Chuwong V. YEU CAU VE KY THUAT

1. Gi6i thiéu chung vé dy an/dy toan mua sim, goi thau
- Chu dau tu: Bénh vién da khoa khu vuc Mong Cai

- Tén ké hoach lya chon nha thiau: Mua sdm sinh phém va test nhanh xét
nghiém cho Bénh vién da khoa khu vyuc Mong Cai nam 2026

- Tén g6i thau: Mua sam sinh phim va test nhanh xét nghiém cho Bénh vién
da khoa khu vuc Mong Cai nam 2026

- Gia goi thau: 1.459.040.100 VND

- Ngudn vén: Ngudn quy bao hiém y té, ngudn thu tir dich vu kham bénh, chira
bénh va cac ngudn thu hop phap khac cua don vi.

- Hinh thtrc lya chon nha thau: PAu thau rong rai qua mang

- Phuong thure Iva chon nha thau: Mot giai doan, mot thi ho so

- Thoi gian t6 chtic lya chon nha thau: 90 ngay

- Thoi gian bt dau t6 chic Iya chon nha thau: Quy 2/2026

- Loai hop dong: Hop ddng theo don gia ¢b dinh

- Thoi gian thuc hién géi thau: 12 thang ké tir khi hop dong c6 hiéu luc
- Tuy chon mua thém: Khong

2. Yéu ciu vé ky thudt

a) Yéu ciu chung

- Nha thau du diéu kién cung cip va hang héa duoc phép luu hanh trén thi
truong theo quy dinh phap luat hién hanh;

- Hang héa méi 100%, dam bao han st dung ti thiéu 06 thang ddi véi hang
héa c¢6 han ding tir 02 nam trd 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 ciu vé k¥ thuit



STT

Tén hang hoa

Théng s6 ky thuit va cac tiéu chuin

(Nha thau cé thé chao twong dwong hodc tot

hon)

Quy cach
dong goi

Thudc thir xét nghiém dinh
nhom mau A

- Thudc thir xét nghiém dinh tinh khang
nguyén A, dong (clone): (9113D10).
Thanh phan chinh tdi thiéu gom: 0.001%
Anti-A monoclonal, 0.02% Na2HPO4,

0.5%BSA, 0.03% NaCl, 0.2% EDTA, Blue

colour Stain (< 0.1 ml/L)

- Bg nhay: 100%. Bg dac hiéu 100%. Do
chinh xac 100%.

- T6i thiéu dat tiéu chuan chét luong ISO
13485:2016 hoac tuong duong.

Lo 10ml

Thudc tht xét nghiém dinh
nhom mau B

-Thudc thtr xét nghiém dinh tinh khang
nguyén B, dong (clone): (9621A8).

Thanh phan chinh t6i thiéu gom: 0.001%
Anti-B monoclonal, 0.02% Na2HPO4,
0.5%BSA, 0.03% NaCl, 0.2% EDTA,
Yellow colour Stain (<0.09 ml/L)

- Bg nhay: 100%. Bg dac hiéu 100%. Do
chinh xac 100%.

- T6i thiéu dat tiéu chuan chét luong ISO
13485:2016 hoac tuong duong.

Lo 10ml

Thube thir xét nghiém dinh
nhom mau AB

- Thudc thir xét nghiém dinh tinh khang

nguyén A, khang nguyén B, dong (clone):

(152D12 +9113D10).

Thanh phan chinh tdi thiéu gom: 0.001%
Anti-AB monoclonal, 0.02% Na2HPO4,
0.5%BSA, 0.03% NaCl, 0.2% EDTA

- Bg nhay: 100%. Bg dac hiéu 100%. Do
chinh xac 100%.

- T6i thiéu dat tiéu chuan chét luong ISO
13485:2016 hoac tuong duong.

Lo 10ml

Thudc thir xét nghiém dinh
nhom mau D

- Thudc thir xét nghiém dinh tinh khang
nguyén D, dong (clone): (P3X61 +
P3X21223B10 + P3X290 + P3X35).

Thanh phan chinh tdi thiéu gom: 0.001%
Anti-D IgG/IgM monoclonal, 0.02%
Na2HPO4, 0.5%BSA, 0.03% NaCl, 0.2%
EDTA

Lo 10ml




- B4 nhay: 100%. B¢ dac hi¢u 100%. Do
chinh xac 100%.

- T6i thiéu dat tiéu chuan chét luong ISO
13485:2016 hoac tuong duong.

Thubc thir xét nghiém dinh
nhom mau AHG

Thudc thir xét nghiém dinh tinh khang thé
trén té bao hong cau.

Thanh phan chinh t6i thiéu gdbm: AHG
Green Concentrated 33.3%, NaN3 0.0666%
- T6i thiéu dat tiéu chuan chét luong ISO
13485:2016 hoac tuong duong.

Lo 10ml

Khay/Que thtr xét nghiém
dinh tinh treponema pallidum

- Xét nghiém sic ky mién dich, dinh tinh
phat hién khang thé (IgG va IgM) khang
Treponema Pallidum (TP) trong huyét
thanh, huyét twong hodc méau toan phan dé
hd tro chan doan Giang mai.

- B§ nhay tuong quan: 100%. B$ dac hi¢u
tuong quan: >99.3%. D¢ chinh x4c tuong
quan: >99.6%. P9 chinh x4c ngau nhién lip:
> 99%

- Ong chong d6ng mau nhu heparin, EDTA
va sodium citrate khong anh huong dén két
qua xét nghiém. Poc két qua & phut thir <10
- THi thiéu dat tiéu chuan chit luong ISO
13485:2016 hodc tuong duong.

Hop 50 test

Khay/Que thir xeét nghiém
dinh tinh Khéang thé IgG/IgM
cua virus Dengue

- Khay thir xét nghiém sac ky mién dich,
phat hién dinh tinh va phan biét khang thé
IgG va IgM khang vi rut Dengue trong
huyét thanh, huyét tuong hoic mau toan
phan.

- P6i v6i IgM: Do nhay tuong quan:
>96.7%; Do dac hiéu tuong quan: >98.6%;
Do chinh xac twong quan: >97.9%

- Dbi v6i IgG: Do nhay twong quan:
>95.8%; Do dac hiéu twong quan: >98.6%;
Do chinh xé4c tuong quan: >97.6%

- Poc két qua & phat tht <15

- THi thiéu dat tiéu chuan chit luong ISO
13485:2016 hodc tuong duong.

Hop 25 test

Khay/Que thir xét nghiém
dinh tinh khang nguyén NS1

- Dinh tinh phat hién sy ¢6 mat ciia khang
nguyén Dengue NS1 trong huyét thanh,
huyét trong hodc mau toan phan ciia nguoi.
- Hoat chit chinh t6i thiéu gdm: Céc khéng

Hop 30 test




thé don dong khéang Dengue NS1.

- B§ nhay tuong quan: 100%; B¢ dic hi¢u
tuong quan: >98.75%; Do chinh xac tuong
quan: >99.0%.

- Ngudng phat hién (LoD): 0.25 ng/mL.

- Khong phéan tmg chéo v6i cac mau duong
tinh HBsAg, H. Pylori Ab, TB, HIV Ab,
HAV Ab, HCV, RF, CMV, Malaria Ab,
HSV-1, HSV-2.

- Khong bi gay nhiéu boi Hemoglobin (&
ndng d6 0.67-2 g/L) va IgG ngudi (6 ndng
do 333-1.000 mg/dL)

- Poc két qua tai <15 phit

- T6i thiéu dat tiéu chuan chét luong ISO
13485:2016 hoac tuong duong.

Khay/Que thtr xét nghiém
dinh tinh cac khang nguyén
virus caim A/B

- Khay thir xét nghiém sac ky mién dich,
dinh tinh phat hién va phan biét khang
nguyén vi rat cum A va cum B tir dich mii,
dich hau hong va dich ty hau

- Hiéu qua chan doan Cum A: P9 nhay

tuong quan: 100%; B9 dac hi¢u tuong quan:

>99.22%; D9 chinh xac twong quan:
>99.38% 7
- Hi¢u qua chan doan Cim B: B¢ nhay

tuong quan: 100%; B9 dac hi¢u twong quan:

>99.61%; B chinh xac tuong quan:
>99.67%

- Do chinh x4c ngau nhién lip: >99%

- Kém theo que mau chitng 4m va que mau
chirng duong

- Khong phéan tng chéo véi: coronavirus-
229E, coronavirus-NL63, coronavirus-
0OC43, coronavirus-HKU1, parainfluenza,
Enterovirus, Streptococcus pneumoniae,
Mycoplasma pneumoniae, MERS-
coronavirus, SARS-coronavirus, virus
adenovirus...

- Poc két qua & phut tht <15

- THi thiéu dat tiéu chuan chit luong ISO
13485:2016 hodc tuong duong.

Hop 25 test

10.

Khay/Que thir xét nghiém
dinh tinh Rotavirus trong
phan

- Xét nghiém mién dich sic ky dong chay
bén dé phat hién dinh tinh khang nguyén
rotavirus trong mau phan.

Hiéu suat: Do nhay: >98.46%, do dic hiéu:
>99.62%, d6 chinh xéc: >99.25%

Hop 25 test




Khong phan Gng chéo voi: S6t thuong han,
Adenovirus, H.pylori, Bénh ta.

- T6i thiéu dat tiéu chuan chét luong ISO
13485:2016 hoac tuong duong.

11.

Khay/Que thir xét nghiém
dinh tinh virus viém gan C

- Khay thir xét nghiém dinh tinh khang thé
khang vi rat viém gan C (Mau toan phan /
Huyét thanh/Huyét tuong)

- Khang nguyén HCV tai t6 hop (chira core,
NS3, NS4 va NS5) duoc cb dinh trong viing
thr nghiém trén mang nitrocellulose.

- Hiéu qua chan doan (phwong phap EIA
hodac CMIA): Bg nhay: 100%; D¢ dic hi¢u:
100%; Do chinh xac: 100%

- Khong bi gdy nhiéu boi cac chét sau &
ndng do twong tmg: Acetaminophen: 20
mg/dL, Caffeine: 20 mg/dL; Axit
acetylsalicylic: 20 mg/dL, Axit Gentisic: 20
mg/dL.

- T4i thiéu dat tiéu chuan chat luong ISO
13485:2016 hoac tuong duong.

Hop 40 test

12.

Test viém gan B (HBeAg)

- Dinh tinh phét hién khadng nguyén HBeAg
trong huyét thanh hodc huyét twong ciia
nguoi.

- Hoat chat chinh t6i thiéu gdm: Cap khang
thé chudt khang HBeAg.

- B4 nhay tuong quan: 100%; Do dac hi¢u
tuong quan: >98.8%; D¢ chinh x4c tuong
quan: >99.14%.

- Khong bi nhiéu boi cac chit sau: Ascorbic
acid 20 mg/mL, Bilirubin 1000 mg/dL,
Caffeine 20 mg/dL.

- Khéng phan tmg chéo voi cac mau duong
tinh voi: yéu té dang thip (RF), HAV,
Syphilis, HIV, H.pylori, CMV, Rubella.

- THi thiéu dat tiéu chuan chit luong ISO
13485:2016 hodc tuong duong.

Hop 40 test

13.

Khay/Que thu xét nghiém
dinh tinh Chlamydia
trachomatis

- Xét nghiém nhanh phét hién dinh tinh
khang nguyén Chlamydia trong mau dich c6
tr cung nit, tim bong niéu dao nam hodc
mAau nudc tiéu nam.

- THi thiéu dat tiéu chuan chit luong ISO
13485:2016 hodc tuong duong.

Hop 25 test




14.

Que thir dung cho mdy do
duong huyét

- Thanh xét nghiém dang que gém dé PET,
dién cyc mach in, vo PET va enzyme.
Thanh phan chinh t6i thiéu gdbm: Non-
reactive ingredients > 2.1 % w/v. Glucose
dehydrogenase(FAD-dependent) > 4 unit/v.
K3Fe(CN)6 > 4.5% w/v. - Cd mau: 1 pL.
Thoi gian phan tng: <10 giay.

- Pham vi do hé théng: <20 mg/dL dén >600
mg/dL. Pham vi hematocrit: <10% dén
>70%

- T6i thiéu dat tiéu chuan chét luong ISO
13485:2016 hoac tuong duong.

Hop 50 test

15.

Khay/Que phat hién khang
the HIV1/2/0

- Xét nghiém sic ky mién dich, dinh tinh
phat hién khang thé khang HIV-1, HIV-2 va
nhom O trong mau toan phan, huyét thanh
hodc huyét trong

- Ong chéng déng méau nhu heparin, EDTA
va sodium citrate khong anh huong dén két
qua xét nghiém

Hiéu qua chan doan (phuong phap xét
nghiém EIA): D6 nhay tuong quan: 100%;
Do dac hi¢u twong quan: >99.0%; DJ chinh
xac tuong quan: >99.3%

- B0 chinh x4c ngau nhién lip: >99%

- Poc két qua & phit thir <10

- T6i thiéu dat tiéu chuan chét luong ISO
13485:2016 hoac tuong duong.

Hop 50 test

16.

Khay tht/Que thir xét nghiém
dinh tinh khéng nguyén
HBsAg

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

- Thanh phan t6i thiéu chira: Khang nguyén
HBsAg; Khang thé tho IgG

- B4 nhay tuong quan: 100%; Do dac hi¢u
tuong quan: 100%; DJ chinh xéac twong
quan: 100%

- D9 chinh x4c ngiu nhién lip: >99%

- Poc két qua & phut tht <10

- THi thiéu dat tiéu chuan chit luong ISO
13485:2016 hodc tuong duong.

40
Test/Hop

17.

Thubc thir xét nghiém dinh
tinh va ban dinh lugng Anti
Streptolysin O (ASO)

- Phuong phap: ngung két trén lam kinh
- Thudc thi: Latex: (hon dich cac hay latex
polystyrene dugc phu Streptolysin, pH 8.2);

100 test




Control: (Huyét thanh nguoi véi ndng do
ASO>200IU/mL); Negative control: (Huyét
thanh dong vat)

- Do nhay chan doan: >97%

- Khong bi anh hudng bdi hemoglobin
(0.63—-10 g/L), bilirubin (0.5-20 mg/dL),
lipid (0.63-10 g/L), va yéu té dang thap
(37.5-300 IU/mL)

- T6i thiéu dat tiéu chuan chét luong ISO
13485:2016 hoac tuong duong.

Khay thtr xét nghiém dinh

- Phat hién MDMA trén mau nudc tiéu, thuc
hién trén mau nudc tiéu tuoi.
- Ngudng phat hién 500 ng/ml

18. | tinh Methylenedioxy | - P9 chinh xac twong quan > 99.9% Hop 25 test
Methamphetamine (MDMA) | - D6 nhay tuong quan >99%
- To1i thiéu dat ti€u chuan chat lugng ISO
13485:2016 hoac tuong duong.
- Phat hién ketamine trén rgﬁu nudc tiéu,
thue hién trén mau nudc ti€u tuoi.
Que thtr xét nghi¢ém dinh tinh | - Ngudng phat hién 1000 ng/ml
19. | Ketamine (Que thtr phat hién | - P chinh xac tuong quan > 99.9% Hop 25 test
Ketamine) - Bg nhay twong quan >99%
- To1 thiéu dat ti€u chuan chat lugng ISO
13485:2016 hodc tuong duong.
Théanh phan dung dich téi thiéu gom co:
20. | Giemsa Metanol: <50% Glycerol: <25%; Ethylene Chai 1 lit
Glycol: <25%
1 Eé(;ﬁlcili% C{g;g (ﬁlgags Ei‘i tpll;lamu Chét ran, mau tréng, khong mui. B6 PH 9- 250
S : 11 (& 1g/l). Cong thire héa hoe: Li2CO3 g
xanh nhan)
Hoa chat ding dé gan lamen dang chat 1ong,
£ khong mau.
22. | Keo gan lamen _ Thanh phén téi thiéu gdm c6: Xylene, H8ml
nhya Acrylic.
Test nhanh xét nghiém dinh tinh, dong thoi
Test nhanh ma tay 5 chi sb 5 chat gay nghién: MOP 300 ng/mL; Codein
23. | (MOP/AMP/THC/COD/6- | 300 ng/mL; Heroin (6-MAM) 10 ng/mL; | Hgp 25 test
MAM) AMP 1000ng/ml ; THC 50 ng/ml

D0 chinh xac : MOP > 95%; AMP > 98%;
THC > 98%; Heroin > 98%; Codeine > 95%




- Thoi gian doc két qua sau 5 phat nhung
khong qua 10 phut.

- T6i thiéu dat tiéu chuan chét luong ISO
13485:2016 hoac tuong duong.

Khay thir ding dé phat hién dinh tinh mau
4n phan nguoi. Do chinh x4c khong bi anh
huoéng bai ché do an udng ciia bénh nhan.
- Thanh phén t6i thiéu chira: Mang
nitrocellulose trén nén Mylar vé6i vach thir
phi khang thé don dong chudt khang
hemoglobin va vach kiém soat phil khang Hop 20 test
thé don dong IgY cua ga

- B¢ nhay: > 99.4%; B dac hi¢u: 100%; Do
chinh xac: > 99.8%

- Ngudng phat hién 25 ng/mL phan

- T6i thiéu dat tiéu chuan chét luong ISO
13485:2016 hoac tuong duong.

Test nhanh phat hién méau an

24 trong phan

3. Cac yéu cau khac
- NOp ban cam két va thyc hién theo yéu cau cua chu dau tu cac ndi dung sau:

+ Nha thau di diéu kién cung cdp va hang héa dwoc phép luu hanh trén thi truong
theo quy dinh phap ludt hién hanh;

+ Tdt ca cdac 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 toi 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 dimg diwedi 01 nam theo nha san xudt khi ban
giao hang hoa;

+ Cung cdp hang madu trong truong hop cé yéu cau cia Chi dau tu;

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

+ Thu hoi hang hod trong trwong hop hang hod da giao nhwng khéng dam bdo chat
luwong, hodc khong sw dung duoc voi trang thiét bi hién cé cua don vi thu hwong, hodc co
théng bdo thu héi ciia co quan cé tham quyén ma nguyén nhan khéng do 16i ciia chii ddau
tuy;




+ Co nang luc tw thuc hién cac nghia vu bao hanh, bdo 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 dong nguyén tac véi don vi c6 dit kha ndng thwc hién nghia vu
bdo hanh, bdo tri, duy tu, bdo dudng, sira chita, cung cdp phu ting 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 treong hop hang héa cé bat ky
thay doi tir nha sdan xudt.

- Nha thau chuan bi 1 bo E-HSDT ban gbc dé Chu dau tu luu trit khi duoc
moi d6i chiu tai lidu.



