sG Y TE QUANG NINH CONG HOA XA HQI CHU NGHIA VIET NAM
BENH VIEN SAN NHI Péc lap — Tw do — Hanh phic

S6: ,Q‘/// /BVSN-KD Qudng Ninh, ngay 21 thdng 02 ndam 2022
V/v mdi chao gia hoa chit cho may xét
nghiém khi méu, may xét nghiém sinh
hoa, may xét nghiém nuéce tidu, may
tach chiét

Kinh giri: - S& Y t& Quéang Ninh

- Céc don vi quan tdm

Ciin ot Vin ban sb 5888/BYT-TB-CT ngay 29/10/2020 cia Bo Y té v& viec
huéng din trién khai d4u thiu trang thiét bi y t& theo Thong tu 14/2020/TT-BYT;

Can cu Quyet dinh s6 47/QD-BVSN ngay 12/01/2022 cuia Bénh vién San
Nhi Quéang Ninh vé viéc ban hanh quy trinh thyc hién mua sim trang thiét bi y té,
vat tu, hoa chét, y dung cu phyc vu hoat dong thudng xuyén cua Bénh vién San
Nhi Quang Ninh;

Bénh vién San Nhi Quang Ninh co nhu cAu mua sim hoa chét cho may xét
nghiém khi mau, may xét nghiém sinh héa, may xét nghiém nudc tiéu, may tach
chiét (Chi tiét theo phu luc 1 dinh kém).

Kinh moi cic don vi quan tdm, c6 kha nang cung cap hoa chét néu trén bo
gia va cung chp thong tin theo mau tai phu luc 2.

Thoi gian nhan béo gid: Ti ngay 21/02/2022 dén truée 16 gio 00 ngay
28/02/2022.

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

Dién thoai lién hé: 02033.696568 hoac 0915.694.888

Bénh vién xin trén trong thong bao./.

Noi nhin: KT GIAM POC /
- Nt (Phé duygy); PHOGIAM POC
- Lwu: VI,KHTH.
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S6 lwgng

Héa chit xét nghiém sﬁ' dl_mg cho may xét nghiém sinh héa C311/C501/C502

Héa chét xét nghiém Albumin

R1 Dém Citrate: 95 mmol/L, pH 4.1; chét bao quéan; chat én dinh

R2 Bém Cltrate 95 mmol/L, PpH4.1; xanh bromcresol: 0.66 mmol/L; chit
bao quan; chét én dinh.

Tiéu chuén ISO 13485.

28

Hoéa chét dinh luong
phosphatase kiém (ALP)

R1 2-amino-2-methyl-1-propanol: 1.724 mol/L, pH 10.44 (30 °C),
magnesium acetate: 3.83 mmol/L; k&m sulfate: 0.766 mmol/L;

N-(2-hydroxyethyl)-ethylenediamine triacetic acid: 3.83 mmol/L

R2 p-nitrophenyl phosphate: 132.8 mmol/L, pH 8.50 (25 °C); chét bao
quan.
Tiéu chuén ISO 13485,

15

Hoéa chét xét nghiém ALTL

R1 Bém TRIS: 224 mmol/L, pH 7.3 (37 °C); L-alanine: 1120 mmol/L;
albumin (bd): 0.25 %; LDH (vi sinh): > 45 pkat/L; chat 6n dinh; chét bao
quan

R2 2-Oxoglutarate: 94 mmol/L; NADH: > 1.7 mmol/L; chét phu gia; chét
bao quan. Tiéu chuén ISO 13485.

110

Hoéa chét xét nghiém Amylase

R1 HEPES: 52.4 miol/L; natri chloride: 87 mmol/L; calcium chloride:
0.08 mmol/L; magnesium chloride: 12.6 mmol/L; o.-glucosidase (vi
khuén): > 66.8 pkat/L; pH 7.0 (37 °C); chit bao quan; chit én dinh

R2 HEPES: 52.4 mmol/L; ethylidene-G7-PNP: 22 mmol/L; pH 7.0
(37 °C); chét bao quan; chat én dinh

Tiéu chuin ISO 13485.

Hoa chit xét nghiém ASLO

R1 Bém TRIS: 170 mmol/L, pH 8.2

R2 Bém borate: 10 mmol/L, pH 8.2; hat Jatex phu streptolysin O:
2mL/L.

Tiéu chuén ISO 13485.

Hoéa chét xét nghiém AST

R1 Bém TRIS: 264 mmol/L, pH 7.8 (37 °C); L-aspartate: 792 mmol/L;
MDH (vi sinh): > 24 pkat/L; L.LDH (vi sinh): > 48 pkat/L; albumin (bo):
0.25 %; chét bao quan _

R2 NADH: > 1.7 mmol/L; 2-cxoglutarate: 94 mmol/L; chét bao quan.
Tiéu chudn ISO 13485.

110

Hoéat chit xét nghiém Bilirubin
trye tiép

R1 Phosphoric acid: 85 mmol/L; HEDTA: 4.0 mmol/L; NaCl: 50 mmol/L;

chét tiy; pH 1.9
R2 3,5-Dichlorophenyl diazonium: 1.5 mmol/L; pH 1.3
Tiéu chudn ISO 13485.

Hoa chit xét nghiém Bilirubin
toan phan

[R1 Phosphate: 25 mmol/L; chit tdy; chét én dinh, pH 1.0

R2 Muéi 3,5-dichlorophenyl diazonium: > 1.35 mmol/L.
Tiéu chudn ISO 13485, .

35




,/f‘/ ENH VIE

~IRIECAPSO:a 557 mmol/L; NM-BAPTA: 2 mmol/L; pH 10.0; chét hoat

e x‘t‘g be mit khong phan (ing; chét bao quan
9 |Héa chit xét nghig m Calqmm MHR2 E TA 7.5 mmol/L; pH 7.3; chét hoat dong b& mit khéng phan tng, Hop 35
TiNH [ché b:io quan.
J'Nr;-s NIfTigu ¢hudn 1SO 13485,
—{R¥Dém PIPES: 225 mmol/L, pH 6.8; Mg2+: 10 mmol/L; natri cholate:
=10.6 mmol/L; 4-aminophenazone: > 0.45 mmol/L; phenol: > 12.6 mmol/L;
fatty alcohol polyglycol ether: 3 %; cholesterol esterase (Pseudomonas
10 Héa chét xét nghiém cholesterol [spec.): > 25 pkat/L Hop 8
(= 1.5 U/mL); cholesterol oxidase (E. coli): > 7.5 pkat/L (> 0.45 U/mL); ;
peroxidase (ct cai): > 12.5 pkat/L (> 0.75 U/mL); chat én dinh; chét bao
quan
Tiéu chuin ISO 13485.
R1 Bém Imidazole: 123 mmol/L, pH 6.5 (37 °C); EDTA: 2.46 mmol/L;
Mg2+: 12.3 mmol/L; ADP: 2.46 mmol/L; AMP: 6.14 mmol/L;
diadenosine pentaphosphate: 19 pmol/L; NADP+ (ndm men): 2.46
Héa chit xét nghiém oreatin mmol/L; N-acetylcysteine: 24.6 mrr}ol/L; HK (ném’ mpn): > 36.7,pkat/L;
11 Kinase (CK) j G6PDH (E. coli): > 23.4 pkat/L; chat bao quan; chat 6n dinh; chat phu gia.| Hop 2
R2 Bém CAPSO*: 20 mmol/L, pH 8.8 (37 °C); glucose: 120 mmol/L;
EDTA 2.46 mmol/L; creatine phosphate 184 mmol/L; chét bao quan;
chit n dinh.
Tiéu chuin ISO 13485,
R1 Bém Imidazole: 123 mmol/L, pH 6.5 (37 °C); EDTA: 2.46 mmol/L;
Mg2+: 12.3 mmol/L; ADP: 2.46 mmol/L; AMP: 6.14 mmol/L;
diadenosine pentaphosphate: 19 pmol/L; NADP (ndm men): 2.46 mmol/L;
N-acetylcysteine: 24.6 mmol/L; HK (nim men): > 36.7 pkat/L; G6P-DH
(E. coli): > 23.4 pkat/L; chdt bao quan; chét 8n dinh; chit phu gia.
12 |Héa chét xét nghiém CKMB R2 Dém CAPSO*: 20 mmol/L, pH 8.8 (37 °C); glucose: 120 mmol/L; Hop 2
EDTA: 2.46 mmol/L; creatine phosphate: 184 mmol/L; 4 khang thé don
dong khéng CK-M (chudt), kha ning (rc ché: > 99.6 % tdi da dén 66.8
pkat/L (4000 U/L) (37 °C) tidu don vi CK-M; chit bao quan; chat én dinh;
chét phuy gia.
Tiéu chuén ISO 13485.
Thanh phan phan tng:
Huyét thanh ngudi véi phu gia héa hoc va nguyén ligu c6 ngudn gbc sinh
hoc nhu d chi dinh. Ngudn gbc céc chit sinh hoc thém vao nhu sau:
13 [Hoa chét kiém tra chét luong xét |Chét phan tich Ngubn gde Hop 3
nghiém (RF) RF nguoi
Thanh phén khéng phéan ung
Dém HEPES, albumin huyét thanh bo, natrl chloride, chét bao quan
Tiéu chudn 1SO 13485
Fida o xéonghisi dih lisng R1 Bém TRISa), V6i album;in h}lyét thanh bé;Achét bao ciuén '
14 |crp R2 Hat late>5 phu khéng thé khz:ng CRP (chudt) trong dém glycine; Hop 120
globulin mién dich (chudt); chat bao quan ’
Tiéu chuin ISO 1348s5.
R1 TRIS: 492 mmol/L, pH 8.25; glycylglycine: 492 mmol/L; chét bao
quén; chét phy gia ;
15 |Hoa chét xét nghiém GGT R2 L-y-glutamyl-3-carboxy-4-nitroanilide: 22.5 mmol/L; acetate: 10 Hop 2

mmol/L, pH 4.5; chit on dinh; chét bao quan

Tiéu chudn ISO 13485.
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" |[R2 Xanh xylidyl: 0.28 mmol/L; chét tdy; chét bao quan

Tiéu chudn ISO 13485.

16  |Hoa chét xét nghiém/ Gcom ] Hop 50
‘ TN
\ \fmﬁ‘\HC
B N Z & S 2
=RF Thuoc thir khéng thé
bém MES: 0.025 mol/L; dém TRIS: 0.015 mol/L, pH 6 2; khang thé
HbA I¢ (huyét thanh ciru): > 0.5 mg/mL; chit tiy; chét dn dinh; chit bao
Héa chat xét nghiém HBAIC  [quan "
VT R3 Thudc thir polyhapten Hop 18
Bém MES: 0.025 mol/L; d&ém TRIS: 0.015 mol/L, pH 6.2; HbAlc
polyhapten > 8 pg/mL; chit tAy; chit dn dinh; chat bao quan.
Tiéu chuén ISO 13485,
Héa chét ly giai h Arigrchu frong Hdn hop dém nuée, pH 7.25; _ TTAB 36 g/L; dém phosphate: 80 mmol/L; .
18 xét nghiém HBA1C chét 6n dinh; chit bao quén Hop 4
Bis Tiéu chuin ISO 13485,
R1 Bém TAPSOb): 62.1 mmol/L, pH 7.77; polyanion: 1.25 g/L; EMSE:
1.08 mmol/L; ascorbate oxidase (dua chut): > 50 pkat/L; peroxidase (ct
cai): > 166.7 pkat/L; chét ty; BSA: 2.0 g/L; chét bao quan
R2 Bém Bis-Trisc): 20.1 mmol/L, pH 6.70; cholesterol esterase (vi sinh):
19 |Hoa chét dinh lugng HDL -C  |> 7.5 pkat/L; cholesterol oxidase (E. coli t4i t5 hop): > 7.17 pkat/L; Hop 6
cholesterol oxidase (vi sinh): > 76.7 pkat/L; peroxidase (cu cai): > 333
pkat/L; 4-amino-antipyrine: 1.48 mmol/L; BSA: 3.0 g/L; chit tdy; chat
bao quan
Tiéu chuén ISO 13485,
R1 Hydrogen donor: 1.75 mmol/L; ascorbate oxidase (dua chudt): 501
. I __|ukat/L; dém; chat bao quan
20 gﬁ:cc,}[l;[ Qinl Iegng meh lastats R2 4- Ammoantxpyrme. 5 mmol/L; lactate oxidase (vi khuan): 251 pkat/L; Hop 7
peroxidase (cu cai): 401 pkat/L; dém; chit bao quan. Tiéu chudn ISO
13485.
R1 N-methylglucamine: 400 mmol/L, pH 9.4 (37 °C); lithium lactate: 62
21 Hoa chét xét nghiém mmol/L; chét én dinh; chit bao quan H6 4
lactacderhydrogenlase (LDHI)  |R2 NAD: 62 mmol/L; chét dn dinh; chét bdo quan P
Tiéu chuin ISO 13485,
R1 Dém bis-trisb): 20.1 mmol/L, pH 7.0; 4-aminoantipyrine: 0.98
mmol/L; ascorbate oxidase (AOD, Acremonium spec.): > 66.7 pkat/L;
peroxidase (t4i td hop tir Basidiomycetes): > 166.7 pkat/L; BSA: 4.0 g/L;
chit bao quan
i £ 4 R2 Bém MOPSc): 20.1 mmol/L, pH 7.0; EMSE: 2.16 mmol/L; cholesterol 5
2 || Foahs ik luorey RLsG esterase (chung Pseudomonas): > 33.3 pkat/L; cholesterol oxidase (tai td Hep 8
hop tir E. coli): > 31.7 pkat/L; peroxidase (tai t& hop tir Basidiomycetes): >
333.3 pkat/L;
BSA: 4.0 g/L; chét tay; chét bao quan
Tiéu chudn ISO 13485.
R1 Dém TRISa /6-aminocaproic acid: 500 mmol/L, pH 11.25; EGTA: 129
23 |Héa chét xét nghiém magie Bl elifthas guan Hop 22
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chﬁAN ~qh‘1en of\ da: 0.9 mL Thé tich tdn du cta chai t8i thidu: 2.4 mL Thé tich st

‘, m»
3 Vﬂl tri C/ (chal nho): Thé tich 1am dy t6i da: 18.3 mL Thé tich tdn du bién
thx\en 161 da: 0.9 mL Thé tich tdn du cta chai t5i thiéu: 2.4 mL Thé tich sir

Hop tréng dé dung hp%

Vi tri A (chai 16n): Thé tich 1am ddy ti da: 25.65 mL Thé tich tdn du bién

a:ﬁh@ﬂ ti da: 1.8 mL Thé tich tdn du ctia chai tdi thiéu: 3.85 mL Thé tich st

:/'”ﬁ TINgy

\% 0i da: 20.0 mL
Vi tifiBy(chai nho): Thé tich 1am ddy t8i da: 18.3 mL Thé tich tdn du bién

dung Ol}d'l 15.0 mL

dang t6i da: 15.0 mL

| Tiéu chuin ISO 13485.

cai

10

Héa chét xét nghiém Amoniac

R1 Dém BICINEa): 300 mmol/L, pH 8.3; GLDH (vi khuén): > 16.7
pkat/L; chat tdy; chit bao quan

R3 GLDH (vi khuén): > 5.0 pkat/L; 2-oxoglutarate: 78 mmol/L; NADPH:
> 1.3 mmol/L; chét én dinh; dém khong phan tng

Tiéu chuin ISO 13485.

26

Hoéa chit xét nghiém Phospho

R1 Acid sulfuric: 0.36 mol/L; chét tiy

R2 Ammonium molybdate: 3.5 mmol/L; acid sulfuric: 0.36 mol/L; natri
chloride: 150 mmol/L

Tiéu chuén ISO 13485.

15

Hoéa chit xét nghiém protein
toan phan

R1 Natri hydroxide: 400 mmol/L; kali natri tartrate: 89 mmol/L

R2 Natri hydroxide: 400 mmol/L; kali natri tartrate: 89 mmol/L; kali
iodide: 61 mmol/L; dong sulfate: 24.3 mmol/L

Tiéu chuan ISO 13485.

25

28

Hoéa chét xét nghiém RF

R1 Bém glycine: 170 mmol/L, pH 8.0; polyethylene glycol: 0.05 %;
albumin huyét thanh bod; chit n dinh; chét bao quéan

R2 Vi hat latex phit IgG ngudi; dém glycine: 170 mmol/L, pH 7.3; chét én
dinh; chét bao quan.

Tiéu chudn ISO 13485.

29

Héa chét xét nghiém sit huyét
thanh

Hoéa chit xét nghiém sit trong huyét thanh va huyét trong ngudi trén cac
hé théng Roche/Hitachi cobas c.Tiéu chuén ISO 13485.

60

30

|Hoa chat xét nghiém Protein

nuée tiéu

R1 Acid citric: 200 mmol/L; thiourea: 115 mmol/L; chét tdy
R3 Natri ascorbate: 150 mmol/L; FerroZine: 6 mmol/L; chét bao quéan
Tiéu chuén ISO 13485.

31

Hoa chét xét nghiém Triglycerid

R1 Dém PIPES: 50 mmol/L, pH 6.8; Mg2+: 40 mmol/L; natri cholate:
0.20 mmol/L; ATP: > [.4 mmol/L; 4-aminophenazone: > 0.13 mmol/L;
4-chlorophenol: 4.7 mmol/L; lipoprotein lipase (chiing Pseudomonas): >
83 pkat/L; glycerol kinase (Bacillus stearothermophilus): > 3 pkat/L;
glycerol phosphate oxidase (E. coli): > 41 pkat/L; peroxidase (cu cai): >
1.6 pkat/L; chit

bao quan, chét én dinh

Tiéu chuin ISO 13485.

Hoéa chét xét nghiém Urea

R1 NaCl 9 %

R2 Bém TRIS: 220 mmol/L, pII 8.6; 2-oxoglutarate: 73 mmol/L; NADH:
2.5 mmol/L; ADP: 6.5 mmol/L; urease (d4u):

> 300 pkat/L; GLDH (gan bd): > 80 pkat/L; chét bao quan; chét én dinh
khéng phan ting

Tiéu chuin ISO 13485.

90
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..o, JRLDém phosphate: 0.05 mol/L, pH 7.8; TOOS: 7 mmol/L; fatty alcohol
pblygiycol ether: 4.8 %; ascorbate oxidase (EC 1.10.3.3; bi dai) > 83.5

°C); chét én dinh; chét bao quan
osphate: 0.1 mol/L, pH 7.8; kali hexacyanoferrate (II): 0.3
aminophenazone >3 mmol/L; uricase

pe,;b/@)/ée (POD) (EC 1.11.1.7; cti cai) > 50 pkat/L (25 °C); chét bn dinh;
chatBao quan

" [Tiéu chudn ISO 13485.

12

Dung dich pha loang dién giai

Dbém HEPES: 10 mmol/L
Triethanolamine: 7 mmol/L
Tiéu chuin ISO 13485.

12

35

Dung dich pha lo@ing dién giai
dung cho mdy C502

Dbém HEPES: 10 mmol/L
Triethanolamine: 7 mmol/L
Chét bao quan.

Tiéu chuén ISO 13485,

36

Dung dich tham chiéu dién giai

1 mol/L kali chloride
Tiéu chudn ISO 13485.

10

37

Dung dich tham chiéu dién giai
dung cho may C502

1 mol/L kali chloride.
Tiéu chudn [SO 13485.

20

38

Hoéa chit chudn cua dién giai

bém HEPES: 10 mmol/L
Triethanolamine: 7 mmol/L
Natri chloride: 3.06 mmol/L
Nairi acetate: 1.45 mmol/L
Kali chloride: 0.16 mmol/L
Chét bao quan

Tiéu chuén ISO 13485.

20

39

Hoéa chét chuan cua dién giai
dung cho may C502

DPém HEPES: 10 mmol/L
Triethanolamine: 7 mmol/L
Natri chloride: 3.06 mmol/L
Natri acetate: 1.45 mmel/L
Kali chloride: 0.16 mmol/L
Chét bao quan.

Tiéu chuén ISO 13485.

22

40

Chét chudn cac xét nghiém sinh
héa

Huyét thanh naudi véi phu gia hda hoc va nguyén liéu c6 ngudn gbe
sinh hoc nhw di chi dinh.

Ngudn gdc céc chit sinh hoc thém vao nhu sau:
Chét phan tich Ngudn gdc

ALT (GPT) tim heo

AST (GOT) ngudi, tai td hop

Acid phosphatase  tuyén tién ligt ngudi/khoai tay
Albumin huyét twong bd

Aldolase ~ co tho

Alkaline phosphatase nhau thai ngudi (tai tb hop)
Amylase, toin phan  tuy heo

Amylase, tuy tuy heo

Cholesterol : huayét tuong bd
Cholinesterase huyét thanh ngudi

Creatine kinase co tho

y-GT ngudi, 14i 14 hop

GLDH vi khudn, tai t& hop

LD (LDHj tim heo

Lipase tuy ngudi (tai td hop)
Triglyceride nodn trimg ga

Thanh phén khéng phan tmg: Chét 3n dinh

Tiéu chudn ISO 13485.

'
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SAN .

Chét chudn xét nghlém [
QUANG

ckmBNcK -

200 céc chét sinh hoc them véo nhu sau:
ian tich Ngudn gbc

j nguoi

ngudi, tai t& hop

%f
Thani phan khong phan ing;

“={chét 8n dinh

Tiéu chudn [SO 13485.

Chét chudn xét nghiém HBA1C

Mau ciru ly huyét véi phu gia héa hoc va nguyén liéu c6 ngudn géc sinh
hoc nhu da chi dinh. Ngudn gbc c4c chét sinh hoc thém vao nhu sau:
Chét phan tich Ngudn gbc

Hemoglobin Madu ctru

HbAlc Méu nguoi

Thanh phan khéng phan tng:

Chét bao quan va chit én dinh.

Tiéu chudn SO 13485.

43

Chét chuan cho b lipid

Huyét thanh ngudi véi phu gia héa hoc
Thanh phan khéng phéan tng:

Chét bao quan va chit n dinh

Tiéu chuén ISO 13485.

44

Chét chuin cua xét nghiém
ASLO

Huyét thanh ngudi v6i phy gia héa hoc va nguyén liéu ¢6 ngudn gdc sinh
hoc nhur d chi dinh. Ngudn gbc cac chét sinh hoc thém vao nhu sau:
Chét phan tich Ngudn gbc

ASLO ctru

Thanh phin khéng phan img:

Chit bao quan va chit én dinh.

Tiéu chudn ISO 13485,

45

Chét chuin dung cho bg protein

Huyét thanh ngudi véi phu gia héa hoc va nguyén liéu cé ngudn goc sinh
hoc nhu d3 chi dinh.

Ngudn gdc cac chit sinh hoc thém vao nhu sau:

Chét phan tich Ngudn gbc

Ferritin nguoi

CRP ngudi

ASLO clru

Thanh phan khéng phan tng:

Chét bao quan va chét én dinh.

Tiéu chuan ISO 13485. 2109

| Chét chuén xét nghiém protein

nudc tiéu

DPém HEPES: 20 mmol/L, pH 7.5, va chit phu gia h6a hoc va nguyén lidu

¢6 ngudn gbc sinh hoc nhur d chi dinh.

Ngudn gbc cac chit sinh hoc thém vao nhur sau:

Chét phan tich Ngudn géc

Albumin huyét thanh ngudi
al-Microglobulin nuéc tiéu ngudi
Immunoglobulin G huyét thanh ngudi

Protein toan phin huyét thanh ngudi/huyét thanh ciru
Thanh phan khéng phan tng:

Chét bao quan va chit én dinh

Tiéu chuin 1SO 13485.

47

Chét chuén xét nghiém NH3,
ethanol

Thanh phan phan img;

Dung dich dém nudc chira aimmonia, ethanol va natri bicarbonate
Thanh phan khong phan {mg:

Chét bao quan.

Tiéu chuin ISO 13485.




1:'L”11h41nh phan phan tng:

huyet thanh nguoi

Fhﬁ?}l ﬂh“n khéng phan ting:

48 |Hoéa chét chudn xét ng/?’iém‘[igﬁ N Hop 1
SAN Bén HE RS, albumin huyét thanh bo, natri chloride, chit bao quan.
(‘\ TilFiéu,ch 5’7,130 13485.
W\ ~egl,.
Y «&‘i”” g m.w &)
Hoéa chét chuén mirc cao m&\ ~\Fhank phin phan ting -
49 S a 2 Hop 2
dién giai =160 mmol/L Na+, 7 mmol/L K+, 120 mmol/L Cl Tiéu chuan ISO 13485.
X T S Thanh phan phan img:
50 ;‘22 C}l‘;t chuan muc hap 98 |56 ntol/L, Na, 3 mmol/L. Ko, 80 mmeliL Gl Hop 2
8 Tiéu chuén ISO 13485.
R1 Kali hydroxide: 900 mmol/L; phosphate: 135 mmol/L; pH > 13.5; chit
s |Hoa chdt xét nghiém creatinin  |bao quan; chét én dinh i o
loai 16n R3 (STAT R2) Acid picric: 38 mmol/L; pH 6.5; dém khong phén tng P
Tiéu chudn ISO 13485.
Chét kiém tra chét lugng xét Thanh phan c6 hoat tinh trong mAu ching 16ng:
52 |nghiém HBA1C mirc binh Méu ngudi ly huyét. Hop 1
thuong Tiéu chudn ISO 13485
53 Chét chuén kiém tra chét lugng [Thanh phin c6 hoat tinh trong mAu ching long: s |
xét nghiém HBA 1C mirc bénh ly|Mau ngudi ly huyét, HbA ¢ glycosyl héa in vitro. Tiéu chudn 1SO 13485 °P
Thanh phan phan img:
|Chét kiém tra chit lugng xét Dung djch d¢m nuéc chira ammonia, ethanol va natri bicarbonate
54 |nghiém NH3, Ethanol mirc b4t [Thanh phan khong phéan img; Hop 1
thudng Chit bao quan
Tiéu chuin ISO 13485
Thanh phdn phan img:
Chét kiém tra chat lugng xét Dung dich dém nudc chira ammonia, ethanol va natri bicarbonate
55 |nghiém NH3, Ethanol mirc binh |Thanh phan khong phén tmg: Hop 1

thuong

Chét bao quan.
Tiéu chudn ISO 13485
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Th'mh phan phan ting trong chat dong kho:

nh ngudi véi phy gia héa hoc va nguyén ligu c6 ngudn gée sinh

“fAtkaTine phosphatase nhau thai ngudi (t4i t6 hop)

Hoéa chét kiém tra chit luong
chung muic 1

Amylase, toan phin nuéc bot ngudi / tuy heo
Amylase, tuy tuy heo

Creatine kinase CK-MM ngudi / CK-MB ngudi (tai t& hop)
CK-MB CK-MB ngudi (t4i t& hop)

y-GT ngudi, téi t& hop

GLDH vi khuén, t4i td hop

LDH tim heo

Lipase tuy ngudi (tai t5 hop)

Acid phosphatase tuyén tién liét nguoi / khoai tay
ASLO ciru

CRP nguoi

Transferrin ngudi

Ferritin nguoi

Thanh phan khong phan g trong chét dong kho:
Chét én dinh

Tiéu chuin ISO 13485

14

57

Héa chét kiém tra chét luong
chung mitrc 2

Thanh phan phan mg trong chit dong kho:

Huyét thanh ngudi v6i phu gia héa hoc va nguyén liéu c6 ngudn gbe
sinh hoc nhu dé chi dinh.

Ngudn gbc céc chat sinh hoc thém vao nhu sau:
Chét phan tich Ngudn gbc

ALT (GPT) ngubi, ti t hop

AST (GOT) ngubi, téi td hop

Aldolase co tho

Alkaline phosphatase nhau thai ngudi (t4i t hop)
Amylase, toan phan nudc bot ngudi / tuy heo
Amylase, tuy tuy heo

Cholesterol huyét twong bd

Creatine kinase CK-MM ngudi / CK-MB ngudi (tai t5 hop)
CK-MB CK-MB ngudi (tai t hop)

¥-GT ngudi, t&i td hop

GLDH vi khudn, tai td hop

LDH tim heo

Lipase tuy ngudi (t4i t5 hop)

Acid phosphatase tuyén tién liét ngudi / khoai tay
ASLO ciru

CRP ngudi

Transferrin nguoi

Ferritin ngudi

Thanh phén khong phan tmg trong chit dong kho:
Chét én dinh

Tiéu chuin ISO 13485

14
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Héa chét kiém tra chét lu‘dhgwét.

phan ung:

: 20 mmol/L, pH 7.5, va chit phu gia héa hoc va nguyén li¢u
\sinh hoc nhu di chi dinh.

Nguﬁm’goc ¢ chét sinh hoc thém vao nhu sau:

CHdtiphan ficl Ngudn géc

’A!bdﬁm €t thanh nguén

58 gﬁ?;m protein ni¢u mirc bm_v -Mw balin niés tidu ngud Hop 1
& : Immuﬁ lobulin G huyet thanh nguoi
Protein toén phan huyét thanh ngudi/huyét thanh ciru
Thanh phan khéng phan tng;
Chét bao quan va chit én dinh
Tiéu chuén ISO 13485
Thanh phdn phan tng; .
DBém HEPES: 20 mmol/L, pH 7.5, va chét phu gia héa hoc va nguyén
liéu c6 ngudn gbc sinh hoc nhu d4 chi dinh.
Ngudn gdc cac chit sinh hoc thém vao nhu sau:
Chét phan tich Ngudn gbe
. ; Albumin huyét thanh ngudi
Héa chét kiém tra chat lugng xét bun'lm Tuyet t.han TR ?l .
29 |nskiBni sroteln nidh onge benk: al-Microglobulin nudc tiéu ngudi s :
l? »mp 3 j Immunoglobulin A huyét thanh ngudi P :
y Immunoglobulin G huyét thanh nguoi
Immunoglobulin M huyét thanh ngudi
Protein toan phan huyét thanh ngudi/huyét thanh ciru
Thanh phan khéng phén tng;:
Chét bao quan va chit én dinh.
Tiéu chuin ISO 13485
ke s .y 1m £ Acid citric monohydrate: 310 mmol/L; dém; chét téy R
60 [Dung djch rira acid hé thong Tiéu chun ISO 13485 _ Hop 1
61 Dung dich bao dudng kim hit  [Huyét thanh ngudi véi phu gia héa hoc.. H6 )
sau rira Tiéu chuén ISO 13485 i
: NaCl 9 %
5 A . x 0 A
62| Pungdich phia dofng mai Tiéu chuin ISO 13485 Hop ?
o b U NaOH 1 mol/L (4 %); chat tiy -
63 |Dung dich rira cudi tuan Ticu chuin 1SO 13485 Hop 120
L oin g £ Dung djch natri hydroxide 1 mol/L, 4 %; chét tdy n
64 |Nudc rira bazo hé thong Tiéu chudn ISO 13485 Hop 80
P T HCI 200 mmol/L. .
65 |Hoéa chat rira dac biét Tiéu chudn ISO 13485 Hop 40
£ 4 % x s Yo
66 Hoéa chat bo sung budng u VChat 'tAay . Hop 10
cuvvet mdy ¢501/c502 Dat ti€u chudn ISO 13485,
67 Dung dich 1 rira kim hat mdu  |Dung dich natri hydroxide 1 mol/L. s 3
ctia mdy sinh héa ¢501/c502 Tiéu qhuén 1SO 13485 P
68 Dung dich 2 rira kim hit mdu  |[Dém; chit 1ay. Hé 2
ctia may sinh héa c¢501/¢502 Tiéu chuén ISO 13485 P
Héa chét bé sung budng u Chét téy' R
9 a o ; H 30
g cuvvet mdy c311 Tiéu chudn [SO 13485 ip
Mot cbe nho ding @& dung mau kiém tra chit luong, mau chudn va mAu
70 |Céc dyng méu thir. Hop 1
Tiéu chuin ISO 13485
o dé ' 7 )
71 |Béng dén halogen . Béng den halogen 12V/50W Cai 20

Tiéu chudn 1SO 13485 -
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Héa chit xét nghiém IgA

R1 BZm TRIS: 20 mmol/L, pH 8.0; NaCl: 200 mmol/L

A p/QlyethYlene glycol: 3.6 %; chét bao quan; chit 8n dinh
Ly R? Khﬁg ths?gkhang IgA ngudi (dé): phu thudc vao do chudn; dém TRIS:

’f/l'u

of/L, 8.0; NaCl: 150 mmol/L; chét bao quan.

] mu phhau 180 13485,

73

Hoéa chét xét nghiém IgG

mmm yfz}b[ 20 mmol/L, pH 8.0; NaCl: 200 mmol/L;
polyettfylgzé glycol: 3.6 %; chét bao quan; chit én dinh

1'\’ Riiéh/ﬁg thé khang IgG ngudi (dé): phu thuoc vao d¢ chuén; dém TRIS:

20 mmol/L, pH 8.0; NaCl: 150 mmol/L; cht bao quan
Tiéu chudn ISO 13485,

74

Hoa chét xét nghiém IgM

R1 Bém TRIS: 20 mmol/L, pH 8.0; NaCl: 200 mmol/L;

polyethylene glycol: 3.6 %; chit bao quan; chit én dinh

R2 Khang thé khang IgM ngudi (dé): phu thudc vao do chuin; dém TRIS:
20 mmol/L, pH 8.0; NaCl: 150 mmol/L; chét bao quan

Tiéu chudn ISO 13485,

Hoéa chit sir dung cho mdy xét nghiém khi miu GEM PREMIER 3000

75

Hop CARTRIDE do ndng d6
céc khi trong mau dong mach

Hop CARTRIDE do ndng dé céc khi trong méu déng mach. Do céc thong
sb (pH, PCO2, PO2, Na+, K+, Ca++, Hematocrit ,Glucose, Lactate ) sir
dung cho may GEM PREMIER 3000. Pat tiéu chudn ISO 13485.

Hoa chit, vat tw ding cho may

xét nghiém nwée tiéu 10 thong s6 URISYS 1100 Roche

76

Que thir nude tidu 10 thong sb

MQi xét nghiém chiia cac thanh phin sau cho 1 cm2 ving phéan img:
Trong lugng riéng: Ethyleneglycol-bis(diaminocthylether)tetraacetic acid
182.8 pg; xanh bromothymol 36 pg

pH: Xanh bromothymol 13.9 pg; dé6 methyl 1.2 pg; phenolphthalein 8.6 pg
Bach cau: Ester acid indoxylcarbonic 15.5 pg; mudi
methoxymorpholinobenzene diazonium 5.5 pg

Nitrite: 3-hydroxy-1,2,3,4-tctrahydro-7,8-benzoquinoline 33.5 pg;
sulfanilamide 29.1 pg

Protein: 3°,3”°,5°,5”-tetrachlorophenol-3,4,5,6-tetrabromosulfophthalein
139 ng

Glucose: 3,3°,5,5-tetramethylbenzidine 103.5 pg; GOD 6 U, POD 35 U
Ketone: Natri nitroprusside 157.2 pg

Urobilinogen: 4-methoxybenzene-diazonium-tetrafluoroborate 67.7 pg
Bilirubin: 2,6-dichlorobenzene-diazonium-tetrafluoroborate 16.7 pg
Mau: 3,3°,5,5’-tetramethylbenzidine 52.8 pg; 2,5-dimethyl-2,5-
dihydroperoxyhexane

297.2 pg

Pat tiéu chudn ISO 13485

40

77

Que chuén nuédec tiéu

Que mau chuén Control-Test M duge sir dung dé thuc hién chuén cac may
quang phd ké phan xa cobas u 411 va Urisys 1100 va kiém tra hiéu nang
cua may phéan tich.

Pat tidu chudn ISO 13485

Hop

Hoéa chit, vit tu ding cho may

xét nghiém nuée tiéu U 601 Roche

78

Hop réc thai rén bang gidy cua
may xét nghiém nude tidu ti
dong

Hop réc thai ran bang gifly ciia may xét nghiém nude tiéu ty dong.




- Mm\Lcm cta ving xét nghiém chtra céc thanh phén sau:
o QH [XGI}Q‘
)

imethoxyn
‘ _;_tht’mnyha ydroxy-1,2,3,4-tetrahydro-7,8-benzoquinoline 33.5 pg;
d sulfang(ﬁ?;alde 29.1 pg

omothymol 13.9 pg; dé methyl 1.2 He; phenolphthalein 8.6 pg
er acid indoxylcarbonic 15.5 pg; mudi
orpholinobenzene diazonium 5.5 pg

" |Protein?3°,3,5°,57-

79  |Hép que nude tidu ty dong tetrachlorophenol-3,4,5,6 tetrabromosulfophthalein 13.9 pg Hop 110
Glucose: 3,3’,5,5’-tetramethylbenzidine 103.5 pg; GOD 6 U, POD 35 U
Thé ketone: Natri nitroprusside 157.2 pg
Urobilinogen: 4-methoxybenzene-diazonium-tetrafluoroborate 67.7 pg
Bilirubin: 2,6-dichlorobenzene-diazonium-tetrafluoroborate 16.7 pg
Mau: 3,3°,5,5’-tetramethylbenzidine 52.8 pg;
2,5-dimethyl-2,5-dihydroperoxyhexane 297.2 pg
Pat tiéu chuén ISO 13485
. _ A Que mAu chudn dugc sir dung dé thyc hién chudn dinh cho méy phan tich
Hop que chuan may nudc tiéu tu| >, |, N
80 455 nudc ticu cobas u 601 Hop 1
ong Dat tiéu chudn ISO 13485, CE
81 dD(‘:]r?gg i Hiz A 7A0Ga Wen o Dung dich rira may nudc tiéu tir dong. Pat tiéu chuin ISO 13485, CE Hop 4
82 Dung (.iA!Ch klenl e X;ét nghiGm Héa chét ndi kiém que thir nude tiéu murc 1 Hop 1
nudec tiéu 10 thong s6
83 Dung %Ch klenl e x;ét mghigm Héa chét ngi kidm que thir nuéc tidu mic 2 Hop 1
nudc ti€u 10 théng so
Héa chit, vt tw ding cho mdy tach chiét MagNaPure LC 2.0. Roche
Kit tach chiét axit nucleic toan 5 i Ll o P S el A 2
84 phin trén méy ty dong Kit tach chiét axit nucleic toan phan trén méy tu dong. Hop 10
85 Igfg}r:g dunghoa stk cammng Mang dung héa chét c& trung binh. Hop 1
86 |Mang dung hoa chét c& 16n Méng dung héa chit ¢ 16n. Hop 1
87 |Khay dung miu Khay dung mAu. Hop 4
88 [Khay xir Iy mAu Khay xir Iy miu. Hop 3
89 |Khay dung tip Khay dung tip. Hop 3
90 |Pau con c& 16n Dau con c& 1on. Hop 7
91 |B¢ kit bao dudng may BJ kit bao duding mdy tach chiét tw dong MagNaPure LC 2.0. Hdp 1
92  |Day va ndp 8 giéng tring Day va ndp 8 giéng tring. Hop 5
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