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Phian 2. YEU CAU VE KY THUAT
Chuong V. YEU CAU VE KY THUAT

1. Gi6i thiéu chung vé dy an/dy toin mua sim, géi thau
- Chu dau tu: Bénh vién Pa khoa khu vuc Bic Ha

- Tén ké hoach liwa chon nha thau: Mua sam vat tu y té, hoa chat xét nghiém
phuc vu cong tic kham bénh, chita bénh ctia Bénh vién Pa khoa khu vuc Bic Ha
nam 2025-2026 (12 thang)

- Tén g6i thau: Mua sam vat tu y té, hoa chat xét nghiém phuc vu cong tac
kham bénh, chita bénh ctia Bénh vién Pa khoa khu vuc Bic Ha nim 2025-2026 (12
thang)

- Gia gbi thau: 5.027.374.100 VND

- Ngudn vén: Nguodn thu bao hiém xa héi, ngudn thu tir dich vu kham bénh,
chira bénh.

- Hinh thirc lua chon nha thau: Pau thau rong rai (Iwa chon nha thau qua mang)
- Phuong thirc lya chon nha thau: 01 giai doan — 01 tai hd so

- Thoi gian t6 chire lya chon nha thau: 60 ngay

- Thoit gian bét dau t6 chirc lya chon nha thau: Quy IV nam 2025

- Loai hop dong: Tron gbi

- Thoi gian thyc hién goi thau: 12 thang (ké tir ngay ky hop dong)

- Tuy chon mua thém: Khéng dé xuét

2. Yéu cdu vé kj thudt

a) Yéu ciu chung

- Nha thau du diéu kién cung cip va hang héa dugc phép luu hanh trén thi
treong theo quy dinh phap luat hi¢n hanh,;

- Hang héa méi 100%, dam bao han st dung t6i thiéu 06 thang ddi v6i hang
hoa c6 han dung tir 02 nam tro 1én; 03 thang ddi voi hang héa co han dung tir 01 dén
02 nidm; % han dung d6i v6i hang hoa c6 han dung dudi 01 nim theo nha san xuat khi
ban giao hang hoa.

- Nha thau dé xuat pham vi cung cap, ngay giao hang phu hop véi tién do thuc
hién ké hoach lua chon nha thau.

b) Yéu cau vé ky thuat
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STT Tén hang hoa

Théng s6 k§ thuit va cac tiéu chuin

(Nha thau cé thé chao twong dwrong hodc tot hon)

Quy

cach

I. Hoa chit cho may sinh hoa M250, AU480

Thudc thir chan luong Uric
acid

Phuong phap do tbi thiéu: Uricase-PAP

Pham vi do tbi thiéu: 0.2 — 20.0 mg/dl (11.9 — 1190
umol/1)

Gi61 han phat hién: < 0.2 mg/dl (11.9 pmol/l)
Thanh phan chinh t6i thiéu gom:

Phosphate buffer pH 7.4 50 mmol/l

DHBSA* 4 mmol/l

Uricase 60 U/l

POD 660 U/l

4-Aminoantipyrine 1 mmol/l

Preservative

* 3,5-Dichloro-2-hydroxy-benzenesulfonic acid
Standard:

Uric acid 6 mg/dl (356.9 umol/l)

Tiéu chudn chat lugng ISO 13485:2016 hodc twong
duong

Hop
(4x65ml)

Thudc thir xét nghiém dinh
luong Albumin

Phuong phap do tdi thiéu: Bromocresol green
Pham vi do t4i thiéu: 0.2g/dl — 6.0 g/dl

Do nhay phan tich (gi6i han phat hién thap hon): <
0.2 g/dl hoac <2 g/l

Thanh phén chinh t6i thiéu gom:

Succinate buffer, pH 4.2 75 mmol/l

Bromcresol green 0.15 mmo/l

Brij 35 7 ml/l

Detergents and stabilizers >0.1 %

Bovine albumin concentration according to

CRM 470 (IFCC) 4.0 g/dl

RPPHS 91/0619 4.0 g/dl

SRM 927a (NIST) 4.5 g/dl

Tiéu chudn chat lugng ISO 13485:2016 hoic twong
duong

Hop
(6x65ml)

Thudc thr xét nghiém a-
Amylase

Phuong phép do t6i thiéu: CNP-G3

Nguyén tic kiém tra:

Thir nghiém so mau v6i 2-chloro-4-nitrophenyl-aD-
maltotrioside (CNP-G3) lam co chat truc tiép.

Pham vi do t6i thiéu: Lén ti 1500 U /1 (25.8 pka /1)
Gi6i han phat hién: <7 U /1 hoac 0.12 pkat /1
Thanh phan chinh t6i thiéu gom:

MES bufter, pH 6.0 100 mmol/l

NaCl 350 mmol/l

Ca-Acetate 6 mmol/l

Potassium thiocyanate 900 mmol/l

CNP-G3 2.27 mmol/l

Stabilizers and detergents > 0.1 %

Tiéu chuan chit lugng ISO 13485:2016 hodc twong
duong

Hop
(3x60ml)
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Hoa chat khir khuan rira
buong phan tng cho may
sinh hoa

Thanh phan chinh t6i thiéu gom:

Detergent < 1.0%

Preservative < 10.0%

Tiéu chuan chit lugng ISO 13485:2016 hodc tuong
duong

Chai
500ml

Thudc thir xét
Bilirubin direct

nghiém

Phuong phap do t6i thiéu: DCA

Budc song 546 nm (540 — 560 nm)

Puodng quang 1 cm

Pham vi do t6i thiéu: 0.1 - 10 mg / dL

Gidi han phat hién thap hon: < 0.1 mg/dL.

Thanh phén chinh téi thiéu gom:

R1: EDTA-Na2 0.1 mmol/L

NaCl 150 mmol/L

Sulfamic acid 100 mmol/L

R2: 2.4-Dichlorophenyl-diazonium salt 0.5 mmol/L
HCI 900 mmol/L

EDTA-Na2 0.13 mmol/L

Tiéu chudn chat lugng ISO 13485:2016 hoic twong
duong

Hop (R1:
3x50ml
R2:
3x10ml)

Thudc thir xét
Bilirubin total

nghiém

Phuong phéap do t6i thiéu: DCA

Pham vi do t6i thiéu: 0.1 - 30 mg/dL

Gidi han phat hién thap hon: < 0.07 mg/dL.

Thanh phan chinh t6i thiéu gom:

R1: Phosphate buffer 50 mmol/L

NaCl 150 mmol/L

R2: 2.4-Dichlorophenyl-diazonium salt 5 mmol/L
HCI 130 mmol/L

Tiéu chuan chit lugng ISO 13485:2016 hodc tuong
duong

Hop (R1:
3x65ml
R2:
3x14ml)

Chat hiéu chudn xét nghiém
dinh lugng xét nghi¢m sinh
hoa

Huyét thanh hiéu chuan dong kho dua trén huyét
thanh nguoi. Multicalibrator cé thé dugc st dung dé
hiéu chuan may phan tich sinh hoa tdi thiéu gom:
Total Acid Phosphatase, Non-Prostatic, Albumin,
Alk. Phosphatase, ALT/GPT, a-Amylase, a-Amylase
pancreatic, AST/GOT, Bilirubin total, Bilirubin
direct, Calcium, Cholesterol total, Cholinesterase,
CK-NAC, CK-MB, Creatinine, Copper, Iron,
Glucose, GGT, HDL-C, LDL-C, Lactate, LDH-P,
LDH-L, Lipase, Magnesium, Phosphate Inorganic,
Protein Total, Triglycerides, Uric Acid, Urea, Zinc.
Tiéu chudn chat lugng ISO 13485:2016 hoic twong
duong

Lo 5ml

Thudc thir xét
Cholesterol

nghiém

Phuong phép do t6i thiéu: ChOD-PAP (Cholesterol
oxidase/peoxidase)

Pham vi do t6i thiéu: 3-800 mg/dl (0.08-20.7 mmol/l)
Gidi han phat hién: < 3 mg/dl (0.08 mmol/l)

Thanh phan chinh t6i thiéu gom:

R1: Pipes buffer, pH 6.9 90 mmol/l

Phenol 26 mmol/l

Cholesterol oxidase 200 U/1

Cholesterol esterase 300 U/l

Peroxidase 1250 U/l

Hop
(6x65ml)
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4-Aminoantipyrine 0.4 mmol/l

Cholesterol Standard 200 mg/dl (5.17mmol/l)

Tiéu chuan chit lugng ISO 13485:2016 hodc twong
duong

Thudc thir xét nghiém dinh
luong Creatine kinase — MB
(CK-MB)

Phuong phap do tbi thiéu: IFCC

Pham vi do tdi thiéu: 2-2300 U/1 (0.03—38.41 pkat/1)
Do nhay phan tich (gi6i han phat hién thap hon): <5
U/1 (0.08 pkat/1)

Thanh phan chinh t6i thiéu gom:

R1 Bufter

Imidazole buffer pH 6.7 100 mmol/l

Mg-acetat 10 mmol/l

Glucose 20 mmol/l

N-acetyl-cysteine 20 mmol/l

NADP 2 mmol/l

G6P-DH 1500 U/1

HK 2500 U/l

Diadenosine pentaphosphate 10 pmol/l
CK-M-antibody 1000 U/I

R2 substrate

creatine phosphate 30 mmol/l

ADP 2 mmol/l

AMP 5 mmol/l

Adenosine 10 umol/l

Tiéu chuan chat lugng ISO 13485:2016 hodc twong
duong

Hop (R1:
2x67ml
R2:
2x17ml)

10

Thudc thir xét nghiém dinh
luong creatine kinase trong
huyét thanh.

Phuong phap do t6i thiéu: IFCC

Pham vi do tdi thiéu: 2-2300 U/1 (0.03- 38.41 pkat/l)
Do nhay phan tich: <2 U/1 (0.03 pkat/l)

Thanh phén chinh t6i thiéu gom:

R1 Bufter

Imidazole buffer pH 6.7 100 mmol/l

Mg-acetat 20 mmol/l

Glucose 10 mmol/l

N-acetyl-cysteine 20 mmol/l

NADP 2 mmol/l

G6P-DH 1500 U/1

HK 2500 U/l

EDTA 2 mmol/l

R2 substrate

creatine phosphate 30 mmol/l

ADP 2 mmol/l

AMP 5 mmol/l

Adenosine 10 pmol/l

Tiéu chuan chat lugng ISO 13485:2016 hodc twong
duong

Hop (R1:
2x60ml
R2:
2x15ml)

11

Thudc thir xét nghiém dinh
lugng Creatinine

Phuong phap do t6i thiéu: Jaffe

Pham vi do tbi thiéu: 0.2 — 15 mg/dL (18 — 1330
umol/L)

Giéi han phat hién thdp hon: < 0.2 mg/dL (17.7
umol/L)

Thanh phén chinh t6i thiéu gom:

Hop (R1:
4x66m
R2:
4x16ml)
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R1: Sodium hydroxide 0.2 mol/L

R2: Picric acid 20 mmol/L

Standard: 2 mg/dL (177 pmol/L)

Tiéu chuan chit lugng ISO 13485:2016 hodc tuong
duong

12

Thudc thir xét nghiém dinh
luong C - reactive protein
(CRP)

Pham vi do tbi thiéu: 0-14 mg/dL

Gidi han phat hién: <0.013 mg/dL

Thanh phén chinh téi thiéu gom:

Latex

Glycine buffer (pH 8.42)

Rabbit anti-human CRP sensitized latex (0.20%).
Sodium azide (0.95 g/L)

Buffer

Sodium chloride (9 g/L)

Detergent (0.1 %)

Sodium azide (0.95 g/L)

Tiéu chudn chat lugng ISO 13485:2016 hoic twong
duong

Hop (R1:
2x25ml
R2:
2x5ml)

13

vat liéu kiém soat chat
luong xét nghiém dinh
luong C - Reactive Protein
(CRP) murc cao

Thanh phan chinh t6i thiéu gom:

Dung dich pha lodng ctia huyét twong nguoi va dich
mang phoi chira CRP v6i dung dich mudi dém
phosphate. Chét bao quan 0,095% natri azide.

Tiéu chudn chat lugng ISO 13485:2016 hoic twong
duong

A

Hop
(1x1ml)

14

vat liéu kiém soat chat
luong xét nghiém dinh
luong C - Reactive Protein
(CRP) mtc thap

Thanh phan chinh t5i thiéu gom:

Dung dich pha lodng ctia huyét twong nguoi va dich
mang phdi chira CRP véi dung dich mudi dém
phosphate. Chét bao quan 0,095% natri azide.

Tiéu chuan chit lugng ISO 13485:2016 hodc tuong
duong

A

Hop
(1x1ml)

15

Chat hiéu chudn xét nghiém
dinh lugng C - reactive
protein (CRP)

Chat hiéu chuin xét nghiém dinh lugng C-reactive
protein (CRP)

Tiéu chudn chat lugng ISO 13485:2016 hoic twong
duong

A

Hop
(5x1ml)

16

Thudc thir xét nghiém dinh
luong Glucose

Phuong phép do t6i thiéu: GOD-PAP (Glucose
oxidase/ peroxidase)

Pham vi do t6i thiéu: Phuong phap diém cudi tuyén
tinh 1én dén 400 mg /dl (22.2 mmol/l). Phuong phap
dong hoc 1én dén 700 mg /dl (38.9 mmol/1).

Gi6i han phat hién: <2 mg/dl

Thanh phan chinh t6i thiéu gom:

Phosphate buffer, pH 7.5 0.1 mol/l

Phenol 7.5 mmol/l

GOD 12000 U/1

POD 660 U/l

4-Amino-antipyrine 0.40 mmol/l

Tiéu chuan chit lugng ISO 13485:2016 hodc twong
duong

Hop
(6x66ml)

17

Thudc thir xét
GOT(AST)

nghiém

Phuong phap do tbi thiéu: IFCC

Pham vi do tdi thiéu: 0.160 & 340nm hodc 0.080 &
365nm

Gi61 han phat hién: < 4 U/l hodc 0.07 pkat/l

Hop (R1:
6x66ml
R2:
6x16ml)
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Thanh phan chinh t6i thiéu gom:

R1: Tris buffer pH 7.8 100 mmol/l

L-Aspartate 200 mmol/l

LDH 800 U/

MDH 600 U/l

R2: NADH2 0.18 mmol/l

2-Oxoglutarate 12 mmol/l

Tiéu chuan chit lugng ISO 13485:2016 hodc twong
duong

Phuong phap do toi thieu: [FCC

Pham vi do tbi thiéu: 0.160 & 340 nm hodc 0.080 &
365 nm

Gi6i han phat hién: <4 U/l hoac < 0.07 pkat/l

Thanh phan chinh t6i thiéu gom: Hop (R1:
18 Thudc thir xét nghiém|R1: Tris buffer pH 7.8 100 mmol/l 6x66ml
GPT(ALT) L-Alanine 500 mmol/I R2:
LDH 1200 U/ 6x16ml)
R2: NADH2 0.18 mmol/l
2-Oxoglutarate 15 mmol/l
Tiéu chudn chat lugng ISO 13485:2016 hoic twong
duong
Thong s6 k¥ thuat tdi thiéu:
bién 4ap danh nghia: 12.0 V
Cong suat danh nghia: 20.00 W
Puong kinh: khoang 9.5 mm
Chiéu dai: khoang 30.0 mm
Bong dén ding cho méy xét Chicu dai tAm dén (LCL): khoang 19.5 mm ,
19 nghiém sinh hod Chiéu dai day toc: khoang 1.90 mm Chiec
i Truong dugce chicu sang: khoang 1.9%2.0 mm?
Buong kinh day toc: khoang 2.0 mm
Tudi tho: > 3000 gid
Puong kinh vo dén tdi thiéu: 9 mm
Tiéu chuan chit lugng ISO 13485:2016 hodc twong
duong
Vat liéu doi chimg dong kho dua trén huyét tuong
ngudi, da dugc khi fibrin cho cac dai lugng do t6i
thiéu gom:
Total Acid Phosphatase, Non-Prostatic Phosphatase,
Albumin, Alk. Phosphatase, ALT/GPT, a-Amylase,
e 1en .2 , ..|a-Amylase pancreatic, AST/GOT, Bilirubin total,
vat liéu kiém soat xét|_... 7. .. .
20 |nghiém dinh luong xét Bilirubin direct, Calcium, Cholestergl total, HDL- Lo 5ml
nghi ém sinh héa mic 1 Cholesterol, LDL-Cholesterol3 Chohnesterase, CK- .
; MB, CK-NAC, Copper, Creatinine, Glucose, GGT,
Iron, Lactate, LDH-P, LDH-L, Lipase, Magnesium,
Phosphate Inorganic, Protein Total, Triglycerides,
Uric Acid, Urea, Zn.
Tiéu chuan chit lugng ISO 13485:2016 hodc twong
duong
Phuong phép do t6i thiéu: Biuret
)1 Thudc thir xét nghiém Total|Pham vi do tdi thiéu: 0.2-13 g/dl (2.0-130 g/1) Hop
Protein Gid1 han phat hién: < 0.2 g/dl hodc <2.0 g/l (5x66ml)

Thanh phén chinh t6i thiéu gom:
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Potassium iodide 30 mmol/l

Potassium sodium tartrate 32 mmol/l

Copper sulphate 18 mmol/l

Sodium hydroxide 200 mmol/l

Tiéu chuan chit lugng ISO 13485:2016 hodc tuong
duong

22

Thudc thir xét nghiém dinh
luong Triglyceride

Phuong phap do tbi thiéu: GPO-PAP (Glycerol
phosphate oxidase/peroxidase)

Pham vi do t6i thiéu: 3-1000 mg/dl (0.05 - 11.4
mmol/l)

Gidi han phat hién: < 3mg / dl (0.05 mmol/1)
Thanh phan chinh t6i thiéu gom:

Pipes buffer pH 7.8 50 mmol/l

p-Chlorophenol 2 mmol/l

Lipoprotein lipase 150000 U/1

Glycerolkinase 800 U/l

Glycerol - 3 - P- oxidase 4000 U/l

Peroxidase 440 U/l

4-Aminoantipyrine 0.7mmol/l

ATP 0.3mmol/l

Mg2+ 40 mmol/l

Na-cholat 0.20 mmol/l
Potassium-Hexacyanoferrat(Il) 1pmol/l

Tiéu chuan chit lugng ISO 13485:2016 hodc twong
duong

Hop
(6x65ml)

23

Thudc thir xét nghiém dinh
luong Urea

Phuong phap do t6i thiéu: UV kinetic

Pham vi do t6i thiéu: 5-400 mg/dl (0.83 dén 66.4
mmol/l)

Gidi han phat hién: <5 mg/dl (0.83 mmol/1)
Thanh phén chinh téi thiéu gom:

R1: TRIS buffer pH 7.8 50 mmol/l

GLDH > 0.80 U/l

Urease > 12 U/ml

R2: TRIS* buffer pH 9.6 100 mmol/l
2-oxoglutarate 8.3 mmol/l

NADH > 0.23 mmol/l

Tiéu chudn chat lugng ISO 13485:2016 hoic twong
duong

Hop (R1:
4x66ml
R2:
4x16ml)

24

Thudc thir xét nghiém dinh
luong HDL Cholesterol

Phuong phép do t6i thiéu: Direct

Pham vi do luong: 3-150 mg/dl (0.8 - 3.90 mmol/l)
Gid61 han phat hién: <3 mg / dl (0.08 mmol/I)
Thanh phan chinh t6i thiéu gom:

Good’s buffer, pH 7.0 100 mmol/l

Cholesterol oxidase >0.8 KU/I

Cholesterol esterase >1.0 KU/I

Catalase >500 KU/1

HDCBS 0.5 mmol/l

R2: Peroxidase 30 KU/1

4-Aminoantipyrine 4 mmol/l

Tiéu chuan chit lugng ISO 13485:2016 hodc tuong
duong

Hop (R1:
3x50ml
R2:
2x25ml)
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25

Thubc thir xét nghiém LDL
Cholesterol

Phuong phap do t6i thiéu: Truc tiép

Pham vi do t6i thiéu: 5-100 mg/dl (0.13 - 26.0
mmol/l)

Do nhay phan tich (gidi han phat hién thap hon): <5
mg/dl (0.13 mmol/l)

Thanh phén chinh t6i thiéu gom:

R1: Good’s buffer, pH 7.0 50 mmol/Il

Cholesterol oxidase 500 U/l

Cholesterol esterase 600 U/l

Catalase 600 KU/I

Ascorbate oxidase 3 KU/

TOOS 2 mmol/l

R2: Peroxidase 4 KU/I

4-Aminoantipyrine 4 mmol/l

Tiéu chudn chat lugng ISO 13485:2016 hodc twong
duong

Hop (R1:
3x50m
R2:
2x25ml)

26

Thudc thir xét nghiém Iron

Phuong phéap do t6i thiéu: Ferene

Pham vi do t6i thiéu: 5-1000 pg/dL (0.9 - 179
pmol/L).

Gidi han phat hién thap hon: <5 pg/ dL (0.9
pmol/L).

Thanh phén chinh t6i thiéu gom:

R1: Acetate buffer pH 4.5 1 mol/L

Thiourea 120 mmol/L

R2: Ascorbic acid 240 mmol/L

Ferene 3 mmol/L

Thiourea 120 mmol/L

Tiéu chuan chit lugng ISO 13485:2016 hodc twong
duong

Hop (R1:
3x67m
R2:
3x16ml)

27

Hoa chat ¢6 tinh kiém rtra
may sinh hoa

Thanh phan chinh t6i thiéu gom:

Alkali < 10.0%

Tiéu chuan chit lugng ISO 13485:2016 hodc twong
duong

Can 2L

28

Thudc thir xét
Gamma-GT

nghiém

Phuong phap do toi thicu: [FCC

Pham vi do t4i thiéu: 3 - 280 U/1 (0.05 - 4.67 pkat/l)
Gi61 han phat hién: <3 U/1 (0.05 pkat/l)

Thanh phan chinh t6i thiéu gom:

R1: Tris Glycylglycin buffer pH 8.25 100 mmol/l
R2: L-y-Glutamyl-3-carboxy-4-nitroanilide 2.9
mmol/l

Tiéu chudn chat lugng ISO 13485:2016 hoic twong
duong

Hop (R1:
2x66ml
R2:
2x16ml)

29

Cong phan ung dung cho
may xét nghi€ém sinh hoa

Cong dyng mau bénh pham

Chét lidu t6i thiéu tir: Nhua PS

Kich thudc: 16*38mm

Dung tich: 2-4ml

Mau sic: Trong sudt

Luu trir: <4- >30°C

Tiéu chudn chat luong ISO 13485:2016 hodc twong
duong

Tui 500
cai




47

vat liéu kiém soat xét

Vit liéu d6i ching dong kho duya trén huyét twong
ngudi, da duge kht fibrin cho cac dai lugng do t6i
thiéu gdm:

Total Acid Phosphatase, Non-Prostatic Phosphatase,
Albumin, Alk. Phosphatase, ALT/GPT, a-Amylase,
a-Amylase pancreatic, AST/GOT, Bilirubin Total,
Bilirubin Direct, Calcium, Cholesterol, HDL-

30 ngﬂﬁ:m .dlllnﬁ , lu’(.z’ngz xet Cholesterol, LDL-Cholesterol, Cholinesterase, CK- Lo 5ml
nghiem st hoa muce MB, CK-NAC, Copper, Creatinine, Glucose, GGT,
Iron, Lactate, LDH-P, LDH-L, Lipase, Magnesium,
Phosphate inorganic, Protein Total, Triglycerides,
Uric Acid, Urea, Zinc.
Tiéu chudn chat lugng ISO 13485:2016 hoic twong
duong
Pugc st dung dé lam sach va van chuyén cac hat
phan tng, hd tro chiéu sang.
Hoa chat rira diung cho may|Thanh phan tdi thiéu gdm: Hydroxit natri, chat hoat
31 A4 . A A s Can 1.8L
phan tich sinh hoa dong bé mat
Tiéu chudn chat lugng ISO 13485:2016 hoic twong
duong
Thanh phan chinh t5i thiéu gom:
T . _|Acid citric monohydrate: 310 mmol/L. Buffet.
Hoé chat rira dung cho may
32 phan tich sinh hoa Detergent ) Can 1.8L
Ti€u chuén chat lugng ISO 13485:2016 hodc tuong
duong
Pham vi do t6i thiéu: 3.5 g/L
Gidi han phat hién thip hon: < 0.1 g/L
Budc song 376 nm (360 — 380 nm) RI:
Thudc thir xét nghiém dinh| LPanh phan chinh (i thicu gom: 1x60ml
33 lugng Alcohol Ethanol Buffer pH 8.3 300 mmol/L R2:
: NAD+ 10 mmol/L 1x2dml
Alcohol dehydrogenase (ADH)* 200 kU/L
Tiéu chuan chit lugng ISO 13485:2016 hodc tuong
duong
Vit liéu kiém soét chit luong xét
nghiém dinh lugng Alcohol Ethanol
Dugc chuan bi tir albumin huyét thanh bo voi chat
Vat liéu kiém soat chét|bao quan va chit 6n dinh. A
. A . o Hop
34 |luong xét nghiém dinh|Gia tri: (2x1ml)
luong Alcohol Ethanol - Control 1: Ethyl alcohol: 37.0 mg/dl, 8.03 mmol/l.
- Control 2: Ethyl alcohol: 95.0 mg/dl, 20.6 mmol/l
Tiéu chudn chat luong ISO 13485:2016 hoic twong
duong
Chét hiéu chuén xét nghiém dinh lugng Alcohol
Ethanol
Thanh phén chinh téi thiéu gom:
35 Chét hiéu chudn xét nghiém Bugc didu ché tur all:?urpin huyét thanh bo c6 thém Hop
dinh lugng Alcohol Ethanol [chat bao quan va chat 6n dinh. (1x1ml)

Ethanol Déi ching chira khéi luong phan tmg cua:
hdn hgp 5-chloro-2-metyl-4-isothiazolin-3-one va 2-
metyl-2H isothiazol-3-one (3:1)
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Ti€u chuan chat lugng ISO 13485:2016 hodc tuong
duong

II. Ho4 chit cho may dién giai d6 Auto ISE500

- Thanh phﬁn chinh’téi thiéu gém:‘ KCl, Napl, NaAc,
CaCl2, dém pH, chat hoat dong bé mat, chat bao

Thudc thir xét nghiém dinh quan. 2 H9p (Cal
36 |lwong da thong s dién gidi| Gid tr] hl'e;u chuan: A: 650ml
(K' Na, CI, Ca, pH) ; Calibration A: K+ 4 mmol/L, Na+ 140 mmol/L, Cl- | Cal B:
T T T 100 mmol/L, Ca2+ 1.25 mmol/L, pH 7.4 200ml)
Calibration B: K+ 8 mmol/L, Na+ 110 mmol/L, Cl-
70 mmol/L
Thanh phan chinh t6i thiéu gom:
KCI, NaCl, NaAc, CaCl2, LiCl, chat dém pH, chat
. o n . |hoat dong be mat, chat bao quan. R
37 ?hli)nrgn édlciéilfﬁhcécéndﬁg‘? Nong d¢ ting phan: K+ Smmol/L, Na+ 125mmol/L, ( SXIgQSPml)
yp P81 1. 145mmol/L, Ca2+ 10mmol/L, pH 7.6 '
Tiéu chudn chat luong ISO 13485:2016 hoic twong
duong
- Thanh phan chinh tdi thicu gom: KCl, NaCl, NaAc,
CaCl2, LiCl, pH buffer, chit hoat dong bé mit, chat
Ae 1A .2 , z,|bdo quan.
38 Xxfngheiétklerghiséﬁt gﬁfﬁ - Dje tinh hi¢u suat: Hop
lu?c')rng (Na, K, CI Ca pH) + Trong khoang CV: K+ <1.5%, Na+ <1.5%, CI- (10x1ml)
i T T T <1.5%, Ca++ <1.5%, pH <1.0%
+ Gitra khoang CV: K+ <3.0%, Na+ <3.0%, Cl-
<3.0%, Cat++<5.0%
Thanh phan chinh t6i thiéu gdm: KCI
39 Dung dich dién cyc dung Néng d(f):v K+ A}mol/L, Cl- 4mol/L Lo (20ml)
cho may phan tich dién giai |Ti€éu chuan chat luong ISO 13485:2016 hodc tuong :
duong
Thanh phan chinh t6i thiéu gom:
40 Dung dich rira dung cho|Sodium hypochlorite (NaClO) 0.4% - 0.5% Hop
may phén tich dién giai Ti€u chuén chat lugng ISO 13485:2016 hodc tuong | (10x5ml)
duong
Pién cuc K electrode
Pién cuc xét nghiém dinh Tuong thich v6i may phan tich dién giai model Auto y
41 lrong K+ ISE500 ) Chiéc
. Ti€u chuén chat lugng ISO 13485:2016 hodc tuong
duong
Pién cuc Na electrode
D , D . . |Tuong thich véi may phén tich dién giai model Auto
4 |Pien cue xEnghicm dinhlygpsoo Chibe
e Ti€u chuén chat lugng ISO 13485:2016 hodc tuong
duong
Pién cuc Cl electrode
i Pién cuc xét nghiém dinh E;];)?()gothwh v&i may phéan tich dién giai model Auto Chike

luong Cl-

Tiéu chudn cht lugng ISO 13485:2016 hoic twong
duong
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44

bién cuc xét nghiém dinh
luong pH

bién cuc pH electrode

Tuong thich véi may phan tich di¢n giai model Auto
ISE500

Tiéu chuan chit lugng ISO 13485:2016 hodc tuong
duong

Chiéc

45

bién cuc xét,nghiém dinh
luong quy chiéu

bién cuc Ref electrode

Tuong thich véi may phan tich di¢n giai model Auto
ISE500

Tiéu chuan chit lugng ISO 13485:2016 hodc tuong
duong

Chiée

46

Vit tu dung cho may xét
nghiém

Day bom

Tuong thich véi may phan tich di¢n giai model Auto
ISE500

Tiéu chuan chit lugng ISO 13485:2016 hodc tuong
duong

Chiéc

47

Dung dich rira protein ding
cho may phan tich dién giai

Thanh phan chinh t6i thiéu gom:

Enzyme: Pepsin.

Dilutor: KCl, NaCl, Hydrochloride acid.

Tiéu chudn chat lugng ISO 13485:2016 hoic twong
duong

A

Hop
(3x2ml)

I11. H

04 chit cho may huyét hoc

48

Hoa chat dung cho may
phan tich huyét hoc

Thanh phan chinh t6i thiéu gom:

Sodium chloride < 0.9%

Potassium chloride < 0.06%

Buffer < 0.3%

Preservative < 0.1%

Tiéu chudn chat lugng ISO 13485:2016 hoic twong
duong

Thung
20L

49

Thude thu ly giai hdng cau
3 thanh phan

Thanh phan chinh t6i thiéu gom: Detergent < 4.0%
Do 6n dinh chua ma trong 24 thang ké tir ngay san
xut khi dugc bao quan ¢ nhiét do 2-35°C

Tiéu chudn chat lugng ISO 13485:2016 hoic twong
duong

Chai
500ml

50

Dung dich lam sach va bao
tri may phan tich huyét hoc

Thanh phan chinh t6i thiéu gom:

Detergent < 0.5%

Sodium chloride < 1.0%

Buffer <0.3%

Preservative < 0.2%

Tiéu chudn chat lugng ISO 13485:2016 hoic twong
duong

Thung 5L

51

Dung dich lam sach va bao
tri may phan tich huyét hoc
MEK

Thanh phén chinh téi thiéu gom:

Sodium hypochlorite < 8.0%

Sodium hydrate < 2.0%

Tiéu chuan chit lugng ISO 13485:2016 hodc tuong
duong

Thung 5L

52

Vat tu dung cho may xét
nghiém

Day bomﬁ dfmg cho may huyét hoc
Ti€u chuén chat lugng ISO 13485:2016 hodc tuong
duong

Chiéc

53

vat liéu kiém soat chat
luong dung cho may phan

tich huyét hoc 3 thanh phan

Thanh phan chinh t6i thiéu gom:
Healthy mammal blood (pig), preservatives and cell
stabilizers.

Lo 3ml
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Ti€u chuan chat lugng ISO 13485:2016 hodc tuong
duong

54

Hoéa chat pha lodng dung
cho may phan tich huyét hoc

Dung dé pha loang mau cho may xét nghi¢m huyet
hoc Nihon Kohden.

Thong sb k¥ thuat: Trang thai vét 1y : chét long,
Mau : Khong; Mui : khong; Tinh tan : Tan trong
nuoc; pH: 7.35-7.55;

Thanh phén chinh t6i thiéu gdm: 2 -Hydroxymethyl-
2-nitro-1, 3-propanediol, 0,01%, Sodium chloride
(Nacl) 0.44%, Sodium sulphate anhydrous (Na2S04)
0.97%, Tris 0,2%, mudi EDTA

Nhiét d bao quan: <1 - > 35°C D¢ 6n dinh sau khi
mé nap: > 60 ngay

18L

55

Dung dich ly giai hong cau
ding cho may phan tich
huyét hoc

Dung lam chat ly giai Hemoglobin cho may phan tich
huyét hoc Nihon Kohden

Trang thai vat li: chit long; Mau: khong; Mui: nhe;
Tinh tan:tan trong nudc; pH: 7.0-7.6

Thanh phéan: Tris (hydroxymetyl) aminomethane: 3%
- 3,5%, Dodecyltrimethylamoni clorua < 3.0%, Acid
Citric Monohydrate: 1% - 1,5%, Cetrimonium
chloride: < 0.1%, Mubi amoni bac 4: 2,7%

Nhiét d6 bao quan: <I dén >35°C

Do 6n dinh sau khi mo nip: > 90 ngay

250ml

56

Dung dich ly giai hong cau
ding cho may phén tich
huyeét hoc

Dung lam chat ly giai hong cau cho may phan tich
huyét hoc Nihon Kohden

Trang thai vat li: chit long; Mau: khong; Mui: khong;
Tinh tan: Tan trong nudc; pH : 8.0-8.6

Thanh phén: Tris (hydroxymetyl) aminomethane:1%-
1,5%, Axit boric: 0,6 - 0,7%, Sodium alkyl ether
sulphate: 0.11%

Nhiét d6 bao quan: <1 dén >35°C

Do 6n dinh sau khi mé nap: > 90 ngay

250ml

57

Dung dich rira dung cho
may phan tich huyét hoc

Dung lam chat rira cho may phan tich huyét hoc
Nihon Kohden.

Trang thai vét li: chat 10ng; Mau: xanh (xanh 14 hodc
xanh duong); Mui: nhe; Tinh tan: Tan trong nudc;
pH: :8.0-8.6

Thanh phan: Axit boric: 0,1 - 0,2%, Ethylene glycol
monophenyl ether, Sodium alkyl ether sulphate:
0.069%,

Nhiét d6 bao quan: <I dén >35°C

Do 6n dinh sau khi mo nip: > 180 ngay

2L

58

Dung dich rira dung cho
may phan tich huyét hoc

Dung lam chat rira ddm dic cho may phan tich huyét
hoc Nihon Kohden.

Trang thai vat li: chét long; Mau: vang hoac vang-
xanh 14; Mui: kho chiu (clo); Tinh tan : Tan trong
nuoc; pH : 10-13

Thanh phan: Sodium hypochlorite: 6,1%, Sodium
hydroxide: <0,5%,

Nhiét d6 bao quan: <2 dén >8°C

Do 6n dinh sau khi mo nip: > 90 ngay

3x15 ml
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59

Hoa chit ding cho may
phéan tich huyeét hoc

Thir chan doan bao gbm hong cau cua nguoi, bach
cdu mo phong, tiéu cau ciia dong vat cé va lo ling
trong huyét twong nhu chét 16ng voi chat bao quan.
Dong goi: 3ml/lo

3ml

60

Hoa chit ding cho may
phén tich huyét hoc d€ hiéu
chuan may

Dung d€ hi¢u chuan may phén tich huyét hoc

Do 6n dinh sau khi mé nap: > 7 ngay

Thanh phan: Hong cau ngudi, bach cau bi kich thich
va tiéu ciu cla dong vat co va

Nhiét d6 bao quan: <2 dén >8°C

Lo 2ml

61

Phin loc cho may huyét hoc

Twong thich v&i may xét nghiém huyét hoc Mek
6510K

10 céi /thi

62

Hoa chat dung cho may
phan tich huyét hoc

Ho4 chat pha lodng

Thanh phan chinh t6i thiéu gom:

Sodium chloride < 0.9%

Potassium chloride <0.06%

Buffer <0.3%

Preservative <0.1%

C6 ma QR Code quan 1y hoa chat dugc tich hop san.
Gidi han: Thudc thir phai duoc sir dung trong pham vi
nhiét d0 moi truong la 15-35do C

Tiéu chudn chat lugng ISO 13485:2016 hoic twong
duong

Thung
20L

63

Thubc thir ly giai hong ciu
do 3 thanh phan bach ciu
MON, NEU, LYM trong
mau

Thanh phan chinh t6i thiéu gom:

Detergent < 1.5%

Buffer <2.0%

Preservative < 1.5%

Dye < 1.0%

C6 ma QR Code quan 1y hoa chat duoc tich hop sén.
Giéi han: Thudc thir phai dwoc sir dung trong pham vi
nhiét d0 moi truong la 15-35do C

Tiéu chudn chat lugng ISO 13485:2016 hoic twong
duong

Chai 1L

64

Thudc thir ly giai hong ce:”lu
do 2 thanh phan bach cau
EO, BASO trong méu

Thanh phan chinh t6i thiéu gom:

Detergent < 0.5%

Buffer <0.6%

Preservative < 0.7%

C6 ma QR Code quan 1y hoa chat dugc tich hop san.
Gidi han: Thudc thir phai duoc sir dung trong pham vi
nhiét do mai truong 1a 15-35do C

Tiéu chudn chat lugng ISO 13485:2016 hoic twong
duong

Chai
500ml

65

Thubc thir ly giai hong cau
do Hemoglobin trong mau

Thanh phan chinh t5i thiéu gom:

Detergent <4.0%

Buffer < 1.0%

C6 ma QR Code quan 1y hoa chat duoc tich hop san.
Giéi han: Thudc thir phai duoc sir dung trong pham vi
nhiét do mai truong la 15-35do C

Tiéu chuan chit lugng ISO 13485:2016 hodc tuong
duong

Chai
500ml
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66

Vvat lieu kiém soat chét
lugng dung cho may phan
tich huyet hoc Laser

Thanh phan chinh t6i thiéu gom:

Mau dong vat c6 va khoé manh (lon), chit bio quan
va chat 6n dinh té bao.

Tiéu chuan chit lugng ISO 13485:2016 hodc twong
duong

Lo 3ml

67

Dung dich d¢ém

Thanh phan chinh t6i thiéu gom:
Trihydroxymethyl Aminomethane <1 g/L
Hydrochlocric Acid < 0.2 g/L

Triton < 0.1 g/L

2-Phenoxyethanol < 10 g/L

Tiéu chuan chit lugng ISO 13485:2016 hodc twong
duong

Thung
20L

68

Dung dich pha v& hong cu

Thanh phan chinh t6i thiéu gom:
Dodecyl trimethyl ammonium chloride 25~30 g/L
Myristyltrimethylammonium bromide 1.0~2.0g/L

Hydroxylamine hydrochloride 1.0~2.0 g/L
Ti€u chuan chat lugng ISO 13485:2016 hodc tuong
duong

Chai 1L

IV. Hoa chéat dong mau AutoS

69

Thudc thir xét nghiém dinh
luong APTT

Hiéu suat: Do lap lai: H¢ s6 bién thién (CV) cua ket
qua cac phép thi lap lai véi QC huyét trong khong
duoc vuot qua 5%

Thanh phan chinh t6i thiéu gom:

R1: Ellagic Acid 0.3%, BSA 0.1%, 0.2% Sodium
Azide, B6o dém 3%

R2: CaCl2 0.025 M

Tiéu chuan chit lugng ISO 13485:2016 hodc twong
duong

A

Hop
(5x5ml+
CaCl2:
5x5ml)

70

Thudc thir xét nghiém dinh
lugng PT

Céc gia tri tham khao: PTR: 1.0 £ 0.15; INR: 0.8-1.24
Thanh phén chinh t6i thiéu gom:

Recombinant hTF, BSA 0.5% CaCl2 0.025 M, bd
dém 3%, 0.2% Sodium Azide, chit 6n dinh.

Tiéu chuan chit lugng ISO 13485:2016 hodc twong
duong

Hop
(10x5ml)

71

Vat liu kiém soat chét
luong xét nghiém dinh
luong PT, APTT, TT, FIB
muc trung binh

Thanh phﬁn chinh: Huyét tuong nguoi.
Ti€u chuan chat lugng ISO 13485:2016 hodc tuong
duong

Hop
(10x1ml)

72

Hoa chat dung cho may
phan tich déng mau

Thanh phan chinh t6i thiéu gdm: Sodium
Hypochlorite

Tinh chit vat 1y: chat 1ong mau vang nhat.

Tiéu chuan chat lugng ISO 13485:2016 hodc twong
duong

Chai
500ml

73

Vit tu dung cho may xét
nghiém

Cong dung mau bénh pham

Kich thuéc: > 6mmx25mm

Dung tich: >500ul

Mau sic: Trong sudt

Loai nhua t6i thiéu: PS

Tiéu chudn chat lugng ISO 13485:2016 hoic twong
duong

Tuai 2900
chiéc
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V. Ho4 chit cho may nwéc tiéu click50, Auto 100

74

Que thur xét nghiém nudc
tiéu 11 thong so

Thanh phéan chinh t6i thi€u gom:

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.

Bilirubin: 2.4-dichlorobenzene diazonium 14.3mg.
Protein: tetrabromphenol blue 0.36mg.

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.

Tiéu chudn chat lugng ISO 13485:2016 hoic twong
duong

Hép 100
test

75

Hoa chat rira dung cho may
phan tich nudc tiéu ty dong

Thanh phan chinh t6i thiéu gom:

Sodium hydroxide, surfactant, buffer solution.
Tiéu chudn chat lugng ISO 13485:2016 hoic twong
duong

Chai 500
ml

76

vat liéu kiém soat chat
luong xét nghiém nudc tiéu
mirc 2

Thanh phan: c¢6 ngudn gdc dong vat, chat bao quan va
chét 6n dinh.

Tiéu chudn chat lugng ISO 13485:2016 hoic twong
duong

Lo 8ml

77

Ong nghiém c6 nip dung
cho may phan tich nudc ticu

Ong nghiém nudc tiéu
Ti€u chuan chat lugng ISO 13485:2016 hodc tuong
duong

250
cai/tui

VI. Hoa chit cho may HBalC HA1200

78

Hoa chit ding cho may
phén tich HbAlc loai A

Tinh chinh xéc: <5.0%

Do chinh xac: Trong vong chay: CV<3.0% (n = 20),
d6 chinh xac cua 16 1a <6% (n= 3).

Két qua mo rong NGSP: 4.0%~6.0%.

Thanh phén chinh téi thiéu gom:

NaCl 20mmol/L

Phosphate 40mmol/L

Perserver < 0.5ml/L

Tiéu chuan chit lugng ISO 13485:2016 hodc twong
duong

Tai 950ml

79

Hoa chat dung cho may
phan tich HbAlc loai B

Tinh chinh xac: <5.0%

Do chinh xac: Trong vong chay: CV<3.0% (n = 20),
dd chinh xac cua 16 1a <6% (n= 3).

Két qua m& rong NGSP: 4.0%~6.0%.

Thanh phén chinh ti thiéu gom:

Tai 700ml
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NaCl 170mmol/L

Phosphate 40mmol/L

Perserver < 0.5ml/L

Tiéu chuan chit lugng ISO 13485:2016 hodc twong
duong

80

Chat hiéu chuan xét nghiém
dinh luong HbAlc

Thanh phan chinh t6i thiéu gom:

Huyét sic t6 glycosyl hoa, bao gdbm chat bao quan va
chat 6n dinh.

Tiéu chuan chit lugng ISO 13485:2016 hodc twong
duong

Hop (L1:
3x0.1ml
L2:
3x0.1ml)

81

Vat ligu kiém soat chét
luong xét nghiém dinh
luong HbAlc

Thanh phan chinh t6i thiéu gom:

Huyét sic t6 glycosyl hoa, bao gdm chat bao quan va
chét 6n dinh.

Tiéu chuan chit lugng ISO 13485:2016 hodc twong
duong

Hop (L1:
3x0.1ml
L2:
3x0.1ml)

82

Dung dich ly giai hong cau

Do chinh xac: <5.0%

Do chinh xac: Trong vong chay: CV<3.0% (n = 20),
d6 chinh xac cua 16 1a <6% (n= 3).

Két qua mod rong NGSP: 4.0% ~ 6.0%.

Thanh phan chinh t6i thiéu gom:

Buffer 20mmol/L

Sodium chloride 20mmol/L

Surfactant 0.05ml/L

Perserver < 0.5 ml/L

Tiéu chudn chat lugng ISO 13485:2016 hoic twong
duong

Can
2300ml

&3

Cot sic ky

Thanh phén chinh t6i thiéu gom:

Cot 1am bang kim loai khong gi, trong c6 mang loc
chuyén dung, chiu dugc ap sut cao.

Kich thudc: 4.6x30 mm, Spm

Tiéu chudn chat lugng ISO 13485:2016 hodc twong
duong

Chiéc/hop

84

Phin loc

Thanh phan chinh t6i thiéu gom:

Phin Igc dang nhua, dugc cAu tao dang ludi loc.
Tiéu chudn chat lugng ISO 13485:2016 hodc twong
duong

Chiéc/thi

VII. Ho4 chét cho May phan tich mién dich ty dong Autolumo A1860

85

Bd xét nghiém dinh lugng
AFP

Thanh phan chinh tbi thiéu gom:

Enzym lién hgp. Horseradish-peroxidase dugc dan
nhan khang AFP don dong ctia chudt trong dung dich
dém Tris-NaCl c6 chira huyét thanh bo. Chira mét Iua
chon cac chit bao quan.

Tiéu chuan chit lugng ISO 13485:2016 hodc twong
duong

Hép 100
test

86

Thudc thtr, chit hiéu chuin
xét nghiém dinh lugng
CA125

Thanh phan chinh t6i thiéu gom:

Enzyme lién hop. Horseradish-peroxidase danh dau
chudt don dong Anti-CA125 trong d¢m PBS chura
casein va BSA (albumin huyét thanh bo). Chira mot
Iira chon céc chit bao quan.

Tiéu chuan chit lugng ISO 13485:2016 hodc twong
duong

Hép 100
test
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87

Thudc thtr, chat hi¢u chuan
xét nghiém dinh lugng
CA15-3

Thanh phan chinh t6i thiéu gom:

Enzyme lién hop. Horseradish-peroxidase dugc dan
nhan chudt don dong khang CA15-3 trong d¢m MES
chira huyét thanh bo. Chtra mot lya chon céc chit bao
quan.

Tiéu chuan chit lugng ISO 13485:2016 hodc tuong
duong

Hoép 100
test

88

Thudc thir, chat hiéu chuan
xét nghiém dinh lugng
CA19-9

Thubdc thir CA19-9 CLIA Microparticles

Thanh phén chinh téi thiéu gom:

Lién hgp enzym lién hgp. Horseradish-peroxidase
dugc danh dau chudt don dong khang CA19-9 trong
dém Tris c6 chita BSA (albumin huyét thanh bo).
Chira mot lua chon céc chit bao quan.

Tiéu chudn chat lugng ISO 13485:2016 hoic twong
duong

Hop 100
test

89

B6 xét nghiém dinh lugng
CA72-4

Thanh phan chinh t6i thiéu gom:

Enzyme lién hop. HRP (horseradish peroxidase) dugc
dan nhan khang CA72-4 don dong cta chudt trong
dung dich dém Tris-HCI chutra gelatin ca. Chira mot
lua chon cac chat bao quan.

Tiéu chudn chat lugng ISO 13485:2016 hoic twong
duong

Hop 100
test

90

Thudc thtr, chat hi¢u chuan
xét nghiém dinh lugng CEA

Thanh phan chinh t6i thiéu gom:

Lién hgp Enzyme. Horseradish-peroxidase dugc dan
nhan Anti-CEA don dong cua chudt trong dém Tris
c6 chira huyét thanh bo. Chtra mét lua chon cac chit
bao quan.

Tiéu chuan chit lugng ISO 13485:2016 hodc twong
duong

Hép 100
test

91

B6 xét nghiém dinh lugng
CYFRA 21-1

Thanh phan chinh t6i thiéu gom:

Enzyme lién hop. Enzyme lién hgp HRP (horseradish
peroxidase) dugc dan nhan khang CYFRA 21-1 don
dong cua chudt trong dung dich dém Tris-NaCl chtra
BSA (albumin huyét thanh bo) va casein. Chtra mot
lira chon céc chit bao quan.

Tiéu chuan chit lugng ISO 13485:2016 hodc tuong
duong

Hop 100
test

92

Thudc thir xét nghiém dinh
luong Ferritin

Thanh phan chinh t6i thiéu gom:

Enzym lién hop. HRP (horseradish peroxidase) dugc
gan nhin 1 khang thé don dong chudt antiferritin
trong dém Tris-NaCl c6 chira BSA (bovine serum
albumin) va casein. Chtra mét s chat bao quén.
Tiéu chuan chit lugng ISO 13485:2016 hodc tuong
duong

Hop 100
test

93

B6 xét nghiém dinh lugng
PSA tu do

Thanh phan chinh t6i thiéu gom:

Enzyme lién hop. Horseradish-peroxidase dugc dan
nhan khang fPSA don dong ctia chudt trong bd dém
Tris-HCI c6 chita BSA va casein. Chura 2%o ProClin
300® va 0,2%o chat bao quan Bronidox.

Tiéu chuan chit lugng ISO 13485:2016 hodc tuong

duong

Hop 100
test
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94

Thudc thir xét nghiém dinh
lugng triiodothyronine tu do

Thanh phan chinh t6i thiéu gom:

Enzym lién hop. Chit chéng T3 dwoc gin nhin
peroxidase cai ngua trong dém BIS-Tris-Propane-
NaCl ¢6 chira BSA (albumin huyét thanh bo). Chtra
chat bao quan ProClin 300 va Bronidox.

Tiéu chuan chit lugng ISO 13485:2016 hodc twong
duong

Hép 100
test

95

Thudc thir xét nghiém dinh
lugng thyroxine tu do

Thanh phan chinh t6i thiéu gom:

Enzym lién hop. Cai ngua-peroxidase dugc gin nhin
anti-T4 trong dém Tris-NaCl c6 chira BSA (albumin
huyét thanh bod). Chira mot sé chat bao quan.

Tiéu chudn chat luong ISO 13485:2016 hoic twong
duong

Hép 100
test

96

Thudc thir xét nghiém dinh
lugng hormone kich thich
tuyén giap

Thanh phan chinh t6i thiéu gom:

Enzyme lién hop. Panh dau peroxidase cai ngua
chéng TSH trong dém Tris-NaCl ¢6 chira huyét thanh
bo. Chira chat bao quan ProClin 300.

Tiéu chudn chat lugng ISO 13485:2016 hodc twong
duong

Hop 100
test

97

Thudc thir xét nghiém dinh
luong Cortisol

Thanh phan chinh t6i thiéu gom:

Enzym lién hgp. Chtra khang nguyén Cortisol dugc
gan nhin peroxidase cai ngua trong dém MES c6
chtra casein. Chira mot s6 chat bao quén.

Tiéu chudn chat luong ISO 13485:2016 hodc twong
duong

Hop 100
test

98

Thudc thir xét nghiém dinh
lugng troponin T tim do
nhay cao

Thanh phan chinh t6i thiéu gom:

Enzym lién hop: Horseradish-peroxidase gin nhin
anti-cTnT trong dém Tris-NaCl c6 chira BSA. Chua
chat bao quan ProClin 300 va Bronidox

Tiéu chudn chat lugng ISO 13485:2016 hoic twong
duong

Hép 100
test

99

Bd xét nghiém dinh lugng
B-hCG

Thanh phan chinh t6i thiéu gom:

Enzyme lién hop. Khang thé anti-B-hCG duoc gin
nhan peroxidase cai ngua trong dém PBS c6 chtra
BSA (albumin huyét thanh bo). Chira mot s6 chit bao
quan.

Tiéu chudn chat lugng ISO 13485:2016 hoic twong
duong

Hép 100
test

100

Chat phat quang hoa hoc

Puogc su dung két hop voi b dung cu thuoc thir phu
hop dua trén cong nghé xét nghiém mién dich vi hat
phat quang hoa hoc (CLIA Microparticles) dé phat
hién cac phép do phuc vu chan doan trong ong
nghiém.

Tiéu chudn chat lugng ISO 13485:2016 hodc twong
duong

Hop
(110mIx2
sets)

101

Dung dich pha lodng mau
cho may mién dich

Thanh phan chinh tbi thiéu gom:

NaCl buffer

Tiéu chuan chit lugng ISO 13485:2016 hodc twong
duong

Hop
(250ml*4
vials)
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Thanh phan chinh t6i thiéu gom:

Dung dich dém cho may|Phosphate buffer 5 Olg)gfl* 4
mien dich Ti€u chuan chat lugng ISO 13485:2016 hodc tuong ol
102 duong vials)
Dung dich ¢6 dic dung dé vé sinh pipet mau trong
Dung dich rira cho mdy quz? triHh phéXn ﬁng phat hiéA’n chat d9 cho xét nghiém H(f)}i
midn dich phat hién chan doan trqng ong nghlgm. (25@1 12
: Thanh phan chinh: Sodium Hydroxide vials)
103 Tiéu chudn chit lugng ISO 13485:2016
. ., , |Coéng phan R
Cong phan ng cho may| i BT EE | e 1SO 13485:2016 hodc tuong | HOP 1000
lo4 |micn dich duon pcs
g
Kiém tra cac xét nghiém toi thiéu gém: T3, T4, FT3,
i FT4, TSH, TG, PRL, LH, HGH, ACTH, Cortisol, 16
Vat liéu kiém soat murc 2 xét|Folate, 25-OH Vitamin D, FSH, PRG, Testosterone, (Levé Il) 7
nghiém (,ﬁnh lugng 25 thong|E2, C-Peptide, Insulin, 170-OHP, DHEA-S, IGF-1, 6*3.0 ’
sO noi tiét Aldostergne, B’-hCG, Vitamin B12 ij
Ti€u chuén chat lugng ISO 13485:2016 hodc tuong
105 duong
Vit liéu kiém soat chét luong cac Thude thir tdi thiéu
gdm: Creatine Kinase (CK), Creatine Kinase-MB
(CK-MB), Cardiac troponin I (cTnl), Cardiac
Vat liu kiém soat mire 2 xét trop.onin.T (CTI.IT), C-Reaction Prgtein (CRP), B—‘ Hop
x . . _«|natriuretic peptide (BNP), N-terminal B- natriuretic | (Level 2:
nghiém dinh lugng chi so . . *
tim mach peptide precursor (NT—proBNP), I.{omocys‘.[elne 6*2.0m
: (HCY), Heart-type fatty acid binding protein (H- L)
FABP), Digoxin (Dig), Myoglobin (MYO)
Tiéu chuan chit lugng ISO 13485:2016 hodc tuong
106 duong
Kiém tra cac xét nghiém tdi thiéu gom: AFP, CEA,
Vat licu kidm sodt mire 2 xét CA125, CA1'9'—9, CA15-3, CAS0, tPSA, fPSA, PGII, Hop
nghiéfn dinh luong 20 thong B-HCG, Ferritin, CA72—4', NSE, SCCA, Cyfra 21-1, | (Level 2:
8 mién ciich ; CA242, HE4, PGI, B2-Microglobulin, TG. 6*3.0m
: Ti€u chuén chat lugng ISO 13485:2016 hodc tuong L)
107 duong
VIIL Ho4 chit cho May phén tich mau ling RS30
Ong thity tinh > 8x120mm chiéu xa v&i nat tdi thiéu
tur cao su butyl.
108 | - ) Chrtra t6i >1.6ml mau toan phan trong dng. N 100
Ong phan tich méu lang Ong chtra khoang 0.28mL natri citrat 3,2% va san X iy
\ 2 . ong/tui
sang de¢ st dung.
Tiéu chudn chat lugng ISO 13485:2016 hoic twong
duong
IX. Hoa chét cho may khi mau
Thyc hién dugc trén may phén tich khi mau GEM
3500. Cac thong s6 xét nghiém t6i thiéu gom: pH, Hob 75
Cartridge cho may khi mau [pCO2,p02, Het,Na+, K+,Ca++,Glucose va Lactate. 1':55 ¢

109

Han dung 3 tuAn, Bio quan & nhiét do <15- >25 d6 C.

Dat tiéu chudn ISO 13485 hoic twong duong
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. 30
, £ 2 , .| Thuc hién dugc trén may phan tich khi mau GEM 4 n
Hoa chat chuan cho mdy khil3 500 Hap hoa chit chuin nhidu mic do. Pat ticu (‘;nf/ ?81;
110 chuan ISO 13485 hodc tuong duong 2ml)
X. Ho4 chat khac
Anti-A khang thé don dong dan xuat tir té bao dong
11 Hoa chat dinh danh nhém|lai (CCS) 500100 1.0ml. 10 ml/ To
mau A Do dac hi¢u 100%. Do chinh xac 100%. i
Tiéu chudn chét lugng ISO 13485 hoic twong duong
Anti-AB khang thé don dong dan xuat tir té bao dong
112 Hoa chat dinh danh nhém|lai (CCS) A-5E10; B-2D7 1.0ml. 10 ml/ Io
mau AB Do dac hiéu 100%. Do chinh xac 100%. ;
Tiéu chudn chét lugng ISO 13485 hoic twong duong
Anti-B khang thé don dong dan xuat tir té bao dong
113 Hoéa chat dinh danh nhom|lai (CCS) B501100 1.0ml. 10 ml/ Io
mau B Do dac hiéu 100%. Do chinh xac 100%. ;
Tiéu chudn chét lugng ISO 13485 hoic twong duong
Khang thé don dong c6 dan xuat tir t& bao dong lai
114 Hoa chat dinh danh nhém|(CCS) Anti-D BS225 1.0ml. 10 ml/ 1o
mau D Do dac hi¢u 100%. Do chinh xac 100%. i
Tiéu chudn chét lugng ISO 13485 hoic twong duong
115 B nhuom Ziehl Neelsen | B0 £0m = 3 chai 100ml gom: Methylene Blue; Carbol| 5 o0,
Fuchsin; Hydrochloric acid in ethanol
116 [Bo nhuém Gram Bo gdm zfl chai IQOml gom: Crystal Violet, Lugol, 4x100ml
Alcohol va Safranine
- 12 mot xét nghiém mién dich truc quan nhanh chéng
dé phat hién Chlamydia trachomatis gia dinh dinh
tinh trong phét té bao cb tir cung & nir gidi, phét nicu
dao & nam gidi va mau nude tiéu cua nam gidi.
- MAu pham: Bénh pham ¢ tir cung nit/niéu dao
nam/nudc tiéu
+ Mau cb tir cung nit: D6 nhay tuong d6i: > 97.0%
Do dic hiéu twong dbi: > 98.3%
+ Mau niéu dao nam: D6 nhay tuong ddi: >97.7%
Khay thir xét nghiém dinh| Do dachi¢u twong doi: >96.7% | 0
117 |tinh khang nguyén|+ Mau nudc tiu nam: DY nhay twong doi: > 98.5% /hép
Chlamydia B¢ dac hiéu twong doi: > 94.3% ;
- B¢ lap lai: 100%, D9 tai lap: 100%.
- Gi6i han phat hién 1a <30ng/mL
- P 6n dinh: 6n dinh trong diéu kién bao quan <2-
>30°C
-Khong phan tmg chéo véi cac chét: Staphylococcus
aureus,Acinetobacter,Group B Streptococcus, Group
C Streptococcus,Neisseria gonorrhea...
-Dat tiéu chudn ISO 13485:2016 hoic tuong duong
118 ﬁﬁykggxfﬁén%gﬁmkféﬁg Xét nghiém dinh tinh phat hién khang thé IgM khang | 25
EV71 trong mau, gom 25 test test/hop

Enterovirus71
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"-1a mot bo dung cu chan doan trong ong nghiém dé
phat hién dinh tinh, gia dinh IgM khang HAV

-MAu pham: mau toan phan, huyét thanh hodc huyét
tuong cua nguoi.

-b6 nhay tuong dbi: > 99,5%; Do dic hiéu tuong dbi:
> 99,3%; Thoa thuan tong thé: > 99.4%

- b6 6n dinh: 6n dinh trong diéu kién bao quan 2- 40
30°C Test/Hop
-Gi61 han phat hién: <6 S/CO. Xét nghiém khong bi
anh huong boi hiéu moc cau khi ndng do 1én toi 48
S/CO

-Khéng phan tg chéo véi HEV, HCV, HIV,
Dengue, Rubela, Malaria, TB..

-Dat tiéu chuan ISO 13485:2016 hoic tuong duong

Khay thtr xét nghiém dinh
119 |tinh khang thé IgM khang
HAV

Khay thtr xét nghiém dinh|X¢ét nghiém dinh tinh phat hién nhanh khang nguyén
120 |tinh khang nguyén|Influenza virus ab trong dich ty hau hogc dich mii,
Influenza A, Influenza B |gom 20 test

20
Test/hop

3. Céc yéu cau khac

- Nop va thuc hién theo yéu cau khi chu dau tu hodc chu dau tu yéu cau cac ban
cam ket sau:

+ Nha thau di diéu kién cung cdp va hang héa dwoc phép heu hanh trén thi truong
theo quy dinh phap ludt hién hanh;

+ Tat ca cac hang hoa va dich vu lién quan co xuat xwr ro rang, hop phap;

+ Hang héa cung cdp méi 100%, dam bdo han si dung toi thiéu 06 thang doi voi
hang héa c¢é han ding tir 02 nam tré 1én; 03 thang doi véi hang héa cé han dimg tir 01 dén
02 nam; % han ding doi véi hang héa c¢é han ding dwéi 01 nam theo nha san xudt khi ban
giao hang hoa;

+ Cung cdp hang madu trong truong hop cé yéu cau cia Chi dau t;

+ Thoi gian giao hang: Chdm nhat la 72 gio sau khi nhdn dwoc die trit ciia bén mua
(bang E-mail hodc dién thoai trong trwong hop khan cdp); Riéng doi véi hang héa tring
thau ding dot xudt, khan cdp... bdt budc giao hang tai kho bén mua khong qud 24 gio;

+ Thu héi hang hod trong trwong hop hang hod da giao nhung khéng dam bdo chat
luwong, hodc khong sw dung dwoc voi trang thiét bi hién cé cua don vi thu huwong, hodc co
théng bdo thu hoi ciia co quan cé tham quyén ma nguyén nhan khéng do 16i ciia chii dau
tu,

+ Co6 nang lyc tw thuc hién cdac nghia vu bdao hanh, bao tri, duy tu, bao duong, sia
chita, cung cdp phu tung thay thé hodc cung cdp cdc dich vu sau bdn hang theo yéu cau
ciia E-HSMT hodc ky hop dong nguyén tic véi don vi ¢é dii kha nang thuwce hién nghia vu
bao hanh, bdo tri, duy tu, bdo dudng, sira chita, cung cdp phu tung thay thé hodc cung cdp
cdc dich vu sau ban hang theo yéu cau cia E-HSMT:
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+ Théng bdo bang van ban dén chii dau tw trong trwong hop hang héa cé bat ky
thay doi tir nha sdan xudt.

- Nha thau chuin bi 1 bo E-HSDT ban gbc dé Chu dau tu luu trir khi duoc
moi ddi chiéu tai licu.



