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

1. Gi6i thiéu chung vé dy an/dy toin mua sim, géi thau
- Chii dau tu: Trung tim Y té khu vuc Vin Yén

- Tén ké hoach lua chon nha thiu: Mua sim hoa chét, sinh phém phuc vu cong
tac kham, chira bénh nam 2026 ctia Trung tim Y té khu vuc Vin Yén

- Tén gobi thau: Mua sim hoa chét, sinh phém phuc vu cong tac kham, chtra
bénh nim 2026 cta Trung tam Y té khu vuc Vin Yén

- Gia g6i thau: 4.332.306.366 VND

- Ngudn von: Nguon thu tir dich vu kham bénh, chira bénh va cac nguodn thu
hop phap khac cua don vi.

- Hinh thirc lya chon nha thau: Pau thau rong rii trong nudc qua mang (xét
thau theo timg phan)

- Phuong thure Iura chon nha thau: Mot giai doan, mot tai hd so

- Thoi gian t6 chtrc Iwra chon nha thau: 45 ngay

- Thoi gian bat dau to chirc lya chon nha thau: Thang 3/2026

- Loai hop dong: Hop dong theo don gia cb dinh

- Thoi gian thyc hién goi thau: 12 thang ké tir ngay hop dong c6 hiéu lyc
- Tuy chon mua thém: < 30%

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 phap luét hién hanh;

- Hang hoa méi 100%, dam bao han st dung tbi thiéu 06 thang dbi voi hang
hoa c¢6 han ding tir 02 nam tro 1én; 03 thang dbi véi hang héa co han dung tir 01 dén
02 nam; ¥ han dung d6i v6i hang hoa c¢6 han dung dudi 01 nim theo nha san xuat khi
ban giao hang hoa.

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



b) Yéu cau vé ky thuat

STT

Tén hang hoa

Théng s6 k§ thuit va cac tiéu chuin

(Nha thau co thé chao tiwong dwong hodc tot hon)

Phan 1. Héa chit sir d

ung cho may phan tich sinh hoa

11

Chét hiéu chuin chét
luong da nong do cac
x¢ét nghiém sinh hoa

* Str dung tuong thich cho may phan tich sinh héa AU 480; CS-
600B

« Thanh phan chinh t6i thiéu: Huyét thanh nguoi.

« Hiéu chuén t4i thiéu cac thong sd: ALT-Alanine
Aminotransferase (SGPT); Albumin; Alkaline Phosphatase; AST;
Bicarbonate - Carbon Dioxide; Bilirubin — Direct; Bilirubin —
Total; Calcium; Cholesterol; Creatine Kinase; Creatinine;
Glucose; y-Glutamyltransferase; Serum Iron; LDH; Magnesium;
Phosphorus; Protein-Total; Triglyceride; Urea (BUN); Uric Acid
« Pat tiéu chuan chat luong ISO 13485 hoic twong duong

1.2

Chat kiém chuédn chét
luong xét nghiém sinh
hoa

* Sur dung tuong thich cho may phan tich sinh hoéa AU 480; CS-
600B

« Thanh phan chinh t6i thiéu: Huyét thanh nguoi.

« Kiém soat chat luong tdi thiéu cac thong so: ALT-Alanine
Aminotransferase (SGPT); Albumin; Alkaline Phosphatase;
Amylase; AST; Bicarbonate - Carbon Dioxide; Bilirubin — Direct;
Bilirubin-Total; Calcium; Cholesterol-HDL; Cholesterol-LDL;
Cholesterol-Total; Creatine Kinase; Creatinine; Glucose; v-
Glutamyltransferase; Iron; UIBC; LDH; Lipase; Magnesium;
Phosphorus; Potassium; Protein-Total; Sodium; Triglyceride; Urea
Nitrogen; Uric Acid.

« Pat tiéu chuan chat lwong ISO 13485 hoic twong duong

1.3

Vit liéu kiém soét chat
luong xét nghiém
Hemoglobin Alc

* Sur dung tuong thich cho may phan tich sinh hoéa AU 480; CS-
600B

« Thanh phan chinh t6i thiéu: Hong cau ngudi

« Pat tiéu chuan chat luong ISO 13485 hoic twong duong

14

Chat hiéu chuan xét
nghiém HbA1C

* Sur dung tuong thich cho may phan tich sinh hoéa AU 480; CS-
600B

» Thanh phan chinh t6i thiéu: Chét hi¢u chuan huyét sac t6 Alc
dong kho di€u ché tir hong cau cua nguoi.

* Dat tiéu chuan chat lugng ISO 13485 hodc tuong duong




1.5

Vat liéu kiém soat chit
luong xét nghiém
ASO/ RF/ CRP

* St dung tuong thich cho may phan tich sinh héa AU 480; CS-
600B

» Thanh phan chinh t6i thiéu: Human serum; Sodium azide < 0.1%
* Pat ti€u chuan chat luong ISO 13485 hoac tuong duong

1.6

BO hiéu chuin chit
luong xét nghiém
CRP

* Sur dung tuong thich cho may phan tich sinh hdéa AU 480; CS-
600B

« Thanh phan chinh t6i thiéu: 150 mM Sodium Chloride; Human
CRP

« Pat tiéu chudn chét lugng ISO 13485 hoic twong duong

1.7

Hoéa chat xét nghiém
HbA1C

* Str dung tuong thich cho may phan tich sinh héa AU 480; CS-
600B

« Thanh phéan chinh tdi thiéu:

+ R1: Latex, buffer, stabilizer.

+ R2: Mouse anti-human HbAlc monoclonal antibody, goat anti-
mouse IgG polyclonal antibody, buffer, stabilizers.

« Dat tiéu chuén chét lugng ISO 13485 hoic tuong duong

1.8

Hoa chat xét nghiém
CRP

* Sur dung tuong thich cho may phan tich sinh hoéa AU 480; CS-
600B

« Thanh phan chinh t6i thiéu:

+ R1: Buffer pH 7.6 Tris (hydroxymetyl) aminometan

+ R2: Antiserum, Anti-human CRP goat antiserum, Tris
(hydroxymethyl) aminomethane

« Pat tiéu chuan chat lwong ISO 13485 hoic twong duong

1.9

Hoa chit xét nghiém
Direct Bilirubin

* Str dung tuong thich cho may phan tich sinh hoa AU 480; CS-
600B

« Thanh phan chinh t6i thiéu:

+ R1: Buffer (pH 1.20), EDTA-Na2, NaCl, Sulfamic acid.

+ R2: Buffer (pH 0.50 ), 2,4 dichlorophenyldiazonium salt, HCI,
EDTA-Na2.

« Pat tiéu chuan chat lwong ISO 13485 hoic twong duong

1.10

Hoa chit xét nghiém
Total Bilirubin

* Sur dyng tuong thich cho may phan tich sinh hoéa AU 480; CS-
600B

« Thanh phan chinh t6i thiéu:

+ R1: NaCL, HCL, surfactants

+ R2: HCI, 2,4 dichlorophenyldiazonium salt, surfactant

« Pat tiéu chuéan chit lwong ISO 13485 hodc twong duong

1.11

Hoa chit xét nghiém
Axit Uric

* Sur dung tuong thich cho may phan tich sinh hoéa AU 480; CS-
600B
« Thanh phan chinh tbi thiéu: DHBS, 4-aminoantipyrine,




peroxidase (botanical), uricase (microbial), stabilizers
« Pat tiéu chuén chit lwong ISO 13485 hodc twong duong

1.12

Hoéa chit xét nghiém
Albumin

* St dung tuong thich cho may phan tich sinh héa AU 480; CS-
600B

« Thanh phan chinh t6i thiéu: Acetate buffer (pH 4.2),
Bromocresol Green (BCG), surfactant.

* Dat tiéu chuan chat lugng ISO 13485 hodc tuong duong

1.13

Hoéa chat xét nghiém
Creatinine

* Str dung tuong thich cho may phan tich sinh héa AU 480; CS-
600B

« Thanh phéan chinh t4i thiéu:

+ R1: buffer (pH 7.5), creatine amidinohydrolase (microbial),
sarcosine

oxidase(microbial), N-ethyl-N sulfopropryl-m-toluidine, ascorbate
oxidase(botanical), stabilizers, surfactants

+ R2: Buffer (pH 7.5), Creatinine amidohydrolase (microbial), 4 -
aminoantipyrine, peroxidase (botanical), stabilizers, surfactants,
sodium azide.

« Dat tiéu chuén chét lugng ISO 13485 hoic tuong duong

1.14

Hoba chat xét nghiém
Glucose

* St dung tuong thich cho may phan tich sinh héa AU 480; CS-
600B

« Thanh phan chinh t6i thiéu: nicotinamide adenine
dinucleotide, adenosine triphosphate, magnesium, hexokinase
(yeast), glucose-6-phosphate dehydrogenase (microbial),
stabilizers

« Pat tiéu chuan chat luong ISO 13485 hoic twong duong

1.15

Hoa chit xét nghiém
Cholesterol

* Str dung tuong thich cho may phan tich sinh héa AU 480; CS-
600B

« Thanh phan chinh t6i thiéu: 0.5 mmol/L 4-

aminoantipyrine, p-hydroxybenzoic acid, cholesterol esterase
(mammalian and microbial), cholesterol oxidase (microbial),
peroxidase (botanical), surfactants, stabilizers.

« Pat tiéu chuan chat lwong ISO 13485 hoic twong duong

1.16

Hoba chat xét nghiém
HDL Cholesterol

* Sur dung tuong thich cho may phan tich sinh hoéa AU 480; CS-
600B

« Thanh phan chinh t6i thiéu:

+ R1: N, N-bis (4-sulfobutyl)-m-toluidine disodium (DSBmT),
Cholesterol oxidase (microbial origin), Peroxidase

+ R2: 4-Aminoantipyrine, Cholesterol esterase, Surfactant

« Pat tiéu chuén chat lugng ISO 13485 hoic twong duong

1.17

Hoéa chit xét nghiém
LDL Cholesterol

* Str dung tuwong thich cho may phan tich sinh hoa AU 480; CS-
600B




« Thanh phan chinh t6i thiéu:

+ R1: 4-Aminoantipyrin, Cholesterol oxidase, Cholesterol
esterase, Peroxidase, Detergent 1, Good’s buffer (pH 6.3)

+ R2: N,N-bis-(4-sulfobutyl)- m-toluidine disodium (DSBmT),
Detergent 2, Good’s buffer (pH 6.3)

« Pat tiéu chuén chit lwong ISO 13485 hodc twong duong

1.18

Hoa chit xét nghiém
Triglyceride

* St dung tuong thich cho may phan tich sinh héa AU 480; CS-
600B

« Thanh phan chinh t5i thiéu: 4-aminoantipyrine, adenosine
triphosphate, p-chlorophenol, glycerol phosphate oxidase
(microbial), lipoprotein lipase (microbial), peroxidase
(botanical), glycerol kinase (microbial), stabilizers.

« Pat tiéu chuan chat luong ISO 13485 hoic twong duong

1.19

Hoa chat xét nghiém
Urea

* Sur dung tuong thich cho may phan tich sinh hoéa AU 480; CS-
600B

« Thanh phan chinh t6i thiéu: Buffer (pH 8.0 at 25°C), 2-
oxoglutarate, ADP, GLDH (mammalian), Urease (botanical),
NADH analog, stabilizers

* Dat ti€u chuan chat lugng ISO 13485 hoac tuong duong

1.20

Hoa chat xét nghiém
men gan  (ALT/
SGPT)

* Sur dung tuong thich cho may phan tich sinh hoéa AU 480; CS-
600B

« Thanh phéan chinh tdi thiéu:

+ R1: Buffer (pH 7.55), L-alanine, lactate dehydrogenase
(microbial)

+ R2: 2-oxoglutarate, NADH

« Pat tiéu chudn chét lugng ISO 13485 hoic twong duong

1.21

Hoa chit xét nghiém
men gan  (AST/
SGOT)

* Sur dyng tuong thich cho may phan tich sinh hoéa AU 480; CS-
600B

« Thanh phan chinh t6i thiéu:

+ R1: TRIS buffer (pH 8.0), L-aspartate, MDH (microbial),
lactate dehydrogenase (microbial)

+ R2: 2-oxoglutarate, NADH

« Pat tiéu chuédn chét lugng ISO 13485 hoic twong duong

1.22

Hoa chit xét nghiém
Gamma GT

* Str dung tuong thich cho may phan tich sinh hdéa AU 480; CS-
600B

« Thanh phan chinh t6i thiéu:

+ R1: buffer (pH 8.2), glycylglycine

+ R2: buffer (pH 6.0 at 25°C), L-y-glutamyl-3-carboxy-4-
nitroanilide (Glupa-C), stabilizer.

« Pat tiéu chuan chit lwong ISO 13485 hoic twong duong




Hoa chit xét nghiém

* Sur dung tuong thich cho may phan tich sinh hoéa AU 480; CS-
600B
« Thanh phan chinh t6i thiéu: 2-Chloro-4-Nitrophenyl-a-D-

1.23 Amylase Maltotrioside (CNPG3), Sodium Chloride, Calcium Acetate 6
mM, Potassium Thiocyanate, Sodium Azide, Buffer: pH 6.0
* Pat ti€u chuan chat luong ISO 13485 hoac tuong duong
) * St dung tuong thich cho may phan tich sinh héa AU 480; CS-
194 Hoéa chat xét nghiém | 600B . , i
' Canxium * Thanh phan 9hinh,t6i thiéu: Arsenazo Ill, buffer, surfactant
* Pat ti€u chuan chat luong ISO 13485 hoac tuong duong
* St dung tuong thich cho may phan tich sinh héa AU 480; CS-
600B ‘ ’ ,
) * Thanh phan chinh t6i thiéu:
195 Hoa chat xét nghiém | + R1: Acetate buffer pH 4.50, thiourea, guanidine hydrochloride,
' Sat surfactant.
+ R2A: Ferrozine
+ R2B: Sodium ascorbate
* Dat ti€u chuan chat lugng ISO 13485 hoac tuong duong
* St dung tuong thich cho may phan tich sinh héa AU 480; CS-
Hoéa chit xét nghiém 6008 3 X :
1.26 ghie  Thanh phan chinh t6i thiéu: Good’s buffer 1 M, NAD, ADH ,
Ethanol .
stabilizers ’
* Pat ti€u chuan chat lugng ISO 13485 hoac tuong duong
) i | * Str dung tuong thich cho may phan tich sinh hoa AU 480; CS-
127 Chat hiéu chuan chat | 600B o ) )
' luong Ethanol * Su dung dé kiém soat chat luong thudc thir Ethanol
* Dat tiéu chuan chat lugng ISO 13485 hodc tuong duong
Dung dich khir Khuan éggBdung tuong thich cho may phan tich sinh héa AU 480; CS-
1.28 Eugéglusﬁliiiay Xl . Thanh phan chinh ti thiéu: HCOONa; Surfactant; Bacteriostat
ghie * Dat tiéu chuan chat lugng ISO 13485 hodc tuong duong
Dung dich rira kidm ég(l)rBdung tuong thich cho may phan tich sinh héa AU 480; CS-
1.29 Si‘;‘;]gh?;y Xt nghiem | 'py 2 phin chinh t5i thiéu: NaOH; Sufactant
* Dat tiéu chuan chat lugng ISO 13485 hodc tuong duong
130 Bong den sir dung cho | » Stir dung tuong thich cho may phan tich sinh héa AU 480

may sinh hoa tu dong

« Pat tiéu chuédn chét lugng ISO 13485 hoic twong duong




Bong deén sur dung cho

* St dung tuong thich cho may phan tich sinh héa CS-600B

13l may sinh hoa tur dong | » Pat tiéu chuan chat lvong ISO 13485 hodc twong duong
* St dung tuong thich cho may phan tich sinh héa AU 480; CS-
132 Cuvette may sinh héa | 600B
' tu dong * B 6 thanh i )
* Pat ti€u chuan chat luong ISO 13485 hoac tuong duong
L3 Cé,c dung mau bénh égcl)rBdung tuwong thich cho may phan tich sinh héa AU 480; CS-
pham mdy sinh hoa | "5y s chudn chét rong ISO 13485 hodc twong dirong
L Day hit miu va hoa ég(;rBdung teong thich cho may phan tich sinh hoa AU 480; CS-
chat may sinh héa « Pat tiéu chuan chat luong ISO 13485 hoic twong duong
. A . | *» Str dung twong thich cho may phan tich nudc tiéu Urostar 100
Que xét nghiém cac . ST v S A . )
\ Ao . | * Xét nghiém t0i thi€u cac thanh phan: Specific Gravity,
thanh phan sinh hoa .- . -
1.35 o R A Leucocytes, Nitrite, pH, Protein, Glucose, Ketones, Urobilinogen,
nudce tieu > 10 thong | S \:
% Bilirubin, Blopd )
* Dat ti€u chuan chat lugng ISO 13485 hoac tuong duong
Il | Phin 2. Héa chit sit dung cho may xét nghiém dién giai
* St dung tuong thich va str dung dugc cho may xét nghiém di¢n
giai ISE5000 ) i
) » Thanh phan chinh t6i thiéu:
Thudc thur xét nghiém | + Dung dich A: Potassium chloride, Sodium chloride, Sodium salt,
2.1 a g . . .
dién giai 5 thong so Calcium chloride, Water
+ Dung dich B: Potassium chloride, Sodium chloride, Sodium
salt, Calcium chloride, Water
* Pat ti€u chuan chat luong ISO 13485 hoac tuong duong
7 * St dung tuong thich va str dung dugc cho may xét nghiém dién
Dung dich kiém tra | giai ISE5000 ) i
2.2 | may xét nghiém dién | « Thanh phan chinh to6i thiéu: Potassium chloride, Sodium
giai chloride, Sodium salt, Calcium chloride, Water
* Dat tiéu chuan chat lugng ISO 13485 hodc tuong duong
Dung dich rira tuin . Su dung tuong thich va st dung dugc cho may xét nghi¢m dién
L n .~ | gia1 ISE5S000
2.3 | may xét nghiém dién

giai

» Thanh phan chinh t6i thiéu: Sodium hypochlorite solution, Water
* Dat tiéu chuan chat lugng ISO 13485 hodc tuong duong




Dung dich rta ngay

* St dung tuong thich va stir dung dugc cho may xét nghiém dién
giai ISE5000

2.4 | may xét nghiém dién | » Thanh phan chinh téi thiéu: Sodium benzoate, Methylene blue,
giai Water o
* Dat tiéu chuan chat lugng ISO 13485 hodc tuong duong
Dien cuc tham chiéu | Str dung tuong thich va st dung dugc cho may xét nghi¢m dién
AR | glal ISES000 ’ »
2.5 n}a}iy xét nghiém dién | | Thanh phan chinh toi thicu: Potassium chloride, Water
gla « Dat tiéu chuén chét luong ISO 13485 hoic tvong duong
* Str dung tuong thich va sir dung dugc cho may xét nghiém dién
n . giai ISE5000 ) i
2.6 | Bién cyc Calcium * Thanh phan chinh t6i thiéu: Calcium chloride, Water
* Dat tiéu chuan chat lugng ISO 13485 hodc tuong duong
* St dung tuong thich va str dung dugc cho may xét nghiém dién
n giai ISE5000 ’ ,
2.0 | Dign cye Cl « Thanh phan chinh i thiéu: Sodium fluorite, Water
* Dat ti€u chuan chat lugng ISO 13485 hoac tuong duong
* St dung tuong thich va str dung dugc cho may xét nghiém dién
n . giai ISE5000 ’ 7
28 | Bien cye Kali « Thanh phén chinh t5i thiéu: Potassium chloride, Water
* Dat tiéu chuan chat lugng ISO 13485 hodc tuong duong
* Str dung tuong thich va str dung dugc cho may xét nghiém dién
A giai ISE5000 ’ i
29 | bien cye pH » Thanh phén chinh t5i thiéu: Sodium fluorite, Water
* Dat tiéu chuan chat lugng ISO 13485 hodc tuong duong
Dung dich nap bd | » Sir dung tuong thich va sir dung duoc cho may xét nghiém dién
210 | Sung dién cyc tham | giai ISESOQO ’ i
' chicu may xét nghiém | « Thanh phén chinh t6i thieu: Potassium chloride, Water
dién giai * Dat tiéu chuan ISO 13485 hoac tuong duong
Dung dich nap bé * Str dung tuong thich va str dung dugc cho may xét nghiém dién
Ceea giai ISE5000 ) i
2.11 SN“;’/%I | Hdlen ¢ | + Thanh phan chinh t6i thiéu: Sodium chloride, Water
P « Pat tiéu chuin ISO 13485 hoic tuong duong
| * Str dung twong thich va stir dung dugc cho may xét nghiém dién
212 Dung dich nap bd | giai ISE5000

sung dién cuc Canxi

» Thanh phan chinh t5i thiéu: Calcium chloride, Water
* Dat tiéu chuan ISO 13485 hodc tuong duong




2.13

Dung dich nap bd
sung dién cyc Kali

* St dung tuong thich va str dung dugc cho may xét nghiém dién
giai ISE5000

« Thanh phan chinh t6i thiéu: Potassium chloride, Water

« Pat tiéu chuan ISO 13485 hodc twong duong

2.14

Day hit mau va hoa
chat may xét nghi¢m
dién gidi

* Su dung tuong thich cho may phén tich dién giai ISE5000
* Pat ti€u chuan chat luong ISO 13485 hoac tuong duong

Phan 3. Héa chit sir d

ung cho may xét nghiém dong mau

3.1

Thubc thir xét nghiém
Fibrinogen

* St dung tuong thich voi may xét nghiém dong mau CA600
* Thanh phan chinh t6i thi€u: Bovine thrombin,stabilisers
* Dat ti€u chuan chat lugng ISO 13485 hoac tuong duong

3.2

Dung dich pha lodng
mau lam xét nghiém
Fibrinogen

* St dung tuong thich vdi may xét nghiém dong mau CA600

« Thanh phan chinh t6i thiéu: Barbital, sodium chloride, sodium
azide; pH 7.2-7.6.

« Dat tiéu chuén chét lugng ISO 13485 hoic tuong duong

3.3

Thudc thr xéc
thoi gian dong
(Prothrombin)

dinh
mau

* St dung tuong thich vdi may xét nghiém dong mau CA600

« Thanh phan chinh t6i thiéu: Thromboplastin from rabbit brain,
calcium ions, sodium azide

« Dat tiéu chuén chét lugng ISO 13485 hoic tuong duong

3.4

Thubc thir xéac
thoi
Thromboplastin
phan dugc kich
(APTT)

dinh
gian
tung
hoat

* St dung tuong thich véi may xét nghiém dong mau CA600

« Thanh phan chinh t6i thiéu: ellagic acid , phospholipids extracted
from dehydrated rabbit brain, buffers, stabilisers, phenol.

« Pat tiéu chuan chat luong ISO 13485 hoic twong duong

3.5

Dung dich pha loang
mau  xét  nghiém
APTT

* Su dung tuong thich vo1 may xét nghiém dong mau CA600
* Thanh phan chinh t6i thi€u: Solution of calcium chloride.
* Dat tiéu chuan chat lugng ISO 13485 hodc tuong duong

3.6

Chat hiéu chuin xac
dinh cac yéu t6 dong
mau

* Su dung tuong thich voi may xet nghiém dong mau CA600

« Thanh phan chinh t6i thiéu: Diéu ché tir mot bé plasma dong
lanh ttr nguoi khoé manh dugc dém va dong kho dé dam bao sy 6n
dinh cua tit ca cac thanh phan trong huyét tuong.

« Pat tiéu chuan chit lwong ISO 13485 hoic twong duong

3.7

Chat kiém soat chét
lugng xét nghiém
dong mau murc thap

* Su dung tuong thich vo1 may xét nghiém dong mau CA600

* Thanh phan chinh t6i thiéu: Huyét twong dong kho, dugc diéu
ché tir huyét twong ctia nguoi binh thuong.

« Pat tiéu chuan chit lwong ISO 13485 hoic twong duong




3.8

Chét kiém soat chat
luong xét nghiém
dong mau muc cao

* St dung tuong thich vdi may xét nghi¢m dong mau CA600

« Thanh phan chinh t6i thiéu: Huyét twong dong kho, duoc diéu
ché tir huyét twong ctia nguoi binh thuong.

« Pat tiéu chuén chit lwong ISO 13485 hodc twong duong

3.9

Dung dich lam sach
thuong quy kim hut
mau mdy xét nghiém
dong mau

* Su dung tuong thich véi may dong mau CA600
* Thanh phan chinh t6i thiéu: NaClO, NaOH, Surfactant
* Dat tiéu chuan chat lugng ISO 13485 hodc tuong duong

3.10

Dung dich rtra kim hut
mau may xét nghiém
doéng mau

* Su dung tuong thich véi may dong mau CA600
* Thanh phan chinh t6i thiéu: HCI, NaOH, Surfactant
* Dat tiéu chuan chat lugng ISO 13485 hodc tuong duong

3.11

Cuvet may xét nghi¢ém
dong mau

* Su dung tuong thich véi may dong mau CA600
* Dat ti€u chuan chat lugng ISO 13485 hoac twong duong

Phin 4. Hoa chét sir d

ung cho may xét nghiém huyét hoc

4.1

Thube thur ly gidi hong
cau may xet nghiém
huyét hoc

« Sir dung tuong thich cho may xét nghiém huyét hoc XP-100
« Thanh phan chinh t4i thiéu: Quaternary Ammonium Salt,
Anhydrous Sodium Sulphate, KCI, Buffers, Stabilizers

« Pat tiéu chuan chat luong ISO 13485 hoic twong duong

4.2

Dung dich pha loang
mau bénh pham may
x€t nghiém huyét hoc

« Sir dung tuong thich cho may xét nghiém huyét hoc XP-100

« Thanh phan chinh tbi thiéu: NaCl, Buffer, AntiMicrobial Agent,
Boric Acid, Stabilizers

« Pat tiéu chuan chat luong ISO 13485 hoic twong duong

4.3

Dung dich rtra kim hut
mau, dng hut va budng
do may xét nghiém
huyét hoc

« Sir dung tuong thich cho may xét nghiém huyét hoc XP-100

« Thanh phan chinh t6i thiéu: Sodium Hypochloride, Sufurctant,
NaOH

« Pat tiéu chuan chat luong ISO 13485 hoic twong duong

4.4

Chat kiém  chuéan
huyét hoc muc thip
méy xét nghiém huyét
hoc

* Su dung tuong thich cho may xét nghiém huyét hoc XP-100

* Thanh phan chinh tdi thleu Hong cau nguoi va dong vat c6 v,
bach cau mé phong va tiéu cau moé phong.

« Pat tiéu chuan chit lwong ISO 13485 hodc twong duong

4.5

Chat kiém chuén
huyét hoc muc binh
thuong may  xét
nghiém huyét hoc

* Su dung tuong thich cho may xét nghiém huyét hoc XP-100

* Thanh phan chinh tdi th1eu Hong cau nguoi va dong vat c6 v,
bach cau md phong va tiéu cau mé phong.

« Pat tiéu chuan chit lwong ISO 13485 hoic twong duong

4.6

Chat kiém chuan
huyét hoc muc cao

* Su dung tuong thich cho may xét nghiém huyét hoc XP-100
« Thanh phan chinh t4i thiéu: Hong cau ngudi va dong vat co vu,




may xét nghiém huyét
hoc

bach cau mo phong va tiéu cau md phong.
* Pat ti€u chuan chat luong ISO 13485 hoac tuong duong

4.7

Thube thir ly giai hong
cau may xét nghiém
huyét hoc

* Su dung tuong thich cho may xét nghiém huyét hoc MEK 6510K
« Thanh phéan chinh t6i thiéu: Quaternary Ammonium Salt,

Sodium Lauryl Sulfate, NaCl, Buffers, Stabilizers

« Pat tiéu chuén chit lwong ISO 13485 hoic twong dwong

4.8

Dung dich pha lodng
mau bénh pham may
xét nghiém huyét hoc

« Sir dung tuong thich cho may xét nghiém huyét hoc MEK 6510K
« Thanh phan chinh t6i thiéu: NaCl, Anti-Microbial Agent,
Buffers, Boric Acid, Stabilizers

« Pat tiéu chuén chit lwong ISO 13485 hodc twong duong

4.9

Dung dich rora may
thuong quy may xét
nghiém huyét hoc

* St dung tuong thich cho may xét nghiém huyét hoc Mek 6510K
» Thanh phén:»Sodigm Sulphate, PB Buffer, NaCl, Sufurctant
* Dat ti€u chuan chat lugng ISO 13485 hoac tuong duong

4.10

Chdt kiém chuan
huyét hoc muc thip
may xét nghiém huyét
hoc

* Su dung tuong thich cho may xét nghiém huyét hoc Mek 6510K
* Thanh phan chinh t6i thleu Hong cau nguoi va dong vat co vu,
bach cau mo phong va tiéu cdu mé phong.

« Dat tiéu chuén chét lugng ISO 13485 hoic tuong duong

411

Chdt kiém chuan
huyét hoc muc binh
thwong may  xét
nghiém huyét hoc

* Su dung tuong thich cho may xét nghiém huyét hoc Mek 6510K
* Thanh phan chinh t6i thleu Hong cau nguoi va dong vat co vu,
bach cau mo phong va tiéu ciu mé phong.

« Pat tiéu chuédn chét lugng ISO 13485 hoic twong duong

4.12

Chét kiém chuan
huyét hoc mirc cao
may xét nghiém huyét
hoc

* Su dung tuong thich cho may xét nghiém huyét hoc Mek 6510K
* Thanh phan chinh t6i thleu Hong cau nguoi va dong vat co v,
bach cau mo phong va tiéu cdu mo phong.

« Pat tiéu chuédn chét lugng ISO 13485 hoic twong duong

4.13

Day hat mau va hoa
chat may xét nghiém
huyét hoc

* Su dung tuong thich cho may phan tich huyét hoc Mek 6510K
* Dat tiéu chuan chat lugng ISO 13485 hodc tuong duong

4.14

Thube thir ly giai pha
v& hong cAu mau dé
dém s6 luong té bao
bach cdu may xét
nghiém huyét hoc

« Sir dung twong thich cho may xét nghiém huyét hoc Maccura
F580

« Thanh phan chinh t5i thiéu: Dodecyl trimethyl ammonium
chloride (DTAC); 4-(2-Hydroxyethyl)-1-piperazineethanesulfonic
acid (HEPES) )

* Pat ti€u chuan chat luong ISO 13485 hoac tuong duong

4.15

Thubc thi ly giai pha
v hong cAu méu de
dinh luong huyét sic

« Sir dung tuong thich cho may xét nghiém huyét hoc Maccura
F580
« Thanh phan chinh t5i thiéu: Dodecyl trimethyl ammonium




t6 may xét nghiém
huyét hoc

chloride (DTAC); Hydrochloric acid
* Pat ti€u chuan chat luong ISO 13485 hoac tuong duong

4.16

Thudc nhuém té bao
dung dé do té bao bach
cau may xét nghiém
huyét hoc

« Sir dung twong thich cho may xét nghiém huyét hoc Maccura
F580

« Thanh phan chinh t6i thiéu: Fluorescent dye

« Pat tiéu chuén chit lwong ISO 13485 hodc twong duong

4.17

Dung dich rira may
dinh ky may xét
nghi¢ém huyét hoc

« Sir dung twong thich cho may xét nghiém huyét hoc Maccura
F580

« Thanh phan chinh tbi thiéu: Sodium hypochlorite

« Pat tiéu chuén chit lwong ISO 13485 hodc twong duong

4.18

Dung dich pha loang
mau may xet nghiém
huyét hoc

« Sir dung tuong thich cho may xét nghiém huyét hoc Maccura
F580

» Thanh phan chinh t6i thiéu: Boric acid; Sodium chloride

* Dat tiéu chuan chat lugng ISO 13485 hodc tuong duong

4.19

Vit liéu kiém soat chat
luong cac thong s6 xét
nghiém huyét hoc
murc thap

« Sir dung tuong thich cho may xét nghiém huyét hoc Maccura
F580

« Thanh phan chinh t6i thiéu: Mau dong vat

« Pat tiéu chuan chat luong ISO 13485 hoic twong duong

4.20

Vit liéu kiém soat chat
luong cac thong s6 xét
nghiém huyét hoc
muc trung binh

« Sir dung tuong thich cho may xét nghiém huyét hoc Maccura
F580

« Thanh phan chinh t6i thiéu: Mau dong vat

« Pat tiéu chuan chat luong ISO 13485 hoic twong duong

421

Vat liéu kiém soat chat
luong cac thong sb xét
nghiém huyét hoc
muc cao

« Sir dung tuong thich cho may xét nghiém huyét hoc Maccura
F580

« Thanh phan chinh t6i thiéu: Mau dong vat

« Pat tiéu chuan chat lwong ISO 13485 hoic twong duong

Phin 5. Héa chit sir dung cho may xét nghiém mién dich

5.1

Bo thubc thir mién
dich xac dinh dinh
luong Thyroid
Stimulating Hormone
(TSH) trong huyét
thanh hodc  huyét
twong

« Str dung tuong thich cho mdy xét nghiém mién dich Maccura
11000

« Thanh phan chinh t4i thiéu: Bao gdm R1, R2, va 2 lo hiéu chuan
Call, Cal2.

R1: Mouse anti-TSH monoclonal antibody; Magnetic
microparticles

R2: TSH monoclonal antibody (mouse) labeled with acridinium
ester

Call: TSH recombinant antigen

Cal2: TSH recombinant antigen

« Pat tiéu chuan chat lwong ISO 13485 hoic twong duong




Bo thudc thir mién
dich xac dinh dinh
luong Total

« Sir dung twong thich cho may xét nghiém mién dich Maccura
11000

. Thélnh phﬁn chinh tdi thiéu: Bao gém R1,R2, R3 va2lohiéu
chuan Call, Cal2.

R1: Mouse anti-T3 monoclonal antibody; Magnetic microparticles.

52 ;r,;!l',g?()t?(:gnmehu & R2: T3 labeled with acridinium ester.
thanh hoécg huyét R3: Buffer contained dissociating agent
fron : Y| calt; Triiodothyronine
& Cal2: Triiodothyronine
* Pat ti€u chuan chat luong ISO 13485 hoac tuong duong
« Str dung tuwong thich cho méy xét nghiém mién dich Maccura
11000
B6 thube fhir midy | * Thanh phan chinh tdi thiéu: Bao gdbm R1, R2, R3, va 2 lo hiéu
dich xéc dinh dinh | Shuan Call, Cal2. tonal antibodv. .
luong Free Thyroxine R;. Mous_e anti-T4 monoclonal antibody; Magnetic
5.3 (FT4) trone . huvét microparticles.
Gl hoas povge | R2: T3 labeled with acridinium ester.
fwon : Y | R3: Tris Buffer
& Call: Thyroxine antigen
Cal2: Thyroxine antigen
* Dat tiéu chuan chat lugng ISO 13485 hodc tuong duong
« Str dung twong thich cho may xét nghiém mién dich Maccura
11000
Bé thude thit midn | Thanh phﬁn chinh t6i thiéu: Bao g(‘A)m R1, R2, va 2 lo hiéu chuan
dich xéc dinh dinh | CAL C&I2 oral antibody: .
lugng alpha R;. Mous_e anti-AFP monoclonal antibody; Magnetic
54 fetonrotein (AFP) microparticles
trong huyét thanh R2: Mouse anti-AFP monoclonal antibody labeled with acridinium
< X ester.
hodc huyet twong. Call: AFP, New bovine serum
Cal2: AFP, New bovine serum
* Dat tiéu chuan chat lugng ISO 13485 hodc tuong duong
« Str dung tuong thich cho méy xét nghiém mién dich Maccura
11000
Bo thubc thir mién | « Thanh phan chinh t6i thiéu: Bao gdbm R1, R2, va 2 1o hiéu chuan
dich xac dinh dinh | Call, Cal2.
lugng khang nguyén | R1: Mouse anti-CEA monoclonal antibody; Magnetic
5.5 | Carcinoembryonic microparticles

(CEA) trong huyét
thanh  hodc huyét
tuong.

R2: Mouse anti-CEA monoclonal antibody labeled with
acridinium ester

Call: CEA, New bovine serum

Cal2: CEA, New bovine serum

« Pat tiéu chuan chat lwong ISO 13485 hoic twong duong




Bo thudc tht mién
dich xac dinh dinh

« Str dung tuwong thich cho may xét nghiém mién dich Maccura
11000

» Thanh phﬁn chinh t6i thiéu: Bao gém R1, R2, va 2 lo hiéu chuan
Cal1, Cal2.

R1: Mouse anti-PSA monoclonal antibody; Magnetic

56 |lugng t-PSA trong | microparticles.
huyé;t thanh  hoac | R2: Mouse anti-PSA monoclonal antibody labeled with acridinium
huyét tuong. ester
Call: PSA, Bovine serum albumin
Cal2: PSA, Bovine serum albumin
* Dat tiéu chuan chat lugng ISO 13485 hodc tuong duong
« Str dung twong thich cho may xét nghiém mién dich Maccura
11000
Bo thubc thir midn * Thanh phan chinh t6i thi€éu: Bao gobm R1, R2, va 2 lo hiéu chuan
dich xéc dinh dinh | CAL CaI2
: . . | R1: Mouse anti-CA 125 monoclonal antibody; Magnetic
luong khang nguyén | . .
5.7 ung th 125 (CA 125) microparticles
g X R2: Mouse anti-CA 125 monoclonal antibody labeled with
trong huyét thanh idini
hodic huyét fwong acriainium ester _ _
‘ ' Call: CA 125, Bovine serum albumin
Cal2: CA 125, Bovine serum albumin
* Dat ti€u chuan chat lugng ISO 13485 hoac tuong duong
« Str dung tuong thich cho mdy xét nghiém mién dich Maccura
11000
Bo thuc thir mién * Thanh phan chinh t61 thi€u: Bao gobm R1, R2, va 2 lg hi¢u chuan
dich xdc dinh dinh | AL CA2 . .
' L . | R1: Mouse anti-CA 15-3 monoclonal antibody; magnetic
luong khang nguyén | . .
5.8 ung thr 15-3 (CA 15- microparticles
g 2 R2: Mouse anti-CA 15-3 monoclonal antibody labeled with
3) trong huyét thanh L
hodc huvét fron acridinium ester
a fuy & Call: CA 15-3, Casein
Cal2: CA 15-3, Casein
* Pat ti€u chuan chat lugng ISO 13485 hoac tuong duong
« Stir dung twong thich cho may xét nghiém mién dich Maccura
Bo thubc thir mién 11000 X L \ . .
dich x4c dinh dinh | ¢ Thanh phén chinh t6i thi€u: Bao gobm R1, R2, va 2 lo hi¢u chuéan
59 lu:o’ng khéng nguyén Call, Cal2.

ung thu 19-9 (CA 19-
9) trong huyét thanh
hodc huyét tuong.

R1: Mouse anti-CA 19-9 monoclonal antibody; Magnetic
microparticles

R2: Mouse anti-CA 19-9 monoclonal antibody labeled with
acridinium ester

Call: CA 19-9, Bovine serum albumin




Cal2: CA 19-9, Bovine serum albumin
* Pat ti€u chuan chat luong ISO 13485 hoac tuong duong

Bo thuéc thtt mién
dich xac dinh dinh
luong khang nguyén

« Str dung tuwong thich cho méy xét nghiém mién dich Maccura
11000

» Thanh phﬁn chinh t6i thiéu: Bao gém R1, R2, va 2 lo hiéu chuan
Cal1, Cal2.

R1: Mouse anti-CA 72-4 monoclonal antibody coated magnetic

5.10 | Carbohydrate  72-4 | microparticles
(CA 72-4) trong huyét | R2: Acridinium ester labeled Mouse anti-CA 72-4 monoclonal
thanh  hodc  huyét | antibody
tuong. Cal 1: CA 72-4, Bovine serum albumin
Cal 2: CA 72-4, Bovine serum albumin
« Pat tiéu chuan chat luong ISO 13485 hoic twong duong
« Str dung twong thich cho may xét nghiém mién dich Maccura
B6 thudc thir mién 11000 ) Y 3
. , . . * Thanh phan chinh t6i thiéu: Bao gobm R1, R2, R3, va 2 lg Call,
dich xac dinh dinh Cal2
gﬁéﬁoniﬁa Human R1: Mouse anti-B-HCG monoclonal antibody; Magnetic
511 Gonadotropin - microparticles
%, | R2: AE labelled anti-B-HCG monoclonal antibody (mouse)
HCG)  trong - huyet R3: Phosphate buffer
thanh  hodc  huyeét X phate .
fong : Call: Recombinant B-HCG antigen
Cal2: Recombinant B-HCG antigen
« Pat tiéu chudn chét lugng ISO 13485 hoic twong duong
« Str dung tuong thich cho mday xét nghiém mién dich Maccura
11000
Bo thubc thir midn || Thanh phén chinh téi thiéu: Bao gdm R1, R2, va 2 1o hiéu chuan
dich xéc dinh dinh | AL CAI2 . _
: oL R1: Mouse anti-CYFRAZ21-1 monoclonal antibody (mice);
luong Cytokeratin 19 o .
5.12 (CYFRA21-1) trong Magnetic mlcrppartlcles _ _
x .2 | R2: Mouse anti-CYFRA21-1 monoclonal antibody (mice) labelled
huyft thanh  hoac with AE
huyét tuong. Call: CYFRAZ21-1, Bovine serum albumin
Cal2: CYFRAZ21-1, Bovine serum albumin
« Pat tiéu chuan chit lwong ISO 13485 hoic twong duong
Vit liéu kiém soét chat | « St dung tuong thich cho méy xét nghiém mién dich Maccura
lugng da xét nghiém | 11000
5.13 | dung trong xét nghiém | « Thanh phan chinh téi thiéu: Huyét thanh nguoi chira chat phan
mién dich (CIM) mirc | tich mién dich, Sucrose
1 « Pat tiéu chudn chét lugng ISO 13485 hoic twong duong
514 | Vatliéu kiém soét chat | « St dung tuong thich cho may xét nghiém mién dich Maccura

lugng da xét nghiém

11000




dung trong xét nghiém
mién dich (CIM) muc
2

« Thanh phan chinh t6i thiéu: Huyét thanh nguoi chira chat phan
tich mién dich_y, Sucyose
* Dat tiéu chuan chat lugng ISO 13485 hodc tuong duong

5.15

Dung dich rtta dém
(WS) dung cho may
xét nghi€ém mién dich

« Str dung tuong thich cho may xét nghiém mién dich Maccura
11000

« Thanh phén chinh t5i thiéu: Alkaline solution

« Pat tiéu chudn chét lugng ISO 13485 hoic twong duong

5.16

Dung dich dém co
chat (Substrate
Buffer) dung cho may
xét nghiém mién dich

« Str dung tuong thich cho may xét nghiém mién dich Maccura
11000

« Thanh phéan chinh t4i thiéu:

A: H202; Nitric acid

B: NaOH; Surfactant

« Pat tiéu chuan chat luong ISO 13485 hoic twong duong

5.17

Dung dich roa dém
(Wash Buffer) dung
cho may xét nghiém
mién dich

« Str dung tuwong thich cho may xét nghiém mién dich Maccura
11000

« Thanh phan chinh t6i thiéu: Buffer; Surfactant

« Dat tiéu chuén chét lugng ISO 13485 hoic tuong duong

5.18

Cuvet phan ng su
dung cho may xét
nghiém mién dich

« Str dung tuwong thich cho may xét nghiém mién dich Maccura
11000 7 ’
* Dat tiéu chuan chat lugng ISO 13485 hodc tuong duong

5.19

Vat liéu kiém soat chat
lugng xét nghiém dau
an ung thu muc 2

« Str dung twong thich cho may xét nghiém mién dich Maccura
11000

« Thanh phan chinh t4i thiéu: Alpha-fetoprotein;
Carcinoembryonic antigen; Cancer antigen 125; Cancer antigen
15-3; Cancer antigen 19-9; Prostate Specific Antigen; Bovine
serum albumin

« Pat tiéu chuédn chét lugng ISO 13485 hoic twong duong

5.20

Vat liéu kiem soat chat
luong xét nghiém dau
an ung thu muc 3

« Str dung tuong thich cho mdy xét nghiém mién dich Maccura
11000

« Thanh phan chinh t4i thiéu: Alpha-fetoprotein;
Carcinoembryonic antigen; Cancer antigen 125; Cancer antigen
15-3; Cancer antigen 19-9; Prostate Specific Antigen; Bovine
serum albumin

« Pat tiéu chuan chit lwong ISO 13485 hodc twong duong

VI

Phén 6. Sinh ph‘flm y té

6.1

Test nhanh thur duong
huyét mao mach 1

Str dung tuong thich cho may Test nhanh dudng huyét mao mach
ACCU-CHEK Active; Dat ti€u chuan ISO 13485:2016 hoac tuong
duong




Test nhanh thtr duong

St dung tuong thich cho may Test nhanh dudng huyét mao mach

6.2 J Accu- chek Instant; Pat tiéu chuan ISO 13485:2016 hoic twong
huyét mao mach 2
duong
Do nhay: > 99.78% voi mau huyét tuong, > 99.84% voi mau huy~ét
2 .| thanh, >99.01% v&i mau mau toan phan tinh mach, 100% véi mau
Test nhanh chan doan A A A ae  1ia 0 X £
6.3 HIV thé hé 3 mau toan phan mao mglch. b dac hiéu: IQO% vO1 mau huyét
j tuong va mau toan phan, > 99.92% v6i mau huyet thanh; Pat tiéu
chuan ISO 13485 hoac tuong duong
Xét nghiém mién dich theo nguyén ly dong chay mét chidu dé
Test nhanh phat hién phat hién ddng thoi khang thé (IgG, IgM va IgA) khang HIV-1
6.4 Khéne the HIV (g6m tuyp phu O) va HIV-2 trong huyét thanh, huyét twong, mau
& toan phan ciia nguoi; D6 nhay tuong quan: 100%, Do dac hiéu
twong quan: > 99%; Pat ti€u chuan ISO 13485 hoac twong duong
Test nhanh phat hién Xvet nghlﬁl?‘ micn dich sac ky nhKaHh de phat }A}len cac kheing tl}e
. 21102 . ddc hi¢u do1 vé1 HCVtrong huyét thanh, huyét trong hodac mau
6.5 | khang thé khang virus . \ Si- D8 nhav 1Am sana: > %: Db dac hiau 13
viém gan C toan phan nguoi; Po n ay lam sang: > 98.9%; B dac hiéu lam
sang: 100%; Dat tiéu chuan ISO 13485 hodc tuong duong
Xeét nghiém mién dich sic ky nhanh dé phat hién dinh tinh khang
Test nhanh phat hién | nguyén bé mat cta vi rat viém gan B (HBsAg) c6 mat trong huyet
6.6 | khang nguyén b€ mat | thanh, huy€t twong hodc mau toan phan; B9 nhay lam sang: 100%;
viém gan B Do dac hi¢u 1am sang: 100%; Dat tiéu chuan ISO 13485 hodc
tuong duong
Dinh tinh phat hién khang thé (IgG, IgM va IgA) khang
Treponema pallidum (Tp) trong huyet thanh, huyét tuong hoac
6.7 Test nhanh phat hién | méu toan phan clia ngudi; Mau pham: Huyét thanh, huyét twong,

' Giang mai mau toan phan; Do nhay twong quan: 100%; Do dac hiéu trong
quan: > 99.7%; Dat ti€u chuan ISO 13485, FDA hodc tuong
duong

6.8 Test nhanh phat hién | Ngudng phat hién: SXIO/\‘!- [FU/ml; BJ nhay: > 93% ; D¢ dac
' Chlamydia hiéu: > 99%; Dat tiéu chuan ISO 13485:2016 hoac tuong duong
6.9 Test nhanh phat hién | D nhay tuong quan: 100%; Do dac hiéu tuong quan: > 97,2%;
' Rotavirus bat ti€éu chuan ISO 13485, FDA hoac twong duong
.. 1.~ | Vach A: B§ nhay twong quan: > 99% , B¢ dac hi¢u twong quan:
6.10 gffgsn&a;hAp I131at hi¢n 100%; Vach B: Do nhay tuong quan: 100% , Do dac hi¢u tuong
’ quan: 100%; DPat tiéu chuan ISO 13485, FDA hoac tuong duong
6.11 Test nhanh phat hién | P6 nhay tuong quan: > 96%; BJ dac hi¢u twong quan: > 97%;

vi rus hop bao (RSV)

Pat tiéu chuan ISO 13485, FDA hoic twong duong




6.12

Test nhanh phat hién
Morphin

Do nhay 100%; Dd dac hiéu 100%; Dat tiéu chuin ISO
13485:2016 hoac tuong duong

6.13

Test nhanh phat hién 5
chat gay nghién trong
nuéc tieu (MDMA -
THC - MET - KET -
MOP)

Dinh tinh 5 loai chit gay nghién trong mau nuéc tiéu (MET/ THC/
MDMA/ MOP/ KET); Nguong phat hién: KET 1000 ng/mL;
MDMA 500 ng/mL; MET 1000 ng/mL; MOP 300 ng/mL; THC 50
ng/mL; Dat tiéu chuan ISO 13485 hoic twong duong

6.14

Test nhanh phat hién 5
chit gay nghién trong
nudc tiéu
(MOP/AMP/Heroin/T
HC/COD)

Xét nghiém mién dich sic ky nhanh dé phat hién dinh tinh nhiéu
loai chat gdy nghién va chit chuyén hoa ctia chat giy nghién trong
nude tiéu nguoi ¢ cac ndong d6 ngudng sau: MOP 300 ng/mL;
AMP 300 ng/mL; THC 50 ng/mL; COD 250 ng/mL; 6-MAM
(HEROIN) 10ng/mL; B§ chinh xac >99.9%; Dat tiéu chuén ISO
13485 hodc tuong duong

6.15

Test nhanh phat hién
sOt xuat huyét

Dinh tinh phat hién dong thdi va phan biét khang thé IgG va IgM
khang vi rat Dengue (DENT, 2, 3, 4) trong huyét thanh, huyét
tuong hodc mau toan phan cta ngudi; Vach IgG: Do nhay > 97%,
Do dac hiéu > 99%; Vach IgM: Do nhay > 96%, B§ dac hi¢u >
98%; Pat tiéu chuan ISO 13485:2016 hoic twong duong

6.16

Test nhanh phat hién
HP da day

Test thuc hién HP trong m’?m~ bénh phérr} (sinh thié‘g da day) hoac
trén mai trudng nudi cay (mau bénh pham sinh thiét da day); Dat
tiéu chuan ISO 13485:2016 hodc twong duong

6.17

ASO do lién cau nhom
A sinhra

Pat tiéu chuan ISO 13485:2016 hoic twong duong

6.18

Hoéa chat dinh nhém
mau Anti A

Pat tiéu chuan ISO 13485:2016 hoic twong duong

6.19

Hoéa chat dinh nhém
mau Anti B

Pat tiéu chuan ISO 13485:2016 hoic twong duong

6.20

Hoéa chit dinh nhom
mau Anti AB

Pat tiéu chuan ISO 13485:2016 hoic twong duong

6.21

Hoéa chit dinh nhom
mau Anti D (IgM)

Pat tiéu chuan ISO 13485:2016 hoic twong duong

6.22

Moi truong nudi cay
thach mau

Pat tiéu chuan ISO 13485:2016 hoic twong duong

6.23

Moi truong nudi ciy
canh thang

Pat tiéu chuan ISO 13485:2016 hoic twong duong




Moi truong nudi cay

6.24 thach thuromg Dat tiéu chuan ISO 13485:2016 hodc tuong duong

6.25 | MOl truong nuOl cay | by s chudn ISO 13485:2016 hodic twong duong
Chocolate

6.26 | MOl Uong nUOL €Ay | b s chudn ISO 13485:2016 hodic twong dwong
thach Uri

6.27 | Ln¢ khing sinh dO | 5. s chun ISO 13485:2016 hodc twong duong
Gram am

6.2g | Lhe khang sinh dO | 5.\ s ohudn 1SO 13485:2016 hodc trong duong
Gram duong

6.29 The; dinh fkmh Vi Pat tiéu chuan ISO 13485:2016 hoic twong duong
khuan Gram am

6.30 | Lhe dinh danh VI p s chudn 1SO 13485:2016 hodc twong duong
khuan Gram duong
Khoanh gidy tim
khéng sinh A 2 . <

6.31 Cefoperazon/sulbacta Dat tiéu chuan ISO 13485:2016 hodc twong duong
m (2:1) 105ug
Khoanh gidy tam 7

6.32 | khéang sinh | Pat tiéu chuan ISO 13485:2016 hoac tuong duong
Piperacillin 100 ug
Khoanh gidy tam ﬂ

6.33 | khang sinh | Pat ti€u chuan ISO 13485:2016 hodc twong duong
Levofloxacin 5ug
Khoanh gidy tam ﬂ

6.34 | khang sinh | DPat ti€u chuan ISO 13485:2016 hoac twong duong
Ceftazidine 30 pg
Khoanh gidy tam »

6.35 | khang sinh | Pat tiéu chuan ISO 13485:2016 hoac tuong duong
Ceftriaxone 30ug
Khoanh gidy tam q

6.36 | khang sinh | Dat ti€u chuan ISO 13485:2016 hodc tuwong duong

Ciprofloxacin 5 ug




Khoanh gidy tim

6.37 | khéang sinh Cefotaxim | Pat tiéu chuan ISO 13485:2016 hoic twong duong
30ug
Khoanh gidy tam _,

6.38 | khang sinh Ampicillin | Dat tiéu chuan ISO 13485:2016 hodc tuong duong
10pg
Khoanh gidy tim i

6.39 | khang sinh | Pat tiéu chuan ISO 13485:2016 hoéc tuong duong
Cefuroxime 30ug
Khoanh gidy tam i

6.40 | khang sinh Cefoxitin | Dat ti€u chuan ISO 13485:2016 hodc tuong duong
30ug
Khoanh gidy tim 7

6.41 | khang sinh | Pat ti€u chuan ISO 13485:2016 hoac tuong duong
Gentamicin 10ug
Khoanh gidy tam 7

6.42 | khang sinh | Dat ti€u chuan ISO 13485:2016 hodc tuwong duong
Metronidazol 5ug
Khoanh gidy tim 7

6.43 | khang sinh Amikacin | Pat tiéu chuan ISO 13485:2016 hoac tuong duong
30Hg

VIl | Phin 7. Héa chit khac

7.1 | Muéi tinh khiét NaCl | Vién chira NaCl > 99,5%

2, |Hoéa chat khi tring | Thanh phan: Peracetic acid > 4.5%; Dat tiéu chuan ISO 13485

' goc Peracetic acid hodc tuong duong

73 | Testthuhitunanghoa | b a0 hidn 1SO 13485:2016 hodic tuong duong
chat Peracetic acid

7.4 gﬁf;cth“ do cmg trong | 5, tieu chudn ISO 13485:2016 hofic tuong duong

7.5 | Test thir ton du Clo Pat tiéu chuan ISO 13485:2016 hoic twong duong

7.6 | Gel siéu am Pat tiéu chuan ISO 13485:2016 hoic twong duong

7.7 | Nudc cat vo khuan Nudc cat 2 1an. Pat tiéu chuan ISO 13485:2016 hoic twong duong




7.8 | VOi soda Pat tiéu chuan 1SO 13485 hoic twong duong
7.9 | Axit Citric Chét bot, két tinh mau tring, vi chua dic trung. Bao 25kg
7.10 Nuge mubi pha huyen Pat tiéu chuan 1SO 13485 hoic twong duong
' dich 0,45% . '
7.11 | Parafin dang ran Pat tiéu chuin ISO 9001 hoic COA hoidc tuong duong
7.12 | Parafin dang 1dng Dung dich trong sudt, khong mau, khéng mui, khong vi
x n . Thanh phan tdi thiéu gdm c6: Metanol: <50%; Glycerol: <25%;
7.13 | Thuoc nhudém Giemsa Ethylene Glycol: <25%;
7.14 | Chi thi nhiét hoa hoc | Pat tiéu chuan ISO 13485 hoic tuong duong
Bo nhudém dung dé thyc hién xét nghiém nhudm vi sinh vét theo
phuong phap Gram; B bao gdm 04 dung dich thuéc nhudém thanh
7.15 | BO nhuom gram phan gom: Crystal Violet: 100ml, Lugol: 100ml, Decolor (alcohol-
acetone): 100ml, Safranin: 100ml; Dat tiéu chuin ISO 13485 hoic
tuong duong
7.16 Thuoe nhuom - xanh Dung dich xanh methylen
methylen
7.17 | Dung dich KOH 10% | Dung dich KOH 10%
VIII | Phin 8. Héa chit xét nghiém khi mau
Phan tich t6i thiéu cac chi s6: pH, pO2, pCO2, Het, Na+, K+,
Cat++, Glucose, Lactate. 7
) Thanh phan bao gom t61 thi€u: Dung dich kiém soat quy trinh,
8.1 Hoa chat xét nghiém | dung dich tham chiéu va tii dung nudce thai, thé cdm bién, van

khi méau

phéan phéi, ng bom, kin hut mau tit ca duge dong goi trong mot
khoi.

Pat tiéu chuan ISO 13485, FDA hoic tuong duong

Hop > 75 test

3. Cac yéu ciu khac

- NOp ban cam két va thuc hién theo yéu cau ctia chu dau tu cac ndi dung sau:

+ Nha thau di diéu kién cung cdp va hang héa dwege phép lwu hanh trén thi trieong

theo quy dinh phap ludt hién hanh;

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

+ Hang héa cung cdp méi 100%, dam bdo han sir dung t0i thiéu 06 thang doi véi
hang héa c¢é han ding tir 02 ndm tré 1én; 03 thang doi véi hang héa c¢é han ding tir 01 dén




02 ndm; % han ding doi véi hang héa cé han ding dwdi 01 ndam theo nha san xudt khi ban
giao hang hoa;

+ Cung cdp hang madu trong truong hop cé yéu cau cia Chii dau ti;

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

+ Thu hoi hang hod trong triwong hop hang hod da giao nhwng khéng dam bdo chat
lwong, hodc khong sw dung dwoc voi trang thiét bi hién cé cua don vi thu hwong, hodc co
théng bdo thu héi ciia co quan c6 tham quyén ma nguyén nhdn khéng do 16i cia chii dau
tu,

+ Co nang luc tw thuc hién cac nghia vu bao hanh, bao tri, duy tu, bao duong, swa
chita, cung cdp phu ting thay thé hodc cung cdp cdc dich vu sau ban hang theo yéu cau
ciia E-HSMT hodc ky hop déng nguyén tic véi don vi ¢é dii kha nang thiee hién nghia vu
bdo hanh, bdo tri, duy tu, bdo dudng, sira chita, cung cdp phu tung thay thé hodc cung cdp
cdc dich vu sau ban hang theo yéu cau ciia E-HSMT;

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

- Nha thau chuin bi 1 bd E-HSDT ban goc dé Chu dau tu luu trir khi duoc
moi d6i chiéu tai liéu.



