Chwong V. YEU CAU VE KY THUAT

Muc 1. Yéu ciu vé k¥ thuét

1.1. Gidi thi¢u chung vé dw dnldw todn mua sim, géi thau

- Tén goi thau: Mua b6 sung vat tu can thi€p tim mach va chay than nhan tao quy I nam
2026 cua Bénh vién C.

- Tén dy toan: Mua b6 sung vat tu can thi€p tim mach va chay than nhan tao quy I nam
2026 cua Bénh vién C.

- Ngué)n von thyc hién: Ngué)n thu dich vu kham bénh, chira bénh.

- Gi4 g6i thau: 4.014.224.050 dong.

- Chui dau tu: Bénh vién C.

- Dia diém thuc hién: Bénh vién C, S 595 duong Tran Hung Pao, Phuong Song Cong,
tinh Thai Nguyén.

- Hinh thirc lira chon nha thau: Pau thau rong rii trong nuoc qua mang.

- Phuong thure lya chon nha thau: Mot giai doan mot thi hd so.

- Thoi gian bat dau t6 chirc Iya chon nha thau: Thang 01 nam 2026.

- Loai hop dong: Tron goi.

- Thoi gian thyc hién goi thau: 05 thang.

- Tuy chon mua thém: 1.185.517.215 dong.

1.2. Yéu cdu vé ky thugt

Trach nhiém thwe hién

STT Bi€éu mau Cach thirc thuc hién Chii diu twr Nha thiu

- File dinh dang excel; va

. |MauA. Bangdirligudy |- File scan dinh kém (ky, %
thau veé k¥ thuat déng dau (néu co) hodc ky
s0)
2 Miu C. Ban cam két Scan va dinh kem (ky, dong X

dau (néu co) hoic ky sb)

1.2.1. Yéu cdu ky thudt chung:
* Yéu cau vé tai liéu chitng minh tinh hop 1¢ ciia hang hoa 1a thiét bi y té:

- P6i v6i hang hoa 1a thiét bi y té, nha thau phai cung cip céc tai liéu chimg minh theo
quy dinh ctia Nghi dinh 98/2021/ND-CP ngay 08/11/2021 vé quan 1y trang thiét b y té, Nghi
dinh sb 07/2023/ND-CP ngay 03/3/2023 vé viée stra ddi, bd sung mot s6 diéu cua Nghi dinh
s6 98/2021/ND-CP ngay 08/11/2021 vé quan 1y trang thiét bi y té, Nghi dinh 04/2025/ND-CP
ngay 01/01/2025 stra d6i bd sung mot s6 diéu ciia Nghi dinh 98/2021/ND-CP ngay 08/11/2021
ctiia Chinh pht vé quan 1y trang thiét bi y té da duoc sira doi, b sung mot sd diéu theo Nghi
dinh s6 07/2023/ND-CP ngay 03/3/2023 ctia Chinh phu, cu thé nhu sau:



+ Dbi v6i thiét bi y té loai A, B: Cung cép sd cong bd tiéu chudn ap dung dbi véi trang
thiét bi y té thudc loai A, B hodc giéy phép nhap khéu cua Bo Y té (voi hang hoéa thudc danh
muc theo Piéu 6 Thong tu 05/2022/TT-BYT, duoc sira di boi khoan 7 Diéu 147 Nghi dinh
96/2023/ND-CP).

+ Pdi voi thiét b y té loai C, D: Cung cap s gidy chimg nhan dang ky luu hanh d6i véi
trang thiét bi y té thudc loai C, D hodc gidy phép nhap khiu cia Bo Y té (voi hang hoa thude
danh muc theo Piéu 6 Thong tu 05/2022/TT-BYT, duoc stra dbi bai khoan 7 Diéu 147 Nghi
dinh 96/2023/ND-CP).

+ Ddi v6i thiét bi y té nhap khau theo diém d Khoan 2 Diéu 76 Nghi dinh s 98/2021/ND-
CP duoc stra doi, bd sung tai Khoan 18 Diéu 1 Nghi dinh s6 07/2023/ND-CP, stra d6i bd sung
tai Didu 1 Nghi dinh 04/2025/ND-CP ngay 01/01/2025: Nha thau ké khai rd ddi véi thiét bi y
té khong thudc danh muc phai cap phép nhap khiu theo quy dinh tai Diéu 6 Thong tu sd
05/2022/TT-BYT ngay 01/8/2022 va cung cip ban phan loai thiét bi y té thudc loai C, D duoc
cong bd thong tin trén Cong thong tin dién tir ciia BO Y té.

- D61 vai thiét bi y té san xuat trong nudc: Cung cip S6 cong bd (hodc Phiéu thong tin)
hd so cong bd di diéu kién san xudt thiét bi y té san xuat cia nha san xuat hang hoa theo quy
dinh tai Nghi dinh s6 98/2021/NB-CP ngay 08/11/2021, Nghi dinh s6 07/2023/ND-CP ngay
03/3/2023, Nghi dinh 04/2025/ND-CP ngay 01/01/2025.

* Tai liéu k¥ thuat ciia hang héa:

- Tai liéu ban gbc khong st dung tiéng Viét phai kém ban dich sang tiéng Viét. Nha thau
chiu trach nhiém vé tinh trung thuc caa ban dich.

- Miu A, C dung dé phuc vu d4nh gia vé k¥ thuat hang héa chao thiu cia nha thau. Yéu
cAu nha thau phai dién dz‘iy du va chinh xac. Nha thau tu chiu trach nhiém vé hau qua hoac sy
bat 1oi néu khong 1am dung theo quy dinh. Viéc nha thau c¢d tinh ké khai thong tin khong diing
v6i thong sé k¥ thudt ma nha san xuat da cong bd nham muc dich vuot qua budc danh gia vé
k¥ thuat dugc coi 1a hanh vi gian 14n trong dau thau quy dinh tai khoan 4 Piéu 16 Luat Dau
thau va sé& bi xir 1y theo quy dinh ciia Phép luat.



BANG DU LIEU DU THAU VE MAT KY THUAT

(File excel dinh kem E-HSDT)

Yéu ciu ciia E-HSMT

Pap ng ciia hang héa dy thau

Tai liéu

tham
% £ Gidy phép | chiéu sd Tai liéu
Chu KO ma X:;‘t Sb‘:)ct‘l’:ug lwuhanh, | congbd/ | Phinloai | Tailigu | Chu tham
) hinh, | Mat | ) . y R M | Gidyphép | Gihy | Thiétbiyts; | tham | hinh, | chiéu
N Tén . s hiéu . Hang (quoc Hang chuan n P . £ 03 <X . p
Ma s tinh hang x Nhan X . L 4. . | nhip khau | phép luu S0, ngay chiéu tinh tinh
STT x ~ | hang 8 (ma on sdn gia, chi sé | (doi voi | E . £z, N « o
phan/16 . ning du . hi¢u X | - (néu co) hanh, cap, to chirc phan ning ning,
héa - X san xuat vung hiru TBYT P . X £z . - A I
ky thau hém) lanh loai (Doi voi Giay cap Bang loai ky thong so
thuat P X ; TBYT logi C, | phép phanloai | TBYT | thuit | k§ thut
tho) AB) D A
) nhip
khéu
(néu co)
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131“)?;;( /:éay Dai Catalog
XXY GLH - 25/01/2024. BPL - 15:f>cm, chac ba -
trang 17 A trang 18 rong trang 5
Cong ty 31cm

TNHH ABC




Nha thau nhép dir liéu vao file excel miu A nay va nop cung E-HSDT (trén diy 12 vi du minh
hoa)

Ghi chu: trén ddy la vi du tham khdo

- Cdc cot (1),(2) (3), (4): dién théng tin theo muc 1, 2, 3 Chuwong V ciia E-HSMT.

- Cdc cét (5), (6), (7), (8), (9), (94), (104) hodc (10B), (11), (12): dién théng tin ciia hang héa du
thau. Thong tin cac cot (5), (6), (7), (8), (9), (11) va (12) phai trung voi thong tin tai biéu mau
webform, néu co sai khac sé can cir theo thong tin tai webform.

- Cot (104) hodc (10B): dién théng tin sé cong bo hodc s lwu hanh cua hang héa dir thau. S6 luu
hanh la S6 Gidy chirng nhdn dang ky luu hanh hoac 0 glay phép nhdp khau con hiéu lyc do Bo Y
té cdp doi véi loai C, D hodc s6 vin ban cong bé tiéu chudn dp dung doi véi thiét bi y té thudc loai
A, B con hiéu lyc (quy dinh tai Nghi dinh 98/2021/NP-CP ngay 08/11/2021).

- Cot (10C): dién vi tri tai liéu tham chiéu so cong bé tiéu chuan/ sé luu hanh trong E-HSDT.
Dién theo dinh dang [tén file tdi liéu- trang s6....], VD: GLH hang A - trang 5-7, 8-9. Trang s6
ghi theo thir tir s6 trang ciia file tai liéu (khong ghi so trang danh mdy hodc ddanh tay trén ban
scan).

- Cot (11) va (11A4): dién théng tin phan loai TBYT ciia hang héa duw thau, gom: Phén loai, so
BPL, ngay cdp tén t6 chikc cdp BPL.

- Cot (12): dién chinh xdc théng tin tinh nang, thong s6 thong sé ky thudt cua hang hoa du thau
dap ung tu’O’ng u’ng voi cac tiéu chi yéu cau cua E-HSMT. T, hong tin trong hodc co ngi dung "Dat”
hay "Dap ing” sé dwoc xem xét la hang héa dw thau khong co dap vimg doi véi chi tiéu yeéu cau.

- Cot (124): Pién vi tri tai liéu mé ta Tinh ndng, Thong so ky thudt cua hang hoa du thau trong E-
HSDT. Blen theo dinh dang [tén file tai liéu - trang $6....], VD: Catalogue chac ba - trang 5, 7,

10. Trang sé ghi theo thir tir s6 trang cua file tai liéu (khéng ghi sé trang danh mdy hodc danh tay
trén ban scan).

* Triwong hop nha thau cé tinh ké khai thong tin khéong diing véi théng sé ky thudt ma
nha sin xudt di cong bé nham muc dich vieot qua bwdc danh gid vé ky thudt dwoc coi la hanh
vi gian lgn trong diu thau quy dinh tai khodn 4 Diéu 16 Ludt Péu thau va ching téi hoan toan
chiu trach nhiém, chip nhin chiu xiv Iy theo quy dinh ciia E-HSMT va phdp ludt vé diu thau.



1.2.2. Cam két ciia nha théau

BAN CAM KET CHUNG

1) 11 1 PP
S6 dang ky kinh doanh..............oouueee e
Mai dinh danh trén hé thong mang du thdu qudc gia: ............ccoeevieeeiiniii)
SDT lién h¢ ctia nguoi phu trach:.........ooooi e
Dia chi cla AON VI: oot

Chung toi, /dién tén cong ty/, tham dy goi thau /dién tén géi thau] ciia Bénh vién C Thai
Nguyen Chung t6i xin cam két vé E-HSDT va cong tac cung timg hang hoa cho Bénh vién véi cac
ndi dung sau day:

Cam két cung cdp hang hoa mai 100% chua qua sir dung, dam bao day du sb luong, ching
loai, con nguyén dai nguyén kién theo quy cach dong goi ciia nha san xuat.

Nhian hang hoa tuan thi quy ché vé nhan hang hoéa luu hanh trén thi truong Viét Nam. Bao
bi con méi, khong bién mau, khong rach nat, bién dang.

Cam két hang hoa khi giao dam bao cht lugng, dugc dong goi theo diing tiéu chuan cua
nha san xuét, thong s6 ky thuat dung véi E-HSDT duoc chap thuan; dam bao khong c6 cac khuyét
tat ndy sinh din dén bat loi trong qué trinh sir dung hang hoa.

Han st dung dugc tinh tir ngay ban giao dén ngay hét han st dung ghi trén tem, nhin cta
hang hda > 70% tudi tho cta hang héa (Tudi tho cua hang héa duge tinh tir ngdy san xuat dén
ngay hét han str dung). Hang hoa khong ghi han sir dung thi san xuat nam 2025 tro lai day.

Cam két thu hoi hang hoa trong trudng hop da giao nhung khong dam bao chat luong hoic
c6 thong béo thu hdi clia co quan c6 tham quyén nhung nguyén nhan khong phai do 16i bén moi
thau. Thoi gian thu hoi trong vong 05 ngay.

Hang hoa do nha thau cung cép hoan toan thich ing va hoat dong on dinh tai diéu kién khi
hau ciia Viét Nam va hang hoa khong giy anh hudng tac dong nhicu dén moéi truong (Truong hop
hang hoéa cung cép c6 anh huong tac dong dén moi truong, nha thau chiu c6 trach nhiém thuc hién
bién phap giai quyét).

Cam két hang hoa dy thau dugc niém yét gia, ké khai gia pht hop theo quy dinh tai Nghi
dinh 98/2021/ND-CP, duoc sira d6i bd sung boi Nghi dinh 07/2023/ND-CP, Nghi dinh
04/2025/NB-CP ngay 01/01/2025 va cac quy dinh phap luat hién hanh.

Cam két cung cp trung thuc va day dii ho so hai quan ddi véi hang héa nhap khau va
nhitng van ban phép 1y lién quan khac khi giao hang theo yéu cau ciia Chi dau tu.



Cam két chiu trach nhiém vé tinh chinh xac cua cac van ban c6 y€u to nudc ngoai, van ban
va catal6 ctia nha san xuat. Trong truong hop phat hién tai liéu c6 sai I¢ch, nha thau chiu moi trach
nhiém trudc Chu dau tu theo quy dinh cua phap luat.

Nha thdu cam két xuat trinh ban gbc c6 hop phap héa lanh sy (néu tai lidu thude truong
hop bit budc hop phap héa lanh sw) hodc ban sao ¢ cong chimg dé Chi dau tu ddi chibu dbi voi
tit ca cac ban sao tai lidu khi c6 yéu cau. Cam két vé tinh chinh x4c cua tit ca tai liéu do nha thau
ké khai va cung cép trong E-HSDT.

Trén day 1a toan b ndi dung cam két cia Cong ty ching t6i voi Bén moi thau va xin chiu
trach nhiém trudc phap luét thyc hién nghiém tic cac cam két trén. Trong truong hop co sai sot,
ching t6i xin chiu hoan toan trach nhiém va chap nhan bi xtr Iy nhu di quy dinh trong E-HSMT
va phap luat vé dau thau.

___,ngay _ thang  nam__
Nguoi cam két
PAI DIEN CONG TY
[Ky, ghi ¥é ho tén va déng dau]



1.2.3. Yéu cau kj thudt chi tiét

Tai lidu k¥ thuat miéu ta cac dic tinh, théng s ki thuat cua ching loai hang hoa va Nha
thau phai danh dau (highlight) vao cac théng sb cu thé dé chirmg minh thong sb k¥ thuét
du thau. Ddi véi céc tai lidu tra ctru dugce trén trang Web dién tir cia Hang san xuét, Nha
thau phai cung cap kém duong Link tra ctru.

Bét ky thuong hiéu, ma hiéu, danh tir riéng (néu c6) trong bang yéu cau k¥ thuat chi mang
tinh chat minh hoa cho céc tiéu chuin chét luong, tinh nang k¥ thuat khé mo ta. Vi vay
nha thau c6 thé chao cac hang hoa c6 thuong hiéu, ky ma hiéu khac nhung phai dam bao
tiéu chuan k¥ thuat, dic tinh k¥ thuat, tinh ning sir dung “twong duong” hoic “tot hon” so
v6i yéu cau caa E-HSMT.

Trudng hop Nha thau chao hang hod vdi tiéu chuan k§ thuat, ddc tinh k¥ thuat, tinh ning
str dung “twong dwong” hodc “t6t hon” so véi yéu cau ciia E-HSMT thi Nha thau can cung
cap nghién ctru, trich ddn ngudn (VD website) tham chiéu cta tai liéu nghién ctru hodc xac
nhan cta Co quan, to chtrc danh gia doc 1ap va thuyét minh tinh wu viét, t6t hon twong

ung.

Bang yéu cau ky thuit

STT

Tén phan/ 16 Tén hang hoa

Théng s6 ky thuit va cac tiéu chuin

Vit tu can thi€ép tim mach

Bang keo cufn co
gién

- Kich thudc 8cm x 4,5m ; Bang thun (Cotton
100%), mau trang. trong lwong 140 +/- 7g/m2 Lép
keo Oxide k&m. Chat pha nén trong luong khéi phu
100-130 g/m?, lyc dinh 2-9 N/cm

- Pat tiéu chuan chét luong ISO 13485

B6 md duong vao
dong mach dui
ding kim ludn
choc mach

Gom:

- Kim choc mach ¢& 18G hoac 20G

- Mini plastic guide wire ¢& 0.025", 0.035", dai
45cm, 16i nitinol

- Bom tiém 2.5ml

- Introducer sheath

- Dilator (que nong)

Dic diém:

- Van cAm méu kiéu "Cross-Cut"

- Kich thudc: co 4F, SF, 6F, 7F, 8F dai 7cm, 10cm
- Vat liéu: Dilator chét liéu Polypropylene; Sheath
lam bang ETFE (ethylene tetrafluoroethylene)

- Pat tiéu chuédn chat luong ISO 13485, CE, FDA
Xuét x1 : Viét Nam




STT | Tén phan/16 Tén hang hoa Thong s6 k¥ thuit va cac tiéu chuin
- B két ndi (manifold) chiu ap luc cao 1én >
600psi. ‘
3 B¢ phan két néi ;] r?aézj > 3 cong phu hgp vdi nhu cau st dung khac
- Cong xoay ON, OFF
Xuat xir: G7
B6 bom gdm co:
bom ap lyc cao cé tay cAm ngang chong truot,
. . | day ndi kém stopcock, chir Y dang bam (pushclick),
Bom ép lyc cao co A X A A %
4 van dung cu xoay day dan, kim luén day dan. ’
- Bom ap lyc cao: dung tich bom >20ml, &p suat
>30bar.
Xuat xir: G7
- Bong nong mach vanh ap lyc cao ¢6 > 2 nép gip
- Khau kinh dau tip <0.017"
Béng nong déng ;( ﬁﬁ luc v& bong: >20atm vai tat ca cac duong
> g;icilé Vinzhnzp h‘;IC - Puong kinh bong tdi thiéu tir <1.5mm dén
=< TP 8 | >5 0mm, chidu dai t5i thiéu tr <6mm dén >50mm
- Tiéu chuén chat lugng: ISO 13485, CE;
Xuat xir: G7
Bong c6 cau trac 3 16p: 16p gitta 1a polyamide, 16p
trong va 16p ngoai la elastomer
- Vai bong 3.0mm
- Ap lyc dinh mirc >12atm. Ap lyc tbi da 20-22atm
Boéng nong dong | - SO diém dinh vi bong: 2
5 mach vanh loai 4p | - Khau kinh dau vao < 0.43mm
luc cao, cau trac 3 | - B dai tryc kha dung 145 cm
16p - C6 phu ai nudce
Kich thudc:
- BPuong kinh 2.0- 5.0mm.
- Chiéu dai 6, 8, 12, 15, 20, 25, 30mm
- Pat tiéu chuan chét luong 1SO 13485, CE
Chiu duogc ap lyc cao 20 atm.
Thiét ké dau vao thudn dai va thiét dién dau vao ton
thuong nho (0.015").
Lop phit bén &i nude chon loc.
Bong nong mach | Vat liéu nhe c6 do dan no theo truc bong thép, kiém
7 vanh ap lyc cao c6 | soat lyc cao. Hai diém dénh ddu bat can quang chat

t6i da > 5 nép gap.

liéu Platinum iridium.

Chiéu dai 6ng thong: 142 cm.

Kich thude: 2.0, 2.25 chiéu dai 6, 8,12,15,20mm.
Kich thude: 2.5, 2.75, 3.0, 3.25,2.5,3.75, 4.0 chiéu
dai tir 6, 8,12,15,20, 27mm.




STT

Tén phan/ 16

Tén hang hoa

Théng s k§ thuit va cac tiéu chuin

Kich thugc: 4.5 chiéu dai 8,12, 15, 20mm.

Kich thude: 5.0 chiéu dai 8,12,15mm.

Bong 2.0- 3.75mm: 3 16p gép. ; Bong 4.0-5.0mm: 5
I6p gap. , ‘

Co thé bom bong dén ap lyc vo bong 20 lan ma
khong vo.

Puong kinh than éng doan gén 0.69mm, doan xa
0.84mm vai bong c6 duong kinh 2.0-3.75mm.

Puong kinh than dng doan gan 0.69mm, doan xa
0.91mm vai bong c6 dudong kinh 4.0-5.0mm.

Bong nong mach
vanh ap lyc thap >
2 nép gap

- Bong nong vanh ap lyc thuong c6 > 2 nép gip

- Khéu kinh dau tip <0.017"

- Ap lyc v& bong: >16 atm véi tat ca cac dudng
kinh.

- Puodng kinh bong t6i thiéu tir <1.5mm dén
>5.0mm, chiéu dai tdi thiéu tir <8mm dén >45mm
- Tiéu chuan chét luong: ISO 13485, CE

- Xuét xt: G7

Béng nong mach
vanh &p lyc thap
0.41mm

Vit liéu Polyamide.

- Ap luc dinh mirc 6atm. Ap luc ti da 12atm,
14atm

- Puong kinh dau vao 0.41mm.

- Puodng kinh than béng vuot qua ton thuong
0.58mm

- Puogc phu 16p ai nude.

- Phan nbi giita bong va dau tip 0.4mm.

-Diém danh diu can quang day 25um, dai 0.8mm
- B¢ dai catheter sir dung 145 cm

Kich thudc bong: BPuong kinh: <= 1.0- 4.0mm (c6
kich ¢& bong nho 1.0mm). Chiéu dai <= 5-40

- Tiéu chuan chét luong: ISO 13485, CE

10

Catheter chup
chuan doan nio va
ngoai bién loai ai
nuoc

Céu tao: 3 16p

- Lop ngoai polyurethane

- Lop gitra 1a 16p bén don (loai 5F) va bén kép (loai
4F)

- L6p trong giau nylon

- Boan xa ¢06 16p phu &i nudc Hydrophilic (M Coat)
dai 15cm, 25¢m, 40cm.

- Kich ¢&: 4F (duong kinh trong 1.03mm), 5Fr
(duong kinh trong 1.10mm). Chiéu dai: 65cm,
85cm, 100cm, 110cm, 120cm -Kiéu dau: Mani,
Vertebral, Cobra, Multipurpose,
Simmons,Yashiro....




STT

Tén phan/ 16

Tén hang hoa

Théng s k§ thuit va cac tiéu chuin

11

Catheter chup dong
mach chan doan
tim va mach vanh

CAu tao: 3 16p

- Lop trong va 16p ngoai 1a Nylon rich Polyurethan.
- L6p giira 12 16p dan kép bang thép khong gi
(SUS) (32 s0i)

- Kich thudc: duong kinh 4Fr (Iong rong >1.03mm)
- 5Fr (long rong >1.20mm), dang JR, JL... Chiéu
dai 65, 70, 80,100, 110cm.

- G161 han ap luc 4Fr: >750psi, SFr>1000psi.

- Xuat x{ Viét Nam

12

Catheter chup dong
mach vanh 2 bén

CAu tao: thiét ké theo cong nghé soi bén kép, doan
dau xa khong bén, tiép theo 13 doan dugc bén day va
bén thua hon & doan gén.

- Vat liéu thanh 6ng: cac loai Polyamide khac nhau
trong cau tric dng 3 16p

- Thanh dng mong, 1ong dng rong cho toc do dong
chay t6i da 23mL/ gidy (c& 5Fr). Ap luc t6i da >

1,200 psi (8.247kPa)

- Buong kinh 4Fr (long rong >1.05mm), 5Fr (long
rong> 1.20mm), chiéu dai 100cm va 120cm.
- Tiéu chuan chit luong: ISO 13485, CE.

13

Day dan dudng cho
bong va stent

Cong nghé khdp ndi lién mach khong mbi han
- Dai <180cm; - Chiéu dai doan cuon> 25 cm

- Chiéu dai doan dénh dau can quang: 3cm
Vat liéu:

- LOi: Nickel - Titanium ; - Lép cudn: Platinum va
thép khong gi

L&p phu khéace nhau tirng doan: a1 nuée M coat,
PTFE va silicone

Co cac loai kiéu dau floppy, extra floppy,
hypercoat

- Tiéu chuan chét luong: ISO 13485, CE

14

Day dan duong cho
catheter

L&i 1a hop kim Nitinol siéu dan hoi.

- L&p ngoai 1a Polyurethane can quang, hon hop
tungsten giup dé dang quan sat dudi tia X;

- L&p phu 41 nude Mcoat

Hinh dang dau tip: dau thang, ¢au cong hodc hinh
chir J

Kich thudc:

- Chiéu dai day dan: 260 cm;

- Chiéu dai cua phﬁn dau linh hoat: 3 cm;

- Buong kinh: 0.018", 0.025", 0.032", 0.035",
0.038"

- Pat tiéu chuan chét luong ISO 13485, CE, FDA




STT

Tén phan/ 16

Tén hang hoa

Théng s k§ thuit va cac tiéu chuin

15

Day dan dudng cho
catheter ai nudc

Lai 1a hop kim Nitinol siéu dan hoi.

- Lép ngoai 1a Polyurethane can quang, hon hop
tungsten giup dé dang quan sat dudi tia X

- Lop phu ai nudc Mcoat

Hinh dang dau tip: ddu thing, diu cong hoic hinh
chir J

Kich thudc:

- Chiéu dai day dan: 150 cm

- Chiéu dai ctia phan dau linh hoat: 3 cm

- Buong kinh: 0.018", 0.025", 0.032", 0.035",
0.038"

- Pat tiéu chudn chét lugng ISO 13485, CE, FDA
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Dung cu m¢ duong
vao dong mach

quay

L5i 1a hop kim Nitinol siéu dan hoi;

.- L&p ngoai 1a Polyurethane can quang, hon hop
tungsten giup dé dang quan sat dudi tia X

- Lép phit 4i nudc McoatHinh dang dau tip: dau
thang, dau cong hodc hinh chir J

Kich thudc:

- Chiéu dai day dan: 260 cm;

- Chiéu dai cua phﬁn dau linh hoat: 3 cm;

- Puong kinh: 0.018", 0.025", 0.032",
0.038";

- Pat tiéu chuan chat lugng ISO 13485, CE, FDA

0.035",

17

Khung gi4 4o dong
mach vanh phu
thudc

Khung gia d& cobalt-crom dong mach vanh, phu
thudc Sirolimus c6 phu 16p polymer sinh hoc tur
tiéu

- Stent thiét ké dang mét dong. Mat d6 phu thude:
1.25 pg/mm?2

- Po day 16p pha thude: 2pum

- Téng d6 day thanh chdng: <73um

- Khau kinh biang qua ton thuong: <0.90mm

- Puong kinh stent téi thiéu tir <2.25mm dén
>5.0mm

- Po dai stent tdi thiéu tir <8mm dén >40mm

- Tiéu chuan chét luong: ISO 13485, CE

- Xuat xtr: G7

18

Khung gia do mach
vanh pha thudc
Sirolimus, polymer
tu tiéu

Khung gia d& phu thudc sirolimus, phu mat ap
thanh, khéng phu ¢ dinh va cac dlem noi.

- Mt cdo sap xép nhu hinh vay ran, thiét ké mat
c40 m& vai 2 link lién két. D6 mé nhanh (cho stent
c6 duong kinh 3.5mm): 14.5mm?

- Lidu lugng 3,9ug/mm chiéu dai khung gia da.

- b6 day 80um

- C6 trong khuyén cdo céc stent phu thudc nén
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dung trong ESC/EACTS 2014 guidelines

- Khau kinh dau vao 0.018". DPau vao vt lidu
polyamide elastomer, mau do gitip nhan dién dé
dang.

- Khau kinh biang qua 0.044" (stent 3.0mm)

- Vat liéu bong nong: Nylon 12

- Ap Iuc tham chiéu: 9atm. Ap Iuc ti da: 14 atm,
16atm

- C6 16p phu ai nudce

- B0 dai truc: 144 cm

Chiéu dai: 9, 12, 15, 18, 21, 24, 28, 33, 38mm

- Pat tiéu chuén chat lugng ISO 13485, CE
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Khung gi4 do mach
vanh phu thudc
Sirolimus bang
cong nghé phu ap
thanh  Abluminal
(khéng co
polymer)

- Phu thudc Sirolimus bang céng nghé phu 4p thanh
Abluminal (khong c6 polymer); Ham luong
Sirolimus 1,2pg/mm?2

- Khong c6 16p polymer. Chét nén dan thude
Probucol

- Nén stent 12 hgp kim Cobalt Chromium L-605.
Thanh stent mong (c6 2 loai do day tuy thudc vao
duong kinh stent, 55um véi cac dudong kinh:
2.0mm; 2.25mm; 2.5mm; 2.75mm; 3.0mm va
65um vai cac duong kinh 3.5mm; 4.0mm)

- Pau tan duong kinh nho (0,41 mm)

- Chiéu dai 9mm; 12mm; 16mm; 19mm; 24mm;
28mm; 32mm; 38mm

- BPuong kinh 2.0mm; 2.25mm; 2.5mm; 2.75mm;
3.0mm; 3.5mm; 4.0mm

- Pat tiéu chuén chat lugng ISO 13485, CE
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Ong thong tro gitp
can thi¢p mach
mau

Cau tao: 16p trong bang PTFE, 16p giita ludi thép
khong gi phiang duoc bén cudng do cao

Pic diém: két cau vat liéu ndi bat bao g6m 5dn6
vung, mdi vung dugc lam tir cac vat liéu c6 do cliing
khac nhau (Cong ngh¢ ZONE).

- Hinh dang kiéu back up left, ikari left, ikari right,
judkins left, judkins right, multipurpose, amplatz
left
- Kich thudce: c& SF c¢6 duong kinh trong > 0.059",
c0 6F c6 duong kinh trong >0.071", ¢& 7F c6 duong
kinh trong> 0.081".

Chiéu dai 100cm va 120cm
- Pat tiéu chuan chét luong ISO 13485, CE

21

Bom tiém thudc
can quang

Bom tiém dau xody lam tir Polycarbonate .
- Pittong kin khi, khong bi 1o ri khi bom.
- Bau Luer c0 dinh, khong chira latex.
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- Dung tich nho nhit <Iml, dung tich 16n nhét
>30ml
Xuat xtt: G7
. , .| Chat liéu nhya; KT: 60cm x 100cm
22 Tai chup bong dén | 5 fiay chudn 1SO 13485
Vit tu chay
I than nhan
tao

Str dung twong thich v6i may HDF online 5008s.
1 bd day bao gdm: Day dong mach, day tinh mach,
day safeline

1 Dy loc méu HDF- | Thé tich lam day: khoang 132 ml.

Online Chat liéu nhya PVC dung trong y té, khong chira

DEHP
Dat tiéu chuan chat lugng: ISO 13485; EC
Xuat xir: G7
Dién tich mang: > 1,8 m2
Hé s6 siéu loc Kuf: >55
Chat liéu mang: Polysulfone hoc tt hon

5 Qui siéu loc Cheflt liéu V{)‘bQCI Polycarbonate hodc t6t hon

i The tich mo6i: >110 ml

D¢ day thanh/duong kinh sgi: 40/200 (um)
Pat tiéu chuan chat lugng: ISO 13485; EC
Xuat xir: G7

1.3. Cdc yéu cau khdc

- QUY CACH E-HSDT: Nha thiu sip xép E-HSDT vao cac Folder va nén thanh 1 File

dinh kém trén H¢ thong.
- Dé khong xay ra tinh trang 18i file khi giai nén, Nha thau vui long dit tén File hoic Folder

theo tieng Viét khong co dau.
- D6i voi nha thau Lién danh: Nha thau chi d6i phan “Tennhathau” theo tén cua cac thanh

vién lién danh va dinh kém céc tai liéu du thau cua riéng timg thanh vién theo phan cong viéc dam
nhan da quy dinh tai Thoa thuan lién danh.
Muc 2. Ban vé

Muc 3. Kiém tra va thir nghiém

Céc kiém tra va thir nghiém can tién hanh goém co:

- Noi dung kiém tra: Kiém tra chi tiét tirng mat hang vé chung loai, ) luong, chét luong
theo dung yéu cau néu trong hop dong.




- Viéc kiém tra, thir nghiém phai duoc tién hanh tai Bénh vién C. Dia chi: S6 595 duong
Tran Hung Pao, Phudng Song Cong, tinh Thai Nguyén va duoc tién hanh trude khi ban giao. Toan
b chi phi cho viéc kiém tra, thir nghiém do nha thau chiu.

- Truong hop hang hoa khong dat yéu cau qua kiém tra, thir nghiém thi nha thau phai thay
m&i va phai chiu moi chi phi phat sinh cho viéc thay thé theo diing cac quy dinh di néu trong muc
E-DKC 21.

- Thoi gian kiém tra: Ngay sau khi hang hoa duoc giao t6i dia diém nhan cta chu dau tu.



