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

1. Gi6i thiéu chung vé dw 4n/dw toan mua sim, goéi thau
- Chu dau tu: Bénh vién Pa khoa khu vue Bat Xat

- Tén ké hoach lya chon nha thiu: Mua sim héa chit - vat tu xét nghiém phuc
vu cong tac kham chita bénh ctia Bénh vién Pa khoa khu vuc Bat Xat nam 2025-
2026

- Tén goi thau: Mua sdm hoa chét - vét tu xét nghiém phuc vu cong tac kham
chira bénh cua Bénh vién Da khoa khu vuc Bat Xat nam 2025-2026

- Gia goi thau: 3.063.528.219 VND

- Ngudn vén: Ngudn thu dugc dé lai cta bénh vién.

- Hinh thirc lya chon nha thau: Pau thau rong rai (lgya chon nha thau qua mang)
- Phuong thurc lya chon nha thau: 01 giai doan- 01 ti ho so

- Thoi gian t6 chirc lira chon nha thau: 90 ngay

- Thoi gian bat dau to chirc lya chon nha thau: Quy IV nam 2025
- Loai hogp dong: Tron gbi

- Thoi gian thuc hién géi thau: 365 ngay

- Tuy chon mua thém: Khong ap dung

2. Yéu cdu vé ky thudt

a) Yéu cau chung

- Nha thau da diéu kién cung cip va hang héa duoc phép luu hanh trén thi
truong theo quy dinh phép luat hién hanh;

- Hang hoa méi 100%, dam bao han st dung tbi thiéu 06 thang d6i voi hang
hoa c6 han ding tir 02 nam tré 1én; 03 thang ddi voi hang hoa c6 han dung tir 01 dén
02 nam; ¥4 han dung ddi véi hang hoa c6 han dung dudi 01 nam theo nha san xuat khi
ban giao hang hoa.

- Nha thau dé xuét pham vi cung cép, ngay giao hang phu hop véi tién do thuc
hién ké hoach lya chon nha thau.

b) Yéu cau vé ky thuat
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STT

Tén hang héa

Théng s k§ thuit va cac tiéu chuin

(Nha thau c6 thé chao twong dwong hodc tot
hon)

Quy cach
dong goi

Thudc thr xét nghiém dinh
luong Calcium

Phuong phéap: Arsenazo III hodc tuong
duong

Gi61 han phat hién: 0.04 mg / dL

Thanh phan chinh: Thudc thi: (Phosphate
buffer pH 7.5 50 mmol/L; 8-
Hydroxyquinoline-5-sulfonic acid 5
mmol/L; Arsenazo III 120 pumol/L);
Standard: 10 mg/dL (2.5 mmol/L)

Tiéu chuan chét lugng t6i thiéu ISO
13485:2016 hoac tuong duong

3x60ml

Thudc thr xét nghiém dinh
lugng Albumin

Phuong phap do: Bromocresol green hodc
tuong duong

Pham vi do: 0.2g/dl — 6.0 g/dl

Do nhay phan tich: 0.2 g/dl

Thanh phan chinh: Succinate buffer, pH 4.2:
75 mmol/l; Bromcresol green: 0.15 mmo/I;
Brij 35: 7 ml/l; Detergents and

stabilizers >0.1 %

Tiéu chuan chét lugng t6i thiéu ISO
13485:2016 hoac tuong duong

6x65ml

Thudc thr xét nghiém dinh
luong a-Amylase

Phuong phap: CNP-G3 hoac tuong duong
Pham vi do: Lén t61 1500 U / 1

Gi61 han phat hién: 7 U /1 hodc 0.12 pkat /1
Thanh phan chinh: MES buffer, 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 chét lugng t6i thiéu ISO
13485:2016 hoac tuong duong

3x60ml

Thudc thr xét nghiém dinh
lugng Bilirubin direct

Phuong phap DCA hodc tuong duong
Pham vido tr 0.1 - 10 mg / dL

Gi61 han phat hién 1a 0.1 mg/dL.

Thanh phén chinh: 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 chuan chét lugng t6i thiéu ISO
13485:2016 hoac tuong duong

R1:
3x50m
R2:
3x10ml
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Thudc thr xét nghiém dinh
luong Bilirubin total

Phuong phap: DCA hodc tuong duong
Pham vi do tir 0.1 - 30 mg/dL

Gi61 han phat hi¢n 1a 0.07 mg/dL.

Thanh phan chinh: 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 chét lugng t6i thiéu ISO
13485:2016 hoac twong duong

R1:
3x65m
R2:
3x14ml

Thudc thr xét nghiém dinh
luong Cholesterol

Phuong phap: ChOD-PAP (Cholesterol
oxidase/peoxidase) hodc tuong duong
Pham vi: 3-800 mg/dl (0.08-20.7 mmol/l)
Gi61 han phat hién: 3 mg/dl (0.08 mmol/1)
Thanh phan chinh c6 chira: 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/1; 4-
Aminoantipyrine: 0.4 mmol/I,

Tiéu chuén chét luong tdi thiéu ISO
13485:2016 hodc tuong duong

6x65ml

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

Phuong phap: IFCC hoac tuong duong
Pham vi do: 2-2300 U/1 (0.03-38.41 pkat/l)
Do nhay phan tich: 5 U/1 (0.08 pkat/l)
Thanh phén chinh:

R1: Buffer (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/I; HK:
2500 U/I; Diadenosine pentaphosphate: 10
umol/l; CK-M-antibody: 1000 U/I)

R2 substrate ( creatine phosphate: 30
mmol/l; ADP: 2 mmol/l; AMP: 5 mmol/l;
Adenosine: 10 pumol/l)

Tiéu chuan chét lugng t6i thiéu ISO
13485:2016 hoac tuong duong

R1:
2x67ml
R2:
2x17ml

Thubc thir xét nghiém dinh
lugng Creatine kinase trong
huyét thanh.

Phuong phap: IFCC hoac tuwong duong
Pham vi do: 2-2300 U/I

D0 nhay phan tich: 2 U/l

Thanh phén chinh:

R1 Buffer (Imidazole buffer pH 6.7:100
mmol/l; Mg-acetat: 20 mmol/l; Glucose: 10
mmol/l; N-acetyl-cysteine: 20 mmol/I;
NADP: 2 mmol/l; G6P-DH: 1500 U/I; HK:
2500 U/I; EDTA: 2 mmol/l)

R2 substrate (creatine phosphate 30 mmol/I;
ADP 2 mmol/l; AMP 5 mmol/l; Adenosine
10 umol/l)

R1:
2x60m
R2:
2x15ml




49

Tiéu chuan chét luong tdi thiéu ISO
13485:2016 hodc tuong duong

Phuong phap: Jaffe hoac tuong duong
Pham vi do: 0.2 — 15 mg/dL (18 — 1330

mmol/l) ’ ) 9
Tiéu chuan chat lugng t61 thieu ISO
13485:2016 hoac twong duong

umol/L)
Gi61 han phat hién 1a 0.2 mg/dL (17.7 R1:
5 Thudc thir xét nghiém dinh | pmol/L) 4x66ml
" | lugng Creatinine Thanh phan chinh: R1: Sodium hydroxide R2:
0.2 mol/L; R2: Picric acid 20 mmol/L; 4x16ml
Standard: 2 mg/dL (177 pmol/L)
Tiéu chuén chét luong tdi thiéu ISO
13485:2016 hodc tuong duong
Vit ligu kiém sodt chét luong Chat kiém soat d§ chinh xéc cAho xét ngh’iém
. n . C-Reactive Protein trong huyét thanh murc
x¢ét nghiém dinh lugng C - £
10. Reactive Protein (CRP) muc thap. x X 2 IxIml
thép Tiéu chuan chat lugng t61 thieu ISO
13485:2016 hoac tuong duong
Vit liéu kiém sodt chit lrong Chat kiém soat d(? chinh xac (iho xét ngh,iém
, A . C-Reactive Protein trong huyét thanh murc
xét nghiém dinh lugng C -
. Reactive Protein (CRP) muc cao. : £ X 2 IxIml
cao Ti€u chuan chat lugng t6i thiéu ISO
13485:2016 hodc tuong duong
Pham vi do: 0-14 mg/dL
Gi61 han phat hién: 0.013 mg/dL
Thanh phan chinh: Latex ( Glycine buffer
Thude thir xét nghiém dinh | pH 8.42; Rabbit anti-human CRP sensitized RI:
12. | lugng C - Reactive Protein | latex 0.20%; Sodium azide 0.95 g/L); Buffer 2x25ml
(CRP) ( Sodium chloride: 9 g/L; Detergent: 0.1 %; | R2: 2x5ml
Sodium azide: 0.95 g/L)
Tiéu chuén chét luong tdi thiéu ISO
13485:2016 hodc tuong duong
Chét hicu chudn xét nghiém Chat hiéu chuén xét nghiém dinh luong C-
: ; reactive protein (CRP)
13. | dinh lugng C - Reactive | ... 2 £ O S5x1ml
Protein (CRP) Ti€u chuan chaE luong t61 thiéu ISO
13485:2016 hodc tuong duong
Phuong phap: IFCC hoac tuong duong
Pham vi do: 3 - 280 U/1 (0.05 - 4.67 pkat/l)
) Gi61 han phat hién: 3 U/1(0.05 pkat/l) RI:
Thudc thtr xét nghiém dinh | Thanh phan chinh: R1(Tris Glycylglycin %6 6.m1
14. | lugng Gamma-glutamyl | buffer pH 8.25 100 mmol/l); R2 (L-y- RO:
transferase (GGT) Glutamyl-3-carboxy-4-nitroanilide 2.9 51 6.m1
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15.

Thudc thr xét nghiém dinh
luong Glucose

Phuong phap: GOD-PAP (Glucose oxidase/
peroxidase) hodc tuong duong

Gi61 han phat hién: 2 mg/dl

Thanh phan chinh: 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 chét lugng t6i thiéu ISO
13485:2016 hoac twong duong

6x66ml

16.

Thudc thr xét nghiém dinh
luong AST/GOT

Phuong phap: IFCC hoac tuwong duong
Pham vi do: 0.160 ¢ 340nm hoac 0.080 &
365nm

Gi61 han phat hién: 4 U/l hoac 0.07 pkat/l
Thanh phan chinh: R1 (Tris buffer pH 7.8:
100 mmol/l; L-Aspartate: 200 mmol/l; LDH:
800 U/1; MDH: 600 U/1); R2: (NADH2 :
0.18 mmol/l; 2-Oxoglutarate: 12 mmol/l)
Tiéu chuan chét lugng t6i thiéu ISO
13485:2016 hoac tuong duong

R1:
6x66m
R2:
6x16ml

17.

Thudc thr xét nghiém dinh
luong ALT/GPT

Phuong phap: IFCC hoac twong duong
Pham vi do: 0.160 ¢ 340 nm hoac 0.080 &
365 nm

Gi61 han phat hién: 4 U/l hoac 0.07 pkat/1
Thanh phan chinh: R1 (Tris buffer pH 7.8:
100 mmol/I; L-Alanine 500 mmol/l; LDH
1200 U/1); R2 (NADH2 0.18 mmol/l; 2-
Oxoglutarate 15 mmol/l)

Tiéu chuan chét lugng téi thiéu ISO
13485:2016 hoac twong duong

R1:
6x66m
R2:
6x16ml

18.

Thudc thr xét nghiém dinh
luong HDL Cholesterol

Phuong phép: Direct hodc twong duong
Pham vi do luong: 3-150 mg/dl

Gi61 han phat hién: 3 mg / dl

Thanh phén chinh: R1 (Good’s buffer, pH
7.0 100 mmol/l; Cholesterol oxidase >0.8
KU/I; Cholesterol esterase >1.0 KU/,
Catalase >500 KU/I; HDCBS 0.5 mmol/l);
R2 (Peroxidase 30 KU/I; 4-Aminoantipyrine
4 mmol/l)

Tiéu chuan chét luong tdi thiéu ISO
13485:2016 hodc tuong duong

R1:
3x50m
R2:
2x25ml

19.

Thudc thr xét nghiém dinh
luong Iron

Phuong phéap: Ferene hodc twong duong
Pham vi do: 5-1000 pg/dL

Gi61 han phat hién: 5 pug / dL

Thanh phan chinh: 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)

R1:
3x67m
R2:
3x16ml
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Tiéu chuan chét luong tdi thiéu ISO
13485:2016 hodc tuong duong

20.

Thubc thir xét nghiém dinh
luong LDL Cholesterol

Phuong phap: Truyc tiép hoic trong duong
Pham vi do: 5-100 mg/dl

Do nhay phan tich: 5 mg/dl

Thanh phan chinh: R1 (Good’s buffer, pH
7.0 50 mmol/l; Cholesterol oxidase 500 U/I;
Cholesterol esterase 600 U/l; Catalase 600
KU/I; Ascorbate oxidase 3 KU/I; TOOS 2
mmol/l); R2: (Peroxidase 4 KU/I; 4-
Aminoantipyrine 4 mmol/l)

Tiéu chuan chét lugng t6i thiéu ISO
13485:2016 hoac twong duong

R1:
3x50ml
R2:
2x25ml

21.

Thubc thir xét nghiém dinh
luong Total Protein

Phuong phap: Biuret hoac twong duong
Pham vi do: 0.2-13 g/dl

Gi61 han phat hién: 0.2 g/dl hoac 2.0 g/l
Thanh phan chinh: Potassium iodide 30
mmol/l; Potassium sodium tartrate 32
mmol/l; Copper sulphate 18 mmol/l; Sodium
hydroxide 200 mmol/I

Tiéu chuén chét luong tdi thiéu ISO
13485:2016 hodc tuong duong

5x66ml

22.

Thubc thir xét nghiém dinh
luong Triglyceride

Phuong phap: GPO-PAP hodc tuong duong
Pham vi do: 3-1000 mg/dl

Gi61 han phat hién: 3mg / dl

Thanh phan chinh: Pipes buffer pH 7.8 50
mmol/l; p-Chlorophenol 2 mmol/l;
Lipoprotein lipase 150000 U/I;
Glycerolkinase 800 U/1; Glycerol - 3 - P-
oxidase 4000 U/1; Peroxidase 440 U/1; 4-
Aminoantipyrine 0.7mmol/l; ATP
0.3mmol/l; Mg2+ 40 mmol/l; Na-cholat
0.20 mmol/l; Potassium-Hexacyanoferrat(Il)
Iumol/l

Tiéu chuén chét luong tdi thiéu ISO
13485:2016 hodc tuong duong

6x65ml

23.

Thubc thir xét nghiém dinh
lugng Urea

Phuong phap: UV kinetic hoac tuong duong
Pham vi do: 5-400 mg/dl

Gi61 han phat hién: 5 mg/dl

Thanh phan chinh: R1 (TRIS buffer pH 7.8
50 mmol/l; GLDH > 0.80 U/I; Urease > 12
U/ml); R2: TRIS buffer pH 9.6 100 mmol/I;
2-oxoglutarate 8.3 mmol/l; NADH > 0.23
mmol/l

Tiéu chuén chét luong tdi thiéu ISO
13485:2016 hodc tuong duong

R1:
4x66ml
R2:
4x16ml
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24.

Thubc thir xét nghiém dinh
luong Uric acid

Phuong phap: Uricase-PAP hodc tuong
duong

Pham vi do: 0.2 — 20.0 mg/dl

Gi61 han phat hién: 0.2 mg/dl

Thanh phan chinh: Phosphate buffer pH 7.4
50 mmol/l; 3,5-Dichloro-2-hydroxy-
benzenesulfonic acid 4 mmol/l; Uricase 60
U/1; POD 660 U/l; 4-Aminoantipyrine 1
mmol/l; Preservative

Tiéu chuan chét lugng t6i thiéu ISO
13485:2016 hoac tuong duong

4x65ml

25.

Vit liéu kiém soat chét lugng
xét
nghi¢m sinh hdéa muc 1

Vat liéu kiém soat chat luong muc 1 cho céc
xét nghiém sinh hoa: Total Acid
Phosphatase, Non-Prostatic Phosphatase,
Albumin, Alk. Phosphatase, ALT/GPT, a-
Amylase, a-Amylase pancreatic, AST/GOT,
Bilirubin total, Bilirubin direct, Calcium,
Cholesterol total, HDL-Cholesterol, LDL-
Cholesterol, Cholinesterase, 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 chét lugng t6i thiéu ISO
13485:2016 hoac twong duong

Sml

26.

Vit liéu kiém soat chét lugng
xét
nghi¢m sinh hdéa muc 2

Vat liéu kiém soat chat lugong murc 2 cho céc
xét nghiém sinh hoa:

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-Cholesterol, LDL-Cholesterol,
Cholinesterase, CK-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 chuén chét luong tdi thiéu ISO
13485:2016 hodc tuong duong

Sml

27.

Thudc thr xét nghiém dinh
luong Rheumatoid Factor
(RF)

Phuong phap: xét nghiém mién dich

Mau: Huyét thanh, huyét twong

Thanh phan chinh: Thudc thir 1 (Tris buffer
<25 mmol/l; Sodium azide pH 8.2. <
0.999g/1); Thudc thir 2 (Huyén phu cac hat
latex dugc phu bang huyén phu cua cac hat
latex dugc phii bang gamma-globulin ctia
con nguoi, natri azide <0.99 g/ L)

R1:
1x25ml
R2: 1x5ml
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Tiéu chuan chét luong tdi thiéu ISO
13485:2016 hodc tuong duong

28.

Chat chuan xét nghiém dinh
luong Rheumatoid Factor
(RF)

Chat chuan xét nghiém dinh lugng
Rheumatoid Factor (RF).

Tiéu chuén chét luong tdi thiéu ISO
13485:2016 hodc tuong duong

5x1ml

29.

Vit liéu kiém soat chét lugng
x¢t nghiém dinh lugng
Rheumatoid Factor (RF)

Vat liéu kiém soat chat lugng xét nghiém
dinh lugng Rheumatoid Factor (RF)

Tiéu chuén chét luong tdi thiéu ISO
13485:2016 hodc tuong duong

2x3ml

30.

Chét hiéu chuan xét nghiém
sinh hoa

Dung dé hiéu chuan cho céc xét nghiém sinh
hoa: 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 chuan chét lugng t6i thiéu ISO
13485:2016 hoac tuong duong

Sml

31.

Thudc thr xét nghiém dinh
luong Urine protein (UP)

Phuong phap: Ultrasensitive Pyrogallol Red
hoac tuong duong.

Do nhay phan tich: 0.6 mg/dl

Thanh phan chinh: Pyrogallol red 0.06
mmol/l; Sodium molybdate 0.04 mmol/l;
Succinate buffer 50 mmol/l; Detergent 2 %
Tiéu chuan chét luong t6i thiéu ISO
13485:2016 hodc tuong duong

2x50ml

32.

Thudc thr xét nghiém dinh
luong Microalbumin

Phuong phap Immunoturbidimetric hodc
tuong duong

D6 nhay phén tich: Khi nong d6 mau la
50mg/L, d6 hap thu thay d6i phai > 0.1500.
Thanh phan chinh: R1 (Tris/HCI buffer: 20
mmol/L, pH 7.4

Polyethylene Glycol: 6%(w/V); NaCl: 150
mmol/L); R2 (Tris/HCI buffer: 20 mmol/L,
pH7.8; Anti (human) albumin: 20%; NaCl:
150 mmol/L)

Tiéu chuan chét luong t6i thiéu ISO
13485:2016 hodc tuong duong

R1:
1x60m
R2:
1x20ml

33.

Vit liéu kiém soat chét lugng
x¢t nghiém dinh lugng
Microalbumin

Vat liéu kiém soat chat lugng xét nghiém
dinh Iugng Microalbumin

2x1ml
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Tiéu chuan chét luong tdi thiéu ISO
13485:2016 hodc tuong duong

Chét hiéu chuan xét nghiém

Chat hiéu chudn xét nghiém dinh luong
Microalbumin

3% | dinh luong Microalbumin | Tiéu chuén chit lwgng t6i thidu ISO 6x2ml
13485:2016 hodc tuong duong
, 7 Chat hiéu chudn xét nghiém dinh luong
35 Chat hiéu chuan xet nghiém | Urine protein ) q Ix1ml
" | dinh lugng Urine protein (UP) | Ti€u chuan chat lugng t6i thiéu ISO
13485:2016 hodc tuong duong
Vit lidu kidm soat chét lugng Yat liéu kiém §oat chat.luqng xét nghiém
, o . . dinh luong Urine protein
36. | xét nghiém dinh luong Urine | . X £ P 2x1ml
rotein (UP) Tiéu chuan chat lugng t61 thieu ISO
p 13485:2016 hoic twong duong
) Thanh phan chinh:
37 Hoa chat rira dung cho may | Alkali <10.0% ) i L
" | phan tich sinh hoa Tiéu chuan chat lugng t61 thieu ISO
13485:2016 hoac twong duong
Chét liéu t6i thiéu: Nhya PS hodc tuong
duong. Kich thugc: 16*38mm. Dung tich: 2-
Vat tu dung cho may xét | 4ml ey
38. nghiém Mau séc:"Trong sudt. Luu tra: 4-30°C 500 cai/ tai
Tiéu chuan chat lugng t61 thieu ISO
13485:2016 hoac twong duong
Loai nhya tdi thiéu: PC/ PS hodc tuong
Vat tu dung cho may xét| duong A
39. nghi¢m sinh héa M600 Tiéu chuan chét lugng téi thiéu ISO 6 thanh/ b0
13485:2016 hoac tuong duong
Day bom dung cho may xét | . \ L. . s
40. nghiém sinh hoa BT1500 Day bom dung cho may sinh hoa 1 céi/ tai
Ong ly tim dung tich nho 1.5ml, chia do,
day hinh non. Lyc gia téc (RCF): 30000 x
5 R gam. C¢6 thé hap tiét trung. Vat li¢u T
41. | Ong ly tam Eppendorf 1.5mL polypropolyne USP VI hojc tuong duong 500 cai/ tai
Tiéu chuan chat lugng t61 thieu ISO
13485:2016 hoac twong duong
ST ... | Béng: Halogen, cong suat 20W, dién ap
4o, | BOng den dung cho may Xet | 1oy 4t o >3000 gio Chiéc
nghi¢m sinh hod M600 P A s
C¢ diéu chinh do sang.
43, Bong dén dung cho may xét | Bong: Halogen, cong suat 35W, dién ap 12 Chie

nghi¢m sinh hoa BT1500

A%
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44,

Bong dén dung cho may xét
nghi¢m sinh héa BS-240E

Bong: Halogen, cong suat 20W, dién ap 12V

Chiéc

45.

Que thir xét nghiém nude tiéu
11 thong so

Xét nghiém 11 thong sb: Ascorbic Acid;
Leukocyte; Ketone; Nitrite; Urobilinogen;
Bilirubin; Protein; Glucose; Specific
Gravity; Blood; pH;

Tiéu chuan chét luong t6i thiéu ISO
13485:2016 hodc tuong duong

Hop 100
test

46.

Thube thir xét nghiém dinh
luong da thong s6 dién giai
(K*, Na*, CI, Ca*", pH)

- Thanh phén chinh: KCI, NaCl, NaAc,
CaCl2, dém pH, chét hoat dong bé mit, chat
bao quan.

- Gi4 tri hiéu chuan:

Calibration A: K+ 4 mmol/L, Na+ 140
mmol/L, Cl- 100 mmol/L, Ca2+ 1.25
mmol/L, pH 7.4

Calibration B: K+ 8 mmol/L, Na+ 110
mmol/L, Cl- 70 mmol/L, Ca2+ 2.5 mmol/L,
pH 7
- Ndng d6: Ammonium molybdate 0.4
mmol/l; Sulphuric acid 100 mmol/l;
Hydrochloric acid 100 mmol/l
- MAu bénh pham: Huyét thanh nguoi

Tiéu chuén chét luong tdi thiéu ISO
13485:2016 hodc tuong duong

Cal A:
650ml
Cal B:
200ml

47.

Vat liéu kiém soat chét luong
xét nghiém dinh lugng di¢n
giai (K*, Na*, Cl-, Ca?", pH)

- Thanh phén chinh: KCl, NaCl, NaAc,
CaCl2, LiCl, pH buffer, chat hoat dong bé
mit, chét bao quan.
- Pic tinh hiéu suét:
+ Trong khoang CV: K+ <1.5%, Na+
<1.5%, Cl- <1.5%, Ca++ <1.5%, pH <1.0%
+ Gitlra khoang CV: K+ <3.0%, Na+
<3.0%, Cl- <3.0%, Ca++ <5.0%, pH <1.0%
+ Do thién 1éch chinh xac: K+ <2.0%,
Na+ <1.5%, CI- <3.0%, Ca++ <5.0%, pH
<1.0%
Tiéu chuan chét lugng téi thiéu ISO
13485:2016 hoac tuong duong

10x1ml

48.

Dung dich rua dung cho may
phan tich dién giai

Thanh phan chinh: Sodium hypochlorite
(NaClO) 0.4% - 0.5%

Tiéu chuan chét lugng t6i thiéu ISO
13485:2016 hoac tuong duong

10x5ml

49.

Dung dich rua protein dung
cho may phan tich di¢n giai

Thanh phan chinh: Enzyme ( Pepsin);
Dilutor ( KCl, NaCl, Hydrochloride acid)
Tiéu chuén chét luong tdi thiéu ISO
13485:2016 hodc tuong duong

3x2ml
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Dung dich dién cuc dung cho

Thanh phén chinh:

KCl, NaCl, NaAc, CaCl2, LiCl, chat dém
pH, chét hoat dong bé mat, chit bao quan.
Nong d6 timg phan: K+ Smmol/L, Na+

>0. may phan tich dién giai 125mmol/L, Cl- 145mmol/L, Ca2+ >x0.8ml
10mmol/L, pH 7.6 ) q
Ti€u chuan chat lugng t6i thiéu ISO
13485:2016 hodc tuong duong
Thanh phan chinh: KCI
51 Dung dich dién cuc dung cho | Nong dcf):q K+ Qmol/L, C!- 4mpl/L 20ml
" | may phan tich dién giai Ti€u chuan chat lugng toi thieu ISO
13485:2016 hodc tuong duong
bién cuc xét nghiém dinh bién cu’c"K elqctrode . : .
52. lrone K- ghie : Tiéu chuan chat luong to1 thiéu ISO Chiéc
ne 13485:2016 hoic twong duong
bién cuc xét nghiém dinh Dign cucha electrode . : .
53 | e Nt ghem G| Tisy chuan chét lwong ti thiéu ISO Chiéc
ne 13485:2016 hoic twong duong
bién cuc xét nghiém dinh Dign cye Cl el;ctrode . : .
S4. | o o ghiem G| risy chuan chét luong i thidu ISO Chiée
ne 13485:2016 hodc twong duong
Pbién cuc xét nghiém dinh Dign cu’cﬂCa e[ectrode L : .
55. lrone Ca?* s : Ti€u chuan chat lugng to1 thieu ISO Chiéc
ne 13485:2016 hoic twong duong
. , n . bién cuc pH electrode
56. ﬁﬁ;‘ CL-I"{C xét nghigm dinh | o5 L An chét lwong téi thiéu ISO Chiéc
ME P 13485:2016 hodc twong duong
bién cuc xét nghiém dinh bién cu’c”Ref qlectrode . : .
57. lrone tham chi éug ; : Tiéu chuan chat lugng t61 thieu ISO Chiec
ne 13485:2016 hoic twong duong
A \ . _,. | Day bom may xét nghiém dién giai
58, Eaéeﬁrgiéiuné S0 M&Y XE | Tigy chun chét lugng ti thiéu 1O Chiéc
ghicm dieh & 13485:2016 hoic twong duong
Thanh phan chinh: R1( 1% thrombin, 0.1%
Sodium benzoate,
Thudc thit xét nehiem dinh 1% aminoacetic acid, 1.3% sodium chloride, 5x5ml +
59. lrone Fibrino eng : : 0.05% Tris); R2 (0.68% imidazole, 0.5% Buffer:
e & sodium chloride, 0.3% hydrochloric acid) 3x30ml
Tiéu chuan chat lugng t61 thieu ISO
13485:2016 hoac tuong duong
60. Hod chét dung cho mdy phan | Thanh phan chinh: Sodium Hypochlorite 500ml

tich dong mau

Tinh chét vat Iy: chat 16ng mau vang nhat.
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Tiéu chuan chét luong tdi thiéu ISO
13485:2016 hodc tuong duong

Higu suét: D 1dp lai: Hé s6 bién thién (CV)
cua két qua cac phep thw 1ap lai voi QC
huyét twong khong dugc vuot qua 5%

Thuée thir xét nghiém dinh Thanh phan F:hinh: R1 (0:05% Ellagic acid, 5x5ml +
61. luong APTT g : 0.2% cephalin, 0.2% sodium chloride. 0.1%; CaCl2:
i Sodium benzoate); R2 (0.3% calcium 5x5ml
chloride, 0.1% Sodium benzoate)
Tiéu chuan chét lugng téi thiéu ISO
13485:2016 hoac twong duong
Thanh phan chinh: 1.4% calcium chloride,
0.1% Sodium benzoate, 2.5% aminoacetic
Thube thir xét nghi¢m dinh | acid, 0.15% sodium chloride, 2.5% rabbit
62. . 10x5ml
luong PT brain powder
Tiéu chuan chét lugng t6i thiéu ISO
13485:2016 hoac tuong duong
Gia trj tham chiéu: PT: >26 gidy; APTT: >
Vit lidu kiém soat chat luong | 45 gidy; FIB: 1-2g/L
63. | xét nghiém dinh lwong PT, | Thanh phan chinh: Huyét twong lon 10x1ml
APTT, TT, FIB mtc cao Tiéu chuén chat luong tbi thiéu ISO
13485:2016 hodc tuong duong
Vit ligu kiém soat chét luong | - nam Vi tham chicu: PT 9-14 giay; APTT:
. o . 24-34 giay; FIB: 2-4g/L; TT: 8-14 giay.
64. xét nghiém dinh 111’,(}11 g PT, Thanh phan chinh: Huyét twong lon. 10x1ml
APTT, TT, FIB muc trung | ... 2 X JER
binh Ti€u chuan chat lugng toi thieu ISO
13485:2016 hodc tuong duong
Thanh phan chinh: Sodium chloride < 0.9%;
Dung dich pha loang dung | Potassium chloride < 0.06%; Buffer < 0.3%;
65. | cho may phan tich huyét hoc | Preservative < 0.1% 20L
MEK Tiéu chuan chét lugng t6i thiéu ISO
13485:2016 hoac twong duong
Thudc thir ly giai hong cau | Thanh phan chinh: Detergent < 4.0%
66. | dung cho may phan tich huyét | Tiéu chuan chét luong tdi thiéu ISO 500ml
hoc MEK 13485:2016 hodc tuong duong
Thanh phan chinh: Detergent < 0.5%;
C11s 1. .| Sodium chloride < 1.0%
67. ggng ﬁ;cnhéiﬁl;jcgt‘{;gao trl Buffer < 0.3%; Preservative < 0.2% 5L
yPp yerhe Tiéu chuin chat luong tdi thiéu ISO
13485:2016 hoac tuong duong
] Thanh phan chinh: Sodium hypochlorite <
Dung dich lam sach va bao tri 8.0%; Sodium hydrate < 2.0%
68. | mdy phan tich huyét hoc 5L

MEK

Tiéu chuan chét lugng t6i thiéu ISO
13485:2016 hoac tuong duong
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69.

Mau chuin cho xét nghiém
huyét hoc

Dung dé kiém chuan méy phan tich huyét
hoc

Tiéu chuén chét luong tdi thiéu ISO
13485:2016 hodc tuong duong

2ml

70.

Déy bom dung cho may phan
tich huyét hoc

Déy bom dung cho may huyet hoc
Tiéu chuan chat lugng t6i thiéu ISO
13485:2016 hoac twong duong

Chiéc

71.

Dung dich pha lodng dung
cho may phan tich huyét hoc
Sysmex

Chét pha loang danh cho cac may xét
nghiém huyét hoc. Thanh phan chira Sodium
chloride.

Tiéu chuén chét luong tdi thiéu ISO
13485:2016 hodc tuong duong

20L

72.

Thudc thir ly gidi hong clu
dung cho may phan tich huyét
hoc Sysmex

Thudc thir ly giai hdng cau dung cho May
phan tich huyét hoc.

Tiéu chuan chét lugng t6i thiéu ISO
13485:2016 hoac tuong duong

500ml

73.

Hoa chét rira ding cho may
xét nghiém

Thanh phan chinh: Sodium hypochlorite <
8.0%; Sodium hydrate < 2.0%

Tiéu chuan chét lugng t6i thiéu ISO
13485:2016 hoac tuong duong

50ml

74.

Dinh lugng AFP

- Pham vi phan tich: 0,5-3.000 ng/mL
[0,41-2.478 IU/mL] - Phuong phap xét
nghiém: mién dich enzym hai vi tri
(“sandwich”) - Thanh phan: Rla: Cac hat
thuan tir pht khang thé khang AFP don
dong & chudt duoc huyén phu trong dung
dich mudi dém TRIS, c6 chét hoat tinh bé
mit, chét nén albumin huyét thanh bo
(BSA), <0,1% natri azit va 0,1% ProClin
300. R1b: Lién hop photphataza kiém khang
AFP don dong ¢ chut (bo) dugc pha lodng
trong dung dich mubi dém photphat, c6 chat
hoat tinh bé mit, chit nén BSA, protein (dé,
tho, chuot), < 0,1% natri azit va 0,25%
ProClin 300.

2x50test

75.

Chét chuin AFP

- Thanh phan: S0: Chat nén albumin huyét
thanh bo (BSA) dém c6 chat hoat tinh bé
mat, < 0,1% natri azit, 0,1% ProClin 300.
Chtra 0 ng/mL AFP. S1,S2,S3,S4,S5, S6:
AFP ¢ ndng d6 xap xi 2,5, 5, 25, 100, 500
va 3.000 ng/mL (2,1, 4,1, 21, 83,413 va
2.478 TU/mL), trong chat nén dém BSA c6
chét hoat tinh bé mat, < 0,1% natri azit va
0,1% ProClin 300.

7x2.5mL
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76.

Pinh luong CEA

- Pham vi bao céo: 0,1-1.000 ng/mL -
Phuong phéap xét nghiém: mién dich enzym
hai vi tri “sandwich” - Thanh phan: Rla:
Pha ran: Céc hat thun tir phu khang thé
khang CEA MAD ¢ chudt, dugc huyén phu
trong dung dich dém TRIS, albumin huyét
thanh bo (BSA), c6 < 0,1% natri azit va
0,1% ProClin 300. R1b: Chit pha loang:
Dung dich dém photphat, protein (chudt, bo)
vo1 < 0,1% natri azit va 0,1% ProClin 300.
Rlc: Lién hop: Khang thé khang CEA MAb
& chudt duogc lién két v6i photphataza kiém
(bo), dugc pha loang trong dung dich dém
photphat, protein (bo), < 0,1% natri azit va
0,1% ProClin 300.

2x50test

77.

Chét chuin CEA

- Thanh phan: SO: Dung dich dém photphat,
protein (bo), < 0,1% natri azit va 0,1%
ProClin 300. S1,S2,S3,S4,S5: Khang
nguyén carcinoembryonic ngudi ¢ cac murc
nong do xap xi 1, 10, 100, 500, 1.000
ng/mL, trong dung dich dém phosphate,
protein (bo), < 0,1% natri azit va 0,1%
ProClin 300.

6x2.5mL

78.

Thudc thr xét nghiém dinh
luong CA 15-3

Thudc thir xét nghiém dinh luwong CA 15-3
trong huyét thanh va huyét tuong ngudi
(chdng dong bang heparin) trén may xét
nghiém mien dich tu dong; Phuong phap:
enzym mién dich hai vi tri gan
(“sandwich”); Dai do: x4p xi 0,5-1000
U/mL; Thanh phén chinh: Cac hat thuan tir
phi khang thé (dé) khang biotin, khang thé
(chudt, don dong, gin biotin) khang khang
nguyén CA 15-3, albumin huyét thanh bo,
natri azid, ProClin, chét cong hop
phosphatase kiém (bo) - khang thé (chudt,
don dong) khang khang nguyén CA 15-3,
dung dich dém protein (bo, d€, chudt)

2x50test

79.

Chét hiéu chuan xét nghiém
dinh luong CA 15-3

Chét hiéu chuan xét nghiém dinh luong CA
15-3 trén may xét nghiém mién dich tu
dong; Thanh phan chinh: Albumin huyét
thanh bo (BSA), natri azid, ProClin, Khang
nguyén CA 15-3 ¢ cac ndng d6 xap xi 10,
50, 100, 500 va 1000 U/mL trong BSA dém

6x1.5mL

80.

Thudc thr xét nghiém dinh
luong ferritin

- Pham vi phén tich: 0,2-1.500 ng/mL
(ug/L). - Phuwong phéap xét nghiém: mién
dich enzym hai vi tri (“sandwich”) - Thanh
phan: R1a: Céc hat thuan tir phu khang thé
dé khang IgG cua chudt: cac phuc hop

2x50test
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khang thé don dong cua chudt khang ferritin
duoc huyén phu hoa trong dung dich mudi
dém TRIS, c6 chat hoat dong bé mat,
albumin huyét thanh bo (BSA), < 0,1% natri
azit va 0,1% ProClin 300. R1b: Chat cong
hop khang thé cta dé khang ferritin —
phosphatase kiém trong dung dich mudi
dém TRIS, co chat hoat dong bé mit, BSA,
protein (cua dé, chudt), < 0,1% natri azit va
0,1% ProClin 300.

81.

Chét hiéu chuan xét nghiém
dinh lugng ferritin

- Thanh phan: SO: Chat nén albumin huyét
thanh bo (BSA) dém c6 chét hoat dong bé
mat, < 0,1% natri azit, 0,5% ProClin 300.
C6 chtra 0 ng/mL (mg/L) ferritin. S1, S2,
S3, S4, S5: Ferritin & gan nguoi lan luot o
cac mirc ndng do xap xi 10, 50, 200, 500 va
1.500 ng/mL (ng/L), trong chat nén BSA
dém co chat hoat dong bé mit, < 0,1% natri
azit va 0,5% ProClin 300.

6x4mL

82.

Dinh luong Free T3

- Pham vi phan tich: 0,88-30 pg/mL [1,4—46
pmol/L] - Phuong phép xét nghiém: mién
dich enzym lién két canh tranh - Thanh
phan: R1a: Céc hat thuan tir Dynabeads phu
streptavidin trong dung dich dém TRIS co6
protein (chim), chét hoat tinh bé mat, <
0,1% NaN3 va 0,1% ProClin 300. R1b:
Dung dich dém MES va 0,1% ProClin 300.
Rlc: Analog T3 gin biotin trong dung dich
dém TRIS c6 protein (chim), chat hoat tinh
bé mit, < 0,1% NaN3 va 0,1% ProClin 300.
R1d: Dung dich d¢ém TRIS chura protein
dong vat (dé, bo, chim), chat hoat tinh bé
mat, < 0,1% NaN3 va 0,5% ProClin 300.
Rle: Chit cong hop khang thé don dong-
photphataza kiém trong dung dich dém
ACES c6 protein (chim), chat hoat tinh bé
mat, < 0,1% NaN3 va 0,1% ProClin 300.

2x50test

83.

Chét chuan Free T3

- Thanh phan: SO: Dung dich dém HEPES,
protein (bo), chét hoat tinh bé mat, < 0,1%
NaN3 va 0,5% ProClin 300.
S1,S2,S3,54,S5: Dung dich dém HEPES,
protein (bo), chit hoat tinh bé mat, T3, <
0,1% NaN3 va 0,5% ProClin 300

6x2.5mL

&4.

Dinh lugng Free T4

- Pham vi phan tich: 0,25-6 ng/dL [3,2-77,2
pmol/L] - Phuong phép xét nghiém: mién
dich enzym hai budc - Thanh phan: Rla:
Céc hat thuan tir Dynabeads phu streptavidin
trong dung dich d¢m TRIS c6 protein

2x50test
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(chim), cht hoat tinh bé mat, 0,125% NaN3
va 0,125% ProClin 300. R1b: Dung dich
mudi dém TRIS c6 protein (chim), chit hoat
tinh bé mit, < 0,1% NaN3 va 0,1% ProClin
300. R1c: Dung dich mudi dém TRIS co
protein (chim), chat hoat tinh bé mit,
0,125% NaN3 va 0,125% ProClin 300. R1d:
Chét cong hop triiodothyronine-photphataza
kiém (bo) trong dung dich dém TRIS c6
protein (chim), chat hoat tinh bé mit, <
0,1% NaN3 va 0,1% ProClin 300. R1e:
Khang thé khang Thyroxine (T4) don dong
& chudt duoc lién két véi biotin trong dung
dich dém TRIS co6 protein (chim va chudt),
chét hoat tinh bé mat, 0,125% NaN3 va
0,125% ProClin 300.

85.

Chét chuin Free T4

- Thanh phan: SO: Huyét thanh ngudi véi <
0,1% natri azit va 0,5% ProClin 300. Chtra 0
ng/dL (0 pmol/L) thyroxine. S1, S2, S3, S4,
S5: Thyroxine tu do trong huyét thanh nguoi
& ndng do xap xi 0,5, 1, 2, 3 va 6 ng/dL (xip
xi 6,4, 12,9, 25,7, 38,6 va 77,2 pmol/L), ¢
< 0,1% natri azit va 0,5% ProClin 300.

6x2.5mL

86.

Pinh luong TSH (3rd IS)

- Pham vi phan tich: 0,005-50 pIU/mL -
Phuong phap xét nghiém: mién dich enzym
hai vi tri (“sandwich”) - Thanh phan: Rla:
Céc hat thuan tir pht khang thé khang TSH
& nguoi don dong & chudt dugc huyén phu
trong dung dich mubi dém TRIS, c6 chét
hoat tinh bé mit, albumin huyét thanh bo
(BSA), <0,1% natri azit va 0,1% ProClin
300 R1b: Dung dich mubi dém TRIS c6 chit
hoat tinh bé mat, BSA, protein (chudt), <
0,1% natri azit va 0,1% ProClin 300
Rlc:Lién hop photphataza kiém khang TSH
trén nguoi don dong & chudt trong dung
dich mudi dém ACES, c6 chat hoat tinh bé
mat, chit nén BSA, protein (chudt), < 0,1%
natri azit va 0,25% ProClin 300 R1d: Lién
hop photphataza kiém khang TSH trén
nguoi don dong ¢ chudt trong dung dich
mudi dém ACES, c6 chit hoat tinh bé mat,
chat nén BSA, protein (chudt), < 0,1% natri
azit va 0,25% ProClin 300

2x100test

87.

Chét chuan TSH (3rd IS)

- Thanh phan: SO: Chat nén albumin huyét
thanh bo (BSA) dém c6 chét hoat dong bé
mat, < 0,1% natri azit, 0,5% ProClin 300.
Chtra 0 pIU/mL (mIU/L) hTSH
S1,82,83,54,85: Xép xi 0,05, 0,3, 3, 15 va

6x2.5mL
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50 pIU/mL (mIU/L) hTSH, trong chat nén
dém BSA c6 chat hoat dong bé mat, < 0,1%
natri azit va 0,5% ProClin 300

88.

Dinh lugng hsTnl

- Pham vi phan tich: 2,3 - 27.027pg/mL -
Phuong phap xét nghiém: mién dich enzym
hai budec lién tiép (“sandwich”) - Thanh
phén: R1a: Céc hat thuan tir Dynabeads
duoc bao phi bang khang thé don dong &
chudt khang cTnl ciia ngudi duge tao huyén
phu trong dung dich mudi dém TRIS, c6
chat hoat dong bé mit, albumin huyét thanh
bo (BSA), natri azit < 0,1% va ProClin 300
0,1% R1b: 0,1N NaOH R1c:Dung dich
mudi dém TRIS, chat hoat dong bé mit,
protein (chudt), natri azit < 0,1% va ProClin
300 0,1%. R1d: Chét cong hop giita khang
thé don dong & ctru khang cTnl cta nguoi
v6i phosphatase kiém duoc pha lodng trong
dung dich mudi dém ACES, c6 chét hoat
dong bé mit, chat nén BSA, protein (bo,
cuu, chudt), natri azit < 0,1% va ProClin
300 0,25%.

2x50test

&9.

Chét chuan hsTnl

- Thanh phan: S0: Chat nén dém albumin
huyét thanh bo (BSA) véi chit hoat dong bé
mat < 0,1% Natri azua, va 0,1% ProClin 300
S1,S2,83,84,S5,56: Hop chat troponin tai to
hop & ndng d6 cTnl khoang 30,7, 144, 567,
2.293,9.280 va 27.027 pg/mL trong chat
nén dém albumin huyét thanh bo (BSA) véi
chét hoat dong bé mat, < 0,1% Natri azua va
0,1% ProClin 300

3x1.5mL+
4x1mL

90.

Thudc thir xét nghiém dinh
luong BhCG toan phan

- Pham vi phan tich: 0,6—-1350 mIU/mL -
Phuong phap xét nghiém: mién dich enzym
hai budec lién tiép (“sandwich”) - Thanh
phan: R1a: Céc hat thuan tir phti IgG khang
chudt ¢ dé: cac phtc hop khang BhCG don
dong & chudt duoc huyén phu trong dung
dich mudi dém TRIS, c6 chit hoat tinh bé
mat, albumin huyét thanh bo (BSA), < 0,1%
natri azit va 0,1% ProClin 300 R1b: Protein
(dé, chudt va tai to hop) duoc pha lodng
trong dung dich mubi dém citrate, c6 chat
hoat tinh bé mit, < 0,1% natri azit va 0,1%
ProClin 300. R1c:Lién hop photphataza
kiém khang BhCG & tho (tai to hop) dugc
pha lodng trong dung dich mudi dém MES,
c6 chit hoat tinh bé mit, BSA, protein (tho),
<0,1% natri azit va 0,25% ProClin 300

2x50test
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91.

Chét higu chuan xét nghiém
dinh lugng BhCG toan phan

- Thanh phan: SO: Chat nén dém albumin
huyét thanh bo (BSA) ¢6 chat hoat tinh bé
mat, < 0,1% natri azit, 0,5% ProClin 300.
Chtra 0 mIU/mL (IU/L) hCG.
S$1,52,83,54,85: hCG & ndng d6 x4p xi 6,
35, 195, 620 va 1.350 mIU/mL (IU/L) trong
chit nén dém BSA c6 chét hoat tinh bé mat,
< 0,1% natri azit va 0,5% ProClin 300.

6x4mL

92.

Thudc thr xét nghiém dinh
lugng cortisol

- Pham vi phan tich: 0,4-60 pg/dL [11-
1.655 nmol/L] - Phuong phép xét nghi¢m:
mién dich enzym lién két canh tranh - Thanh
phan: Rla: Chat cong hop cortisol —
phosphatase kiém (bo) va céc hat thuan tir
phu khang thé dé khang IgG tho trong dung
dich mudi dém TRIS, c6 chit hoat dong bé
mit, chat nén BSA matrix va < 0,1% natri
azit. R1b: Huyét thanh mién dich cua tho
khang cortisol trong dung dich mubi dém
TRIS, c6 chit hoat dong bé mat, chat nén
BSA va <0,1% natri azit.

2x50test

93.

Chét hiéu chuan xét nghiém
dinh luong cortisol

- Thanh phan: SO: Huyét thanh ngudi véi <
0,1% natri azit va 0,5% ProClin 300. C6
chura 0 png/dL (nmol/L) cortisol.
S$1,S2,83,84,S5: Cortisol (hop chit hoa hoc
tinh sach) trong huyet thanh nguoi 1an lugt &
cac muc nong do xap xi 2, 5, 10, 25 va 60
ug/dL (55, 138, 276, 690 va 1.655 nmol/L),
¢6 < 0,1% natri azit va 0,5% ProClin 300.

6x4mL

94.

Thubc thir xét nghiém dinh
luong insulin

-Pham vi phan tich: 0,03-300 pIU/mL
[0,21-2.100 pmol/L] - Phuong phap xét
nghiém: mién dich enzym mét budc dong
thoi (“sandwich”) - Thanh phan: Rla:
Khang thé don dong cta chudt khang insulin
lién két voi cac hat thuan tir, dung dich dém
TRIS, chit nén albumin huyét thanh bod
(BSA), <0,1% natri azit va 0,1% ProClin
300. R1b: Khang thé don dong ciia chudt
khang insulin cong hop v6i phosphatase
kiém bo, dung dich dém TRIS, chét nén
BSA, <0,1% natri azit va 0,1% ProClin
300. Rlc: IgG cua chudt trong dung dich
dém HEPES, chit nén BSA, < 0,1% natri
azit va 0,5% ProClin 300.

2x50test

95.

Chét hiéu chuan xét nghiém
dinh lugng insulin

- Thanh phan: SO: Dung dich d¢m HEPES
¢6 albumin huyét thanh bo (BSA), > 0,1%
natri azit va 0,5% ProClin 300. Chtra 0
pulU/mL insulin. S1,S2,S3,S4,S5: C6 chtra
insulin nguoi tong hop & cac mirc khoang 1,

6x2mL
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10, 50, 150 va 300 pIU/mL (lan luot 12 7,
70, 350, 1.050 va 2.100 pmol/L), trong dung
dich ¢&ém HEPES c6 chit nén BSA, > 0,1%
natri azit va 0,5% ProClin 300.

96.

Thubc thir xét nghiém dinh
luong BNP

-Pham vi phan tich: 3 - 5000 pg/mL -
Phuong phéap xét nghiém: mién dich enzym
hai vi tri (“sandwich”) - Thanh phan: R1a
Céc hat thuan tir phii khang thé BNP khang
nguoi tat ca cac dong ¢ chudt dugc tao
huyén phu trong dung dich mudi dém TRIS,
v6i abumin huyét thanh bo (BSA), 0,1%
ProClin* 300 va <0,1% natri azit. ; R1b:
IgG dé va chudt tinh khiét trong dung dich
mudi dém TRIS, c¢6 albumin huyét thanh bo
(BSA), 0,1% ProClin 300 va <0,1% natri
azit; R1c: Cong hop bo photphataza kiém
chira khang thé BNP khang ngudi don dong
0 chuot trong dung dich mudi dém PBS c6
BSA, 0,1% ProClin 300 va <0,1% natri azit.

2x50test

97.

Chét hiéu chuan xét nghiém
dinh luong BNP

- Thanh phan: S0: Chit nén dém albumin
huyét thanh bo (BSA) v6i chit hoat dong bé
mat < 0,1% Natri azua, va 0,1% ProClin*
300. S1,S2,S3,54,S5: Phirc hop BNP tai to
hop ctia ngudi & cac mire xap xi 25, 100,
500, 2.500 va 5.000 pg/mL trong chat nén
BSA dém c6 chét hoat dong bé mat, <0,1%
natri azit va 0,1% ProClin 300.

6x1.5mL

98.

Chét kiém chung cho cac xét
nghiém mién dich mic 2 (c6
gia tri cho ca cac xét nghi¢m
chi t khdi u)

Chét kiém chung dang 10ong, duoc chuan bj
tir huyét thanh nguoi. Cac mirc nong do cia
cac chét phan tich dugc diéu chinh vé6i hoa
chat tinh khiét va cac ché pham tir mé/dich
co thé ngudi.

1 x5ml

99.

Chét kiém chung cho cac xét
nghiém mién dich muc 3 (c6
gid tri cho ca céac xét nghiém
chi t6 khdi u)

Chét kiém chung dang 10ng, duoc chuan bi
tir huyét thanh nguoi. Cac mirc ndng do cua
céc chit phan tich duoc didu chinh voi hoa
chét tinh khiét va cac ché pham tir mo/dich
co thé nguoi.

1 x5ml

100.

Chat kiém chimg cho céc xét
nghi¢m tim mach muc 1,2,3

Chét kiém chirng dang 16ng, dugc chuén bi
tir huyét thanh nguoi. Nong do cac chat
phan tich dwoc diéu chinh véi cac hoa chat
tinh khiét va cac ché pham tir protein tai to
hop, mo hoac dich co thé nguoi

6 x 3 ml

101.

Cdc dyng miu 0,5 mL ding
cho may xét nghiém mién
dich

Thanh phan tdi thiéu: Polystyrene hozc
tuong duong

1000 cai/
tai




65

Cbc dyng mau dung cho may

Thanh phan ti thiéu: Polystyrene hoic

1000 cai/

102.| phan tich mién dich dong trong durong i
Access
7 - Thanh phéq: Phosphatase kiém, 1%
103.| Dung dich kiém tra may albumin huyét thanh bo (BSA), 0,25% 6x4mL
ProClin 300, < 0,1% natri azit.
104 Giéng phan tng dung cho | Chét lidu tbi thiéu Polypropylene hoac 16x98 DS
"| may Access 2 tuong duong; Dung tich téi da 1 mL p
) - Thanh phan: Dung dich dém chira
105.| Co chat phat quang dioxetane Lumigen PPD, chat huynh quang 4x130mL
va chat hoat tinh bé mat
- Thanh phan: Dung dich mudi dém TRIS,
Dune dich rira done mav xét chat hoat t,inh bé mat, < natri azit 0,1% va <
106.| - higm e & May X€t1 0,05% khéi lugng phan tmg ctia: 5-chloro-2- 10L
ghie : methyl-4-isothiazolin-3-mot va 2-methyl-4-
isothiazolin-3-mdt (3:1)
Anti-A khang thé don dong dan xuét tir té B6 3 Io
bao dong lai (CCS) A500100 1.0ml. Anti-B Am
khang thé don dong dan xuat tir t€ bao dong A‘(”; A
lai (CCS) B501100 1.0ml. Anti-AB khang 10ml ’
107.| Bo dinh nhém mau ABO thé don dong dan xuat tir t€ bao dong lai Anti B:
(CCS) A-5E10; B-2D7 1.0ml. 10m] '
Do dac hiéu 100%. DY chinh xac 100%. Anti AB-:
Ti€u chuan chat lugng toi thieu ISO 10ml '
13485:2016 hodc tuong duong
Khang thé don dong c6 dan xuat tir té bao
z o A . dong lai (CCS) Anti-D BS225 1.0ml. Bo
108. Illfg;cnf:l‘fg}fé ?ﬁﬂfg)dmh ddc hiéu 100%. D chinh xic 100%. 10ml
Tiéu chuan chat lugng t61 thieu ISO
13485:2016 hoac twong duong
Thudc thir xét nghiém phan ThAu o¢ th? kha? & Globul:p R
109. tne Coombs AHG Ti€u chuan chat lugng toi thieu ISO 10ml
& 13485:2016 hoic twong duong
Thudc thir xét nghiém dinh Thaph phan chinh: ASQ Latex Reagent;
. PO .. | Positive Control; Negative Control
110.| luong khang thé khang lién | .. 2 P SO 100 test
ciu (ASO) Ti€u chuan chat lugng t6i thiéu ISO
. 13485:2016 hodc tuong duong
Bao gom 03 dung dich thudc nhudm thanh
. X . phan la Carbol Fuchsin, Alcohol acid 3 chai
111.| Thuoc nhugm Ziehl - Neelsen | (Hydrochloric acid in ethanol) va Methylen 250ml/ Bo

Blue . Pong goéi: B 3 chai x 250ml c6 voi
bom ti¢n dung
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Tiéu chuan chét luong tdi thiéu ISO
13485:2016 hodc tuong duong

112.

B nhuém Gram

Bao gdm 04 dung dich thuéc nhuém thanh
phan 1a Crystal Violet, Lugol, Decolor
(alcohol-acetone) va Safranin. Pong goi: B
4 chai x 250ml c6 voi bom tién dung

Tiéu chuén chét luong tdi thiéu ISO
13485:2016 hodc tuong duong

4 chai
250ml/ Bo

113.

Khay thir xét nghiém dinh
tinh khang thé IgM va IgG
khang HAV

- Phat hién va phan biét khang thé IgG va
IgM khang vi rt viém gan A & huyét thanh
hodc huyét twong ngudi véi 3 vach duoc
phu sén trén bé mat mang: “G” (vach thu
HAYV IgG), “M” (vach thu HAV IgM) va
“C” (vach chting).

- B¢ nhay >97.6% va d6 dac hi¢u 1a > 98%
- Thé tich str dung huyét thanh hoic huyét
tuong chi 1a 5 pL va thoi gian doc két qua 1a
20 phut

Tiéu chuén chét luong tdi thiéu ISO
13485:2016, CE hoac tuong duong

Hop 25 test

114.

Khay thu xét nghiém dinh
tinh khang nguyén virus
Rotavirus

Phat hién vi rat Rota nhém A trong mau
phan nguoi.

- B¢ nhay >94%, d6 dac hi¢u> 98.3% voi
RT-PCR. Dang khay

- Khong c6 phan tng chéo: Vi khuan E.
Coli, Lién cau dudng rudt, Vi rat Polio, Vi
rat Adeno.

Tiéu chuan chét lugng t6i thiéu ISO
13485:2016, CE hoac tuong duong

Hop 20 test

115.

Que thir xét nghiém dinh tinh
khang nguyén Influenza A,
Influenza B

Phat hi¢n phan biét va dinh tinh cac khang
nguyén vi rat cum loai A va loai B truc tiép
tir que phét miii / hong / mui- -hau hoic cac
mau hit tir miii/mii-hau.

D0 nhay: > 91.8%, Do dac hiéu: >99% so
v6i phuong phép nudi cdy vi rat va RT-
PCR.

- San pham khong c6 phan tng chéo véi 32
chung virus va vi khuan trong d6 co
Adenovirus type 3, type 6, type 21, CMV,
Echovirus type 2...

Kém que kiém chudn cam A, cam B va 4m
tinh.

Tiéu chuén chét luong tdi thiéu ISO
13485:2016, CE hoac tuong duong

Hop 25 test

116.

Khay thur xét nghiém dinh
tinh khang thé khang Syphilis

Phat hién tit ca cac type khang thé (IgG,
IgM, IgA) khang Treponema pallidum trong
huyét thanh, huyét twong va mau toan phan.

Hop 30 test
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- B¢ nhay: >299.3% va B¢ dac hi¢u: >99.5%
so voi TPHA.

- Thoi gian tra két qua: 5 — 20 phut

- Thé tich mau str dung: huyét thanh/huyét
tuong: <10 uL; mau toan phan: <20ulL

- Khong c6 phan tmg chéo vdi cac mau
HIV, HBV, HCV, HTLV, EBV, CMV...

- Khong xay ra twong tac voi it nhét 34 hop
chat trong d6 c¢6 Phu nir mang thai,
cholesterol cao, mang thai nhiéu lan..

Tiéu chuén chét luong tdi thiéu ISO
13485:2016, CE hoac tuong duong

117.

Khay thur xét nghiém dinh
tinh khang thé khang HCV

Phat hi¢n khang thé dac hiéu khang HCV
trong mau huyét thanh, huyet trong, mau
toan phan nguoi. Bugce thiét ké dé sir dung
trong quan thé co ty ¢ nhiém HCV cao hoic
nhitng nguoi c6 tién sir phoi nhiém/hanh vi
nhiém HCV bao gém ca phu nit mang thai.
- Hiéu suat: d6 nhay: 100%; Do dic hiéu:
>99.4% (so voi1 xét nghiém xac nhan st
dung RT-PCR)

- Khong c6 phan tmg chéo vdi cac mau
Khang thé HBs, CMV, HIV, Giang mai...
Tiéu chuan chét lugng t6i thiéu ISO
13485:2016 hoac twong duong

Hop 100
test

118.

Khay thir xét nghiém dinh
tinh khang thé khang HIV

Phat hién tat ca cac type khang thé (IgG,
IgM, IgA) dic hiéu v6i virus HIV-1 gom
type phu O va HIV-2 bang sy hinh thanh 3
vach rd rang va phén biét trong mau huyét
thanh, huyét twrong va mau toan phan. Nhay
v6i IgM trong giai doan nhiém bénh sém
- D6 nhay: 100%; D¢ dac hi¢u >99.8%.

- Thé tich mau st dung: huyét thanh/huyét
turong: <10 uL; mau toan phan: < 20uL

- Khoéng ¢6 phan ng chéo voi cac mau tham
tach mau, mau roi loan dong mau, mau
duong tinh v6i khang thé khang HCV va
mau mau phy nit mang thai.

Tiéu chuan chét lugng t6i thiéu ISO
13485:2016 hoac twong duong

Hop 100
test

119.

Khay thu xét nghiém dinh
tinh khang nguyén HBsAg

Phat hién dinh tinh khang nguyén HBsAg
trong mau huyet thanh, huyet tuong nguoi,
phu hop dé str dung trén mau phu nit mang
thai.

- Hiéu suét: d6 nhay: 100%; Do dic hiéu:
100%

- Thanh phan c6: Cong hop vang: chit keo
vang khang HBs don dong chudt, chét keo

Hop 30 test
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vang lién hop IgY ga

- Khong c6 phan tmg chéo vdi cac mau
HCV, HAV, CMV, EBV, HSV...

- Khong bi gy nhiéu boi 17 loai chat c6 kha
ning gy nhiéu (trong d6 c6 Rheumatoid
factor, Bilirubin, Hemoglobin,
Triglycerides, Caffeine...)

Tiéu chuan chét lugng t6i thiéu ISO
13485:2016 hoac twong duong

120.

Khay thir xét nghiém dinh
tinh khang thé khang virus
viém gan E (HEV)

Dinh tinh phat hién khang thé IgM khang vi
rat viém gan E (HEV) trong mau huyet
thanh hodc huyét twong

Do nhay tuong quan: 100%. D§ dac hiéu
twong quan: >98.9%

D¢ chinh xac twong quan: > 99%

Tiéu chuan chét lugng t6i thiéu ISO
13485:2016 hoac twong duong

25 test/hop

121.

Khay thtr xét nghiém dinh
tinh khang nguyén HBeAg
virus viém gan B

Dinh tinh phat hién khang nguyén HBeAg
trong huyét thanh hodc huyét twong ctia
nguoi.

- Bd nhay tuong quan: 100%; B¢ dic hi¢u
tuong quan: >98.8%, D9 chinh xéc tuong
quan: >99.14%.

- Khong bi nhiéu béi cac chét sau: Ascorbic
acid 20 mg/mL, Bilirubin 1000 mg/dL,
Caffeine 20 mg/dL.

- Khong phan tng chéo véi cac mau duong
tinh véi: yéu td dang thap (RF), HAV,
Syphilis, HIV, H.pylori, CMV, Rubella.
Tiéu chuan chét lugng t6i thiéu ISO
13485:2016 hoac twong duong

Hop 40 test

122.

Khay thtr xét nghiém dinh
tinh khang nguyén virus RSV

- Béi v6i miu dich rira miii: P nhay tuong
quan: >96.3% . B§ dac hiéu tuong quan:
>97.9%. BJ chinh xac twong quan: >97.3%
-Khong phan tmg chéo vai fluenza type A &
type B, Rotavirus Antigen rotavirus,
Chlamydia trachomatis,. ..

Tiéu chuan chét lugng t6i thiéu ISO
13485:2016 hoac twong duong

20
Test/Hop

123.

Khay thu xét nghiém dinh
tinh khang thé IgM/IgG
khéang Orientia tsutsugamushi

Phat hién dinh tinh khang thé IgM/IgG
khang Orientia tsutsugamushi trong mau
huyét thanh, huyét twong, mau toan phan
- B¢ nhay: 100%; D¢ dac hi¢u: >95.85%
Tiéu chuan chét lugng t6i thiéu ISO
13485:2016 hoac tuong duong

Hop 25 test

124.

Que thu xét nghiém dinh tinh
Heroin (HER)

- X¢ét nghiém Heroin (Nudc tiéu) 1a xét
nghiém mién dich sic ky dong chay bén dé

Hop 50 test
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phat hién dinh tinh 6-Monoacetylmorphine
trong nudc tiéu & ndng do ngudng 1a 10
ng/mL.

- Do nhay: >99%. Do dac hi¢u: >98.5%

- Khéng phan tng chéo vai cac co chit
Acetylsalicylic acid, Tetracycline,
Verapamil.

Tiéu chuan chét lugng t6i thiéu ISO
13485:2016 hoac tuong duong

125.

Que thu xét nghiém dinh tinh
Codeine (COD)

Phat hién dinh tinh Codeine trong nudc tiéu
& ndng d6 ngudng 300 ng/mL.

- B§ nhay: >98.5%. B§ dac hi¢u: > 99%
Tiéu chuén chét luong tdi thiéu ISO
13485:2016 hodc tuong duong

Hop 50 test

126.

Que thu xét nghiém dinh tinh
AMP/MOP/COD/THC/Heroi
n

- Xét nghi€ém phat hién dinh tinh nhiéu loai
ma tuy, chat chuyén hoa thudc va ruou &
ndng d6 ngudng sau trong nude tiéu: MOP
300ng/ml; AMP 500ng/ml; THC 50ng/ml;
COD 300ng/ml; HER 10ng/ml.

- Thanh phan: Chta céac hat lién két khang
thé don dong chudt va cac lién hop thude
Protein twong tmg. Mot khang thé dé duoc
sir dung trong mdi vach chimg.

- B§ nhay: 100%. B dac hi¢u: 100%

- B0 chinh xac: AMP: >99.925%; COD:
>99.9%; THC: > 99.92%; MOP: >99.93%;
6-MAM (Heroin): >99.9%

- Phan tmg chéo: Khong phan img chéo voi
cac hop chat ¢ nong do 100pg/ml:
Acetophenetidin , N-Acetylprocainamide,
Acetylsalicylic acid....

- Tiéu chuén chit luong tdi thiéu ISO
13485:2016 hoac twong duong

Hop 25 test

127.

Ong nghiém chéng dong
Natri citrat

Nép 6ng nghi¢m duoc lam tir vat liéu nhya
mau xanh 14 cdy. Than dng: kich thudc
13x75mm hogc 12x75mm, lam t6i thiéu
bang nhwa PP hodc tuong duong. Chira chat
khang dong Trisodium Citrate Dihydrate
3.8%.

Tiéu chuan chét lugng t6i thiéu ISO
13485:2016 hoac twong duong

Hop 100
ong

128.

Ong nghiém chéng dong
EDTA

Nép 6ng nghi¢m duoc lam tir vat liéu nhya
mau xanh duong

Than ng: kich thudc 13x75mm hodc
12x75mm, lam tdi thiéu béng nhua PP hoac
tuong duong. Chira chat khang dong EDTA
K2.

Hop 100

ong
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Tiéu chuan chét luong tdi thiéu ISO
13485:2016 hodc tuong duong

Ong nghiém chéng dong

Nép 6ng nghiém duoc lam tir vat liéu nhua
mau den. Than ong: kich thudc 13x75mm
hodc 12x75mm, lam t6i thiéu bang nhya PP

Hop 100

129. Heparin hoic twong duong. Chira chit khang dong &n
p Heparin Lithium ’ v &
bat Tiéu chuan chat lugng t6i1 thiéu ISO
13485:2016 hoac twong duong
- o Ong nghiém nudc tiéu
130. glgg nﬁ:ﬁﬁ;ﬁ%ﬁiﬁ g‘gﬁg cho | Ty chuan chét luong ti thidu 1SO Tai 250 céi
yPp 13485:2016 hoic twong duong
‘ Dlu hit pipet, dung tich 200 uL. Chat ligu
131 Dau con vang 200 pL khong | toi thiéu: Polypropylene. Cé thé hap ti¢t Tai 1000
"| khia trung, khong chira RNase & Dnase. cai
Dat tiéu chuan ISO 13485:2016
‘ Dlu hit pipet, dung tich 1000uL. Cht ligu
132 Dau con xanh 1000 puL khong | toi thiéu: Polypropylene. Cé thé hap ti¢t Tai 1000
"| khia trung, khong chira RNase & Dnase. cai

Pat tiéu chuin ISO 13485:2016

Test dung d~é phat hién nhanh Helicobacter
pylori tr mau bénh pham sinh thiét da day

133, Test ' nfl'anh. H@hcobacter (\’/un‘g thanvv1, h?pg V}, mon Xl)’;thuc quan, Hop 50 test
pylori (ndi soi da day) ta trang hodc moi trudong nudi cay.
Pat ti€u chuan ISO 13485 hodc tuong
duong
Thanh phan chinh: Non-reactive ingredients
> 2.1 % w/v. Tuong thich v6i may do duong
o £ huyét HighQ Check Special Blood Glucose o
134.| Que thtr duong huyet Monitor System , ? Hop 50 test
Tiéu chuan chat lugng t61 thieu ISO
13485:2016 hoac twong duong
135.| Lamen 22x22mm Chat li¢u toi thi€u thuy tinh. Kich c¢d: Hop ;1 000
22x22mm miéng
. Chét bot mau trang. Thanh phan: Sodium N Thung
136.| Chloramin B chlorobenzenesulfonamide. 25kg
137.| Gel si€u am Gel str dung trong siéu am Can 5 lit
138.| Than hoat tinh Than hoat tinh Hop 500¢g
‘ Con sét trung 90 d6.
139.| Con 90 d6 Tiéu chuan chat lugng t61 thieu ISO Can 30 lit

13485:2016 hoac tuong duong
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140

Dung dich ngam tiét khuan/
kht khuan cap do cao cac

'| dung cu, thiét bi y té, thiét bi

noi soi

Thanh phan chinh: Glutaraldehyde (CAS
111-30-8), ham luong Glutaraldehyde 2%.
Do pH: 6.0 - 8.0. Thoi gian stir dung: 28-30
ngay

Tiéu chuén chét luong: EN 14561, EN
14562, EN 14348, EN 13704, EN 14476,
EN 14563:2009 va ISO 13485:2016

Can 5 lit

141.

Dung dich enzyme ngam, lam
sach, khur khuan dung cuy, thiét
biy té

Thanh phan chinh: T6 hop 5 Enzyme
(amylase, protease, lipase, celullase va
mannanase): Alpha-Amylase <5% w/w;
enzyme Protease: < 10 % w/w, Lipase: <

1 % w/w, Cellulase:< 1 % w/w, mannanase
<1% w/w

PH: 7.5-9.5. Chét hoat dong bé mat: <15%
w/wW

Tiéu chuan chét lugng t6i thiéu ISO
13485:2016 hoac tuong duong

Can 5 lit

142.

Dung dich v¢ sinh tay sat
khuan thuong quy

Chlorhexidine Digluconate 1% (w/w) va cac
chat phy gia, chit dudng da (Glycerine,
Alcohol Ethoxylates, Aloe Vera, Cocamide
Diethanolamine, Vitamin E,
Cocamidopropyl Betaine, ...) vira da 100%.

Chai 1 lit

143.

Dung dich sat khuan tay
nhanh chtra con

Chlorhexidine Digluconate 0.5% (v/v);
Ethanol 80% (v/v); Isopropyl alcohol
(Isopropanol) 7.2% (v/v) va cac chit phu
gia, chat dudng da (Glycerine,Glycereth
C26, Alpha-Bisabolol, Aloe Vera, Vitamin
E...) vira du 100%.

Chai 1 lit

144.

Dau parafin

Dau parafin dong goi Chai 500ml

Chai 500ml

145.

Gel boi tron

Trong sudt, khong mau, khong mui

Tuyp 82¢g

146.

Lam kinh mai

Chit ligu tdi thiéu kinh Soda voi, mai mo
mQt dau, bé mat phang, khong moc. Toi
thiéu ISO 13485 hoac tuong duong

Hop 72
chiéc

147.

Ong phan tich mau ling

Ong thuy tinh 8x120mm chiéu xa véi nat
cao su butyl. Chira téi 1.6ml méu toan phan
trong dng. Ong chira 0.28mL natri citrat
3.2% va sin sang dé st dung.

Tiéu chuén chét luong tdi thiéu ISO
13485:2016 hodc tuong duong

Vi 100 6ng

148.

Hoa ché‘g dung cho may phan
tich huyét hoc

Thanh phéan chinh: Sodium chloride < 0.9%;
Potassium chloride < 0.06%; Buffer < 0.3%;
Preservative < 0.1%

Tiéu chuan chét lugng t6i thiéu ISO
13485:2016 hoac tuong duong

20L
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149.

Vat liéu kiém soat chét luqng
dung cho may phan tich huyét
hoc Laser

Thanh phan chinh: Mau dong vét c6 va khoé
manh (lgn), chat bao quan va chit 6n dinh té
bao. On dinh trong >90 ngay khi chua mo
nap, 6ng mé 6n dinh trong >14 ngay

Tiéu chuén chét luong tdi thiéu ISO
13485:2016 hodc tuong duong

3ml

150.

Dung dich dém

Thanh phan chinh: Trihydroxymethyl
Aminomethane < 1 g/L

Hydrochlocric Acid < 0.2 g/L; Triton < 0.1
g/L; 2-Phenoxyethanol < 10 g/L

Tiéu chuén chét luong tdi thiéu ISO
13485:2016 hodc tuong duong

20L

I51.

Dung dich pha v& hong cau

Thanh phéan chinh: Dodecyl trimethyl
ammonium chloride 25~30 g/L.
Myristyltrimethylammonium bromide 1.0~
2.0g/L

Hydroxylamine hydrochloride 1.0~2.0 g/L
Tiéu chuan chét lugng t6i thiéu ISO
13485:2016 hoac twong duong

1L

152.

Dung dich rira budng giém té
bao may phan tich huyét hoc

Thanh phan chinh: Detergent < 0.5%;
Sodium chloride < 0.9%

Sodium sulfate < 0.9%; Buffer < 0.3%;
Preservative < 0.2%

Thubc thir ISO 13485:2016

5L

153.

Moéi  truong nudi  cay

Brilliance UTI Agar

Thanh phan: Peptone, Chromogenic mix,
tryptophane, Agar, pH: 6.8 £0.2 6 25°C
Tiéu chuan chét lugng t6i thiéu ISO
13485:2016 hoac twong duong

Hop 10 dia

154.

Mo6i  truong nudi  cay

MacConkey Agar

Thanh phén: Peptone, lactose, Bile salts,
Sodium chloride, Neutral red, Crystal
Violet, Agar, pH: 7.1£0.2 & 25°C

Tiéu chuan chét luong tdi thiéu ISO
13485:2016 hodc tuong duong

Hop 10 dia

155.

Moi trudong nudi cdy Thach
Chocolate

Thanh phan: Special peptone, Starch,
Sodium chloride, Defibrinated sheep blood,
Agar, Multivitox (bao gdm Vitamin B12, L-
glutamine, Adenine, Guanine, p-
Aminobenzoic acid, L-cystine, NAD
(Coenzyme 1), Cocarboxylase, Ferric
nitrate, Thiamine, Cysteine hydrochloride),
pH: 7.3+ 0.2 6 25°C

Tiéu chuén chét luong tdi thiéu ISO
13485:2016 hodc tuong duong

Hop 10 dia
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156.

M6i  trwong nudi  cdy
Columbia Agar + 5% mau
cuu

Thanh phan: Special peptone, Starch,
Sodium chloride, Defibrinated Sheep blood,
Agar, pH: 7.3£0.2 6 25°C

Tiéu chuan chét lugng t6i thiéu ISO
13485:2016 hoac twong duong

Hop 10 dia

157.

Moi trudng nudi cdy Hektoen
Enteric Agar

Thanh phan: Proteose peptone, Yeast
extract, Lactose, Sucrose, Salicin, Bile salts
No.3, Sodium chloride, Sodium
thiosulphate, Ammonium ferric citrate, Acid
fuchsin, Bromothymol blue, Agar

Tiéu chuén chét luong tdi thiéu ISO
13485:2016 hodc tuong duong

Hop 10 dia

158.

Mbi trudng nudi cay TCBS
Agar

Thanh phan: Yeast extract, Bacteriological
peptone, Sodium thiosulphate, Sodium
citrate, Ox bile, Sucrose, Sodium chloride,
Ferric citrate, Bromothymol blue, Thymol
Blue; Agar, pH: 8.6+0.2 6 25°C

Tiéu chuan chét lugng t6i thiéu ISO
13485:2016 hoac twong duong

Hop 10 dia

159.

Chai cay mau hic¢u khi

- Chai cay mau dugc sir dung voi may ciy
mau dé phuc hoi va phat hién vi khuan va
nam men hiéu khi va ky khi ty nghi & mau
bénh pham nguoi 16n.

- Tuong thich v&i May cay mau: TDR-
X030, TDR-X060, TDR-X120, TDR-X240
- Dat tiéu chuan t5i thiéu ISO 13485 hoic
tuong duong

- Thé tich méi trudong: 35 mL

- Thanh phan:

+ Chai nudi cay chtra cam bién, méi trudng,
resin va khi quyén N2, 02 va CO2.

+ Hat resin: 2 g, bao gdm cation exchange
resin va macroporous reticulation resin, c6
tac dung hap phu khang sinh va cac yéu tb
gay viém.

+ Moi truong bao gdm céc thanh phan sau:
pepton, cao ndm men, cao thit bo, glucose,
chét chdng dong, vitamin va amino acid,
hemi va cac yéu t6 vi luong

- Phat hién sy ton tai vi sinh vat béng sur
thay d6i mau sic cam bién & day chai do
tang luong CO2 trong chai

- Trén chai cay méu c¢6 vach chia dé theo di
thé tich mau trong chai nu6i cy.

- Chét liéu t01 thiéu: Polythene.

- Mau nudi cay

+ Thé tich mau dé nghi: 5-10 ml.

+ Loai miu: Mau va dich co thé vo trung.

- Mbi truong c6 hidu qua trung hoa ddi voi

25 chai/hop
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cac nhom khang sinh: penicillins,
aminoglycosides, lipopeptides, polymyxins,
oxazolidinones, quinolones, triazoles,
echinocandins.

160.

Chai cay mau ky khi

- Chai cdy mau dugc st dung véi may cay
mau dé phuc hdi va phat hién vi sinh vat ky
khi va ky khi tiiy nghi & mau bénh pham
nguoi 16n.

- Tuong thich v&i May cay méu: TDR-
X030, TDR-X060, TDR-X120, TDR-X240.
- Dat tiéu chuan t6i thiéu ISO 13485 hoic
tuong duong

- Thé tich méi trudng: 35 mL

- Thanh phén:

+ Chai nudi céy chtra cam bién, méi truong,
resin va khi quyén N2 va CO2.

+ Hat resin: 2 g, bao gdm cation exchange
resin va macroporous reticulation resin, cé
tac dung hap phu khang sinh va cac yéu to
gay viém.

+ Mbi truong bao gdm céac thanh phan phan
g sau: pepton, cao ndm men, cao thit bo,
glucose, chat chong déng, vitamin va amino
acid, hemi va cac yeu t6 vi luong

- Phat hién sy ton tai vi sinh vét bang su
thay d6i mau sic cam bién & day chai do
tang luong CO2 trong chai.

- Trén chai cdy mau c6 vach chia dé theo doi
thé tich mau trong chai nuéi ciy.

- Chét liéu tdi thiéu: Polythene.

- MAu nudi cdy:

+ Thé tich miu d& nghi: 5-10 ml.

+ Loai mau: Mau va dich co thé vo tring.

- Mbi trudng c6 hiéu qua trung hoa ddi véi
cac nhom khang sinh: penicillins,
aminoglycosides, glycopeptides,
polymyxins, lipopeptides, oxazolidinones,
quinolones.

25 chai/h¢p

161.

Chai cay méu nhi

- Chai cdy mau dugc st dung véi may cay
mau dé phuc hdi va phat hién vi khuan va
nam men hiéu khi va ky khi tily nghi & mau
bénh nhi

- Tuong thich v6i May cay méau: TDR-
X030, TDR-X060, TDR-X120, TDR-X240
- Dat tiéu chuan ISO 13485

- Thé tich méi trudong: 25 mL

- Thanh phan:

+ Chai nudi cay chtra cam bién, méi trudng,
resin va khi quyén N2, 02 va CO2.

+ Hat resin: 2 g, bao gdm cation exchange

25 chai/hop
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resin va macroporous reticulation resin, c6
tac dung hap phu khang sinh va cac yéu tb
gay viém.

+ Moi truong bao gdm céc thanh phan phan
Ung sau: pepton, cao nam men, cao thit bo,
glucose, chat chong dong, vitamin va amino
acid, hemi va cac yéu t6 vi lugng

- Phat hién sy ton tai vi sinh vat bang sur
thay d6i mau sic cam bién & day chai do
tang lugng CO2 trong chai.

- Trén chai cdy méau c6 vach chia dé theo doi
thé tich mau trong chai nudi cdy.

- Chit liéu téi thiéu: Polythene.

- MAu nudi céy:

+ Thé tich mau d& nghi: 1 - 3 mL.

+ Loai miu: Mau va dich co thé vo trung.

- Mbi truong c6 hiéu qua trung hoa ddi voi
cac nhom khang sinh: penicillins,
cefuroxime, B-lactam/B-lactamase inhibitor
complex, aminoglycosides, glycopeptides,
lipopeptides, polymyxins, oxazolidinones,
quinolones, triazoles, echinocandins.

162.

B6 xét nghiém dinh danh vi
khuan va lam khang sinh do6
cho Enterobacteriaceae

- B xét nghiém bao gdom thé xét nghiém va
céc hoa chat dé dinh danh va 1am khang sinh
do.

Loai thé: tich hop dinh danh va khang sinh
do, c6 32 giéng phan dinh danh va 64 giéng
phan khang sinh db.

Mau: Khuén lac vi khuan

Nguyén li xét nghiém: Xét nghiém do nhay
cam su dung Phuong phap pha loang vi
lwong thé 1ong dé kiém tra do nhay cta
Enterobacteriaceae voi cac loai hoa chét xét
nghiém theo céc tai liéu CLSI

Danh sach khang sinh bao gdm: Ampicillin,
Cefuroxime, Cefoxitin, Cefperazone

Sulbactam, Piperacillintazobactam,
Cefepime, Cefazolin, Ceftazidime,
Aztreonam, Meropenem, Ceftriaxone,
Tigecycline, Colistin, Minocycline,
Trimethoprimsulfamethoxazole,
Gentamicin, Amikacin, Nitrofurantoin,
Levofloxacin, Ampicillinsulbactam

10 test/ hop

163.

Bo Z;ét nghiém dinh danh V‘i
khuan va lam khang sinh do
cho vi khuan khong 1én men

- B6 xét nghiém bao gdm thé xét nghiém va

céc hoa chat dé dinh danh va lam khang sinh
do.

- Loai thé: tich hop dinh danh (24 giéng) va
khang sinh dd (72 giéng).

- MAu: Khuén lac vi Khuén

- Xét nghiém do nhay cam str dung Phuong

10 test/ hop
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phép pha loang vi lugng thé 16ng dé kiém
tra d6 nhay cua vi khuan khong 1én men véi
cac loai hoa chat xét nghiém theo céc tai li€u
CLSI.

- Danh sach khang sinh bao gdm:
Piperacillin, Ceftazidime, Cefepime,
Ticarcillinclavulanate,
Piperacillintazobactam,
CefperazoneSulbactam,
Ampicillinsulbactam, Ceftriaxone,
Meropenem, Aztreonam, Gentamicin,
Amikacin, TrimethoprimSulfamethoxazole,
Tigecycline, Chloramphenicol, Tobramycin,
Ciprofloxacin, Levofloxacin, Minocycline,
Colistin, Tetracycline

164.

B6 xét nghiém dinh danh vi
khuan va lam khang sinh do6
cho Micrococcaceae

- B6 xét nghiém bao gdm thé xét nghiém va
céc hoa chat dé dinh danh va lam khang sinh
do.

Loai thé: tich hop dinh danh va khang sinh
dd, c6 32 giéng phan dinh danh va 64 giéng
phan khang sinh do.

- MAu: khuén lac vi khuan

- Xét nghiém do nhay cam st dung Phuong
phap pha lodng vi luong thé long dé kiém
tra d¢ nhay ctia Micrococcaceae vdi cac loai
hoa chét xét nghiém theo cac tai liéu CLSL
- Danh sach khang sinh bao gdm: Oxacillin,
Cefoxitin, Penicillin, Levofloxacin,
Trimethoprimsulfamethoxazole,
Vancomycin, Linezolid, Moxifloxacin,
Gatifloxacin, Deoxytetracycline, Rifampin,
Azithromycin, Nitrofurantoin, Gentamicin,
Erythromycin, Clindamycin, Teicoplanin,
Daptomycin, Inducible Clindamycin
Resistance

10 test/ hop

165.

B6 xét nghiém dinh danh vi
khuan va lam khang sinh do
cho ndm giéng nAm men

- B6 xét nghiém bao gdm thé xét nghiém va
céc hoa chat dé dinh danh va lam khang sinh
do.

- Loai thé: tich hop dinh danh (32 giéng) va
khang sinh dd (64 gleng)

- Mau: Khuén lac vi khuan

- Nguyén li xét nghiém: Xét nghiém do nhay
cam su dung Phuong phap pha loang vi
luong thé 1ong dé kiém tra d6 nhay ctia nAm
men (yeast-like fungi) voi cac loai hod chit
xét nghiém theo cac tai li¢u CLSL

- Danh sach khang sinh bao gdm:
Flucytosine, Amphotericin B, Ketoconazole,

10 test/ hop
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Itraconazole, Fluconazole, Caspofungin,
Micafungin, Voriconazole

166.

B6 xét nghiém dinh danh vi
khuan va lam khang sinh do6
cho Streptococcus

- B xét nghiém bao gdom thé xét nghiém va
céc hoa chat dé dinh danh va 1am khang sinh
do.

- Loai thé: tich hop dinh danh va khéng sinh
do, c6 32 giéng phan dinh danh va 64 giéng
phan khang sinh db.

- MAu: Khuén lac vi khuin

- Nguyén li xét nghiém: xét nghi€ém do nhay
cam sur dung Phuong phap pha loang vi
luong thé 1ong dé kiém tra d nhay cta
Streptococcus véi cac loai hoa chat xét
nghiém theo céc tai liéu CLSI.

- Céc khéang sinh bao gém: Penicillin,
Ampicillin, Meropenem, Ceftriaxone,
Moxifloxacin, Levofloxacin, Erythromycin,
Clindamycin, Daptomycin, Linezolid,
Nitrofurantoin, Teicoplanin, Tetracycline,
Vancomycin,
Trimethoprimsulfamethoxazole, Rifampin,
Erythromycin/ Clindamycin, Gentamicin,
Nitrocefin.

10 test/ hop

167.

B6 xét nghiém dinh danh vi
khuan va lam khang sinh d6
cho Neisseria, Haemophilus
1am sang va vi khuan kh6 nubi
cdy khac

- B6 xét nghiém bao gdm thé xét nghiém va
céc hoa chat dé dinh danh va lam khang sinh
do.

Loai thé: tich hgp dinh danh va khang sinh
dd, c6 24 giéng phan dinh danh va 72 giéng
phan khang sinh do.

-Mau: khuan lac vi khuén

Xét nghiém d6 nhay cam su dung Phuong
phap pha lodng vi luong thé long dé kiém
tra d¢ nhay ctuia Neisseria, Haemophilus va
cac vi khuan kho nuéi cdy khac véi cac loai
hoa chit xét nghiém theo cac tai liéu CLSL
- Danh sach khang sinh bao gom:
Ampicillin, Chloramphenicol, Ampicillin
sulbactam, Cefuroxime, Cefixime,
Amoxicillinclavulanic acid, Meropenem,
Ceftriaxone, Cefepime, Aztreonam,
Lomefloxacin, Azithromycin, Erythromycin,
Clindamycin, Tetracycline, Levofloxacin,
Rifampin, Trimethoprimsulfamethoxazole,
X determiner relying test, V determiner
relying test.

10 test/ hop

168.

Ong luu mau c6 ndp vin

Microtube co nép van. Thé tich 2ml. Vat
lidu tbi thiéu: Nhua PP hoic trong duong
Tiéu chuan chét lugng t6i thiéu ISO
13485:2016 hoac twong duong

Tui 500
ong
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169.

Dia gidy Oxidase

Thyce hién thtr nghi€ém Oxidase

Hop 20 dia

170.

Thudc thir Catalase

Thuc hi¢n thir nghi€ém phat hién Catalase.

Chai 100ml

171.

Que cdy nhwa dau tron vo
trung 1 pl

Que cdy nhwa vo tring, kich thudc vong 1
ul

Goi 25 cai

172.

Que ciy nhya dau tron vo
trung 10 pl

Que ciy nhya vo trang, kich thudc vong 10
ul

Goi 25 cai

173.

Lo dung miu bénh pham

Chét liéu t6i thiéu: Nhya PS trang trong.
Chiéu cao 65mm, duong kinh 34mm, dung
tich 50ml. Sir dung nhua y té trung tinh, tinh
khiét 100%, nép mau dd, c6 nhan. Tiét trung
bang tia Gamma hodc twong duong. Pong
tui tirng cai

Tiéu chuan chét lugng t6i thiéu ISO
13485:2016 hoac tuong duong

Ta1 100 cai

174.

Que lay mau bénh pham can
g0

Chiéu liéu éng, nip, biang nhua, que bang
g0, dau cotton, chiéu dai 175mm. Dong gbi
riéng timg chiéc, tiét trung bang EO Gas
hodc tuong duong.

Tiéu chuan chét lugng téi thiéu ISO
13485:2016 hoac tuong duong

Tai 100 cai

175.

Ong Falcon 15ml

Thé tich 15ml. Chét liéu tbi thiéu PP, c6 nip
van PP kém theo. Vach chia @6 va khu vuc
viét c6 kha ning khang dung méi. C6 sin
v6i dé hinh nén, tron hodc dang tu do.

Téi thiéu ISO 13485:2016 hoic twong
duong

Tai 100 cai

176.

Ong hit miu nho giot ding
mot lan 3ml

Thé tich 3 ml, gé bau nh},ra, cgﬁ chia vach.
Ti€u chuan chat lugng t6i thiéu ISO
13485:2016 hodc tuong duong

Cai

177.

Gidy in nhiét

Kich thudc 50mm x 20m.

Hop 10
cudn

178.

Gidy in nhiét

Kich thudc: 57mm x 30m, dung cho may in
nhiét nudc tiéu.

Hop 10
cudn

179.

Thudc thr xét nghiém dinh
luong HbAlc

Thanh phan gébm: HbAlc que thir trong tai
kin c6 chat hut 4m 25 tests. Thé ma QR dé
hiéu chuén 1 piece.

Tiéu chuan chét lugng t6i thiéu ISO
13485:2016 hoac tuong duong

25 test

180.

Que thir dudng huyét

Que thir duong huyét twong thich véi may
do duong huyét On Call Plus.

Hop 50 test
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Tiéu chuan chét luong tdi thiéu ISO
13485:2016 hodc tuong duong

Xét nghiém 10 thong sb: Gluscose,
Bilirubin, Ketone, pH, Blood, Protein,
Nitrite, Urobilinogen, Leukocyte, SG.
181.| Que thir nudc tiéu 10 thong sé | Trong do: Dai do cua cac chi sd: Protein:
15-30mg/dL albumin

Tiéu chuan chét lugng téi thiéu ISO
13485:2016 hoac tuong duong

Hop 100
test

3. Cac yéu cau khac
- NGp ban cam két va thyc hién theo yéu cau cua chu dau tu cac ndi dung sau:

+ Nha thau di diéu kién cung cdp va hang héa dwoe phép luu hanh trén thi truong
theo quy dinh phap luat hién hanh;

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

+ Hang héa cung cdp méi 100%, dam bdo han sir dung t6i thiéu 06 thang doi véi
hang héa cé han dimg tir 02 ndm tré 1én; 03 thang déi véi hang héa cé han ding tir 01 dén
02 ndm; % han ding @i véi hang héa cé han ding dwdi 01 ndm theo nha sdan xudt khi ban
giao hang hoa;

+ Cung cdp hang mdu trong trwong hop c¢é yéu cau cia Chii dau tu;

+ Thoi gian giao hang: Chdm nhat la 72 gio sau khi nhdn dwoc dw trir ciia bén mua
(bang E-mail hodc dién thoai trong truong hop khéin cdp); Riéng doi véi hang héa tring
thau dimg dot xudt, khdn cdp... bdt budc giao hang tai kho bén mua khéng qud 24 gio;

+ Thu héi hang hod trong trwong hop hang hod da giao nhung khéng dam bdo chdt
luwong, hodc khong sw dung dwoc voi trang thiét bi hién cé cuia don vi thu hwong, hodc co
théng bdo thu hoi cia co quan c¢é tham quyén ma nguyén nhéan khong do 16i ciia chii dau
tuy

+ Co nang luc tw thuc hién cac nghia vu bao hanh, bao tri, duy tu, bao duong, suwa
chita, cung cdp phu ting thay thé hodc cung cdp cdc dich vu sau ban hang theo yéu cau
ciia E-HSMT hodic ky hop dong nguyén tic véi don vi c6 dit kha ndng thuwe hién nghia vu
bado 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 ciia E-HSMT;

+ Théng bdo bang van ban dén chii dau tw trong trirong hop hang héa cé bat ky
thay doi tir nha san xudt.

- Nha thau chuan bi 1 bo E-HSDT ban goc dé Chu dau tu luu trir khi duoc
mo1 do1 chiéu tai liéu.
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Phan 3. PIEU KIEN HOP PONG
Chwong VI. PIEU KIEN CHUNG CUA HQP PONG

Chuong nay gém diéu khoan chung dugce 4p dung cho tt ca cac hop dong cua
cac goi thau khac nhau. Chuong nay duoc ¢ dinh trén hé théng e-GP tai1 dia chi
https://muasamcong.mpi.gov.vn.



