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BENH VIEN SAN NHI Péc lap — Tw do — Hanh phiic
S6: 02219 /BVSN-KD Qudng Ninh, ngay 21 thang 02 nim 2022

V/v mdi chao gia héa chit cho may xét
nghiém mién dich

Kinh giri: - S& Y t& Quang Ninh

- Cac don vi quan tam

Cén ctt Vian ban s 5888/BYT-TB-CT ngay 29/10/2020 ctia BO Y té vé viéc
huéng dan trién khai d4u thau trang thiét bi y té theo Thong tw 14/2020/TT-BYT;

Can ctr Quyét dinh sé 47/QD-BVSN ngay 12/01/2022 ctia Bénh vién San
Nhi Quang Ninh v& viéc ban hanh quy trinh thuc hién mua sim trang thiét bi y té,
vat tu, hda chét, y dung cu phuc vu hoat dong thuong xuyén cia Bénh vién San
Nhi Quang Ninh;

Bénh vién San Nhi Quang Ninh c6 nhu ciu mua sim héa chit cho may xét
nghiém mién dich (Chi tiét theo phu luc 1 dinh kém).

Kinh moi c4c don vi quan tdm, c6 kha ning cung cdp hoa chit néu trén bao
gi4 va cung cép thong tin theo mAu tai phu luc 2.

Thoi gian nhan bao gid: Tl ngdy 21/02/2022 dén trude 16 gid 00 ngay
28/02/2022.

Dia diém nhén bao gia: Khoa Duogc — Bénh vién San Nhi tinh Quang Ninh
(Pia chi: khu Minh Khai, phwong Dai Yén, thanh phé Ha Long, tinh Qudng Ninh)

Dién thoai lién hé: 02033.696568 hoic 0915.694.888

Bénh vién xin tran tfong thong bao./.
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Héa chit sir dung cho may xét

nghi¢m mién dich Cobas E411/ E601/ E602

Héa chét dinh lugng chét chi
diém Ung thu 125

M Vi hat pht Streptavidin (nap trong), 1 chai, 6.5 mL: Vi hat phu Streptavidin
0.72 mg/mL; chit bao quan.

R1 Anti-CA 125-Ab~biotin (nép xam), 1 chai, 9 mL: Khéng thé don dong
khéng CA 125 dénh d4u biotin (M 11; chudt) 1 mg/L; dém phosphate 100
mmol/L, pH 7.4; chét bao quan.

R2 Anti-CA 125-Ab~Ru(bpy) (nép den), 1 chai, 9 mL: Khéng th& don dong
khéng CA 125 (OC 125; chugt) dénh dAu phirc hop ruthenium 1 mg/L; dém
phosphate 100 mmol/L, pH 7.4; chit bao quén.

Dat tiéu chudn ISO 13485

15

Héa chét dinh luong chét chi
diém Ung thu 15-3

M Vi hat phu Streptavidin (nép trong), 1 chai, 6.5 mL: Vi hat phu Streptavidin
0.72 mg/mL; chét bao quan.

R1 Anti-CA 15-3-Ab~biotin (ndp xam), 1 chai, 10 mL: Khang thé don dong
danh déu 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) (ndp den), 1 chai, 10 mL: Khang thé don dong
khéng CA 15-3 (DF3; chudt) danh d4u phirc hop ruthenium 10 mg/L; dém
phosphate 100 mmol/L, pH 7.0; chit bao quan

Dat tiéu chuén ISO 13485

Hoéa chét dinh lugng ndi tiét tb
AMH

M Vi hat phu Streptavidin (nép trong), 1 chai, 6.5 mL: Vi hat phu Streptavidin
0.72 mg/mL; chét bao quén. '

R1 Anti-AMH-Ab~biotin (nép xam), 1 chai, 8 mL: Khéng thé don dong khéng
AMH dénh d4u biotin (chudt) 1.0 mg/L, dém phosphate 50 mmol/L, pH 7.5;
chét bao quan.

R2 Anti-AMH-Ab~Ru(bpy) (nfp den), 1 chai, 8 mL: Khéng thé don dong
khang AMH (chudt) danh d4u phirc hop ruthenium 1.0 mg/L, dém phosphate
50 mmol/L, pH 7.5; chét bao quan.

Dat tiéu chuén ISO 13485

12

Codc phan ng va dau con hat
mau

Assay Tip/ Assay Cup 1a phy kién IVD cho cidc mdy sau:
MODULAR ANALYTICS E170

cobas e 601

cobas e 602

Dat tiéu chuén ISO 13485

15

Chét chuén xét nghiém dinh
lugng CA 125

» CA125 II Call: 2 chai, mi chai 1.0 mL mAu chuén 1

» CA125 11 Cal2: 2 chai, mdi chai 1.0 mL mau chuén 2

Ndng d9 ciua CA 125 ngudi trong huyét thanh ngwa (CA125 11 Call) 14 0
U/mL; CA125 II Cal2 chira khoang 500 U/mL CA 125 ngudi trong hdn hop
huyét thanh ngudi; chét bao quan.

Pat tidu chuén 1SO 13485

o

Chét chuén xét nghiém dinh
lugng CA 15-3

* CA 15-3 1I Call: 2 chai, mdi chai chira 1.0 mL m&u chudn 1

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

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

Dat tiéu chuén ISO 13485

Chét chuén xét nghiém dinh
lugng AMH

« AMH Plus Call: 2 chai, mdi chai 1.0 mL mAu chuén 1
» AMH Plus Cal2: 2 chai, mdi chai .0 mL mau chudn 2
AMH v6i hai khoang 11611g do (khoang 0.28 pmol/L hodc 0.04 ng/mL va
khoang 60 pmol/L hoic 8 ng/mL) trong huyét thanh ngura; chét bao quan.

Pat tidu chudn ISO 13485




Chét chuén xét nghiém,
lugng CEA (

b

e f‘iﬁjéACall 2 chai, mdi chai chira 1.0 mL mAu chudn 1

1l BE
i ﬁ BED
SA

‘CE‘AJC@&, 2 chai, mdi chai chtra 1.0 mL mAu chuén 2
E’A’:’, nguﬂé{%\;‘;‘tl‘r canh céy té bao) v6i hai khoang ndng do (khoang 5 ng/mL va

: lﬁg'??'ﬁg Sd, ng/mL) trong hon hop dém/protein. 1 ng/mL CEA tuong ting véi

\ it 2.9, mIU/mE

Dat tiéw ehiidn 1SO 13485

2k

Chét chudn xét nghiém dinh
lugng Cortisol

Ve,

~| CORT I Call: 2 chai, m3i chai 1.0 mL mAu chuin 1

» CORT II Cal2: 2 chai, m8i chai 1.0 mL m&u chun 2

Cortisol (tong hgp) véi hai khoang ndng do (khoéng 12.5 nmol/L hoic 0.45
pg/dL va khoang 1000 nmol/L hogc 36 pg/dL) trong huyét thanh ngudi
Dat tiéu chuin ISO 13485

10

Chét chuin xét nghiém dinh
lugng Estraldiol

« E2 III Call: 2 chai, m§i chai 1.0 mL mAu chuén 1

» E2 III Cal2: 2 chai, mdi chai 1.0 mL mAu chun 2

Estradiol (15ng hop) véi hai khoang ndng do (khoang 73 pmol/L hodc 20 pg/mL
va khoang 7340 pmol/L hogc 2000 pg/mL) trong huyét thanh ngui; chit bao
quén.

Dat tiéu chudn ISO 13485

11

Chét chudn xét nghiém dinh
luong Ferritin

» FERR Call: 2 chai, mdi chai chira 1.0 mL méu chuén 1

» FERR Cal2: 2 chai, mdi chai chtra 1.0 mL mAu chuin 2

Ferritin (nguoi, gan) voi hai khoang ndng d¢ (khoang 10 pg/L hodc ng/mL va
khodng 300 pg/L hodc ng/mL) trong huyét thanh ngui.

Dat tiéu chudn ISO 13485

12

Chét chudn xét nghiém dinh
luwgng beta HCG tu do

= free BhCG Call: 2 chai, mdi chai 1.0 mL mAu chuén 1

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

Free BhCG (t4i td hop, bidu hién & té bao HEKa)) v6i hai khoang ndng do
(khodng 1 IU/L va khoang 64 IU/L) trong huyét thanh ngui.

Dat tiéu chuin ISO 13485

13

Chét chudn xét nghiém dinh
lugng FSH

= FSH Call: 2 chai, m&i chai 1.0 mL mAu chuén 1

» FSH Cal2: 2 chai, mdi chai 1.0 mL m&u chuén 2

FSH (ngudi) véi hai khoang ndng d6 (khoang 1 mIU/mL va khoang
55 mIU/mL) trong huyét thanh ngya.

Dat tiéu chuén ISO 13485

14

Chét chudn xét nghiém dinh
lugng T4 tr do

» FT4 III Call: 2 chai, m3i chai chira 1.0 mL mAu chun 1

= FT4 I Cal2: 2 chai, mdi chai chira 1.0 mL mAu chuin 2

L-thyroxine v6i hai khoang ndng d¢ (khoang 10 pmol/L hogc 0.78 ng/dL va
khoang 45 pmol/L hoc 3.5 ng/dL) trong hdn hop dém/protein (albumin huyét
thanh bo).

Dat tiu chuén ISO 13485

Hop

IS

Chét chudn xét nghiém dinh
lugng beta HCG

» HCG+p Call: 2 chai, m3i chai 1.0 mL mAu chuin 1

* HCG+p Cal2: 2 chai, mdi chai 1.0 mL mAu chuin 2

Kich td sinh dyc mang dém cia ngudi (tir nude tidu) véi hai khoang ndng do
(khoang 1.5 mIU/mL va khoang 2000 mIU/mL) trong dém huyét thanh nguoi.
Dat tiéu chudn ISO 13485

16

Chét chufn xét nghiém dinh
lugng LH

= LH Call: 2 chai, mdi chai 1.0 mL miu chuén 1

» LH Cal2: 2 chai, m8i chai 1.0 mL miu chudn 2

LH (ngudi) v6i hai khoang ndng do (khoang 1 mIU/mL va khoang 45 mIU/mL)
trong huyét thanh nguoi.

Dat tiéu chudn ISO 13485

17

Chét chufn xét nghiém dinh
lugng PAPP-A

* PAPP-A Call: 2 chai, m3i chai 1.0 mL mAu chuén 1

* PAPP-A Cal2: 2 chai, mdi chai 1.0 mL miu chudn 2

PAPP-A (tir nhau thai ngudi) véi hiai khoang ndng do (khoang 75 mIU/L va
khoang 2500 mIU/L) trong huyét thanh ngudi

Dat tiéu chuin ISO 13485

18

Chét chudn xét nghiém dinh
lugng Progesteron

» PROG III Call: 2 chai, m&i chai 1.0 mL mAu chuén 1

= PROG III Cal2: 2 chai, mdi chai 1.0 mL miu chuin 2

Progesterone (tir thyc vat) voi hai khoang ndng do (khoang 0.6 nmol/L hogc 0.2
ng/mL va khoéng 169 nmol/L hojc 53 ng/mL) trong huyét thanh ngudi

Dat tiéu chuén ISO 13485




« PRL Call: 2 chai, mdi chai 1.0 mL mau chuén 1
I PRL Cal2: 2 chai, mdi chai 1.0 mL mAu chuén 2
Chét chuén xét nghiém dmh il c\h&(ngm‘yl tai td hop, tir E. coli) v6i hai khoang ndng do (khoang 2

1y lugng Prolactin ‘ I/, .“(‘fWL’?‘ ¢ 0.09 ng/mL va khoang 2000 pIU/mL hogc 94 ng/mL) trong dém R 3
H ( ] :;\IP {G tﬁi}r
’\ 1 ?ﬂ@f tleu chufin ISO 13485
w\;{ﬁl}.’“%(\ ' chai, mdi chai 1.0 mL m&u chuén 1
o~|" T3 2 chai, mo1 chai 1.0 mL mAu chuén 2
20 Erggcggag):jtp?g:em dm}t Tr3 VQ( ai khoang ndng do (khoéng 1.25 nmol/L hodc 0.8 ng/mL va khoang 8.5 Hop 2
|nmol/L ho#c 5.5 ng/mL) trong huyét thanh nguoi.
Dat tiéu chudn ISO 13485
« TESTO Call: 2 chai, mdi chai 1.0 mL miu chuén 1
« TESTO Cal2: 2 chai, mdi chai 1.0 mL mu chun 2
21 Chét chudn xét nghiém dinh Testosterone (tir thuc vat) véi hai khoang ndng do (khoang 0.4 ng/mL hoic 40 Hop )
lugng Testosteron ng/dL hogc 1.4 nmol/L va khoang 11.5 ng/mL hogc 1150 ng/dL ho#c 40 :
nmol/L) trong huyét thanh ngudi.
Pat tiéu chudn ISO 13485
« TSH Call: 2 chai, mi chai chira 1.3 mL mAu chuén 1
Chét chudn xét tighiém dinh " "l‘"SH Cal2: 2 chai, mdi chai Chl’Ia’l.3 mL mau chudn 2
22 rong TSH EgE Nong d cua T'SH Call trong huyét thanh ngya khoang 0 pIp/mL; Hop 3
’ TSH Cal2 chira khodng 1.5 pIU/mL TSH (nguoi) trong huyét thanh ngudi.
Pat tidu chudn ISO 13485
M Vi hat phu Streptavidin (nép trong), 1 chai, 8 mL: Vi hat phu Streptavidin
0.72 mg/mL; chét bio quan.
R1 Anti-CEA-Ab~biotin (ndp xam), 1 chai, 10 mL: Khéng thé don dong khang
Hoa chit xét nghiém dinh CEA danh d4u biotin (chuot/noum) 3.0 mg/L; dém phosphate 100 mmol/L, pH :
23 lwong CEA - 6.0; chét bao quan. Hop 12
i R2 Anti-CEA-Ab~Ru(bpy) (nép den), 1 chai, 8 mL: Khang thé don dong khang
CEA (chudt) dénh déu phirc hop ruthenium 4.0 mg/L; dém phosphate 100
mmol/L, pH 6.5; chét bdo quan.
Dat tiéu chuén ISO 13485
Dung dich hé théng dung dé rira by phat hién cia may phéan t1ch xét nghiém
24  |Dung dich rira hé théng mién dich Elecsys va cobas e. Hop 120
Dat tiéu chuén ISO 13485
M Vi hat phu streptawdm (ndip trong), 1 cha1 6.5 mL: Vi hat phu streptavidin
0.72 mg/mL; chit bao quan
R1 CMV-Ag-~biotin (ndp xam), 1 chal 9 mL: Khéng nguyén déc hiéu CMV
danh déu biotin (tai t h0‘p, E. coli), > 400 pg/L, d¢ém MESb) 50 mmol/L, pH
25 [Hoa chét xét nghiém CMV IgG |6.5; chét bao quan. Hop 4
R2 CMV-Ag~Ru(bpy) (nap den), 1 chai, 9 mL:
Khéng nguyén diic higu CMV (tai t& hop, E. coli) danh ddu phirc hop
ruthenium > 400 pg/L; dém MES 50 mmol/L, pH 6.5; chit bao quan
Dat tleu chuén ISO 13485
M Vi hat phu Streptavndm (néip trong), 1 chai, 6.5 mL Vi hat phu Streptavidin
0.72 mg/mL; chit bao quan. :
R1 Anti-h-IgM-Ab~biotin (nfip xam), 1 chai, 9 mL: Khang thé don dong khang
IgM ngudi danh déu biotin (chudt) > 500 ug/L dém MES 50 mmol/L, pH 6.5;
26 |Hoa chét xét nghiém CMV IgM |chét bao quan. Hop 4
R2 CMV-Ag~Ru(bpy) (nap den), I chai, 9 mL: Khéng nguyén dic hiéu CMV
(t4i tb hop, E. coli) d4nh déu phirc hgp ruthenium > 50 pg/L; ddm MES 50
mmol/L, pH 5.5; chét bao quan.
Pat tiéu chudn ISO 13485
M Vi hat phu Stlcptawdm (ndp trong), | (,ha.l 6.5 mL: Vi hat pha Streptavidin
0.72 mg/mL; chat bao quan.
R1 Anti-cortisol-Ab~biotin (nép x4m), 1 chai, 10 mL: Khéng thé don dong
A e khang cortisol ddnh dAu biotin (ciru) 20 ng/mL; danazol 20 pg/mL; dém MESb) .
27 Héa chat xét nghiém dinh 100 mmol/L, pH 6.0; chit bao quan. Hop 2

Himg sorieo] R2 Cortisol-peptide~Ru(bpy) (néip den), 1 chai, 10 mL: D4n xuét cortisol (tdng

hop), danh déu phirc hdp ruthenium 20 ng/imL; danazol 20 ug/mL dém MES
100 mmol/L, pH 6.0; chit bao quan
Pat tiéu chudn ISO 13485




M Vi hat phu Stleptavidin (ndp trong), 1 chai, 6.5 mL: Vi hat phu Streptavidin

Q, 2umg/mL; chét bao quan.

\‘ H

Ag stradiol - Ab~biotin (nép x4m), 1 chai, 9 mL: Hai khang thé don dong
?1(_)1 d4nh déu biotin (tho) 2.5 ng/mL va 4.5 ng/mL; mesterolone 130

28 Egi;hé‘;‘:;:ﬁh‘em ?‘“h SAt ngmL, IMESb) 50 mmol/L, pH 6.0; chéi béio quin. Hop 32
ot TIR2 Estra io); peptide~Ru(bpy) (ndp den), 1 chai, 9 mL: Dan xuét estradiol,
Qu A dﬁmt\é@u,]?huc hop ruthenium 4.5 ng/mL; dém MES 50 mmol/L, pH 6.0; chét
NI baoq@
o~ |Pat i€l chudn ISO 13485
M Vi hat phu Streptav1d1n (nfp tlong), 1 chai, 6.5 mL: Vi hat pht Streptavidin
0.72 mg/mL; chét béo quan.
R1 Anti-Ferritin- Ab~biotin (ndp xam), 1 chai, 10 mL: Khang thé don dong
Hoa chét xét nghiém dinh khéng ferri{tin fiénh fiéu biotin (chudt) 3.0 mg/L; dém phosphate 100 mmol/L, )
29 et ottt pH 7.2; chat bao quan. : . Hop 30
' R2 Anti-ferrilin- Ab~Ru(bpy) (nap den), 1 chai, 10 mL: Khéng thé don dong
khang ferritin (chudt) danh ddu phirc hop
ruthenium 6.0 mg/L; dém phosphate 100 mmol/L, pH 7.2; chit bao quan.
Dat tiéu chuén ISO 13485
M Vi hat phu stlep(dwdm (nap trong), 1 chai, 6.5 mL Vi hat phu streptavidin
0.72 mg/mL; chit bao quén.
R1 Anti-BhCG-Ab~biotin (néip x4m), 1 chai, 9 mL: Khang thé don dong khang
Hoéa chét xét nghiém dinh ﬁhEZG '(chug‘)'t) danh dau biotin 3.5 mg/L; dém phosphate 40 mmol/L, pH 6.8; |
30 luemg beia HEC hedo chét bao quan. ) ) Hép 20
’ : R2 Anti-free phCG-Ab~Ru(bpy) (ndp den), | chai, 10 mL: Khang thé don dong
khéng BhCG tir do (chudt) danh ddu phirc hop ruthenium 1.6 mg/L; dém
phosphate 40 mmol/L, pH 7.0; chit bao quan.
Dat tiéu chuan ISO 13485
M Vi hat phii Streptavxdm (ndp trong), 1 chai, 6.5 mL: Vi hat phu Streptavidin
0.72 mg/mL; chét bao quan.
R1 Anti-FSH-Ab~biotin (nép xam), 1 chal 10 mL: Khang thé don dong khéng
Héa chét xét nghiém dinh FSH d4nh déu biotin (chudt) 0.5 mg/L, dém MES 50 mmol/L, pH 6.0; cht bao .
31 Irong FSH quan. 1 Hop 25
: R2 Anti- FSH-Ab~Ru(bpy) (nap den), 1 chal 10 mL: Khéng thé don dong
khang FSH (chudt) danh ddu phirc hop ruthenium 0.8 mg/L, dém MES 50
mmol/L, pH 6.0; chit bao quan.
Pat tidu chuén ISO 13485
M Vi hat pht streptavidin (ndp trong), 1 chai, 12 mL: Vi hat pha streptavidin
0.72 mg/mL; chit bao quan. .
R1 Anti-T4-Ab~Ru(bpy) (néip x4m), 1 chai, 18 mL: Khang thé da dong khéng
Héa chét xét nghiém dinh T4 (ciru) ddnh ddu phire hgp ruthenium 75 ng/mL; dém phosphate 100 mmol/L, . )
32 e TA % pH 7.0; chét bao quan. Hop 22
’ R2 T4~biotin (nép den), 1 chai, 18 mL:
T4 dénh d4u biotin 2.5 ng/mL; dém phosphate 100 mmol/L, pH 7.0; chit bao
quan.
Dat tiéu chufin ISO 13485
M Vi hat ph streptavidin (nfp trong), 1 chai, 6.5 mL: Vi hat ph streptavidin
72 mg/mL; chét bao quan.
R1 HBsAg~biotin (nép xdm), 1 chai, 10 mL: HBsAg (ad/ay) ngudi/tai t hgp
I o gk dénh dau biotin, > 0.5 mg/L; dém MESb) 85 mmol/L, pH 6.5; chit bao quan. .
=3 | [Foacharétnghifm Anti-HES R2 HBsAg~Ru(bpy) (nip den), | chai, 8 mL: HBsAg (ad/ay) ngudi/tai tb hop, Hp 2
danh déu phirc hgp ruthenium > 0.3 mg/L; dém MES 85 mmol/L, pH 6.5; chit
bao quan.
Dat tiéu chudn ISO 13485
M Vi hat phu streptavidin (nfp trong), 1 chai, 6.5 mL: Vi hat phi streptavidin
0.72 mg/mL; chit bao quan.
R1 Anti-HBeAg-Ab~biotin (nfp xam), 1 chai, 12 mL: Khang thé don dong
khang HBeAg dénh déu biotin (chudt) > 0.8 mg/L; dém TRIS 50 mmol/L, pH
34 |Hoéa chit xét nghiém HBEAG  |7.4; chét bao quén. Hop 4

R2 Anti-HBeAngb~Ru(bpy) (ndp den), 1 chai, 12 mL: Khéng thé don dong
khang HBeAg (chugt) ddnh d4u phirc hgp ruthenium > 0.3 mg/L; dém TRIS 50
mmol/L, pH 7.4; chit bio quan

Dat tiéu chuén ISO 13485




.\\

M Vi hat phu stleptavndm (nép trong), 1 chai, 6.5 mL: Vi hat phu streptavidin
0.72 mg/mL; chit bao quan,

R1 Anti-HBsAg-Ab~biotin (ndip xam), 1 chai, 8 mL: Hai khang thé don dong
dad h\ic?u Eﬁ&g HBsAg (chugt) > 0.5 mg/L; dém phosphate 100 mmol/L, pH

35 g%aqi)ét xét nghiém dmhyﬁh 7[;15{“ ”.!t ua@ ‘ Hop 17
‘\l\ ﬁ’ﬁ}(énr't'fﬂ-ms LAb~Ru(bpy) (ndp den), 1 chai, 7 mL: Khéng thé don dong
. ﬁﬁg‘éh hugt), khéng thé da dong khang HBsAg (ciru) ddnh d4u phirc
.\;O\f op rﬂlfé {tpy> 1.5 mg/L; dém phosphate 100 mmol/L, pH 8.0; chét béo quén
"\ | Paggieu cfidhn 1SO 13485
M Vi hat phu Streptavidin (nip trong), 1 chai, 6.5 mL: Vi hat phu Streptavidin
0.72 mg/mL; chét bao quan.
R1 Anti-hCG-Ab~biotin (nip xam), 1 chai, 9 mL: Khang thé don dong khang
Hia chit xét nghiém dinh hflG df’inh dAu biotin (chudt) 2.6 mg/L; dém phosphate 40 mmol/L, pH 7.5; chit .
36 yong beta HCG bao quan. ] , Hop 120
: R2 Anti-hCG-Ab~Ru(bpy) (ndp den), 1 chai, 10 mL: Khang thé don dong
khéng hCG (chudt) danh déu phirc hop ruthenium 4.6 mg/L; dém phosphate 40
mmol/L, pH 6.5; chét bao quan.
Dat tiéu chuén ISO 13485
M Vi hat phu Streptavidin (ndp trong), | chai, 6.5 mL: Vi hat phu Streptavidin
0.72 mg/mL; chit bao quén.
R1 HCV-specific antigens~biotin (nép xam), 1 chai, 18 mL: Khang nguyén dic
; £ ol : hiéu HCV danh déu biotin, dém HEPESb), pH 7.4; chét bao quan. =
ST | Foaohat sernghigmignn HCY R2 HCV-specific antigens~Ru(bpy) (nép der;), 1 chai, 18 mL(? Khéng nguyén Hop 16
dic hiéu HCV danh d4u phtc hop ruthenium > 0.3 mg/L, dém HEPES, pH 7.4;
chit bao quan.
Dat tiéu chudn ISO 13485
M Vi hat phu Streptavidin (nép trong), 1 chai, 6.5 mL: Vi hat phu Streptavidin
0.72 mg/mL; chit bao quén.
RO Bém MES 50 mmol/L, pH 5.5; 1.5 % Nonidet P40; chit bao quan (nfp
tring), 1 chai, 4 mL.
R1 Anti-p24~, khang nguyén téi td hop dic hiéu HIV-1/-2 (E. coli)~, peptide
ddc hiéu HIV - 1/-2~biotin (nip xam), 1 chai, 7 mL: Khang thé don dong khang
p24 dénh d4u biotin (chudt), khang nguyén tai td hop ddc hiéu HIV-1/-2 danh
R dAu biotin (E. coli), .
38 |Hachatxétnghibm HIV. 10 tide dic higu HIV-1/-2 danh ddu biotin> 1.3 mg/L; dém TRIS 50 mmolL, | FOP 15
pH 7.5; chét bao quan.
R2 Anti-p24~, khang nguyén t4i td hop dic higu HIV-1/-2 (E. coll)~ peptide
dic hiéu HIV - 1/-2~Ru(bpy) (nip den), 1 chai, 7 mL: Khéng thé don dong
khéng p24 (chudt), khéng nguyén tai td hop diic hiéu HIV-1/-2, peptide dic
hiéu HIV-1/-2 danh déu phirc hop ruthenium > 1.5 mg/L; dém TRIS 50
mmol/L, pH 7.5; cht bao quan.
Dat tiéu chuén ISO 13485
Natri hydroxide 3 mol/L
39 [Dung dich rira dién cue Dung .dich natri hypochlorite (< 2 % clo hoat tinh) Hop s
Phu gia .
Dat tiéu chuén ISO 13485
M Vi hat pht Streptavidin (nép trong), 1 chai, 6.5 mL:Vi hat phu Streptavidin
0.72 mg/mL; chét bao quan.
R1 Anti-LH-Ab~biotin (ndp x4m), | chai, 10 mL:Khang thé don dong khang
Hoa chét xét nghiém dinh LH’ dinh ddu biotin (chudt) 2.0 mg/L;dém TRIS 50 mmol/L, pH 8.0; chét bao .
40 quan. Hop 45

lugng LH

R2 Anti-LH- Ab~Ru(bpv) (ndp den), 1 chai, 10 mL:Khang thé don dong khang
LH (chuot) dénh d4u phire hopruthenium 0.3 mg/L; dém TRIS 50 mmol/L, pH
8.0; chét bao quan.

Dat tidu chuén ISO 13485




Hoéa chét xét nghiém dljh /
BEN

M Vi hat ph streptavidin (nép trong), 1 chai, 6.5 mL: Vi hat phu streptavidin
0.72 mg/mL; chit bao quan.

J&,L;Antl PAPP-A-Ab~biotin (nap xém), 1 chai, 9 mL: Khang thé don dong

dng PAPP-A (chudt) danh d4u biotin 2.0 mg/L; dém TRIS 50 mmol/L, pH

41 N;) \éo quan, Hop 18
. 'E v
e el , g AN Rer nti P- A-Ab~Ru(bpy) (ndp den), 1 chai, 9 mL: Khang thé don dong
\i T k an A (chudt) dénh déu phuc hop ruthenium 1.0 mg/L; dém
\ QUAMB Qﬂwa e {) mmol/L, pH 7.4; chét bao quéan
\ o\ Dat t}e@ﬁuan ISO 13485
AN z
= .-.-:PC MMI: 3 chai, mdi chai 2.0 mL huyét thanh chimg
42 E“hr:iswh kiém tra cho daxét T b\ 3 chai, mi chai 2.0 mL huyt thanh ching Hop 3
B Pat tiéu chudn ISO 13485
Dung dich kiém tra chét lugng |* PC TMI: 2 chai, m&i chai 3.0 mL huyét thanh ching (ngudi)
43 |chung cua cdc xét nghiém chi [« PC TM2: 2 chai, mdi chai 3.0 mL huyét thanh ching (ngudi) Hop 2
diém ung thu. Pat tiéu chudn ISO 13485
Dung dich kiém tra chit lugng |= PC U1: 2 chai d& pha 2 x 3.0 mL huyét thanh chimg (ngudi)
44 [chung cho c4c xét nghi¢m mién | PC U2: 2 chai dé pha 2 x 3.0 mL huyét thanh ching (ngudi) Hop 3
dich Pat tidu chudn ISO 13485
M Vi hat phu streptavidin (nép trong), 1 chai, 6.5 mL: Vi hat phu streptavidin
0.72 mg/mL; chit bao quan.
R1 Anti-PCT-Ab~biotin (nép xam), 1 chai, 9 mL: Khang thé don dong khang
Bt chit st nghtém ditih PC;T dfmh d'au biotin (chudt) 2.0 pg/mL; dém phosphate 95 mmol/L, pH 7.5; A
43 lwong procalcitonin dhiay b0 g Hop 3
EP R2 Anti-PCT-Ab~Ru(bpy) (néip den), 1 chai, 9 mL: Khang thé don dong khéng
PCT (chudt) dénh ddu phirc hgp ruthenium 5.6 jig/mL; dém phosphate 95
mmol/L, pH 7.5; chét bao quan.
Dat tiéu chuén ISO 13485
: A ‘ , . . chét thv < 0/ WA
H6a ohit ita 58 sung dho chc B'gm pf'losphate 10 mmol/L; natri chloride 20 mmol/L; chat ty < 0.1 %; chat :
46 ¢t nehiém midn dich bao quén; pH 7.0. Hop 110
RS ‘ Pat tiéu chuin ISO 13485
Dém phosphate 300 mmol/L; tripropylamine 180 mmol/L; chét tdy
47 |Dung dich phan tmg hé théng < 0.1 %; chét bao quan; pH 6.8. Hop 120
Dat tiéu chudn ISO 13485
48 Dung dich rira kim hit héa chédt [KOH 176 mmol/L (twong tng v&i pH 13.2); chit thy <1 %. 6 1
trong may mién dich Dat tiéu chuén ISO 13485 i
M Vi hat pht Streptavidin (np trong), 1 chai, 6.5 mL: Vi hat phu Streptavidin
0.72 mg/mL; chit bao quan.
R1 Anti-progesterone-Ab~biotin (ndp xdm), 1 chai, 10 mL: Khéng thé don
TR A s dong khang progesterone danh déu biotin (t4i t&
49 ﬁgicﬁoxisig:;f? aint hop, ctru) 30 ng/mL; dém phosphate 25 mmol/L, pH 7.0; chét bao quan. Hop 60
-l R2 Progesterone-peptide~Ru(bpy) (np den), 1 chai, 9 mL: Progesterone (c6
ngudn gdc thyc vat) két hgp véi mot peptide tdng hop danh déu phirc hop
ruthenium, 2 ng/mL; dém phosphate 25 mmol/L, pH 7.0; chit bao quan.
Dat tiéu chuén ISO 13485
M Vi hat phu Streptavidin (nép trong), 1 chai, 6.5 mL: Vi hat phu Streptavidin
0.72 mg/mL; chit bao quan.
R1 Anti-prolactin-Ab~biotin (ndp xdm), 1 chai, 10 mL: Khéng thé don dong
. i Eh e khéng prolactin ddnh d4u biotin (chudt) 0.7 mg/L, dém phosphate 50 mmol/L
1 . v t v bl
so [Hoachatxétnghigmdinh by 0. ot bao quan, Hop 22

lugng Prolactin

R2 Anti-prolactin-Ab~Ru(bpy) (nép den), 1 chai, 10 mL: Khang thé don dong
khéng prolatin (chugt) danh ddu phirc hgp ruthenium 0.35 mg/L; dém
phosphate 50 mmol/L, pH 7.0; chit bao quan.

Dat tiéu chuén ISO 13485




51

Dung dich kiém tra chét lug g/
xét nghiém HBSAG dinh tiq%

» PC HBSAGII1: 8 chai, mdi chai chira 1.3 inL huyét thanh chimg Huyét thanh
gu%i‘ Am tinh v6i HBsAg; chit bao quan. Khoang gidi han dich cho chi s6
pgiong: 0,0-0.8
E‘C‘#TB’gAGI chai, m3i chai chtra 1.3 mL huyét thanh ching HBsAg

(ng‘t?(’}j) ﬂfééng @ IU/mL trong huyct thanh ngudi; chit bao quan. Khoang

gidi, ﬁé}ﬁ fdich cho
»ﬁ&v i &{h@(

52

Dung dich kiém tra chét luong
x6ét nghiém Anti-HCV

e

quan. Khoang gidi han dlch cho chi sb nguﬁmg. 0-0.3

» PC A-HCV2: 8 chai, m8i chai chita 1.3 mL huyét thanh chiing Anti-HCV
(ngudi) trong huyét thanh ngudi; chét bao quan. Gié trj dich cho chi s6 ngudng:
Anti-HCV II: khoang 4

Pat tiéu chuén ISO 13485

53

Dung dich kiém tra chét lugng
xét nghigm HIV

» PC HIV1: 2 chai, m3i chai 2.0 mL huyét thanh chimg Huyét thanh ngudi, 4m
tinh véi HIV (khang nguyén va khang thé); chét bao quan.

Gi4 trj dich cho chi sb ngudng (COI):

HIV combi PT: khoang 0.250

HIV Duo: khoang 0.250

HIV Ag: khoang 0.400

» PC HIV2: 2 chai, mdi chai 2.0 mL huyét thanh chimg Huyét thanh ngudi,
dwong tinh v6i khang thé khang HIV; chét bao quan.

Gié tr dich cho chi s& ngutng:

HIV combi PT: khoang 5.00

HIV Duo: khoang 5.00

HIV Ag: Khong c6 gia trj dich. Khong sir dung PC HIV2 cho xét nghiém
Elecsys HIV Ag.

= PC HIV3: 2 chai, m&i chai 2.0 mL huyét thanh chiing Khéng nguyén HIV p24
(E. coli, rDNA) trong huyét thanh ngum chit bao quan.

Gia trj dich cho chi sb nguong;

HIV combi PT: khoéng 4.00

HIV Duo: khoéang 10.0

HIV Ag: khoéang 8.00

Dat tiéu chudn ISO 13485

54

Dung dich kiém tra chit luong
x€t nghiém beta HCG ty do va
PAPP-A

» PC MCl1: 2 chai, m8i chai 2.0 mL huyét thanh chimg
* PC MC2: 2 chai, mi chai 2.0 mL huyét thanh chiing
= PC MC3: 2 chai, mdi chai 2.0 mL huyét thanh chimg
Dat tidu chuén ISO 13485

55

Hoéa chét xét nghiém dinh
lwgng Rubella IGG

M Vi hat phu Streptavidin (nép trong), 1 chai, 6.5 mL: Vi hat phu Streptavidin
0.72 mg/mL; chét bao quan.

R1 Anti-h IgG-Ab~biotin (nfip xam), 1 chai, 10 mL: Khang thé don dong khdng
IgG ngudi danh déu biotin (chudt), hat tvong tu Rubella (RLP), dém phosphate,
pH 6.8; chét bao quan.

R2 Anti-Rubella-Ab-fragment~Ru(bpy) , Ei~biotin tai t6 hgp, E1~Ru(bpy) téi
t6 hop (nfp den), 1 chai, 10 mL: Phin doan khéng thé don dong khéng Rubella
danh déu ruthenium, E1 t4i td hgp ddnh d4u biotin, E1 ti tb hop danh ddu
ruthenium, dém phosphate, pH 6.8; chit bao quan,

Dat tiéu chudn ISO 13485

Hop

56

Héa chit xét nghidm dinh
lugng Rubella IGM

M Vi hat phu Streptavidin (nfip trong), 1 chai, 6.5 mL: Vi hat phu Streptavidin
0.72 mg/mL; chit bao quan.

R1 Anti-h IgM-Ab~biotin; khang nguyén téi t6 hop dic hiéu Rubella (nép
xAm), 1 chai, 10 mL: Khéng thé don dong khang 1gM ngudi danh d4u biotin
(chudt) > 500 ng/mL, cac hat tirong tu Rubella (RLP) khoang 0.1 U/mL; dém
natri phosphate pH 7.7; chit bao quan.

R2 Anti-Rubella~Ru(bpy) (nfp den), 1 chai, 10 mL: Khang thé khang Rubella
danh dAu phic hgp ruthenium > 400 ng/mL; dém natri phosphate pH 7.7; chét
bao quan.

Dat tiéu chuén ISO 13485




57

: 7
Hoéa chat xét nghiem dinh //
lugng hormone tuyén giap Tjt

toan phan. |

‘ éﬁ?"?g

M Vi hat pha Stleptawd-n (nép trong), 1 chai, 12 mL: Vi hat phu Streptavidin
4t bao quan.

by

ety dann

hosptiatel H!

100 mm(ﬂ/L pH/ : ;chat bao quan.

\ R@TZ*\Hidtﬁn(ha?écn), 1 chai, 16 mL:
A Q\\dénh dau/buy n/

3 ng/mL; ANS 0.8 mg/mL; dém phosphate 100 mmol/L, pH
7.4:-chéfbaoquan.
Dat tiéu chuén 1SO 13485

16

58

Hoa chét xét nghiém dinh
luwgng Testosterone

M Vi hat phu Stleptawdm (ndp trong), 1 chai, 6.5 mL:Vi hat phu Streptavidin
0.72 mg/mL, chét bao quén.

R1 Anti-testosterone-Ab~biotin (nip x4m), 1 chai, 10 mL: Khéng thé don dong
khéng testosterone dénh déu biotin (ciru) 40 ng/mL; thubc thir cung cép 2
bromoestradiol; dém MES 50 mmol/L, pH 6.0; chit bao quén.

R2 Testosterone-peptide~Ru(bpy) (ndp den), 1 chai, 9 mL: D&n xuft
testosterone danh ddu phirc hop ruthenium 1.5 ng/mL; dém MES 50 mmol/L,
pH 6.0; chét bao quan.

Dat tiéu chudn ISO 13485

16

59

Hoba chat xét nghiém dinh
luong ndng do TSH

M Vi hat phu streptavidin (nép trong), 1 chai, 12 mL: Vi hat phu streptavidin
0.72 mg/mL; chit bao quan.

R1 Anti-TSH-Ab~biotin (ndp xam), I chai, 14 mL: Khéng thé don dong khéang
TSH (chut) danh déu biotin 2.0 mg/L; dém phosphate 100 mmol/L, pH 7.2;
chit bao quéan.

R2 Anti-TSH-Ab~Ru(bpy) (ndp den), | chai, 12 mL: Khang thé don dong
khéng TSH (chudt/ngudi) danh déu phire hop ruthenium 1.5 mg/L; dém
phosphate 100 mmol/L, pH 7.2; chit bao quan.

Dat tiéu chudn ISO 13485

24

60

Dung dich pha loang chung
cho céc xét nghiém mi&n dich

2 chai mdi chai chira mot thé tich kha dung 12 16 mL
Thanh phan: H3n hop protein; chit béo quan < 0.1 %
Dat tiéu chuén ISO 13485

35

61

Cup phan g dung cho may
E411

AssayCup dugc sir dung nhu mdt phy kién IVD trén céc hé thdng méy sau:
cobas e 411, Elecsys 2010
Dat tiéu chuén ISO 13485

62

Déu c6n hit mAu dung cho may
E411

AssayTip dugc sir dung nhu mot phy kién IVD tren cac h¢ théng may sau:
cobas e 411, Elecsys 2010
Dat tiéu chuén ISO 13485

63

Dung djch rira hé théng ding
cho may E411

6 x 380 mL dung dich rira budng do
KOH 176 mmol/L (twong tng v&i pH 13.2); chét ty < 1 %.
Dat tiéu chudn ISO 13485

64

Hoéa chét pha loding chung cho
c4c xét nghiém mién dich

2 chai, m&i chai chira 16 mL
Thanh phén: Dém huyét thanh ngya; chét bao quan.
Dat tiéu chudn ISO 13485

Dung dich phan ting hé théng
dung cho médy E411

6 x 380 mL dung dich dém _

Dém phosphate 300 mmol/L; tripropylamine 180 mmol/L; chét tdy
<0.1 %; chit bao quan; pH 6.8.

Dat tiéu chuén ISO 13485

20

66

Hoa chét rira hé théng

| chai, 500 mL: Chét tdy 7.5 %; chat bao quan.
Dung dich tham gia xét nghiém dugc chudn bj chira 0.075 °/o chét tay.
Dat tiéu chuén ISO 13485

67

Hoa chét xét nghiém dinh
lugng yéu 16 ting truong nhau
thai

M Vi hat phu Streptavidin (ndp trong), I chai, 6.5 mL: Vi hat phti Streptavidin
0.72 mg/mL; chat bio quan.

R1 Anti-PIGF-Ab~biotin (ndp xdm), 1 chai, 8 mL: Khang thé don dong khéng
PIGF dénh dAu biotin (chudt) 0.6 mg/L; dém phosphate 50 mmol/L, pH 6.0;

chét bao quan.

R2 Anti-PIGF-Ab~Ru(bpy) (ndp den), | chai, 8 mL: Khéng thé don dong khang
PIGF (chudt) dénh déu phirc hgp ruthenium 4.0 mg/L; dém phosphate 50
mmol/L, pH 6.0; chét bao quan.

15

Dat tiéu chudn ISO 13485




68

Dung dich chudn xét nghi}u’r"’f
dinh luong yéu t6 ting feomg
nhau thai . / / BEN
SAl

® PIGF Call: 2 chai, mdi chai 1.0 mL m3u chuin 1

&TﬁiGR.QaIZ: 2 chai, mdi chai 1.0 mL mAu chuén 2

P'II'G,F-%\utein, ngudi, téi t hop, tir E. coli) véi hai khoang ndng do (khoang 5
pE/inL, “’ﬁl@éllg 1200 pg/mL) trong dém huyét thanh ngya.

Phttieu ¢ijan 1SO 13485
hi% £

69

=l \ \QuAn
Dung dich ki¢m tra cho'da,xét
nghiém b

w &)‘*Mléll/l& chai, mdi chai 2.0 mL huyét thanh chiing
= PC : 3 chai, m8i chai 2.0 mL huyét thanh chiing

~IPat-iéu chun ISO 13485

70

Dung dich kiém tra chét lugng
Xét nghiém CMV IgG

* PC CMVIGG!: 8 chai, m&i chai chira 1.0 mL huyét thanh chitng Huyét thanh
ngudi, duong tinh yéu véi khéng thé IgG khéng CMV (khoang 1.5 U/mL); chit
bao quan.

* PC CMVIGG2: 8 chai, mdi chai chita 1.0 mL huyét thanh chiing Huyét thanh
ngudi, duong tinh voi khéng thé IgG khéng CMV

(khoang 25 U/mL); chét bao quan.

Dat tiéu chuin ISO 13485

71

Dung dich kiém tra chét lugng
xét nghi¢ém CMV IgM

* PC CMVIGML: 8 chai, mGi chai chira 1.0 mL huyét thanh chiing Huyét thanh
ngudi, dm tinh voi khang thé CMV IgM; chét bao quan.

* PC CMVIGM2: 8 chai, mi chai chira 1.0 mL huyét thanh chimg Huyét thanh
ngudi, duong tinh véi kldng thé CMV [gM, dém

HEPES, pH 7.4; albumin bo; chét bao quan.

Dat tiéu chuén ISO 13485

72

Dung dich kiém tra chét lugng
xét nghiém RUBELLA IGM

* PCRUBIGMLI.: 4 chai, mdi chai chira 1.0 mL huyét thanh chiing Huyét thanh
ngudi, am tinh v6i khéng thé IgM khang Rubella; chit bao quan.

* PC RUBIGM?2: 4 chai, m8i chai chira 1.0 mL huyét thanh chiig Huyét thanh
ngudi, duong tinh véi khang thé IgM khang Rubella khoang 550 U/mL (don vi
Roche dugc lwa chon ngdu nhién); chét bao quan

Dat tiéu chudn ISO 13485

Hop

73

Dung dich kiém tra chét lugng
xét nghiém Anti-HBS

* PC A-HBS}: 8 chai, mdi chai chtra 1.3 mL huyét thanh chiing Huyét thanh
ngudi, am tinh v6i khdng thé khang HBs; chét bao

quan. Khoang ndng do dich cho khéng thé khang HBs: < 5 TU/L

= PC A-HBS2: 8 chai, mdi chai chtra 1.3 mL huyét thanh ching Khéng thé
khéng HBs (nguoi) khoang 100 [U/L trong huyét thanh

ngudi; chat bao quan. Khoang ndng do dich cho khéng thé khang HBs: 60-150
IU/L

DPat tiéu chudn ISO 13485

74

Dung dich kiém tra cht lugng
xét nghiém HBEAG

* PC HBEAG: 8 chai, mdi chai chira 1.3 mL huyét thanh chitng Huyét thanh
ngudi, am tinh v6i HBeAg; chét bao quan. Khoéng gidi han dich cho chi s
ngudng: 0-0.5 :

* PC HBEAG2: 8 chai, mdi chai chita 1.3 mL huyét thanh chimg HBeAg (E.
coli, IDNA) khoang 2.5 [U/mL trong dém HEPESa) , pH 7.4; chit béo quén.
Gid tri dich cho chi s6 nguong: khoéang 13

Dat tiéu chuén ISO 13485

75

Dung dich kiém tra chét lugng
xét nghiém RUBELLA IGG

* PCRUBIGG: 8 chai, mdi chai chtra 1.0 mL luyét thanh chiing Huyét thanh
ngudi, am tinh dén duong tinh yéu véi khdng thé IgG khang Rubella (khoang 4
1U/mL); chét bao quan.

* PCRUBIGG2: 8 chai, mdi chai chira 1.0 mL huyét thanh chiing Huyét thanh
ngudi, duong tinh véi khang thé IgG khéng Rubella (khoang 75 IU/mL); chit
bao quan

Dat tiéu chuén ISO 13485
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