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

1. Gigi thigu chung vé dw an/dw toan mua sam, géi thau

- Tén Dy toan: Mua hoa chat, sinh pham xét nghiém nam 2025

- Tén goi thau: Mua sam hang hoa

- bia diém thuc hién: Trung tam Y té Bak To, dia chi: Khéi 9, xa Pak T, tinh
Quang Noai

2. Yéu cau ve ky thuat

a. Thong so ky thuat hang heéa:

Tom tat thong so ky thuat cua hang hoéa, dich vuvlién quan. Hang héa, dich vu
lién quan phai tuan tha cac thong so ky thuat va tiéu chuan sau day:

Bat ky thwong hiéu, ma hiéu (néu co) trong bang yéu cau ky thuat duéi day dé
minh hoa cac tiéu chuan chat luong, tinh niang ky thuat yéu cau. Nha thau cé thé lya
chon du thau hang héa c6 ngudn gdc, xuat xir, nha san xuat, thuong hiéu, ma hiéu phu
hop véi diéu kién cung cap nhung phai dam bao yéu cau hang héa co tiéu chuan ky
thuat, dac tinh ky thuat, tinh nang st dung “tuwong duong” hoac “wu viét hon” so véi cac
yéu cau dudi day. Truong hop hang héa cé thong sé ky thuat, tinh nang sir dung “twong
duong” hoac “uu viét hon” nha thau phai cé bang so sanh thong sé ky thuat kem tai lidu
ki thuat dé chirng minh.
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' HOA CHAT VA VAT TU DUNG CHO MAY SINH HOA AU480

"R1 Pipes Buffer (pH 7.0) 50 mmol/I
4-Aminoantipyrine 0.375 mmol/Il
Uricase > 200 U/I; R2

Pipes Buffer (pH 7.0) 50 mmol/I

) . TOOS 1.92 mmol/l Peroxidase R1:5x44 ml
1 |Uric Acid >5000 U/l R2:5 x 11ml Hop 3
Measuring range (pham vi do): 0.28
— 25 mg/dl"

"Thanh phan: Sulphanilic Acid
28.87 mmol/l, HCI 23 mmol/l,
Direct Sodium Nitrite 2.9 mmol/l. RLex4amL, | 1
Bilirubin Measuring range (pham vi do): 0.18| R2:6x 11mL op

— 23 mg/dI"

"Thanh phan: Sulphanilic Acid
28.87 mmol/l, HCI 58.8 mmoll/I,
Cetrimonium Bromide 68.6 mmol/I,
~_|Sodium R1: 6 x44mL,
3 [Total BilirubinNjtrite 2.90 mmol/I., Measuring R2:6x 11mL | Hop 1
range (pham vi do): 0.08 — 23
mg/dl"

"R1: Tris Buffer 100 mmol/l, o-
Ketoglutarate 5.49 mmol/l Urease
4 |ure (Jack Bean) > 10 KU/I, GLDH
(Microorganism) >

R1:5x 44mL , .
R2: 5 x 11mL Hop 2
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3.8 KU/I; R2: NADH 1.66 mmol/l. -
Measuring range (pham vi do):
11.5-300 mg/dl."

Creatinine

"R1: Sodium Hydroxide 240
mmol/I.

R2: Picric Acid: 26 mmol/I,
Measuring range (pham vi do):
0.08 - 18 mg/dI"

R1:5x44mL,
R2:5x 11mL

Hop

Cholesterol

"R1: Good‘s Buffer 50 mmol/l;
Phenol 5 mmol/l, 4-
aminoantipyrine 0.3 mmol/I,
Cholesterol esterase > 200 U/I,
Cholesterol oxidase > 50 U/I,
Peroxidase >3 kU/L.;

Measuring range (pham vi do): 4.2 -
695 mg/dI"

10x44ml

Hop

GGT

Thanh phan: Tris buffer (pH 8,25)
125 mmol/l, Glycyl Glycine 125
mmol/l, L-y-Glutamyl-3-carboxy-4-
nitroanilide 20 mmol/I., Measuring
range (pham vi do):

1.68 - 500 U/I

R1:2 x44mL,
R2: 2 x 11mL

Hop

Glucose

"Phosphate buffer 250 mmol/I,
Glucose oxidase > 25 U/ml,
Peroxidase > 2 U/ml, Phenol 5
mmol/l, 4-aminoantipyrine

0.5 mmol/l, Measuring range (pham
Vi do): 2.34-450 mg/dI"

10x44ml

Hop

Total Protein

Copper Il Sulphate 12 mmol/I,
Potassium Sodium Tartrate

31.9 mmol/l, Potassium lodide 30.1
mmol/l, Sodium Hydroxide 0.6
mol/l., Measuring range (pham vi
do): 0.37 — 15 g/dI

10x44ml

Hop

10

AST

R1: Tris Buffer (pH 7.5) 110
mmol/l, L-Aspartic acid

340 mmol/l LDH > 4000 U/l; R2:
CAPSO 20 mmol/l, 2- oxoglutarate
85 mmol /I, NADH 1.05 mmol/l,
Measuring

range (pham vi do): 3.84-390 U/I

R16x44ml,
R2 6 x 11 ml

Hop

11

ALT

" R1: Tris Buffer (pH 7.5) 137.5
mmol/l, L-Alanine 709 mmol/I
,LDH (microbial) > 2000 U/I; R2:
CAPSO 20

mmol/l 2-oxoglutarate 85 mmol /I,
NADH 1.05 mmol/l, Measuring
range (pham vi do): 4.4-360 U/l "

R16x44ml,
R2 6 x 11 ml

Hop

"Good’s buffer (pH 7,2): 50 mmol/I,
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4-Chlorophenol: 4
. . I, Mg2+:1 I/, ATP: 2
12 Mriglyceride MOV Mg 2+ 15 mmol/ 10x44ml Hop | 4
mmol/l,
Glycerolkinase > 0,4 KU/,
Peroxidase > 2,0 KU/I,
Lipoproteinlipase > 2,0 KU/I
Glycerol-3-phosphate- Oxidase >
0,5 KU/I, 4-Aminoantipyrine: 0,5
mmol/l., Measuring range (pham vi
do): 9.74 — 1062 mg/dI"
13 [Sample cup ﬁ(;); dyng mau ding cho my sinh T1i/500 cai Tui 1
14 |Wash Solution D}Jng dich rira h¢ thong may sinh 5L Can 3
hoa AU
Thuéc thur xét nghiém dinh lugng
nong d¢ Ethanol trong nudc tiéu va
huyét thanh; D6 nhay: Nuéc
15 |Alcohol tiéu:4.75 mg/dl Huyét Thanh: 3.34 Rl g(flfn?l R2 Hop 5
mg/dl : Nudc tiéu: 1.19 mg/dl '
Huyét Thanh: 1.79 mg/dI
ETHANOL
g?'—'BRATO Thanh phin R1. Ethanol Buffer 2 x
16 16.9 ml; R2. Ethanol Enzyme 4 %10 mL Ho 1
CONTROL  |Reagent 2 x 8 ml P
SET
Dung dé kiem tra gia tri binh thuong )
L bA A 4 x 5mL;
17 [ERBA NORM|C4C thong so xét 1%20ml Hop 4
nghiém sinh héa.;
XL "Dung dé chuan cac thong s xét .
18 MULTICAL Inghiem sinh héa. 4 x 3mL Hop 2
Dung dé kiém tra gia tri muc cao cac 4 x 5mL; )
19 [ERBAPATH Ithsng sé xét nghieém sinh héa.; 1x20ml Hop 4
Chuong trinh i o )
20 |ngoai kiém Chuong trinh ngoai kiém Riqas Sinh Hop/ 6 x 5 ml Hop 2
Rigas Sinh hoahda
Il [May Huyét Hoc SYSMEX XP100
Dung dich pha loang cho may phéan
tich huyét hoc .Thanh phan:
0, 0, I-
21 DiluentST ~ [NACI=9.4%, Buffer<1.6%, Anti 20 lit Thing | 2
Microbial
Agentsl:O%.
"Hoa chat dung dé de dém té bao
mau, dinh c&yé phﬁp biét hong cau,
xac dinh huy€t sac to trén may phan
tich huyet ‘ .
22 Lyse SWH  |hoc. Thanh phan: Quaternary 500 mL Chai 4

Ammonium Salt<10%, Sodium
Lauryl Sulfate<1.5% "
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23

Cleaning
Solution

Dung dich rira may. Thanh phan:
Sodium Hypochlorite 5%

100 mL

Lo

HOA CHAT DUNG CHO MAY HUYET HQC Hemaxa 1000

24

Dia-Clean

Chat hoat dong bé mat <2,0 g/ L;
Natri hypoclorous <100 g / L; Natri
hydroxit <100 g / L; Chat 6n dinh
va chat bao

guéan

100mlI (50mi
X2)

25

Dia-Diluent

Str dung nhu mét dung dich dang
truong da loc, khong

chira azit dé dém va dinh c& té bao
mau.; THANH PHAN ; Natri clorua
3,0 - 5,5 g/ L; Natri Sulfat. khan 7,5
- 11,5 g/ L; Khang nguyén dém 1,0
- 3,0 g/ L; Chat chdng nim va
chéng vi khuan 0.8 - 2.5 g / L; Chét
dn dinh va chat bao

guéan

20 lit

Thung

24

26

Dia-Lyse

Mudi amoni bac bén <50g / L; Chét
hoat ¢ong bé mat Nonion <15g/ L;
Isopropanol 0,1-1,5ml / L; Etanol
<15ml

L; Chét 6n dinh va chét bao quan

500 mL

Chai

15

27

Dia-Rinse

Natri clorua 3,0 - 55 g / L; Natri
Sulfat khan 75 - 115 g / L;
Polyoxyetylen Ester 0,3 - 1,59/ L;
Chat chéng nim va chdng vi khuin
0.8 - 2.5 g/ L; Chét én dinh va chat
bao

quan.

20 lit

Thung

10

28

Chuong trinh
ngoai

kiém Rigas
Huyét hoc

Chuong trinh ngoai kiém Rigas
Huyeét hoc

Hop 3 x 2ml

Hop

29

E-Z Cleanser,

Proteolytic Enzyme 3.0 - 10 g/
LChét hoat dong bé mat 0,3-1,5¢g/
L Natri clorua 3.0 - 5.0 g/ LChat
chéng ndam va chéng vi khuan 0,5 -
2,50 /LChatdém1,0-4,0g/
LChét

6n dinh va chat bao quan

100mlI (50ml
X2)

TEST NHANH, SINH PHAM, VAT TU XET NGHIEM

30

ASO LATEX
TEST

Xét nghiém ASO Latex xac dinh
dinh tinh, va ban dinh luong dé phat
hién nhiém trung tién phat do
Streptococcus nhom A va C

Hop/ 100 test

Hop

31

CRP LATEX

TEST

Xét nghiém CRP Latex xac dinh

dinh tinh va ban dinh

Hop/ 100 test

Hop
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luong phat hi¢n C-Reactive Protein
trong huyét thanh

32

RF LATEX
TEST

Xét nghiém RF Latex phat hién truc
ticp va ban tryc tiep
cac yéu to Rheumatoid

Hop/ 100 test

Hop

33

Anti A 10ml

Thubc thir dinh tinh khang nguyén
A trén té bao hong cau

Lo/ 10ml

Hop

34

Anti AB 10ml

Thuoc thir dinh tinh khang nguyén
A,B trén te bao hong
cau

Lo/ 10ml

Hop

35

Anti B 10ml

Thuéc thir dinh tinh khang nguyén
B trén té bao hong cau

Lo/ 10ml

Hop

36

Anti D 10ml

Thubc thir dinh tinh khang nguyén
D trén té bao hong cau

Lo/ 10ml

Hop

37

Giém xa pha
san

Thubc nhuém Giém sa

Chai / 500ml

Chai

38

Bo6 nhuém
ziehl-
neelsen

Thuc hién xét nghiém soi nhuém
Ziehl Neelsen tim truc
khuan khang acid.

3 Chai / 100ml

39

DAu soi

Dau soi kinh hién vi.

Chai / 500ml

Chai

40

HCL

Dung dich Axit HCL

Chai / 500ml

Chai

41

Test HIV 1/2

Phat hién dinh tinh khang thé khang
virus HIV type 1 va type 2. Mau
bénh pham: Huyét tuong/Huyét
thanh. B§ nhay: 99,8%. Do dac
hiéu: 99,5%.

Hop 50 Test

Test

600

42

Test HBsAg

Phat hi¢n khang nguyén HBsAg
trong huyét thanh, huyét twong
nguoi;- Mau pham huyét thanh,
huyét tuong- Do nhay:100%, Do
dac hiéu: 99.88%- Vach ching 1gG
dé

khang chugt- Ngudng phat hién
1ng/ml

Hop 50 Test

Test

600

43

Test HAV

Mau bénh pham: Huyét teong/Huyét
thanh/Mau toan phan Qui cach test
thir: (Ngang : 0.42cm, chiéu dai:
6cm, do day: 0.15cm)

- Ngudng phat hi¢n: 1 S/co

- D6 nhay > 90.6%.

- Do dac hiéu > 97.6%.

- Do chinh xac > 94.1%

- Do lap lai: 100%

- D¢ 6n dinh: 100%.

Bao quan nhiét do: 8-30 d6 C.

Hop 25 Test

Test

600

44

Test HCV

Phat hién dinh tinh khang thé khang
virus viém gan C. Khéng sir dung

dung dich d&&m. Mau bénh pham:

Hop 50 Test

Test

600
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Huyét
tuong/Huyét thanh. Do nhay:
09,8%. Do dac hiéu: 99,2%.
Phat hién dinh tinh 5 chat gay
TestMatay [nghién Amphetamine (AMP);
tdnghop 5  [Marijuana (THC); Morphine A
45 tror?g 1,p (MOP); Codeine (COD); Heroin Hop 15 Test Test | 900
(HER) trong nudc tiéu
Que thir phan tich nudc tiéu sir dung
dé phat hién dinh tinh va ban dinh
lwong cac chat sau trong nudéc tiéu:
Leukocytes, Nitrite, Urobilinogen,
Test nudc tidy Prote_in, pH, Blood,_ $pec_ific
46 0TS (Acon/) Gravity, Ketone, Bilirubin, Glucose,| Hap 100 Test Test 500
Ascorbic
Acid, Albumin, Creatinine,
Calcium. Que thir sir dung mét lan.
Xét nghiém cac thong sé nude
ot e tid tiéu.Céc chi s6 do: Specific
estnuocCtieu Gravity, Leukcocytes, Nitrite, pH, R
47 110Ts (Ebal) Proteilzl, Glucose,¥<etones, P Hop 100 Test | Test | 1.000
Urobilinogen, Bilirubin, Blood
Testthu
48 g‘g’”g huyet  cong nghé Bio-Sensor, 1 1o 50 que | Hop 50 Test Test | 400
Testthu
duong huyet v do 2C de : .
49 |0GCare fest géjefntgm;éqg chocacdong may do | o 5o Test | Test | 400
strip
Mau bénh pham: Huyét tuong/Huyét
thanh/Mau toan phan. Qui cach test
thir: (Ngang : 0.42cm, chiéu dai:
6cm, do day: 0.15cm)
- D6 nhay > 97,3%.
- Do dac hiéu > 98,1%.
Dengue IgM- - Do chinh xac > 97.7% A
50 IgG L D6 Iap lai: 100%. Hop 25 Test Test 300
- D¢ 6n dinh: 100%
Bao quan nhiét do: 8-30 d6 C.
Phat hién khang nguyén NS1 virus
Sét xuat huyét Dengue. Mau bénh
pham: Huyét tuong/Huyét
thanh/Mau toan phan Qui cach test
thir: (Ngang : 0.42cm, chiéu dai:
6cm, d6 day: 0.15cm)
- D6 nhay > 99.2%.
Dengue - Do dac hiéu: 100%. n
1 INs1Ag L D6 chinh xc > 99.6% Hop 25 Test | Test | 900

- Ngudng phat hién: 2ng/ml

- Do 6n dinh: 100%.
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- Do lap lai: 100%.
Bao quan nhiét do: 8-30 d6 C.

59 Bong deén Bong dén dung cho may sinh hoa .

halogel 12V20W. Hop / 1 Cai Cai 3

3. Tai liéu chwng minh tinh hep Ié cia hang héa:

- Tén nha san xuat;

- Xuét xtr, nudc san Xuat.

- Pay du ky ma hiéu, nhan mac, ma HS caa san pham theo qui dinh hién hanh.

a) Bdi vai vat tu, hoa chat san xuat trong nuéc

C6 gidy chung nhan dang ky luu hanh san pham ciia Bo Y té cho phép dang ky
luu hanh san pham vat tu y té con hiéu lyc dén thoi diém dong thau hozc co van ban xac
nhan TCVN hogc TCCS cuia co quan ¢6 tham quyen con hiéu luc dén thoi diem dong
thau;

b) Béi véi hoa chat nhap khau nha thau phai cung Cap Gidy phép hoic Giay uy
quyén ban hang caa nha san xuat, dai ly phan phdi hoac Glay ching nhan quan hé doi
tac hoac tai liéu khac c6 gia tri tuong duong (hang hoa cé gidy phép ban hang téi thiéu
80%)

- Pi véi vat tu sinh pham chan doan in vitro, nha thau phai cung cip mot trong
cac tai liéu sau:

- C6 s6 dang ky luu hanh san pham tai Viét Nam con hiéu lyc hoac sb gidy phép
nhap khau do co quan c6 tham quyén cap.

- Giay chirng nhan chit luong 1SO 13485: Hang héa du thau phai dat tiéu chuan
ISO 13485 con hiéu luc.

- Ké khai gia: Nha thau c6 tai liéu chirng minh da thuc hién ké khai gia trang thiét
bi y té du thau



