SOY TE QUANG NINH CONG HOA XA HOI CHU NGHIA VIET NAM
BENH VIEN PA KHOA TINH DPéc lap - Tw do - Hanh phic

$0:961/TB-BVT Quang Ninh, ngay 05 thdang 04 nam 2024

THONG BAO
V/v moi bao gia Hoa chit xét nghiém Realtime-PCR
cua Bénh vién Pa khoa tinh Quang Ninh

Kinh giri: Cac hang san xuat, nha cung cap trang thiét bi y té.

Cén ctr Nghi dinh s6 98/2021/ND-CP ngay 08/11/2021 ctia Chinh phu ve
quan ly trang thiét bi y té; Nghi dinh 50 07/2023/ND-CP ngay 03/03/2023 cua
Chinh phu veé viéc sua doi, bd sung mot so dleu ctia Nghi dinh s6 98/2021/ND-
CP ngay 08 thang 11 nam 2021 cua Chinh phu vé quan ly trang thiét bi y té;

/..

Bénh vién DPa khoa tinh Quang Ninh dang c6 nhu cau tiép nhan béo gia dé //
tham khao, xay dung gia goi thau Hoa chéat xét nghiém Realtime-PCR, lam co é,‘/ ek
s¢ t6 chirc lua chon nha thau véi ndi dung cu thé nhu sau: (! ::

\\ ll\ i

I. Théng tin cia don vi yéu cau bdo gia: \'*k-\_.;;;\. g

1. Don vi yéu cau béo gia: Bénh vién Da khoa tinh Quang Ninh (Dia chi:
Pho Tué Tinh, phuong Bach Dang, TP.Ha Long, tinh Quang Ninh).

2. Théng tin lién hé cua ngudi chiu trach nhiém tiép nhéan béo gia: Ds.
Nguyén Ha Hoa — Khoa Duogc - Bénh vién Da khoa tinh Quéang Ninbh.

S6 dién thoai lién hé: 0387.868.115
3. Cach thirc tiép nhan bao gia:

- Nhén truc tiép tai dia chi: Ds. Nguyén Ha Hoa — Khoa Dugc - Bénh vién
DPa khoa tinh Quang Ninh (Dia chi: Pho Tué Tinh, phuong Bach Dang, TP.Ha
Long, tinh Quang Ninh).

- Nhan qua email: hahoanguyen251(@gmail.com

- Thoi han tiép nhan bao gia: Tir 7h30p ngay 05 thang 04 nam 2024 dén
trudc 16h30p ngay 15 thang 04 nam 2024.

Cac bao gia nhan dugc sau thoi diém néu trén s€ khong duge xem xét.

4. Thoi han cta hiéu luc bao gia: Téi thidu 90 ngay, ké tir ngay hét han
ndp bao gia.

I1. Noi dung yéu cAu bao gia:



4,
5.
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. Danh muc thiét bi y té/ linh kién, phu kién, vat tu thay thé su dung cho

trang thiét bi y té (goi chung la thiét bi) (Chi tiét tai Phu luc 1 dinh
kem).

Bang cung cap thong tin hang héa va chao gia (Chi tiét tai Phu luc 2
dinh kem).

. Dia diém cung cap, lap dat; cac yéu cau vé van chuyén, cung cép, lap

dat, bao quan thiét bi y té: Kho Héa chat — Khoa Dugc — Bénh vién Da
khoa tinh Quang Ninh.

Thoi gian giao hang du kién: Khong.
Du kién vé céc diéu khoan tam tng, thanh todn hop dong: Khong.

Céc thong tin khac (néu c6): Khong,

Do nhu cau cép thiét vé héa chét phuc vu cong tac kham bénh, chira bénh
ctua Bénh vién, kinh de nghi cac héng san xuat, nha cung cap trang thiét bi y te
nhanh chéng cung cap thong tin dé bén Bénh vién tién hanh cac thi tuc tiép

theo.
Bénh vién Pa khoa tinh Quang Ninh tran trong thong béo./.
Nt GIAM POC

- Phong TT&HCQT (dang tai Ién CTTDT);
- Luu: VT, KD,ﬁN'W/

S

F Nguyén B4 Viét
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(Kém theo Théng bdo sé 961/TB-BVT ngay /075 f/gqrg‘g 04 \%a,m 2024 cua Bénh vién Da khoa Tinh Quang Ninh)

DA KHOA TiN £
STT Tén hang hoa Ciu h&;ﬂ Thong sb ky thuat co bian (Tham khio) an v 50
tinh lwgng
- Kit dinh luong virus HBV sir dung cho may xét nghiém Realtime PCR CFX 96 Dx va/hoic
may xét nghiém Realtime PCR DT Prime 5.
Ko inb gn g vitus - Master mix HBV da dugc pha sin va dong kh trong tube PCR. ,
1 HBV J - St dung duong chuan HBV (Standard) mét lan trong cung 1 lot san xuat. Test 2.100
- Pat tiéu chuan ISO 13485.
- Hang hoa dat tiéu chuin CE (Certificate of Europe) hodc FDA (Food and Drug
Administration).
- Kit dinh lugng virus HCV str dung cho may xét nghiém Realtime PCR CFX 96 Dx va/hoic
may xét nghiém Realtime PCR DT Prime 5.
Kitdigh liong vitus - Master mix HCV da dquc pha sin va déng kho trong tube PCR. )
2 HCV ] - Su dung dudng chuan HCV (Standard) mot lan trong cung 1 lot san xuat. Test 500
- Pat tiéu chuan ISO 13485.
- Hang hoa dat tiéu chuan CE (Certificate of Europe) hodc FDA (Food and Drug
Administration).
- Kit dinh type virus HPV str dung cho may xét nghiém Realtime PCR CFX 96 Dx va/hoic
mady xét nghi¢ém Realtime PCR DT Prime 5. :
- Kit phat hién va dinh type virus HPV (16, 18, ....) trong miu bénh phiam bang phuong phap
3 Kit phat hién virus HPV | Realtime PCR. Test 200
- Dat tiéu chuan ISO 13485.
- Hang hoa dat tiéu chuan CE (Certificate of Europe) hodc FDA (Food and Drug
Administration).
- Kit phat hién hRSV sir dung cho may xét nghiém Realtime PCR CFX 96 Dx va/hodc may xét
nghiém Realtime PCR DT Prime 5.
- Kit phat hién virus hRSV gy bénh ho hap thudng gap & tré so sinh va tré nho bang k§ thuat
4 Kit phat hién hRSV Real-time PCR. Test 300

- Dat tiéu chuan ISO 13485.
- Hang hoéa dat tiéu chuan CE (Certificate of Europe) hoac FDA (Food and Drug
Administration).




STT

Tén hang hoa

Ciu hinh, Théng s6 ky thuit co ban (Tham khio)

Don vi
tinh

S6
lwgng

Kit phat hién
Meningitidis

- Kit phat hién Meningitidis stir dung cho may xét nghiém Realtime PCR CFX 96 Dx va/hoic
may xét nghiém Realtime PCR DT Prime 5.

- Kit phat hién Neisseria meningitidis bing k¥ thudt Real-time PCR.

- Pat tiéu chuén [SO 13485.

- Hang hoa dat tiéu chuan CE (Certificate of Europe) hoic FDA (Food and Drug
Administration).

Test

100

Kit phat hién
Mycobacterium
tuberculosis

- Kit phat hién Mycobacterium tuberculosis str dung cho may xét nghiém Realtime PCR CFX
96 Dx va/hoac may xét nghiém Realtime PCR DT Prime 5.

- Kit phét hién Mycobacterium tuberculosis (vi khuin Lao) bing phuong phap Real-time PCR.

- Kit bao gdm ca tach chiét DNA.

- Pat tiéu chuan ISO 13485.

- Hang hoéa dat tiéu chuan CE (Certificate of Europe) hodc FDA (Food and Drug
Administration).

Test

2.300

Kit phat hién
Mycoplasma
pneumonies/chlamydia

- Kit phat hién Mycoplasma pneumonies/chlamydia st dung cho may xét nghiém Realtime
PCR CFX 96 Dx va/hoac may xét nghiém Realtime PCR DT Prime 5.

- Kit phét hién Mycoplasma va chlamydia pneumoniae trong mau bénh phdm béng phuong
phap Realtime PCR.

- Dat tiéu chuan ISO 13485,

- Hang hoa dat tiéu chuin CE (Certificate of Europe) hoic FDA (Food and Drug
Administration).

Test

200

Kit phat hién
Streptococcus agalactiae

- B§ xét nghiém phat hién DNA Streptococcus agalactiae sir dung cho may xét nghiém
Realtime PCR CFX 96 Dx va/hoac mdy x¢ét nghiém Realtime PCR DT Prime 5.

+ Nguén mau; mau phét, dich ndo tuy, huyét tuong.

+ Dung 02 loai chimg ndi: chirng néi ngoai sinh IC va chimg néi ndi sinh IC Glob — DNA gen
-globin.

- Pat tiéu chuan ISO 13485.

- Hang hoa dat tiéu chuan CE (Certificate of Europe) hoac FDA (Food and Drug
Administration).

Test

300




STT

Tén hang hoa

Chu hinh, Théong s6 k§ thuit co bin (Tham khio)

DPon vi
tinh

S6
lurong

Kit phat hién N.
gonorrhoeae

- Kit phat hién N. Gonorrhoeae sir dung cho may xét nghiém Realtime PCR CFX 96 Dx
va’hodc may xét nghiém Realtime PCR DT Prime 5.

- Kit phét hién va dinh luong vi khudn N. gonorrhoeae trong cac mau bénh phim bing
phuong phap Realtime PCR.

- Pat tiéu chuan ISO 13485.

- Hang hoa dat tiéu chuin CE (Certificate of Europe) hodc FDA (Food and Drug
Administration).

Test

200

10

Kit phat hién
Chl.trachomatis

- Kit phat hién Chl.trachomatis sir dung cho mdy xét nghiém Realtime PCR CFX 96 Dx
va’hodc may xét nghiém Realtime PCR DT Prime 5.

- Kit phét hién va dinh luong vi khuan Chl.trachomatis trong cdc mau bénh phim bing phuong
phap Realtime PCR.

- Dat tiéu chuan ISO 13485.

- Hang héa dat tiéu chuan CE (Certificate of Europe) hodc FDA (Food and Drug
Administration).

Test

200

11

Kit phat hién va dinh
genotype virus Dengue

- Kit phat hién va dinh genotype virus Dengue sir dung cho mdy xét nghiém Realtime PCR
CFX 96 Dx va/hoac may xét nghiém Realtime PCR DT Prime 5.
- Bo xét nghiém IVD dinh tinh kiéu gene Dengue virus bing k¥ thut Real-time PCR.
- Ngudn mau: huyét twong, huyét thanh, mé sinh thiét, mudi.
- Tinh nang k¥ thuat:
+ Phat hién riéng biét: Dengue type 1, type 2, type 3, type 4.
- Dat tiéu chuan SO 13485.
- Hang héa dat tiéu chuan CE (Certificate of Europe) hodc FDA (Food and Drug
Administration).

Test

500

12

Kit phat hién Rubella

- Kit phat hién Rubella sir dung cho méy xét nghiém Realtime PCR CFX 96 Dx va/hodc may
xét nghiém Realtime PCR DT Prime 5.

- Kit phat hién rubella trong cac mau bénh phim bang phuong phéap Realtime PCR.

- Dat tiéu chuan ISO 13485.

- Hang héa dat tiéu chuan CE (Certificate of Europe) hodc FDA (Food and Drug
Administration).

Test

100
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o ; K. ars 5 T 2 2 5 Pon vi
STT Tén hang héa Cau hinh, Thong s6 ky thuit co ban (Tham khzio) tinh ewric
- Kit phét hién Corynebacterium diphtheriae sur dung cho may xét nghiém Realtime PCR CFX
96 Dx va/hoac may xét nghiém Realtime PCR DT Prime 5.
Kit phat hién - B xét nghiém IVD phat hién gen ma héa doc td cua khuan bach hau Corynebacterium
13 Corynebacterium diphtheriae. Test 100
diphtheriae - Pat tiéu chuan ISO 13485.
- Hang hoéa dat tiéu chuan CE (Certificate of Europe) hodc FDA (Food and Drug
Administration).
- Kit phat hién Treponema pallidum sir dung cho may xét nghiém Realtime PCR CFX 96 Dx
va/hodc may x¢ét nghiém Realtime PCR DT Prime 5.
I L - Bo xét nghiém VD dinh tinh Treponema pallidum bang k§y thudt Real-time PCR.
Kit phat hién
14 T B - Nguén mau: miu phét, huyét twong, dich néo tiy, dich i, mé va cac loai miu sinh hoc khéc. Test 100
- Pat tiéu chuin [SO 13485.
- Hang héa dat tiéu chuan CE (Certificate of Europe) hodc FDA (Food and Drug
Administration).
oy s - Kit tach chiét DNA/RNA tu dong tir mau chira virus/vi khuan.
Kit tach chiét e f NI
5 DNA/RNA diing cho . Bz:at tlf:ll' chuan_lASO 1.::183. 1 . ) Test
Z SR - Hang hoéa dat tiéu chuan CE (Certificate of Europe) hoac FDA (Food and Drug
xét nghiém dinh tinh 7, »
Administration).
- B xur ly dom.
- Hoat dong dura trén nguyén tic lam thuin nhit va loai trir tap nhiém céc mau dam bang dung
16 Eba chist xir 19 dtm dich ¢6 chira N-acetyl-L.Cysteine (NALC) va NaOH. Test 5 600

- Vi khuan Mycobacteria trong mau dom sé dugc tip trung trong cin cia dung dich nho ly
tam.
- Dat tiéu chuan ISO 13485.




Thong tin ciia don vi bao gia
(Tén, dia chi, so dién thoai, email)

Trén co s& yéu cau béo gia cua Bénh vién Pa khoa tinh Quang Ninh, ching t6i ..
trwong hop nhiéu hdng san xudt, nha cung cap ‘cung tham gia trong mot bao gid (goi chung la lién danh) thi ghi ré tén, dia chi cia cdc

BANG CUNG CAP THO

(Kém theo Théng bdo sé 961/TB- -BVT ngay 05/1 4/2/024 cua Bqnh vién Da khoa tinh Quang Ninh)
] E.‘\[‘I.I”I_.,‘

.b,q KHOA TiltH

PHU LUC 2

thanh vién lién danh] bao gia cho céc trang thiét bi y té nhu sau:

1. Béo gia cho cac thiét bi y té va dich vu lién quan:

Y ¢

™

)\

Kinh gtri: Bénh vién Pa khbzrﬁnh Quang Ninh

TIN\&A CHAO GIA

. [ghi tén, dia chi cua hdng san xudt, nha cung cap,

Gia trung thiu trong vong 90
: Chi phi G ngay gan nhit (néu co)
Tén Thong | SO daneky [ o) Hang/ choche | LRuS
S | Tén | .. P luru hanh Y & Hang | Nwée | Nim _ | Don : | & phi,1é | Thanh .
; Thuong so ki Sk cich nudc s 5 ; Ma ; 86 Don gid | dich vy : Y SH. noa

T | hang i e hodc so s 0 sdn san sin vi 2y phi tién Gia , Ngay Pon vi

mai, ky | thuit co ) : dong | chi s z p . HS , lugng | (VND) lién Foecll : -' P phé on vi
T hoi i % gidy phép 25 = xuat xudt xuit tinh (néu cd) | (VNBD) - QDb phé - -
mi hiéu ban : 3 goi hiru quan - trung A tring |-=

nhip khiu (VND) (VND) thiu duyl;t‘ tha /
trang thiu '#’ 4
(/]2
71 |BE
| 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17 18 19 2§:_'.-__. k
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2
Ghi chi:

Don vi phai cung cap day dui thong tin vao cac cot chua dién thong tin.

Pon vi cung cap kém theo ban scan hop ddng da tring thiu va/hosc héa don bén hang trong vong 90 ngay kém theo (néu co).

(Gui kém theo cdc tai liéu chitng minh vé tinh ndng, thong sé ky thudt va cdc tai liéu lién quan ctia thiét bi y té)



2. Bdo gia nay c6 hiéu luc trong vong: .... ngay, ké tir ngay ... thang ... ndm ... [ghi cu thé sé ngay nhung khong nho hon 90 ngay].
3. Chiing t6i cam két:
- Khong dang trong qua trinh thuc hién thu tuc giai thé hodc bi thu hdi Gidy chimg nhan ding ky doanh nghiép hodc Gidy chimng
nhén ddng ky ho kinh doanh hodc céc tai liéu twong duong khac; khong thudc truong hop mét kha nang thanh toan theo quy dinh cua
phap luat vé doanh nghiép.
- Gi4 trj clia cac thiét bi y té néu trong béo gia la phii hop, khong vi pham quy dinh cta phép luat vé canh tranh, ban phé gia.
- Nhiing thong tin néu trong bao gia la trung thuec.
..., Ngay... thang ... nam ...
Pai dién hop phap ciia hing sin xuit, nha cung cip
(ky tén, dong dau (néu c6))
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