Phén 2. YEU CAU VE KY THUAT
Chuong V. YEU CAU VE KY THUAT

Muc 1. Yéu ciu vé kj thudt

1.1. Gidi thigu chung vé dw dn, géi thiu

- Tén gbi thau: Mua sim vat tu y té tim mach can thiép ndm 2025;

- Chu dau tu: Bénh vién da khoa Binh Thuan.

- Hinh thirc lya chon nha thau: Dau thau rong rai, qua mang.

- Phuong thtrc lya chon nha thau: Mot giai doan, mot tai ho so.

- Nguén von: Tur nguén thu kham, chita bénh cua don vi.

- Loai hop ddng: Pon gia cb dinh.

- Thoi gian thyc hién hop dong: 18 thang ké tir ngay hop dong cé hiéu lyc.

- Tuy chon mua thém: Khong;

- bia diém thuc hién: Duong Ton Thét Bach, P. Binh Thuan, tinh LAm Déng

- Hélr}g héa can cung cip: chi tiét néu tai Pham vi cung cip MAu sé 01B (webform
trén HE thong).

1.2. Yéu cdu vé kj thugt

Yéu cau thong sd k¥ thuat quy dinh trong muc nay 1a t6i thiéu, chi nham muc dich
mo ta va khong nham muc dich han ché nha théu nha thau ¢ thé chao thiu nhitng hang
hoa co6 thong s6 k¥ thuat twong duong hoac t6t hon phu hop tuong thich vo1 may hién c6
ma Chu dau tu dang sur dung. Nha thau c6 van ban giai trinh, cung cap tai liéu dé chung
minh thong sé k¥ thuat nha thau chao 1a twong duong hodc tot hon. Trudng hop nha thau
khong c6 vin ban giai trinh, cung cip tai liéu ching minh thi don vi tu van sé danh gia
theo dung tai liéu k¥ thuat trong E-HSDT cuia nha thau da chao.

Bat ky thuong hi€u, ky ma hiu, quy cach, thanh phan (néu co) trong tiéu chuan k¥
thuat chi tiét 1a dé minh hoa cac tiéu chuan chat luong, tinh nang ky thudt. Vi vay nha
thau c6 thé chao cac hang héa cé thuong hiéu, thanh phan, ky ma hiéu khac nhung phai
dam bam tiéu chuin ky thuat, dac tinh k¥ thuat, tinh ndng su dung “twong duong” hoac
“t5t hon” so voi yéu cau cua E-HSMT).

Noi dung yéu ciu vé tinh niang, dic tinh k§ thuat chi tiét va mac d6 dap tGng tdi
thiéu duoc thé hién tai cac bang duoi day:
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STT Danh muyc hang Tinh nang }<y thl}at/thong s0 ky thuat cua Quy cach | vi
hoa hang hoa/twong duwong .
tinh
Gi d& dong mach Phu thudc Everolimus voi do giai phong
\ A thuéc 100 pg/cm?2 ( tuong duong 1pg/mm?2 ). N .
1 | vanh phu thudc Hop/cai cai
Everolimus _Chiéu dai hé thong 1.45 cm.
Boéng trong Stent vdi thict ké da 16p dugc lam
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tir chat li¢u Pebax.
_ Phu 16p tuong thich sinh hoc fluoropolymer
vinh ctru gitp lién két chit ché v6i albumin dé
giam sy hinh thanh huyét khéi.
_ Khung gi4 d5 thiét ké cong nghé Multi-link,
so le mdi vong 3-3-3, duoc 1am tir hop kim
Cobalt—Chromium.
_ C6 thé ngung thube chdng tich tap tiéu cau
sau | thang.
_ Crossing profile 0.0425".
_ Ap suét nong bong: tir 10 dén 18 atm

Kich thudc: duong kinh 2.25 mm , chiéu dai
15 - 28 mm; duong kinh 2.5 - 4.0 mm, chiéu
dai tir 15 - 48 mm (ri€ng duong kinh 3.25 va
4.0 khong c6 chiéu dai 48mm)

_ €6 nghién cuu ngiu nhién d6i chimg véi c&
mau trén 3000 bénh nhan dang trén tap chi
chuyén nganh c6 uy tin ( ISI, SCOPUS ), so
sanh vé tinh an toan hiéu qua lau dai trén bénh
mach vanh 6n dinh.

Gia do (Stent) can
thiép mach vanh phu
thude Sirolimus

* Phu thudc Sirolimus va polymer ty tiéu.
* Khung bang Cobalt Chromium L605, do
day >80pm

* C6 do nd vuot dinh mic > 6.25mm

* Kich thudc: Puong kinh: 2.0 - 4.5 mm;
Chiéu dai: 9 - 50 mm.

* Xuat xir Nhat ban.

* Pat tiéu chuan FDA( M¥) hoic CE (
Chau Au).

Hop/cai

cai

Gia do (Stent) can
thi€p mach vanh phu
thudc Zotarolimus

* Chat liéu Cobalt Chromium , 15 trong
bang chét liéu Platium Irridium.

* Phi thudc Zotarolimus.

* P day thanh chéng 80um, 91pum .

* Kich thudc: Puong kinh 2.0-5.0 mm;
chiéu dai tir 8 - 38 mm.

* Kha nang gian n¢ vugt troi. Duong kinh
stent 2.0 - 2.5 mm c6 thé nong mé rong tbi
da dén 3.5 mm; stent 2.75 - 3.0 mm c6 thé
nong mo rong toi da dén 3.5 mm; stent 2.0
- 2.5 mm c6 thé nong mé rong t6i da dén
3.5 mm; stent 3.5 - 4.0 mm c6 thé nong mo
rong toi da dén 5.0 mm; stent > 4.0 mm c6
thé nong mé rong toi da dén 6.0 mm. Thich
hop cho cac tdn thuong c6 su chénh 1éch
dau gan, dau xa.

* Pat tiéu chuan FDA/PMA (M¥).

Hop/céi

cai

Gia do rpach vanh
phu thuoc

Phu thudc Everolimus véi do giai phong
thubc < 100 ng/cm2 ( tuong duong
lpg/mm?2 ).

Hop/cai

cai
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Everolimus

_ Khung gia d5 thiét ké cong nghé Multi-
link, so le mdi vong 3-3-3, duoc lam tir hop
kim Cobalt—Chromium.

_ Chiéu dai hé théng 145cm.

_ Bong trong Stent duoc 1am bang chit liéu
Pebax.

_ Phu 16p tuong thich sinh hoc
fluoropolymer vinh ctru giup lién két chit
ché véi albumin dé giam su hinh thanh
huyét khoi.

_ C6 thé ngung thube chdng tich tap tiéu
cau sau 1 thang.

_ Pau Tip duoc thiét ké v6i cong nghé CPS
gitp lai stent di vao trung tdm mach mau.

_ Crossing profile 0.039".

_ Kich thuéc : duong kinh 2.0 - 4.0 mm,
chiéu dai tir 8 - 38 mm. D6 mé rong dudng
kinh stent c¢6 thé dat tdi da 5.5 mm

_C6 nghién ctru ngau nhién d6i chimg véi
¢& mau trén 3000 bénh nhan ding trén tap
chi chuyén nganh c6 uy tin ( ISI, SCOPUS
), so sanh vé tinh an toan hiéu qua lau dai
trén bénh mach vanh on dinh.

Gia do nong mach
vanh tam thuoc
Sirolimus

Gi4 d& mach vanh phu thudc Sirolimus véi
16p phu kép BIOlute va proBIO

- Vit li¢u stent béng Cobalt Chromium trén
nén stent thuong duoc phi 16p Silicon
Carbide si€éu mong (proBIO) c6 tinh tuong
thich sinh hoc va tac dung nhu mét 16p phu
ngan chin khong cho ion kim loai khuéch
tan ra long mach theo thoi gian va 16p phu
thudc BIOlute c6 Polymer ty tiéu Poly-L-
Lactic Acid (PLLA) tiéu trong khoang 1-2
nam

- Chét liéu boéng mang stent 1 Semi
Crystalline Polymer.

- Liéu luong thudc: 1.4pug/mm?, Khau kinh
dau vao: 0.017""

- BPuong kinh tir 2.25 - 3.0mm c6 d¢ day
thanh stent siéu méng: 60um (0.0024"")

- BPuong kinh 3.5 - 4.0mm c6 d¢ day thanh
stent: 80um (0.0031"")

- Thiét ké xoan kép, mit mo, 8 chép dinh
doan ngoai, 6 chép dinh ¢ doan gitra va 3
két ndi cho phép stent di chuyén linh hoat,
dé dang.

- Cong nghé ép 1an siu stent sat trén nén
bong gitp kha ning vuot qua ton thuong tot
hon

Hop/cai

cai
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- Ong thong can thiép twong thich nho nhat
5F (1.D. > 0.056""). Day dan can thiép
tuong thich 0.014""

- Kich thudce: ¢ 2.25, 2.5, 2.75, 3.0, 3.5,
4.0mm; chiéu dai: 9, 13, 15, 18, 22, 26, 30,
35, 40mm. Ap lyc dinh danh (NP): 10 atm,
ap luc toi da cho phép (RBP): 16 atm

- Nghién ctru 1am sang: lugng bénh nhan da
tuyén chon : >48,500, Tong luong bénh
nhan di tuyén chon va c6 ké hoach tuyén
chon > 70,000 v6i nhiéu nghién ctru da co
két qua 5 nam theo ddi

- Két qua 1am sang vuot troi:

Nghién ctru BIOSTEMI: Nghién ctru chiing
minh vuot trgi hon Xience gitip giam ti ¢
TLF ¢ nhom bénh nhan STEMI

- Pat tiéu chuan chat luong ISO. Chung
nhan CE, FDA

Gia do (Stent) mach
vanh phu thuoc
Sirolimus

Stent mach vanh phi thudc Sirolimus, liéu
luong 1.4 pg/mm?2

Thudc dugc giai phong hoan toan sau 100
ngay

Polymer tu ti€u sinh hoc PLGA 85/15, do
day 16p phu: 3-5 um

Vit liéu Cobalt Chromium L6035, thiét ké 9
dinh - 3 két ndi giita cac vong

Do day thanh chéng: 65um

Duong kinh: 2.00 - 5.00 mm

Chiéu dai: 8 - 48 mm.

Chiéu dai 6ng thong: 142 cm

Chiéu dai 1ong dng day din: 27 cm

Bong lam bang vat liéu Polyamide ban dap
ung, than xa da lop

S6 nép gap béng: 3 canh ddi véi @2.00 -
4.00, 5 canh dbi voi 34.50 - 5.00

Bién dang bang qua sang thuong <0.02"

Ap suét danh dinh 8 bar, ap suét toi han tdi
da 19 bar

Hop/cai

cai

Gia do mach vanh
phu thudc Sirolimus

Chat liéu: Cobalt Chromium L605

Do day khung Stent: 65 pm

Duong kinh Stent: 2.0 - 4.5 mm,

Chiéu dai Stent: 8,13,16,19,24,29,32,37,40,
44 48mm

Phu thudc: Sirolimus

Ham luong thude: 1.25 pg/mm?2

Ap lyc: 9-16 atm

Bong: Phén nhé ra < 0.5 mm, D6 dai vai
bong ngin

Hop/cai

cai
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Ciu trc Stent: Dang lién két S phi tuyén
tinh va dau nbi Y

Mit céo: Dang Novel Hybrid mit dong &
hai dau mat mo & gitra stent va tdi uvu hoa
cho viéc can thi¢p nhanh bén.

Chiéu dai dng thong: 140-142 cm, nguyén
khéi

Co ché bong Stent :Bung tir giita than Stent.

Gia"1 d6 mach vanh
chat liéu CoCr phu
thuoc Sirolimus

Stent 161 Co-Cr(L605), thanh Stent mdng
<60pm cho tit ca cac dudng kinh.Phu thude
Sirolimus liéu lwong 1.4pg/mm2, Polymer
3 thanh phan: PLLA, PLCL, PVP tu tiéu.
Ty 1& rat ngén 0%, co lai < 4%, Hai marker
Pt/Ir trén bong ting d6 hién thi .Song stent
4 crown - 6 crown - 8 crown tuy duong
kinh dam bao sy toan ven ciu trac stent.
Duong kinh: 2.0-4.5 mm, dai: 8-48mm, NP:
8 atm, RBP: 16 atm,

Hop/céi

cai

Stent phu (c6 mang
boc graft) dung cho
cac mach mau nho tir
2.5-5.0mm

Gia d& diéu tri bién chung thing mach vanh
cap:

- Stent dugc phu 16p Silicon Carbide siéu
mong (proBIO) co6 tinh tuong thich sinh hoc
c6 tac dung nhu mot 16p phu ngan chan
khong cho ion kim loai khuéch tan ra 1ong
mach theo thoi gian, gidm céac triu ching
nhu huyét khdi trong stent, tai hep trong
stent.

- Lép mang bang chat lidu electrospun
polyurethane. B¢ day 16p phu 90pum

- Stent bung bang bong, 1am trén nén bong
chat lidu semi-crystalline co-polymer

- Ap lyc dinh danh (NP) 7-8 atm, ap luc tbi
da cho phép (RBP) 14 — 16atm.

- Thiét ké don 16p gitip khau kinh nho

- Thanh stent duong kinh 2.5, 3.0mm c6
kich thudc 60pm (0.0024""); duong kinh
3.5, 4.0mm c¢ kich thudc 80pum (0.0031"");
duong kinh 4.5, 5.0mm c6 kich thuéc
120pum (0.0047"™)

- Chiéu dai kha dung 140 cm, loai chuyén
giao nhanh (Rx)

- Day dan tuong thich 0.014""

- bu kich thudce: duong kinh: 2.5, 3.0, 3.5,
4.0, 4.5, 5.0mm, chiéu dai: 15, 20, 26mm

- Pat tiéu chuin chat luong ISO. Chung
nhan CE, FDA

Hop/ 1 céai

cai

10

Ong théng chan

Ong thong chan doan mach vanh

Hop/ 1 céi

cai
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doan mach vanh cac
loai JL, JR, AL, AR

- Chit liéu Nylon Pebax gitp bé mit dung
cu nhin, tron, bén & nhiét dd co thé, thanh
6ng mong.

- Loai wire -braided co6 than béng chat liéu
thép khong gi bén gitp thén 6ng thong gitr
duogc hinh dang tét, dé 14i

- Pu tip can quang va c6 kha nang nhé
hinh t6t

-Cé cacloai JL, JR, AL, AR

- Bbu cac kich ¢d 4F, 5F dai 100cm

- Puong kinh trong 0.042"/1.07mm loai 4F,

0.046"/1.17mm loai 5F

- Dung duogc voi guide wire 0.038”

- Chiu 4p lyc dong chay cao 1,200 psi/ 81.6
bar

Han dung 3 ndm

Pat tiéu chuin FDA.

11

Ong thong chan
doan mach vanh loai
(Multipurpose)

Ong théng chan doan mach vanh da chirc
nang Multi Purpose

- Chét liéu Nylon Pebax gitip bé mit dung
cu nhén, tron, bén 0 nhiét do co the, chdng
gy gap tot, thanh 6 dng mong.

- C6 duong vién bén gitp than 6 6ng thong
giit duge hinh dang tét, dé 14i.

- Dau tip cén quang t6t, kha ning nh¢ hinh
tot.

- C6 cac loai Multi A1, Multi A2.

- Loai ¢6 16 bén hoidc khong cé 16 bén

- Bu cac kich c6 4F, 5F dai 80cm, 100cm

- Buong kinh trong 0.042"/1.07mm loai 4F,

0.046"/1.17mm loai 5F
- Dung duogc voi guide wire 0.038”
- Chiu ép lyc 1200 PSI.

Pat tiéu chuin FDA.

Hop/ 1 céai

cai

12

Ong théng chan
doan mach vanh loai
pigtail

Ong théng chan doan mach vanh dang dudi
heo

- Chét liéu Nylon Pebax nhén, tron, bén &
nhiét do co thé thanh 6ng mong.

- C6 duodng vién bén gitip than 6ng thong
gilr dugc hinh dang tot deé 14i,

- ,Dau tip can quang t6t, kha nang nhd hinh
tot.

- Bu cac kich ¢6 4F, 5F dai 80cm, 90cm,
110cm

- C6 cac kiéu dau: pigtail thang hodc pigtail
cong 1450 (tuy ma san pham)

- Dung duogc véi guide wire 0.038”

- Chiu 4p luc 1200 PSI (81.6 Bar)

Hop/ 1 céi

cai
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Pat tiéu chuan FDA.

13

Ong théng chan
doan mach vanh

Céu tao: 3 16p

- Lop trong va 16p ngoai la Nylon-
Polyurethan.

- Lép gitra 1a 16p dan kép bang thép khong
gi (SUS) (32 s¢i)

- Kich thudce: duong kinh 4Fr (long rong
1.03mm) - 5Fr (Iong rong 1.20mm), dang
JR,JL, AL... Chiéu dai 100cm.

- Thanh 6ng mong cho dudng kinh trong
rong. Tuong thich guidewire 0.038". Gi61
han ap luc 4Fr: 750psi, SFr: 1000psi.

Pat tiéu chuan CE (Chau Au)

Hop/ 1 céi

cai

14

Ong théng chup
chan doan qua mach
quay da nang trai
phai

- CAu tao: thiét ké theo cong nghé so1 bén
kép (double-wire braiding tech), doan dau
xa khong bén, tiép theo 1a doan duoc bén
day va bén thua hon ¢ doan gan.

- Vit liéu thanh 6ng: cac loai Polyamide
khac nhau trong ciu tric ong 2 16p

- Hinh dang dau cho can thiép qua dudng
quay: Brachial Type (Tiger)

- Thanh 6ng mong, long dng rong cho tdc
d6 dong chay toi da 23mL/ gidy (c& 5Fr).
Ap luc téi da 1,200 psi (8.247kPa)

- Tuong thich guidewire 0.038"

- Buong kinh 5Fr (long rong 1.20mm),
chiéu dai 100cm - 120cm.

Pat tiéu chuan CE (Chau Au).

Hop/ 1 cai

cai

15

Ong théng tro gitip
can thi¢p dau mém

Céu tao: 16p trong bang PTFE, & gitra 13 16p
luéi thép khong gi phang duoc bén cudng
d6 cao, 16p vo ngoai mém mai va cé tinh
can quang cao ¢ doan xa.

Dic diém: két cau vat liéu ndi bat bao g@)m
5dn6 vung, moi vung dugc lam tir cac vat
liéu c¢6 do cing khac nhau (Cong nghé
ZONE).

- Hinh dang kiéu BL, JR, JL, MP, AL,
Ikari, Straight

- Kich thudce: ¢ SF c6 duong kinh trong
0.059", c& 6F c6 dudng kinh trong 0.071",
c¢& 7F c¢6 duong kinh trong 0.081". Chiéu
dai 100cm.

Pat tiéu chuan CE (Chau Au)

Hop/ 1 céai

cai

16

Ong thong can thiép
dong mach vanh cac
c0, cac loai : EBU,

- Chét li¢u 15i 1a cac soi kim loai dét dugc
két nang polymer. Long dng thong rong

0.058"-0.071" - 0.081". C6 dang cong dac
biét EBU, ¢6 loai ¢6 16 bén. Co kich thude

Hop/ 1 céi

cai
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RBU, IMA, SAL,
SL, AL,JR.....
Launcher guiding
catheter cac co

ttr 5-8Fr, chiéu dai 100cm va 90cm.
- Tiéu chuéan ISO, FDA

17

Ong thong can thiép
dong mach vanh loai
cting, dau cong
dang: AL, CLS, FL,
JL, KL, LBU, QC,
VL, ART, AR, FR,
HS, JR, KR, MP,
RC, WRP, Brachial,
Kimny, MIM,
Radial, IMC, IM,
LCB, RCB, ML,
FCL, FCR, ...

Ong théng can thiép mach vanh loai cting
c0o so1 dan 2x4. Loai 6E c6 Lumen rong
0.070". bu cac dang dau cong

Hop/ 1 céi

cai

18

Ong théng hd tro can
thi¢p mach vanh

1. Dung dé hd tro dua cac dung cu can thiép
mach vanh dén cac ton thuong kho tiép can
2. Dung cu gém - mot dau tip, truc xa, truc
bao vé gan dugc lam bang day thép

3. Do dai dng thong145cm, bao 16p than
nuoc, duong kinh trong 1.33mm, d¢ dai
truc doan xa 25cm, danh diu tai vi tri
900mm va 1000mm so véi dau tip, phi hop
v6i dng thong can thiép 6F

4. Tiéu chuén chit luong: ISO, CE

Hop/ 1 céi

cai

19

Vi 6ng théng (micro-
catheter) céc loai,
cac co

- Corsair Pro c6 thiét ké 6ng Shinka: 15i 6ng
dugc bén tir 10 day dan bang thép khong gi
gitp thao tac vira xoay vua day. Co bao vé
hinh xoan dc tang tinh chdng xodn gitp bao
vé than ong.

Pau tip thuén mém, duong kinh 1.3F
Duong kinh ngoai (prox/ distal): 2.8, 2.6 F.
Chiéu dai kha dyng: 135, 150 cm

- Corsair Pro XS Thiét ké truc méi véi 16i
dng dugc bén tir 14 day dan bang thép
khong gi va dau tip linh hoat tao diéu kién
tlep can tur xa trong qua trinh tlep can
nguoc dong. C6 bao vé hinh xoan dc ting
tinh chdng xodn giup bao vé than dng.
Duong kinh ngoai (tip/ prox): 1.3/ 2.1 F.
L&p phu hydrophilic tinh tir dau tip: 700
mm (day 135c¢m)/ 850 mm (day 150 cm).
Chiéu dai kha dung: 135, 150 cm

Chung nhan chét luong: 1SO, CE.

Hop/ 1 céi

cai

20

Bo (}ung cu hut
huyét khoi

M(f)t’b(f) gém: ’ ,
* 1 ong thong (catheter) hut huyét khoi:
+ Puong kinh 6F hoac 7F.

Hop/ bo
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+ Chiéu dai > 145 cm.

+ L&p phu 4i nuée & phan xa cua dng thong
>25 cm.

* 1 day tham do cung.

* 1 6ng tiém hut 60ml.

* 2 g10 loc.

* 1 day ndi van khoa voi 1 hudng.

* Day tham do dai > 125 cm.

* Pat tiéu chuan Chau Au (CE) hoic My
(FDA).

21

Day dan can thiép
mach vanh

L5i doan gan phu 16p chong thim nudce
hydrophobic

L61 doan xa lam béng chét liéu
ELASTINITE NITINOL, phu 16p ai nudce
hydrophilic

L5i parabol khong diém chuyén tiép
RESPONSEASE

Thiét ké dau tip: Core-To-Tip

Chiéu dai day dan: 190 cm, Tip load: 0.8 g
Lo1 Radiopaque dai 3 cm.

Pat tiéu chuin FDA.

Hop/ 1 cai

cai

22

Day dan can thiép
mach vanh

Loi DURASTEEL phu 16p Full Polymer va
16p 41 nude hydrophylic

L5i hinh parabol khong diém chuyén tiép
RESPONSEASE

Thiét ké dau tip: Core-to-Tip

Chiéu dai day dan: 190 cm, Tip load: 1.5 g
Loi Radiopaque dai 3cm

C6 diém danh dau Gold Maker cach dau tip
4.5cm.

Dat tiéu chuan FDA.

Hop/ 1 céi

cai

23

Day dan can thiép
mach vanh

* Puong kinh: 0,014 inch.

* Chiéu dai day 180 cm. Chiéu dai phan
dau can quang: 3 cm.

* Phan 15i: Nickel - Titanium. Poan dau
cua 16p cudn: hop kim bach kim
(Platinum). Poan sau cua 16p cudn: thép
khong gi (stainless steel).

* Po ctng dau diy din (Tipload) < 1.0 gf.
* Pat tiéu chuan Chau Au (CE).

Hop/ 1 céi

cai

24

Vi day dan can thiép
tim mach

Day dan da 15i theo cong nghé ACT ONE
(thiét ké vong xoan kép) ting do bén dau
tip, kha nang phan hi momen xoan va
chéng giut.

Day dan don 15i one-piece core.

Hop/ 1 céi

cai
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Tip load tir 0.3 - 12 gf hd tro rat tot cho cac
truong hop can thi¢p CTO.

L&p phu: silicon, SLIP-COAT hoac SLIP-
COAT trén nén polymer.

Dau tip: straight, J, pre-shape.

Chiéu dai: 180, 190, 300 cm

Chung nhén chét luong: 1SO, CE.

Radifocus Guide
Wire M (dai 150 cm)
Day dan duong 15i
nitinol, 16p ngoai

Ciu tao:

- L&i 14 hop kim Nitinol siéu dan hoi.

- Lo&p ngoai la Polyurethane, tdng tinh can
quang bang 16p Tungsten.

- Lop phu ai nude hydrophilic M Coat.
Hinh dang déu tip: dau thang, dau cong
(Straight, Angled)

25 1% Hop/ 1 cai | céi
polyurethane véi hon | Kich thudc:
hf-’p tungsten, phu - Chiéu dai day dan: 150 cm
16p ai nuée M coat, | _ Chidy dai cia phan du linh hoat: lem, 3
dai 150cm cm, 5cm, 8cm
- buong kinh: 0.025", 0.035"
* Pat tiéu chuan Chau Au (CE).
Day dan chan doan
- L&i 1am bang thép khong gi dung trong
Day dan chuan doan | thu thuat chan doan.
mach vanh 16i thép | - Cong ngh¢ phu PTFE (pre-coating)
khéng gi véi con - Flush Hoop: thiét ké cai tién, don gidn hod | ryx /¢ xi | o
26| ahé phis PTRE( viée xa ddy ’ ¢ Hop/ Tedi | cdi
(pre-coating) dai - Pau day dang chir J: 3 mm.
150 em va 260 em. | _ gich ¢ 0.035” dai 150cm va 260cm,
Pat tiéu chuan FDA.
0.035” guide wire with tip-length of S5cm
and with straight 3mm-J-Tip or 6mm J-Tip
Day dan can thiép configuration. The length wvaries from
27 | cung 0.035, dai 180cm to 360cm. In addition the tip | Hop/ 1 cai | cai
180cm-360cm visibility will allow a safe position of the
wire thus keeping control during the
procedure.
Thiét ké 1 vong dé gia ting kha ning bat di
vat.
- Vong Snare durgc phil vang trén nén
Nitinol lam gia tang kha nang can quang,
Dung cu bit dj vat 1| V3t liu Nitinol nh6 hinh va dan hoi tot
28 ' ' T tranh ton thwog mach mau nhiéu nhat. Hop/ 1 cai | cai

vong

- Vong Snare duoc thiét ké 900 gitp bat di
vat chinh xac

- C6 dai band marker can quang gitip xac
dinh thiét bi mot cch chinh xac

- C6 thé dung véi catheter 6F
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- Kich ¢& cua vong tir 20, 30 va 35 mm (tuy
mi san pham)

- Chiéu dai: 48 cm, 100 cm

- Chiéu dai cta snare: 120 cm

- Han dung 3 nam.

Pat tiéu chuan FDA hodc Chau Au

29

Dung cu bat di vat 3
vong

Dung cu bat di vat kich thudc 16n

- Ba ddy cap bang Nitinol ctua En Snare
xoan lai v&i nhau

- C6 mot dai Platinum lién két chat véi cac
loop dé tang tinh nhan biét

- Day Nitinol siéu dan hdi c6 dic tinh 13
mém déo, c6 dd chju xodn tdt, va d6 xoin
duoc kiém soat 1:1.

- C6 dai band marker can quang gitp xac
dinh thiét bi mot cach chinh x4c.

- Kich thudc lam viéc: 6-10mm, 9-15mm,
12-20mm, 18-30mm, 27-45mm

- Chiéu dai catheter: 100cm

- Chiéu dai cua snare: 120 cm

Hop/ 1 céi

cai

30

B§ dung cu m&
duong dong mach
quay

Dung cu mé duong quay (sheath
Introducer) 4F, 5F, 6F

- Chat liéu polyethylene

- Hemostasis valve ngan chdn mau ro ri

- Kich ¢& 4F, 5F, 6F; chiéu dai 7 cm hoidc
11 cm (tuy ma cac san pham)

- C6 Guirewire kém theo bang thép khong
gi, c6 dau cong hinh J, duong kinh 0.018”,
chiéu dai tir 40cm

- C6 kém theo kim choc mach 21Gx4cm, co
khoa 3 nga

- C6 Rotating Suture Ring xoay quanh thiét
bi bé mit nhin, 46 mé 16n.

Dat tiéu chuan FDA hodc Chau Au

Go61/bo

31

Dung cu mé duong
vao dong mach, dai
7cm - 10cm

Céu tao gom:

- Kim choc mach c& 18G hoac 20G

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

- Bom tiém 2.5ml

- Introducer sheath

- Dilator (que nong)

Pic diém:

- Van cam mau kiéu "Cross-Cut"

- Kich thudéc: ¢d 4F, S5F, 6F, 7F, 8F, dai
7cm, 10cm

- Vat lidu: Dilator chét liéu Polypropylene;
Sheath 1am bang ETFE (ethylene

Go1/Cai

cai
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tetrafluoroethylene)
Dat tiéu chuan CE (Chau Au)

Céu tao gom:

- Mini plastic guide wire ¢& 0.035" hoac
0.038", dai 80cm

- Introducer sheath

Dung cu m& duong | | I?ila‘%(;)r (que nong)
vao dong mach cé bac dle{n : , 4z r s .
32 | Lan cAm mau kidu - Van cam mau kiéu "Cross-Cgt" Goi/Cai | cai
Cross-cut, dai 25cm | - Kich thude: ¢& 5F, 6F, 7F dai 25¢m
- Vat li¢u: Dilator chat li¢u Polypropylene;
Sheath 1am bang ETFE (ethylene
tetrafluoroethylene)
Pat tiéu chuan CE (Chau Au)
Kim chgc mach quay, dui
- Kim 1 phan colour hub, thanh méng, chat
lidu bang thép khong gi duoc thiét ké véi
tay cam t6i uu va dau kim bén dé dé dang
thao tac
, . - Phén hub co dong voi diém tham chiéu dé
Kim choc do cac L s . A
loai. cde & xac dinh hudng goc xién o B
33 i - Buong kinh: 18G, 20G Goi/Cai | cai
kim dong mach dui | - Chiéu dai: 40 mm hodc 70 mm (Tuy ma
san pham)
- Tuong thich véi day dan 0.038" (0.97
mm) hodc 0.025" (0.64 mm) (Tuy ma san
pham)
Pat tiéu chuan FDA.
Puoc 1am tir nhya y té nén thanh dng
(catheter) mong va du do cung cling nhu do
dan hoi gitp 6m chit vao kim thép khong
ri.
Miii kim thiét ké dugc cét vat, sic nhon,
giam thiéu dau.
Chuoi kim trong suét dé dang quan sat thay
mau chay ra.
Kim lun khong C6 tam vi loc & dbc kim,
34 Co san nap dang xody dé nap kin vao Goi/Cai cai

canh 20G

catheter sau khi rat kim thép ra.

C6 dau bao vé an toan bit mili kim thép sau
khi rat kim ra khéi nong catheter.

Kim ludn c6 canh thuan tién dé ¢ dinh
kim.

Kim ludn tinh mach dat tiéu chuan: ISO
9001:2003/NS, EN ISO 13485:2012, CE,
WHO - GMP

Khong chat DEHP.
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Tiét trung bang khi EO, khéng doc, khong
gay sot.

- Béng ¢6 céu tric 3 16p: 16p gitra 1a
polyamide, 16p trong va 1&p ngoai la
elastomer

- Vai bong ngan 3.0mm, d& thuc hién k§

Bong nong dong thyét POT
35 | mach vanh khong - Ap lyc dinh murc: 12atm - 22atm Hop/cai cai
dan hoi - Entry profile < 0.44mm
- L6p phu a1 nude Hydrophilic
Kich thudec:
- Buong kinh 2.0mm - 5.0mm.
- Chiéu dai 5 - 30mm
- Chat liéu Polyamide.
- Entry profile: <0.42mm. Pau tip 1am bang
vat liéu Elastomer
- Crossing Profile: 0.58mm
- Boan xa dugc phu 16p 41 nuéc M Coat
Bong nong mach -Doar} két ndi giira bong va dau tip o B
36 | Uanh dan hoi (bonding part) chi 0.4mm. Hop/cai | cai
-Diém danh dau can quang dai 0.8mm va
day 25pum
Kich thudc bong: BPuong kinh: 1.0mm -
4.0mm. Chiéu dai Smm - 40mm
Pat tiéu chuan CE (Chau Au)
- Chat liéu: Polyamide
- Tréang phii Hydrophilic thé hé méi —
Gitip bong di chuyén dé dang qua nhiing
ton thuong phire tap, dic biét trong CTO.
37 B‘éng n‘ongkmach - Kheilu kinh dau xa (entr.y profile)< 0.42mm Hop/ 1 cai | céi
vanh dan ho6i - Khau kinh béng (crossing profile):
0.63mm
- Puong kinh: 1.2 - 3.5mm, chiéu dai 10 -
30 mm
Ding trong cic trudng hop nong lai ton
thuong bi voi héa nang. RBP 35 atm. Cau
trac bong kép (2 16p) co d6 dan hdi tuyén
tinh, 2 marker Platinium. K}}éu kinh dau
Bong nong mach vao sang thuong 0.016". Khau kinh bang | . .- .-
38| vanh sieu ap luc qua sang thuong 0.028". Twong thich 6ng Hop/ T edi | cdi
thong can thiép tbi thiéu 6F d6i vdi duong
kinh 1.5 - 3.5mm; 7F d6i v6i duong kinh
4.0, 4.5mm. Buong kinh 1.5 - 4.0; dai 10 -
20mm.
* A 7 A : . " _
% Béng nong mach ()_I:;(él?:llnlflnh dau xa (tip profile): 0.015 Hop/ 1 ofi | o

vanh khong dan hoi
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* Chat liéu: Polyamide c6 phu 16p phu ai
nudc Dura -Trac.

* Pyong kinh bong: 2.0 - 5.0 mm; Chiéu
dai bong: 6 - 27 mm.

* Pat tiéu chuan Chau Au (CE), 510k (M¥).

40

Day ndi ap luc cao,
dai 30cm

- Day bom thude ap luc cao béng vat liéu
Polyurethane khong DEHP, dugc bén, ap
luc t6i da dong chay 1200psi, duong kinh
trong 0.093".

- Chiéu dai tir 30cm

- Cong két ndi dang luer lock hodc dang
Xoay.

- Tiéu chuan CE do t6 chic DNV

MEDCERT GmbH cua D¢ (duge Co quan
Y té Chau Au (EMA) chap thuén) cap.

Cai/ Goi

cai

41

Day nbi chup budng
that, dai 120cm

Chat liéu polyurethane.
- Chiu dugc ap lyc dén 1200 psi (84 BAR)

- Dai 120cm

Cai/ Goi

cai

42

Day nbi ap luc cao
USMTM loai PU dai
30cm, 50cm, 100cm,
120cm, 150cm

Day ndi ap luc cao 1200psi, vat li¢u PU
cao cép c6 bén xoén, Adaptor xoay duoc,
day trong sudt, dé quan sit bang mat
thuong. Puodng kinh trong: 1 - 5 mm. Pau
ndi hinh con (Luer) phu hop theo tiéu chuan
ISO 80369-7:2016. Tiét tring bang
Ethylene Oxide. Tiéu chuan ISO
13485:2016, ISO 9001:2015, 1ISO
14001:2015, GMP FDA.

Cai/ Go1

cai

43

Bo manifold 3 cong

- BO két ndi Manifold chat ligu
Polycarbonate v4i than trong subt, ap luc
truyén 500 PSI c6 3 cbéng phu hop véi cac
muc dich st dung khac nhau. Cong xoay
phai On hodc trai Off, c6 thé xoay 360 d9,
bao gdm:

- 1 bom tiém can quang 12ml cong luer
lock hoac dang xoay.

- 2 day truyén dich 180cm c6 binh nh¢ giot.
- 1 day nbi ap luc 120cm, ap luc truyén 500
PSI.

- Tiéu chuan CE do t6 chic DNV
MEDCERT GmbH cua bue (duge Co quan
Y té Chau Au (EMA) chap thuén) cap.

B9/ Hop

44

Bo két nbi
(Manifold)

- Dung cu két néi Manifold chat liéu
Polycarbonate duong kinh trong 0.093".

- Ap lyc truyén 1én t&i 500 PSI ¢6 2, 3 cong
phu hop véi cac muc dich st dung khac
nhau. Cong xoay phai/trai On hoic Off, c¢6

Cai/ Goi

cai
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thé xoay 360 do.

- Than trong sudt dé dé dang quan sat trong
qué trinh s dung.

- Tiéu chuan CE do t6 chic DNV

MEDCERT GmbH cua D¢ (duge Co quan
Y té Chau Au (EMA) chap thuan) cap.

45

KIMAL Flush
device 3ml/gio

- Pau male rotate
- Khoa van OFF, ap luc 250 psi

- Tbc d6 3ml/h.

Cai/ Goi

cai

46

Khoa 3 nga, vat li¢u
Polycarbonate, (chiu
ap luc 200- 1050
PSI, duong kinh
trong 0.120")

- Chét liéu than thiét bi bang Poly
Carbonate, chat liéu tay cAm bang Delrin.
- Tay cam vay c4 map gitp dé dang cam va
X0ay.

- Dung cu xoay khong c6 khong khi da
duogc cap bang sang ché.

- BPuong kinh trong 0.120" (2.5 mm)

- C6 3 nga phu hop véi cac muc dich sur
dung khéc nhau.

- Thiét ké than 3-way, loai tay cam dong,
chiu &p luc tur 500 PSI, kho4 xoay phai
male luer

Pat tiéu chuin FDA.

Cai/ Goi

cai

47

Dome sterile

Tuong thich v&1 may siemen, tuong thich
v6i Flush device 3ml/h

Cai/ Goi

cai

48

Combifix

bd ndi male to male, female/female, Luer
female/Rekord male

Cai/ Go1

cai

49

Discofix

- Chéng nut gdy, ro ri khi truyén véi nhil
dich béo hay cac loai thudc

- Két nbi dé dang va nhanh chong véi kim
ludn tinh mach ngoai bién hay trung tam,
hay mot hé thong truyén tinh mach

- Thé tich mdi 0.26ml

- Chiu 4p lyc dudi 2 bar

- Thoi gian sir dung 96h

- Vit li¢u polyamide

- C6 chung nhan EN ISO 13485:2016

- Ching nhan EC

100
c4i/Hop

cai

50

DPau noi Kimal
Male/male connector

Pau nbi male/male-KIMAL Male/male
luerlock  connector. - Chat  liéu:
Polycarbonate. - Dau ndi linh hoat chdng
xoan day khi nbi.

Cai/ Goi

cai

51

Bom tiém10 ml vat
li¢u lam bang nhya

Bom tiém Medallion 10ml
- Bom tiém c6 dau luer lock dung trong

Cai/ Goi

cai
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polycabonate c6 dau
xoay (luer)

can thi¢p mach mau

- Vat liéu 1am bang Polycarbonate chiu ap
luc t6t d& dang nhan thiy dong chay va bot
khi bén trong

- Pau xo4y luer loai Fixed Male

- Pit- tobng mau xanh da troi

Pat tiéu chuan FDA.

52

Luer lock (10ml
Syringe)

- Bom tiém thudc can quang Polycarbonate
khong chira latex.

- Dung tich: 6,8,10,12ml.

- Théan dng trong sudt gitp dé& dang nhan
thiy dong chay va bot khi bén trong.

- Pau tip luer lock hoic xoay dam bao an
toan dau noi.

- Thiét ké cong thai hoc voi dang Palm Pad,
Thumb Ring, Finger Ring gitip thoai mai
khi str dung.

- Tiéu chuan CE do t6 chic DNV

MEDCERT GmbH cua D¢ (duge Co quan
Y té Chau Au (EMA) chap thuan) cap.

100 Cai/
hop

cai

53

B dung cu bom
bong ap luc cao

- Dung tich: 20ml, Ap luc 30atm

- Chét liéu Polycarbonate, chiu duogc ap luc
t6t, tay cam chit T.

- Mit ddng ho ap luc gap goc, phat quang
c6 day ap luc cao kich thudce 12", ap luc 1é€n
dén 1200psi.

- B6 két ndi chit Y dang Push-click va
Push-pull, ¢6 ap luc 1én dén 1200 psi.

- B6 bom bong gém: két ndi chir Y, khoa 3
chac ap luc 1200 psi, day moé rong 25cm,
dung cu cheén 21G, torquer 0.014"/0.035".

- Tiéu chudn CE do t6 chac DNV
MEDCERT GmbH cua Dure (dugc Co quan
Y té Chau Au (EMA) chap thuan) cap.

Bo/ Hop

54

Van cam mau dang
chir Y loai déng mo
bang 10 xo0, va van
kép chat liéu
Polycarbonate

Van cam méu (Y connector)

- Pat tiéu chuan chat lugng FDA, ISO, CE
- Chit liéu Polycarbonate

- Loai dong mé bang 10 xo, ¢6 van kép. C6
kém insertion tool bang kim loai va torque
diéu khién day dan 0.014"

- BPuong kinh trong 0.096" (2.44 mm)

- Han dung 3 nam.

Cai/ Goi

cai

55

Bang dong long
mach quay

Bing dong long mach quay, phan than
trong sudt, chiéu dai co thé thay dobi tur
18cm, 22cm, 26¢cm, dat ti€u chuan EN ISO
13485:2016; EN ISO 9001:2015; GMP-

Cai/ Goi

cai




17

FDA

56

Ao choang phiu
thuat

Ao choang phau thuat bao gém cac thanh
phan chinh: 40 choang phiu thuét va khin
tham.

01 4o choang phau thuat kich thudc: (123 x
150) cm (dai x rOng), vung tang cuong: 40
x 59 cm.

Ao choang phau thuat tiéu chudn, thiét ké
tong thé lam tir vat liéu SMS tinh khang
thAm ngdn ngira tich tu vi khuan, c6 ving
tdng cuong ¢ gitta lam tur vat li¢u PE cén
16p SS d6 thdm hut cao, gitp thim hit t6t
mo hoi, tao cam giac théng thoang thoai
mai khi mic dong thoi ting cuong ngin
can dich, mau tham qua tai vi tri dé tiép xuc
nhat, ¢ tay bang vai thun mém mai chic
chin giup ngudi mic van dong thoai mai.
02 khan thdm (40 x 40 cm) 1am tir vt liéu
spunlace c6 d6 thim hut cao, sir dung trong
truong hop can thim hit nhanh dich tiét,
mau hay cac loai chét long khac.

Tiét trang: Ethylene Oxide. Tiéu chuan ISO
9001:2015, ISO 13485:2016 va GMP-FDA

Cai/ Goi

cai

57

Ao phiu thuat cac c&

Lam tur vai khong dét 6 16p SMMMMS
47gsm khong thim con, khong tham nudc,
chéng tinh dién goém: 2 x Khan tham
30x40cm, 1 x Ao phau thuat L va 1 x Vai
g6i 60x60cm. Tiét tring bang khi EO.

- San pham c6 gidy phép luu hanh,
ISO13485:2016 (TCVN ISO 13485:2017),
CE. Tiét trung EO.

Cai/ Go1

cai

58

B khéan chup mach
vanh 3 16 MELISA

B0 sing (khin) chup mach vanh 3 16 gom:
- Sdng chup mach vanh SM/ PE/ SPP, kich
thudce: 370 x 220 cm: 01 cai.

- Tam phu da dung PE kich thuée: 150 x
140 cm: 01 cai.

- Khan trai ban dung cu PE / SPP, kich
thude 200 x 140 cm: 01 cai.

- Bao chup dau dén PE 01 cai.

- Bao kinh chén chi PE, kich thudc 90 x 75
cm: 01 cai.

- Bao dung Remote PE, kich thudc 26 x 10
cm: 01 cai.

- Khin tham vai khong dét, kich thudce 40 x
40 cm: 04 cai.

- Tam phii chan chi PE kich thudc 150 x
140 cm: 01 cai.

- Déng gobi bang thi tyvek, Do bén mbi han

Go61/bd
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bao goi: > 1,2 N/ 15 mm

- Chirng nhan:ISO; GMP- FDA

- Tiét tring: Ethylene oxide (EO) vdi ton
du EO: <4 mg /san pham

B0 khan chyp mach

Lam tu vai khong dét 6 16p SMMMMS
47gsm khong tham con, khong thadm nudc,
chéng tinh dién gom:

4 x Khan thidm 30x40cm

1 x Khan phu ban dung cu vo trung
150x180cm (TAm nilon trong)

1 x TAm pht chan chi 140x150cm

1 x Bao kinh chin chi, ¢6 thun 75x100cm
1 x Bao chup dau dén phi 65cm

59 | 0 Goi/bd | bd
vanh A 1 x Khin 16t 50x60cm
1 x Bao dung Remote
1 x Khin chup mach vanh 3 16 240x390cm
1 x Khan trai ban dung cu 200x260cm
San pham c6 gidy phép luu hanh, dugc san
xudt theo tidu chuan quan 1y chat lugng
ISO 13485, CE, EN 13795-1:2019. Tig¢t
trung EO.
2 A . X n 100 N
60 | Alcohol pad Gac tam con;100 miéng/Hop miéng/hop hop
- Gac duoc dét tir soi 100% cotton c6 do
thAm hat rat cao. Soi san chic, déng déu,
tréng, min, mém mai
-Khoéng c6 doc td, da duoc giat sach. Khong
chta chat gay di ing, khong ¢ tinh bot
hodc Dextrin, khong c6 xo mun hoa tan
trong nudc va dich phu tang.
- Toc d6 hit nudc <5 gidy. PO ngdm nudc
>5gr nude/1gr gac
- Chét tan trong nudc < 0,5%. Do pH: trung
i binh , 100
61 | Gac phau thuét - Do trang: > 80% +10%. Mudi kim loai: miéng/ goi goi
khong qua ham lugng cho phép
- D6 am khong qua 8%. Ham luong chét
béo: khong vuot qua 0,5%
- Kich thuéc: 10cm x 10cm x 10 16p, vo
trung
- Tiét trung bang khi EO. Gas
- Pat tiéu chuan IS09001:2015; ISO
13485:2016; Chung nhan FDA ctia Hoa
Ky; chung nhan GMP, CE, Chung nhan
QCVN, CFS
62 | Gang phiu thuit loai Gang tay phau thuat tiét trung cao su khong D6i 45

bot Profeel DHD Platinum
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dung cho phong md

- Chét liéu chinh: Mu cao su ty nhién c6
doc

- Loai: Gang tay tiét trung khong bot dung
trong cac thu thuat/phau thuat

- Phu mot 16p polymer dé tao ra bé mit min
mang dé hd tro nguoi sir dung, dugc thiét
ké cac ngon tay thang muot, phu hop hinh
dang ban tay nguoi sir dung, vién gan & cb
tay

- B0 nhay cam xtc giadc vuot troi, chéng
tinh dién

- Mau séc: Trang tu nhién

- Kich ¢3: S6 6; 6,5: 7; 7,5

- Do dai gang tay tdi thiéu khoang 290 +
10mm, d6 day long ban tay 0.15 £ 0.03mm,
chiéu rong tir 77 + Smm dén 95 + Smm

- PO bén kéo ti thiéu trude khi st dung:
24MPa; sau khi stir dung: 18 MPa

- Do gian dai t6i thiéu trudc khi sir dung:
tb1 thiéu 750%, sau khi str dung: 560%

- Ham luong protein gay di ung <
50mcg/dm?2

- Tiét khuan bang phuong phap chiéu xa
Gamma, dong goi ting doi

- Tiéu chuén chét lugng CE; ISO 900:2015
va ISO 13485: 2016, FDA 510K

63

Pressure inflation
bag

tui

Hop/tai

tui

64

Opsite

miéng, kich thudc: 40cm x 40cm

Goi/Miéng

mién

65

Bang thun c6 keo
cac c0 8cm x 4,5m;

Bang thun (cotton 100%) co gian > 90%,
mau tring, keo zinc oxide khong dung dung
moi, trong luwong > 140g/m2, sb soi
ngang/10cm: 169 + 5, s6 soi doc/10cm: 74
+ 2, d6 bén kéo 10kg/12mm =+ 0,5kg, luc
dinh 2-9 N/em, c6 duong ke mau do giwuax
bang gitp quan bang chinh Xac va dé dang,
co kiém tra vi sinh. Str dung cb dinh khép,
cb dinh bing gac. tiéu chuin chét luong
ISO 13485, FDA, TCCS 03:2023/YC. Kich
thudce: 8cm x 4.5m.

Culn

cudn

66

B¢g do huyét’ ap dong
mach xam lan

Bo dan truyén cam ung 1 dudng tich hop
DPT dung dé theo doi huyét ap dong mach
xam 14n lién tuc cho két qua doc chinh xéc,
dé sir dung

Bo gom: 1 doan day c6 duong soc do chiéu
dai 180cm va doan day c6 dudng soc xanh

Hop/ 1 céi

cai
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dai 150cm

Tuong thich vdi cac loai monitorr, day
cable

Tiéu chuan chét luong: I1SO, EC.

Day truyén dich (
67 | cdng nuée va can Chét liéu PVC khong DEHP. G6i/Cai | cai
quang)
Day néi 4p luc (day | Chat lieu PVC khong DEHP, duong kinh
68 | truyén dich bom ngoai 2.6mm, duong kinh trong 1.1mm, tié¢t | Go61/Cai cai
tiém tu dong ) tru g bang cong nghé EOG
Bing phim trong v6 tring khong tham nudc
3M™ Tegaderm™ L.V (3M™ Tegaderm™
L.V. Advanced Securement Dressing) c6 thé
Miéng dan cé dinh | dugc sa dung dé phi va bao vé cic y
69 | kim ludn IV catheter, cac vét thuong nhé va dé bao vé | Goi/miéng mien
advanced cac thiét bi trén da. Khong st dung bing 8
phim 3M™ Tegaderm™ L.V. nhu 1a mot
phuong phap thay thé cho cac phuong phap
dong vét thuong.
Bd dung cu si€u am long mach vanh phu
A A hop v&i may si€u am ndi long mach vanh
70 | R CUSIEUAM e 66 tai bénh vién GOUCHi | chi
long mach : S i
(IVUS)
* Thudc phu Paclitaxel: 3.0 pg/mm? .
* Cong nghé giai phong thude M3i, giai
phong thude 1én t6i 3 lan.
* Chat liéu: polyamide, khong dan hoi.
* Ap lyc trung binh: 12 bar, Ap luc v&
bong: tir 18 - 22 bar tuy kich thudc bong.
71 Bong nong mach * Khau kinh dau xa (entry profile) < Hop/céi CAi

vanh c6 phu thude

0.41mm. Khau kinh bang qua ton thuong
(Crossing profile) <0.95 mm.

* Kich thudc: Puong kinh : 2.5 - 4.50 mm;
Chiéu dai : 10 - 20 mm.

* Pat tiéu chuan FDA( M$) hoic CE (
Chau Au)

Ghi chu: Trong yéu cau vé ky thudt, néu co cum tuw “twong dwong” dwoc mo ta sau

cdc yéu cau vé ky thudt cua hang hoa thi dwoc hiéu twong dwong vé dac tinh ky thudt,
tiéu chuan cong nghé, neu co cum tuw “twong dwong” dwoc mo td sau cdc yéu cau vé churc
nang cua hang hoa thi dwoc hiéu twong dwong vé tinh nang s dung.

1.3. Cac yéu cau khac:

- Hang hoa dy thau thudc pham vi cung cip ctia goi thau phai ghi day du céac

thong tin sau: Tén thuong mai; ky ma hiéu/Nhin mac san pham, quy cach (theo quy
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dinh ctia nha san xuat); Hang san xut; Xuat x& (tén quc gia).

- Néu E-HSMT quy dinh hang hoa c6 xuat xt theo nhém nude, ving lanh thd
theo quy dinh tai khoan 2 Diéu 44 cta Luat P4u thau. Trong trudng hop nay, nha
thau phai chdo hang héa theo dung yéu cau vé xuat xur hodc xuat x Viét Nam, ké ca
trong truong hop xuat x{r theo nhom nude, vung lanh thé ma Chi dau tu yéu cau
khong c6 Viét Nam. Nha thau chao hang héa khong c6 xuat x{ theo yéu ciu cua E-
HSMT hodc khong phai xuét x( Viét Nam thi sé& bi loai.

- Truong hop nha thau ké khai hang héa duoc huong vu dai khi nha thau ching
minh dugc hang héa d6 co chi phi san xuét trong nude theo ty 18 ké khai, nha thau
phai cung cap day du hd so dé chimg minh chi phi san xuit trong nudc: Chi phi
nguyén vat lidu trong nudc (héa don, hop ddng mua ban nguyén liéu...), chi phi nhan
cong trong nude (chimg tir vé tién cong, tién luong va cac khoan phy cap cé tinh chat
lwong, bao hiém y té, bao hiém xa hoi, kinh phi céng doan ctia cong nhan tryuc tiép san
xuat...), cac chi phi khac (phi van chuyén, phi dong géi,...). Néu E- HSDT cuia nha
thau khong cung cip day du hd so, ching tir thi nha thau khong duge xem xét hudng
uu dai.

- C6 bang mo ta san pham dap ung k¥ thuat theo cic yéu cau cu thé cia E-
HSMT, kém tai liéu k¥ thuat chimg minh (bao gdm: Catalogue hodc bang dir liéu ky
thuat (datasheet) hodc huéng dan sir dung hodc cac tuyén bd hodc xac nhan cia nha
san xuét, tiéu chuan ap dung hodc cac tai liéu lién quan khac do nha san xuét phat
hanh). Tai liéu bang tiéng nudc ngoai phai cé ban dich sang tiéng Viét Nam va nha
thau chju trach nhiém phap 1y vé tinh chinh x4c ctia ndi dung dich thuat khi phat hanh.
Trong trudng hop ¢ su sai khac giita ban dich va ban gdc thi T6 chuyén gia s& danh
gia dya vao ban gbc (Nha thau phdi ding cong cu danh dau (highlight) vao cdc ndi
dung cu thé chitng minh hang héa ddp vmg ky thudt tai catalogue hodc tai lidu ky
thuat).

- Truong hop quy cach dong goi hang hod cta nha san xuét co khdi luong, dung
tich, thé tich .. khac it hon so véi quy cach néu trén, nha thau co thé chao quy cach
dong goi 16n hon hodc t6i thiéu bang so voi quy cach dong géi trong E-HSMT.

- Nha thau phai trung thuc khi ké khai tinh dap Gng, bat cir ndi dung co tinh ké
khai sai 1&ch so voi cac tinh ning, thong sb, tiéu chuan cong bd ctia nha san xuat dé
nham vuot qua bude danh gia vé k¥ thuat duoc coi 1a hanh vi gian 1an trong dau thau
quy dinh tai Khoan 4 Piéu 16 Luat Pau thau va sé& bi xir Iy theo quy dinh ctia Phap
luat.

1.4. Cam két ciia nha thau cho toan bé gdi thiu:

Nha thau phai cung cap ban cam két c6 ky, dong dau hop 1¢ thé hién day du cac
ndi dung cam két nhu sau:

- Cam két Ngudn gbc hang hoa hop phap theo quy dinh ctia phap luét hién hanh.

- Cam két thu hdi hang hoa da giao va chiu trach nhiém boi thudng thiét hai cho
bénh nhan va Chu dau tu néu san pham khong dam bao chat lugng giy nén thiét hai
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hodc co thong bao thu hdi cua co quan co thAm quyén (ma khong do 161 cua chu dau
tir). Nha thau co trach nhiém hoan tra tién hodc thay thé bang 16 san xuat khac dam
bao chat luong.

- Cam két hang hoa co nhén hodc ¢6 kém theo nhan phu voi day du cac thong tin
theo quy dinh tai Nghi dinh s6 43/2017/ND-CP va Nghi dinh 111/2021/ND-CP va céc
quy dinh phap luat lién quan hién hanh

- Cam két cung cap huéng din st dung cua hang hoa bang tiéng Viét.

- Cam két vé thoi han giao hang: Hang hoa s& duoc cung cap 1am nhiéu dot trong
qua trinh thuc hién hop dong, mdi dot trong vong 48 gid ké tir khi nhan dugc yéu cau
giao hang cta Cha dau tu. Thu hdi va ddi tra néu hang hoa bi 16i do nha san xuét va
16i do qua trinh van chuyén dén kho ctia Bénh vién

- Cam két Hang hoa cung cap khéng anh huong, tac dong dén moi truong hodc
néu anh hudng, tac dong dén moi trudng co dé xuit bién phap dé giai quyét.

- Cam két sén sang cung cp ban gdc cac tai liéu dé d6i chiéu khi c6 yéu cau cua
Chu dau tu: Hop dong tuong tu, Bi€n ban nghiém thu thanh 1y, sao ké ngan hang
chirng minh giao dich ctia hop dong twong tu va céc tai liéu khac co lién quan;

- Cam két cung cap chimg tir hang hoa khi giao hang: Dbi voi hang hoa nhép
khau: To khai hai quan, Ching nhan Xuit xtr (CO), Ching nhén Chét luong (CQ
hoic COA), To khai hai quan, Invoice, PL, Van don, ... Ddi v6i hang hoa san xuét
trong nude: Phiéu xuat kho va Chimg nhan Chét lugng (CQ hoac COA) ctua nha san
Xuat, ... theo yéu cau ctia Chu dau tu;

- Cqm két chiju hoan toan trach nhiém phép ly vé tinh hop 1€, trung thuc, chinh
xac cua tat ca tai liéu cung cap trong E-HSDT

Muc 2. Bian vé: Khong cé ban vé

Muc 3. Kiém tra va thir nghiém

Chu dau tu c6 quyén yéu cau kiém tra, thir nghiém hang héa dugc cung cap dé
dam bao hang hoa d6 co dac tinh ky thuét phu hop véi yéu cau cua hgp dong. Thoi
gian, dia diém va céch thuce tién hanh kiém tra, thur nghiém:

- Dia diém: Tai don vi st dung.

- Thoi gian: Do céac bén thda thuén;

- Noi dung kiém tra: kiém tra toan b hang hoa theo yéu cau ctia hop dong;

- Chi phi t6 chirc thyc hién: do nha thau chi tra.

_ Truong hop hang hoéa khong phu hop voi déc tinh ky thuat theo hop dong thi Chu
dau tu co quyén tir ch6i va Nha thau phai ¢6 tré}ch qhiém thay thé hodc tién hanh nhiing
dicu chinh can thit dé dap img ding cac yeu cau v¢ dac tinh ky thuét. Truong hop Nha
thau khong c6 kha nang thay thé hay diéu chinh cac hang hoa khong phu hgp, Chu dau
tu ¢ quyén to chic viée thay thé hay didu chinh néu thay can thiét, moi rti ro va chi phi

lién quan c10 Nha thalu chju. Viéc thuc hién kiém tra, thtr nghiém hqng héa ctia Chu dau
tu khong dan dén mién trir nghia vu khac theo hgp dong ctia Nha thau.



