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

Muc 1. Yéu ciu vé k¥ thuét

Yéu cau vé ky thudt bao gom cé&c ngi dung co ban nhw sau:
1.1. Gidi thigu chung vé d an/der todn mua sdm, géi thau
Goi thau: Mua sam Héa chat xét nghiém, sinh pham xét nghiém, vat tu hoa chat
khir khuan va sinh pham mién dich nam 2026 cua Trung taim Y t€ An Khé
Dia diém: T 2, Phuong An Khé, Tinh Gia Lai.
Thoi gian thuc hién goi thau: 12 thang
Hinh thtrc lya chon nha thau: DAau thau rong rai trong nudc, qua mang.
Phuong thirc lya chon nha thau: 01 giai doan 01 tui hd so

1.2. Y&u cdu vé ky thudt

. Don £
ST Danh m,l'l ¢ hang Tinh ning k¥ thuat Quy céch Vi S0
T héa tinn | 1weng
Phan 1: Hoa chat
sinh héa (dung
I | cho may xét
nghiém sinh hoa
BIOLIS 30i)
Thuoc thir xét nghiém dinh lugng
Albumin trong huyét thanh va huyét
Thudc thir xét tuong Hop > 80
1 | nghiém dinh lugng | Khong do: 2,5-66.4 g/I: D nhay: 'Fr)n_l Hop | 1
ALBUMIN (ALB) | LoD=0.083g/l
Do chinh xac: CV% do lap lai <
1.97: CV% db tai lap < 2.12
Dung dich rira kim | O/t K protein [a gidi phap phu o 5a |
2 mav sinh hod hop dé rira kim. Thanh phan: Dung ml Hop 5
Y dich kiém chira natri hypoclorit.
Thudc thir xét nghiém dinh lwong
Thudc thir xét Amylase trong huyét thanh, huyét
nghiém dinh lugng | twong va nudc tiéu Hop > 108
3 ) o Hop 1
AMYLASE Huyeét thanh: Khoang do: 2.5-1649 ml
(AMY) U/L; D6 nhay: 0.249 U/L
Nudc tiéu: Do tuyén tinh: 1139
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mmol/l; B4 nhay: 10.5 U/I
Xét nghiém ASO Latex xac dinh
, | Xétnghiem ASO | dinh tinh, v bin dinh lugng dé phat | Hop=100 | .
Latex hién nhiém tring tién phat do test P
Streptococcus nhom Ava C.
Thudc thir xét nghiém dinh luong
ndng do Bilirubin tryc tiép trong
huyét thanh va huyét tuong
Thudc thir xét )
nghiém dinh lrong Khoang do: 0.085 - 12.6 mg/dl
5 Do chum ngin han: CV% noéng do Hop > 112 Hop .
DIRECT thap: 3.0; ndng d6 trung binh 3.1 ml
BIL) § G0 Bel- 2.
D6 chum toan phan: nong do thap:
4.2; ndng d6 trung binh 3.1, néng d6
cao: 1.9
Thudc thir xét nghiém dinh lugng
) ) ndng do Bilirubin toan phan trong
Thudc thir xet huyét thanh va huyét tuong.
nghiém dinh lugng ] Hop > 112
6 bo tuyen tinh: 578,98 umol / L Qpﬁi Hop 1
TOTAL (33,9 mg / dL)
BILIRUBIN
Do nhay: 1.00 umol / L (0.059 mg/
dl)
Thudc thir xét nghiém dinh lugng
Thubc thir xét t(l:Iei:flluT ;;int?ézuyet thanh va huyeét
7 | nghiém dinh lugng & Hop > 80 Hop 1
Calcium (Ca) Do tuyén tinh:5.91 mmol/l (23.69 ml
mg/dl); Do nhay: 0.1 mmol/I
(0.4mg/dl).
Dung dich rua la giai phap thich hop
L dé rira cuvet cua tit ca cac may
Dung dich riza quang ké va may quang pho trong Hop >
A A . . . . Y i H A
8 x;eii:ﬁ thhéoang phong thi nghiém, thanh phan thuoc 1000 ml op >
y thir 12 Dung dich kidm c6 tinh khang
khuén va hoat dong bé mit.
9 | Thudc thir xét Thuéc thir xét nghiém dinh lugng | Hop>108 | Hop | 10
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nghiém dinh lugng | nong d6 Creatin trong huyét thanh, ml
CREATININE huyét trong va nudc tieu
(CREA) Do tuyén tinh: 16 dén 2448 umol/I
(huyét thanh) va 66192 umol/I
(nudc tiéu) ; B nhay: 2.11 pmol/I
(huyét thanh) va 259 pmol/I
Xét nghiém CRF Latex xac dinh
Xét nghiém CRF | dinh tinh va béan dinh lugng phat Hop>100 | ...
10 " . ) . Hop 1
Latex hién C-Reactive Protein trong huyét test
thanh.
Thudc thir xét nghiém dinh luong
nong d¢ Ethanol trong nudc tiéu va
huyét thanh
Thudc thir xét D6 nhav:
11 | nghiém dinh lugng | ° Hop=498 1 op | 1
Rx Daytona: Nudc tiéu:4.75 mg/dl ml .
ETHANOL (EtOH ,
( ) Huyét Thanh: 3.34 mg/dl
Rx Imola: Nudc tiéu: 1.19 mg/dl
Huyét Thanh: 1.79 mg/dl
Dung d¢ hiéu chuan va kiém soat
, 7 chat lugng caa xét nghiém Randox
vat liéu kiém soat
; Control Low 1x 10ml Hop > 40
12 | Xét WX Q‘:n—l Hop | 1
nghiém dinh lugng Control High 1 x 10 ml
ETHANOL (EtOH) | | evel 0 Calibrator 1 x 10 ml
Level 1 Calibrator 1 x 10 mi
. .. | Chat hiéu chuan cho cac xét nghiém
Chat hiéu chua t] . A s . i
13 a.A |¢u_ ¢ uan, xe sinh hda Iam sang: Calibration Lo>5ml Lo 5
nghiém sinh ho& ,
Serum - Muc 3
Vit liéu kiém soét o .
o . Vit liéu kié at Xét nghié h
14 | xét nghiém sinh ,at Ie,u Iem soat xet nghiem sin Lo>5ml Lo 1
A hoa mic 3
hoa muc 3
Vit liéu kiém soét .
. ) Vit liéu kié at xét nghiém sinh
15 | xét nghiém sinh at Tlell Kiem soat xet nghiem sin Lo>5ml Lo 1

hdéa muc 2

hdéa muc 2
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Thudc thir xét nghiém dinh luong
ndng do glucose trong huyét thanh
va nuée tituKhoang do: Huyét
Thude thi xét thanh: 0,2 dén 46,5 mmol / | - Nuéc
L2 AR >
16 | nghicm dinh luong tIeAU. 35,6 mmtzl /1(641 mg/dl) Hop > 80 Hop 10
GLUCOSE Do nhay: Huyét thanh: 0.021 ml
mmol/l. Nuéc tiéu: 0.47 mmol / 1Do
l3p lai CV% < 1.98; D¢ tai lip CV%
< 2.52 (huyét thanh)Do lap lai CV%
< 2.6 (nudc tiéu)
Thubc thir xét Thuoc thw xe_t nghiém dinh lugng
o Asparate Aminotransferase trong
nghiém dinh luong X X X
huyét thanh va huyét teong Hop > 108
17 | ASPARTATE T Ho 1
S Khoang do: 5 - 1116 U/L; Do ml o | 10
AMINOTRANSFE | nhay:LOD=1.372 U/L
RASE (AST) Do chinh xac: CV% < 5.75
Thudc thir xét nghiém dinh leong
Thudc thir xét Alanine Aminotransferase (ALT)
nghiém dinh lugng | trong huyét thanh va huyét tuong
bang ph hap UV
1g | ALANINE ang phuong phap U Hop=108 | . 0
AMINOTRANSFE | Khoang do: 6.5-1136 U/L; Do ml P
RASE nhay:LOD=2.51 U/L
(ALT) Do chinh xac: CV% do lap lai <
2.87; CV% do6 tai lap <3.56
Thudc thir xét nghiém dinh lugng
) , trong 6ng nghiém néng do L - y-
Thuog thir xet Glutamyltransferase (y-GT) hoat
nghiém dinh luong | 45ng trong huyét thanh va huyét
- tuong AN >
1o | GAMMA | Hop > 108 Hap ,
GLUTAMYLTRA | Khoang do: 7,5 dén 1559 U/ L; B¢ ml
NSERASE nhay: LOD 5.13
(GGT) D6 chum ngén han: CV% < 4.11
D6 chum toan phan CV% < 8.58
po | Thuoc thirxet Thuéc thir xét nghiém dinh luong | HOP=116 | ¢
nghiém dinh luong mi

nong d6 HDL Cholesterol trong
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T héa tinn | 1weng
HDL- huyét thanh va huyét tuong
fHH[?L';ESTEROL Khoang do: 20-129 mg/dl D6 nhay:

LOD=0.73
D6 chum ngin han CV% < 4.1
D6 chum toan phan CV% < 4.6
Thudc thir xét nghiém dinh lwong
L nong d6 LDL Cholesterol trong
Thu_(ic thl?: Xet huyét thanh va huyét tuongKhoang R
nghiém dinh luong ) . Hop > 116 .

21 L DLCHOLESTER do: 0,5 dén 24,0 mmol / I; B nhay: ml Hop 1

oL (LDL) LOD 0.01 mmol/IP$ chum ngan
han: CV% < 3.53; B6 chum toan
phan CV% < 4.54
Vit lidu kiém soat | Vat liéu kiem soét chat luong cua
xét nghiém dinh Direct HDL, Direct LDL,

29 Lipoprotein (a), Apolipoprotein A-1, | Hop > 15 Ho 1
lugng HDL, LDL, | Apolipoprotein B, Cholesterol and ml P
CHOL, TRIGS - Triglyceride trén cac thiét bi phan
Muc 1 tich sinh hoa 1am sang- Muc 1
Vit lidu kiém soat | Vat liéu kiem soat chat luong cua
xét nghiém dinh Direct HDL, Direct LDL,

23 Lipoprotein (a), Apolipoprotein A-1, | Hop > 15 Ho 1
lugng HDL, LDL, | apolipoprotein B, Cholesterol and ml P
CHOL, TRIGS - Triglyceride trén cac thiét bi phan
Murc 2 tich sinh hoa l1am sang- muc 2

Dung dich rira hé thong may sinh
54 | DUNg dichrrahé | hoa. Thanh phan téi thiéu: chatrea | Hop > 200 Ho .
théng may sinh héa | khang khuan bé mit; dung dich ml P
HCL.
Thudc thir xét nghiém dinh lugng
) , ndng do Cholesterol trong huyét
Thuoc thur xet thanh, huyét tuong
nghiém dinh Iuong ” Hop > 80 )

25 Khoang do: 25- 618 mg/dl (0.65 - Hop 10
CHOLESTEROL | 16.0 mmol/l) ml
(CHOL)

D6 chum ngéin han: CV% < 2.0; do
chum toan phin CV% <2.7
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26

Thudc thir xét
nghiém dinh luong

TOTAL PROTEIN

Thudc thir xét nghiém dinh luong
ndng do total protein trong huyét
thanh va huyét twong

Khoang do: 4 dén 134 g/ |.
Do nhay: 0.296 g/l

bo lap lai: CV% < 1.45; D6 téi lap
CV% <2.03

Hop > 148
ml

Hop

27

Thudc thir xét
nghiém dinh lugng

TRIGLYCERIDES
(TRIGS)

Thudc thir xét nghiém dinh lwong
nong do Triglycerides trong huyét
thanh

Khoang do: 12.4 mg/dl d&én 1000
mg/dl

Do nhay: LoD 3.96 mg/dl

Do chum ngan han CV% < 2.2; Do
chum toan phan CV% < 3.7

Hop > 80

Hop

10

28

Thudc thir xét
nghiém dinh luong
UREA

Thuoc thir xét nghiém dinh lugng
nong do urea trong huyét thanh hozc
huyét tuong va nuéc tiéu.Khoang
do: 0,7 dén 62,0 mmol /I (Huyét
thanh)D¢ nhay: LoD=0.328 mmol/l
(Huyét thanh); 91,2 mmol / |
(548mg / d).(nudc tiéu)Po chym
ngan han CV% < 4.15; d6 chum
toan phan CV% < 4.92 (huyét
thanh)Nudc tiéu: do chum ngan han
CV% <184

Hop > 118
ml

Hop

10

29

Thudc thir xét
nghiém dinh Iuong
URIC ACID (UA)

Thudc thir xét nghiém dinh lugng
ndng do Uric acid trong huyét thanh
hozc huyét trong va nudc tiéu.

Khoang do: 12 dén 1203 pmol /
L(20,2 mg / dI) (Huyét thanh)

Do nhay: LoD: 6.93 (Huyét thanh);
225 ymol / L (78 mg / dL) (nudc
tiéu)

Do chum ngén han: CV% < 2.78; do

Hop > 118
ml

Hop

10
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chum toan phan: CV% < 4.67
(Huyét thanh)
Hoa chat xét nghiém Microalbumin
trong nudc tiéu. Do tuyén tinh :
200mg/1. B nhay: 0.25mg/l. Thanh
phan R1: Tris/HCL buffer 20mmoll/l,
30 Xét nghiém Polyethylene Glycol 6%, NaCl Hop > 80 Ho 1
Microalbumin 150mmol/l, R2: Tris/HCL 20mmol/I, ml P
Anti Human albumin 5%, NaCl
150mmol/l. CV% 1.61% - 24.4mg/I,
1.62% - 41.0mg/l. Budc song
340nm.
Chat chuan Hoa chat chuan Microalbumin, gom | Hop > 12 R
31 . . , Hop 1
Microalbumin 6 muc. ml
Chat kiém chung 2 | Hoé chat kiém chiing Microalbumin
32 ) . Hop>2ml | Ho 1
muc Microalbumin | 2 muc. Bao quan 2-80C. op=2m op
Bong deén sinh hoa Bong C,Ten },Ialogc_ail Vat. t th,ay the Hop>1 .
33 SAT 450 cho may xét nghiém sinh hoa. Cai Cai 2
6V10W
Dung dich rtra tinh
34 axit dung cho may | Dung dich rira tinh axit dung cho Chai > Chai 1
phan tich sinh héa | may phan tich sinh hoa. 500ml
Biolis 30i
Dung dich kiém st
3 dung dung cho may | Dung dich kiém st dung ding cho Chai > Chai 5
phan tich sinh héa | may phan tich sinh hoa. 500ml
Biolis 30i
Bong dén Hal At tur thay thé
Bong deén sinh hod ons clien . a Og?fl Vat. ot ,ay the n . .
36 Biolis 30i cho may xét nghiém sinh hda. Hop 1 Cai Cai 2
12vV20W
Phan 2: Sinh
11/ | phAm chan dodn y
té
1 |AntiA Lo 10 ml Lo>10ml Lo 30
2 | AntiB Lo 10 ml Lo>10ml Lo
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30

Anti AB

Lo 10 ml

Lo>10ml

Lo

30

Anti D (Rh)

Lo 10 ml

Lo>10ml

Lo

30

Card dinh nhém
mau

Hop 100 test

Test

100

Test duong huyét

Dung dé xét nghiém dinh luong
duong huyét trong mau toan phan
mao mach tuoi 14y tir diu ngon tay.

Test

25.000

Test H. Pyloli

Khay thtr dinh tinh phéat hién khang
thé khang H. pylori trong huyét
thanh, huyét twong hozc mau toan
phan cia ngudi.

Thanh phan: chira cac phan tir pha
khang nguyén H. pylori va khang
thé khang IgG ngudi phii trén mang.

- b6 nhay tuong quan: 94,7%;
- b6 dac hiéu tuong quan: 99,4%;
- D6 chinh x4c tuong quan: 97,2%

- B6 chinh xac ngau nhién lap
>99%.

Khoéng bi anh huong dén két qua
xét nghiém bai thude chéng dong
mau nhu heparin, EDTA va sodium

citrate.

Poc két qua o phut thir 10

Test

500

Test HBeAg

binh tinh phéat hién khang nguyén
HBeAg trong huyét thanh hoic
huyét trong ctia nguoi.Hoat chét
chinh: Cap khang thé chuot khang
HBeAg.- B4 nhay tuong quan:
100%- B¢ dac hiéu trong quan:
98.8%,- Do chinh x4c twong quan:
99.14%.Khdng bi nhidu béi cac chat

Test

500
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sau: Ascorbic acid 20 mg/mL,
Bilirubin 1000 mg/dL, Caffeine 20
mg/dL.Khdng phan ung chéo véi
c4c mau duong tinh véi: yéu té dang
thap (RF), HAV, Syphilis, HIV,
H.pylori, CMV, Rubella.

Test sot rét

Phat hién phan biét khang nguyén
P.f va P.v trong mau mau toan phan
(thé tich mau mau 5pul).

Do nhay: 99.7% (P.f), 95.5% (P.v).
Do dac hiéu: 99.5%.

Thanh phan: Phirc hop vang: Chit
keo vang khang thé don dong dic
hiéu P.f HRP2 tir chuét (0,10 £ 0,02
ug), chit keo vang khang thé don
dong dac hiéu pLDH cua
Plasmodium vivax tu chuét (0,10 +
0,02 pg), Vach thir P.f: Khang thé
don dong dac hiéu P.f HRP2 tir
chuot (0,5 £ 0,1 png), Vach thir P.v:
Khéng thé don dong dic hiéu pLDH
cua Plasmodium vivax tur chuét (0,5
+ 0,1 png), Vach chung: Khang thé
IgG dé khang chuét (1,0 £ 0,2 ug)

Bao quan ¢ nhiét do 1-40°C.

Test

500

10

Test HBSAgQ

Que thir xét nghiém sac ky mién
dich, dinh tinh phat hién khang
nguyén bé mit vi rat viém gan B
trong mau méu toan phan, huyét
thanh hozc huyét twong. Thanh
phan:- Ving cong hop: Khang thé
khéng HBsAg 0,35ug, khang thé
IgG tho 0,233ug- Vach két qua:
Khéng thé khang HBsAg 0,514ug-
Vach ching: Khéang thé IgG dé
khang tho 0,428ugNgudng phat hién
(LOD): 0,92ng/mL- B9 nhay tuong
quan: : 100% - b6 dac hiéu tuong
quan: 99.7%- D$ chinh xac tuong

Test

5.000
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quan: 99,8%Khdng cé phan ung
chéo véi: yéu té dang thap RF, vi rit
viém gan D, vi rat viém gan E, vi rat
viém gan G.Khong bi gay nhiéu boi
c4c chat sau: Methydopa, dextran,
acetylsalicylic acid, furosemide,
indomethacin, nicotinic acid,
probenecid, quindine hydrochloride
monhydrate, sulfamethoxazole.Doc
két qua & phdt thir 10

11

Test Anti HBs

Dinh tinh phat hién khang thé
HBsAb trong huyét thanh hozc
huyét tuong ctia nguoi.

Hoat chét chinh: Cac khang nguyén
HBsAg téi t6 hop (Lab HBsAg,
khang nguyén HBsAQ).

- b6 nhay tuong quan: 100%;
- b6 dac hiéu twong quan: 98.7% ;
- B9 chinh xac twong quan: 99.5%;

Khéng bi phan tng chéo vai cac
mau duong tinh yéu té dang thap
(RF), HAV, Syphilis, HIV, H. pylori,
CMV, Rubella.

Poc két qua tai 15 pht.

Test

500

12

Test HCV

Que thir xét nghiém mién dich dinh
tinh, k¥ thuat mang va khang
nguyén kép dé phat hién cac khang
thé khang HCV trong huyét thanh,
huyét tuong hoic mau toan
phan.Céc khang nguyén tai té hop
dugc mé hoa baoi cac gen cho ca
protein ciu tric (nucleocapsid) va
khong cau triic. Que thir chira hat
phu khang nguyén HCV téi t6 hop
bao gém NS3, NS4, NS5, CORE va
khang nguyén HCV bao gdm NS3,
NS4, NS5 va CORE duogc phu trén

Test

1.500
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mang- VVung cong hop: Khang
nguyén HCV téi t6 hop 2 0.073 pg.
Vach két qua(T): Khang nguyén
HCV tai to hop 1 0.31 pg. Vach
chung(C): Khéang thé dé khang
chuot 1gG 0.41 pgHiéu qua chan
doan so véi phuong phap HCV
EIA:- D6 nhay tuong quan: 100% -
Do dac hiéu twong quan: 99.3%- Do
chinh x4c twong quan: 99.5%- Do
chinh xac ngau nhién lap:
>99%Khong lay nhiém chéo boi:
Virus gy suy giam mién dich &
nguoi, Virus Herpes simplex-2 IgM,
Khéang insulin, Yéu té dang
thapKhong bi gay nhiéu boi cac chat
sau & néng do twong GNg:
Acetaminophen 20mg/dl,
Sulfamethoxazole 40mg/dl,
Ibuprofen 50mg/dl Boc két qua &
phut tha 10

13

Test AFP

Test nhanh phat hién dinh tinh
Alpha-Fetoprotein trong mau toan
phan, huyét thanh hoac huyét tuong
dé hd trochan doan Ung thu biéu mo
té bao gan. Ngudng phat hién tdi
thiéu 1a 10ng/ml.Khdng cé phan @ng
chéo HAMA, Carcinectomy.Tiéu
chuan CE. ISO 13485 Do nhay
>99.3% ; Do dac hiéu 99%Chinh
xac> 99%. Xuat xa G7

Test

1.000

14

Test Syphilis

Que thtr xét nghiém sac ky mién
dich k¥ thuat mang, dinh tinh phat
hién cac khang thé (IgG va IgM)
khang Treponema Pallidum (TP)
trong huyét thanh, huyét tuong hoac
mau toan phan ngudi.

- b6 nhay tuong quan: 100%

- b6 dac hiéu twong quan: 99,3%

Test

200




ST

Danh muc hang
hoa

Tinh nang k¥ thuat

Quy cach

Pon
Vi
tinh

Sé
lwgng

- b6 chinh xac twong quan: 99,6%

- P9 chinh xéac ngau nhién lap:
>99%

Ong chéng dong mau nhu heparin,
EDTA va sodium citrate khéng anh
huéng dén két qua xét nghiém.

Poc két qua ¢ phat tha 10

15

Test HIV

Que thtr xét nghiém sir dung dé dinh
tinh phét hién khang thé khang HIV-
1, HIV-2 va nhom O trong mau toan
phan, huyét thanh hoic huyét
twong. Thanh phan: - Mang: khang
nguyén HIV téi t6 hop bao gém
gp41, gp36 va khang nguyén tai to
hop HIV-O. - Lép cong hop: hat
vang lién hop véi khang nguyén tai
t6 hop gp41, gp36 va HIV-O.- Vach
két qua: cac khang nguyén HIV-1
0,408ug, HIV-2 0,272ug, HIV-O
0,138ug.- Vach chting: khang thé dé
khéng tho I1gG 0,340ugOng chéng
dong méau nhu heparin, EDTA va
sodium citrate khéng anh huong dén
két qua xét nghiémHiéu qua chan
doan so véi phuong phap HIV EIA:-
Do nhay tuong quan: 100%%- D9
dac hiéu twong quan: 99,0%- Do
chinh x4c twong quan: 99,3%- Do
chinh xac ngau nhién lap: >99%Doc
két qua & phat tht 10

Test

3.000

16

Test Dengue CTK
(hodc tuong duong)

Phat hién khang nguyén NS1 trong
huyét thanh, huyét twong hoiac mau
toan phan ciia nguoi. Dang
khay.Phac hop vang: Keo vang -
pool NS1 khang dengue don dong
chuét (0,0623 = 0,0200 pg), Keo
vang - IgY ga (0,050 £ 0,015 pg).
Vach thtr: Hdn hop khang thé don
dong chuot khadng Dengue NS1 Ab

Test

8.000
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(0,64 + 0,20ug).Vach chiing: Khang
thé don dong chuét khang ga IgY
(0,64 £ 0,20ug).D06 nhay 92,4%
(khoang tin cay 95%: 86,1 - 95,9%)
va d6 dac hiéu 98,4% (khoang tin
cay 95%: 95,5 - 99,5%) so vaoi RT-
PCR.Doc két qua trong 15-20
phat.Khong can dung dich pha
lo&ng.Cac mau bénh pham huyét
tan, nhiém m&, mat va nhitng mau
c6 chura cac yéu t6 dang thap khong
gay nhiéu cho san pham.Céac chat
chéng dong: heparin, EDTA va natri
citrat khdng anh hudng dén két qua
xét nghiém4 tac nhan gay bénh cé
tiém ning giy phan tng chéo gom
Bénh viém ndo Nhat Ban, Sbt vang
da, Malaria P. falciparum, Malaria P.
vivax khdng anh hudong dén két qua
cua test thirGidi han phat hién cac
serotype DENV:Type 1:
1.95x1071.375 TCID50/mIType 2:
1.95x1072.25 TCID50 /ml (910),
3.13x1075.125 TCID50/ml (NGC-
2)Type 3: 6.25x1076.875 TCID50
Iml (S#25), 1.56x10°2 TCID50 /ml
(H87)Type 4: 1.56x10°1 TCID 50
/ml (814669), 1.95x1070.75 TCID50
/ml (480)Thanh thtr 6n dinh it nhét
72 gio sau khi m¢ tdi nhémCo
nghién ctru do nhay ddi véi lay
nhiém nguyén phat va lay nhiém thi
phatCo nghién ctu trén cac sero-
type Dengue

17

Test Troponine |

Test nhanh xac dinh tinh trang hoai
tir co tim bang Troponin 1. Test dang
cassette c6 thé thuc hién trén mau
toan phan, huyét thanh va huyét
tuong

Tiéu chuan 1SO 13485

Test

1.000
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Do nhay >97%, d6 dac hiéu la
>99%, d6 chinh xac >99%.

Muc phat hién téi thiéu: 0,5ng/mL.

XUt xi: G7

18

Test ASLO

Hop 100 test

Hop > 100
test

Hop

19

Test Ma tly téng
hop 5 CHAN

L& xét nghiém mién dich sac ky
nhanh dé phéat hién dinh tinh va
dong thoi cac loai chit gy nghién
(AMP, COD, HER, MOP, THC)
dudi dang cac phuc hop khac nhau
¢6 trong nudc tiéu & ngudi.-Mau
pham: Nudc tiéu- Ngudng phat
hién:AMP: 300ng/mL, COD:
200ng/mL, HER: 10ng/mL, MOR:
300ng/mL, THC: 50ng/mL- Do
nhay, Do dic hiéu, Po chinh xac lan
luot nhu sau: + AMP: 100%; >
99,9%; > 99,9%+ COD: > 99,9%;
100%; 100%+ HER: > 99,9%;
100%; > 99,9%+ MOP: 100%; >
99,9%; > 99,9%+ THC: 100%;
100%; 100%-Hiéu suit tai diém gioi
han khéng bi anh hudong khi pham vi
pH tir 4 dén 9, pham vi trong luong
riéng ctia mau nudc tiéu & gan
1,000-1,045.-Khong phan tng chéo
khi thir nghiém ¢ ndng d6 100pg/m
véi: Ephedrine,Chlorpheniramine,
Oxalic Acid, Naproxen, Creatine,
Penicillin-G, Ephedrine,
Dextromethorphan..

Test

10.000

20

Clo test

Dung dé phat hién nhanh H. pylori
cd trong bénh pham hoic trén moi
truong nudi cay.

Test

200

21

Test nuéc tiéu 10
thong sb

Loai 10 thong sb ( mau, bilirubin,
urobilinogen, ketone, protein, nitrit,
glucose, pH, ty trong nudc tiéu,

Test

5.000
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bach cau). Phil hop mai may xét
nghiém nudc tiéu Urometer 120
hién co6 tai Trung tam.
Phan 3: Hoa chat
huyét hec (may
Celltac a MEK-
6400K, Méy
11/ | Celltac « MEK-
6510K) va Hoa
chat dién giai cho
(may xét nghiém
(CBS-400).
- Dung dé pha lo&ng méau cho may
L X xét nghiém huyét hoc- Thanh phan:
H hat pha | . e ; . N
1 dl;): CC;IO Fr)nz 0?]21?] Nudc tinh khiét, natri sulfate khan > Thung> | Thun
tl,chghu 3 hOZ PR 0.9%, Tris > 0.1%- Nhiét g bao 18lit g | 110
yerhe quan: 1 dén 30°C- D6 6n dinh sau
khi mé nap: 60 ngay
- Dung dé ly giai mang té bao hong
cau cho phan tich Hemoglobin
Hoa chét ly giai - Thanh phan: Nudc tinh khiét, chat
, | hong cau dung cho hoat dgng be mat muoi amoni bac | chaj > 500 Cha
may phan tich bon 3.55% - 3.93% ml 70
huyét hoc - Nhiat d6 bao quan: 1 dén 30°C
- D6 6n dinh sau khi m& nap: 90
ngay
Dung lam chat riza cho méy phan
tich huyét hoc
Trang thai vat Ii: chat long
Hoa chatraa ding | Mau: xanh 14 Mi: nhe Thing> | Thun
3 | cho may phan tich ) .
Do pH: 7,7 dén 8,3 Slit g 40

huyét hoc

Tinh tan: tan trong nu6c

Thanh phan: Polyoxyethylene
tridecylether: 0.049%
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Nhiét d6 bao quan: 1 dén 30°C
D6 6n dinh sau khi mé nép: 180
ngay
Dat tiéu chuan: CE
Cé6 1 CFS thuoc G7
Xuat xa: G7
Dung 1am chat ria cho may phan
tich huyét hoc
Trang thai vat Ii: chat long
Mau: vang nhat
Hoéa chét rira dang | Mui: kho chiu
cho may phan tich . £ Thung> | Thun
4 . b6 pH: 1 1 .
huyét hoc loai dam 0 pH: 10.dén 13 5lit g 20
dac Tinh tan: tan trong nu6c
Thanh phan: Sodium hypoclorit
1.3%
Nhiét d6 bao quan: 1 dén 30°C
D6 6n dinh sau khi mé nap: 90 ngay
B hoa chat dién Thanh phan gom:Standard A: 530ml Hop >
5 | giai CBS-400 Standard B: 210mlRinse Solution: 1238@ Bo 10
Na/K/Cl/Ca 220mIReference solution: 310ml
Phan 4: Hoa chét
v sat khuan va vat
tw dung cho xét
nghiém
1 Bo hoda chat nhuém 400ml Bo
Gram 2
2 | Dung dich Giém sa | Chai 500mi Chai = Chai
94 500ml 1
3 | Dung dich Fuchsin | Chai 500mi Chai = Chai
g 500ml 4
4 | Dung dich Acid con | Chai 500ml Chai

Chai >
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500ml

Dung dich xanh
Methylen

Chai 500ml

Chai >
500ml

Chai

Day bom May xét
nghiém Huyét Hoc
18 thong s

Dang vat liéu: TPE D6 cang: 64
Shore A Hap tiét trung: C6 Tiét
trung bang tia Gamma: C6

Tai 1 soi

Soi

Gidy do dién tim

Kich thudc: 63mm x 30m.

Cudn

100

Dung dich khir
khuan muc d6 cao
dung cu y té

Ortho-Phthalaldehyde 0,55% (w/w),
hé dém pH =7-9.

Hiéu qua sau thoi gian ngam tbi
thiéu 5 phit.

Hiéu qua vi sinh (phase 2, step 2)
Vi khuan : EN 14561
Nam, mdc : EN 14562

Mycobacterium (Truc khuan lao):
EN 14563

Virus: EN 17111

Can>5it

Can

20

Dung dich lam sach
dung cu y té

Enzyme Protease subtilisin 5,0%
(W/w)Chat hoat dong bé mat non-
ionic: Fatty alcohol alkoxylate 8
%(w/w)Chét bao quan:
Methylisothiazolinone 0,035
%(w/w).Chat chdng an mon (1,2,3-
benzotriazole)Chét tao mau, huong
liéupH trung tinh: 7-8 (¢ 20°C); dé
dang tuong thich vai nhiéu loai vat
li¢u, khong gay an mon kim loaiLam
sach chat ban sau thoi gian téi thiéu
1 phut. Dung dugc cho may rua ty
dong, nong do st dung tir 0,1% -
0,5% (twong duong vai ty I¢ pha
lodng 1-5ml/L).

Chai > 1 lit

Chai

10

Gidy in Siéu am

Kich thudc: 110mm x 20m

Hop > 10
cuon

Hop

20
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11

Gel siéu &m

Khéng cé Formaldehyde.

V6 khuan, khéng gay man cam hoac
rat da.

Can >5 lit.

Thung >4
can

Thun

40

12

Vi sbda

V6i soda chuyén tir hong sang trang,
(Net weight: 4.5kg =~ Volume: 5
Litres). Co hat 2.5 -> 5.0mm. Dat
tiéu chuan dugc dién My, d6 cang >
75, loai VentiSorb.

Thanh phan: 80% Calcium
Hydroxide, 12 - 19% Water, 3%
Sodium Hydroxide.

*Tiéu chuan ky thuat: CE, 1SO.
Xuét xt: G7

Can 4,5kg;

Can

10

13

Chloramin B 25%

Thanh phan: > 27% w/w Clo hoat
tinh.

Kg

500

14

Dung dich sat
khuan tay nhanh

Hoat chat: Ethanol 50% (w/w),
Isopropanol 28% (w/w),
Chlorhexidine digluconate 0,5%
(Wiw).

Hé dudng am: Glycerine, Caprylic
triglyceride, Isopropyl myristate,
Olive Oil PEG-7 Esters...

Chét tao mau, huong liéu.

Ham luong Methanol: <2000 (mg/l)

Chai >
500ml

Chai

600

15

Dung dich xa
phong rira tay phau
thuat

Hoat chat: Chlorhexidine
digluconate 4,0 % (w/w).H¢ dudng
am: Glycerine, PEG-7 Glyceryl
Cocoate.Chat hoat dong bé mit:
Lauryl amine oxide,
Cocamidopropylbetaine (CAB),
Decyl glucoside...Chat khéa ion
nuéc cung: EDTA Disodium.Chét
lam dac, huong liéu.

Chai >
500ml

Chai

600

16

Pau Col vang

C6 khia, chét liéu: Nhua PP. Kich
thudc: 0-200ul. Mau sic: Vang. Goi

Cai

10.000
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1000 caéi
C6 khia, chat liéu: Nhua PP. Kich
17 | Pau Col xanh thugc: Kich thuge: 0-1000ul. Mau Cai |0 000
sac: Xanh. Goi 500 céi '
Kim Chich méau . A A
18 | lancet HOp/200 cay €Y | 30,000
19 | Lam kinh XN 7105 | Kich thude: 25.4x76.2mm. loal | o 25 4 | Hop
nham 10
20 | Lam Kinh XN 7102 Kich thudc: 25.4 x 76.2mm, loai Hop 72 céil | Hap
tron 60
op >
21 | Lammen Kich thuéc: 22 x 22mm Hop_: 100 Hop
miéng 10
Nguyén lig¢u: nhya PP
o Mau sac: trang trong
Coc lay mau dom ( .
22 c6 nip van) Kich thuéc: @60mm x 35mm Cai 3.000
Str dung: dung dom, nudc tiéu cua
bénh nhan
Lo x Lo nhua PS trang trong, c6 nhan
g3 | COc lay mau mau trang, nip mau do, dung tich 55 Lo
phan(cé nap van) ol g, nap » N9 ‘ 200
£ - Kich thuéc 13x75 (mm), nhya PS
Ong nghiém nhyua . . £ X -
24 L . trang trong, nap nhya an trong mau Cai
cO nap . A . 10.000
trang, khdng nhén
Ong nghiém nhya PP, kich thuéc
@13 x 75 (mm), dung tich téi da 6
ml, nap nhya mau xanh duong. Bén
. . trong chira chat khang dong -
2 ng nghiém ETDA . ) . n
> | Ongnghic Ethylenediaminetetraacetic Acid ong 48.000
Dipotassium Salt Dihydrate (EDTA
K2), ¢6 vach chi thé tich trén nhan
ong.
] _ Ong nghiém nhya PP, kich thuéc
26 | ONgnghiem @13 x 75 (mm) hogic @12 x 75 Ong
Heparin nap den 5.000

(mm), dung tich téi da 6 ml, nip
nhya mau den. Bén trong chtra chét
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khang dong Lithium Heparin, co
vach chi thé tich trén nhan éng.
Ong nghiém nhya PP, kich thuéc
@13 x 75 (mm), dung tich téi da 6
. _ _ ml, nap nhya mau xanh l4. Bén
ng nghiém Citr T .
27 r?é gxa?mw Citrat trong chira chat khang dong Ong 1.000
P Trisodium Citrate Dihydrate 3.8% '
hoic 3.2%, ¢6 vach chi thé tich trén
nhan éng.
Ong nghiém nhya PET. Kich thudc
13*75 mm. Ong nghiém da duoc hut
chan khéng véi thé tich mau dén 2.0
ml, vé tring. Nap day ong nghiém:
. , nap nhya mau tim, nat cao su bén .
Ong nghiém nap P lf N . 100 ong/ .

28 mau tim trong nap duoc lam tur cao su va Kha Ong 1.000
Silicon D. Ding dé ldy méu toan y |
phan trong xét nghiém Huyét Hoc,
dinh nhém méu , séng loc khang
thé...Ong dugc phun pha K2-EDTA
trén mat trong thanh éng .

Duoc 1am tir nhya PP trong suét, cé
nip an toan dé tranh tinh trang xuat

29 | Sample Cup hién khe ho, véi cac nat go GOi 500 ci | CAi |00
thé hién dung tich dwoc 1am mo. Thé
tich: 1.5ml.

Bo pipet: 10,50, Cac dai thé tich tiy chon: 0.5-10 pl; i i i
¥ ’ Hop 1 B
%0 1100,500,1000 | 5-50 ul; 10-100 ul; 100-1000 ! N I
R Chat liéu: Chat liéu: thuy tinh, nap ..
3L | Bencon nhua. Thé tich: 150ml. cai 2
gp | CONSALKAUANTO 1 2 4o can 30 I Can301it | Lit
do 100
gz | ConsakhuaN 90 o, 45 can 30 11t Can30lit | Lit
do 10
34 | Nudc cét Can 30 lit Can30lit | Can Y
V' | Phin 5. Sinh




Pon

T Danh muc han . 6
> anh muchang Tinh niing k¥ thust Quycach | wvi | >
T hoa . lwgng

tinh
pham xét nghiém
mién dich huynh
qguang (May xét
nghiém mién dich
huynh quang
F200)
Dung dé dinh lugng HbA1C trong
mau toan phan mao mach hoic tinh
mach cuia nguoi.
Thoi gian doc két qua 3 phut.
, Mau: Mau toan phan.
Hoa chat xét .
1 nghiém HbALC Lugng mau: 5 microlit Hop 20 test | Test | 500
Thanh phan: Vach thi: Khang thé
don dong khang-HbAlc. Vach
chung: Khang thé don dong khang-
IgY ga.
La test thur theo may Standard F200
Xét nghiém mién dich huynh quang
dé dinh luong nong do p - hCG
trong huyét thanh hoic méu toan
phan nguoi. Thoi gian doc két qua:
Hoa chat xét 10 phut d6i véi mau huyét thanh va
2 ) e X ; R 3 Hop 2 T 1
nghiém BhCG 15 phtt doi véi mau mau toan phan. 0p 20 test est 00
M3au: méu toan phan, huyét
thanhGigi han dinh lugng: 5 ~ 1,500
mlU/mLLa test thir theo may
Standard F200
Xét nghiém mién dich huynh quang
dé dinh lugng Troponin | (cTnl)
Héa chét xét trong mau mau toan phan (EDTA) A
3 hozc huyét thanh nguoi; Hop 20 test | Test | 200

nghiém Troponine |

Thoi gian doc két qua 10 phit.

M3au: méu toan phan (EDTA), huyét
thanh
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La test thir theo may Standard F200

Hoéa chat xét
nghiém T3

FT3

Xét nghiém sic ky mién dich dé xéac
dinh dinh luong ndng do
Triiodothryonine (T3) trong mau
huyét thanh ngudi.

Thoi gian doc két qua 15 phdit.
Mau: huyét thanh
La test thur theo may Standard F200

Test

100

Hoa chat xét
nghiém FT4

FT4

Xét nghiém duing trong chan doan in
vitro dé dinh luong nong do
Thyroxin (T4) trong mau huyét
thanh nguoi.

Thoi gian doc két qua 15 phit.
Mau: huyét thanh
La test thu theo may Standard F200

Test

100

Hoéa chat xét
nghiém TSH

F TSH Xét nghiém dung cho chan
doan in vitro dé dinh luong néng do
TSH trong mau huyét thanh

ngudi. Thoi gian doc két qua 15
phat. Mau: huyét thanhThanh phan:
Vach ching: Khang thé don dong
khéng-PPR. Vach thir: khang thé
don dong khang TSH. Bém lién hop
khang thé don dong khang - TSH.La
test thir theo may Standard F200

Test

100

Hoéa chat xét
nghiém Pro-BNP

F NT-proBNP FIA

Dung dé dinh luong nong do N-
terminal pro B-type Natriuretic
peptid (NT-proBNP) trong mau mau
toan phan (EDTA) hoic huyét thanh
nguoi.

Thoi gian doc két qua 15 phuit.

Test

100
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N Tinh ning k¥ thua h i

T hoa inh nang k¥ thuat Quy céac Vi lwong
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Mau: mau toan phan (EDTA), huyét
thanh

La test thir theo may Standard F200

Ghi chu:

- CAc nhan hiéu, m4 hiéu, tén thuong mai dugc néu trong E-HSMT (néu c6) chi
nham muc dich tham khao, minh hoa cho y&u cau vé tinh nang va thong sb ky thuat cua
hang hoa, khong dugc xem 1a tidu chi danh gia bat bugc. Nha thau duoc phép chao thau
hang hoa khac, voi diéu kién phai chirng minh duoc hang hoa du thau co dac tinh ki
thuat, tinh ning st dung tuong duong va dap ung day du cac yéu cau quy dinh tai E-
HSMT.

- Trudng hop nha thau chao thau hang hda cé quy cach khac so véi quy cach yéu
cau trong E-HSMT thi quy céch du thau phai ¢am bao 16n hon hodc bang quy céch yéu
cau. Ddi véi cac mat hang hoa chat cé yéu cau kém theo hda chat kiém chuan (Calibrator,
Control), nha thau phai chao thau day du cac loai hda chat nay theo quy dinh cua E-
HSMT.

1.3. Céc yéu cau khac: Nha thdu phai cam két cac néi dung sau:
+Hang h6a m&i 100%, san xuat nim 2025 trg vé sau.

+Han dung: Han st dung con t6i thiéu téi thiéu con 12 thang d6i voi hang hoa co
han ding tir 02 nim tré 1én; 06 thang d6i voi hang hda c6 han ding tir 01 dén dudi 02
nam; 1/4 han dung d6i véi hang hoa c6 han ding dudi 01 nam. Ddi vaéi hang hda khong
ghi ngay san xuét thi han ding phai con ti thiéu 06 thang ké tir ngay giao hang.

+ Thoi gian giao hang: Cung cap hang hda trong vong 48 gio ké tir khi nhan duoc
yéu cau giao hang cua bénh vién, C nhan vién giao nhan tai Kho hang cua Trung tam,
khong giao hang qua chuyén phat nhanh hoic buu dién.

+ Cam két thu hoi hang hoa bi 16i do nha san xuat hoac bi 15i do qué trinh van
chuyén dén kho cua Bénh vién hoic trong trueong hop da giao nhung khong dam bao chat
lwong hoic c6 théng bao thu hdi cia co quan c6 tham quyén ma nguyén nhan khdng do
15i cuia Chu dau tu.

+Cung cap T khai hai quan hang nhap khau (ddi véi cac hang hoa nhap khau) khi
c6 yéu cau cua Trung tam

+Cam két hang hoa cung cip c6 day du gidy to theo quy dinh tai Piéu 22 Nghi dinh
98/2021/ND-CP.




+ Cam két thuc hién ké khai gié, niém yét gia theo quy dinh tai Piéu 44, Piéu 45

Nghi dinh s 98/2021/ND-CP va Nghi dinh s6 07/2023/ND-CP.

+ Cam két hda chat dy thau cé thé chay twong thich véi cac may xét nghiém hién c6

tai Trung tam.

+ Cam két hang hoa duy thau c6 quy cach theo ding quy dinh ctiia nha san Xuat;
khong thyc hién viéc gop, chiét, tach cac loai hoa chat khéng phu hop véi quy cach dong

go6i cua nha san xuét.

1.4 Nha thau ligt ké danh muc hang héa du théu

Nha thau phai nop kém theo E-HSDT cac file excel theo mau sau (xem file excel

dinh kém)

BANG DANH MUC HANG HOA DU THAU

Tén Tén = x Hang
hang | thuwong Nhan Ma san

. . hi¢u hi¢u £
héa mai ¥ ¢ xuat

Ma

Stt phﬁn

Nuée
san
xuat

Hang/
nuéc

chii s¢
hitu

S6 cap gidy
phép nhip
khiu hoac
gidy chirng
nhén luu
hanh hodc
phiéu tiép
nhén hd so
céng'bf) tiéu
chuin sin
phim

Phén loai

Béang

Loai phén loai

Nim séan
A
xuat

Thong )
ky thuit

Ma
HS

Quy

cach

* Ghi chu:

- Nha thau ty ké khai va kém tai liéu chung minh. Trong tai liéu nha thau hightlight

cac san pham du thau va ghi sé thtr ty hang hoa trong trong HSMT.

Muc 2. Ban vé: Khong




