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

1. Gi6i thiéu chung vé dw 4n/dw toan mua siam, goi thau
- Chu dau tu: Bénh vién Pa khoa Khu vuc Bao Théng

- Tén ké hoach lya chon nha thdu: Mua ho4 chat xét nghiém cua Bénh vién
Pa khoa Khu vire Bao Thang nam 2025-2026

- Tén gobi thau: Mua ho4 chat xét nghiém cua Bénh vién Pa khoa Khu vuc Bao
Thing nim 2025-2026

- Gi4 goi thau: 7.371.041.104 VND
- Ngudn vén: Ngudn thu kham chira bénh cta don vi.

- Hinh thirc lya chon nha thau: PAu thau rong rai trong nudc, lya chon nha
thau qua mang

- Phuong thurc lya chon nha thau: Mot giai doan, mot tii ho so

- Thoi gian t6 chirc la chon nha thau: 60 ngay

- Thoi gian bat dau to chire lya chon nha thau: Quy IV nam 2025

- Loai hop dong: Tron goi

- Thoi gian thuc hién géi thau: 12 thang ké tir ngay hop dong c6 hiéu luc
- Tuy chon mua thém: 30% tuong ting 1.921.552.877 VND

2. Yéu ciu vé ky thudt

a) Yéu cau chung

- Nha thau du diéu kién cung cip va hang héa duoc phép luu hanh trén thi
truong theo quy dinh phéap luat hi¢n hanh;

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

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

b) Yéu cau vé ki thuat

Thong s6 k¥ thuit va céc tiéu chuin Quy

STT Tén hang hoa cach

(Nha thdu ¢ thé chao twong dwong hodc tot hon)
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Thubc thir ly giai hong cau

Thanh phan chinh tdi thiéu gom:

Detergent <2.0%

Buffer < 1.0%

C6 ma QR Code quan 1y hoa chat duoc tich hop sin.
Tiéu chuan chét luong ISO 13485 hoic tuong duong

Chai
500ml

Vat liéu kiém soat chat
luong dung cho may phan
tich huyét hoc 3 thanh phan

Thanh phan chinh t6i thiéu gom:

Healthy mammal blood (pig), preservatives and cell
stabilizers.

Tiéu chuan chét lugng ISO 13485 hoic tuong duong

Lo 3ml

Hoa chit dung cho may
phéan tich huyét hoc

Thanh phan chinh t6i thiéu gom:

Sodium chloride < 0.9%

Potassium chloride < 0.06%

Buffer < 0.3%

Preservative < 0.1%

C6 mi QR Code quan 1y hod chit duoc tich hop sin.
Tiéu chuan chét lugng ISO 13485 hoic tuong duong

Thung
20L

Hoa chat ding cho may
phan tich huyét hoc

Thanh phan chinh tdi thiéu gom:

Sodium chloride < 0.9%

Potassium chloride < 0.06%

Buffer <0.3%

Preservative < 0.1%

Tiéu chuan chét lugng ISO 13485 hoic tuong duong

Thung
20L

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

Thanh phan chinh t6i thiéu gom:

Detergent < 0.5%

Sodium chloride < 1.0%

Buffer < 0.3%

Preservative < 0.2%

Tiéu chuén chét luong ISO 13485 hoic tuong duong

Thung 5L

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

Thanh phan chinh t6i thiéu gom:

Sodium hypochlorite < 8.0%

Sodium hydrate < 2.0%

Tiéu chuan chét luong ISO 13485 hoic twong duong

Thung 5L

Thudc thir ly giai hong cau
3 thanh phan

Thanh phan chinh t6i thiéu gdm: Detergent < 4.0%
Do 6n dinh chiwa mé trong > 24 thang ké tir ngay san
xuat khi duoc bao quan ¢ nhiét d6 2-35°C

Tiéu chuan chét luong ISO 13485 hoic tuong duong

Chai
500ml

Thubc thir xét nghiém dinh
luong APTT

Hiéu suat: Do lip lai: Hé s6 bién thién (CV) cua két
qué cac phép thir 1ap lai véi QC huyét twong khong
duoc vuot qua 5%

Thanh phan chinh tdi thiéu gdom:

R1: Ellagic Acid 0.3%, BSA 0.1%, 0.2% Sodium
Azide, B6 dém 3%

R2: CaClI2 0.025 M

Tiéu chuan chét luong ISO 13485 hoic tuong duong

Hop
(5x5ml+
CaCl2:
5x5ml)

Hoa chit rira dung cho may
xét nghiém

Thanh phan chinh t6i thiéu gom:
Sodium hypochlorite < 8.0%
Sodium hydrate < 2.0%

Gi6i han: Thudc thir phai duoc st dung trong pham vi

nhi¢t d§ mdi truong 1a 15-35 do C.
Ti€u chuan chat lugng ISO 13485 hoac tuong duong

Lo 50ml
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10

Vat liéu kiém soat chat
luong xét nghiém dinh
lugng PT, APTT, TT, FIB
muc trung binh

Thanh phﬁn chinh t61 thiéu gdbm: Huyét twong nguoi.
Ti€u chuan chat luong ISO 13485 hodc tuong duong

Hop
(10x Iml)

11

Thudc thtr xét nghiém dinh
luong PT

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

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

Tiéu chuén chét lugng ISO 13485 hoic twong duong

Hop
(10x5ml)

12

Vat tu dung cho may xét
nghiém

Cong dung mau bénh pham

Kich thude: >6mmx25mm

Dung tich: >500ul

Mau sic: Trong sudt

Loai nhya tdi thiéu tur: PS

Luu trir: 4-30°C

Tiéu chuan chat lugng ISO 13485 hodc twong duong

Tti 2000
chiéc

13

Thudc thtr xét nghiém dinh
luong TT

Thanh phan chinh tdi thiéu gom:

Thrombin bo (Khoang 10 don vi NIH/mi), BSA
0.5%, pH 7.2 £ 0.2, B dém 3%, Sodium Azide 0.2%,
chat 6n dinh.

Tiéu chuén chét lugng ISO 13485 hoic twong duong

Hop
(10x5
mL)

14

Que thu xét nghiém nudc
tieu 11 thong s6

Thanh phan chinh tdi thiéu gom:

Ascorbic Acid: 2.6-dichloro-phenol-indophenol
0.5mg.

Leukocytes: indoxyl ester 1.4mg;diazonium salt
0.7mg.

Ketone: sodium nitroprusside 30.0mg.

Nitrite: sulfanilamide 0.65mg;N-(naphthyl)-
ethylenediammonium dihydrochloride 0.45mg.
Urobilinogen: fast blue B salt 1.2mg.

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

Glucose: glucose oxidase 6.2mg;peroxidase 2.8mg;4-
aminoantipyrine 0.08mg.

Specific Gravity: bromthymol blue 0.4mg;sodium
poly methyl vinyl acetate maleic 16mg.

Blood: cumene hydroperoxide 35.2mg;3,3',5,5'-
tetramethylbenzidine 2.0mg.

pH: bromocresol green 0.2mg; bromxylenol blue
3.3mg.

Tiéu chuén chét lugng ISO 13485 hoic twong duong

Hop 100
test

15

Cdc dung hdn hop phan tmg

Puogc str dung nhu 1a vat tu tiéu hao trén may phan
tich mien dich

Hop (60 x
60 cai)

16

Pau con hat mau

Puogc str dung nhu 1a vat tu tiéu hao trén may phan
tich mien dich

Hop (30 x
120 cai)

17

Chat hiéu chuan xét nghiém
FT4

Hon hop dém/protein san sang dé st dung chira
L-thyroxine véi hai khodng nong do

Hop (4 x
1.0 ml)

18

Vat litu kiém sodt xét
nghiém nhom ung thu

Téi thiéu gdm:

Huyét thanh chirng déng kho 14y tir huyét thanh
nguoi. Cac nong d6 nam trong hai khoang c6 lién
quan trén lam sang

Hop (4 x
3.0 ml)
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Dung dich hé thong ding dé

lg |rsa bO phat hién cia mayKOH 176 mmol/L (twong tmg véi pH 13.2); chat tay | Hop (6 x
phén tich xét nghiém mién|< 1 %. 380 ml)
dich

Téi thiéu gdm:
M: Vi hat phu Streptavidin.
Thuéc thir xét nghiém|R1: Khang thé don dong khang ferritin ddnh diu Hop 100

20 . T
Ferritin biotin; dém phosphate. test

R2: Khang thé don dong khang ferritin danh dau phirc
hop ruthenium; dém phosphate
Téi thiéu gdm:
, M: Vi hat phu streptavidin. , Hop 200
21 |Thudc thir xét nghiém FT3 |R1: Khang thé don dong khang T3 danh dau phuc et
hop ruthenium ; dém phosphate .
R2: T3 danh déu biotin ; dém phosphate
Téi thiéu gom:
) M:V1 hat phu streptavidin. ) Hop 200
22 |Thudc thir xét nghiém FT4 |R1: Khang thé don dong khang T4 danh dau phuc i tre)s ¢
hop ruthenium; dém phosphate.
R2: T4 danh dau biotin; dém phosphate
Ch?t P l}u gla Ch,o bm}} ch,ua Chat phu gia cho binh chtra nudc cat cho may phan Hop 500
23 |nudc cat cho may phéan tich| X
X . tich mién dich ml
mién dich
Téi thiéu gdm:
M: Vi hat phu streptavidin.
24 |Thuéc thir xét nghiém TSH R1: Khing thé don dong khang TSH danh dau biotin | Hop 200
; dém phosphate. test
R2: Khang thé don dong khang TSH dénh diu phirc
hop ruthenium; dém phosphate

75 Chat hiéu chudn xét nghiém H‘uyét thanh nguoi dong kho chira T3 véi hai khoang | Hop (4 x
FT3 nong do. 1.0 ml)
Dup £ fliCh.}}é théng d}‘lng de Téi thiéu gdm: A
phat tin hi¢u dién hoéa cho|_ . L . Hop (6 x

26 mav phan tich xét nehidm Dbém phosphate 300 mmol/L; trlprppylamlne 380 ml)

4y b ENem 180 mmol/L; chat tdy < 0.1 %; chat bado quan; pH 6.8.
mién dich , ‘
N 1A 1R .. . _.|Toithiéu gom: .

y7 |Vat liéu kiém sodt cde xet| i cfp B e kho Ty ti huyét thanh Hop (4 x
nghi¢m mién dich N - X o 3.0 ml)

nguoi voi hai khodng nong do
Tbi thiéu gom:

28 Chat hiéu chudn xét nghiém|Hon hop huyét thanh ngya (TSH Call) va mot hdn Hop (4 x

TSH hop huyét thanh nguoi véi TSH nguoi (TSH Cal2) ¢ | 1.3 ml)
2 khoang ndng do.
Tbi thiéu gom:
M: Vi hat phu streptavidin.

29 Thudc thir xét nghiém NT-|R1: Khang thé don dong khang NT-proBNP danh ddu| Hop 100
proBNP biotin; dém phosphate . test

R2: Khang thé don dong khang NT-proBNP danh
dau phirc hop ruthenium ; dém phosphate

30 Chat hiéu chuén xét nghiém|Hon hop huyé} thanh ngya dong kh6 chora Hop (4 x

NT-proBNP NT-proBNP tong hop (1-76) voi hai khoang nong do. | 1.0 ml)
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31

Vat lidu kiém soat xét
nghi¢m nhom tim mach

Téi thiéu gdm:

Huyét thanh chiing déng kho 14y tir huyét thanh
ngudi véi 2 khoang ndng d6. Mau chimg duge dung
dé kiém tra d6 chinh x4c va do chum cua xét nghi¢m
mién dich CK-MB, CK-MB STAT, Digitoxin,
Digoxin, Myoglobin, Myoglobin STAT, proBNP II,
proBNP II STAT va GDF-15.

Hop (4 x
2 ml)

32

Thudc thtr xét nghiém dinh
luong HCG, beta-HCG

Tbi thiéu gom:

M: Vi hat phu Streptavidin

R1: Khang thé don dong khang hCG dénh dau biotin;
dém phosphate .

R2: Khang thé don dong khang hCG danh diu phirc
hop ruthenium; dém phosphate

Hop 100
test

33

Chét hiéu chudn xét nghiém
beta-HCG

Tbi tbiéu gom:
Huyét thanh nguoi dong khé chira hCG v61 2 khoang
nong do.

Hop (4 x
1.0 ml)

34

Chat hiéu chudn xét nghiém
Ferritin

Téi thiéu gdm:
Huyét thanh nguoi chira ferritin véi 2 khoang nong
do.

Hop (4 x
1.0 ml)

35

Chét hiéu chudn xét nghiém
dinh lugng AFP

Toi thiéu gom:
Huy¢t thanh nguoi dong kho chira AFP nguoi (tur
canh cay t€ bao) véi 2 khoang nong do

4x1.0
mL

36

Dung dich v¢ sinh di¢n cuc
chon loc ion, coc pha loang
va Ong

Tbi thiéu gom:

Natri hydroxide 3 mol/L

Dung dich natri hypochlorite (<2 % clo hoat tinh)
Phu gia

Hop (5 x
100 ml)

37

Thudc thtr xét nghiém dinh
luong AFP

Tbi thiéu gom:

M :Vi hat phu Streptavidin.

R1: Khang thé don dong khang AFP danh diu biotin;
dém phosphate.

R2: Khang thé don dong khang AFP danh diu phirc
hop ruthenium ; dem phosphate

Hop 100
test

38

Thudc thir xét nghiém o-
Amylase

Phuong phap do t6i thiéu: CNP-G3

Nguyén tic kiém tra:

Thu nghiém so mau voi 2-chloro-4-nitrophenyl-aD-
maltotrioside (CNP-G3) lam co cht truc tiép.

Pham vi do toi thiéu: Lén t6i 1500 U /1 (25.8 pka /1)
Gi61 han phat hién: <7 U /1 hoac 0.12 pkat /1
Thanh phan chinh t6i thiéu gom:

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 chuén chét lugng ISO 13485 hoic twong duong

Hop
(3x60ml)

39

Thubc thir xét
Bilirubin direct

nghiém

Phuong phap do t6i thiéu: DCA

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

Pham vi do t6i thiéu: 0.1 - 10 mg / dL
Gi6i han phat hién thip hon: < 0.1 mg/dL.

Hop (R1:
3x50ml
R2:
3x10ml)
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Thanh phan chinh tdi thiéu gom:

R1: EDTA-Na2 0.1 mmol/L

NaCl 150 mmol/L

Sulfamic acid 100 mmol/L

R2: 2.4-Dichlorophenyl-diazonium salt 0.5 mmol/L
HC1 900 mmol/L

EDTA-Na2 0.13 mmol/L

Tiéu chuan chét luong ISO 13485:2016 hoic tuong
duong

40

Thubc thir xét nghiém
Bilirubin total

Phuong phap do t6i thiéu: DCA

Pham vi do t6i thiéu: 0.1 - 30 mg/dL

Gidi han phét hién thip hon: < 0.07 mg/dL.

Thanh phan chinh tdi thiéu gdom:

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 ISO 13485 hoic tuong duong

Hop (R1:
3x65ml
R2:
3x14ml)

41

Thudc thtr xét nghiém
Cholesterol

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

Pham vi do t6i thiéu: 3-800 mg/dl (0.08-20.7 mmol/l)
G161 han phat hién: <3 mg/dl (0.08 mmol/l)

Thanh phan chinh t6i thiéu gdom:

R1: Pipes buffer, pH 6.9 90 mmol/l

Phenol 26 mmol/I

Cholesterol oxidase 200 U/I

Cholesterol esterase 300 U/1

Peroxidase 1250 U/1

4-Aminoantipyrine 0.4 mmol/l

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

Tiéu chuan chét lugng ISO 13485 hoic tuong duong

Hop
(6x65ml)

42

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

Phuong phap do t6i thiéu: IFCC

Pham vi do tbi thiéu: 2-2300 U/1 (0.03—38.41 pkat/l)
D6 nhay phan tich (giéi han phat hién thip hon): <5
U/1(0.08 pkat/l)

Thanh phan chinh t6i thiéu gém:

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 pumol/l
CK-M-antibody 1000 U/I

R2 substrate

creatine phosphate 30 mmol/l

ADP 2 mmol/l

AMP 5 mmol/l

Adenosine 10 pmol/l

Tiéu chuan chét lugng ISO 13485 hoic tuong duong

Hop (R1:
2x67ml
R2:
2x17ml)
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43

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

Phuong phap do ti thiéu: IFCC

Pham vi do ti thiéu: 2-2300 U/1 (0.03- 38.41 pkat/1)
D0 nhay phan tich: <2 U/1 (0.03 pkat/l)
Thanh phan chinh t6i thiéu gom:

R1 Buffer

Imidazole buffer pH 6.7 100 mmol/l
Mg-acetat 20 mmol/l

Glucose 10 mmol/l

N-acetyl-cysteine 20 mmol/l

NADP 2 mmol/l

G6P-DH 1500 U/1

HK 2500 U/1

EDTA 2 mmol/l

R2 substrate

creatine phosphate 30 mmol/l

ADP 2 mmol/l

AMP 5 mmol/l

Adenosine 10 umol/l

Tiéu chuén chét lugng ISO 13485:2016

Hop (R1:
2x60ml
R2:
2x15ml)

44

Thudc thtr xét nghiém dinh
lugng Creatinine

Phuong phap do t6i thiéu: Jaffe

Pham vi do t6i thiéu: 0.2 — 15 mg/dL (18 — 1330
umol/L)

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

Théanh phan chinh tdi thiéu gom:

R1: Sodium hydroxide 0.2 mol/L

R2: Picric acid 20 mmol/L

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

Tiéu chuén chét lugng ISO 13485 hoic twong duong

Hop (R1:
4x66m
R2:
4x16ml)

45

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

Pham vi do toi thiéu: 0-14 mg/dL

Gi6i1 han phat hién: <0.013 mg/dL

Thanh phan chinh t6i thiéu gom:

Latex

Glycine buffer (pH 8.42)

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

Buffer

Sodium chloride (9 g/L)

Detergent (0.1 %)

Sodium azide (0.95 g/L)

Tiéu chuén chét lugng ISO 13485 hoic twong duong

Hop (R1:
2x25ml
R2:
2x5ml)

46

Vit ligu kiém soat chat
lugng xét nghiém dinh
luong C - Reactive Protein
(CRP) murc cao

Thanh phan chinh t6i thiéu gom:

Dung dich pha lodng ctia huyét twong ngudi va dich
mang phdi chita CRP vé6i dung dich mudi dém
phosphate. Chét bao quan 0,095% natri azide.

Tiéu chuan chat lugng ISO 13485 hodc twong duong

Hop
(1x1ml)

47

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

Chat hiéu chuan xét nghiém dinh lugng C-reactive
protein (CRP)
Ti€u chuan chat lugng ISO 13485 hodc tuong duong

Hop
(5x1ml)

48

Thubc thir xét
Gamma-GT

nghi¢m

Phuong phap do t0i thiéu: IFCC
Pham vi do tdi thiéu: 3 - 280 U/1 (0.05 - 4.67 pkat/1)
Gidi han phét hién: < 3 U/1 (0.05 pkat/l)

Hop (R1:
2x66ml
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Thanh phan chinh tdi thiéu gom:

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

Tiéu chuan chét lugng ISO 13485 hoic twong duong

R2:
2x16ml)

49

Thubc thir xét nghiém dinh
lugng Glucose

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

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

Gidi han phat hién: <2 mg/dl

Thanh phan chinh t6i thiéu gém:

Phosphate buffer, pH 7.5 0.1 mol/I

Phenol 7.5 mmol/l

GOD 12000 U/

POD 660 U/l

4-Amino-antipyrine 0.40 mmol/l

Tiéu chuan chét lugng ISO 13485 hoic tuong duong

Hop
(6x66ml)

50

Thudc ther xét
GOT(AST)

nghiém

Phuong phap do tdi thiéu: IFCC

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

G161 han phat hién: < 4 U/l hoac < 0.07 pkat/l
Thanh phan chinh tdi thiéu gom:

R1: Tris buffer pH 7.8 100 mmol/l

L-Aspartate 200 mmol/I

LDH 800 U/

MDH 600 U/l

R2: NADH2 0.18 mmol/l

2-Oxoglutarate 12 mmol/l

Tiéu chuan chét lugng ISO 13485 hoic tuong duong

Hop (R1:
6x66m
R2:
6x16ml)

51

Thudc thir xét
GPT(ALT)

nghiém

Phuong phap do tdi thiéu: IFCC

Pham vi do t6i thiéu: 0.160 & 340 nm hozc 0.080 &
365 nm

Gi6i han phat hién: < 4 U/l hoic < 0.07 pkat/l
Thanh phan chinh t6i thiéu gdom:

R1: Tris buffer pH 7.8 100 mmol/l

L-Alanine 500 mmol/l

LDH 1200 U/1

R2: NADH2 0.18 mmol/l

2-Oxoglutarate 15 mmol/I

Tiéu chuan chét luong ISO 13485 hoic tuong duong

Hop (R1:
6x66ml
R2:
6x16ml)

52

Thudc thir xét nghiém Iron

Phuong phap do t6i thiéu: Ferene

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

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

Thanh phan chinh tdi thiéu gdom:

R1: Acetate buffer pH 4.5 1 mol/L

Thiourea 120 mmol/L

R2: Ascorbic acid 240 mmol/L

Ferene 3 mmol/L

Hop (R1:
3x67m
R2:
3x16ml)
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Thioureaq120 rpmol/L
Ti€u chuan chat lugng ISO 13485 hoac tuong duong

53

Thudc thir xét nghiém Total
Protein

Phuong phap do tdi thiéu: Biuret

Pham vi do téi thiéu: 0.2-13 g/dl (2.0-130 g/l)

Gi61 han phat hién: < 0.2 g/dl hoac <2.0 g/l

Thanh phan chinh t6i thiéu gom:

Potassium iodide 30 mmol/I

Potassium sodium tartrate 32 mmol/l

Copper sulphate 18 mmol/l

Sodium hydroxide 200 mmol/l

Tiéu chuén chét lugng ISO 13485 hoic twong duong

Hop
(5x66ml)

54

Coéng phan tng dung cho
may xét nghiém sinh hoa

Coéng dung mau bénh pham

Chét lidu tdi thiéu tir: Nhya PS

Kich thugc: >16*38mm

Dung tich: 2-4ml

Mau sic: Trong sudt

Luu trir: <4 - >30°C

Tiéu chuan chat lugng ISO 13485 hoic twong duong

Tui 500
cai

55

Thubc thir xét nghiém dinh
luong Triglyceride

Phuong phap do t6i thiéu: GPO-PAP (Glycerol
phosphate oxidase/peroxidase)

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

Gi61 han phat hién: <3mg/ dl (0.05 mmol/l)
Thanh phan chinh t6i thiéu gom:

Pipes buffer pH 7.8 50 mmol/l

p-Chlorophenol 2 mmol/l

Lipoprotein lipase 150000 U/l

Glycerolkinase 800 U/1

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/l
Potassium-Hexacyanoferrat(Il) 1pumol/l

Tiéu chuan chat lugng ISO 13485 hodc twong duong

Hop
(6x65ml)

56

Thudc thtr xét nghiém dinh
lugng Urea

Phuong phap do tdi thiéu: UV kinetic

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

Gi61 han phat hién: <5 mg/dl (0.83 mmol/l)
Théanh phén chinh tdi thiéu gom:

R1: TRIS buffer pH 7.8 50 mmol/I

GLDH > 0.80 U/1

Urease > 12 U/ml

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

NADH > 0.23 mmol/l

Tiéu chuan chat lugng ISO 13485:2016

Hop (R1:
4x66ml
R2:
4x16ml)

57

Thubc thir xét nghiém dinh
lugng Albumin

Phuong phap do: Bromocresol green

Pham vi do t6i thiéu: 0.2g/dl — 6.0 g/dl

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

Hop
(6x65ml)
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Thanh phan chinh tdi thiéu gom:

Succinate buffer, pH 4.2 75 mmol/l

Bromcresol green 0.15 mmo/l

Brij 35 7 ml/I

Detergents and stabilizers >0.1 %

Bovine albumin concentration according to

CRM 470 (IFCC) 4.0 g/dl

RPPHS 91/0619 4.0 g/dl

SRM 927a (NIST) 4.5 g/dl

Tiéu chuan chét lugng ISO 13485 hoic tuong duong

58

Thudc thir xét nghiém dinh
luong Alcohol Ethanol

Pham vi do t6i thiéu: 3.5 g/L

Gidi han phat hién thip hon: <0.1 g/L

Budc song 376 nm (360 — 380 nm)

Thanh phan chinh t4i thiéu gém:

Buffer pH 8.3 300 mmol/L

NAD+ 10 mmol/L

Alcohol dehydrogenase (ADH)* 200 kU/L

Tiéu chuan chét lugng ISO 13485 hoic tuong duong

Hop (R1:
1x60m
R2:
1x20ml)

59

Chat hiéu chuan xét nghiém
dinh luong Alcohol Ethanol

Thanh phan chinh tdi thiéu gom:

Puoc diéu ché tir albumin huyét thanh bo c6 thém
chat bao quan va cht on dinh.

Ethanol Di chung chira khéi lwgng phan tmg cua:
hdn hop 5-chloro-2-metyl-4-isothiazolin-3-one va 2-
metyl-2H isothiazol-3-one (3:1)

Tiéu chuan chét lugng ISO 13485 hoic tuong duong

A

Hop
(1x1ml)

60

Vit liéu kiém soat chit
luong xét nghiém dinh
lugng Alcohol Ethanol

Vat liéu kiém soat chat luong xét

nghiém dinh lugng Alcohol Ethanol

Puoc chuan bi tir albumin huyét thanh bo véi chat
bao quan va chat 6n dinh.

Gia tri:

- Control 1: Ethyl alcohol: 37.0 mg/dl, 8.03 mmol/l.
- Control 2: Ethyl alcohol: 95.0 mg/dl, 20.6 mmol/l
Tiéu chuan chét lugng ISO 13485 hoic tuong duong

A

Hop
(2x1ml)

61

Thudc thir xét nghiém dinh
luong Calcium

Phuong phap do t6i thiéu: Arsenazo III

Pham vi do tbi thiéu: 0.04 — 20mg/dL (0.01 — 5
mmol/L)

Gi6i han phat hién thap hon: < 0.04 mg/ dL (0.01
mmol / L)

Thanh phan chinh tdi thiéu gom:

Phosphate buffer pH 7.5 50 mmol/L
8-Hydroxyquinoline-5-sulfonic acid 5 mmol/L
Arsenazo III 120 umol/L

Tiéu chuan: 10 mg/dL (2.5 mmol/L)

Tiéu chuan chét lugng ISO 13485 hoic tuong duong

A

Hop
(3x60ml)

62

Thubc thir chian lugng Uric
acid

Phuong phap do t6i thiéu: Uricase-PAP

Pham vi do t6i thiéu: 0.2 — 20.0 mg/dl (11.9 — 1190
umol/1)

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

Phosphate buffer pH 7.4 50 mmol/l

DHBSA* 4 mmol/l

Uricase 60 U/l

Hop
(4x65ml)
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POD 660 U/l

4-Aminoantipyrine 1 mmol/l

Preservative

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

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

Tiéu chuén chét lugng ISO 13485 hoic twong duong

63

Chat hiéu chudn xét nghiém
dinh lugng sinh hoa muc 3

Dang dong kho tang do 6n dinh.

Puoc san xuat dua trén huyét thanh nguoi.

Chtra 38 thong s6 xét nghiém.

On dinh dén han st dung khi bao quan ¢ <2°C -
>8°C.

Sau khi hoan nguyén mau 6n dinh trong vong >7
ngay ¢ 2°C-8°C hodc >28 ngay ¢ -20°C

Tiéu chuén chét lugng ISO 13485 hoic twong duong

Lo 5ml

64

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

Vit liéu d6i chimg dong kho dua trén huyét twong
nguoi, da dugce khur fibrin cho céc dai lugng do 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 chuén chét lugng ISO 13485 hoic twong duong

Sml

65

Vit liéu kiém soat xét
nghiém dinh lugng xét
nghiém sinh héa muc 2

Vit liéu d6i chimg dong kho dua trén huyét twong
nguoi, da dugce khur fibrin cho céc dai lugng do 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, 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 lugng ISO 13485 hoic twong duong

Sml

66

Chét hiéu chudn xét nghiém
dinh luong xét nghiém sinh
hoa

Huyét thanh hiéu chuan déng kho dya trén huyét
thanh nguoi. Multicalibrator ¢ thé duoc sir dung dé
hiéu chuin may phan tich 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 chuén chét lugng ISO 13485 hoic twong duong

Sml
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67

Vat liéu kiém soat xét
nghiém dinh luong sinh hoa
muc 2

Dang dong kho tang d6 on dinh

Puoc san xuit dua trén huyét thanh nguoi

C6 tdi thiéu 66 thong sd xét nghiém.

Do tham thau 1a 300mOsm/kg.

On dinh dén han st dung khi bao quan ¢ <2°C -
>8°C.

Sau khi hoan nguyén mau 6n dinh trong vong >7
ngay ¢ 2°C-8°C hodc >28 ngay ¢ -20°C

Tiéu chuan chét lugng ISO 13485 hoic twong duong

Lo 5ml

68

Vat liéu kiém soat xét
nghi¢m dinh luong sinh hoa
muc 3

Dang déng kho ting d6 6n dinh.

Puoc san xuat dua trén huyét thanh nguoi.

C6 tbi thiéu 66 thong sb xét nghiém.

Do thdm thau 1a 370mOsm/kg.

On dinh dén han six dung khi bado quan ¢ <2°C -
>8°C.

Sau khi hoan nguyén mau 6n dinh trong vong >7
ngay ¢ 2°C-8°C hoac >28 ngay ¢ -20°C

Tiéu chuan chét lugng ISO 13485 hoic tuong duong

Lo 5ml

69

Dung dich rira c6 tinh kiém
cho cong phan tng

Téi thiéu g?)m: Dung dich natri hydroxide 1 mol/L,
4 %; chat tay

Hop (2 x
1.8 lit)

70

Dung dich rtra ¢6 tinh acid
cho cong phan tng

T4i thiéu gom: Acid citric monohydrate:
310 mmol/L; dém; chat tay

Hop (2 x
1.8 lit)

71

Chét hiéu chuan xét nghiém
dinh lugng sinh hoa mirc 2

Tbi thiéu gdm: Chat hiéu chuan cc xét nghiém sinh
héa muc 2. Dang dong kho tang do on dinh, dugc san
xuat dura trén huyét thanh nguoi, chira toi thiéu 38
thong s6 xét nghiém. On dinh dén han s dung khi
bao quan ¢ <2°C - >8°C,

Lo 5ml

72

Thudc thir xét nghiém dinh
luong HDL Cholesterol

Phuong phap do tdi thiéu: Direct

Pham vi do luong: 3-150 mg/dl (0.8 - 3.90 mmol/I)
Gi61 han phat hién: <3 mg/ dl (0.08 mmol/l)
Thanh phan chinh t6i thiéu gém:

Good’s buffer, pH 7.0 100 mmol/l

Cholesterol oxidase >0.8 KU/1

Cholesterol esterase >1.0 KU/1

Catalase >500 KU/1

HDCBS 0.5 mmol/l

R2: Peroxidase 30 KU/I

4-Aminoantipyrine 4 mmol/l

Tiéu chuan chét lugng ISO 13485 hoic tuong duong

Hop (R1:
3x50m
R2:
2x25ml)

73

Thubc thir xét nghiém LDL
Cholesterol

Phuong phap do tdi thiéu: Tryc tiép

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

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

Thanh phan chinh t4i thiéu gém:

R1: Good’s buffer, pH 7.0 50 mmol/I
Cholesterol oxidase 500 U/I

Cholesterol esterase 600 U/1

Catalase 600 KU/I

Ascorbate oxidase 3 KU/I

TOOS 2 mmol/l

R2: Peroxidase 4 KU/I

Hop (R1:
3x50ml
R2:
2x25ml)
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4-Aminoantipyrine 4 mmol/l
Ti€u chuan chat lugng ISO 13485 hoac tuong duong

74

Vat lidu kiém soat chat
luong xét nghiém dinh
lugng C - Reactive Protein
(CRP) mtic thip

Thanh phan chinh tdi thiéu gom:

Dung dich pha lodng cta huyét trong ngudi va dich
mang phodi chira CRP véi dung dich mubi dém
phosphate. Chat bao quan 0,095% natri azide.

Tiéu chuén chét lugng ISO 13485 hoic twong duong

Hop
(1x1ml)

75

Vat liéu kiém sodt xét
nghiém dinh lugng 24 thong
s6 xét nghiém sinh héa nude
tiéu ndng do trung binh

Dang dong kho tang d@lén dinh, 100% nude tiél:l
nguodi, chira 24 thong so xét nghiém. On dinh dén han
tai 2- 8°C.

Lo 10ml

76

Vat liéu kiém soat xét
nghi¢m dinh luong 24 thong
sO xét nghiém sinh hoa nudc
tiéu ndng do cao

Dang dong kho tang d@lén dinh, 100% nude tiél:l
nguodi, chira 24 thong so xét nghiém. On dinh dén han
tai 2- 8°C.

Lo 10ml

77

Thudc thir xét nghiém dinh
luong da thong s6 dién giai
(K, Na, Cl, Ca, pH)

Thanh phan chinh tdi thiéu gom: KCI, NaCl, NaAc,
CaCl2, dém pH, chét hoat dong bé mit, chit bao
quan.
Gia tri hi¢u chuén:

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

Calibration B: K+ 8 mmol/L, Na+ 110 mmol/L, CI-
70 mmol/L, Ca2+ 2.5 mmol/L, pH 7
- Nong do:

Ammonium molybdate 0.4 mmol/l

Sulphuric acid 100 mmol/I

Hydrochloric acid 100 mmol/I
- Mau bénh pham: Huyét thanh nguoi
- Tuong quan tuyén tinh hé s6 r: K+>0.99,
Na+>0.99, Cl- >0.99, Ca2+>0.99
- b6 1éch tuyén tinh D: K+ <3%, Na <1%, Cl- <2%,
Ca2+<5%
- Do nhay cua phép phan tich K+ <0.2mmol/L,
Na+<6.7mmol/L, Cl- <6.2mmol/L, Ca2+
<0.1lmmol/L
- B0 thién 1&€ch chinh xac: K+ <2%, Na+ <1.5%, ClI-
<2%, Ca2+ <5%, pH < 1%
Tiéu chuan chat lugng ISO 13485 hoic twong duong

Hop (Cal
A: 650ml
Cal B:
200ml)

78

Dung dich dién cuyc dung
cho may phan tich di¢n gidi

Thanh phan chinh t6i thiéu gom:

KCl, NaCl, NaAc, CaCl2, LiCl, chat dém pH, chét
hoat dong bé mit, chét bao quan.

Nong d6 timg phan: K+ Smmol/L, Na+ 125mmol/L,
Cl- 145mmol/L, Ca2+ 10mmol/L, pH 7.6

Tiéu chun chét lugng ISO 13485 hoic twong duong

Hop
(5x0.8ml)

79

Vat liéu kiém soat chét
luong xét nghiém dinh
lugng (Na, K, Cl, Ca, pH)

Thanh phan chinh t6i thiéu gom: KCl, NaCl, NaAc,
CaCl2, LiCl, pH buffer, chét hoat dong bé mat, chit
bao quan.

Dic tinh hiéu suét:

Trong khoang CV: K+ <1.5%, Na+ <1.5%, CI-
<1.5%, Ca++ <1.5%, pH <1.0%

Gitra khoang CV: K+ <3.0%, Na+ <3.0%, CI-
<3.0%, Cat++ <5.0%, pH <1.0%

Hop
(10x 1 ml)
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Do thién 1éch chinh xac: K+ <2.0%, Na+ <1.5%, Cl-
<3.0%, Cat+ <5.0%, pH <1.0%
Ti€u chuan chat lugng ISO 13485 hoac tuong duong

80

Dung dich dién cuc dung
cho may phan tich di¢n giai

Thanh phan chinh t0i thiéu gom: KCI
Nong d(f):q K+ Qmol/L, Cl- 4mol/L
Tiéu chuan chat lugng ISO 13485 hodc tuong duong

Lo (20ml)

81

Dung dich rtra dung cho
may phan tich dién giai

Thanh phan chinh tdi thiéu gom:
Sodium hypochlorite (NaClO) 0.4% - 0.5%
Tiéu chun chét luong ISO 13485 hodc tuong duong

Hop
(10x5ml)

82

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

Thanh phan chinh t6i thiéu gom:

Enzyme: Pepsin.

Dilutor: KCI, NaCl, Hydrochloride acid.

Tiéu chuan chét lugng ISO 13485 hoic trong duong

Hop
(3x2ml)

&3

Hoa chit dung cho may
phan tich HbAlc loai A

Tinh chinh xac: <5.0%

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

Két qua mo rong NGSP: 4.0%~6.0%.

Thanh phan chinh tdi thiéu gdom:

NaCl 20mmol/L

Phosphate 40mmol/L

Perserver < 0.5ml/L

Tiéu chuan chét lugng ISO 13485 hoic tuong duong

Tai 950ml

84

Hoa chit dung cho may
phéan tich HbAlc loai B

Tinh chinh xac: <5.0%

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

Két qua mo rong NGSP: 4.0%~6.0%.

Thanh phan chinh tbi thiéu gém:

NaCl 170mmol/L

Phosphate 40mmol/L

Perserver < 0.5ml/L

Tiéu chuan chét lugng ISO 13485 hoic tuong duong

Ta1 700ml

85

Chét hiéu chuan xét nghiém
dinh luong HbAlc

Thanh phén chinh tdi thiéu gom:

Huyet sic to glycosyl hoa, bao gdm chat bao quan va
chat 6n dinh.

Tiéu chuan chét lugng ISO 13485 hoic tuong duong

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

86

Vat lidu kiém soat chét
luong xét nghiém dinh
luong HbA1c

Thanh phan chinh tdi thiéu gom:

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

Tiéu chuan chét lugng ISO 13485 hoic tuong duong

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

87

Dung dich ly giai hong cau

Do chinh xac: <5.0%

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

Két qua mo rong NGSP: 4.0% ~ 6.0%.

Thanh phan chinh t6i thiéu gdom:

Buffer 20mmol/L

Sodium chloride 20mmol/L

Surfactant 0.05ml/L

Perserver < 0.5 ml/L

Tiéu chuan chét lugng ISO 13485 hoic tuong duong

Can
2300ml

88

Cot sic ky

Thanh phan chinh tdi thiéu gom:
Cot lam to1 thi€éu bang kim loai khong gi, trong c6

Chiéc/hop
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mang loc chuyén dung, chiu dugc ap suit cao.
Kich thugc: >4.6x30 mm, Sum
Ti€u chuan chat lugng ISO 13485 hodc tuong duong

Thanh phan chinh t6i thiéu gom:

89 |Phin loc Phin lgc dang nhya, dugc cau tao dang luéi lgc. Chiéc/tai
Tiéu chuan chat lugng ISO 13485 hoic twong duong
90 |Xilanh Iml trang heparin  |Dung dé ldy mau dong mach; dung tich 1ml 50 céi/hdp
91 |Pién cuc tham chiéu Pién cuc tham chiéu dung cho may khi mau 1 céi/hop
92 |Hoa chit kiém chuan Hoa chit kiém chuan ngoai ding cho may khi mau 3rr?1 1/('1 );11(‘)5
93 )Ij;il gﬁf;rz‘ilﬁ“rﬁiuc?fogag Héa chit sit dung cho mAy xét nghiém khi mAu. teslt(/)l(l)ép
94 BC’? da,y b(m.lA su d,u ne cho B¢ day bom str dung dung cho may khi mau Prime 1 cai/thi
may xét nghiém khi méu
Anti-A khang thé don dong dan xut tir t& bao dong
95 Hoéa chit dinh danh nhém|lai (CCS) 500100 1.0ml. 10 ml/ To
mau A Do dac hi¢u 100%. B9 chinh xac 100%. .
Tiéu chuén chét lugng ISO 13485 hoic twong duong
Anti-AB khang thé don dong dan xuat tir té bao dong
Hoéa chét dinh danh nhom|lai (CCS) A-5E10; B-2D7 1.0ml. 10 ml/ 1o
mau AB Do dac hi¢u 100%. B9 chinh xac 100%. .
96 Tiéu chuén chét lugng ISO 13485 hoic twong duong
Anti-B khang thé don dong dan xuat tir té bao dong
Hoéa chéat dinh danh nhom|lai (CCS) B501100 1.0ml. 10 ml/ Io
mau B Do dac hi¢u 100%. B9 chinh xac 100%. .
97 Tiéu chuén chét lugng ISO 13485 hoic twong duong
Khang thé don dong c6 dan xuat tir t& bao dong lai
Hoéa chit dinh danh nhom|(CCS) Anti-D BS225 1.0ml. 10 ml/ 1o
mau D Do dac hiéu 100%. B chinh xac 100%. i
98 Tiéu chuan chat lugng ISO 13485 hoic twong duong
Keo gin lamen - Mounting|Chét gan khé nhanh v&i do nhét thap dé cho phép Chai 118
99 m‘edium ’ chét gin chay tu do trong khi giam bot khi ml
L0 |rom TuyEt DOT dung WORE| cpdt 1ong, a8 bay hoi, d& chiy, khong mau, Chai 1L
Orange G-6 1 thudc nhuom gég con dugc su Chai 500
Dung dich nhu¢m OG6 dung trong phong xét nghiém t€ bao hoc dé€ phat hién ml
101 su hién di¢n cua keratin trong t€ bao chat
Dung dich nhudm EAS0 EA-50 dugc st dung két hop v6i OG-6 dé nhudém phu| Chai 500
102 khoa. ml
Tao ra vét nhudm mau xanh tim dam. Thuong dugc
Dung dich Harris|str dung trong cac phuong phap hdi quy nhung ciing | Chai 500
Hematoxylin ¢6 thé duoc sir dung dan dan trong ca ché phim mé ml
103 hoc va té bao hoc
Puogc loc tinh khiét va tinh ché cao dé mang lai hi¢u
Dung dich Xylene suét n}}ét quan. Do hoa tan cao cia n6 dam bao qua Can 3,8
trinh tay sap va lam sach nhanh chong va hoan toan. Lit
104 C6 san trong khong thé pha v&, chéng dung moi
. . 1A . . Chai 1000
Giemsa Hoa chat nhuom Giemsa
105 ml
Déu soi kinh hién vi Déu soi kinh hién vi Chai 500
106 ml
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107

Alcohol acid

Thudc nhudém Ziehlneelsen

Chai
500mL

108

Methylen Blue

Thudc nhudém Ziehlneelsen

Chai
500mL

109

Dung dich lugol

Thanh phan ctia thuéc nhuém Gram

Chai
500mL

110

Dung dich tim Gentian

Thanh phan ctia thubc nhuém Gram

500ml/
chai

111

Carbon fuchsin

Thubc nhudém Ziehlneelsen

Chai
500mL

112

Bo kit tach chiét RNA (hat
tir)

Thanh phan t6i thiéu gom:
Extraction Plate:
- Line 1/7: Mubi Guanidin: 2 cai
- Line 2/8: Mubi Guanidin: 2 cai
- Line 3/4/9/10: Tris, NaCl: 2 chiéc
- Line 5/11: Hat tir tinh: 2 chiéc
- Line 6/12: Tris, EDTA: 2 chiéc
Tip Comb: 4 chiéc
Tiéu chuan chét lugng ISO 13485 hoic tuong duong

32 test/
hop

113

Thubc thir xét nghiém dinh
lugng axit Axit ribonucleic
(RNA) cta virus viém gan C

Thudc thir va thanh phan tbi thiéu gom:

- Noi kiém: Hat giéng virus co6 trinh tu gen noi kiém:
1x350 pL

- Hon hop phan tng: Tris-HCI, KCI, MgC12, dNTP,
BSA: 1x630 uL

- Hon hop enzyme: Taq polymerase va enzyme sao
chép nguoc: 1x49 pL

- Pau do: Primer, dau do huynh quang: 1x21 pL

- Kiém soat duong tinh cao: Hat gidng virus cé trinh
tw HCV: 1x1 mL

- Kiém soat duong tinh thap: Cac hat gidng virus c6
trinh ty HCV: 1x1 mL

- Dbi chig am tinh: Huyét thanh khong HCV bat
hoat: 1x1 mL

- HCV Calibrator 1: (1.0 - 5.0) x 10° IU/mL hat giéng
virus ¢6 trinh tr HCV: 1x1 mL

- HCV Calibrator 2: (1.0 - 5.0) x 10* IU/mL hat giéng
virus ¢6 trinh tr HCV: 1x1 mL

- HCV Calibrator 3: (1.0 - 5.0) x 10° IU/mL hat giéng
virus ¢6 trinh tr HCV: 1x1 mL

- HCV Calibrator 4: (1.0 - 5.0) x 10° IU/mL hat giéng
virus ¢6 trinh tr HCV: 1x1 mL

Pham vi tuyén tinh: Giéi han phat hién 1a 30 IU/mL.
Khoang tuyén tinh 1a tir 50 TU/mL - 1.0x10® IU/mL.
Su chinh xac: Phat hién 100% va qua trinh xu 1y
khuéch dai cta ching ddng déu va min.

Do chinh xac: 100%.

Gié tri CV cua mau 1.0x10° IU/mL 1a 1,9% va mau
1.0x10° IU/mL 1a 4,4%

Tiéu chuan chét lugng ISO 13485 hoic tuong duong

32 test/
hop

114

Con tuyét d6i dung trong
sinh hoc phéan tir

Do tinh khiét > 99,9

Chai 1 Lit
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115

Dau tip 10ul c6 loc tiét trung

Dac trung:

- T6i thiéu tir 100% nhwa PP nguyén chat, d6 trong
subt cao;

- V6 trung, khong chira Dnase & RNase, khong gay
sot;

- Thiét ké phu hop phd quat dé phu hop véi gan nhu
tat ca cac pipet don va da kénh nhu Eppendorf,
Gilson, Rainin, Biohit, Brand, Finpipette v.v..

- Thé tich hiit mau ti da 10ul

- Tiéu chuén chit luong ISO 13485 hoic tuong
duong

96 chiéc/
hop

116

Dau tip 20pl ¢6 loc tiét tring

bac trung:

- T6i thiéu tir 100% nhwa PP nguyén chit, d6 trong
sudt cao;

- Vo trung, khong chira Dnase & RNase, khong gay
sot;

- Thiét ké phii hop phd quét dé phui hop voi gan nhur
tat ca cac pipet don va da kénh nhu Eppendorf,
Gilson, Rainin, Biohit, Brand, Finpipette v.v..

- Thé tich hit mau téi da 20ul

- Tiéu chuan chit lwong ISO 13485 hodc tuong
duong

96 chiée/
hop

117

Pau tip 100ul c6 loc tiét
trung

Dac trung:

- T6i thiéu tir 100% nhwa PP nguyén chat, d6 trong
subt cao;

- V6 trung, khong chira Dnase & RNase, khong gay
sot;

- Thiét ké phu hop phd quat dé phu hop véi gan nhu
tat ca cac pipet don va da kénh nhu Eppendorf,
Gilson, Rainin, Biohit, Brand, Finpipette v.v..

- Thé tich hiit mAu ti da 100pl

- Tiéu chuén chit luong ISO 13485 hoic tuong
duong

96 chiéc/
hop

118

Pau tip 200ul c6 loc tiét
trung

bac trung:

- T6i thiéu tir 100% nhwa PP nguyén chit, d6 trong
sudt cao;

- Vo trung, khong chira Dnase & RNase, khong gay
sot;

- Thiét ké phii hop phd quét dé phui hop voi gan nhur
tat ca cac pipet don va da kénh nhu Eppendorf,
Gilson, Rainin, Biohit, Brand, Finpipette v.v..

- Thé tich htt mAu tdi da 200l

- Tiéu chuan chit lwong ISO 13485 hodc tuong
duong

96 chiée/
hop

119

Pau tip 1000ul c6 loc tiét
trung

Dac trung:

- T6i thiéu tir 100% nhwa PP nguyén chat, d6 trong
subt cao;

- V6 trung, khong chira Dnase & RNase, khong gay
sot;

- Thiét ké phu hop phd quat dé phu hop véi gan nhu
tat ca cac pipet don va da kénh nhu Eppendorf,
Gilson, Rainin, Biohit, Brand, Finpipette v.v..

96 chiée/
hop
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- The tich hat m3u t6i da 1000yl
- Ti€u chuan chat luong ISO 13485 hoac tuong
duong

120

Ong Eppendorf 1.5ml

Ong ly tam dung tich nho 1,5ml, chia do, day hinh
non.

Luc gia toc (RCF): >30000 x gam

C6 thé hép tiét tring

Vit liéu téi thiéu tir polypropolyne USP VI

Tiéu chuan chét lugng ISO 13485 hoic twong duong

500 cai/
tai

121

Dai 8 6ng real time PCR
0.2ml

Dai 8 dng real time PCR 0.2ml

Tai 1000
chiéc

122

Bo kit tach chiét DNA (hat
tir)

Thanh phan tdi thiéu gom:

- Hat tir tinh: 1x3.5 mL

- Dung dich ly giai: Mubi Guanidine 1x7mL

- Dung dich rira 1 (P4m dic): Mubi Guanidine
I1x9mL

- Dung dich rtra 2: H20 1x11mL

- Dung dich rtra giai: Tris, EDTA 1x3.5mL

- Paraffin long: 1x1.1mL

- Proteinase K: 1x700uL

- Dia giéng siu 96 giéng: 2

- Tip Combs: 4

Tiéu chuan chét luong ISO 13485 hoic twong duong

32 test/
hop

123

B0 kit realtime PCR do tai
luong RNA HIV-1

Kit duogc dung dé dinh lvgng RNA cua virus gay suy
giam mién dich & nguoi (HIV) tuyp 1 trong huyét
twong voi chat chéng dong EDTA.

- Ngudng phat hién (LoD): 33.1 IU/ml

- Gi61 han dinh lugng - LoQ: 1.7Log10 IU/ml

- B§ nhay: >96.99% (95% C.192.52 — 98.82)

- B¢ dac hi¢u: > 100% (95% C.196.92 — 100)

Tiéu chuan chét lugng ISO 13485 hoic tuong duong

96
test/hop

124

Thubc thir xét nghiém dinh
lugng axit deoxyribonucleic
(DNA) cua virus viém gan
B

Thudc thir va thanh phan tbi thiéu gom:

- Noi kiém: Trinh tw DNA n6i kiém: 1x350pL

- Hon hop phan tmg: Tris-HCI, KCI, MgC12, dNTP,
moi, dau do huynh quang: 1x680puL

- Hon hop enzyme: Taq polymerase,Uracil-N-
Glycosylase (UNG): 1x18uL

- Kiém soat duong tinh cao: Huyét thanh HBV bat
hoat: 1x0.5mL

- Kiém soat duong tinh thap: Huyét thanh HBV bat
hoat: 1x0.5mL

- Dbi chig am tinh: Huyét thanh khong HBV bat
hoat: 1x0.5mL

- HBV Calibrator 1: Huyét thanh bat hoat c6 (1.0 -
5.0) x 10° IU/mL HBV DNA: 1x0.5mL

- HBV Calibrator 2: Huyét thanh bat hoat c6 (1.0 -
5.0) x 10* ITU/mL HBV DNA: 1x0.5mL

- HBV Calibrator 3: Huyét thanh bat hoat c6 (1.0 -
5.0) x 10° IU/mL HBV DNA: 1x0.5mL

- HBV Calibrator 4: Huyét thanh bat hoat c6 (1.0 -
5.0) x 10° TU/mL HBV DNA: 1x0.5mL

32 test/
hop
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bo nhay:ﬂZ IOQ%.
Ti€u chuan chat lugng ISO 13485 hoac tuong duong

125

Ong phan tich mau ling

Ong thiy tinh >8x120mm chiéu xa véi nut t6i thicu
cao su butyl.

Chtra t61 >1.6ml méu toan phan trong 6ng.

Ong chira khoang 0.28mL natri citrat 3,2% va san
sang dé sir dung.

Tiéu chuan chat lugng ISO 13485 hoic twong duong

100
ong/tai

126

Hoa chit dung cho may
phan tich huyét hoc

Ho4 chit pha lodng

Thanh phan chinh t6i thiéu gom:

Sodium chloride < 0.9%

Potassium chloride < 0.06%

Buffer <0.3%

Preservative <0.1%

C6 mi QR Code quan 1y hod chit duoc tich hop san.
Gi6i han: Thubc thir phai dugc str dung trong pham vi
nhi¢t 6 moi truong 1a 15-35 36 C

Tiéu chuan chat lugng ISO 13485 hoic twong duong

Thung
20L

127

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

Thanh phan chinh tdi thiéu gom:

Detergent <1.5%

Buffer <2.0%

Preservative <1.5%

Dye < 1.0%

C6 ma QR Code quan Iy hoa chit dugc tich hop san.
Giéi han: Thudc thir phai duoc sir dung trong pham vi
nhiét do moi truong 1a 15-35do C

Tiéu chuén chét lugng ISO 13485 hoic twong duong

Chai 1L

128

Thubc thir ly giai hong cau
do 2 thanh phan bach cau
EO, BASO trong mau

Thanh phan chinh tdi thiéu gom:

Detergent < 0.5%

Buffer <0.6%

Preservative < 0.7%

C6 mi QR Code quan 1y hod chit duoc tich hop san.
Gi6i han: Thudc thir phai duogc str dung trong pham vi
nhiét do moi truong la 15-35do C

Tiéu chuén chét lugng ISO 13485 hoic twong duong

Chai
500ml

129

Thude thtr ly giai hong cau
do Hemoglobin trong méau

Thanh phan chinh tdi thiéu gom:

Detergent <4.0%

Buffer < 1.0%

C6 ma QR Code quan Iy hoa chit dugc tich hop san.
Giéi han: Thudc thir phai duoc sir dung trong pham vi
nhiét do moi truong 1a 15-35do C

Tiéu chuén chét lugng ISO 13485 hoic twong duong

Chai
500ml

130

Vat ligu kiém soat chat
lurgng dung cho may phan
tich huyét hoc Laser

Thanh phan chinh t6i thiéu gom:

Mau dong vat c6 va khoé manh (Ign), chét bao quan
va chat on dinh té bao.

Tiéu chuén chét lugng ISO 13485 hoic twong duong

Lo 3ml

131

Khay thtr xét nghiém dinh
tinh khang thé khang HCV

Phat hién khang thé dic hiéu khang HCV trong mau
huyét thanh, huyét twong, mau toan phan ngudi, phi
hop dé sir dung trén mau phu nir mang thai.

Do nhay: > 99.3%; B9 dac hi¢u: > 98.1% so véi
ELISA

30 test/
hop
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1 test thir bao gom: Phirc hop vang: Protein A — chat
keo vang (1,0+0,2 pg), vach tht: Khang nguyén HCV
tai to hop (161, NS3, NS4, NS5) (1,5+0,3 pg), vach
chimg: Globulin mién dich dé khang nguoi (2,0+0,4
He)

Khéng c6 phan tmg chéo v6i cac mau Khang thé
HBs, CMV, HIV, Giang mai, Xoén khuéan Borrelia
burgdorferi, EBV, HTLV, Ky sinh trung Toxoplasma,
Chlamydia, HBsAg, Cum, Trypanosoma cruzi I /I1

132

Thanh tha xét
khang nguyén HBs

nghiém

Do nhay >98,4% , d6 dac hiéu >99,6%; Xét nghiém
c6 thé phat hién nong d6 0.1 TU/ml. Cho két qua
nhanh trong vong 15 phit. Do 6n dinh cua két qua xét
nghiém téi 30 phat.

Khéng can sir dung thém bat ky dung dich
dém(chase) cho mau mau huyét thanh, huyét twong.
Str dung dugc cho tat ca cac loai mau bénh phém bao
gdm: Huyét thanh, huyét trong, mau tinh mach, mau
dau ngoén tay ctia nguoi.

Thanh phan tai vach test: Khang thé don dong &
chuot khang HbsAg Biotinyl va cac hat mau den duoc
phu khang thé don dong & chudt khang HBsAg

Ham luong tdi thiéu gdm: Anti-HBs antibody Al;
Anti-HBs antibody A2, Anti-HBs antibody B1; Anti-
HBs antibody B2 ; Anti-HBs antibody B3 ; Khang thé
trén thanh kiém soét.

100 test/
hop

133

Kit the nhanh phat hién
khang thé IgM khang
Enterovirus 71

Dinh tinh phat hién khang thé IgM khang EV71 trong
(huyet thanh, huyet tuong hodc mau toan phan)

MAu pham: Huyét thanh, huyét twong, mau toan phan.
D0 nhay: > 96.8% ; Do dac hi¢u: > 99.4%

25 test/
hop

134

Xet nghiém in vitro phat
hién khéng thé khang HIV-
1/HIV-2 & nguoi

Do nhay: > 100%; DBJ dac hi¢u: > 99,75%.

Cho két qua nhanh trong vong 15 phut, Do 6n dinh
ctia két qua xét nghiém t6i 60 phut

Khong can st dung thém bat ky dung dich dém
(chase) cho miu mau huyét thanh, huyét twong

Ham lugng chinh t6i thiéu gdm: Antibody Anti HIV-
1, Antibody Anti HIV-2, Antigen (pGO9-CKS/XL-1)
HIV-1 Group O, Antigen,(pGO11-CKS/XL-1) HIV-1
Group O,Antigen,(PjC100)HIV-2,
Antigen,(pOM10/PV361) HIV-1, Antigen,
(pTB319/XL-1)HIV-1, HIV-1 Peptide Antigen, HIV-
2 peptide Antigen.

100 test/
hop

135

Khay thir xét nghiém dinh
tinh khang thé khang
Syphilis

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

Do nhay: > 99.3% va B¢ dac hi¢u: > 99.5% so véi
TPHA.

Test thir duoc phu san khang nguyén Treponema
pallidum tai t6 hop (17kDa, 15 kDa) trén ving vach
thur.

100 test/
hop

136

Khay thtr xét nghiém dinh
tinh khang nguyén SARS-
CoV-2

Khay thtr xét nghiém dinh tinh khang nguyén SARS-
CoV-2

Hop 20
test
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137

Khay thtr xét nghiém dinh
tinh khang nguyén vi ruat
Roéta nhom A

Phat hién khang nguyén Rotavirus trong mau phan.

- Do nhay: > 94%; D0 dac hi¢u: > 98.3% va tuong
quan 14 >96.9% vo6i RT-PCR

- Thanh phan Phtrc hop vang: Khang thé don dong
chudt khang vi rit Rota -chét keo vang (1,0 + 0,2 ug),
vach chimg: Khang thé dé khang IgG chudt (0,720 +
0,014 pg). Dung dich pha lodng bao gdm: Dung dich
dém photphat (20 mM), Albumin huyét thanh bo
(1%), Natri azua (0,01%), Natri clorua (0,1 M),
Tween 20 (0,1%)

- Ngudng phat hién: 3.9x1072.0 TCID50/ml

Hop 20
test

138

Khay thur xét nghiém dinh
tinh khang nguyén
Rotavirus nhom A va
Adenovirus

Khay thir xét nghiém dinh tinh khang nguyén
Rotavirus nhom A va Adenovirus

Hop 20
test

139

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

Phat hién phan biét va dinh tinh cac khang nguyén vi
rit cim loai A va loai B tryc tiép tir que phét miii /
hong / miii- -hau hodc cdc mau hat tir miii/mii-hau.
Do nhay: > 91.8%, D¢ dac hi¢u: > 99% so vdi
phuong phap nuéi cdy vi rat va RT-PCR.

Thoi gian tra két qua: 10 - 15 phat

Thanh phan t6i thiéu gdbm: Vach ching Globulin
mién dich dé khang chuot G

Khong c6 kha ning gy nhiu béi cac chat: m& mau,
tan huyét, vang da

Khéng c6 phan tmg chéo véi it nhat 17 ching vi
khudn va 15 ching vi rit bao gdm Adenovirus type 3,
type 6, type 21, CMV, Mumps Virus Ag,
Mycoplasma pneumonia, Bordetella pertussis,
Klebsiella pneumoniae, Legionella pneumophila,

25 test/
hop

140

Trang thiét bi y té chan doan
nhanh thubc phién (Heroin -
Morphine - Opiates) trong
nudc tiéu

Phét hién dinh tinh nhom chét thudc phién Morphine
- Heroin - Opiates trong nudc tiéu.
Ti€u chuan chat lugng: ISO 13485 hodc tuong duong

50 Test/
hop

141

Test nhanh ma tuy 5 chan

Xét nghiém mién dich sic ky dong bén dé phat hién
dinh tinh nhiéu loai thudc va chat chuyén hoa thudc
trong nudc tiéu & ndng d6 ngudng sau : MOP
300ng/ml ; AMP 500ng/ml; THC 50ng/ml; COD
300ng/ml ; HER 10ng/ml

Thanh phan t6i thiéu gdm: Khang thé don dong chudt
khang thudc va lién hop thude protein twong tmg.
Dong ddi ching chtra khang thé da dong IgG khang
tho va khang thé IgG tho

Do nhay >99.9%

bo dac hi¢u >99.9%

Do chinh xac >99.9%

Pat tiéu chuan ISO13485 hoic twrong duong

25 test/

hop

142

Acid Solution 1L

Dung dich rua tdng cudng may xét nghiém sinh hoa
twdong
Thanh phan t6i thi€u gom: Acidic solution (pH 1)

1L

143

System Cleaning Solution

Dung dich rira hé thong méy xét nghiém sinh hoa tu
dong

1L
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Thanh phan tdi thiéu gom: Dung dich sodium
hypoclorit ¢6 tinh kiém

Dung dich dung dé rtra kim va cuvette cua may xét
nghi¢m hoéa sinh.

144 |System Solution Thanh phan tdi thiéu gom: ) ) 1L
- Sodium azide < 0.1 % (khoi lvong/ khoi lugng)
- Cling chtra chat hoat dong bé mat.
Tham gia do céac thong so lién quan dén RBC, PLT,
Hoa chit pha lodng dimg WB?, RET VaANRB~C, tuqng thich dung cho may
o o £ huyét hoc tu dong hang Mindray.
145 |cho may xét nghiém huyét| . ° VTR 20L/can
h Thanh phan to6i thiéu gom:
0e Borate Buffert: <0.5%
Sodium Chloride: <0.1%
Dung dich kiém chun diing Hoa chat kiém chuén cho xét nghiém dém t€ bao mau 610x 4.5
A n Thanh phan t6i thiéu gdm: hong cau ngudi, bach cau
146 |cho may xét nghiém huyét ml (2L,
va tiéu cau dong vat c6 v, bao quan trong mot dung
hoc 2N, 2H)
dich twong ty huyét trong.
Tham gia qua trinh phan bi¢t thanh phan bach cau
, trong kénh DIFF cung voi Dung dich tham gia bach
Thudc nhudm tham gia bach phan thanh phén bach cau trong kénh DIFF dung cho
147 |phan thanh phén bach cau/may huyet hoc ty dong hang Mindray. 12mLx4
trong kénh DIFF Thanh phan to6i thiéu gom:
Fluorochrome: <0.01%
Ethylene Glycol: 94-99 %
Tham gia vao viéc do luong cac thong so lién quan
Dung dich nhuém hugnh den NRBC cung voi Durrlg dlcl} ly giai hopg cau non
. A 1A » _[twong thich dung cho may huyét hoc tu dong hang
quang xét nghiém hong cau|, ,.
148 . \ Mindray. 12mLx4
non tuong thich dung cho|, . A Ze g iR A
méy xét nghiém tu dong Thanh phan t61 thiéu gom:
T Fluorochrome: < 0.01%
Ethylene Glycol: 94-99 %
Tham gia qua trinh phén biét thanh phan bach cau
Dung dich tham gia bach|trong kénh DIFF cung v6i Thuoc nhuom tham gia
phan thanh phan bach cau|bach phén thanh phan bach cau trong kénh DIFF
149 |trong kénh DIFF cung voi|dung cho may huyét hoc tw dong hang Mindray 1Lx4
thudc nhuém dung cho may|Thanh phén t61 thiéu gom::
huyét hoc tu dong Surfactant: < 0.5%
Hepes Buffer: <0.5%
Dung dich ly giai hong|Tham gia vao viéc do cac thong so lién quan dén
cau,tao  phirc  hop  voilhemoglobin, twong thich dung cho may huyét hoc tu
150 Hemoglobin d¢ do néng d6|dong hang Mindray 1Lx4
Hemoglobin trong mau,|Thanh phan toi thiéu gom:
tuong thich dung cho may|Surfactant: <0.5%
huyét hoc ty dong Borate Buffer: <0.5%
‘ _ | Tham gia vao viéc do luong cac thong so lién quan
Dung dich ly giai hong cau|dén NRBC cung V(:)’i Dung dich nhu¢m huynh quang
151 |mon va cac hop chat khacixét nghiém hong cau non tuong thich dung cho may 1Lx4

tuong thich dung cho may
huyét hoc ty dong

huyét hoc tur dong BC-6000 hang Mindray,.
Thanh phan tdi thiéu gdm:
Citrate Buffer: <0.5%
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Sodium Chloride: 0.10%
Surfactant: 0.10%

Dung dich rtra kim dung cho

Dung dich rira mdy dung cho cidc may xét nghiém
huyét hoc Mindray
Thanh phan t6i thiéu gom:

152 firgeg/gphan tich huyét hoc ty| Surfac tant: <0.2% 50ml/lo
: - Sodium hypochlorous : <12%
- Sodium hydroxide: <5%
Vit tu dung cho may xét|Cuvet dung cho may xét nghiém dong mau tu dong | 6x10x32/t
153 A an . \
nghi¢m dong mau HumacClot Pro hung
Dung dé 1am sach kim hat nham ngin ngira nhiém
chéo trén may HumaClot Pro.
Y T . |Thanh phan toi thiéu gdm:
154 xHé(‘)cang}llailér;ugéiugnrgnzﬁo M3Y!_ Buffered Salt Solution 5x 15 ml
: - Imidazole 0.1mol/l
- HC1 0.1mol/1
- Detergent 0.02%
Dung dé lam sach thudng xuyén tram rira, ong thai,
Ho4 chét rira kim ding cho kir’n hut va bom chat t‘héi gl"}a may phan tjch dgng A
155 | A an . |mau HumaClot Pro, lam gidm nguy co lay nhiém vat | 5 x 15 ml
may xét nghi¢m dong méau |, .
liéu sinh hoc.
Thanh phan ti thiéu gdm: Aqueous Solution
B0 hoa chat xét nghiém aPTT str dung chat hoat héa
axit Ellagic, ding dé x4c dinh thoi gian
Thromboplastin mot phan hoat hoa (aPTT) bang
phuong phap thu cong va tu dong.
. 1A n Thanh phan gom co6:
156 |Hod chat xét nghigm APTT | Hoa cll)lét 1 z%6)(4ml): Hoba chat aPTT-EL: Cephalin 6x4ml
nao tho < 1.0%, ellagic acid, sodium azide < 0,01%;
- Héa chét 2 (6x4ml): Dung dich CaCl2 0,02 mol/l,
sodium azide < 0,01%, mudi va chit 6n dinh.
Do 6n dinh 14 ngay & 2-8°C, 7 ngay & 20-25°C.
Héa chét hiéu chuan, dugc su dung dé hi¢u chuan cac
Hoa cht chuin ding cho xét pghiém 'dé phan tich Prothrombin Time (PT) va
157 méy xét nghiém déng mau Antithrombin. N ) 4x1ml
j Hop(dang dong kho) Calibrator chtra: Mau gop huyeét
tuong nguoi, sodium azide < 0.01%
Hoa chat kiém chuan, dung dé theo ddi hiéu sudt cac
Hoa chit kiém tra dung cho|xét nghiém dong mau thudng quy mic binh thuong.
158 L A R . X . X g R R . 6x1ml
may xét nghiém dong mau |gdm cod: Huyét tuong nguoi dang dong kho, sodium
azide < 0.01% .
Hoa chat xét nghiém Thrombin Time (TT) la mot xét
nghiém dé str dung trén cac thiét bi phan tich dong
méu bang phuong phap thu cong hodc tyr dong hoan
L 1Az . toan.
159 |Hod chat xét nghiem TT Thanh phan téi thiéu gdm: hoa chit thrombin dang 3x3ml
dong kho. Thrombin nguoi 8 - 10 [U/ml, dém,
sodium azide < 0,01%.
Do 6n dinh: 15 ngay & 2-8°C.
160 |Hod chat xét nghiém PT Hoa chat dung dé xac dinh Prothrombin Time (PT) 6x2ml

bang phuong phap thu cong hodc tu dong. PT c6 thé
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duogc st dung d€ xét nghiém cac yéu td dong mau
trong cac con duong dong mau ngoai sinh va con
duong chung.

Thanh phan gdm c6:

- Hoa chat Thromboplastin (dang 16ng) chira Chiét
xuét ndo thé > 10%, CaCl2 0,2%, Sodium azide <
0,01%

Do 6n dinh: 12 ngay & 2-8°C, 4 ngiy & 20-25°C.

3. Cac yéu cau khac

- NOp va thuc hién theo yéu cau khi cha dau tu hodc chu dau tu yéu cau cac ban
cam két sau:

+ Nha thau du diéu kién cung cdp va hang héa dwege phép luu hanh trén thi trirong
theo quy dinh phadp ludt hién hanh;

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

+ Hang héa cung cap méi 100%, dam bdo han sir dung t6i thiéu 06 thang doi véi
hang héa c¢é han ding tir 02 ndm tré 1én; 03 thang déi véi hang héa c¢é han ding tir 01 dén
02 nam; % han ding déi véi hang héa c¢é han ding diedi 01 nam theo nha san xudat khi ban
giao hang hoa;

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

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

+ Thu héi hang hod trong trweong hop hang hod da giao nhwng khéng dam bdo chat
luong, hodc khong su dung dwoc voi trang thiét bi hién cé cia don vi thu huong, hodc co
théng bdo thu hoi cia co quan cé tham quyén ma nguyén nhdn khéng do 16i ciia chii dau
tuy;

+ Co nang lyc ty thuc hién cdac nghia vu bao hanh, bao tri, duy tu, bao duong, swa
chita, cung cdp phu tung 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 thwe hién nghia vu
bdo hanh, bdo tri, duy tu, bdo dudng, sira chita, cung cdp phy ting thay thé hodc cung cdp
cac dich vu sau ban hang theo yéu cdu ciia E-HSMT;

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

- Nha thau chuan bi 1 bd E-HSDT ban gdc dé Chu dau tu luu trir khi duoc
moi ddi chiéu tai liéu.




