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

Muc 1. Yéu cau vé ky thuat
1.1. Gi6i thiéu chung vé du toan mua sim, géi thau
- Tén goi thau: Mua sinh pham chan doan ctia Trung tam y té Khu vuc Pha
Gido nam 2025-2026
- Tén dy toan: Mua sinh phdm chan doan cua Trung tim y té Khu vic Pha
Gido nam 2025-2026
- Chu dau tu: Trung tim y té Khu vuc Phi Gido
- Ngudn von: Tir ngudn thu kham chita bénh ciia don vi
- Hiph thtre luc chon nha thau: Pau thau rong rdi qua mang (mot giai doan
mot tui ho so)
- Loai hop dong: Theo don gia ¢6 dinh
- Thoi gian thuc hién goi thau: 12 thang (giao ting dot theo yéu cau)
- bia diém cung cip: Xa Pha Gido, thanh phé H6 Chi Minh
1.2. Yéu cau vé k¥ thuat

Tén thiét biy S6

STT i Pac tinh ky thuat Quy cach | BVT lwong

Que thur xét nghi€ém st dung dé dinh
tinh Phat hién va phan biét cac khang
thé (IgG, IgM, IgA) dic hiéu véi
virus HIV-1 gém type phu O va
HIV-2 trong miu huyét thanh, huyét
tuong va mau toan phan

Thanh phan:

- Mang: khang nguyén HIV tai tb
hop bao gdm gp41, gp36 va khang
Xét nghiém nguyén tai to hop HIV-O.

1 nhanh chan - Lop cong hop: hat vang lién hop Hop/40 Test 1,500
doan nhiém voi khang nguyén tai to hop gp41, test '
HIV gp36 va HIV-O

- Vach két qua: cac khang nguyén
HIV-10,477ug, HIV-2 0,318ug,
HIV-O 0,080ug.

- Vach chimg: khang thé dé khang
tho IgG 0,398ug

Hiéu qua chan doan so véi phuong
phép HIV EIA:

- b6 nhay twong quan: 100%

- B§ dac hi¢u tuong quan: 99,3%
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- B§ chinh xac tuong quan: 99,5%
- bat chung nhan ISO&FSC.

Xét nghiém
nhanh chan
doan nhiém
HIV

Khay thtr xét nghiém dinh tinh
khang thé khang HIV-1/HIV-2 la
mot xét nghiém mién dich truc quan
nhanh dé phat hién dinh tinh, gia
dinh cac khang thé d6i véi HIV-
1/HIV-2 trong cdc mau mau toan
phan, huyét thanh hodc huyét twong
cua nguoi.

Céc chat khong phan g chéo:
Anti-HCV, Anti-HBsAg, Anti-
HBcAg, Anti-HAV, Anti-HTLV,..

Khong bi gay nhidu bdi cac chat sau:

Ascorbic Acid(20mg/dL),
Hemoglobin(1000mg/dL),
Bilirubin(1000mg/dL), Gentistic
acid(20mg/dL),
Acetaminophen(20mg/dL),...
Do nhay >99%

Do dac hiéu >99%.

DPat chirng nhan ISO&CE&FSC.

Hop/40
test

Test

60

Xét nghiém
nhanh khang
nguyén bé
mat virut vién
gan B

Que thir xét nghiém sic ky mién
dich, dinh tinh phat hién khang
nguyén bé mat vi rat viém gan B
trong mau mau toan phan, huyét
thanh hodc huyét tuong.

Thanh phan:

- Ving cong hop: Khang thé khang
HBsAg 0,35ug, khang thé IgG tho
0,233ug

- Vach két qua: Khang thé khang
HBsAg 0,514ug

- Vach chtng: Khang thé IgG dé
khéang thé 0,428ug

Ngudng phat hién (LOD):
0,92ng/mL

- B¢ nhay tuwong quan: : 100%

- b6 dac hi¢éu tuong quan: 99.7%

- B§ chinh xac tuong quan: 99,8%
Khéng c6 phan tmg chéo véi: yéu td
dang thap RF, vi rat viém gan D, vi
rut viém gan E, vi rt viém gan G.

Khéng bi gay nhidu bdi cac chat sau:

Methydopa, dextran, acetylsalicylic

Hop/50
test

Test

2.500
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acid, furosemide, indomethacin,
nicotinic acid, probenecid, quindine
hydrochloride monhydrate,
sulfamethoxazole.

Poc két qua o phit thir 10

Dat chirng nhan ISO&FSC.

Xét nghiém
nhanh chan
doan viém
gan C

Khay thur 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
turong hodc mau toan phan.

Céc khang nguyén tai t6 hop duoc
ma hoa bédi cac gen cho ca protein
ciu tric (nucleocapsid) va khong ciu
trac. Thanh phan chira hat phu khang
nguyén HCV tai t6 hop bao gdbm
NS3, NS4, NS5, CORE va khang
nguyén HCV bao gdm NS3, NS4,
NS5 va CORE dugc phu trén mang.
- Vung cong hop: Khang nguyén
HCV tai to hop 2 0.073 pg. Vach két
qua(T): Khang nguyén HCV téi to
hop 1 0.31 pg. Vach chung(C):
Khang thé dé khang chudt IgG 0.41
ng

Hiéu qua chin doan so véi phuong
phap HCV EIA:

- B¢ nhay twong quan: 100%

- B§ dac hi¢u tuong quan: 99.4%

- B9 chinh x4c twong quan: 99.6%

- P6 chinh x4c ngiu nhién lip:
>99%

Dat chiing nhin ISO&FSC.

Hop/40
test

Test

2.500

Xét nghiém
nhanh chan
doan viém da
day

Khay thtr dinh tinh phat hién khang
thé khang H. pylori trong huyét
thanh, huyét twong hoic mau toan
phan cta ngudi.

Thanh phén: chira cac phan tir pha
khang nguyén H. pylori va khang thé
khéang IgG nguoi phu trén mang.

- B§ nhay tuwong quan: 94,7%;

- b6 dac hi¢éu tuong quan: 99,4%;

- B9 chinh xac twong quan: 97,2%

- B6 chinh x4c ngau nhién lip >99%.
Khong bi anh hudng dén két qua xét

Hop/40
test

Test

120
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sTT | 1 thietbiy Dic tinh ky thuat Quy cich | BVT | D0
te ‘ ‘ luwgng
nghiém bai thudc chong dong mau
nhu heparin, EDTA va sodium
citrate.
Dat chiing nhan ISO&EUFSC&CE.
Doc két qué ¢ phut thir 10
Xeét nghiém nhanh vi-rit viém gan A
(IgM) 1a mot xet nghiém mién dich
truc quan nhanh chéng dé phat hién
dinh tinh, gid dinh IgM khang HAV
dac hi¢u trong cac mau méu’ toan
Xét nghigm EE:I:;O}I]FX;I g;anh hodc huyét tuong
6 |mhanhchin ol trong dbi: 99,5%(97.5%- HOP/A0 1 oy 600
doan viém 99.9) test
gan A Po dic hidu trong dbi:
99,3%(95,9%-99,9%)
Théa thuan chung: 99,4(98,0% -
99,8%)
Khoang tin cdy: 95%
DPat chirng nhan ISO&FSC&CE.
Khay thir xét nghiém dinh tinh
Troponin I (Méu toan phan/Huyét
Test nhanh thgilh/Huyet tuong) la xét ng}ncrr’l
han doan mién dich truc quan nhanh dé phat
cnan coa hién dinh tinh Troponin I tim trong Hop/40
7 | nhoi mau co o \ X X Test 1.200
. .| mau mau toan phan, huyét thanh test
tim (Troponin < £ , v DA
1) hodc huyét tuong cia nguoi. B9
nhay 97,4%; D dac hiéu 99,6% so
véi CLIA
Pat ching nhan ISO&CE.
Que. :[hu: X.et Que thir nude tiéu 10 thong s bao
nghiém dinh A . . A
. <12 gom: protein, mau, Bach Cau,
tinh va ban o .
dinh Iuong 10 N1Fr1te, Glucose,ketone (icetoacetlc )
8 | thong sb nuée ac@), p.H’ Troqg luong riéng (SG), Hop/ 100 Test 7.000
X .| Bilirubin, urobilinogen. test
tiéu (Que thu N ,
han tich - Que thu Slqmens duogc st dupg
Eué’c tidu 10 dong may Clinitek Status+, Clinitek
A f Advantus hodc Atellica LumlIQ.
thong s0)
Que thur duong huyét Accu-Chek
Active dung cho may Accu-Chek
ACCU- Active cho két qua ding (theo Hop/100
? SX%EOK Active protocol cua ISO 15197:2013) test Test | 89.600

- Pham vi do Glucose 1a 10 - 600
mg/dL, hodc 0,6 - 33,3mmol/L
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- Thoi gian do : Khoang 5 gidy
(khoang 8 gidy & ché do dinh luong
bén ngoai)

- Pham vi ty 1¢ hong cau: 20 =55 %,
va 20 — 70% néu mau duoc dua vao
ngoai may do

- 99,4% két qua do nam trong vong
sai 80 £10 mg/dL va 100% két qua
do nam trong vong sai s6 +15 mg/dL
v6i Pp chuan ¢ néng do <100mg/dL
hoac 5.55 mmol/L

- 96,0% két qua do nam trong vong
sai s6 £10% va 99, 8% két qua do
nam trong vong sai s6 £15% véi Pp
chuén ¢ ndng d6 >100mg/dL hoic
5.55 mmol/L

- Bo duoc 4 loai mau (mao mach,
tinh mach, dong mach, mau tré so
sinh).

- Pat ching nhan ISO & CE

10

Chan doan
som khang
nguyén bé
mat sbt xuat
huyét
(Dengue NS1
- dang
cassette)

Dinh tinh phat hlen khang nguyén
NSI cua vi rt sét xuat huyét trong
huyét thanh, huyét twong va mau
toan phan cua ngudi bang phuong
phap sic ky mién dich. Phuc hop
khang thé dic hiéu vi rat s6t xuat
huyét va vang dugc dat & ving cong
hop, va khang thé khang khang
nguyén NS1 duogc ¢b dinh trén mang
- Thé tich mau: 100 pl

- Poc két qua trong vong 15-20 phut.
- P9 nhay tuong dbi: 97.16%; Do
dac hi¢u tuong dbi: 100% so voi
phuong phap RT-PCR

- Gi61 han phat hién: Tuyp 2 :
0.006125 pg/ml, tuyp 3:
0.00153125pg/ml, tuyp 4: 0.006125
pg/ml

- Khong c6 phéan trng chéo
Corynebacterium diphtheria,
Hemophilus influenzae,
Staphylococcus aureus ,Steptococcus
pheumoniae , Steptococcus pyogenes
(1x10*CFU/ml), Adenovirus tuyp 3,
Virat cam A, B, Vi rut Séi, Vi rut

Hop/25
test

Test

12.000
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parainfluenza tuyp 1,2,3, Virut hop
bao ho hép, Rotavirus , Rubella
Virus, Vi rat viém nao Nhat Ban
(1x10* pfu/ml)

- Cac chit gay nhidu khong anh
hudéng dén két qua: Hemoglobin,
Bilirubin , Triglycerid

- Céc chét chong dong nhu heparin,
EDTA va natri citrat khong anh
huong dén két qua thir nghiém

- Gidy phép luu hanh do BYT cap
thudc phén loai C

- Pat tiéu chuén ISO & Korea FSC
& KGMP

11

Chan doan
nhanh cac
chat dang
thudc phién (5
inl)
(Amphetamin,
Morphine,
marijuana,
Codein,
Heroin)

Xét nghiém mién dich sic ky nhanh
dé phat hién dinh tinh va dong thoi
cac loai chit giy nghién (AMP,
COD, HER, MOP, THC) du¢i dang
cac phtrc hop khéac nhau c6 trong
nudée tiéu & ngudi.

-MAu pham: Nudc tiéu

- Ngudng phat hi¢n:

AMP: 300ng/mL, COD: 200ng/mL,
HER: 10ng/mL, MOR: 300ng/mL,
THC: 50ng/mL

- b6 nhay, D6 dac hi¢u, P chinh
xéac 1an 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 gi61 han khong bi
anh huong khi pham vi pH tir 4 dén
9, pham vi trong lugng riéng cia
mau nudce tiéu ¢ gan 1,000-1,045.
-Khong phéan trng chéo khi thur
nghiém & nong d6 100pg/ml voi:
Ephedrine,Chlorpheniramine, Oxalic
Acid, Naproxen, Creatine, Penicillin-
G, Ephedrine, Dextromethorphan..

- P6 6n dinh bao quan 2-30°C

- Dat tiéu chuan ISO 13485

Hop/25
test

Test

8.000
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*.Ghi chu :

- TAt ca cic nhidn hiéuv, catalogue cua nha san xuét, hodc héng hoa tr mot
quoc gia hodc vung lanh tho nao d6 dugc néu trong E-HSMT nay déu mang tinh
minh hoa cho yéu cau vé ky thuat cua hang hoa. Khi dy thau don vi du thau phai
cung cap hang hoa co6 cac tinh nang nhu mo ta ¢ trén hodc tuong duong hoac tot
hon (twvong duong c6 nghia la: Cé dac tinh ky thuat tuong tu, co tinh nang st
dung 1a tuong duong véi cac hang hoa da néu).

- Yéu cau ky thuat chung la cac hang hoa, san pham hop phap cung cip theo
yéu cau cua Ho so moi thau day du vé sb luong va chét luong phai la hang moi
100%, dat tiéu chuan c6 catalogue tai liéu ki thuat chinh hang san xuat dé chimg
minh tinh dap tmg vé yéu cau ki thuat

- TAt ca cac hang hoa dugc néu trén bao gom day du cac phu kién kém theo
dé tao thanh mot san pham hoan chinh.

2. Yéu ciu khac

- Hang hoa dy thau phai ghi rd xuat xt, nhan hiéu

- Nha thau phai c6 cam két cung cap hang héa méi 100%

- C6 gidy phép luu hanh san pham (hodc twong dwong) theo quy dinh.

- Cam két han str dung cta hang hoa khi giao hang > 2/3 han sir dung in trén
bao bi.

- Cam két thu hdi hang héa trong truong hop hang hoa da giao nhung khong
dam bao chat luong hodc c6 thong bao thu hdi ctia co quan c6 tham quyén ma
nguyén nhan khong do 16i ctia bén moi thau va hoan tra day di hang hoa dam bao
chit luong cho don vi, tuong tng voi ) lugng hang hoa da thu hoi.

Muc 2. Ban vé

Khong c6 ban vé

Muc 3. Kiém tra va thir nghiém

7Vi§c kiém tra va thu nghjém duoc tiép hanh sau khi hélng hoa duogc van
chuyén dén dia dién} theo yéu cau cua chu dau tu va dugc cha dau tu, don vi su
dung gidm sat va kiém tra.

Chu dau tu hogc dai dién cua Chu dau tu c6 quyén kiém tra, thir nghiém
hang héa dugc cung cap dé khang dinh hang hoa do6 c6 dac tinh k¥ thuat phu hop
v6i yéu cau cia hop dong. Bat ky hang hoa nao qua kiém tra, thir nghiém ma
khong phu hop véi dac tinh ky thuét theo hop dong thi Chu dau tu c6 quyen tur

chdi va Nha thau phai co trach nhiém thay thé bang hang hoa khac hoac tién hanh
nhirng diéu chinh can thiét dé dap ing ding cac yéu cau vé dic tinh k¥ thuat.



