SO Y TE QUANG NINH CONG HOA XA HQI CHU NGHIA VIET NAM
BENH VIEN SAN NHI Doc 1ap — Tw do — Hanh phiic

Sb: 871/BVSN-KD Qudang Ninh, ngay 10 thang 10 ndam 2022
VIV moi chao gia hoa chat sir dung
cho may xét nghiém mién dich cta
Bénh vién San Nhi tinh Quang Ninh

Kinh gtri: - S& Y té Quang Ninh

- Cac don vi quan tdm

Can ctr Van ban s6 5888/BYT-TB-CT ngay 29/10/2020 ciia By Y té vé
viéc huéng dan trién khai ddu thau trang thiét bi y té theo Thong tu 14/2020/TT-
BYT;

Can ctt Quyét dinh s6 337/QD-BVSN ngay 01/7/2022 cua Bénh vién San
Nhi Quang Ninh vé viéc ban hanh quy trinh thuc hién mua sim vat tu, hoa chat,
trang thiét bi y té phuc vu hoat dong thuong xuyén cé gia tri tir 100 triéu dong
tr¢ 1én cua Bénh vién San Nhi tinh Quang Ninh,;

Bénh vién San Nhi tinh Quang Ninh ¢6 nhu ciu mua sam hda chat sir
dung cho may xét nghiém mién dich (Chi tiét theo phu luc 1 dinh kém).

Kinh moi cac don vi quan tim, c6 kha ning cung cip hoa chat néu trén
bao gia va cung cap thong tin theo mau tai phu luc 2.

Thoi gian nhan bao gia: Tir ngay 10/10/2022 dén trude 16 gio 00 ngay
16/10/2022.

Dia diém nhén bao gia: Khoa Dugc — Bénh vién San Nhi tinh Quang Ninh
(Pia chi: khu Minh Khai, phwong Dai Yén, thanh phé Ha Long, tinh Qudng
Ninh)

Di¢n thoai lién hé: 02033.696.568.

Bénh vién xin tran trong thong béo./.

Noi nhan: /@,{:‘AM POC Ve

Nhu trén.
Luu: VT, Khoa Duoc.

) BENH VIEN
SAN - NHI



PHU LUC 1

(Kem theo Thu moi ngay 10/10/2022 cua Bénh vién San Nhi Qudang Ninh)

o . R X . Ponvi | SO lwgng
STT Tén hang héa Tiéu chuan ky thuit co ban i T
tinh duw kién
M Vi hat phu Streptavidin: Vi hat phii Streptavidin 0.72 mg/mL; chat
bao quan. R1 Anti-AMH-Ab~biotin: Khang thé don dong khang
L N AMH danh dau biotin (chudt) 1.0 mg/L, dém phosphate 50 mmol/L,
Héa chat dinh lugng ndi Lo . : . R R
1 it 15 AMH pH 7.5; chat bao quan. R2 Anti-AMH-Ab~Ru(bpy): Khang thé don Hop 12
it to .
dong khang AMH (chudt) danh dau phuc hop ruthenium 1.0 mg/L,
dém phosphate 50 mmol/L, pH 7.5; chéat bao quan. Hop > 100 test.
Dat tiéu chuan ISO 13485 hoic twong duong
o a AMH v6i hai khoang nong d¢ (khoang 0.28 pmol/L hogc 0.04 ng/mL
Chat chuan xét nghiém . . 3 . . .
2 . va khoang 60 pmol/L hodc 8 ng/mL) trong huyét thanh ngua; chat Hop 2
dinh lugng AMH . . ) » K B
bao quan. Hop > 4x1ml. Pat tiéu chuan ISO 13485 hoac twong duong
Estradiol (tong hop) v&i hai khoang ndng d6 (khoang 73 pmol/L hoic
3 Chat chuan xét nghiém 20 pg/mL va khoang 7340 pmol/L hodc 2000 pg/mL) trong huyét Ha 3
. : 0
dinh lugng Estraldiol thanh ngudi; chat bdo quan. Hop > 4x1ml. Dat ti€u chuan ISO 13485 P
hodc twong duong
Chat chuén xét nghiém Free BhCG (tdi t6 hop, biéu hién & té bao HEKa)) v6i hai khoang
4 dinh lugng beta HCG tu néng d6 (khoang 1 IU/L va khoang 64 IU/L) trong huyét thanh Hop 2
do nguoi. Hop > 4x1ml. Pat tiéu chuan ISO 13485 hodc tuong duwong
. . » FSH (ngudi) v6i hai khoang ndng do (khoang 1 mIU/mL va khoang
Chat chuan xét nghiém R ) N R R
5 . 55 mIU/mL) trong huyét thanh ngwa. Hp > 4x1ml. Dat tiéu chuan Hop 3
dinh lugng FSH _
ISO 13485 hodc trong duong
. . n LH (ngudi) v6i hai khoang ndng d6 (khoang 1 mIU/mL va khoang
Chat chuan xét nghiém . N -~ R R
6 . 45 mIU/mL) trong huyét thanh nguoi. Hop > 4x1ml. Dat tiéu chuan Hop 3
dinh lugng LH .
ISO 13485 hodc trong duong
R . i PAPP-A (tir nhau thai ngudi) voi hai khoang nong d¢ (khoang 75
Chat chuan xét nghiém . . . o R
7 . mIU/L va khoang 2500 mIU/L) trong huyét thanh nguoi. Hop > Hop 2
dinh lugng PAPP-A B . .
4x1ml. Pat tiéu chuan ISO 13485 hoac twong duong
Progesterone (tir thyc vét) v6i hai khoang ndng do (khoang 0.6
8 Chat chuin xét nghiém nmol/L hodc 0.2 ng/mL va khoang 169 nmol/L hoac 53 ng/mL) trong Ha 4
. . 0
dinh lugng Progesteron huyét thanh nguoi. Hop > 4x1ml. Pat tiéu chuan ISO 13485 hoac P
tuong duong
Prolactin (ngudi, tii t& hop, tir E. coli) v6i hai khoang ndng do
9 Chat chudn xét nghiém (khoang 2 pIU/mL hoac 0.09 ng/mL va khoang 2000 pIU/mL hoac Ha 3
. £ . 2 Q
dinh luong Prolactin 94 ng/mL) trong dém huyét thanh ngua. Hop > 4x Iml. Pat tiéu chuan P
ISO 13485 hoac tuong duong
Testosterone (tir thuyc vét) véi hai khoang ndng d6 (khoang 0.4
10 Chat chuan xét nghiém ng/mL hodc 40 ng/dL hoac 1.4 nmol/L va khoang 11.5 ng/mL hodc Ho )
op

dinh lugng Testosteron

1150 ng/dL hodc 40 nmol/L) trong huyét thanh nguoi. Hop > 4x 1ml.
Pat tiéu chuan ISO 13485 hodc twong duong




11

Hoa chat xét nghiém dinh
luong Estradiol

M Vi hat phu Streptavidin: Vi hat phu Streptavidin 0.72 mg/mL; chét
bao quan. R1 Anti-estradiol-Ab~biotin: Hai khang thé don dong
khang estradiol danh du biotin (tho) 2.5 ng/mL va 4.5 ng/mL;
mesterolone 130 ng/mL; dém MESb) 50 mmol/L, pH 6.0; chit bao
quan. R2 Estradiol-peptide~Ru(bpy): Dan xuét estradiol, danh dau
phirc hop ruthenium 4.5 ng/mL; dém MES 50 mmol/L, pH 6.0; chét
bao quan. Hop > 100 tests. Dat tiéu chuan ISO 13485 hoic tuong
duong

32

12

Hoa chét xét nghiém dinh
lugng beta HCG tu do

M Vi hat phu streptavidin: Vi hat phu streptavidin 0.72 mg/mL; chét
bao quan. R1 Anti-phCG-Ab~biotin: Khang thé don dong khang
BhCG (chudt) danh diu biotin 3.5 mg/L; dém phosphate 40 mmol/L,
pH 6.8; chat bao quan. R2 Anti-free BhCG-Ab~Ru(bpy): Khang thé
don dong khang BhCG tu do (chudt) danh diu phirc hop ruthenium
1.6 mg/L; dém phosphate 40 mmol/L, pH 7.0; chit bao quan. Hop >
100 tests. Dat tiéu chuin ISO 13485 hoic twong duong

20

13

Hoa chét xét nghiém dinh
luong FSH

M Vi hat phu Streptavidin: Vi hat phu Streptavidin 0.72 mg/mL; chat
bao quan. R1 Anti-FSH-Ab~biotin: Khang thé don dong khang FSH
dénh d4u biotin (chuot) 0.5 mg/L, d¢m MES 50 mmol/L, pH 6.0; chét
bao quan. R2 Anti-FSH-Ab~Ru(bpy): Khang thé don dong khang
FSH (chudt) danh déu phirc hop ruthenium 0.8 mg/L, dém MES 50
mmol/L, pH 6.0; chat bao quan. Hop > 100 tests. Dat tiéu chuan ISO
13485 hoac tuwong duong

25

14

Dung dich rua dién cuc

Natri hydroxide 3 mol/L. Dung dich natri hypochlorite (< 2 % clo
hoat tinh). Phy gia. Hop 25x100 ml. Pat tiéu chuén ISO 13485 hoic

twong duong

Hop

15

Hoa chét xét nghiém dinh
luong LH

M Vi hat phu Streptavidin: Vi hat phi Streptavidin 0.72 mg/mL; chét
bao quan. R1 Anti-LH-Ab~biotin: Khang thé don dong khang LH
danh dau biotin (chudt) 2.0 mg/L; dém TRIS 50 mmol/L, pH 8.0;
chit bao quan. R2 Anti-LH-Ab~Ru(bpy): Khang thé don dong khang
LH (chudt) danh ddu phirc hopruthenium 0.3 mg/L; dém TRIS 50
mmol/L, pH 8.0; chét bao quan. Hop > 100 tests. Dat tiéu chuén I1SO
13485 hoac tuwong duong

45

16

Hoa chét xét nghiém dinh
luong PAPP-A

M Vi hat phu streptavidin: Vi hat phu streptavidin 0.72 mg/mL; chat
bao quan. R1 Anti-PAPP-A-Ab~biotin: Khang thé don dong khang
PAPP-A (chut) danh dAu biotin 2.0 mg/L; dém TRIS 50 mmol/L,
pH 7.0; chét bao quan. R2 Anti-PAPP-A-Ab~Ru(bpy): Khang thé
don dong khang PAPP-A (chu¢t) danh dau phirc hop ruthenium 1.0
mg/L; dém phosphate 50 mmol/L, pH 7.4; chét bao quan. Hop > 100
tests. Dat tiéu chudn ISO 13485 hoic twrong duong

18

17

Dung dich kiém tra cho da
Xét nghiém

Dung dich kiém tra cho da xét nghiém. Hop > 6x2ml. Dat tiéu chuén
ISO 13485 hoac tuong duong

Hop

18

Dung dich kiém tra chit
luong chung cho cac xét

nghiém mién dich

Dung dich kiém tra chit lugng chung cho cic xét nghiém mién dich.
Hop >4x3ml. Pat tiéu chuin ISO 13485 hodc twong duong




Dung dich rtra kim hut hoéa

KOH 176 mmol/L (twong Gmg véi pH 13.2); chat tiy < 1 %. Hop >

19 . x . Ho 1
chat trong may mién dich | 12 x 70 ml. Dat tiéu chuan ISO 13485 hodc tuong duong P
M Vi hat phu Streptavidin: Vi hat phu Streptavidin 0.72 mg/mL; chat
bao quan. R1 Anti-progesterone-Ab~biotin: Khang thé don dong
khang progesterone danh dau biotin (tai t6
20 Hoa chat xét nghiém dinh | hop, ctru) 30 ng/mL; dém phosphate 25 mmol/L, pH 7.0; chét bao Ho 60
lugng Progesterone quan. R2 Progesterone-peptide~Ru(bpy): Progesterone (c6 ngudn goc P
thuc vat) két hop véi mot peptide tong hop danh dau phuc hop
ruthenium, 2 ng/mL; dém phosphate 25 mmol/L, pH 7.0; chat bao
quan. Hop 2 100 test. Pat tiéu chuén ISO 13485 hoic tuong duwong
M Vi hat phu Streptavidin: Vi hat phii Streptavidin 0.72 mg/mL; chat
bao quan. R1 Anti-prolactin-Ab~biotin: Khang thé don dong khang
) L L prolactin danh dau biotin (chudt) 0.7 mg/L, dém phosphate 50
Hoéa chat xét nghiém dinh <. . . . R
21 . mmol/L, pH 7.0; chat bao quan. R2 Anti-prolactin-Ab~Ru(bpy): Hop 22
luong Prolactin ) i . ) . . ) B .
Khang thé don dong khang prolatin (chudt) danh dau phirc hop
ruthenium 0.35 mg/L; dém phosphate 50 mmol/L, pH 7.0; chét bao
quéan. Hop > 100 test. Pat tiéu chuan ISO 13485 hoic twong dwong
Dung dich kiém tra chét . .
g e 1e'rn rachd Dung dich kiém tra chat lvgng xét nghiém beta HCG ty do va PAPP-
22 | lugng xét nghiém beta R i N . Hop 2
. A. Hop = 6 x 2 ml. Pat tiéu chuan ISO 13485 hoac tuwong duong
HCG tu do va PAPP-A
M Vi hat phu Streptavidin: Vi hat phi Streptavidin 0.72 mg/mL, chat
bao quan. R1 Anti-testosterone-Ab~biotin: Khang thé don dong
khang testosterone danh diu biotin (ctru) 40 ng/mL; thudc thir cung
23 Hoa chat xét nghiém dinh | cdp 2 bromoestradiol; dém MES 50 mmol/L, pH 6.0; chit bao quan. Ha 16
. . . 0
luong Testosterone R2 Testosterone-peptide~Ru(bpy): Dan xuat testosterone danh dau P
phirc hop ruthenium 1.5 ng/mL; dém MES 50 mmol/L, pH 6.0; chat
bao quan. Hop > 100 tests. Dat tiéu chuan ISO 13485 hoic tuong
duong
AssayCup duoc st dung nhu mét phu kién IVD trén cac hé thdng
Cup phan tng dung cho ) R
24 v E411 may sau: cobas e 411, Elecsys 2010. Hop = 60 x 60 cup Hop 4
ma .
Y Pat ti€u chuan ISO 13485 hoac tuwong duong
\ ~ AssayTip dugc sir dung nhu mét phu kién IVD trén cac hé thong may
Pau con hit mau dung cho R
25 v E411 sau: cobas e 411, Elecsys 2010. Hop = 30x120 pcs Hop 4
ma 2
Y Pat ti€u chuan ISO 13485 hoac tuong duong
- Dung dich rira hé thong KOH 176 mmol/L (twong tng v&i pH 13.2); chit tiy < 1 %. Hop 26 o 15
N ) . 2 Q
dung cho may E411 x 380 ml. Pat tiéu chuan ISO 13485 hoac twong dwong P
Hoa chat pha lodng chung . N R B L . R
i x Thanh phan: BDém huyeét thanh ngua; chat bao quan. Hop = 2 x 16
27 | cho cac xét nghiém mién . , Hop 1
dich mL. Pat ti€u chuan ISO 13485 hoac tuong duong
ic
. L ) DPém phosphate 300 mmol/L; tripropylamine 180 mmol/L; chit tiy <
Dung dich phan tmg hé L . ) N . R
28 . . 3 0.1 %; chat bao quan; pH 6.8. Hop >6 x 380 ml. Dat ti€u chuan ISO Hop 20
thong dung cho may E411 .
13485 hoac tuong duong
29 | Hoéa chit rira hé théng Hoa chat rira hé thong. Hop > 500ml. Dat tiéu chuan ISO 13485 hoic Hop 8




tuong duong

Hoa chét xét nghiém dinh

M Vi hat phu Streptavidin: Vi hat phii Streptavidin 0.72 mg/mL; chat
bao quan. R1 Anti-PIGF-Ab~biotin: Khang thé don dong khang PIGF
danh dau biotin (chudt) 0.6 mg/L; dém phosphate 50 mmol/L, pH

30 | luong yéu té tang truong | 6.0; chat bio quan. R2 Anti-PIGF-Ab~Ru(bpy): Khang thé don dong |  Hop 15
nhau thai khang PIGF (chudt) danh déu phtc hop ruthenium 4.0 mg/L; dém
phosphate 50 mmol/L, pH 6.0; chit bao quan. Hop > 100 tests. Pat
tiéu chuan ISO 13485 hoic tuong duong
Dung dich chuan xét PIGF-1 (mutein, ngudi, tai to hop, tir E. coli) v6i hai khoang nong do
31 | nghiém dinh lugng yéu t6 | (khoang 5 pg/mL va khoang 1200 pg/mL) trong dém huyét thanh Hop 2

tang trudng nhau thai.

ngwa. Hop > 4x1ml. Pat tiéu chuan ISO 13485 hoic twong duong
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PHU LUC 2
BAO GIA TRANG THIET BI, HOA CHAT, SINH PHAM Y TE

Cong ty xin giri toi quy co quan/don vi thong tin ctia cac mit hang cong ty c6 thé cung cip nhu sau:

Pon vi tinh: VND

. s Gia trang thiu 12 thang gin nhit
M4 hang S6 din Nuée ci
héa dung Tén Then o1 e Qu 4 P Phan
chung theo | Tén Thuong 1ong & e Uy Pon Pon Hang Hang Nuée gldy Phan loai nhém .
. R - s0 ki hanh hodic | céch . - A . o chimg £ A bon Ghi
STT quy dinh hang mai, Ky thuat 56 oid dén vi gia chi s¢ san sin nhin luu TTBYT theo Gié trang So Qb Ngay Qb vira Ch
ciia héa | ma hi¢u i | ohecnba 57| tinh | (VAT) | hiw | oxudt | oxude | PERTRDL(ABCD) | TT thiu phé duyét | pheduydt | oo
BYT(thong hanghéa | ¢ phep nhap | g v 1412020 tring thau | tring thau | .
khau. do dinh
tu 04)
@ ) ©)) 4 ®) (6) (M ® ©) (10) (11) (12) (13) (14) (15) (16) 17 (18) (19) (20)
1
2
3
Ghi chu:

(09) 1a gia tron gbi bao gdm cac loai thué, phi, bao hiém, van chuyén, giao hang tai kho Bénh vién. Gia tring thau wu tién tham
khao gia dd dugc cong khai trén céng thong tin ctia BO Y té.

Béo gia nay c6 hiéu luc

..................

ké tir ngay ky

.o

oooooooo

......

bai dién hgp phép cua don vi bao gia
[ghi tén, chic danh, ky tén va dong dau]
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