SGY TE TINH LANG SON CONG HOA XA HQI CHU NGHIA VIET NAM

BENH VIEN PA KHOA TiNH Péc lap — Tw do — Hanh phic
sé/éﬁ ¥ /BVDK-TCKT Lang Som, ngay 57 Sthdng /. ndm 2023
THU MOI THAM PINH GIA

Héa chét xét nghiém sinh héa
Kinh giri: Céc don vi ¢6 chirc ning thdm dinh gi4

Cin ¢t Luat d4u thiu ngay 26/11/2013;

Cén cir Nghi dinh sb 63/2014/ND-CP ngay 26/6/2014 cua Chinh phd
quy dinh chi tiét thi hanh mét s6 diéu ctia Luat d4u thiu vé lwa chon nha thiu;

Cin clr Thong tu sb 58/2016/TT-BTC ngay 29/3/2016 cta B Tai chinh va
Thong tu 68/2022/TT-BTC ngay 11/11/2022

Cin ctr tinh hinh nhu ciu thuc té tai don vi, d& c6 co s& x4c dinh gia nhim
tb chirc xay dung du todn mua sim theo ding quy dinh ctia nha nudc, Bénh vién
Pa khoa tinh Lang Son kinh m&i quy Cong ty/Pon vi c¢6 ddy da tu cich

- phép nhan du diéu kién va ning luc kinh nghiém tham gia thAm dinh gi4 dung
cuy té:

1. Tham dinh gié héa chét xét nghiém sinh héa clia Bénh vién Pa khoa tinh
Lang Son theo danh muc ( C6 phu luc kém theo).

2. P& nghi quy Céng ty/Pon vi cbé nhu ciu tham gia giri 01 bd hd so
niing luc bao gom:

- Hb so ding ky kinh doanh, hd so nhén sy, céc hop ddng tuong tw da thuc
hién, thu chdo gi4 dich vu thdm dinh gi4 ( d& bao gdm chi phi di thdm dinh), céc
tai lidu khac ¢6 lién quan ( néu cb).

Thoi gian, dia chi ndp hd so: Trong vong 15 ngéy ké tir ngdy dang thu moi
ndy trén trang thong tin dién t cia Bénh vién Da khoa tinh Lang Son
(http://bvdklangson.com.vn). Pia chi: Phong Tai chinh ké to4n, Bénh vién
Da khoa tinh Lang Son, Thén Pai Son, X& Hgp Thanh, Huyén Cao Ldc, tinh

~ Lang Son.(CN Hoang Thu Hién  DT: 0983 111 668).

Bénh vién DPa khoa tinh Lang Son rat mong nhén dugc sy quan tdm va
ban chao gia cia quy Cong ty/Don vi./.
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Hoa chit dinh lugng
Albumin

OSR6102

Hoéa chit dung cho xét nghiém dinh lugng albumin. Thanh
phén: Bromocresol green hoic tuong dwong. Dai do: 15-60
/L. Sau khi mé, 5n dinh > 90 ngay trén may. S6 test tbi
thiéu/1ml: 21 test.

ISO 13485

4x29ml

Hoa chét do hoat d6
ALT (GPT)

OSR6107

Héa chit dung cho xét nghiém dinh lugng ALT. Thanh phfm: L-
Alanine; 2-Oxoglutarate; LDH; NADH hoic tuong duong. Dai
do 3-500 U/L. Sau khi m, &n dinh > 30 ngay trén may. S6 test
t6i thiéw/1 ml: 13 test

ISO 13485

4x50mi+4x25
ml

Hoé chét do hoat 4§
AST (GOT)

OSR6109

Héa chit ding cho xét nghiém dinh lugng AST. Thanh phén;
Tris buffer; L-aspartate; 2-Oxoglutarate; LDH; MDH; NADH
hoic twong duong. Dai do 3-1000 U/L. Sau khi mé, &n dinh >
30 ngay trén may. S6 test t6i thidu/I ml: 19 test

1SO 13485

4x25ml+4x25
ml

Hop

Hoé chit dinh lugng
Calci toan phin

OSR61117

Hoa chit ding cho xét nghiém djnh lugng canxi toan phan.
Thanh phin: Imidazol; Arsenazo III; Triton X-100 hofic tuong
duong. Dai do: Huyét thanh/ huyét tuong: 1-5 mmol/L ; Nudc
tiéu: 0-10 mmol/L. Sau khi mg, &n dinh > 90 ngay trén may. 6
test t6i thiw/Iml: 45 test.

I1SO 13485

4x29ml

Hoé chit dinh hrong
Creatinin

OSR6178

Hoéa chét dung cho xét nghiém dinh luong creatinine. Thanh
phén: Natri hidroxit; Axit picric hofic tuong duong. Dai do:
Huyét thanh/ huyét tuong: 5-2200 pmol/L. Nudc tiéu:
88-35360 pmol/L. Sau khi mg, 6n dinh > 7 ngay trén méy. S6
test tdi thiéw/1 ml: 9 test

ISO 13485

4x51m+4x51
ml

Hép

Ho# chét dinh lugng
Glucose

OSR6221

Héa chit ding cho xét nghiém dinh lwong glucose. Thanh phan:
ATP; NAD+, Mg2+;, Hexokinase; G6P-DH hoic tuong duong.
Dai do: Huyét thanh, huyét tuong, haemolysate va CSF: 0,645
mmol/L. Nudc tidu: 0-45 mmol/L. Sau khi md, én dinh > 30
ngdy trén may. S6 test tdi thidw/1 ml: 16 test

1SO 13485

4x53mli+4x27
ml

Hoa chét dinh lugng
Bilirubin trye tiép

OSR6211

Hoa chét diing cho xét nghigm dinh lugng bilirubin tryc tiép.
Thanh phén: 3,5 Dichlorophenyl diazonium tetrafluoroborate
hofic tuong duong. Dai do: 0171 pmol/L. Sau khi md, én dinh
> 21 ngdy trén méy. Sb test tdi thiéw/1 ml: 19 test

ISO 13485

4x20ml+4x20
ml

Hop

Hoé chit dinh lugng
Cholesterol toan phan

OSR6216

Hoéa chét dung cho xét nghiém dinh hugng cholesterol. Thanh
phin:4-Aminoantipyrine; Phenol; Cholesterol esterase;
Cholesterol oxidase; Peroxidase hofic tuong duong. Dai do:
0,5-18 mmol/L. Sau khi mg, dn dinh > 90 ngdy trén may. S6
test t&i thiéw/1 ml: 40 test

1SO 13485

4x45ml

Hod chét dinh lugng
Triglycerid

OSR61118

Hoa chét dung cho xét nghiém dinh lugng triglyceride. Thanh
phﬁn: 4-Aminoantipyrine; Lipases; Glycerol kinase; Peroxidase;
Ascorbate oxidase; Glycerol-3-phosphate oxidase hojc tuong
duong, Dai do 10~1000 mg/dL. Sau khi md, én dinh > 30 ngay
trén méy. S test tdi thiéu/1 ml: 12 test

1SO 13485

4x50mli+4x12.
5ml

Ho chét dinh luong
Ure

OSR6234

Hoa chit ding cho xét nghiém dinh luong uré. Thanh phén:
NADH; Tetra-Sodium diphosphate; EDTA; 2-Oxoglutarate;
Urease; ADP; GLDH hoic tuong duong. Dai do: Huyét
thanh/huyét tuong: 0,8-50 mmol/L. Nudc tiéu: 10-750
mmol/L. Sau khi m&, &n dinh > 30 ngay trén may. S5 test t6i
thiéw/1 ml: 11 test

1SO 13485

4x53ml+4x53
ml

Hop

Hod chét do hoat 4
CK (Creatine kinase)

OSR6279

Hoa chét dung cho xét nghiém dinh lugng CK. Thanh phan:
Immidazole; NADP; ADP, AMP; EDTA, Glucose; Creatine
phosphate ; N-acetylcysteine ; Mg2+; Diadenosine
pentaphosphate; HK; G6P-DH hoc tuong duong. Dai do:
10-2000 U/L. Sau khi md, én dinh > 30 ngay trén may. S6 test
t6i thidw/I ml: 7 test

ISO 13485

4x44ml+4x8ml
+4x13ml

Hoba chit ding cho
xét nghiém C-
Reactive Protein
(CRP)

31921

Hoéa chét dung cho xét nghiém dinh lugng C-Reactive Protein
(CRP) mAu huyét thanh ngudi. Thanh phén thuéc thr: hat latex
dugc phi khéng thé khang CRP ngudi Phuong phap do Latex,
do d9 dyc. Dai do: 1 - 150 mg/L

ISO 13485

1x40mL+1x10
mL

Hép

10
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2 Ma sin phim/Chiing R Tiéuchudn | Quycich | Ponvi |Sé
51T Tém bing his logi/Tén thwrong mgi Thng so.ky thags chit hrgng déng gbi tinh  |lwgng
e Hoéa chit ding cho xét nghiém dinh Jugng RF. Thanh phin:
13 :;afc{hm dmh;mg osrerios [LexphilgGaguli hojohsong duong. Dii do: 10-120 1SO 13485 |4x24mi+axsml| Ho
s (Retiviei 1U/mL. Sau khi md, &n dinh > 90 ngay trén mdy. S6 test toi i
geae) thiéw/1ml: 7 test,
Chat higu chuin dung cho xét nghiém RF. Thanh phan: Chit
Héa chit hi¢u chuin nén huyét thanh ngudi dang long chira lugng RF véi cic ndng 3
% cho xét nghiém RF ORcges d0 khac nhau hoic tuong duong. Sau khi md, on djinh>3 TAER 6 Sl Hop
thang & 2-8°C.
Hoa chit xét nghiém Cholesterol HDL, sir dung cho may hé
'mé. Dii do: 0.03 - 4.66 mmol/L. Thanh phén: Thubc thir R1:
Hoa chit xét nghi¢m Dém Good, 4-Aminoantipyrin, Peroxidase, Ascorbat oxidase, 4xS0mLR1.Ix
15 |Cholesterol HDL, sir FO3115 Khing thé ciru khang B-lipoprotein ngudi, Thudc thir R2: Bém | 1SO 13485 SOmLR2 Hép 2
dung cho may hé mo Good, Cholesterol esterase (CHE), Cholesterol oxidase (CHO),
Mubi natriPhuong phap xét nghiém: Po mau, diém cudi, chidu
phén {mg tang, irc ché mién djch.
Hoa chit higu chuin : S R R
1 : kh
16 |cho xét nghiém HDL- F03710SV g;:[’] °'}’l‘;;‘°;3g:‘['f$ ::‘Dn"fb’;"'“‘e'°' Dangbotdongkhd, | 1o 13485 | 1xamL Lo
Cholesterol PAR: A &
Hoa chét kiém chimg
cho xét nghiém sinh QC cho xét nghiém sinh héa thudng quy. Dang bt dong khd,
17 lhea thudmg quy mirc b thanh phin: huyét thanh ngudi TR bntt, Ls
binh
Héa chit kiém chimg
cho xét nghi¢m sinh QC cho xét nghi¢m sinh hoa thudng quy. Dang bt dong kho,
18 Jnea thuong quy mirc DIy thanh phan: huyét thanh ngudi S xSk Lo
bénh ly
Dung dich dém dugc sit dung dé dinh lugng (gi4n tiép) ndng
19 |Dung djch dém ISE 66320 d9 Na+, K+ va Cl-. Thanh phan: Triethanolamine hojc tuong ISO 13485 4x2000ml Hop 2
duong. Sau khi mé, n dinh trong >2 thang & 2-25°C
Chub bl dién g Chat higu chun mic trung binh dugc sir dung dé dinh lugng
20 |- °.ﬁ:a" e 66319 (gi4n tiép) ndng dd Na+, K+ va Cl-. Thanh phn: Na+; K+; Cl-. | 1SO 13485 | 4x2000ml Hop 3
mue gt Sau khi m&, 8n dinh trong >1 thang & 2-25°C
Ho chit kiém chimg mirc 1 cho cic xét nghi¢m do d duc
X . kY i . . e
TR . mien djch. Thanh phan: a-1 acidglycoprotein, Ferritin, a-1
H(?a ‘;h:;:l;m ;h:mg antitrypsin Haptoglobin, Khang Streptolysin O, Globulin mién
21 “‘“c.é 8 Z °h - 0DC0014 dich A, p-2 microglobulin, Globulin mién dich G, ISO 13485 1x2ml Lo 3
2‘?: . Ceruloplasmin, Globulin mién dich M, B4 thé 3, Prealbumin,
eey B&thé 4, Yéu tb dang thip, Protein phan img C, Transferrin.
Sau khi md, 4n dinh > 30 ngay & 2-8°C.
Ho4 chét kiém chimg mirc 2 cho céc xét nghiém do dé duc
X . \ A . . e
.2 " micn dich. Thanh phan: o-1 acidglycoprotein, Ferritin, a-1
:?:: ;hf;:l:;: :le};mg antitrypsin Haptoglobin, Khéng Streptolysin O, Globulin mién
22 nghiém min dich do ODCO001S dich A, B-2 microglobulin, Globulin mién dich G, ISO 13485 1x2ml Lo 3
P dec I Ceruloplasmin, Globulin mién djch M, BS thé 3, Prealbumin,
s BA thé 4, Yéu t6 dang thip, Protein phan {mg C, Transferrin.
Sau khi md, n dinh > 30 ngay & 2-8°C.
Hoz chét kiém chimg mirc 3 cho cac xét nghiém do d duc
X . . A . . e
g oox g mién dich. Thanh phan: a-1 acidglycoprotein, Ferritin, a-1
:161?: gh:}i:l:an; :E:mg antitrypsin Haptoglobin, Khang Streptolysin O, Globulin mién
23 ghitins it dislico ODC0016 dich A, B-2 microglobulin, Globulin mién dich G, ISO 13485 1x2ml Lo 3
;é ::‘ m ! Ceruloplasmin, Globulin mién dich M, Bd thé 3, Prealbumin,
u B thé 4, Yéu t6 dang thdp, Protein phan tmg C, Transferrin.
Sau khi m@, 4n dinh > 30 ngay & 2-8°C.
Bong dén sirdung . i i
24 chomiy AU MU988800 Béng dén Halogen 12V 20W 1SO 13485 1cai Cai 1

Page2




oo Ma sin phAm/Ching . . Tiéuchufn | Quycdch | Ponvj |S6
WLt Fen bang ko logi/Tén thwong mgi Théng sb ky thujt chit hrgng déng gbi tinh  |lwgng
1SO 13485
g5 [FURING KL for 0128051 B éng ddy din. Tuong thich véi may GASTAT 1800 series | hofic tuong Bs B 1
GASTAT-18xx p
uong
"Dién cyc pH, tuong thich vai mdy khi mau. Xét nghiém dugc | ISO 13485
26 |bién cyc pH 0083801 thue hién trén phuong phap do dién thé Dién cyc &n dinh trong | hoiic tuong 1 chiée Chiée 1
20 thang ké tir ngdy san xudt” duong
"V¢6 dién cyc tham chiéu, twong thich vai may khi mau. Vo
V4 dién cyc tham 0083813 dién cyc vé 18i didn cye dugc lp rap voi nhau s& thanh dién ;SO i . o5
27 {oniby curc tham chiéu Ref ELECTRODE. Dién cyc &n dinh trong18 pae Mg Lol Cai 1
5 R Lo a duong
théng ke tir ngay san xuat
"L&i dign cyc tham chiéu,tuong thich véi may khi mau V6 dién
L&i dién cuc tham cye va 16i dign cyc duge I4p rap véi nhau s& thanh dién cue e o "
28 | hiku 0083814 tham chié Ref ELECTRODE. ién cue 4n dinh trong18 thng | "% Wom8 | 1 chice Hop !
ké tir ngay san xuat " JonE
: “Bién cyc p02, twong thich vdi my khi mau Xét nghiém duge | ISO 13485
29 |Pién cyc pO2 0083802 thyrc hién dwa trén phuong phap dién cyc Clark. Dién cyc én ho¥ic twong 1 chiée Chiéc 1
dinh trong18 thang ké tir ngay sin xuat" duong
"Bién cyc pCO2, twong thich v4i méy khi méau Xét nghi¢m ISO 13485
30 |Pién cyc pCO2 0083803 dugc thyc hién dya trén phuong phap dién cyc Severinghause. | hofic tuong 1 chiéc Chiéc 1
Dién curc 8n dinh trong18 thang ké tir ngay san xuat * duong
Thanh phin chinh:
Ascorbic Acid: 2,6-dichloro-phenol-indophenol 0.5mg.
Leukocytes: indoxyl ester 1.4mg;diazonium salt 0.7mg.
Ketone: sodium nitroprusside 30.0mg.
Nitrite: sulfanilamide 0.65mg;N-(naphthyl)-
ethylenediammonium dihydrochloride 0.45mg.
Urobilinogen: fast blue B salt 1.2mg.
ik ” Bilirubin: 2,4-dichlorobenzene diazonium 14.3mg.
gy |Quedhirxit aghika 5 | 315470/ Urodip 1P |Protein: tetrabromphenol blue 0.36mg. ISO 13485 | Hop 100test | Hop 100
Hugeticn T thang o Glucose: glucose oxidase 6.2mg;peroxidase 2.8mg;4-
aminoantipyrine 0.08mg.
Specific Gravity: bromthymol blue 0.4mg;sodium poly methyl
vinyl acetate maleic 16mg.
Blood: cumene hydroperoxide 35.2mg;3,3',5,5%
tetramethylbenzidine 2.0mg.
pH: bromocresol green 0.2mg; bromxylenol blue 3.3mg.
Tidu chuén chét lugng ISO 13485:2016
» PC TN1: 2 chai, m&i chai 2.0 mL miu chimg huyét thanh =
#.2 i PC TN2: 2 chai, m3i chai 2.0 mL mAu chimg huyét thanh
Héa chat kiem tra T in T (4 & h 3y vt Wi Khiing b 46, (Rhio
chit lrong xét 05095107190; roparin T (44630 hop, ginsl) v Hal kieying ning €0 (knioling .
32 o 3. : . |30 ng/L ho¥ic pg/mL va khoéng 2500 ng/L hoic pg/mL) va ISO 13485 4x2ml Hop 1
nghi¢m bénh nhoi PreciControl Troponin . sogd e Tteidh v . 5 " .
ok certi troponin I (tai to hop, ngudi) voi hai khodng nong dd (khoang
0.75 pg/L holic ng/mL va khoang 18 pg/L hojc ng/mL) trong
hén hop huyét thanh ngudi.
M Vi hat phi streptavidin (ndp trong), 1 chai, 6.5 mL: Vi hat
phii streptavidin 0,72 mg/mL; chét bio quan.
R1 Anti-NT-proBNP-Ab~biotin (ndp xamy), 1 chai, 9 mL:
Khang thé don dong khang NT-proBNP dénh déu biotin
53 [Hoa chit dinh lugng | 09315268190; Elecsys (chudt) 1.1 pg/mL; dém phosphate 40 mmol/L, pH 5.8; chét 150 13485 Htitees Hop i
proBNP proBNP I bao quan.
R2 Anti-NT-proBNP-Ab~Ru(bpy) (nip den), | chai, 9 mL:
Khang thé don dong khang NT-proBNP (ciru) dénh diu phirc
hep ruthenium 1.1 pg/mL; dém phosphate 40 mmol/L, pH 5.8,
chét bao quan
« PBNPX Call: 2 chai, mdi chai 1.0 mL mau chuziin 1
£l « PBNPX Cal2: 2 chai, m&i chai 1.0 mL mu chuan 2
34 [Hoachat chuandinh 109315292190; proBNP | 5Np i hai khoting ndng 46 (khodng 16.6 pmol/L hodc 15013485 | 4xIml Hop 1

lugng proBNP

11 CalSet

140 pg/mL va khodng 320 pmol/L hogc 2700 pg/mL) trong
huyét thanh ngya.
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35

Hoé chét kiém tra
chét lugng céc xét
nghiém theo d6i chirc
n3ng tim mach

04917049190,
PreciControl Cardiac Il

» PC CARDIII: 2 chai, m8i chai 2.0 mL méu chimg huyét thanh
» PC CARDII2: 2 chai, m8i chai 2.0 mL méu chimg huyét thanh

ISO 13485

4x2ml

36

Héa chét d inh lugng
AFP

04481798190; Elecsys
AFP

M Vi hat phi Streptavidin (nfp trong), 1 chai, 6.5 mL: Vi hat
phti Streptavidin 0.72 mg/mL; chét béo quan. R1 Anti-AFP-
Ab-~biotin (nfp xam), 1 chai, 10 mL: Khang thé don dong
khang AFP danh d4u biotin (chugt) 4.5 mg/L; dém phosphate
100 mmol/L, pH 6.0; chit bao quan. R2 Anti-AFP-Ab~Ru(bpy)
(ndp den), 1 chai, 10 mL: Khang thé don dong khing AFP
(chudt) danh diu phirc hop ruthenium 12.0 mg/L; dém
phosphate 100 mmol/L, pH 6.0; chit bio quan.

ISO 13485

100 tests

Hop

37

Hoa chét chuin dinh
lugng AFP

04487761190; AFP
CalSet I

AFP Call: 2 chai, mdi chai 1.0 mL mAu chuén 1 AFP Cal2: 2
chai, mdi chai 1.0 mL miu chufn 2 AFP (ngudi, tir canh cdy té
bdo) vdi 2 khoang ndng dé (khoang 5 [U/mL hoc 6 ng/mL va
khong 50 TU/mL hoic 60 ng/mL) trong huyét thanh nguoi

ISO 13485

4x1 mi

38

Hoa chét dinh luong
CA153

03045838122; Elecsys
CA 1531

M Vi hat phii Streptavidin (nip trong). 1 chai. 6.5 ml: Vi hat
phu Streptavidin 0.72 mg/ml; chét bio quan.

R1 Anti-CA 15-3-Ab~biotin (ndp xam). 1 chai. 10 ml: Khang
thé don dong danh dau biotin (115D8; chujt) 1.75 mg/L; dém
phosphate 20 mmol/L. pH 6.0; chét bao quan.

R2 Anti-CA 15-3-Ab~Ru(bpy) (nép den). 1 chai. 10 ml: Khing
thé don dong khang CA 15-3 (DF3; chudt) danh d4u phirc hop
ruthenium 10 mg/L; dém phosphate 100 mmol/L. pH 7.0; chét
bdo quan

ISO 13485

100 tests

Hop

39

Héa cht chun dinh
lugng CA 15-3

03045846122; CA 15-3
II CalSet

» CA 15-3 11 Call: 2 chai. mdi chai chira 1.0 ml m&u chuén 1
= CA 15-3 I Cal2: 2 chai. mdi chai chira 1.0 ml m&u chuén 2
CA 15-3 (ngudi) vdi 2 khoang ndng dd (khoang 15 U/ml va
khoang 100 U/ml) trong ma trin huyét thanh ngudi.

ISO 13485

4x] ml

40

Héa chit dinh lugng
CA 199

11776193122; Elecsys
CA 199

M Vi hat phii Streptavidin (nfp trong), 1 chai, 6.5 mL: Vi hat
phi Streptavidin 0.72 mg/mL; chét bo quan. R1 Anti-CA 19-9-
Ab~biotin (np xdm), 1 chai, 10 mL: Khéng thé don dong
khang CA 19-9 danh ddu biotin (chudt) 3 mg/L, dém phosphate
100 mmol/L, pH 6.5; cht bio quan. R2 Anti-CA 19-9-
Ab~Ru(bpy) (nfip den), | chai, 10 mL: Khang thé don dong
khéng CA 19-9 (chudt) danh dau phirc hgp ruthenium 4 mg/L;
dém phosphate 100 mmol/L, pH 6.5; cht bio quén.

ISO 13485

100 tests

Hop

41

Hoa chit chuin dinh
luongCA 19-9

11776215122; CA 19-9
CalSet

* CA19-9 Call: 2 chai, m8i chai cho 1.0 mL mfu chuin 1 =
CA19-9 Cal2: 2 chai, mdi chai cho 1.0 mL miu chuin 2

CA 19-9 (ngudi) véi 2 khodng ndng d6 (khoang 20 U/mL va
khoang 250 U/mL) trong huyét thanh ngudi; chét bio quan.

ISO 13485

4x1 ml

Hop

42

Héa chét chuin dinh
lugng CA 125

07030207190; CA 125
11 CalSet I

* CA125 I Call: 2 chai, mdi chai 1.0 mL mAu chuén | »
CA125 11 Cal2: 2 chai, mdi chai 1.0 mL mAu chuén 2 Néng do
ciia CA 125 ngudi trong hdn hgp huyét thanh ngya

(CAI125 II Call) 14 0 U/mL; CA125 II Cal2 chira khoang

500 U/mL CA 125 ngudi trong hdn hop huyét thanh ngudi;
chit bao quan,

ISO 13485

4x1ml

Hop
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43

Hoa chét dinh lugng
CA 724

09005692190; Elecsys
CA 724

M Vi hat phi Streptavidin (ndp trong), 1 chai, 6.5 mL: Vi hat
phii Streptavidin 0.72 mg/mL; chét bio quan. R1 Anti-CA 72-4-
Ab-~biotin (nip xam), 1 chai, 8 mL: Khang thé don dong khéng
CA 72-4 danh déu biotin (CC49; chudt) 1 mg/L; d¢m
phosphate 100 mmol/L, pH 6.8; cht bio quan. R2 Anti-CA 72-
4-Ab~Ru(bpy) (nip den), 1 chai, 8 mL: Khang thé don dong
khéng CA 72-4 (B72.3; chuft) dénh déu phirc hop ruthenium

6 mg/L; dém phosphate 100 mmol/L, pH 6.8; chét bao quan.

ISO 13485

100 tests

Hop

44

Hoa chét chuin dijnh
lugng CA 724

09175130190; CA 72-4
CalSet

» CA72-4 Call: 2 chai, m3i chai 1.0 mL mAu chuin 1 « CA72-4
Cal2: 2 chai, mi chai 1.0 mL mu chuin 2 CA 72-4 (ngudi)
v&i hai khoang ndng dé (khoang 1 U/mL va khoéng 70 U/mL)
trong huyét thanh ngudi; chét bao quan

ISO 13485

4x1 ml

45

Hoa chét dinh lugng
CEA

11731629322; Elecsys
CEA

M Vi hat phu Streptavidin (nip trong), 1 chai, 8 mL: Vi hat phi
Streptavidin 0.72 mg/mL; chét bao quan, R1 Anti-CEA-
Ab~biotin (nip xam), 1 chai, 10 mL: Khang thé don dong
khang CEA danh déu biotin (chudt/ngudi) 3.0 mg/L; dém
phosphate 100 mmol/L, pH 6.0; chét bio quin. R2 Anti-CEA-
Ab~Ru(bpy) (ndp den), 1 chai, 8 mL: Khang th& don dong
khéng CEA (chugt) danh dAu phirc hgp ruthenium 4.0 mg/L;
dém phosphate 100 mmol/L, pH 6.5; chét bio quan.

ISO 13485

100 tests

Hop

46

Hoa chét chuin dinh
lugng CEA

11731645322; CEA
CalSet

= CEA Call: 2 chai, m8i chai chira 1.0 mL mau chudn 1 « CEA
Cal2: 2 chai, m8i chai chira 1.0 mL mAu chuén 2 CEA (nguwi,
tir canh cdy té bao) vai hai khoang ndng do (khoang 5 ng/mL
va khoing 50 ng/mL) trong hdn hgp dém/protein. 1 ng/mL
CEA tuong Umg va&i 16.9 mIU/mL.

ISO 13485

4x1 ml

Hop

47

Hoa chit dinh lugng
Cyfra 21-1

11820966122; Elecsys
CYFRA 21-1

M Vi hat ph Streptavidin (np trong), 1 chai, 6.5 mL: Vi hat
phti Streptavidin 0.72 mg/mL; chat bao quan. R1 Anti-
cytokeratin 19-Ab~biotin (nip x4m), 1 chai, 10 mL: Khang thé
don dong khang cytokeratin 19 danh déu biotin (KS 19.1;
chugt) 1.5 mg/L; dém phosphate 100 mmol/L, pH 7.2; cht bio
quan. R2 Anti-cytokeratin 19-Ab~Ru(bpy) (nép den), 1 chai,
10 mL: Khéng thé don dong khang cytokeratin 19 (BM 19.21;
chugt) danh d4u phirc hgp ruthenium 2 mg/L; dém phosphate
100 mmol/L, pH 7.2; chét bao quan.

I1SO 13485

100 tests

Hop

48

Hoéa chét chudn djnh
lugng Cyfra 21-1

11820974322; CYFRA
21-1 CalSet

« CYFRA Call: 2 chai, m3i chai 1.0 mL miu chudn 1 - CYFRA
Cal2: 2 chai, mdi chai 1.0 mL miu chufin 2 Cytokeratin (ngudi,
tir dong té bao MCF-7) vdi 2 khoang ndng d6 (khoang 0 ng/mL
va khodng 50 ng/mL) trong huyét thanh ngudi.

ISO 13485

4x1ml

49

Héa chét dinh lugng
PSA toan phén

08791686190; Elecsys
total PSA

M Vi hat ph Streptavidin (nfp trong), 1 chai, 6.5 mL: Vi hat
phi Streptavidin 0.72 mg/mL; chat bao quan. R1 Anti-PSA-
Ab~biotin (np xam), 1 chai, 10 mL: Khang thé don dong
khéng PSA danh diu biotin (chuft) 1.5 mg/L; dém phosphate
100 mmol/L, pH 6.0; chét bao quan, R2 Anti-PSA-Ab~Ru(bpy)
(néip den), 1 chai, 10 mL: Khéng thé don dong khéng PSA
(chudt) danh ddu phuc hop ruthenium 1.0 mg/L; dém
phosphate 100 mmol/L, pH 6.0; chét bio quén.

ISO 13485

100 tests

Hop

50

Hoéa chét chuin dinh
Iugng PSA toin phin

08838534190; total
PSA CalSet II

* PSA Call: 2 chai, mdi chai 1.0 mL miu chudn 1 » PSA Cal2:
2 chai, mdi chai 1.0 mL mdu chudn 2 PSA (ngudi) véi hai
khoang néng 46 (khoang 0 ng/mL v khoang 60 ng/mL) trong

huyét thanh ngudi

ISO 13485

4x1ml

Hop
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51

Hoa cht dinh luong
Ferritin

03737551190; Elecsys
Ferritin

M Vi hat phi Streptavidin (np trong), 1 chai, 6.5 mL: Vi hat
phi Streptavidin 0.72 mg/mL; chét bao quan. R1
Anti-Ferritin-Ab~biotin (nfp xam), | chai, 10 mL: Khang thé
don dong khang ferritin danh déu biotin (chugt) 3.0 mg/L; dém
phosphate 100 mmol/L, pH 7.2; chit bio quin, R2
Anti-ferritin-Ab~Ru(bpy) (néip den), 1 chai, 10 mL: Khang thé
don dong khang ferritin (chugt) danh du phirc hgp ruthenium
6.0 mg/L; dém phosphate 100 mmol/L, pH 7.2; chét bdo quan.

ISO 13485

100 tests

52

Héa chit chuin dinh
lugng Ferritin

03737586190; Ferritin
CalSet

* FERR Call: 2 chai, mdi chai chira 1.0 mL mdu chudn 1 »
FERR Cal2: 2 chai, mdi chai chtra 1.0 mL méu chuin 2 Ferritin
(nguoi, gan) vai hai khoang n6ng d¢ (khoang

10 pg/L hodic ng/mL va khoang 300 pg/L hoiic ng/mL) trong
huyét thanh ngudi.

ISO 13485

4x1ml

Hop

53

Héa chét xét nghiém
HCV

06368921190; Elecsys
Anti-HCV I

M Vi hat phii Streptavidin (nép trong), 1 chai, 6.5 mL: Vi hat
pht Streptavidin 0.72 mg/mL; chit bao quan. R1 HCV-specific
antigens~biotin (nip xédm), 1 chai, 18 mL: Khang nguyén dic
hi¢u HCV d4nh diu biotin, dém HEPESb) , pH 7.4; chit bio
quan, R2 HCV-specific antigens~Ru(bpy) (nfp den), 1 chai,

18 mL: Khang nguyén dic higu HCV danh dau phirc hop
ruthenium > 0.3 mg/L, dém HEPES, pH 7.4; chit bao quan.

ISO 13485

100 tests

54

Hoa chit kiém tra
chit lugng xét
nghiém HCV Ab
mién dich ty dong

03290379190;
PreciControl Anti-HCV

*PC A-HCV1: 8 chai. mdi chai chira 1.3 ml m3u chimg huyét
thanh Huyét thanh ngudi. 4m tinh véi khang thé khang HCV;
chét bio quan. Khoang gi6i han dich cho chi sb ngudng: 0-0.3 =
PC A-HCV2: 8 chai. mbi chai chira 1.3 ml miu chimg huyét
thanh Khéng HCV (ngudi) trong huyét thanh nguoi; chét bao
quan. Gia trj dich cho chi sé ngudng: Anti-HCV II: khoang 4

1SO 13485

16x 1.3 ml

Hop

55

Hoé cht xét nghigm
HBsAg

08814856190; Elecsys
HBsAgll

M Vi hat phu streptavidin (nép trong), 1 chai, 6.5 mL: Vi hat
phi streptavidin 0.72 mg/mL; cht bao quan. R1 Anti-HBsAg-
Ab~biotin (nfp x4m), 1 chai, 8 mL: Hai khang thé don déng
ddc higu khang HBsAg (chudt) > 0.5 mg/L; dém phosphate
100 mmol/L, pH 7.5; cht bio quan. R2 Anti-HBsAg-
Ab~Ru(bpy) (néip den), 1 chai, 7 mL: Khang thé don déng
khéng HBsAg (chudt), khang thé da dong khang HBsAg (cin)
danh déu phirc hgp ruthenium > 1.5 mg/L; dém phosphate

100 mmol/L, pH 8.0; chét bio quén,

ISO 13485

100 tests

Hop

10

56

Hoa chét kiém tra
chét lugng xét
nghiém HbsAg

04687876190,
PreciControl HBsAg IT

« PC HBSAGI!!: 8 chai, m3i chai chira 1.3 mL huyét thanh
chimg Huyét thanh ngudi, am tinh véi HBsAg; chét bao quan.
Khoang gidi han dich cho chi sb ngudng: 0.0-0.80 »

PC HBSAGII2: 8 chai, mdi chai chira 1.3 mL huyét thanh
chimg HBsAg (ngudi) khoang 0.2 IU/mL trong huyét thanh
ngudi; chit bio quan. Khoang gidi han dich cho chi s ngudang:
2.6-5.0

ISO 13485

16 x 1.3ml

57

Hoa chat xét nghiém
HIV Ag/Ab mién
dich tyr dong

08924163190; Elecsys
HIV combi PT

M Vi hat phi streptavidin (nfip trong), 1 chai, 6.5 mL: Vi hat
phu streptavidin 0.72 mg/mL; chét bao quén.

RO MESb) d¢m 50 mmol/L, pH 5.5; 1.5 % Nonidet P40; chit
bao quéan (ndp tring), | chai, 4 mL.

R1 Anti-HIV p24-Ab~, khing nguyén tai t5 hop dic higu
HIV-1/2 (E. coli)~, peptide dac hi¢u HIV-1/2~biotin (nip xam),
1 chai, 7 mL: Khéng thé don dong khang p24 danh déu biotin
(chudt), khang nguyén tai t6 hop dic hi¢u HIV-1/2 danh diu
biotin (E. coli), peptide d&c hiéu HIV-1/2 dénh dau biotin > 1,3
mg/L; dém TRISc) 50 mmol/L, pH 7.5; chét bio quén.

R2 Anti-HIV p24-Ab~, khang nguyén t4i td hop dic higu
HIV-1/2 (E. coli)~, peptide dic hiéu HIV-1/2~Ru(bpy) (nip
den), I chai, 7 mL: Khang thé don déng khéng p24 (chudt),
khdng nguyén tai td hgp dic hidu HIV-1/2, peptide dic higu
HIV-1/2 dénh ddu phirc hop ruthenium > 1.5 mg/L; dém TRIS
50 mmol/L, pH 7.5; chét bio quan.

ISO 13485

100 tests

Hop

10
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. Ma sin phim/Chiing . S Tiéuchudn | Quycdch | Ponvi |Sd
SEF Téukidng héa logi/Tén thwong mai Thoug 8 gt chét lrgng déng géi tinh  |lugng
« PC HIV1: 2 chai, mdi chai 2.0 mL huyét thanh chimg Huyét
thanh ngudi, 4m tinh véi HIV (khéng nguyén va khang thé),
chit bio quan. Gia trj dich cho chi sé ngudng (COI): HIV
combi PT: khoang 0.250 HIV Duo: khoang 0.250
S0 bt chuidin st = PC HIV2: 2 chai, mi chai 2.0 mL huyét thanh chimg Huyét
i 06924107190, thanh ngudi, duong tinh vdi khang thé khang HIV; chét bio ‘
s “g.'l"‘:fc?l:’ ':5/“ Ab. | preciControl HIV Genl |quan. Gié tri dich cho chi s ngudng: HIV combi PT: khodng | S0 13485 |  6x2ml Hop
IRIELGICHICE 5.00 HIV Duo: khoang 5.00
» PC HIV3: 2 chai, mdi chai 2.0 mL huyét thanh chimg Khéng
nguyén HIV p24 (E. coli, rDNA) trong huyét thanh ngudi; chét
bao quén. Gia trj dich cho chi sé ngudmg: HIV combi PT:
khoang 4.00 HIV Duo: khoang 10.0
M Vi hat ph Streptavidin (nép trong). 1 chai. 6.5 ml: Vi hat
phu Streptavidin 0.72 mg/ml; chat bao quan.
R1 Anti-hCG-Ab~biotin (nip xam). 1 chai. 9 ml: Khang thé
Hoa chét dinh lugng | 03271749190; Elecsys |don déng khang hCG dénh dau biotin (chugt) 2.6 mg/L; dém "
= BhCG HCGH+p phosphate 40 mmol/L. pH 7.5; chét bdo quan. Bl Hes Hp
R2 Anti-hCG-Ab~Ru(bpy) (nfp den). 1 chai. 10 ml: Khang thé
don dong khang hCG (chudt) dénh ddu phirc hop ruthenium
4.6 mg/L; dém phosphate 40 mmol/L. pH 6.5; chét bio quan,
« HCG+ Call: 2 chai, mdi chai 1.0 mL m#u chuén 1
. g i ! « HCG+B Cal2: 2 chai, mi chai 1.0 mL miu chuén 2
60 IH‘“ °hé;gg”“" b 033°265<2:;19:;tHCG+B Kich té sinh dyc mang dém cia ngudi (tir nudc tiéu) véihai | 1S013485 | 4ximl | Hop
ugng Bl khoang ndng d6 (khoang 1.5 mIU/mL va khoang 2000 .
mlIU/mL) trong dém huyét thanh ngudi.
Dung dich pha loang e
61 |choxét nghiten phc | H1PRTTI2ZRDiluent |gr, o) oroteiin; chit bio quin £0.1 % 15013485 | 2x16ml | Hep
5 K Universal
va céc chi so ung thu
11298500316; ISE
62 |Dungdijch rira ISE Cleaning Solution/  |Natri hydroxide 3 mol/L Dung dich natri hypochlorite ISO 13485 5x100 ml Hop
Elecsys SysClean
Dung djch nra ddu )
63 |kim hit hos chit va 03005712190, {54 176 mmol/L (tuong img véi pH 13.2); chit thy < 1 % 18013485 | 12x70ml | Hop
2 x ProbeWash M
bgnh pham
Dau con hit hoé chat 12102137001; P Gt 48x2x84 n
o cbc phan img AssayTip/AssayCup Ddu cdn vé céng phin img 150 13485 tip/cups Hip
Mi sin phim: 71262
65 Thubc thir dinh lugng | Chiing loai: Eluent 80A [Quy céch déng goi: (600mL x 4) / Hop. Gém: Sodium azide: 1SO 13485, 600mL x 4 Ho
HbAlc Tén thuong mai: Eluent {<=0.01 %; Oxidizing agent: <=0.7%; Phosphate: <=1%. 9001 P
80A
Ma sin phim: 71263
66 Thudc thir dinh lugng | Chiing logi: Eluent 80B [Quy cich déng géi: (600mL x 2) / Hp. Gom: Sodium azide: 1SO 13485, 600mL x 2 Ho
HbAlc Tén thuong mai: Eluent |<=0.06%; Oxidizing agent: <=3%; Phosphate: <=2%. 9001 ke

80B
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. M sin phim/Chiing N T Tiéuchuin | Quycdch | Donvi |Sb
SIT| Ténbdaghda |4 iTen thwong mai Théng so ky thugt chitlrgng | dénggsi | ftinh |hreng
Ma san pham: 107378
Chung loai: Hemolysis . __ Iy 5 y
Dungdih phaloing. | Washing Selutian Lite | 2208 dich pha loing méa tein phen virin dubng dng.. 1SO 13485, )
67 1 v rira duomg & Tén thuong mai: Quy céch déng gbi: (2L x 3) / Hop. Gom: Sodium azide: 9001 2Lx3 Hop 2
mawva A Cuomg ong S BAODS Mk <=0.02%,; Phosphate: <=0.1%; Surfactant<=0.1%.
Hemolysis Washing
Solution Lite H
Ma san phim: 107345 | Cot sic ki.
Chiing logi: Column  |Quy cach déng géi: | column / Hop. Cét dugc ché tao bing vat 1SO 13485
68 |Cot skc ki Unit 80 liéu SUS (thép khdng gi) va nip xoin hai ddu duoc lam tir 9001 ’ 1 column Hop 1
Tén thuong mai: PEEK (polyether ether ketone). Thanh phan: Hydrophilic
Column Unit 80 polymer of methacrylate esters copolymer
Ma san phim: 101714
Ching loai: Calibrator | Dung dich higu chudn. Quy cich déng goi: (Low: SmLx 1; 1SO 13485 Low: Sml,
69 |Dung dich higu chudn Lite High: SmL x 1; Diluent: 15mL x 1)/ Hop. Gém: Human source o001 | High: SmL, Hop 1
Tén thuong hemoglobin: <=0.6%; Phosphate: <=0.1%; Surfactant<=0.1%. Diluent: 15mL
mai:Calibrator Lite
Thé dinh danh Gram am sir dyng véi méy dinh danh va lam )
Thé dinh danh vi khéng sinh d tw déng dé dinh danh tryc khuin Gram 4m lén 1SO 13485
70 kh"', '“G R 21341/VITEK® 2 GN [men va khong lén men hoictuong | Hép>20thé | Hop 15
uan e ant Thé gdm >47 thir nghiém sinh héa duong
Dat tiéu chudn 1SO 13485 hojc tuong duong
Thé dinh danh Gram duong sir dung véi may dinh danh va lam
The dinh danh vi khing sinh d6 tw dong d& dinh danh céc vi sinh vit Gram ISO 13485
N L "‘G - el 21342/VITEK® 2 GP |duong hoictuong | Hop>20thé | Hop 2
AR ram cuong Thé gdm 243 thir nghiém sinh hoa duong
Pat tidu chudn ISO 13485 hoic tuong duong
SISSOSVINERDZ  brpe tuc i aiin o Grai s g i snchy i danl ol
AST NI Tam kkianig sinh 88 tur dong 1SO 13485
. . A .
g [Ibkningsinh o | HRBNIEROE s g0 ir oo kikeng st cbion loei ols:ndog i i hofc tuong | Hop>20thé | Hop 15
khuan Gram dm AST-N240 VSt s P e
nhau, dugc say khé véi mdi trudng nudi cay vi sinh duong
e o pa Pat tiéu chun ISO 13485 hoic tuong duon,
AST-N415 Lot il g duang
Thé lam khéng sinh d6 Gram duong dung voi may dinh danh
. . 1. va lam khang sinh do ty dong 1SO 13485
73 ’Ik':exkhéng m:h i 22226/\“55?7@ Sl M&i thé chira cac khang sinh chon loc & cac ndng d6 khac hojc tuong | Hop >20 thé Hop 1
MERITMIGUONE nhau, dugc sdy khé voi mdi trudng nudi cAy vi sinh duong
Dat tiéu chudn ISO 13485 hojc tuong duong
Chai cy mau cdu tao bing polycarbonate, chira >30ml méi
3 . 4 ra . X 1y
e | 410851 /BaeT/ALERT |TRMSVAZL6g hat polimehapphy, phathitnvi Knuanhicu | ISO 13485 | o ap .
74 |Chai cay méu hieu khi khi va ki khi tuy tién tir mau va djch vd khuan cua co the, sir ho¥c tuong n Chai 300
FA Plus etia - 100 chai/hgp
dung véi hé thong cay mau cay mau ty djng duong
Dat tiéu chudn ISO 13485 hoic tuong duong
Chai cdly mau cdu tao bing polycarbonate, chira >40ml méi
iy \ . £ . a . 2 : .
. | 410852/BACT/ALERT h"uon'g va _>_?.6g ljal po{llme‘ hap phg, p-hat hién vi kl.'luaix ki kEu 1SO 13485 Chai 30 ml x )
75 |Chai cdy mau ky khi tir mau va dich v8 khuan cua co the, sir dung véi h¢ thong cay hojc tuong i Chai 300
FN Plus P 2 100 chai/hop
méu cay mau ty dong duong
Dat tiéu chudn ISO 13485 hojic twong duong
B nhu¢m Gram dung d€ thyc hign xét nghigém nhudm soi. Bao
gdm 04 dung dich thubc nhudm thanh phdn 12 Crystal Violet
i i>2 =
B250900/MELAB- chaf >250ml, Lugol che_u z-Sle, Decolor (alcohol-acetone) 1SO 13485 . .
. . . |chai >250ml va Safranine chai >250ml. Hop 4 chaix .
76 |Hoa chit nhuom Gram| Color Gram Set (Bo ) Tt rart o e A hoic tuong Hop 4
tilitidn Brard) - Bdo quan: Nhiét d phong thi nghi¢m duon >250 ml
i - Déng gdi: B3 4 chai x >250 ml ¢6 vi bom tién dung 8
Dat tiéu chufn ISO 13485 hoic tuong duong
Hop gdm 5 cartridge/6ng/ tuyp nhya, mdi cartridge gbm >50
ol KKSMAST/Khoanh |khoanh giéy dudmg kinh 6mm dugc in m$t ma nhéan dang thich | 1SO 13485
77 |Khoanhkhéngsinh |, 0 oop cac logi (40 |hop dang cha hofic s va duge tim mot lugng khang sinh chinh | hotictwong | 250 KhoanW/ { o onn | 3.000
cac logi (40 logi) loal) xéo duonig Hop

Dat tigu chudn 1SO 13485 hojc tuang duong
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15.0
pH: 6.8 0.2 tai 25°C

Bio quan: 10-30°C

Pip img tiéu chuin ISO 13485

, ) M4 sin phim/Chiing o i Tituchudn | Quycich | Ponvj |S6
B =
e Teseliing hon logi/Tén thwong mai Thoag:sa Ky thuft chét hrgng dong géi tinh  |lwong
Thanh xac dinh MIC Thanh nhya méng chira khang sinh Vancomycin ndng 6 0,016- 1SO 13485
78 cua Vancomycin 412488/ETEST 256 pg/ml, dong timg thanh riéng ré p—— Hop >30 thanh| M5 2
ndng 46 0,016-256 Vancomycin Qui cach déng géi: >30 thanh/hdp = ONE | ORI oP
pg/ml Pat tiéu chudn ISO 13485 hoiic tuong duong ong
. 0 . . v . A -
Thanh xéc djnh MIC :;7;? nhyra mong chira khang sinh Colistin nong 45 0,016-256 1SO 13485
- s A s . e A - "
79 ::)uglcsf)zhssém ;I(::]g d¢ |537300/ETEST Colistin Quuy cich ddng gbi: 230 thank/ isp hoic; tuong [Hop 230 thanh| Hop 2
, HE Dat tiéu chudn ISO 13485 hofic twong duong ong
o . 0 bt i S S e - SO, (o
Thanh xac dinh MIC 529100/Etest Thanh nhya méng chira khang sinh Fosfomycin ndng d9 0.064 -| 1SO 13485
80 |cua Fosfomycin ndng | Fosfomycin FM 0.064 - |1024 pg/ml, Quy céch dong géi: 230 thanh/ hop ho¥c tuong |Hop 230 thanh| Hop 1
45 0.064 -1024 pg/ml 1024 pg/mL Pat tiéu chudn ISO 13485 hoiic tuong duong duong
< ) . . A A
Thanh xéc dinh MIC |  412259/ETEST ggznh;nﬁrad'g‘:"i;h“;:::’:f;‘"':;’"”"“m nong 49 0.016- | 150 13485
81 |cia Atreonam ndng Aztreonam AT 0.016- Re/m, cong A e g ho3c twong |H{p 230 thanh| Hop 2
450,016-256 pg/ml 256 pg/mL Quy cach dong géi: 30 thanh/ hp o
b K £ Dat tiéu chudn ISO 13485 hoic tuong duong B
Mbi trudmg muyc dich chung phét hién cac phan (mg tan huyét
. L d3c trung khi méi trudng duge bb sung véi méu vo tring khir
= }‘f“?i "“,‘f”'ig‘:“",?: 4 | DM100D/Blood agar |fibrin. Thanh phin bao gdm: Peptone mixture 16.0 g/lit, Yeast ;igc 'i‘;is skt - 5
"B]‘z“ 3 ;s";) 3 base extract 2.0 g/lit, D-Glucose 0.5 g/lit, NaCl 7.0 /I, Agar 12.0 i B || SRR oP
KBleiod g git, pH cudi ciing 7,3 + 0.2. Dat tiéu chudn 1SO 13485 hotc g
tuong duong
Mbi truomg tidu chudn ding dé xét nghiém nhay cam khang
Mai trudng lim DMI170D/Mueller |t Khéng sinh d6. Thanh phén bao gom: Casein hydrolysate | ISO 13485
83 |khang sinh dd Hiriton Asar 17.5g/lit, Beef infusion from 300g 2.0g/lit, Starch 1.5g/lit, Agar | hofictuong | Hgp 2500g Hop 5
Mueller Hinton Agar g 17.0g/it, pH cudi & 25°C: 7.3 +0.1. Dat tiéu chuin ISO 13485 dueng
hogc tuong duong
M&i tnrdmg chon loc M8i trudmg chon loc dé kiém tra vi khudn trong miu bénh
phan biét coliforms phim va thyc phim. Thanh phin bao gdm: Peptone mixture 150 13485
84 va cic chiing khdng | DM143D/MacConkey |19.0g/lit, Lactose 10.0g/lit, Sodium chloride 5.0g/lit, Sodium i tiion Hop 2500 Ho 1
1én men lactose, uc Agar No.3 desoxycholate 1.0g/lit, Crystal violet 0.001g/lit, Neutral red Saom g WP =08 oP
ché c4c vi ciu khufn 0.03g/lit, Agar 15.0g/lit, pH cudi: 7.2 % 0.2. Pat tiéu chudn ISO i
Gram duong. 13485 holic tuong duong
BrillianceTM UTI Agar (trude ddy 14 Chomogenic UTI Agar)
12 mdt méi trudng nudi cdy sinh mau dé dinh danh va phan biét
tht ca cac vi sinh vat chinh gy nhiém triing duong tiét nigu
_ : cMosascmor  [(UTIS
Mai trutmg tao mau TRUGNG BOT ISO 13485
85 |dé nudi cdy miu nuée BRILLIANCE UTI Méi trudmg dang bdt, mau rom hoc tuong Hop 400g Hop 3
tidu AGAR Thanh phin (g/1): Peptone 15.0, Chromogenic mix 26.3 , Agar duong
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loai/Tén thwong mai

Thong s ky thuat

Tiéu chudn
chit lirgng

Quy cdch
déng gbi

Don vj
tinh

S6
lwgng

86

Kit dinh luong viém
gan B (HBV)

Artus HBV QS-RGQ
Kit

4506366

- Muc dich sir dyng: Dinh lugng virus viém gan B (HBV) DNA
in vitro

- Thanh phén:

Hén hop phan tmg; 7 x 360 pl

Miu chimg HBV 1( 1 x 10E5 [U/pl): 200 pl

M2u chimg HBV 2( 1 x 10E4 TU/ul): 200 pl

M4u chimg HBV 3( 1 x 10E3 [U/ul): 200 pl

M3u chimg HBV 4( | x 10E2 IU/ul): 200 pl

Mau chimg HBV 5( 1 x 10E1 [U/ul): 200 pl

Ni kiém: 2 x 1000 pl

Nude PCR: 1000 pl

- Bic tinh ky thuit:

+ D nhay phan tich - plasma: 10.22 IU / ml (p= 0.05)

+ D dic higu - plasma: khong phéan ing chéo véi cic tac nhén
dugc thir nghi¢m

+ Khodng tuyén tinh: 3.16 x 10E1 [U/ml - 2 x 10E7 IU/ml

+ D) chinh xéc (SD): 1.29% (CT) hotic 8.99% (ndng d9) va
1.87% (CT) dé phat hién chimg ni

+D0 bén: >=99%

ISO 13485

72 test/bd

87

Kit tach triét
DNA/RNA bién ty
déng

(QIAamp DSP Vius
Spin Kit hoic tuong
duong)

61704

- Muc dich sir dung: Dé& tach chiét va tinh sach axit nucleic cia
virus tir cdc mau vit sinh hoe

- Thanh phin:

Cot ly tam: 50 chiéc

Ong ly giai (2 ml): 50 chiéc
Ong rira giai (1.5 ml): 50 chiéc
Ong rira (2 ml): 5 x 50 chiéc
Dém ly gii: 33 ml

Pémrial: 19 ml

Pémrira2: 13 ml

Pém rira giai: 4 x 2 ml

Dung djch Protease: 4,4 ml
Carrier RNA: 310 pg
Protease: | ng

ISO 13485

50 Test/hp

88

B9 kit real-time PCR
phét hign dong thoi
lao va lao khdng dién
hinh

TB7202X/ Anyplex
MTB/NTMe Real-time
Detection

- B kit real-time PCR phat hién Lao va Lao khong dién hinh:
MTB, Mycobacteria

- Loai mau bénh phim: Dom, Mbi trudng nudi cdy, Dich rira
phé quan, Mb tuai

ISO 13485
hofc tuong
duong

100 test/hop

Test

100

89

Test thir chan doan
HIV (Bioline™ HIV
1/23.0)

03FK11/ Bioline™ HIV
123.0

Phit hién va phan biét khang thé khang HIV-1 va HIV-2, Loai
m3u sir dung: Huyét thanh, Huyét tuong,M4u ton phin

ISO 13485
ho#ic tuong
duong

100 thanh
thir/ hop

Test

4.100

90

Khay thit/Que thir xét
nghiém dinh tinh
khéng nguyén HBsAg

VMD10/ HBsAg Rapid
Test Kit

D% nhay: Téng 99.69%

D6 diic hiéu: Tdng 99.38%

Yéu t6 gy nhidu: Tdng 98.46%

Xét nghiém mi&n dich ting cudmg keo vang dé xac dinh khang
nguyén bé mit HBV (HBsAg) trong méu toan phan, huyét
tuong hojic huyét thanh ciia ngudi. Khang thé khang HBsAg
dugc b dinh trong viing thir nghig¢m trén mang nitrocellulose.
Mau thir phin {mg véi chét lién hop c6 mau (lién hop vang
khéng thé anti-HBsAg);

Thanh phin: 25 xét nghiém/hdp (Khay, Que)

Thiét bi kiém tra: 25 khay/que (1 khay/que /tdi x 25 tii)

Chit pha logng miu: | chai

1SO 13485
hodc tuong
duong

25 test/ h¢p

Test
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Ma sin phim/Chiing S— Tiéuchuin | Quycich | Donvj |[Sé
wEE Ten:Ning how loai/Tén thwong mai Thang s6 ky thugt chit lwgng déng géi tinh  |lwong
D nhay: Tdng 99,26%
Do dic higu: Téng 99,08%
Kha niing gy nhiéu: 99,22%
Khéng nguyén HCV téi td hop (chira 13i, NS3, NS4 va NS5)
. e dugc ¢6 dinh trong ving thir nghiém trén mang nitrocellulose.
Khay thir xét nghiém | 1553/ Anti-HCV  |Khiing nguyén HCV i té hop (chira 18i, NS3, NS4 va Nss) | 150 13485 .
91 |dinh tinh virus viém ; . 1 R N , R 2 hoic tuong 25 test/ hop Test 4.000
c Rapid Test Kit dugc ket hop voi }(co vang nhung trong mieng lién hgp phan duong
e mg véi khang thé HCV c6 trong m&u mau, huyét tuong hoic
huyét thanh tao thanh phirc hop lién hop/khang nguyén-khang
thé HCV.
Dong g6i: 25 khay/hjp
Thiét bj kiém tra: 25 khay xét nghiém (1 xét nghiém/tai x 25
tai)
Xét nghigm phét hign dinh tinh treponema pallidum, khang thé
trong huyét thanh/huyét tuong/méu toan phdn ciia ngudi. Xét
nghiém mi&n dich ting cudmg keo vang & xac dinh khang thé
TP (bao gbm IgM, IgG va IgA) trong mau toan phin, huyét
twong holc huyét thanh ciia ngudi. Khang nguyén TP tai td hop
5 (chira tpl15, tpl7, tpdS va tp47) dugc cb dinh trong viing thir
% th)é/Q?; t:l:,x:t VMDO04/Anti-Syphilis |nghiém trén mang nitrocellulose. Khéng nguyén TP téi td hop ;igcltizgs 25 test/ ho Test 50
:'g'" man "l’.'d Rapid TestKit  |(chira tp15, tp17, tpd5 va tpd7) duge két hop véi keo ving e 8 op :
TEponEIA;pRKIGHEY nhiing trong miéng lién hgp phn émg vdi khéng thé TP. 8
Thanh phan cia chit pha loang miu: KH2PO4 0.0082 g/mL.
K2HPO4 0.1344 g/mL. BSA 1%. Proclin300 0.1%
DJ§ nhay 99,13%
D9 dic higu 99,17%
Kha ning gy nhicu 98,84%
Dj nhay tdng: 94,85% dén 99,27%
D9 diic hidu tdng: 96,91% dén 99,89%
D¢ chinh xdc tong; 96,85% dén 99,38%
Khay thir xét nghig¢m Gidi han phat hign thip nhit 10,0 ng/mL. ISO 13485
dinh tinh khéng VMD66/ RSV Rapid | Thanh phén: 25 xét nghiém/hp "
= nguyén nucleocapsid Test Kit Thiét bj kiém tra: 25 xét nghiém (1 khay/tdi x 25 tai) hoif;:;“g . e o
vi rat RSV Dung dich dé'm: 25 chai str dung mét 1an, mdi chai cé dung
dich d¢m chiét 500 pL
Gac ldy miu bénh phdm: 25 miéng gac ldy mAu bénh phim vé
triing, str dung mjt lan
! . |-Khang thé EV71 (EV71 antibody): 20 pg/ml;
Tt le'C} Dxagl?osnc - Khéng nguyén EV71 (EV71 antigen): 0.175 mg/ml;
Kit thir nhan phat Kit for IgM Antibody to | Khéng thé khéng chudi -IgM ngudi (Anti-human IgM p- ISO 13485
94 |hign khang thé IgM Human Enterovirus71 chain antibody): ]g 5 rig n}:l ho¥ic twong | 25 test/ hop Test 100
khing Emerovitus. ] (Immunocll:‘roma)tographl - Khang thé da dong khéng IgG chut (Anti-mouse polyclonal -
cashay, antibody): 2.0 mg/ml.
Dinh tinh phét hi¢n
o s “‘:e"g D}TPOI%B}?(S?O/ - Viing céng hop: Khing thé don déng khang HBe (0.16 pg); | 1SO 13485
95 :°"§t }::y . ‘h";‘ - Hc?ft?g:‘g a ;m‘:;en - Vach két qua: Khang thé don dong khang HBe (0.2 pg); hodctuong | SOque/hdp | Test 50
HyeSIImg 0% -V img: Khéng thé da déng dé khang chudt (0.88 ig). d
méu todn phin cia (Colloidal Gold) goh ehimg: Khang te da slong &6 Kiikng chudt (0.56 ug) pong
ngudi
Chirc nang: 13 dung dich ly giai pha v&y hong cdu, khong chira
Dung dich ly giai, phé cyanide lytic, dung dé dém va dinh c@ té bao cla may phan tich Sl 855K
ung djch ly giai, pha ; 1 hodic t Slit Thi 6
% | o hdngclu SwehbAlfalyse |, 1wt o, Béng g6i 05 lit. Coma vach tuomg thich trén binh °f]fm‘;‘;"g ! tng
* Thanh phan: Mudi bac 4 <1.0%; Mu6i < 1.5%
Chirc niing: la dung djch pha lodng mdu ding cho viéc dém va
dinh cd té bio ciia médy phan tich huyét hoc. Pong goi 20 lit, c6 1SO 13485
" h én binh "
97 {Dungdich pha loang Swelab AlfaDiluent fln':aﬁxcpl:::nf ;;LC‘; :z%:ldinh N ho? tuong 20 Lit Thiing 6
+ Thude chéng vi triing <0.1% el
+ Dung dich dém <0.3%
3 . A R}
Cl:““ thir °',“f; ding Chtrc nang : 1a mau chuan dé higu chudn 3 mirc ( trung binh, 1SO 13485
98 : K phai sici frayek Boule Con-Diff  |thdp,cao) cho céc thdng sé do ding cho may phan tich huyét hoic tuong 3x4.5ml B 1
e hoc. Ddng gobi 3x 4,5 ml/bo duong

Page1l




" Mi sin phim/Chiing Lt Tiéu chudn | Quycich | Ponvj |Sb
L Ftu hinp Rin logi/Tén thwong mai Thbuga0 Ly thegt chit lrgng déng géi tinh  |lrgng
Héa chit xét nghiém Thromboplastin ddng khd dugc chiét xudt tir ndo tho. ISI~ 1.0. | 1SO 13485
99 m‘fa AEAELRERY 01163 dung dich hoa tan c6 chira canxi, hexahydrat niken sunfatnéng | hofictwong |Hép/6x5ml| Hop 20
d6 <0,1%, natri azide ndng do < 1 g/l; duong
Hda chat xét nghi¢m
thoi gian i e s T . 1SO 13485
100 | Thromboplastin hoat 00847 ELL CEplin g K chics M R AO NG hojc tuong |Hop6lox 5ml| Hop 6
y Y R2: kaolin 5 mg/ml, sodium azide
hoa timg phan duong
(APTT)
Dung dich nra may 1SO 13485 Thitng 6 ca
101 |ding cho may xét 00973 Thanh phin gdm nudc, chit chéng nim ho ether glycol hoiic tuong 25300mln X1 Thing 6
nghi¢m-dong mau duong
Dung dich ¢ chira ndng 5 protein thip va IgM don dong cia 150 13488
Thudc thir xét nghiém ngudi va IgG khang D. Thubc thir nay s& tryc tiép ngung két
12 | ginh héim méu D BGROE cAe té bao Rh D duong tinh, bao gm phn 16n cac bién thé h°:°u:;°“3 Lo 06 Lo A0
(nhung khong phai DVI) va ty 18 D yéu (Du) cao. 8
Dong té bao Anti A BRMA-1 s& phat hién khang nguyén A.
Anti A c6 mau xanh lam
. ’s . z ra z a
Thube thir xél nghiém Monoclonal Antf A DOn.g te bao .Am! B LB-2 s& phat hi¢n khang nguyén B. ISO 13485 B33 lox X
103 dinh nhém mau ABO Monoclonal Anti B |Anti B ¢6 mau vang hoic tuong 10ml Bo 110
S Monoclonal Anti AB |Dong té bao Anti AB ES-4 / ES-15 s& phét hi¢n khing nguyén |  dwong

A, Ax hoic B.
Anti AB khdng c6 mau

Page 12




	Page 1
	Page 2
	Page 3
	Page 4
	Page 5
	Page 6
	Page 7
	Page 8
	Page 9
	Page 10
	Page 11
	Page 12
	Page 13

