SOY TEBAC KAN CONG HOA XA HQI CHU NGHIA VIET NAM
BENH VIEN PA KHOA TiNH Péc 1ap - Tw do - Hanh phtc

S6: 2044 /BVDK-KHTH Bdc Kan, ngay/4hang 11 nam 2023
VIv Moi béo gia trang thict bi y té
chan doan Invitro phuc vu cong tac

chuyén mén nam 2024.

Kinh giri: Cac hang san xuit, nha cung cip tai Viét Nam

Bénh vién da khoa tinh Bic Kan c6 nhu cau tiép nhan bao gia dé tham khao,
xdy dung gia goi thau, 1am co so t6 chirc lya chon nha thau cho géi thau mua sim
trang thiét bi y té, chan doan Invitro phuc vu cong tac chuyén mon ndm 2024 tai Bénh
vién da khoa tinh Bac Kan, v&i noi dung cu thé nhu sau:

1. Thong tin ciia don vi yéu cau bao gia

1. Pon vi yéu cau béo gia: Bénh vién da khoa tinh Bac Kan.

2. Thong tin lién hé cta ngudi chiu trach nhiém tiép nhan bao gia: Pong Phiic
Trinh; Tb trudng to trang thiét bi; s6 dién thoai: 0986361222; dia chi gmail:
trinhbvdk@gmail.com.

3. Céch thuc tiép nhan bao gia:

Nhan truc tiép tai dia chi: Phong Ké hoach tong hop, Bénh vién da khoa tinh
Bic Kan.

4. Thoi han tiép nhan bao gia: Ttr 16h00 ngay 14 thang 11 nam 2023 dén trudc
16h30 ngay 24 thang 11 nam 2023.

Céc bao gia nhan dugc sau thoi diém néu trén s& khong duoc xem xét.

5. Thoi han c6 hiéu luc cua bao gia: THi thiéu 90 ngay ké tir ngay 24 thang 11
nam 2023.

6. Ho so bao gia theo ding biéu mau Thong tu 14/2023/TT-BYT ngay 30 thang
6 nam 2023 cia BO Y té.

IL. N6i dung yéu cau bao gia:

1. Danh muc thiét bi

STT | Tén trang thiét bi | M ti yéu ciu vé tinh niing, thong sd ky thuit va Pon vi tinh SO lwong
cac thong tin lién quan veé k¥ thuat dang ky
mua sam

I Huyét hoc — Truyén mau

Thudc thir xét
nghiém dinh tinh | D¢ dic hiéu chan doan 1a 100%.
1 khang thé khang vi | D¢ nhay chan doan 100% Hop 32
rat HIV
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Thudc thir xét
nghiém dinh tinh

Do nhay chan d_)oén: 100%
Do dac hiéu chan doan: > 99,5%

2 khéng nguyén bé | Do chum: mau am tinh: 16%:; chat hi¢u chuan: 8% Hop 32
mit Hepatitis B | Do 6n dinh: tai 2-80C trong 15 thang
3 ghiem QINA U0 | 55 hay chin doan 100% Hop 32
khing thé khang i | o < "4ii 1 ai 2-8 oC trong 15 thang
rat Hepatitis C i S
Test thir chan doan | Xét nghiém dinh tinh khang nguyén bé mit cta
4 bénh nhiém vi rat | virus viém gan B, Loai mau sir dung: Huyét Test 3.000
viém gan B thanh,Huyét twong.
Xét nghiém dinh tinh khang the IgG, IgM, IgA
khang Treponema pallidum, Loai mau str dung:
SD Bioline Huyét thanh, Huyét tuong, Méu toan phan
5 Syphilis 3.0 Cong hop vang: khang nguyén Treponema Test 2.500
pallidium tai to hop; Vach thir: khang nguyén
Treponema pallidium tai t hop; Vach ching: huyét
thanh dé khang Treponema pallidium.
Thudc thir xét Dong té bao Anti A BRMA-1 s& phat hién khang
nghiém dinh nhém | nguyén A.
6 ¢ mau A Anti A ¢ mau xanh lam Lo 180
Tiéu chuan chit lugng ISO 13485:2016
Thudc thir xét Dong té bao Anti B LB-2 s& phat hién khang
7 nghiém dinh nhém | nguyén B. Anti c6 mau vang Lo 180
méu B Tiéu chuin chit lugng ISO 13485:2016
ISP Dong t€ bao Anti AB ES-4 / ES-15 sé€ phat hién
Thuoe thur xét khang nguyén A, Ax hodc B. Anti AB khong co
8 | nghiém dinh nhom | 1E PRI He B g Lo 150
mau AB Tiéu chun chit lugng ISO 13485:2016
Dung dich c6 chira nong d6 protein thap va IgM
Thudc thir xét don dong cua ngudi va IgG khang D. Thude thu
9 nghiém dinh nhém | nay sé& truc tiép ngung két cac té bao Rh D duong Lo 100
méau D tinh, bao gdbm phan 16n cac bién thé (nhung khong
phai DVI) va ty 1& D yéu (Du) cao.
Thudc thir xét Chat 1am nghiém phap coombs gian tiép. Bao quan
10 | nghiém dinh nhom | nhiét d6 tir 2-8 d C. Tiéu chudn chat luong Lo 6
mau AHG 1S013485:2017
1 Héa sinh
Que thtr nude tiéu Labstrip U11 Plus
Bilirubin: Muéi diazoni 3,1 %
Urobilinogen: Mubi diazoni 3,6 %
Céc thé cetone: Natri nitroprussid 2,0 %
Acid ascorbic: 2,6-dicloro-phenol-indophenol 0,7%
Glucose: Glucose oxidase 2,1 %, Peroxidase 0,9%,
Que thir xét O-To_luidin hydroclorid 5,0%
nehiém ban dinh Protein: Xanh Tetra-bromophenol (_),2 %
11 ghie : Mau: Isopropylbenzol-hyd roperoxid 21,0 % Hop 66

lwong 11 thong sb

Tetramethylbenzidine-di hydroclorid 2,0 %

pH: Xanh Bromothymol 10 %, D6 Methyl 2,0 %
Nitrite: Acid Sulfanilic 1,9%, Tetrahydrobenzol
[h]quinolon-3-ol 1,5 %

Bach cAu: Este acid carboxylic 0,4 %, Mubi diazoni
0,2 %

Ty trong: Xanh Bromothymol 2,8 %

Tiéu chuan chit lugng ISO 13485:2016
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Que thir nude tiéu
11 thong so

Leukocytes : indoxyl ester 1.4mg;diazonium salt
0.7mg.Ketone : sodium nitroprusside 30.0mg.
Nitrite : sulfanilamide 0.65mg;N-(naphthyl)-
ethylenediammonium dihydrochloride 0.45mg.
Urobilinogen : fast blue B salt 1.2mg.

Bilirubin : 2,4-dichlorobenzene diazonium 14.3mg.
Protein : tetrabromphenol blue 0.36mg.

Glucose : glucose oxidase 800 I.U.; peroxidase 200
P.U.;4-aminoantipyrine 2.0mg.

Specific Gravity : bromthymol blue 0.4mg.

Blood : cumene hydroperoxide 35.2mg, 3,3',5,5'-
Tetramethylbenzidine 1.5mg.

pH : bromxylenol blue 3.3mg; bromocresol green
0.2mg. Ascorbic Acid: 2.6-dichloro-phenol-
indophenol 0.5mg. Pat ISO 9001, ISO 13485

200
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Que thir xét
nghiém nudc ticu
11 thong so

Thanh phan chinh:

Ascorbic Acid: 2,6-dichloro-phenol-indophenol
0.5mg.

Leukocytes: indoxyl ester 1.4mg;diazonium salt
0.7mg.

Ketone: sodium nitroprusside 30.0mg.

Nitrite: sulfanilamide 0.65mg;N-(naphthyl)-
ethylenediammonium dihydrochloride 0.45mg.
Urobilinogen: fast blue B salt 1.2mg.

Bilirubin: 2,4-dichlorobenzene diazonium 14.3mg.
Protein: tetrabromphenol blue 0.36mg.

Glucose: glucose oxidase 6.2mg;peroxidase
2.8mg;4-aminoantipyrine 0.08mg.

Specific Gravity: bromthymol blue 0.4mg;sodium
poly methyl vinyl acetate maleic 16mg.

Blood: cumene hydroperoxide 35.2mg;3,3',5,5'-
tetramethylbenzidine 2.0mg.

pH: bromocresol green 0.2mg; bromxylenol blue
3.3mg.

Tiéu chuin chit lugng ISO 13485:2016

30
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Test thir nhanh
Morphine trong
nudc tiéu

Phat hién dinh tinh nhém chat thuoc phién
Morphine - Heroin - Opiates trong nudc tiéu.
Ngudng phat hién: 300 ng/ml Do nhay: 99,8%. Do
dic hidu: 99,6% Tiéu chudn chit lugng: ISO
13485:2016 Hop 50 Test

Test

300

15

Test chan doan
nhanh ma tly 4
trong 1 chat gy
nghién, thube lic,
ma tly da, Bo da
(MOP-AMP-MET-
THC) trong nude
tiéu

Phat hién dinh tinh nhom céc chat gay nghién trong
nudc tiéu. Ngudng phat hién: + Morphine: 300
ng/ml + MDMA: 500 ng/ml + Methamphetamine:
500 ng/ml + THC: 50 ng/ml Dd nhay: 99,8%. Do
dac hiéu: 99,6% Béao quan nhiét dg: 8-30 d6 C. Hop
15test. Han diing: 24 thang, ké tir ngay san xuat

Test

700

Khoa Vi sinh

16

SD Bioline HIV
1/2 3.0

Phat hién va phan biét khang thé khang HIV-1 va
HIV-2, Loai mau sir dung: Huy¢t thanh, Huyet
tuong, Mau toan phan

Test

7.000
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Xét nghiém invitro

phat hién khang thé

khang HIV-1/HIV-
2 & nguoi

Sinh pham nam trong khuyén cao phwong cach xét
nghiém chin doan HIV quéc gia cua Vién v¢ sinh
dich t& Trung Uong

- B¢ nhay 100% ,

- D6 dic hiéu > 99,75%, Cho két qua nhanh trong
vong 15 phut, Do 6n dinh cua két qua xét nghiém
t6i 60 phit ,khong can sir dung thém bat ky dung
dich dich dém(chase) cho mau mau huyét thanh,
huyét trong , Nha may san xuat dat tiéu chuan chau
Au EN ISO 13485

Test

2.000
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Test thir chan doan
bénh nhiém vi rat
viém gan B

Xét nghiém dinh tinh khang nguyén bé mat cua
virus viém gan B, Loai mau sir dung: Huyét thanh,
Huyét tuong. Phat hién dinh tinh khang nguyén
HBsAg trong mau huyét thanh, huyét tuong nguoi.
Do nhay: 96,2-100%, D¢ dac hi¢u: 97,9-100%. Gidi
han phat hién 1ng/ml.

Cac mau ly giai mau, madu md mau, vang da khong
anh huong dén két qua xét nghiém. Khong c6 phan
g chéo véi cac mau chira yéu t6 dang thap, chira
khang thé khang HCV, khang thé khang HIV va
phu nit mang thai. Kit thir 6n dinh it nhit 4 tun khi
dé & nhiét do 55+1°C

Test

6.000
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Xét nghi€m invitro
phat hién khang
nguyén bé mit
HBsAg cua virus
viém gan B

Do nhay 98,4%, do dac hiéu > 99,6%; Gidi han
phét hién >=0.11U/ml. Cho két qua nhanh trong
vong 15 phut, B on dinh coa két qua xét nghiém
t61 30 phat, khong can sir dung thém bét ky dung
dich dich dém(chase) cho mau mau huyét thanh,
huyét trong. Str dung duoc cho tit ca cac loai mau
bénh pham bao gdm: Huyét thanh, huyét tuong,
mau tinh mach, mau dau ngén tay ciia Nguoi.
Thanh phén tai vach test: Khang thé don dong &
chudt khang HbsAg Biotinyl va cac hat mau den
dugc phi khang thé don dong & chudt khang
HBsAg.

Ham luong : Anti-HBs antibody A1 ( 233ng/Test);
Anti-HBs antibody B1 ( 17 ng/Test); Anti-HBs
antibody B2 ( 6 ng/Test); Anti-HBs antibody B3 ( 6
ng/Test); Khang thé trén thanh kiém soat (17
ng/Test)

Xét nghiém phat hién dugc it nhat 14 dot bién khac
nhau ciia HbsAg bao gom: P120Q, T123A, T126N,
T126S, Q129R, Q129H, Q129L, M133H, M133L,
K141E, P142S, T143K, D144A va G145R.

Churng chi xét nghiém: CE IVD; WHO PQ.

Nha may san xudt dat tiéu chudn chdu Au EN ISO
13485. San xuat tai Nhat Ban.

Test

3.000
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Test tht HCV

Xét nghiém dinh tinh khéng thé dac hiéu khang
HCV, Loai mau stir dung: Huyét thanh, Huy®t
tuong, Mau toan phan

Test

9.000
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Test thir chan doan
nhanh bénh giang
mai

Xét nghiém dinh tinh khang thé IgG, IgM, IgA
khang Treponema’pallidum, Loai mau su dung:
Huyeét thanh, Huyét tuong, Mau toan phan

Test

200
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Test nhanh chan
doan sot xuat huyét

Xet nghiém dinh tinh khang nguyén NS1 cua virus
Dengue, Loai mau sir dung: Huyét thanh, Huyét
twong, Mau toan phan

Test

600




23

Test phat hi¢n
khéang thé khang
virus S6t xuét
huyét Dengue

Phat hién va phan bi¢t khang thé IgM va IgG khang
Dengue, Loai mau sir dung: Huyét thanh, Huyét
twong, Mau toan phan

Test

400
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SD Bioline
Rotavirus

Xeét nghiém dinh tinh khang nguyén Rotavirus. Loai
mau st dung: Phan

Test

200
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Test nhanh chin
doan Influenza
Antigen

Test chan doan nhanh cum A, B; Do nhay; 91.8%,
Do dic higu: 98.9% so voi phuong phap nudi cy vi
rut vd RT-PCR, Khéng c6 phan tng chéo vai 32
chung vi khuan va virus da dugc chimg minh

Kit thir n dinh it nhat 4 tuan khi dé & nhiét do
55+1°C.

Test

1.500

26

Test nhanh chin
doan EV71 IgM

Xét nghiém dinh tinh khang thé IgM khang
Enterovirus 71, Loai miu sir dung: Huyét thanh,
Huyét twong nguoi. Thé tich mau 5ul, d6 nhay
98,1%, do déac hi¢u 99,1%.

Test

200
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Kit thir nhanh phat
hién khang nguyén
Clamydia

- Cong hop khang thé don dong khang Chlamydia
(Chlamydia McAb conjugate): 10 ug/ml;

- Khang thé don dong chudt khang Chlamydia
(Chlamydia monoclonal antibody mouse): 0.75
mg/ml;

- Khang thé da dong dé khang IgG chudt (Anti-
mouse IgG polyclonal antibody goat): 2.25 mg/ml.

Test

200
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Thubc thir chér}
doan khang thé
khang lién cau

Thanh phén chinh:

ASO Latex Reagent: Cac hat cao su Polystyrene
dugc phil bang Khang nguyén Streptolysin O 6n
dinh trong mot dung dich mudi dém Sodium Azide
0.95 g/l.

Chting duong: Serum Base vai hoat tinh ASO >200
1U/ml

Chirng am: Serum Base v6i hoat tinh ASO <100
1U/ml

Tiéu chuan chit lugng ISO 13485:2016

29

Thudc thtt chin i
doan nhiém khuén

Thanh phan chinh:

CRP Latex Reagent: Cac hat cao su Polystyrene
dugc phi bang khang thé Protein phan tmg C 6n
dinh trong dung dich mudi dém Sodium Azide
0.95¢/1.

Chirng dwong: Serum Base v&i nong do CRP tuong
duong > 20 mg/1

Chirng 4m: Serum base v&i cht bao quan

Hop

30

Khay thu xét
nghiém dinh tinh
khang nguyén
SARS-CoV-2

Chi dinh: Xét nghiém chan doan In-vitro dinh tinh
phat hién khang nguyén SARS-CoV-2 trong miu
ngoay dich ty hau va dich miii ciia nguoi.

Hoat chit chinh: Cap khang thé don dong khang
khang nguyén SARS-CoV-2 (protein N), cap khang
thé don dong khéng khang nguyén SARS-CoV-2
(protein S)

Ngudng phat hig¢n: 142 TCID50/mL véi vi rat
SARS-CoV-2 nudi cdy bét hoat va 0,1 ng/mL véi
khéng nguyén téi t6 hgp SARS-CoV-2.

+Mau dich ty hau:

Do nhay: 96,30% (95%CT*: 90,86% - 98,55%);
Do dac hiéu: 99,75% (95%CI*: 98,61%-99,96%);
Do chinh xac: 99,02% (95%CI*: 97,73%-99,58%).
+Mau dich miii so v6i dich ty hau (Ct<25):

D§ nhay: 99,17% (95%CI: 95,43%-99,85%);

Test

800




Do ddc hiéu: 99,53% (95%CI: 98,63%-99,84%);
D¢ chinh xac: 99,47% (95%Cl: 98,65%-99,79%).

31

Test phat hién
khang nguyén virus
hop bao ho hap
(RSV)

Xet nghiém dinh tinh khang nguyén vi rat hop bao
duong ho hap (RSV), Loai mau s dung: mau bénh
pham trong vom miii hong

Test

500

Khoa Dwgc, Thim do chirc ning, Sén
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Test duong huyét
mao mach

Que thtr cia may do duong huyet cho két qua chinh
xdc trong vong 5 gidy. Ty dong hat mau véi luong
méu t6i thiéu 0.6yl tir ngon tay, ‘canh tay, ban tay

Test

12.900
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Test nhanh
Helicobacter pylori
ndi soi

Méi truong dung dé nuoi cay kiém tra sinh hoa vi
khuan c6 kha niang phan giai urea nhu: Klebsiella
pneumoniae, Proteus, Campylobacteria,
Helicobacteria pylory,...Mdi truong chira trong dng
2ml, duong kinh 10mm, cao 50mm

Chat liéu: dang thach

Thanh phan(g/l): Mbi truong nudi ciy H.Pylori
chuyén biét 10g/1, chit san loc Selective Mix 5g/1;
nudc cit vira du.

D§ nhay 90-100%, Do dac hi¢u 98-100%.

Két qua 1-5 phut.

Mau séc: Mau c¢6 sy hién dién cua vi khuan
Helicobacter pylori méi trudng s& chuyén mau sau
khi 0

Test

800
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Que thir thai HCG
Pregnancy Test

Que thur thai HCG Pregnancy Test la mot dang sac
ky mién

dich- khang thé don dong dung dé phat hién Human
chorionic gonadotropin

(hCG) trong nudc tiéu. Pay duoc coi 1a xét nghiém
sang loc ban dau trong

viéc phat hién co thai som.

Que

1200

2. Dia diém cung cap, lap dat; cac yéu cau v€ véan chuyeén, cung cap, lap

dit, bao quan thiét bi y té: Pia diém cung cap tai Bénh vién da khoa tinh Bic Kan;
nha thau co trach nhiém van chuyen cung cap, bao quan trang thiét bi y t& dam bao

dung quy dinh cua nha san xuat dén dia diém ban giao tai Bénh vién da khoa tinh
Bic Kan.

3. Thoi gian giao hang dy kién: Cung cap thanh nhiéu dot theo dy trii ciia Bénh

vién da khoa tinh Bic Kan. Trong vong 02 ngay ké tir khi nhan duoc dy tru ciia Bénh

vién da khoa tinh Bic Kan nha thau c6 trach nhiém giao hang theo du tru.
4. Dy kién vé cac diéu khoan tam Ung. thanh todn hgp dong: Viéc thanh toan

d6i voi hop dong duoc thuc hién nhiéu 1an sau mdi 1an nghiém thu véi gia tri twong
ung véi khoi lugng cong viéc da thyc hign./.
Noi nhan:
Guii ban giay:
- Nhu kinh guri;

- Phong Tai chinh ké toén;
- Phong KHTH (Pang tai trén trang TTDT);

- Luu: VT.

GIAM DOC

BENH VIEN
DA KH

Hoang Xuén Son
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