Phin 2. YEU CAU VE KY THUAT
Chuwong V. YEU CAU VE KY THUAT

Muc 1. Yéu ciu vé k¥ thuét

Yéu cau vé ky thudt bao gom cdc ndi dung co ban nhw sau:

1.1.  Gidi thiéu chung vé dw todn mua sim, goi thiu

- Chua dau tu: Bénh vién Quan'y 7

- G6i thau s6 08: Mua bd sung vat tu, hoa chit dung Khoa Than Loc mau,
Khoa Xét nghiém Giai phau bénh thang 6 nam 2026 ctia Bénh vién Quany 7.

- Du toan: Dich vu stra chira may thd, Bao dudng may chup cong hudng tr,
Mua sam vt tu hoa chit dung cho may than, may xét nghiém sinh hoa thang 6 nim
2026 cua Bénh vién Quany 7.

- Dia diém thyc hién du 4n:

Dia chi: S6 12 Tué Tinh, Phuong Thanh Pong, TP Hai Phong.

- Ngudn vén: Ngudn thu hoat dong su nghiép.

- Hinh thuc lua chon nha thau: Chao hang canh tranh, trong nudc, qua mang
- Phuong thure lua chon nha thau: Mot giai doan mot tui ho so.

- Loai hop dong: Tron goi

- Thoi gian thuc hién goi thau: 12 thang

1.2. Yéu cdu vé kj thugt

Céc thong s6 k¥ thuat, quy cach trén ddy khong nham muc dich han ché nha thau.
Nha thau c6 thé chao cac mat hang c6 tinh ning, thong sd k¥ thuat, quy cach twong duong
hoic tot hon. Trong trudng hop d6, nha thau giai trinh, chimg minh mat hang du thau c6
tinh ning, thong s6 k¥ thuat, quy cach trong duong hodc tot hon. “Tuong dwong” ¢ nghia
la c6 dac tinh k¥ thuat twong tu, cd tinh nang stir dung la tuong duong v6i cac mat hang da
néu trén.

Bét ky thuong hiéu, ma hi¢u, danh tir riéng (néu c6) trong bang yéu cau ky thuat chi
mang tinh chit minh hoa cho céc tiéu chudn chit luong, tinh ning k¥ thuat khé mé ta. Nha
thau co thé lua chon nguyén, vat li€u co nguén géc, xudt x{r, nha san xuat, thuong hi¢u, ma
hiéu phu hop véi diéu kién cung cap nhung dam bao yéu cau tidu chuan ky thuat twong
duong hodc wu viét hon cac tiéu chi yéu cau ctia E-HSMT.

Nha thau phai cung cip Catalogue san pham hodc to huéng dan sir dung san pham
hoic céc tai liéu khac do nha san xuat cung cip dé chimg minh hang héa méa nha thau cung
cap dap mg cac yéu cau ky thuit tai phan 1.2.1 Danh muc, théng s6 k¥ thuit yéu cau
Chuong V.

1.2.1 Danh muc, thong s6 ky thuit yéu ciu.
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Dung dich sat
khuan mang loc
than nhan tao

Dung dich sat khuén mang loc than nhan tao thanh phén
gbm:

Peracetic acid: >4.2% w/w

Hydrogen peroxide: > 26% w/w

Acetic acid: > 4.9% w/w

Quy cach: can > 5 lit

Pat tiéu chuan ISO 13485:2016 hoic twong duong

Can

60

1.2

Qua loc than nhan
tao

Mang loc mau Polysulfone hoac twong duong

Chét liéu vo: Polycarbonate hodc twong duong

Chat liéu dau qua loc: Polyurethane hoic twong dwong

- Low Flux. Dién tich tir 1,3 m2 dén 1,6 m2

- Hé s6 siéu loc : tir 13(mL/h x mmHg) dén 23 (mL/h x
mmHg)

- Thé tich mdi (mL/h x mmHg): >78 ml.

- Véi luu [vgng méau = 300 ml/ph thi d6 thanh thai ( Urea :
>243, Creatinine: >215, Phosphate : >175, Vitamin B12 :
>100),

- b day thanh >40 um, duong kinh sgi >200 pm.

Xuat xtt: G7; Pat tiéu chuan ISO ISO 13485:2016 hoic
tuong duong

Qua

2.700

13

Bo déy truyén mau
chay than nhan tao

Day méau chay than gdm 2 phan chinh: Pong mach va
Tinh mach, c6 kém 2 bd bdo vé cdm bién.

- Thé tich lam day >140 ml. Lam bang nhya y t& mém
PVC, dau két ndi va cac thanh phan khac: PVC, PE, PP,
PC, ABS va cac nguyén liéu y khoa.

- Day tinh mach véi bau tinh mach dai khoang >130mm.
Day dong mach v6i bom mau (duong kinh trong >8mm x
dudng kinh ngoai >12mm x chiéu dai >300mm), bau
dong mach dai khoang >130mm.

- Tiét tring bang ETO.

- Pat tiéu chuén chat luong: 1SO 13485:2016

2.700

14

Kim chay than
nhan tao

Kim 1am bang thép khong gi

- Kim c6 canh dinh vi canh xoay, dau kim c6 >3 mit vat,
sdc bén, phu silicon giup ldy ven dé dang, giam dau

- Kim ¢6 6ng chup bao vé khi chua sir dung

- Mit sau ¢6 16

- size 16G

- Chiéu dai kim: > 25 (mm)

- Chiéu dai day gin véi kim: > 300 (mm)

Dat tiéu chudn ISO 13485:2016 hoic twong duong

Cai

30.000




3

Thanh phan trong 1.000 ml dung dich gdm:
- Natri clorid: >210,68 g (£10%)

- Kali clorid: 25,22 g (+10%)

- Calci clorid.2H20: >9,00 g((+10%))

- Magnesi clorid.6H20: >3,56 g((£10%)

- Acid acetic bang: >6,31g((£10%)

Dung dich tham 1) 0190 38,50 g((£10%)
1.5 | phan e _(garn dac | Nuéc dat tiéu chun 1SO 23500-3:2019 hodic fuong Can | 7.500
(Acid) duong vira di: 1.000 ml.
Tiéu chuan chat luong: 1SO 9001:2015 va ISO
13485:2016 hodc twong duong
Quy cach: Can >10 lit dugc dong kin bang mang seal
nhom. Su dung tuong thich véi dich B (Bicarbonat) theo
dung khuyén céo ciia nha san xuét. xuat xad OECD
Thanh phan trong 1.000 ml dung dich gom:
- Natri bicarbonat: > 84,0 g ((x10%)
- Nude dat tiéu chudn ISO 23500-3:2019 hoic tuong
Dung dich tham | duwong vira di: 1.000 ml.
1.6 | phan mau dam dic | Tiéu chudn chat lwong: ISO 9001:2015 va ISO Can 7.500
(Bicarbonat) 13485:2016 hoac tuong duong
Quy cach: Can >10 lit dugc dong kin bang mang seal
nhom. Su dung tuong thich véi dich A (Acid) theo dung
khuyén céo ciia nha san xuit. xuit xit OECD
17 | Muoi tai sinh NaCl | Thanh phan NaCl > 99%; Pat tiéu chuan ISO 9001:2015 |
: . X < g 1500
tinh khiét hodc tuong duong
Thanh phan:
- Axit Citric nong d6 trong khoang tor >50% cung c‘ép
. . kha nang lam sach, khit trung (vi khuan, virus bao gom
18 | DungdichAcid HIV/HBgV/HCV) va khir cang(goai b6 canxi cacbonit), st | Can 250
Citric A 2 A A
dung trén may chay than nhan tao
Quy cach: can > 5lit
Pat tiéu chuan ISO 13485:2016 hoic twong duong
1 Mua sim héa chit ding cho may xét nghiém AU480
IVD rita ding cho Dqu dich rira hff: thong méy' sinh h(’)g; Thélnh phér}i .
-, A Sodium Hydroxide > 1 - 2%; Sulfonic acids, , mudi natri
21 may )Eet r}ghlem ~1-50% Can 15
hoa sinh Quy cach: >1x5 lit; Pat tidu chudn ISO 13485:2016
Hoa chit dung cho xét nghiém dinh lugng glucose; Thanh
Thubc thir xét phan: Dung dich d&ém PIPES (pH 7,6) >24 mmol/L; ATP
2.2 | nghiém dinh lugng | > 2 mmol/L; NAD+ > 1,32 mmol/L; Mg2+ 2,37 mmol/L; Hop 12
glucose Do lap lai: CV < 3%; D6 chum toan phan: CV < 5%; S&
lwong test tdi thiéu/1 mL: > 13 test. Quy cach: >150 ml;
Dat tiéu chuan ISO 13485:2016
Hoa chit dung cho xét nghiém dinh lugng LDL-
Thube thir xét cholesterol; Thanh phﬁp: Cholesterol esterase ;3,7
23 | nehiem dinh 1 1U/mL; Cholesterol oxidase >3,7 IU/mL; Peroxidase > 4,9 16 12
: ghi¢m dinh lugng op

LDL-Cholesterol

IU/mL; Natri azit >0,1%; Dung dich dém cua Good (pH
6,8) >25 mmol/L; Do lap lai: CV < 3,0%; D6 chum toan
phf?m: CV < 4,0%; Sb lugng test t6i thiéu/1 mL: >4 test
Quy cach: >270ml; Pat tiéu chuan ISO 13485:2016




Thudc thir xét

Hoa chat ding cho xét nghiém dinh luong HDL-
cholesterol; Thanh phan: Khang thé khang B-lipoprotein &
nguoi; Cholesterol esterase (CHE) >0,8 IU/mL;
Cholesterol oxidase (CHO) >4,4 IU/mL; Peroxidase

2.4 nﬁgﬁ%ﬁﬁgsﬁﬁg (POD) >1,7 IU/mL; Ascorbate Oxidase > 2 IU/mL; Dung Hop 13
dich d&m Good's (pH 7) >30 mmol/L; D¢ lap lai: CV <
3,0%; D6 chum toan phan: CV < 4,0%; S6 luong test tdi
thiéw/1 mL: >4 test
Quy cach: > 270ml; Pat tiéu chuan ISO 13485:2016
Hoa chat dung cho xét nghiém dinh lugng uré; Thanh
Thube thir xét phan: "Dém Tris >100 mmol/L; NADH > 0,26 mmol/L;
25 | nghiém dinh hrong Tetra Natri diphosphat >10 mmol/l:; EDTA >2,65 ) Hop 12
' ; ufe ; mmol/L; do uv dong hoc; Loai mau: Huyét thanh, huyét ;
twong, nudc tieu; DY 1ap lai: CV < 5%; Do chum toan
phﬁn CV < 10%; S6 luong test tbi thiéu/1 mL: >9 test
Quy cach: >424ml; Pat tiéu chuin ISO 13485:2016
Chat hi€u chudn | o 14 higu chudn cho xét nghiém LDL-Cholesterol:
06 | Xetnghiemdinh | AN Huyét thanh nguoi dang bot dong kho chia | HOP 5
luong LDL- . X ) o
Cholesterol LDL-Cholesterol (nguoi). Quy cach: > 2ml; Dat ti€u
chuan ISO 13485:2016
i Vit tw dung cho may xét nghiém dién giai khi mau GASTAT 1800
B.Q ong day dan B 6ng day, lam bang cao su, sir dung dé két ndi duong
dich bang cao su . A 2 - A1 \ .
3.1 | Tuu hoéa ding cho dich, gdbm nhiéu 10@}1 ong day ’ben tror}g. Pung Ch? may Bb 1
méy xét nghiém GASTAT 1800 series. Quy cach: 1 cai/tui; Pat tiéu chuan ;
Khi mau ISO 13485:2016
Ong day bom bang
39 cao su luu hoa Lam bang dng cao su. Str dung dé hut dich. Dai 180mm T 1
' dung cho may xét | (+/-5%). Dung cho may GASTAT 1800 series. Quy cach:
nghiém khi mau. | 3 cai/thi; Pat tiéu chuan ISO 13485:2016
i , bién cuc pH, Dung cho may GASTAT 1800 series.
bién cuc xét S . . n ISR
3.3 | nghiém dinh luong Nguyén ly d9 dle_:n; cue cl}on loc ion. Dlgn cuc On dinh Chic 1
©OH i trong >14 thang k€ tir ngay san xuat. Dai do 6,000-8,000
P hodc tot hon. Quy cach: 1 cai/tti; Pat ti€u chuan ISO
13485:2016
i n , bién cuc pCO2, Dung cho may GASTAT 1800 series.
bien cue xét Xét nghiém duogc thuc hién dya trén phuong phap dién
3.4 | nghiém dinh luong i i : S i Cai 1

pCO2

cuc Severinghaus. Dién cuc 6n dinh trong >18 thang ké tur
ngay san xuat. Dai do 10,0 - 200,() hoac tot hon
Quy cach: 1 cai/tti; Pat ti€u chuan ISO 13485:2016




3.5

Than diép cuc
tham chiéu xét
nghiém dinh lugng

Vo dién cuc tham chiéu, Dung cho may GASTAT 1800
series. V& dién cuc va 161 dién cuc dugc lap rap vdi nhau

Cai

pH, pCO2, pO2, | s¢& thanh dién cyc tham chié'uvRef ELECTRODE. bi¢n
Na, K, CI, Ca, Glc, | cuc qén dinh trong 18 thang ké tir ngay san xuat. Pat tiéu
Lac chuan ISO 13485:2016
L&i dién cuc tham re aen X \ .
A, " L61 dién cyc tham chi€u, Dung cho may GASTAT 1800
chiéu xét nghiém . A A Y
36 dinh Iuong pH series. Vo dién cuc va 101 d}c;n cuc duogc lap rap véi nhau Céi
' . y ’ s€ thanh dién cuc tham chiéu Ref ELECTRODE. Dién
pCO2, pO2, Na, P S . R X
K Cl Ca Glc. Lac | c¥con dmh tr'ong _1.8 thang k€ tr ngdy san xuat. Quy
T ' cach: 1 cai/tai; Pat tiéu chuan ISO 13485:2016
. , bién cyc pO2, Dung cho may GASTAT 1800 series. Xét
bién cuc xét oA " N [ aia
3.7 | nghiém dinh luong nghiém duoc thue hién dya trén phuong phap dién cuc Cai
' T 002 Clark. Dién cyc 6n dinh trong >18 thang ké tir ngay san
P xudt. Dai do 5,0 - 713,0 Torr hofc tt hon. Quy cach: 1
cai/thi. Dat tiéu chuan ISO 13485:2016
B0 phan I}han mau i N
bénh pham dung | Cong nhén mau. Dung cho mady GASTAT 1800 series. . X
3.8 Ly e Chiéc
cho may xét Quy cach: 1 cai/tdi
nghiém khi mau. | Pat tiéu chuan ISO 13485:2016
Boéng dén halogen
3.9 ding cho may xét | Bong den dung cho may xét nghi¢ém AU480, 12Vdc 20W. Cai
' nghiém hod sinh, | Lam bang kim loai, thiy tinh, nhya. Quy cach: 1 cai/tti
12V 20W. Dat tiéu chuan ISO 13485:2016
Ong diy bom béng v
310 cao su luu hoa Dung dé bom dung cho may xét nghiém AU480. Lam Céi

dung cho may xét
nghiém ho4 sinh.

bang vat liéu nhwa va cao su. Quy cach: 2 cai/tii
Pat tiéu chuan ISO 13485:2016

Tong cong 03 phin, 24 mit hang

1.3.

Cdc yéu cdu khac




1.3.1. Nha thau nop kém E-HSDT bing ké khai day du thong tin hang héa theo miu s6 21 sau day:
Mau s6 21 (File scan, File Excel dinh kém)
DANH MUC HANG HOA DU THAU
(PHAN PANH GIA VE KY THUAT)

Tén nha thau: ....... DPiachi: ...... Email: ...... S6 dién thoai nguoi phy trach thau: ......

Yéu chu ciia E-HSMT

Dap ng yéu ciu trong E-HSDT

- Céc cot thudce phan Yéu cau E-HSMT: Nha thau nhap cac ndi dung nay theo ndi dung trong E-HSMT cho céc phan ma nha thau tham duy
- Céc cot thudc phan Dép tmg yéu cau trong E-HSDT: Ghi cy thé cac thong tin vé hang hoa dy thau cta nha thau. Trong d6, luu ¥ cac cot:
+ Cot Tén thuong mai (Cot 5) va cot Ky ma hiéu (Cot 9): Trudng hop hang hoa dy thau 1a danh muc vat tu y té thudc pham vi duoc huong cua ngudi
tham gia bao hiém y té, nha thau ké khai Tén thuong mai va Ky m4 hiéu cta hang hoa chao thau va ndi dung ké khai nay can chinh xac va phu hop véi
ndi dung ma nha thau da dang ky trén cong thong tin Bao hiém x4 hoi.
+ Cot Cau hinh, tinh ning k¥ thuat (Cot 14): Dé nghi nha thau ké khai rd cau hinh, tinh ning, thong sé k¥ thuat ciia hang héa dé ching minh tinh dap
g theo cac yéu cau cia E-HSMT. Tét c4 ndi dung vé tinh ning, thong sb ki thuat ké khai tai cot nay phai c6 tham chiéu dén ndi dung tuwong mg trong
tai li¢u k¥ thuat cua nha san XUuét.

STT |[M4 hang[Tén  hang[Po n vi[Khdi luwong[Tén thuonglPon vilQuy cach| Khéi Ky ma hi¢u Héng Nudc Sé lvu | Pon gidké | Ciu M4 héa vat [Ghi chu
hoa héa tinh moi thiu mai tinh  [dong géi | lugng san san hanh hodc | khai/ niém | hinh, tuyté
chao xut xut s0 GPNK | yét tinh
thiu nang
ky
thuat
1) (2 (3) (4) ®) © [ ®) 9) (10) 1) (12) (13) (14) | @5 (16)
Ghi cha:




+ Cot Mi hoa vat tu y té (Cot 15): Nha thau ghi 1 ma hoa vat tu y té theo Quyét dinh s6 637/QD-BYT ngay 16/03/2022; Quyét dinh sé 1844/QD-BYT
ngay 05/7/2022; Quyét dinh 3181/QD-BYT ngay 29/11/2022; Quyét dinh sb 1055/QD-BYT ngay 24/02/2023; Quyét dinh sé 2200/QD-BYT ngay
16/5/2023 ciia Bo truong Bo Y té va cac Quyét dinh khéc lién quan. Luu ¥: Hb so dy thau van dugce xem xét danh gia theo cac tiéu chi danh gia cua E-
HSMT bat ké viéc nha thau khong ké khai tai noi dung nay. Noi dung tai cot (15) chi mang tinh chat tham khao, khong bao gdm trong ndi dung danh
gid E-HSDT



1.3.2. Yéu cau vé dich vu lién quan: Khong c6
1.3.3 Kiém tra va thir nghiém

Cac kiém tra va thir nghiém hang hoa duogc thuc hién theo cac quy dinh sau:

Thai gian: Trong khi lip dat, chay the thiét bi trudc khi chinh thie ban giao
nghiém thu dua vao sir dung.

Dia diém: Bénh vién Quan y 7, sb 12 Tué Tinh, Phudng Thanh Dong TP
Hai Phong.

Céch thuc tién hanh:

Budc 1: Khi hang hoa duoc chuyén dén bén mua, bén ban bao cho bén mua
biét d¢ hai bén cuing nhau tién hanh kiém tra cac ho so, ching tir lién quan (C6
bién ban kem theo).

Budc 2: Sau khi hoan thanh céc noi dung vé Kiém tra, nha thau tién hanh
lip dat, cai dat hiéu chinh (C6 bién ban kém theo). Sau tién hanh kiém dinh
may(néu may thuoc danh muc phai kiém dinh may) truéc khi di vao sir dung.

Chi phi cho viéc kiém tra, hiéu chuan, thar nghiém, kiém dinh may. Moi chi
phi déu do nha thau chiu trach nhiém.

Céch thic xtr 1y d6i voi hang héa khong dat yéu cau qua kiém tra, thu
nghiém:

Bat ctr mot hang hoa hodc chi tiét hang hoa qua kiém tra va thir nghiém,
kiém dinh may ma khdng phi hop vé sé luong, ching loai, hang/ nudc san xuat,
tinh trang hang hoa, ..., thi chii dau tu c6 thé tir chdi va nha thau s& phai thay thé
cac hang hoa hoic chi tiét hang hoa bi tir chéi hoac tién hanh nhiing stra d6i can
thiét mot cach mién phi, dap (ng cac yéu cau vé dac tinh ky thuat. Truong hop
nha thau khdng c6 kha ning thay thé hay diéu chinh cac hang hoa hoic chi tiét
hang hoa khong phl hop, chu dau tu co6 quyén to chic viéc thay thé hay diéu
chinh d6 néu can thiét. Moi rui ro va chi phi lién quan do nha thau chiu.



Mdu cam két

CONG HOA XA HOI CHU NGHIA VIET NAM
Poc 1ap — Tw do — Hanh phac

Hdai Phong, ngay ...... thang......nam......

BAN CAM KET

~ Nha thau............ (sau ddy goi tat 1a Nha thau) tham gia dau thau goi
thau:......... , dal dién hqp phap cua nha
thau. ... cam ket cac diéu khoan sau:

- Cam két giao hang tan noi tai - s6 12 Tué Tinh, Phuong Thanh Péng TP
Hai Phong.

- Cam két cung cap hang héa trong thoi gian 12 thang ké tir ngay ky hop
dong.

- Cam ket trudng hop sau khi trling thau, néu Bén moi thau/Bon vi st dung
€O yéu cau ve bao hanh va huéng dan su dung thi nha thau phai thyc hién theo
yéu cau nhu dich vu sau ban hang.

- Cam ket thu hoi hang héa d giao va chiu trach nhiém boi thuong thiét hai
cho bénh nhan va Bénh vién Quan y 7 néu san pham khong dam bao chat lugng
gay nén thiét hai hodc co thong bao thu hoi cua co quan c6 tham quyen (ma khdng
do Ioi caa Bénh vién Quany 7).

- Cam két hang hoa dugc giao mai 100% va duoe dong goi theo ti€u chuan
cua nha san xuat.

- Cam két han str dung ctia hang hoa > 2/3 han ding ghi trén bao bi cua san
pham.

- Cam két vé tinh chinh xé4c cua tat ca tai ligu cung cap trong E-HSDT. Trong
truong hop phét hién tai liéu co sai Iéch, nha thau chiu moi trach nhiém truéc Chu
dau tu theo quy dinh cua phép luat.

PAI DIEN HOP PHAP CUA NHA THAU
[Ghi rd tén, chizc danh, ky tén va déng dau



