SO Y TE TINH BAC NINH CONG HOA XA HQI CHU NGHIA VIET NAM
TRUNG TAM Y TE Poc 1ap - Tw do - Hanh phuc

S6:161 /TTYT-KD Lang Giang, ngay 14 thang 8 nam 2025
V/v yéu ciu bao gia Test sinh pham cho
Khoa xét nghiém.

Kinh gtri: Cac hing san xuét, nha cung cap tai Viét Nam

Can cr Nghi dinh s6 98/2021/ND-CP ngay 08/11/2021 cta Chinh phu vé quan
Iy trang thiét bi y té; Nghi dinh s6 07/2023/ND-CP ngay 03/3/2023 ciia Chinh Pha
stra d6i, bd sung mot sd didu cua Nghi dinh sb 98/2021/ND-CP ngay 08 thang 11
nam 2021 cua Chinh phil vé quan 1y trang thiét bi y t&; Nghi dinh 04/2025/ND-CP
sira d6i thém nhiéu diéu khoan ciia Nghi dinh 98/2021 di timg duoc chinh trong
7/2023;

Can ctr danh muc dy tri cia Khoa Xét nghiém ngay 05/08/2025 vé viéc str
dung Test phat hién khang thé IgM khang Hepatitis A virus, khang Hepatitis E Virus,
khang H. pylori.

Trung tdm Y té Lang Giang c6 nhu cau cip thiét st dung Test sinh pham cho
khoa xét nghiém, can tiép nhan bao gia dé tham khao, xay dung gia goi thau, lam co
so to chirc Iya chon nha thau cho du toan géi thau: “Mua sam Test sinh pham phuc
vu cong tac chuyén mon cia Trung tdm Y té Lang Giang” v6i ndi dung cu thé nhu
Sau:

I. Thong tin ciia don vi yéu ciu bao gia

1. Pon vi yéu cdu bao gia: Trung tim Y té Lang Giang

2. Théong tin lién hé cta ngudi chiu trach nhiém tiép nhan bao gia:

- Ho va tén: Ha Van Vy

- Chirc vu: Pho truong khoa Dugc, vat tu — TTBYT

- S6 dién thoai: 0919 141 668

3. Cach thirc tiép nhan bao gia:

- Nhan truc tiép tai dia chi: BO phan van thy: hoac Khoa Duoc, vat tu - TTBYT
thugc Trung tam Y t€ Lang Giang — Thon Nguyén, Xa Lang Giang, tinh Bac Ninh.

- Nhan qua email: Havybvig@gmail.com

4. Thoi han tiép nhan bao gia: Pén ngay 24 thang 08 nam 2025.

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 60 ngay ké tir ngay béo gia.

I1. N§i dung yéu ciu bio gia:


https://thuvienphapluat.vn/van-ban/the-thao-y-te/nghi-dinh-98-2021-nd-cp-quan-ly-trang-thiet-bi-y-te-493940.aspx
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1.Hoa chat xét nghiém dé nghi bao gia nhu sau:

o ~ So
STT ]?]?‘“h myc | Ten thuong Théng sb k§ thuat Masan | by | Jugng
ang hoa mai : pham P
du tru
Xét nghiém phat hién khang thé IgM
khang Hepatitis A Virus
- MAu pham: Huyét thanh, huyét tuong
Do nhay: 96.07 %
Xét Do dac hiéu: 99.34 %
nghiém | Diagnostics | Thanh phan Kit thir:
phathién | Kitfor IgM | '- Khang thé don dong khang HAV
1 khang thé | Antibody to | (HAV monoclonal antibody): 40 pg/ml; W071-C | Test| 200
IgM khang | Hepatitis A | - IgG chudt (Mouse 1gG): 40 pg/ml;
Hepatitis Virus - Khang thé khang chudi p-IgM nguoi
A virus (Anti-human IgM p-chain antibody):
2.25 mg/ml.
- Khang thé da dong khang IgG chudt
(anti-mouse polyclonal antibody): 2.0
mg/ml.
Xét nghiém phat hién khang thé IgM
khang Hepatitis E Virus
- MAu phdm: Huyét thanh, huyét twong
Xét Diagnostic | - B6 nhay : 100%
nghiém Kit for IgM | - B0 dac hiéu : 99,49%
phat hién | Antibody to | Thanh phan Kit thu:
2 | khangthé | Hepatitis E | '- Khang nguyén HEV tai to hop (HEV WO072-C | Test | 200
IgM khéng Virus recombinant antigen): 15 pg/ml
Hepatitis (Colloidal | - Avidin: 15pg/ml;
E Virus Gold) - Khang thé khang chudi V-IgM ngudi
(Anti-human IgM p-chain antibody): 2.5
mg/ml;
- Biotin: 2.0 mg/ml.
1. Phat hién tat ca cac type khang thé
(IgG, IgM, IgA...) khang H.P trong mau
huyét thanh, huyét tuong.
2. Do nhay 95,9%; B¢ dac hi¢u 89,6%
, so voi ELISA
Khi}étthu 3. Thé tich mau sir dung 1a 10 pl.
nghiém 4. Thoi gian doc ket qua: 10- 15 phit
3 dinh ti Bioline™ | 5. Ngudng phat hién: nong d¢ pha loang
inh tinh . X £ , \ - Test 200
khane the H.Pylori 320 lan cua huyét thanh duong tinh véi
S tie HP
Jneng 6 .Tiéu chudn ISO, CE, dugc luu hanh tai
.Pylori

it nhat 2 nudc tham chiéu
7. Thanh phan chinh: vach thu: Khang

nguyén Helicobacter pylori (0,430+0,086

ug), Vach ching: Khang thé da dong dé

khéng Helicobacter pylori (0,65+0,13 pg)
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Dung dich pha lodng bao gom: Dung
dich dém Tris-HCI 50 mM (4 ml), Natri
azua (q.s.)

8. Kit thir 6n dinh it nhat 4 tudn khi dé &
nhiét d6 55+1°C

Day hat
dich s
dung mot
lan

Day hut dich
ECO

Céc s6 5-6-8-10-12-14-16-18. San pham
duoc két cau 02 phan. Khéa van va day
dan. Day dan duogc san xudt tir chit liéu
nhua PVC nguyén sinh khong chira
DEHP, nhya trong, nhan béng tranh giy
ton thuong, xay xudc niém mac, dau day
hat c6 2 mét phu dé hit. Khoa van chia
nhiéu mau d& phan biét gitra cac sd, c¢6 2
loai c6 nap va khong nip.

DHD: ECO

Cai

80

Ong thong
da day
MPU

Ong thong da
day MPV

Ong thong da day céc c& gom 2 loai c6
nap (gém cac ¢g 5Fr, 6Fr, 8 Fr, 10Fr) va
khong c6 nép (12Fr, 14Fr,16Fr,18Fr).
Day dan duoc san Xuat tir chét liéu nhya
PVC nguyén sinh, mém, déo, tron giam
t6n thuong niém mac. C6 giéy chung
nhén dat tiéu chuan tiét trung EN ISO
11135: 2014, EN ISO 13485

ODD: MPV

Cai

25

Day dan
Iuu silicon
nho

Ong dan luu

Duogc lam tir nhya PVC y té. Ong day
rqém, déo, co tinh dan hoi cao. Tiét trung
bang EOG.

Cai

50

Tai dung
nudc tiéu

Tui dung
nudc tiéu
ECO

- San xuat tir nhwa y té PVC, khong doc
hai.

- Kich ¢& 2000ml, d¢ day 1.2mm, phan
vach rd rang. C6 vach dung tich mdi
100ml. Bam bao kin khong ro ri. Co
bang chia vach nghiéng cho phép theo
ddi lugng nudc tiéu cyc it (25ml) trong
nhitng trudng hop bénh nhan thiéu ni¢u.
- Van xa thoat day chit T, chéng trao
nguoc, 6ng dau vao 90cm. Co quai treo
bang nhwa PVC.

- Thén tai c6 bang ghi thong tin co ban
vé bénh nhan: Ho tén, sb givong, s6
phong.

- San pham dugc tiét trung bang khi
Ethylene Oxide (E.O)

- C6 gidy chimg nhan dat tiéu chuan EN
ISO 13485, tiéu chuan tiét tring EN ISO
11135: 2014

- San xuét tai Viét Nam

TNT: ECO

Cai

50

Tong s6: 07 Khoén
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3. Pja diém cung cap: Hang hoa duogc Vén~chuyén, ban giao, nghiém thu tai
Kho ctia Trung tdm Y t€ Lang Giang — Thon Nguyen, Xa Lang Giang, tinh Bac Ninh.

4. Thoi gian giao hang du kién: 15 ngay keé tir ngay hop dong cé hiéu luc.

5. Du kién vé cac diéu khoan tam tng, thanh toan hop dong:

- Viéc thanh toan cho Nha thﬁu\b?mg chuyén khoan, thanh toan khi hoan thanh
viéc giao hang theo du tru ctia Chu dau tu.

- Thoi han thanh toan trong vong khong qua 90 ngay ké tir khi Nha thau xuét
trinh ddy du cac chimg tir theo yéu cau. Chimg tir thanh toan phai phu hop véi quy
dinh cua phap luat.

6. Cac thong tin khac:

- Tai liéu c6 lién quan vé hang hoa bao gia (néu cd) gom:

+ S6 luu hanh hodc s6 gidy phep nhap khau phu hop véi trang thiét bi y té bao
gia theo quy dinh cua Nghi dinh s6 98/2021/ND-CP ngay 08/11/2021 cua Chinh phu
v€ quan ly trang thiét bi y té; Nghi dinh sO 07/2023/ND-CP ngay 03/3/2023 cua
Chinh Phu stra d6i, bd sung mot sb diéu cua Nghi dinh sO 98/2021/NDb-CP ngay 08
thang 11 ndam 2021 cua Chinh phu vé quan 1y trang thiét bji y t& Nghi dinh
04/2025/ND-CP sira d6i thém nhiéu diéu khoan ctia Nghi dinh 98/2021 d timg dugc
chinh trong 7/2023;

+ Thong tin ké khai gia hodc niém yét gia va duong Link tra ciru (néu c6);

+ Hop dong cung cap hang hoa chao gia trong thoi gian khong qua 90 ngay
tinh dén thoi diém bao gia (néu co);

- Tai liéu khac.

Dé nghi cac hing san xuét, nha cung cip tai Viét Nam quan tim bao gia./.

Noi nhdn:
- Cong TT don vi;
- Lvu: VT, KD.



https://thuvienphapluat.vn/van-ban/the-thao-y-te/nghi-dinh-98-2021-nd-cp-quan-ly-trang-thiet-bi-y-te-493940.aspx

MAU BAO GIA

Kinh giri: Trung tim Y té Lang Giang

Trén co s& yéu cau bao gia cua Trung tdm Y té Lang Giang, ching t0i.... [ghi tén, dia chi ciia hang sin xudt, nha cung cip;
truwong hop nhiéu hang sdn xudt, nha cung cdp cung tham gia trong mgt bao gia (goi chung la lién danh) thi ghi ro tén, dia chi
ctia cdc thanh vién lién danh] bao gia cho cac loai hoa chat nhu sau:

1. Hoa chit xét nghiém dé nghi bao gia nhw sau:

Chi phi cho

Ky, m&, nhan Nam san £ . | Don gia |cac dich vu "l:hue', pl}l’ Thanh tién
Danh muc A Jyen ~ X x So Don vi - 1€ phi (néu
STT ha . Tén thwong mai| hi¢u, model, hang san |Ma HS . lién quan
ang hoa £ K, £ lwgng tinh
xuat, Xuat xir xuat (VND) ¢6) (VND) (VND)
(VND)
1
2

Tong gia tri thanh tién

Bang chik:

(Giri kém theo cdc tai lidu chieng minh vé tinh ndng, théng sé ky thudt va cdc tai liéu lién quan cia thiét bi y té)

3. Bao gia nay co hiéu lyc trong vong: 100 ngay, ké tir ngay bao gia.

4. Chung toi cam két:

- Khéng dang trong qua trinh thyc hién tha tuc giai thé hodc bi thu hdi Gidy chimg nhén dang ky doanh nghi€p hoac Gidy ching
nhéan dang ky hg kinh doanh hodc céc tai li¢u tuong duwong khac; khong thudc truong hop mat kha nang thanh todn theo quy dinh cua

phap luat vé doanh nghiép.

- Gia tri cua cac thiét bi y té néu trong bao gia 1a phi hop, khong vi pham quy dinh ctia phap luat vé canh tranh, ban pha gia.

- Nhitng thong tin néu trong bao gia 1a trung thyec.

....,ngay.... thang...... nam 20

Pai di¢n hop phap ciia hing sin xuit, nha cung cap®?
(Ky tén, dong dau (néu cé))
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