh dau phutc hop
ruthenium khoang 1.22 mg/L; dém TES
40 mmol/L, pH 7.3; chét bao
quan.HIVDUO Cal3 - Miu chuin 4m
tinh (d6ng kho), 1 chai pha 1.0 mL:
Huyét thanh nguoi, khéng phan tng voi
khang thé khang HIV-1 va khang thé
khang HIV-2.HIVDUO Cal4 - Mau
chuan duong tinh (d6ng kho), 1 chai pha
1.0 mL:Huyét thanh ngudi duong tinh
v6i khang thé khang HIV-1 (bat hoat)
trong huyét thanh nguoi 4m tinh voi
khang thé khang HIV-1 va khang thé
khang HIV-2.
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Vat lidu kiém soat xét
nghiém dinh tinh
khang nguyén HIV-1
p24 va khang thé
khang HIV-1 (bao
gdm nhém O) va HIV-
2

» PC HIV1: 2 chai, mdi chai 2.0 mL
huyét thanh chimg

Huyét thanh ngudi, am tinh voi HIV
(khang nguyén va khang thé); chat bao
quan.

Gia tri dich cho chi s6 ngudng (COI):
HIV combi PT: khoang 0.250

HIV Duo: khoang 0.250

» PC HIV2: 2 chai, mdi chai 2.0 mL
huyét thanh chimg

Huyét thanh ngudi, duong tinh véi khang
thé khang HIV; chat bao quan.

Gia trj dich cho chi s6 ngudng:

HIV combi PT: khoang 5.00

HIV Duo: khoang 5.00

» PC HIV3: 2 chai, mdi chai 2.0 mL
huyét thanh chimg

Khang nguyén HIV p24 (E. coli, rDNA)
trong huyét thanh ngudi; chat bao quan.
Gia trj dich cho chi s ngudng:

HIV combi PT: khoang 4.00

HIV Duo: khoang 10.0

6x2ml
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Vit liéu kiém soat xét
nghiém dinh luong 24
thong s6 mien dich

PC Ul: 2 chai dé pha 2 x 3.0 mL mau
chimg huyét thanh (ngudi) PC U2: 2 chai
dé pha 2 x 3.0 mL mAu chimg huyét
thanh (nguo1)

4 x3.0mL
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Vit lidu kiém soat xét
nghiém dinh luong 12
thong s6 mien dich

PC TM1: 2 chai, mdi chai 3.0 mL huyét
thanh chung (nguoi)
PC TM2: 2 chai, mdi chai 3.0 mL huyét
thanh chung (nguoi)

4 x3.0mL




Quy cach

STT|  Ténhang héa Théng sé k§ thujt K§ thuat/ Dg:h“ h:)f:l
Dong goi ng
Vat liéu kiém soat cac
x¢ét nghi¢ém dinh lugng ] . x. . x
Vitamin B12, Ferritin, cplir Xlilz Cgatlflamnﬁl chai 3.0 mL mau
135 | Folate, BCTx, g uyet thand = 5 4x3.0mL | Hop
. PC V2: 2 chai, moi chai 3.0 mL mau
Osteocalcin, PTH, e huvét thanh
PINP, Vitamin D, | " n8nYEHa
Calcitonin
Vat lieu kiém sodt ¢ic | 5o pini1- 3 chai méi chai 2.0 mL mAu
xét nghiém dinh luong chung huyét thanh
136 | ACTH, C-Peptide, ’ . R . x 6 x2.0mL Hop
- PC MM2: 3 chai, moi chai 2.0 mL mau
hGH, Insulin, IL-6, . £
chung huyét thanh

PIGF, sFIt

Ghi chi: Bat ky thuong hiu, ma hiéu, danh tir riéng (néu cd) trong bang yéu
cau ky thugt chi mang tinh chat minh hea cho céc tiéu chuan chat lwong, tinh nang ky
thugt kho mo ta, nha thau cé thé lira chon dir thau hang hoa co ngum goc, Xudt xa,
nha san Xgat, thuong hi¢u, ma hi¢u phu hop vdi diéu kién cung cap nhung phai dam
bao yéu cau tiéu chuan ky thudz, dac tinh k' thuat, tinh nang su dung ™ twong duong”
voi yéu cau toi thieu.

3. CAc yéu cau khac:

- Hang héa duy thau phai néu r6: Ky ma hiéu; Nhan higu; Nam san xuat; Xuat
xtr; Hang san xuat; Cau hinh, tinh nang k¥ thuat co ban dap tng yéu cau cua E-
HSMT tai chuong V (Theo file dinh kem)

- Cam két cung cap hang héa méi 100% chua qua st dung, san xuat tir nam
2025 tro ve sau;

- Tiéu chuan chat luong cua hang hoa du thau: Phai dam bao hang héa dy thau
c6 tiéu chuan chat lwgng dang theo tiéu chuan chat luwgng da cong bo.

- Nha thau phai cung cip day du Catalogue va céc tai liéu c6 lién quan (ban gdc)
nhu: Tai liéu k¥ thuat, huéng dan sir dung. .. cho toan bo hang hoa chio thau dé ching
minh hang hoa do minh chao thau 1a dap tng cac yéu cau vé ky thuat.

- Céc tiéu chuan k¥ thuét cia cac nha thau néu trong E-HSDT phai thé hién
trén catalogue va tai liéu ky thuat ban gdc va ban dich. Nha thau chao cac TSKT cua
hang hda theo thit t yéu cau va ghi rd thong sd k§y thuat tham chiéu tai trang nao cua
catalogue hay tai liéu k¥ thuat. (Theo file dinh kém)




- Quy céch: Nha thau c6 thé chao quy cach dong goi khac véi yéu cau cua E-
HSMT nhung dam bao tong khéi luong dong goi 16n hon hodc bang quy cach dong
261 yéu cau ddi véi danh muc hang hoa, hang héa du thau phai dap tmg yéu cau vé
quy cach cua E-HSMT

- S6 luwong hang hod s& duge Chu dau tu yéu cau cung cap theo timg dot, tuy
theo nhu cau thuc té sir dung. Thoi gian giao hang trong vong 07 ngay (24 gio dbi
v6i truong hop cip ciru) ké tir khi ¢ yéu cau tir Chu dau tu thong qua dién thoai,
zalo, mail, Fax.....

* Nha thiu phai lam gidy cam két vé gia theo miu sau:

TEN NHA THAU CONG HOA XA HQI CHU NGHIA VIET NAM
Poc lap - Tu do - Hanh phic

S6:  /GCK

cev e, NEAY  thang  nam... ...

GIAY CAM KET
Kinh guri: Bénh vién Pa khoa tinh Quang Ngai 2
Cin cit E-HSMT cuia Bénh vién Pa khoa tinh Quang Ngii 2 vé Goi thau: Goi
50 01 Hoa chat mién dich.
Nay Tén Nha thau xin du thiu Goi thau: Goi sé 01 Hoa chat mién dich voi gia
du thau 13 sd tién tham gia du thau( bang chi: ... ...)

Nha thau ching t6i xin cam két chiu trach nhiém trude phap luat vé muc gia du
thau ctia nha thau 1a phi hop véi gia thi trudng theo quy dinh cia phap luat. Nha thau
hoan toan chiu trach nhiém vé gia du thau néu trén.

PAI DIEN HOP PHAP CUA NHA THAU
( ky tén, dong dau)

Muc 2. Ban vé: Khong co.

Muc 3. Kiém tra va thir nghiém: Céc kiém tra va thir nghiém can tién hanh
gom c6: theo hop dong duoc ky két.



