SO Y TE TINH QUANG BINH CONG HOA XA HQI CHU NGHIA VIET NAM
BENH VIEN PK HUYEN MINH HOA Péc 1ap - Ty do - Hanh phiic
Sb: 253 /TB-BV Minh Héa, ngay 16 thdng 5 nam 2024
THONG BAO MOI BAO GIA

Kinh gtri: Cac don vi cung (mg hoa chét, sinh pham chan doan.

Bénh vién da khoa huyen Minh Héa dang c¢6 nhu ciu mua sdm hoa chat, sinh
pham chan doan phuc vu cong tac kham, chita bénh nam 2024. Nay, thong bao
dén cac don vi co du nang luc va kinh nghlem dap mg yéu cau tham giri bao gia
hang h6a mua sam nhu sau:

1. Bon vi yéu ciu bao gia: Bénh vién da khoa huyén Minh Hoa.

2. Thong tin lién h¢ cia nguoi chiu trach nhiém tiép nhan bao gia: Cao Thi
Hai Hau. Dién thoai; 0814.722.630

3. Cach thirc tlep nhén bao gia:

Nhén bao gia qua duong buu dién, dia chi: Khoa Duoc - VITBYT, Bénh
vién da khoa huyén Minh Héa, T6 dan pho 7, Thi tran Quy Pat, huyén Mlnh Hoa,
tinh Quang Binh.

Nhan qua email: haihauduoc@gmail.com hodc: nguyenvanbvmh@gmall com,

4. Thoi han tiép nhan bao gia: Tir 08h ngay 16 thang 5 nim 2024 dén trudc
17h 00’ ngay 30 thang 5 ndm 2024

Céc bao gia nhan dugc sau thoi diém néu trén sé khong dugc xem xét.

5. Thoi han c6 hiéu luc ciia bao gia: 90 ngay, ké tir ngay 31 thang 5 nim

2024

I1. N§i dung yéu cau bao gia:

1. Danh muc héa chat, sinh pham chin doan moi bao gia:
Théng s6 k§ thuit (cic nha thau thé Don
Tén hang hoa chio thong s6 ky thuat twong dwong vi
hoic tot hon) tinh

S6
lwgng

S6
TT

Mady sinh hoéa tu dong AU 480

Phuong phap: IFCC

Pham vi do: 0.160 ¢ 340 nm hoac 0,080
0 365 nm

Gi61 han phat hién: 4 U/l hoac 0.07
pkat/l Thanh phan chinh:

Thudc thir xét nghiém R1: Tris buffer pH 7.8 100 mmol/I
GPT (ALT) L-Alanine 500 mmol/I

LDH 1200 U/

R2: NADH2 0.18 mmol/I
2-Oxoglutarate 15 mmol/I

Tiéu chuan chat lugng ISO 13485:2016
hodc tuong duong

Phuong phap: IFCC

Pham vi do: 0.160 & 340nm hoac 0.080 &
365nm

Thudc thir xét nghiém Gi61 han phat hién: 4 U/l hodc 0.07
GOT (AST) pkat/l Thanh phan chinh:

R1: Tris buffer pH 7.8 100 mmol/Il
L-Aspartate 200 mmol/I

LDH 800 U/I



mailto:haihauduoc@gmail.com

MDH 600 U/I

R2: NADH2 0.18 mmol/Il
2-Oxoglutarate 12 mmol/I

Tiéu chuan chat lugng ISO 13485:2016
hodc tuong duong

Thudc thir xét nghiém a-
Amylase

Phuong phap: CNP-G3

Nguyén tic kiém tra:

Thir nghiém so mau véi 2-chloro-4-
nitrophenyl-aD-maltotrioside (CNP-G3)
1am co chét truc tiép.

Pham vi do: Lén t&i 1500 U /I (25.8 pka
/1)

Gi61 han phat hi¢n: 7 U /1 hoac 0,12
ukat/ 1 Thanh phén chinh:

MES buffer, pH 6.0 200 mmol/I

NaCl 350 mmol/I

Ca-Acetate 6 mmol/Il

Potassium thiocyanate 900 mmol/Il
CNP-G3 2.27 mmol/l

Stabilizers and detergents > 0.1 %

Tiéu chuan chat lugng ISO 13485:2016
hoac tuong duong

Thudc thir xét nghiém
dinh lugng Albumin

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

Do nhay phan tich (gidi han phat hién
thap hon): 0,2 g/dl hoic 2 g/l

Thanh phan chinh:

R1 Succinate buffer, pH 4.2 75 mmol/Il
Bromcresol green 0.15 mmo/I

Brij 35 7 ml/l

Detergents and stabilizers >0.1 %

R2 (cat. no.: 963S):

Bovine albumin concentration according
to

CRM 470 (IFCC) 4.0 g/dI

RPPHS 91/0619 4.0 g/dI

SRM 927a (NIST) 4.5 g/dI

Tiéu chuan chét lugng ISO 13485:2016
hodc twong duong

Thudc thir xét nghiém
Bilirubin direct

Phuong phéap DCA

Budc song 546 nm (540 — 560 nm)
Puodng quang 1 cm

Pham vi do tir 0,1 - 10 mg / dL

Gidi han phat hién thap hon 13 0,1 mg/dL.
Thanh phan 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 lwong ISO 13485:2016 hodc
tuong duong

Thudc thtr xét nghiém
Bilirubin total

Phuong phap: DCA

Pham vi do tir 0,1 - 30 mg/dL

Giéi han phat hién thép hon 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 chuéan chat lugng ISO 13485:2016 hoic
tuong duong

Thudc thir xét nghiém
Cholesterol

Phuong phap: ChOD-PAP (Cholesterol
oxidase/peoxidase)

Pham vi: 3-800 mg/dl (0.08-20.7 mmol/l)
Giédi han phat hién: 3 mg/dl (0,08 mmol/I)
Thanh phan chinh:

R1: Pipes buffer, pH 6.9 90 mmol/Il
Phenol 26 mmol/I

Cholesterol oxidase 200 U/I

Cholesterol esterase 300 U/I

Peroxidase 1250 U/

4-Aminoantipyrine 0.4 mmol/l

R2: Cholesterol Standard 200 mg/dl
(5.27mmol/l)

Tiéu chuén chat lugng ISO 13485:2016 hoic
tuong duong

Thude thir xét nghiém dinh
luong Creatine kinase —
MB

Phuong phap: IFCC

Pham vi do: 2-2300 U/l (0.03-38.41 pkat/l)
D6 nhay phén tich (giéi han phat hién thip
hon): 5 U/1 (0,08 Phakat/I)

Thanh phan chinh:

R1 Buffer

Imidazole buffer pH 6.7 100 mmol/I
Mg-acetat 10 mmol/I

Glucose 20 mmol/I

N-acetyl-cysteine 20 mmol/I

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/I

ADP 2 mmol/l

AMP 5 mmol/l

Adenosine 10 umol/l

Tiéu chuén chat luong ISO 13485:2016 hoic
tuong duong

Chat hi¢u chuan xét
nghiém dinh lugng
Creatine kinase — MB (CK-
MB)

Thanh phan chinh:

Mau hiéu chuin dang dong khé dua trén
albumin huyét thanh bo véi cac chat phu gia
hoa hoc va vit liéu tinh khiét c6 ngudn gdc
cu thé.

CK-MM: nguoi




CK-MB: ngudi, tai to hop.
Ti€u chuan chat lugng ISO 13485:2016

10

Thudc thtr xét nghiém
dinh luong Creatinine

Pham vi do: 0.2 — 15 mg/dL (18 — 1330
pmol/L)

Gi6i han phat hién thip hon 14 0,2 mg/dL
(17,7 umol/L)

Thanh phan chinh:

R1: Sodium hydroxide 0.2 mol/L

R2: Picric acid 20 mmol/L

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

Tiéu chuéan chat lugng ISO 13485:2016 hoic
tuong duong

20

11

Thudc thir xét nghiém
dinh luong Glucose

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

Pham vi do: Phuong phap diém cudi tuyén
tinh 1én dén 400 mg /d1 (22.2 mmol/l).
Phuong phép dong hoc 1én dén 700 mg /dl
(38.9 mmol/l).

Gidi han phat hién: 2 mg/dl

Thanh phan chinh:

Phosphate buffer, pH 7.5 0.1 mol/l

Phenol 7.5 mmol/Il

GOD 12000 U/

POD 660 U/I

4-Amino-antipyrine 0.40 mmol/Il

Tiéu chuén chat lugng ISO 13485:2016 hoic
tuong duong

16

12

Thubc thir xét nghiém LDL
Cholesterol

Phuong phap: Truc tiép

Pham vi do: 5-100 mg/dl (0,13 - 26,0
mmol/l)

D6 nhay phén tich (giéi han phat hién thip
hon):5 mg/dl (0,13 mmol/l)

Thanh phan chinh:

R1: Good’s buffer, pH 7,0 50 mmol/l
Cholesterol oxidase 500 U/I

Cholesterol esterase 600 U/I

Catalase 600 KU/I

Ascorbate oxidase 3 KU/I

TOOS 2 mmol/l

R2: Peroxidase 4 KU/I

4-Aminoantipyrine 4 mmol/I

R4: LDL Cholesterol see label

Tiéu chuéan chat lugng ISO 13485:2016 hoic
tuong duong

13

Chat chuan xét nghiém
dinh luong LDL
Cholesterol

Chét chuan xét nghiém dinh luong LDL
Cholesterol

Tiéu chuén chét lvong ISO 13485:2016 hoic
tuong duong

Lo

14

Thudc thir xét nghiém
Total Protein

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

Pham vi do: 3-1000 mg/dl (0,05 - 11,4
mmol/l)

Gioi han phat hién: 3mg / dl (0,05 mmol/l)
Thanh phan chinh:

Pipes buffer pH 7.8 50 mmol/I
p-Chlorophenol 2 mmol/Il




Lipoprotein lipase 150000 U/I
Glycerolkinase 800 U/I

Glycerol - 3 - P- oxidase 4000 U/I
Peroxidase 440 U/l

4-Aminoantipyrine 0.7mmol/l

ATP 0.3mmol/l

Mg2+ 40 mmol/l

Na-cholat 0.20 mmol/I
Potassium-Hexacyanoferrat(IT) 1umol/l
Tiéu chuén chat luong ISO 13485:2016 hoic
tuong duong

15

Thudc thir xét nghiém
dinh luong Triglyceride

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

Pham vi do: 3-1000 mg/dl (0,05 - 11,4
mmol/l)

Giéi han phat hién: 3mg / dl (0,05 mmol/1)
Thanh phan chinh:

Pipes buffer pH 7.8 50 mmol/I
p-Chlorophenol 2 mmol/Il

Lipoprotein lipase 150000 U/I
Glycerolkinase 800 U/l

Glycerol - 3 - P- oxidase 4000 U/I
Peroxidase 440 U/l

4-Aminoantipyrine 0.7mmol/l

ATP 0.3mmol/l

Mg2+ 40 mmol/I

Na-cholat 0.20 mmol/I
Potassium-Hexacyanoferrat(II) 1umol/l
Tiéu chuéan chat luong ISO 13485:2016
hoac tuong duong

16

Thudc thir xét nghiém
dinh luong Urea

Phuong phap: UV kinetic

Pham vi do: 5-400 mg/dl (0,83 dén 66,4
mmol/l)

Gioi han phat hién: 5 mg/dl (0,83 mmol/l)
Thanh phan chinh:

R1: TRIS buffer pH 7.8 50 mmol/I
GLDH > 0.80 U/l

Urease > 12 U/ml

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

NADH > 0.23 mmol/l

Tiéu chuén chat luong ISO 13485:2016
hodc tuong duong

23

17

Thudc thir xét nghiém
dinh luong Uric Acid

Phuong phép: Uricase-PAP

Pham vi do: 0.2 — 20.0 mg/dl (11.9 — 1190
pumol/1)

Gi6i han phat hién: 0,2 mg/dl (11,9
Phamol/l)

Thanh phan chinh:

Phosphate buffer pH 7.4 50 mmol/Il
DHBSA* 4 mmol/|

Uricase 60 U/I

POD 660 U/I

4-Aminoantipyrine 1 mmol/Il

Preservative

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




Standard:

Uric acid 6 mg/dl (356.9 umol/1)

Tiéu chuén chat luong ISO 13485:2016 hoic
tuong duong

18

Vit liéu kiém soat xét
nghi¢m dinh lugng xét
nghiém sinh héa muc 1

Vit liéu kiém soét dang dong kho dua trén
huyét twong nguoi, di dugc khi fibrin, st
dung do céc chi s6 sinh hoa sau:

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 chuéan chat lugng ISO 13485:2016 hoic
tuong duong

Lo

19

Vit ligu kiém soat xét
nghi¢m dinh lugng xét
nghiém sinh hoa muc 2

Vat liéu kiém soat dang kho dua trén huyét
tuong nguoi, dd dugc khir fibrin, st dung do
céc chi s6 sinh hoa sau:

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-MN, 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 chat luong ISO 13485:2016 hoic
tuong duong

Lo

20

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

Chat hiéu chuan dang dong kho dua trén
huyét thanh ngudi. Pugc sir dung dé hiéu
chuén céc chi sb 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, Lactate, LDH-P, LDH-L, Lipase,
Magnesium, Phosphate Inorganic, Protein
Total, Triglycerides, Uric Acid, Urea, Zinc.
Tiéu chuén chét luong ISO 13485:2016
hodc tuong duong

Lo

21

Hoa chat rira dung cho
may phan tich sinh hoa
dong AU

Thanh phan chinh:

Alkali < 0.4%

Detergent < 0.7%

Tiéu chuén chét lvong ISO 13485:2016 hoic
tuong duong

Can

22

Hoa chat c6 tinh kiém rira
may sinh hoa

Thanh phan chinh:
Alkali < 10.0%

Can

10




Tiéu chuan chét lwong ISO 13485:2016 hodc
tuong duong

23

Ho4 chit khir khuan rira
budng phan trng cho may
sinh hoa

Thanh phan chinh:

Detergent < 1.0%

Preservative < 10.0%

Tiéu chuan chat lugng ISO 13485:2016 ho
tuong duong

Chai

24

Vat tu dung cho may xét
nghiém

Céng dung mau bénh phdm

Chét li¢u: Nhya PS

Kich thudc: 16*38mm

Dung tich: 2-4ml

Mau sic: Trong sudt

Luu trit: 4-30°C

Tiéu chuén chat luong ISO 13485:2016 hoic
tuong duong

Cai

3.000

25

Vit tu dung cho may xét
nghiém dung cho may
AU480

Thong s6 ky thuat:

bién &p dinh danh: 12,0 V

Cong suét danh nghia: 20,00 W
Puong kinh: 9,5 mm

Chiéu dai: 30,0 mm

Chiéu dai tam dén (LCL): 19,5 mm
Chiéu dai day toc: 1,90 mm

Trudng dugc chiéu sang: 1,9*2,0 mm?
Puodng kinh day toc: 2,0 mm

Tudi tho: 3000 gioy

Puong kinh vé dén téi thiéu: 9 mm
Diéu chinh d¢ sang: C6

Vi tri dbt: $90

Tiéu chuén chét luong ISO 13485:2016 hoic
tuong duong

Chiéc

26

Vit tu dung cho may xét
nghiém

Cuvette cho budng rira may sinh hoa

Loai nhya: PC/ PS

Tiéu chuén chat lugng ISO 13485:2016 hoic
tuong duong

27

Vat li¢u kiém soat chat
lugng xét nghiém dinh
lugng C - Reactive Protein
(CRP) mirc thap

Vit liéu kiém soat chat luong xét nghiém C -
reactive protein (CRP) mirc thap.

Thanh phan chinh:

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

Tiéu chuén chat luong ISO 13485:2016 hoic
tuong duong

15

28

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

Vat liéu kiém soat chat luong xét nghiém C -
reactive protein (CRP) muc cao.

Thanh phan chinh:

Dung dich pha lodng ctia huyét tuong ngudi
va dich mang phoi chita CRP véi dung dich
mudi dém phosphate. Chét bao quan 0,095%
natri azide.

Tiéu chuan chét luong ISO 13485:2016 hodc
tuong duong

A

Hop

15

29

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

Pham vi do: 0-14 mg/dL

Gioi han phat hién: 0.013 mg/dL
Thanh phan chinh:

Latex

Glycine buffer (pH 8.42)

A

Hop

30




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 chuén chat luong ISO 13485:2016 hoic

tuong duong

30

Chat hiéu chuan xét
nghiém dinh luong C -
reactive protein (CRP)

Chét hiéu chuan xét nghiém dinh lugng C-
reactive protein (CRP)

Tiéu chuén chat lugng ISO 13485:2016 hoic

tuong duong

May sinh hoa ProM

31

Thudc thtr xét nghiém
dinh lugng ALT

Hoba chat xét nghi¢m dinh lugng
AST/GOT trén may sinh hoa;

* Thanh phan gdm:

Hoa chat 1: R1

- Tris buffer, pH 7.8

- L-aspartate: 330 mmol/L

- LDH: >2000 U/L

- MDH: > 1000 U/L

- Sodium azide: <0.1% khéi luong/khdi
luong

Hoba chat 2: R2

-Alpha-ketoglutarate: 78 mmol/L
-NADH: 1.1 mmol/L

-Sodium azide: <0.1% khéi luong/khéi
luong

- Dai do: 10-450 U/L

Tiéu chuan chét lugng ISO 13485:2016
hodc twong duong

25

32

Thudc thir xét nghiém
dinh luong AST

Hoa chat xét nghiém dinh lugng
AST/GOT trén may sinh hoa;

* Thanh phan gom:

Hoa chat 1: R1

- Tris buffer, pH 7.8

- L-aspartate: 330 mmol/L

- LDH: >2000 U/L

- MDH: > 1000 U/L

- Sodium azide: <0.1% khéi luong/khdi
lugng

Hoa chét 2: R2

-Alpha-ketoglutarate: 78 mmol/L
-NADH: 1.1 mmol/L

-Sodium azide: <0.1% khéi luong/khdi
luong

- Dai do: 10-450 U/L

Tiéu chuén chét lugng ISO 13485:2016
hodac twong duong

25

33

Thudc thir xét nghiém
dinh lugng Amylase

Hoa chat xét nghiém dinh lugng
Amylase trén may sinh hoa;
* Thanh phan gom:




- Good's buffer, pH 6.15

- CNP-Gs: 2,27 mmol/L

- Sodium azide: <0,1% khdi lwong/khbi
luong

- Ciing chtra calcium va mudi chloride,
cling nhu potassium thiocyanate cho hiéu
sudt tbi ru

- Déi do: 20-1500 UJ/L.

34

Bo thudc thir, cht chuin
xét nghiém dinh lugng
Albumin

Hoa chat xét nghiém dinh luong
Albumin trén may sinh hoa;

* Thanh phan gom:

Hoa chat: R

- Succinate buffer, pH 4.20

- Bromocresol green: 0.2 mmol/L

- Surfactant

Chét chuan: Std

- Albumin: 3.5 g/dL (35 g/L)

- Sodium azide: < 0.1% khéi lugng/ khéi
luong

- Dai do: 1,6-6 g/dL (16 - 60 g/L)

Tiéu chuan chat lugng ISO 13485:2016
hoac tuong duong

35

Thudc thtr xét nghiém
dinh lugng Bilirubin tryc
tiép

Hoa chét xét nghiém dinh luong
Bilirubin Direct mau huyét thanh/huyét
twong nguoi trén may sinh hoa

* Thanh phan gdm:

Hoba chét 1: R1.

- Sulfanilic acid: 29 mmol/L

Hoéa chat 2: R2

- Sodium nitrite: 11 mmol/L

- Dai do: 0.08-10.55 mg/dL (1.4-180.4
umol/L)

Tiéu chuan chat lugng ISO 13485:2016
hodc tuong duong

36

Thudc thir xét nghiém
dinh lugng Bilirubin
toan phan

Hoa chat xét nghiém dinh luong
Bilirubin Total mau huyét thanh/huyét
tuong nguoi trén may sinh hoa;

* Thanh phan gom:

Hoba chét 1: R1.

- Sulfanilic acid: 29 mmol/L

- Cetrimide: 29 mmol/L

Hoa chét 2: R2

- Sodium nitrite: 11 mmol/L

- Dai do: 0.25-25 mg/dL (4.3-427.6
umol/L)

Tiéu chuén chét lugng ISO 13485:2016
hodac twong duong

37

Thudc thir xét nghiém
Cholesterol

Hoba chat xét nghiém dinh lugng
Cholesterol trén may sinh hoa;

* Hoa chit: R

- Good's buffer, pH 6.7

- Phenol: 24 mmol/L




- Cholesterol esterase: > 180 U/L

- Cholesterol oxidase : >200 U/L

- Peroxidase : > 1000 U/L

- 4-aminoantipyrin (4-AAP): 0.5
mmol/L- Sodium azide: < 0.1% khdi
lwong/khéi luong

Ciing chira surfactants (chat hoat dong bé
mit) va magnesium salts (mudi magie)
cho hiéu suét tdi uu.

Chét chuén: Std

- Cholesterol: 200mg/dL

dai do: 20 - 600 mg/dL (0.52-15.52
mmol/L)

Tiéu chuan chat lugng ISO 13485:2016
hodc twong duong

38

Thudc thir xét nghiém dinh
luong Creatine kinase —
MB

Hoa chat xét nghiém dinh lugng CK-MB
trén may sinh hoa.

Thanh phan gdm:

Hoa chat 1: R1

- Imidazole buffer, pH 6.1 (20°C)

- D-Glucose: 25 mmol/L

- NADP: 2,5 mmol/L

- Hexokinase : > 6800 U/L

- Sodium azide: <0.1% khéi luong/khdi
luong

Nong d6 khang thé Anti-CK-M c6 trong
R1 du dé tre ché 2000 U/L CK-M & 37°C
Hoa chét 2: R2

- Imidazole buffer, pH 8.9 (20°C)

- Creatinine phosphate: 250 mmol/L

- ADP: 15,2 mmol/L

- G-6-PDH: > 8800 U/L

- Sodium azide: <0.1% khdi luong/khéi
luong

Ciing chira cac mubi magie, N-acetyl-L-
cystein, EDTA, Diadenosine
pentaphosphate va AMP cho hiéu suét tdi
uu

Dai do: 10-600 U/L

Tiéu chuan chat lugng ISO 13485:2016
hodc tuong duong

39

Vat liéu kiém soat xét
nghi¢m dinh luong CK -
MB

Hoa chat kiém chuén, kiém tra chat
lugng xét nghiém CK-MB; quy cach: 4 x
3 mL/hdp

Thanh phan:

San pham dong kho dugc chuan bi tir
huyét thanh nguoi va CK-MB ngudi
Sodium azide: <0.1% khéi lwgng/khdi
lugng

Tiéu chuén chét lugng ISO 13485:2016
hodac twong duong




40

Bo thudc thir, chat chuin
xét nghiém dinh lugng
Creatinine

Hoba chat xét nghiém dinh lugng
Creatinine

Phuong phap do: Enzymatic/PAP-
Kinetic

Dai do: mau huyét thanh/huyét twong
0.1-30 mg/dL, nuée tiéu 5-450 mg/dL
(0.4-39.8 mmol/L)

Thanh phan:

Hoba chat R1:

- Good's buffer, pH 7.5

- EHSPT: 0,4 mmol/L

- Creatinase: > 10000 U/L

- Sarcosine Oxidase: > 3500 U/L

Hoa chat R2:

- Good's buffer, pH 7.5

- Amino- 4- Antipyrine: 2,95 mmol/L
- Creatinase: > 150000 U/L

- Peroxidase: >4000 U/L

- Sodium azide: <0.1% khdi lwong/khéi
luong

Tiéu chuén chét lugng ISO 13485:2016
hodc twong duong

10

41

B6 thudc thir, chat chuin
xét nghiém dinh lugng
Glucose

Hoa chét xét nghiém dinh luong Glucose
trén may sinh hoa;

* Thanh phan gom:

Hoba chat: R

- Phosphate buffer, pH 7.4

- Phenol: 10 mmol/L

- 4-aminoantipyrin: 0.3 mmol/L

- Peroxidase: > 700 U/L

- Glucose oxidase: > 10000 U/L

- Sodium azide: <0.1% khdi lugng/khdi
lugng

Chét chuén Std

- D-glucose: 100 mg/dL (5.55 mmol/L)
- Dai do: 20-400 mg/dL (1.11 - 22.20
mmol/L)

Tiéu chuan chat lugng ISO 13485:2016
hodc tuong duong

42

Thudc thir xét nghiém
dinh lugng LDL
Cholesterol

Hoba chit xét nghiém dinh lugng
Cholesterol LDL trén may sinh hoa
*Thanh phan gom:

Ho4 chat 1: R1

- Buffer, pH 6.85

- N-(2-Hydroxy-3-sulfoppropyl)-3,5-
dimethoxyaniline sodium salt (HDAQS):
> 0.5 mmol/L

- Peroxidase: > 5000 U/L

- Cac hop chit phdt pho v6 co va hitu co
- Surfactant: 1%

Ho4 chét 2: R2

- Buffer, pH 8.15




- Cholesterol Oxidase: > 2000 U/L

- Cholesterol Esterase: > 2000 U/L

- Peroxidase: > 20000 U/L

- 4-aminoantipyrine (4-AA): > 2 mmol/L
- Surfactant: 0.025 %

- Sodium azide: < 0.1 % (p/p)

Ciing chira ascorbate oxidase dé c6 hiéu
sudt toi uu

- Dai do: 15 - 600 mg/dL (0.39-15.52
mmol/L)

Tiéu chuén chét lugng ISO 13485:2016
hoac tuong duong

43

Chét hiéu chuan xét
nghiém dinh lwong HDL
Cholesterol, LDL
Cholesterol

Ho4 chat hi¢u chuan HDL va LDL
Cholesterol;

*Thanh phan: Huyét thanh ngudi dong
kho

Tiéu chuan chat lugng ISO 13485:2016
hoac tuong duong

44

Bo thudc thir, chit chuin
x¢ét nghi¢ém dinh luong
Protein toan phan

Hoa chét xét nghiém dinh luong Protein
toan phan trong huyét trong/ huyét thanh
nguoi trén may sinh hoa;

*Thanh phan gém:

Hoa chat: R

- Copper sulfate: 6 mmol/L

- Sodium hydroxide: 490 mmol/L

Ciing chira iodide va mudi tartrate cho
hiéu suat t6i uu

Chat chuan: Std

- Albumin 6 g/dL

- Sodium azide: <0.1% (Khéi lugng/khbi
luong)

- Dai do: 0.2-12 g/dL (2-120 g/L)

Tiéu chuan chat lugng ISO 13485:2016
hodc tuong duong

45

Bo thudc thir, chit chuan
x¢ét nghi¢ém dinh luong
Triglycerides

*Hoéa chat xét nghiém dinh luong
Triglycerides trong huyét trong/huyét
thanh nguoi trén may xét nghiém hoa
sinh

*Thanh phan gém:

Hoa chat R

- Good's buffer, pH 7.0

- P- chlorophenol: 2.7 mmol/L

- ATP: 3.15 mmol/L

- Amino- 4- antipyrine: 0.31 mmol/L

- Lipoprotein lipase: > 2000 U/L

- Glycerol kinase: > 500 U/L

- Glycerol- 3- phosphate oxidase: > 4000
U/L

- Peroxidase: > 500 U/L

- Sodium azide: <0.1% (Khéi lugng/khbi
luong)

Ciing chtra mudi magié, FAD va




surfactants cho hiéu suat toi wu

Chat chuan: Std

- Glycerol (tuong tu triglycerides) 200
mg/dL

- Sodium azide: <0.1% (khdi lwong/khdi
luong)

- Déi do 30-1000 mg/dL (0.34-11.30
mmol/L)

Tiéu chuén chét lugng ISO 13485:2016
hoac tuong duong

46

B6 thudc thir, chat chuan
xét nghiém dinh lugng
Urea

Hoba chat xét nghiém dinh lugng Urea
trong huyét twong/ huyét thanh va nuéc
tiéu ngudi trén may sinh hoa;

* Thanh phan gdm:

Hoéa chét 1: R1

- Tris buffer, pH 7.60 (37°C)

- Anpha-Ketoglutarate: 9 mmol/L

- Urease: > 8100 U/L

- GIDH: >1350 U/L

- Sodium azide: <0.1% (khdi lwong/ khdi
luong)

Hoa chét 2: R2

- NADH: 1.3 mmol/L

- Sodium azide: <0.1% (khdi lugng/
khéi lugng)

Chét chuén:

- Urea: 50 mg/dL (8.33 mmol/L)

- Dai do: huyét thanh/huyét twong 10-300
mg/dL (1.67-49.95 mmol/L), nudc ticu
200-6000 mg/dL (33-999 mmol/L)
Tiéu chuan chat lugng ISO 13485:2016
hodc tuong duong

13

47

Bo thudc thir, chit chuan
x¢ét nghi¢ém dinh luong
Acid uric

*Hoa chat xét nghi¢m dinh lugng acid
Uric trong huyét twong/ huyét thanh va
nuéc tiéu nguoi trén may xét nghiém hoa
sinh.

*Thanh phan:

Hoa chat R:

- Buffer, pH 7.0 (20-25°C)

- EHSPT: 0.72 mmol/L

- Amino- 4- antipyrine: 0.37 mmol/L

- Uricase: > 150 U/L

- Peroxidase: >12000 U/L

- Sodium azide: <0.1% (khdi lwong/khdi
luong)

Chét chuan Std:

- Uric acid: 6 mg/dL (357 pmol/L)

- Sodium azide: <0.5% (khdi lwong/khdi
luong)

- Dai do: Huyét thanh/huyét tuong: 1,5-
25 mg/dL; Nudc tiéu: 5-250 mg/dL




Tiéu chuén chét lugng ISO 13485:2016
hoac tuong duong

48

Vit liu kiém soat muc 1
xét nghiém dinh lugng
cacthong so sinh hoa

Ho4 chat kiém chuan cho két qua xét
nghi¢m binh thuong cho céac xét nghiém
hoéa sinh 1iét ké trong bang gia tri di kém;
* Thanh phan gdm:

- Huyét thanh nguoi dong khé c6 sir dung
céc chat phu gia héa hoc/sinh hoc.

- Nong do cua ting chat phan tich dé
kiém tra cu thé theo ting 16.

Tiéu chuén chét lugng ISO 13485:2016
hoac tuong duong

Lo

49

Vat liéu kiém soat muc 2

xét nghiém dinh lugng
cac thong so sinh hoa

Ho4 chat kiém chuan cho két qua xét
nghi¢m binh thuong cho céc xét nghiém
hoéa sinh 1iét ké trong bang gia tri di kém;
* Thanh phan:

- Huyét thanh nguoi dong kho co sir dung
céc chat phu gia héa hoc/sinh hoc.

- Nong d6 cuia ting chét phan tich dé
kiém tra cy thé theo ting 16.

Tiéu chuan chat lugng ISO 13485:2016
hoac tuong duong

Lo

50

Chat chuan xét nghiém
dinh lugng cac thong so
sinh hoa

Hoa chat hiéu chuan cho céc xét nghiém
hoa sinh li¢t ké trong trong bang gia tri di
kém;

* Thanh phan:

- Huyét thanh nguoi dong kho co sir dung
cac chat phu gia hoa hoc/sinh hoc.

- Sodium azide < 0.1% (khéi lwong/khdi
luong)

- Nong d6 cta chat phén tich dic trung
theo tung 16.

Tiéu chuan chat lugng ISO 13485:2016
hodc tuong duong.

51

IVD rtra dung cho may
xét nghiém sinh hoa

Dung dich rua tang cuong may xét
nghiém sinh hoa ty dong

*Thanh phan: Acidic solution (pH 1)
Tiéu chuan chét lugng ISO 13485:2016
hodc twong duong

Chai

52

IVD rtra dung cho may
x€t nghiém sinh hoa

Dung dich rira hé thong may xét nghiém
sinh hoa ty dong

*Thanh phan: Dung dich sodium
hypoclorit ¢é tinh kiém

Tiéu chuén chét lugng ISO 13485:2016
hodac twong duong

Chai

53

IVD rtra dung cho may
x€t nghiém sinh hoa

Dung dich ding dé rira kim va cuvette
cua may xét nghiém hoa sinh.

* Thanh phan gom:

- Sodium azide < 0.1 % (khdi luong/ khoi
luong)

- Ciing chira chit hoat dong bé mat.

Chai




Tiéu chuén chét lugng ISO 13485:2016
hoac tuong duong

Hoa chit vt tw dung cho miy mién dich AFIAS

54

Thudc thir xét nghiém
dinh luong TSH

Hoa chat xét nghiém mién dich huynh
quang (FIA) dé xac dinh dinh luong
Hormone kich thich tuyén giap (TSH)
trong méau toan phan/huyét thanh/huyét
tuong nguoi.

*Thanh phan gém Cartridge, Pipette tip
(Ti zip), Tui zip dung cartridge du
phong, C-tip (theo yéu cau), Huéng din
st dung va ID chip. Moi cartridge dugc
dong goi trong mt tii nhdm c6 hai thanh
phan, mot phan phat hién va mot phan
cartridge.

- Phin cartridge chtra mot dai xét
nghiém, mang c¢6 khang TSH nguoi &
vach xét nghiém, trong khi IgY cua ga ¢
vach kiém soat.

- Phin phat hién (detector) c6 chira chét
lién hop huynh quang khang TSH nguoi,
chét lién hop huynh quang khang IgY ga,
‘albumin huyét thanh bo (BSA) 1am chat
6n dinh va sodium azide trong nudc mudi
dém phosphat (PBS) lam chét bao quan.
- C - tip (P4u tip mao dan) 13 mot cong
cu hiru ich ¢ khu xét nghiém nhanh tai
chd doi hoi mot lugng nhé mau mao
mach tir ddu ngén tay, vi tri got chan (¢
tré so sinh) hodc vanh tai.

*Dai lam viéc: Mau huyét thanh/ huyét
tuong: 0.09-80.0 pIU/mL
* Mau mau toan phan: 0.4-80.0 uIU/mL
Tiéu chuan chét lugng: ISO 13485 hoic
tuong duong

55

Thudc thir xét nghiém
dinh luong T4

Hoa chat xét nghiém mién dich huynh
quang (FIA) dé xac dinh dinh luong
Thyroxine téng sd (T4 toan phéan) trong
huyét thanh/huyet tuong nguoi
*Thanh phan gém Cartridge, Pipette tip
(tti zip), Tui zip dung cartridge du
phong, Huéng dan sir dung va ID chip.
MBOi tai nhom kin ¢ chua hai cartridge.
Moi cartridge dugc dong goi trong mot
tai nhom cé ba thanh phan bao gobm mat
phan cartridge, mot phan phat hién
(detector) va mot phan dung dich pha
loang.

- Phan cartridge chtra mang duoc goi 1a
dai xét nghiém co lién
hop T4-BSA & vach xét nghiém va
streptavidin ¢ vach kiém




soat.
- Phan phat hién c6 mdt hat chira chét
lién hop huynh quang
khang T4 ngudi, chét lién hop huynh
quang biotin-BSA, albumin huyét thanh
bo (BSA) lam chét 6n dinh va sodium
azide 1am chit bao quan trong nudc mubi
dém phosphat (PBS).

- Phan dung dich pha lodng chira ANS,
tween 20, albumin huyét thanh bo (BSA)
lam chét 6n dinh va sodium azide lam
chat bao quan trong nudc mudi dém
phosphat (PBS).

*Dai lam viéc: 10.23 - 300.0 nmol/L
Tiéu chuan chat lugng: ISO 13485 hodc
tuong duong

56

Thudc thir xét nghiém
dinh lugng T3

Hoa chat xét nghiém mién dich huynh
quang (FIA) dé xac dinh dinh luong
Triiodothyronine tong (T3 toan phan)
trong huyet thanh/huyet tuong nguoi.
*Thanh phan gom Cartridge, Pipette tip
(tai zip), Tui zip dung cartridge du
phong, Hudng dan st dung va ID chip.
MBOi tai nhom kin ¢ chua hai cartridge.
Moi cartridge dugc dong goi trong mot
tai nhom c6 ba thanh phan bao gom mot
phan cartridge, mot phan phat hién va
mot phan dung dich
pha loang.

- Phan cartridge chira mang dugc goi 1a
dai xét nghi¢ém c6
chit lién hop T3-BSA & vach xét nghiém
va IgY ga & vach
kiém sodt.

- Phéan phat hién c6 mot hat chura lién hop
huynh quang
khang T3 nguoi, lién hop huynh quang
khang IgY ga, albumin huyét thanh bo
(BSA) lam chat 6n dinh va sodium azide
1am chat bao quan trong dung dich dém
natri phosphat.

- Phan dung dich pha lodng chtra ANS,
tween 20, albumin
huyét thanh bo (BSA) lam chét 6n dinh
va sodium azide lam
chét bao quan trong dung dich natri
hydroxit (NaOH).

*Dai lam viéc: 0.77-7.7 nmol/L
Tiéu chuén chét lugng: ISO 13485 hoic
tuong duong




57

Vat liéu kiém soat xét
nghiém dinh lugng nhém
hormone

Vit liéu kiém soat xét nghiém dinh lugng
Hocmon duoc sir dung trong chan doan
in vitro trong viéc kiém soat chét luong
cua Kit xét nghiém Hormone "Hormone

Assay Kit". Dang dong kho.
*Thanh phan:

- Control chira dung dich stock chuén
PRL, dung dich stock chuin TSH, dung
dich stock chuan FSH, gonadotropin
mang dém, human (hCG), dung dich
stock chuan LH, Hydrocortisone,
Levothyroxine, Progesterone, Dung dich
stock chudn Testosterone, 3,3’, 5-Triiodo
-L-thyronine va huyét thanh ngua.
Tiéu chuan chat lugng: 1SO 13485 hodc
tuong duong

Mady dong mau may Human clo Pro

58

Thudc thtr xét nghiém
Prothrombin Time

Thudc thtr xét nghiém Prothrobin Time
dung dé xac dinh Prothrombin Time (PT)
bang phwong phéap thu cong hoic tu
dong. Co thé duoc sir dung dé xét
nghiém cac yéu t6 déng mau trong cac
con duong dong mau ngoai sinh va con
duong chung.

* Thanh phan gom co:

- Ho4 chat Thromboplastin (dang déng
kho) chira Chiét xuat ndo tho > 10%,
Sodium azide < 0,01%

- Bém CaCl2 chira Sodium azide <
0,01%

Do 6n dinh: 12 ngay & 2-8°C, 1 ngay &
20-25°C.

Tiéu chuan chat lugng: ISO 13485 hoic
tuong duong

16

59

Thudc thir xét nghiém
APTT

B0 hoa chat xét nghi¢m aPTT st dung
chét hoat hoa axit Ellagic, dung dé xac
dinh thoi gian Thromboplastin mét phan
hoat hoa (aPTT) bang phuwong phép thi
cong va tu dong.

Thanh phan goém c6:

- Ho4 chat 1 (6x4ml): Hoa chat aPTT-
EL: Cephalin ndo thé < 1.0%, ellagic
acid, sodium azide < 0,01%;

- Hoa chét 2 (6x4ml): Dung dich CaCl2
0,02 mol/l, sodium azide < 0,01%, mudi
va chét 6n dinh.

Do 6n dinh 14 ngay ¢ 2-8°C, 7 ngay &
20-25°C.

Tiéu chuan chat luong: ISO 13485 hoic
tuong duong

60

Thudc thir xét nghiém
dinh lugng Fibrinogen

Hoa chat xét nghiém Fibrinogen ding
xac dinh Fibrinogen trong huyét tuong




bang phuong phap thi cong va ty dong.
*Thanh phan gém co:

- Hoa chat Fibrinogen dang dong kho
5x2ml, thanh phéan: thrombin nguoi 80 -
100 1U/ml, sodium azide < 0,01%.

- Dung dich d¢ém Imidazole Buffered
Saline 1x100mL, pH 7.4 £+ 0.2, thanh
phan: imidazole 0,05mol/l, dém va chat
6n dinh.

- Chét chuan: Fibrinogen huyét twong
tham chiéu (dang dong kho) 2x1mL,
thanh phan: huyét thanh nguoi, sodium
azide < 0,01%.

Khi dugc bdo quan ¢ 2-8 °C, 1o chua mo
s& 6n dinh cho dén hét han st dung. Sau
hoan nguyén héa chit 6n dinh 7 ngay &
2-8°C.

Tiéu chuan chat lugng: 1SO 13485 hodc
tuong duong

61

Vat liéu kiém soat cac
xét nghiém dong mau
murc binh thuong

Héa chat kiém chuan, dung dé theo ddi
hiéu suit cac xét nghiém dong mau
thuong quy muc binh thuong.

Hop 6x1ml gom c6: Huyét twong nguoi

dang dong kho, sodium azide < 0.01% .
Tiéu chuan chét lugng: ISO 13485 hodc
tuong duong

62

IVD rtra dung cho may
xét nghiém dong mau

Dung dich ding dé 1am sach kim hut
nham ngin ngira nhiém chéo trén may
HumacClot Pro.

*Thanh phan :

- Buffered Salt Solution
- Imidazole 0.1mol/I
- HCI 0.2mol/I
- Detergent 0.02%

Tiéu chuan chat lugng: ISO 13485 hoic
tuong duong

12

63

IVD rtra dung cho may
xét nghiém dong mau

Dung dich dung dé 1am sach thuong
Xuyén tram rua, 6ng thai, kim hut va bom
chat thai ciia may phan tich dong mau
HumacClot Pro, lam giam nguy co lay
nhiém vét liéu sinh hoc.

Thanh phan: Aqueous Solution
Tiéu chuan chat luong: ISO 13485 hoic
tuong duong

64

Chét hiéu chuén xét
nghiém dong mau

Héa chét hiéu chuan, dugc sir dung dé
hiéu chuén céac xét nghiém dé phan tich
Prothrombin Time (PT) va Antithrombin.
Calibrator chtra: Mau gop huyét twong
nguoi, sodium azide <0.01%

Tiéu chuén chét lugng: ISO 13485 hoic
tuong duong

Hoa chit cho May phin tich dién giai tw dong Auto ISE500




Thudc thtr xét nghiém
dinh luong da thong so

Thanh phan chinh:
Ammonium molybdate 0.4 mmol/I
Sulphuric acid 100 mmol/I

65 dién giai (K, Na, CI, Ca, Hydrochloric acid 100 mmol/I Hop 16
pH) Tiéu chuan chét lugng ISO 13485:2016
hodc tuong duong
Thanh phan chinh:
Vit liéu kiém soat chat KCI, NaCl, NaAc, CaCl2, LiCl, pH
66 luong xét nghiém dinh buffer, surface active agent, preservative Hop 9
luong (Na, K, CI, Ca, _ agent. :
pH) Tiéu chuan chét lugng ISO 13485:2016
hodc tuong duong
Thanh phan chinh:
Dung dich rira ding cho Sodium hypochlorite (NaClO) 0.4% - A
67 may phan tich dién giai : . 0-5% Hop S
i Ti€u chuan chat lugng ISO 13485:2016
hodc twong duong
Dung dich rua dung cho Thanh phan chinh:
may phan tich dién giai Enzyme: Pepsin.
68 | Hay thudc thtr duy tri Dilutor: KCI, NaCl, Hydrochloride acid. | Hop 5
dién cyc trén may phan Tiéu chuan chat lugng ISO 13485:2016
tich dién giai hodc tuong duong
Thanh phan chinh:
C L aen \ KCI, NaCl, NaAc, CaCl2, LiCl, pH
Dung dich dién cuc dung b . .
. A aiA uffer, surface active agent, preservative .
69 | cho may phan tich dién agent Hop 1
glal Tiéu chuin chét luong ISO 13485:2016
hodc tuong duong
Thanh phan chinh:
Dung dich dién cuc dung | KCI, NaCl, NaAc, CaCl2, dung dich dém
70 | cho may phan tich dién pH va chit bao quan Lo 1
gidi Tiéu chuan chét lugng ISO 13485:2016
hodc tuong duong
Ho chit cho May phén tich HbAlc tw dong HA-1500
Tinh chinh xac: <5.0%
Do chinh xac: Trong vong chay: CV<3.0%
(n = 20), d6 chinh xac cua 16 la <6% (n= 3).
) Két qua mo rong NGSP: 4.0%~6.0%.
7 Hoé chat dung cho mdy | Thanh phan chinh: Tai 1
phan tich HbAlc loai A | NaCl 20mmol/L
Phosphate 40mmol/L
Perserver < 0.5ml/L
Tiéu chun chét lvong ISO 13485:2016 hoic
tuong duong
Tinh chinh xac: <5.0%
Do chinh xac: Trong vong chay: CV<3.0%
(n = 20), d¢ chinh xac cua 16 1a <6% (n= 3).
) Két qua mo rong NGSP: 4.0%~6.0%.
72 Hoé4 chat dung cho mdy | Thanh phan chinh: T 2
phan tich HbAlc loai B | NaCl 170mmol/L
Phosphate 40mmol/L

Perserver < O.5mI/L
Ti€u chuan chat lugng ISO 13485:2016 hoac
tuong duong




73

Chat hiéu chudn xét
nghiém dinh lugng
HbAlc

Thanh phan chinh:

Huyét sdc td glycosyl hoa, bao gém chit bao
quan va chit 6n dinh.

Tiéu chuén chat luong ISO 13485:2016 hoic
tuong duong

74

Vat li¢u kiém soét chét
luong xét nghiém dinh
luong HbAlc

Thanh phén chinh:

Huyét séc t6 glycosyl hoa, bao gdm chat bao
quan va chit 6n dinh.

Tiéu chuén chat luong ISO 13485:2016 hodc
tuong duong

75

Dung dich ly giai héng
cau

Do chinh xac: <5.0%

D¢ chinh xac: Trong vong chay: CV<3.0%
(n = 20), do chinh x4c cua 16 1a <6% (n= 3).
Két qua mé rong NGSP: 4.0% ~ 6.0%.
Thanh phan chinh:

Buffer 20mmol/L

Sodium chloride 20mmol/L

Surfactant 0.05ml/L

Perserver < 0.5 ml/L

Tiéu chuén chat lugng ISO 13485:2016 hoic
tuong duong

Can

May huyét hoc XP100

76

Dung dich dung dé pha
loang st dung cho may
huyét hoc

Cong dung: Dung dich dung dé pha
lodng sir dung cho may huyét hoc.

Béo quan: ¢ 5 -30d¢ C.

Sau khi mé nip 6n dinh trong vong 60
ngay.

Thanh phan: Sodium Chlorride 6.38 g/,
Boric Acid 1 g/l, Sodium. Tetraborate 0.2
g/l, EDTA-2K 0.2 g/l.

Tiéu chuén chét lugng 1SO 13485:2016
hodc twong duong

Thung

48

77

Dung dich ly gidi hong
cau

Cong dung: Dung dich ly giai hong cau
gitip dém chinh xac s6 lwong bach cau.
Bédo quan: 2-35d6 C

Sau khi mé nap 6n dinh trong vong 90
ngay.

Thanh phan: Organic quaternary
ammonium salt 8,5g/L va sodium
chloride 0.6g/L.

Tiéu chuan chét lugng ISO 13485:2016
hodc twong duong

Chai

60

78

Dung dich rira may
huyét hoc

Cong dung: Dung dich kiém manh dung
dé rira hé thdng may huyét hoc.

Bao bao ¢ 1 - 30 d6 C, noi tdi, tranh 4nh
sang mit troi truc tiép

Sau khi mé& nip 6n dinh trong vong 60
ngay.

Thanh phan: Sodium hypochlorite 5%.
Tiéu chuan chat lugng ISO 13485:2016
hodc tuong duong

Lo

79

Vit liéu kiém soat mirc
thap xét nghiém dinh

Cong dung: Chat chuan may xét nghiém
huyét hoc
Bédo quan: tr 2 -8 46 C

12




luong 22 thong sd huyét
hoc

Sau khi mé& nap 6n dinh trong vong 7

ngay
Thanh phan chira té bao hong cau, Bach
cau tiéu cau va chit 6n dinh

Tiéu chuan chat lugng ISO 13485:2016
hodc tuong duong

80

Vit liéu kiém soat mirc
binh thuong xét nghiém
dinh luong 22 thong sd
huyét hoc

Cong dung: Chat chuan may xét nghiém
huyét hoc

Bao quan: tr 2 - 8 d6 C

Sau khi mé nap 6n dinh trong vong 7
ngay

Thanh phan chira té bao hong cau, Bach
cdu, tiéu cu va chit 6n dinh

Tiéu chuan chat lugng ISO 13485:2016
hoac tuong duong

12

81

Vat liéu kiém soat mirc
cao x¢ét nghi¢ém dinh
luong 22 thong s6 huyét
hoc

Cong dung: Chat chuan may xét nghiém
huyét hoc

Béo quan: tr 2 - 8 36 C

Sau khi mé& nip 6n dinh trong vong 7
ngay

Thanh phan: chira té bao hong cau, Bach
cau, tiéu cau va chat 6n dinh

Tiéu chuén chét lugng ISO 13485:2016
hodc twong duong

12

M3y xét nghiém huyét hoc Celltac Alpha

82

Hoa chét pha lodng cho
may xét nghiém huyét
hoc

Thanh phén: - Sodium Chloride < 0,9 % -
Sodium Sulphate < 1,2 % - Buffer < 1,1
% - Stabiliser < 0,01% - Aqua

Tiéu chuan chét lugng ISO 13485:2016
hodc twong duong

Thung

32

83

Hoa chit ly giai ding
trong xét nghiém huyét
hoc

Théanh phan:

- Potassium Cyanide < 0,05 %

- Detergent < 5,3 %

- Quaternary Ammonium Salt < 5,0 %
Tiéu chuan chét lugng ISO 13485:2016
hodc twong duong

Lo

40

84

Hoa chét rira ding trong
x€ét nghiém huyét hoc

Thanh phan: - Sodium Chloride < 0,9 % -
Detergent < 1,1 % - Buffer < 0,3 % -
Stabiliser < 0,3 % - Dye < 0,0001%,
(Thung 5 lit)

Tiéu chuén chét lugng ISO 13485:2016
hodac twong duong

Can

85

Hoa chit rira dung trong
xét nghiém huyét hoc

Thanh phan:

Sodium chloride < 1,5%.

Potassium chloride < 0,03%.
Proteolytic enzymes < 0,3%.

Detergent < 0,4%.

Stabiliser < 0,3%.

Tiéu chuén chét lugng ISO 13485:2016
hodac twong duong

Chai

Héa chit dinh nhém mzu




86

Héa chét dinh danh
nhém mau A

Dong té bao Anti A BRMA-1 s& phat hién
khang nguyén A.

Anti A ¢6 mau xanh lam

Tiéu chuén chat luong ISO 13485:2016

Lo

20

87

Hoa chét dinh danh
nhoém mau B

Dong té bao Anti B LB-2 s& phat hién khang
nguyén B.

Anti ¢6 mau vang

Tiéu chuén chat luong ISO 13485:2016

Lo

20

88

Hoba chét dinh danh
nhom mau D hé Rh

Dung dich ¢6 chira nong d6 protein thap va
IgM don dong cua nguoi va IgG khang D.
Thudc thir ndy s& truc tiép ngung két cac té
bao Rh D duong tinh, bao gdm phan 16n cac
bién thé (nhung khong phai DVI) va ty 1 D
yéu (Du) cao.

Tiéu chuén chat luong ISO 13485:2016 hoic
tuong duong

Lo

20

Sinh phim chuin dodn

89

Test chuan doan nhanh
nhiém lién cau khuan

Xét nghiém phién ngung két latex nhanh
dé xac dinh dinh tinh va ban dinh luong
antistreptolysin-O trong huyet thanh
ngudi cla cac bénh lién cau khuan

Téu chuan chét luong: ISO 13485:2016
hoac tuong duong

90

Xét nghiém nhanh tim
khang nguyén Dengue
NSI chan doan sém st
xuat huyét

Dinh tinh khang nguyén dengue virus
NSI ¢ trong huyet thanh, huyét twong va
mau toan phan cia ngudi. Dang khay

- b6 nhay tuong ddi: >97.16%; Do dic
hiéu tuong d6i: >99.9%. D6 lap lai 100%
- Gidi han phat hién: Huyét thanh tuyp
2,3,4:0.006125 pg/ml, 0.00153125
ng/ml,0.006125 pg/ml.

Téu chuan chét luong: ISO 13485:2016
hodc tuong duong

Test

1.500

91

Onsite Dengue 1gG/IgM
Combo Rapid Test

Vung cong hop: khang nguyén Dengue
(A2302) tai to hop, khang nguyén
Dengue (A2313) tai to hop & IgG tho;
Vach két qua M: khang thé chudt khang
IgM ngudi; - Vach két qua G: khang thé
chudt khang IgG nguoi;

Vach chimg: khang thé dé khang IgG
tho.

Téu chuan chat luong: ISO 13485:2016
hodc tuong duong

Test

1.500

92

Khay thur xét nghiém dinh
tinh phén biét khang thé
khang vi rat HIV-1 va HIV-2

Phét hién dinh tinh khang thé khang virus
HIV type 1 va type 2.

Mau bénh pham: Huyét twong/Huyét
thanh

Do nhay: >99,9%. Do dac hi¢u: >99,6%,
dd chinh x4c tuong quan: >99.8%, dang
khay.

Téu chuan chit luong: ISO 13485:2016
hodac tuong duong

Test

3.500




93

Khay thir xét nghi€ém dinh
tinh khang nguyén khang
nguyén HBs

Phat hién dinh tinh khang nguyén virus
viém gan B.

Mau bénh pham: Huyét twong/huyét
thanh

D nhay: 100%. D¢ dac hi¢u: >96.8%,
do chinh xac: >98.3%. dang khay.
Khong c6 phan ung chéo véi HAVH,
HIV+, HCV+, HEV+, Syphilis+, tai 15
va 30 phut

Tiéu chuan chét lugng: ISO 13485:2016
hodc tuong duong

Test

3.500

94

Pinh lugng khang
nguyén HbeAg trong
mau

Phat hién dinh tinh sy c6 mat khang
nguyén vo HBeAg trong mau huyét
thanh hodc huyét twong.

Mau bénh pham: Huyét twong/Huyét
thanh

Do nhay: >99,8%.,d0 dac hi¢u: >99,9%,
do chinh xac: >99,85%, ngudng phat
hién: 1ng/ml, do lap lai: 100%, d6 6n
dinh: 100%.

Tiéu chuan chat lugng: 1SO 13485:2016
hoac tuong duong

Test

1.000

95

Khay thir xét nghiém dinh
tinh khang thé khang HCV

Dinh tinh phat hién cac khang thé khang
HCV trong huyét thanh hodc huyét twong
nguoi.

Do nhay 100 %, B§ dac hi¢u : >99.78 %,
do chinh xac :> 99.85%, dang khay.
Khong c6 phan tng chéo véi SYP+,
MONO+, HAV+, HBV+, HIV+, RF+,
HP+, ALT+, CEA+ va HAMA+ tai phut
20.

Tiéu chuan chét lugng: 1SO 13485:2016
hodc twong duong

Test

300

96

Test dinh tinh nhém cac
chat gay nghién trong
nudc tiéu

*Phat hién dinh tinh nhom céc chét gy

nghién trong nudc tiéu;

+ Morphine: heroin, morphin

+ MDMA: Thudc lac

+ Metamphetamin: ma tly da

+ THC: cin sa

* Ngudng phat hién:

+ Morphine: 300 ng/ml

+ MDMA: 500 ng/ml

+ Methamphetamine: 500 ng/ml

+ THC: 50 ng/ml

Do nhay: >99,8%. Do dac hiéu: >99,6%
Bé4o quan nhiét do: 8-30 d6 C.

Tiéu chuan chat lugng: 1SO 13485:2016
hodc tuong duong

Test

500

97

Que thir duong huyét

Di kém theo may do duong huyét, duoc
dong bac ro1 ting que, dugc dung di 1ém
vo1 may do duong huyét CareSens N

Test

1.000




Tiéu chuén chat luong: ISO 13485:2016
hoac tuong duong

98

Que thir phén tich nudce
tiéu 10 thong s6 (URS
10)

Que thir phén tich nudc tiéu st dung dé
phat hi¢n dinh tinh va ban dinh lugng cac
chat sau trong nudc tiéu: Leukocytes,
Nitrite, Urobilinogen, Protein, pH,
Blood, Specific Gravity, Ketone,
Bilirubin, Glucose, Ascorbic Acid,
Albumin, Creatinine, Calcium. Que thir
st dung mat lan.

Tiéu chuén chét luong: ISO 13485:2016
hoac tuong duong

40

99

Que thir phén tich nudce
tieu 11 thong s6 (URS
11)

Que thir phén tich nudc tiéu st dung dé
phat hi¢n dinh tinh va ban dinh lugng cac
chét sau trong nudc tiéu: Leukocytes,
Nitrite, Urobilinogen, Protein, pH,
Blood, Specific Gravity, Ketone,
Bilirubin, Glucose, Ascorbic Acid,
Albumin, Creatinine, Calcium. Que thur
su dung mot lan.

Tiéu chuan chat lugng: 1SO 13485:2016
hoac tuong duong

60

Vit twy té va Ho4 chit 1am ring

100

Vit liéu tram rang bit
ong tuy

Bot Calcium Hydroxide sat trung dung
trong chira tri ong tuy.

Tiéu chuén chét lugng: ISO 13485:2016
hodc twong duong

Lo

101

Vit liéu han rang, trdm
rang

D06 nén chiu luc va chiu sy mai mon cao,
khong gay doc hai cho co thé. Vat lidu
Fuji khong gay kich thich va viém lgi
nén an toan cho strc khoe rang miéng, La
chat gin 1y tuéng thuong dé gan cac
phuc hinh kim loai thong dung, ciing c6
thé dugc dung dé tram 16t dudi cac vat
liéu tram.

Tiéu chuan chét lugng: 1SO 13485:2016
hodc twong duong

102

Kim dua chat han ring
vao ong tuy

Day 1a dung cy nha khoa dua chat han
rang vao ong tay voi chudi bang thép
khong gi

S6 25 dai 25mm

103

Kim dwa chat han ring
vao ong tuy

bay 1a dung cu nha khoa dua chat han
rang vao ong tay voi chudi bang thép
khong gi

S6 30 dai 25mm

Tiéu chuén chét lugng: ISO 13485:2016
hodac twong duong

104

Kim dwa chat han ring
vao ong tuy

Day la dung cu nha khoa dua chat han
ring vao Ong tily voi chudi bang thép
khong gi

86 30 dai 21mm




Kim dwa chit han ring

Day 14 dung cu nha khoa dua chét han
rang vao ong tuy voi chudi bang thép
khong gi

1051 Va0 éng tiy S6 35 dai 21mm Hop 2
Tiéu chuén chét luong: ISO 13485:2016
hoac tuong duong
La loai composite lai quang trung hop st
dung trong tram bit rang.
Str dung phuc hdi truc tiép cac xoang
rang loai [ IT IIT IV V vung rang cur rang
106 | Xi mang han rang ham. Tube 3
Vit liéu c6 thé danh bong dén d6 bong
lang cao
Tiéu chuan chét lugng: ISO 13485:2016
hodc twong duong
Composite long quang trung hop, co6 tinh
107 | cé}n xa cao (210%A1) v61 do nhot cao Tube 3
Ximang han rang Ti€u chuan chat lugng: ISO 13485:2016
hodc twong duong
Vat liéu tram tam dung trong nha khoa,
mém dé& sir dung khong can tron va tu
dong cing khi tram vao khoang sau.
108 Vit licu trém tam khong gay kich tmg, ;ét an toan khi sir Hop 10
dung gan tiy hay nudu rang.
Tiéu chuan chat lugng: 1SO 13485:2016
hoac tuong duong
Dung dé bdi 1én bé mit men ring trudc
khi dat vat liéu phuc hinh; rira cac bé mat
109 | Acid trdm composid su, kim loai va composite trude khi boi Lo 3
adhensive.
Tiéu chuan chat lugng: ISO 13485:2016
hodc tuong duong
Tram tay ndi nha H-file
chiéu dai > 21mm
Cds6 10
110 | Tram ndi nha sé 10 Lam bang chét lidu thép khong gi, mat Vi 10
cit hinh tron c¢6 d6 udn déo cao, c6 thé
hap vo trung dé tai sir dung
Tiéu chuan chat lugng: ISO 13485 hodc
tuong duong
Tram tay ndi nha H-file
chiéu dai > 21mm
Cdsd 15
111 | Tram ndi nha sé 15 Lam bang chét lidu thép khong gi, mat Vi 10
cit hinh tron ,c6 d6 uén déo cao, c6 thé
hap vo trung dé tai sir dung
Tiéu chuan chat luong: ISO 13485 hoic
tuong duong
Tram tay ni nha H-file
112 | Tram ndi nha s6 20 chiCu dai = 21mm Vio| 10

Cys620
Lam bang chat li€u thép khong gi, c6 do




ubn d&o cao, c6 thé hap vo tring dé tai sir
dung

Tiéu chuén chét lugng: ISO 13485 hoic
tuong duong

113

Tram ndi nha so 25

Tram tay ndi nha H-file

chiéu dai > 21mm

Cd& 56 25

Lam bang chét liéu thép khong gi, mat
cit hinh tron c¢6 d6 ubn d&o cao, c6 thé
hép vo trung dé tai sir dung

Tiéu chuén chét lugng: ISO 13485 hodc
tuong duong

10

114

Tram noi nha so 30

Tram tay ndi nha H-file

chiéu dai > 21mm

Cd 56 30

Lam bang chét liéu thép khong gi, mat
cat hinh tron c6 d6 ubn déo cao, c6 thé
hép vo trung dé tai sir dung

Tiéu chuan chat lugng: 1SO 13485 hodc
tuong duong

10

115

Tram noi nha so 35

Tram tay ndi nha H-file

chiéu dai > 21mm

C& 6 35

Lam bang chét liéu thép khong gi, mat
cat hinh tron c¢6 do udn déo cao, c6 thé
hép vo trung dé tai sir dung

Tiéu chuan chat lugng: 1SO 13485 hodc
tuong duong

10

116

Tram ndi nha so 40

Tram tay ndi nha H-file

chiéu dai > 21mm

Cdsb 40

Lam bang chét lidu thép khong gi, mat
cit hinh tron, c6 d6 uén déo cao, cé thé
hap vo trung dé tai sir dung

Tiéu chuan chat lugng: ISO 13485 hodc
tuong duong

10

117

Tram ndi nha so 10

Tram tay ndi nha K-file

chiéu dai > 21mm

Cds6 10

Lam bang chét liéu thép khong gi,mat cat
hinh vuéng c6 d6 udn déo cao, co thé hap
vO tring dé tai sir dung

Tiéu chuan chat luong: ISO 13485 hoic
tuong duong

10

118

Tram ndi nha so 15

Tram tay ndi nha K-file

chiéu dai > 21mm

Cdsb 15

Lam bang chét lidu thép khong gi, mat
cat hinh vudng c6 do udn deo cao, co thé
hap vo trung dé tai sir dung

Tiéu chuén chét luong: ISO 13485 hodc
tuong duong

10




Tram tay ni nha K-file

chiéu dai > 21mm

C& 5620

Lam bang chét liéu thép khong gi, mat

119 | Tram ndi nha 56 20 cit hinh vuong c6 do udn deo cao, co thé Vi 10
hép vo trung dé tai str dung
Tiéu chuén chét lugng: ISO 13485 hoic
tuong duong
Tram tay ni nha K-file
chiéu dai > 21mm
C&s625
120 | Tram nodi nha sé 25 Lam bang chét liéu thép khong gi, mat Vi 10
cit hinh vuong c¢6 d6 uén déo cao, 6 thé
hép vo trung dé tai str dung
Tiéu chuan chat lugng: ISO 13485 hodc
tuong duong
Tram tay ni nha K-file
chiéu dai > 21mm
Cos630
121 | Tram néi nha s6 30 Lam bang chatliu thep khong gI, mat 1y | 49
cat hinh vuéng cé d¢ uon d€o cao, c6 thé
hép vo trung dé tai sir dung
Tiéu chuan chat lugng: 1SO 13485 hodc
tuong duong
Tram tay ni nha K-file
chiéu dai > 21mm
C& 6 35
122 | Tram néi nha sé 35 Lam bang chét liéu thép khong gi, mat Vi 10
cat hinh vudng c6 do udn déo cao, co thé
hap vo trung dé tai sir dung
Tiéu chuan chat lugng: ISO 13485 hodc
tuong duong
Tram tay ndi nha K-file
chiéu dai > 21mm
Cdsb 40
123 | Tram néi nha sé 40 Lam bang chét lidu thép khong gi, mat Vi 10
cat hinh vudng c6 do udn déo cao, co thé
hap vo trung dé tai sir dung
Tiéu chuan chat lugng: ISO 13485 hodc
tuong duong
Ho4 chét khir khuin v ho4 chit khac
Dung dich ngdm tay rira dung cu hoat
. A A tinh Emzim, hi€u qua nhanh sau 1 phut.
Dung dich ngam tay rtra hich v&i nhidy loai dune cu. c6
124 | dung cu hoat tinh Tuong thich vor nhicu loai dung cu, Chai | 15
Emzym PH tr‘ling t1n£1 khong gay an mon dung cu
Dat ti€u chuan ISO: 13485 hodc tuong
duong
Dung dich khir khuan mtre d6 cao, thanh
. , 2 han ORTHO-PHTHALADEHYDE
125 | Dung dich Khir khuan 8,55%, pH7.2-78 Can | 48
Mirc @6 Cao

Thoi gian ngam khir khuan mirc d6 cao
cho dung cu la trén 5 pht, tai sir dung




trong vong 14 ngay.Thoi gian bdo quan
dung dich trong can la trén 75 ngay tinh
tir khi mé& nap.

Diét duoc hau hét cac loai vi khuan, vi
rat, Truc khudn lao (Mycobacterium
bovis).

Dat c4c tiéu chuan: I1SO 13485 hodc
tuong duong

126

Dung dich khtr khuan
muc do cao dung cu y té

100 g Glutasept S chtra: 2,0 g
Glutaraldehyde (CAS 111-30-8), tirc ham
lugng Glutaraldehyde 2% w/w.

Tiéu chuén chat luong ISO 13485:2016 hoic
tuong duong

Can

30

127

Gel siéu am

Gel phu hop tan s6 siéu am dang st
dung, phu hop dién cuc may dién tim,
dién nao.

Tiéu chuan chat lugng ISO 13485 hoic
tuong duong

Lit

200

128

Cloramin B

Ham lugng Clo hoat dong: 25-27%. Ham
luong NaOH du tdi da 0,8%. Ham luong
Pb tdi da 0,02%, Ham luong Asen t6i da
0,001 mg/l.

Tiéu chuan chat lugng Iso 13485 hoic
tuong duong

Kg

400

129

V61 Soda dung trong
phong mo

Hiéu suit cao, an toan tdi da. Khong tao
ra khi cacbon 0xit hoac hop chit A, 1am
cho Litholyme tr¢ thanh mot chat hap thu
khi CO2 an toan dé st dung theo tiéu
chuan hoic cac phuong thirc gdy mé luu
lwong thap (Low-Flow).

Tiéu chuan chat lugng: ISO 13485 hoic
tuong duong

10

Téng cong: 129 khoian

2. Dia diém cung cép, giao hang: Hang hoéa trang thau giao tai khoa Dugc —
VTTBYT, Bénh vién da khoa huyén Minh Hoa.

3. Thoi gian glao hang dy kién: 12 thang ké tir khi tring thau.
4. Dy ki€n vé cac diéu khoan tam g, thanh toan hop dong: Bénh vién thanh

toan bang chuyen khoan khi nha thau tring thau cung cip day du sb lugng hang
hoa va day du cac ching tu: bi€n ban giao nhan hang hoa, bién ban nghiém thu
thanh 1y hop dong.

bén mua khong phai tra bat ky mot chi phi nao thém.

Tran trong!

KT, GIA,M })QC

’U/ BENH VIFN V)
DAKHOA

BUFEN:

Luu y: Bao gia da bao gdm thué, phi, 1& phi (néu c6), chi phi van chuyén...




Trén co s& yéu cau bao gia cua..
cdp; truong hop nhiéu hiang san xudt, nha cung cap cung tham gia trong mot bdo gia (goi chung la lién danh) thi ghi vo tén, dia chi cua cdc
thanh vién lién danh] bao gia cho céc thiét bi y té nhu sau:

1. Béo gia cho céc thiét bj y té va dich vu lién quan

.. [ghi ro tén cua Chu dau tw yéu cau bdo gid], chung toi ..

Miu b4o gia
BAO GIAW
Kinh gtri: Bénh vién da khoa huyén Minh Hoa

.. [ghi tén, dia chi ciia hdng san xudt, nha cung

Danh
TT | muc thiét
biy te

Ky, ma,
nhan hiéu,
model, hang
sdn xuat

Ma
hang
hoa

Nam
san
xuat

Xuat
X

S6 lwong/
khoi
lwgng

Don gia
(VND)

Chi phi cho cac
dich vu lién quan
(VND)

Thué, phi 1é phi
néu c¢6 (VND)

Thz:mh
tién
(VND)

(Giri kém theo cdc tai lidu chitng minh vé tinh ndng, thong sé ky thudt va cdc tai liéu lién quan cua thiét bi y té)

2. Bao gid nay co hiéu luc trong vong: .

thang... ndm ... [ghi ngay ...

3. Ching t6i cam két:

.. ngay, ké tir ngay ..

thang .. nam .. [ghi cu thé s6 ngay nhung khong nho hon 90 ngay], ké tir ngay ...
.thang...ndm... két thiic nhdn bdo gid phit hop véi théng tin tai khoan 4 Muc I - Yéu cau bdo gid].

- Khong dang trong qua trinh thuc hién thu tuc giai thé hodc bi thu hoi Gidy ching nhén dang ky doanh nghiép hoéc Gidy chtng nhan dang ky
hd kinh doanh hodc céc tai li¢u twvong duwong khac; khong thudc truong hgp mat kha nang thanh toan theo quy dinh cua phap luat vé doanh

nghiép.

- Gia tri cua cac thiét bi y t& néu trong bao gia 1a phu hop, khéng vi pham quy dinh ctia phap luat vé canh tranh, ban pha gia.

- Nhiing thong tin néu trong bao gia 1a trung thuc.

...... , ngay...

. thang....nam..
Pai dién hop phap ciia hing san xuit, nha cung cap

(Ky tén, dong dau (néu cé))

(12)
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