BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM

BENH VIEN DA KHOA Poc lap - Tw do - Hanh phuc
TRUNG UONG QUANG NAM
S6: A824/BV-VITBYT Quding Nam, ngay A6 thang 8 nim 2023

YEU CAU BAO GIA
Kinh giri: Cac hiang sin xuét, nha cung cap tai Viét Nam

Bénh vién Pa khoa Trung wong Quang Nam c6 nhu cau tiép nhan béo gia dé
tham khao x4y dung gia goi thiu, 1am co s t6 chirc lya chon nha thdu cho goi thau
Mua sim 84 danh muc vit twy té can thiép tim, mach nim 2023 véi ndi dung cu

thé nhu sau:
I. Thong tin cia don vi yéu cau bao gia
1. Pon vi yéu cau bao gid: Bénh vién Pa khoa Trung uong Quang Nam
2. Thoéng tin lién hé ctia nguoi chiu trach nhiém tiép nhan bao gia:

Nguyén Dtc Hanh, Trudng phong Vat tu - Thiét bi y €, S6 dién thoai:
02353870390 (nhénh 1é: 1258) — Di dong: 0935.614.479.

3. Céch thire tiép nhan béo gia:

Nhan truc tiép tai dia chi: Phong VAt tu — Thiét bi y té, Bénh vién Pa khoa
Trung wong Quang Nam

Thén Nam Son, x& Tam Hiép, huyén Nui Thanh, tinh Quang Nam G
o'
[

4. Thoi han tiép nhén béo gid: Tir 08h ngay 4.G thang 8 nam 2023 dén trude
17h ngay < 5. thang 8 nam 2023

Céc béo gia nhan dugce sau thoi di€ém néu trén s& khong dugc xem xét.

5 Thoi han c6 hiéu luc clia bao gia: Téi thiéu 180 ngay ké tir ngay £5. thang
8 nim 2023

II. N§i dung yéu ciu bao gia:
1. Danh muc thiét biy té:
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STT

Tén danh myc

Mo ti yéu ciu vi tinh niing, thong sb ky thuitva
cac thing tin lién quan v ky thujt

Tiéu chuan chal lrgng (
Nguou goc, xuit Xir(*); Giily
chitng nhin luww hanh te do

ciia cde mirdc tham chiéu (*%))

S6
hrgng

Pon
vi
tinh

B¢ 4o choang
phiu thuat

Gém 4o choang phiu thuat va khan thim.

-01 4o choang phiu thuat kich thude: khoang (123 x
150) em (dai x rong), ving ting cudng: khoang 40 x
59 cm.

Ao choang phau thudt tdng thé lam tir vét liéu SMS
tinh khang thim ngan ngira tich ty vi khudn, c6 ving
ting cuong & glu’a lam tir vét liéu PE can lép SS d
thdm hut cao, giup thim hit md hai, tao thong thoang
khi mic dong thai tang cuong, ngan can dich, mau
thdm qua tai vi tri d& tiép xuic nhat, ¢d tay bing vai
thun

- 02 khan thdm kich thude khoang 40 x 40 cm. Lam
tir vit liéu spunlace co do thim hut cao, sir dung
trong trudmg hop cén tham hut nhanh dich tiét, mau
hay céc loai chit long khdc.

- Ti¢t trung

- Dat tiéu chuan chét lrgng 1SO 13485 hoic tuong
duong.

Pip (g mit trong cac diéu kién
sau:

1. Puge it nhit 01 nurdc tham
chiéu cip giy chimg nhn luu
hanh tir do

2. Cé s6 [uu hanh tai Viét Nam
va san xudt tai Viét Nam

200

B¢ dung cu md
duong dong mach
dui

- B¢ dung ¢y m& duomg diti, chét ligu Polypropylene
hodc tuong duong
- P cédc c@ 5F; 6F; 7F; 8F dai>11cm

- C6 Guidewire kém bing thép khéng ri, duémg kinh:

0.035"; 0.038", dai >45cm.

- Keém theo kim choc mach 18G

- Dat tidu chudn chét lugng ISO 13485 hoiic trong
duong

Pap ing mdt trong cac diéu kién
sau:

1. Puoc it nhit 02 nudce tham
chiéu cip gidy chimg nhan luu
hanh ty do

2. Pugc it nhit 01 nude tham
chiéu cap gidy chimg nhdn hru
hanh tr do; San xuét tai nu'oc
tham chiéu hodc san xudt tai
Viét Nam

300

Bd hit huyét khdi
mach vanh

- Diing dwgc cho hé thong mach chinh va mach ngoai
bién

- Budmg kinh trong long loai 6F >0.041", loai 7F
>0.053".

- Téng chidu dai >145cm. Poan Rx >25cm. - Lép
phi Hydrophilic & phin thin xa cia catheter >25cm.
- Dii cic thanh phan: 1 catheter hat huyét khéi 6F
hodc 7F; 1 day thiam do cing; 1 dng tiém hiat >60ml;
2 gio loc; 1 ddy ndi van khoa voi 1 huong.

- Pat tiéu chudn: ISO 13485 hodc tuong duong

Pép tmg dii cac didu kién sau:
- Puge it nhit 02 nudc trong sé
céc nude tham chiéu cép gidy
chimg nhédn lru hanh tr do;

- San xudt tai nude tham chiéu
hodc san xudt tai Viét Nam.

40

Cai

B két noi
Manifolds di kém
bom tiém, ddy
truyén dich

- B két ndi Manifold chat lidu Polycarbonale hodc
twong duong, dp lue truy én 2500 PSI ¢6 3 cong

- Ong tiém 12ml cong luer lock hodc dang xoay

- Cé it nhit 2 day truyén dich =180cm c6 binh nho
giot

- Day no6i ap lyc =120cm, ap luc truyén =500 PSI

- Pat tiéu chuan ISO 13485 hojc tuong durong

Biép img mot trong cac diéu kién
sau:

1. Puge it nhét 02 nuréc tham
chidu cdp gidy chimg nhan luu
hanh tr do

2. Puoe it nhat 01 nude tham
chiéu cp gidy chimg nhin lru
hanh tr do; San xudt tai nudc
tham chiéu hodc sin xuat tai
Viét Nam

700

Cai

Bom dp lyc cao
trong chup buodng
tim

- Dung tich: =220ml, Ap lyc =30atm

- Chit ligu Polycarbonate, chiu duwoc ap lyc tht.

- Mat déng hd ap lwc gip goc, phat quang, day ap luc
cao kich thuge 212", ap luc tdi da >1200psi

- Bo két ndi chir Y ¢6 ap luc 21200 psi.

- B bom bong cé du: két ndi chir Y, khéa 3 chac,
déy mé rong >25cm, dung cu chén 21G, torquer hd
trg 0.014"/0.035".

- Dat tiéu chudn chit lwgng 1SO 13483, CE hoic
tirong duong

Bap (mg mdt trong cac dicu kién
sau;

1. Puge it nhat 02 nudc tham
chiéu cép gidy chimg nhan luu
hanh ty do

2. Puoc it nhit 01 nudc tham
chiéu cap gidy chimg nhin lru
hanh tur do; San xuit tai nudc
tham chiéu hodc san xut tai
Viét Nam

400

Cii

Bom tiém truyén
ap luc cac loai,
caccl

- Bom tiém loai 10ml

- Bom tiém c6 déu luer lock ding trong can thiép
mach mau

- Vit liéu lam bing Polycarbonate chiju ép lyc, nhin
thay duge dong chay va bot khi bén trong

- C6 nhiéu mau sc khac nhau dé phan bigt.

- Pat tiéu chudn chat lwgng 1SO, CE hoic twong
duong

Pip tmg mot trong cac dicu kién
sau:

1. Buge it nhit 02 nudc tham
chiéu cip gidy ching nhin luu
hanh tr do.

2. Puge it nhat 01 nuwde tham
chidu cdp gidy chimg nhan lwu
hanh tu do; San xudt tai nudc
tham chiéu hodc san xuit tai
Viét Nam

700

Cai




Tiéu chuan chat lwgng (|

£ Don
2 Mo ta ycu cdu vé tinh niing, thong s6 k¥ thudtva Nguén gic, xudt xi(*); Gidy So i
STT Tén danh myc cic thong tin lién quan vé k§ thuft chirng nhin hwen hanh v do lrgng tinh
cita cdc nwde tham chieu (**))
- Béng nong dong mach ngoai bién c6 phi thudc
Paclitaxel .
- Tuong thich 3 diy din: 0.014",0.018", 0.035" Dap mg mét trong céc dicu kign
- Ap lyc thuémg: >6 atm sau:
- Ap lie cang bong tbi da: =14 atm 1. Buge it nhiit 02 nuéc tham
Bong nong dong | - Ap lyc v bong: 220 atm chiéu cap gidy chimg nhdn luu
7 mach ngoai bién Kich thudc cac co: hanh ty do 80 Cai
phi thude - Chigu dai catheter (cm): 80-150 2. Buge it nhnt 01 nudc tham
Paclitaxel - B c4c dudmg kinh (mm): 1.5,2.0,2.5,3.0,3.5, 4.0, chiéu cap gidy chirg nhin luu
5.0,6.0,7.0,8.0 hanh tyr do; San xuét tai nudc
- Bu cdc chiéu dai (mm): 20, 40, 60, 80, 120, 150, tham chidu hogc san xudt tai
200 Viét Nam
- Pat tiéu chudn chit lugng 1SO 13485, CE hodc
turong duong
- Chit ligu: Polyamide resin hodc tuong duong
- Khiu kinh diu xa (entry profile): <0.41 mm
- Khdu kinh bong (crossing profile): <0.54 mm Dap (mg mdt trong cac didu kién
- Co trang phi Hydrophilic giap bong di chuyén dé sau:
qua nhitng t5n throng phirc tap, ddc biét trong CTO. | 1. Dugc it nhét 02 nudc tham
- Dudmg kinh béng: 0.75 - 4.0 mm chidu cép gidy chirng nhan luu
8 Bong nong mach | - Chiéu dai bong: céc cd tir 4-30 mm hanhtrdo 100 Cii
bén dan hdi - Ap luc t0i da; =14 atm; 2. Pugec it nhat 01 nude tham
- Ap lyc bom béng: >6 atm chiéu cép gidy chimg nhan luu
- Marker can quang: 21 marker hanh ty do; San xudt tai nude
- Nép gép bong: >3 gip tham chiéu hodc san xudt tai
- Chiéu dai kha dung Catheter: >140cm Viét Nam
- Dat tidu chudn chit lugng 1SO 13485, CE hoidc
tuong duong.
- Loai bong ap lyc cao dung trong can thi¢p CTO va
cac ton thuong hep niang
- C6 01 marker, khdu kinh nho dat dudmg kinh 0.1.1 Dap ing dii cc diéu kién sau;
; mm tai ap lyc thudng - Puge it nhat 02 nuoe trong 50
Bdng nong mach e . - S P,
9 vinhdtng cho - C:g bopg va;tha{l dau xa déu duqc phi luo‘p &i nude- cac nude tham chiéu cap giay 30 Cai
cTO Khau kinh dau vao sang thuong la <016". Khau kinh ching nhan luu hanh ty do; ’
bang qua sang thuwong <0.0205"- NP =10 atm, RBP - San xuat tai nudc tham chicu
>21 atm hozc san xudt tai Viét Nam,
- Twong thich éng théng can thi¢p 161 thidu 5F- D§
dai 6- 20mm
*Ciu tao: Pii cac thanh phan sau ;
- 01 diy din duomg dai >70cm cé ddu hinh chir "J" N
- 01 Que nong tac dung dinh vi Ean ung’du cae ditu %\“:n sal:
Dung cu déng - 01 Ong mé duong = Buonitenhat 02 muoe frong s
ham chiéu cap giay :
10 mach sau can - B§ phan ddéng mach cac mrocE . P g. Y 20 Cai
thiép * Bubmg kinh ddy din: 0.035" hotc 0.038" eliimg whin v kialgdo;
* Cac bo phan luu lai tmng co thé déu co khanang ty | ~ S'ian ?(uat [i.-“ e Eham ehicu
hodc san xuat tai Viét Nam.
tiéu sinh hoc, dugc hap thu trong vong 90 ngay.
* Kich c@: 6Fr va 8Fr
- Béng nong dong mach ngoai bién dudi goi
- Chit ligu bong: Proprietary polyamide hodc tuong Pap img mdt trong cac didu
duong kién sau:
- Pa céc dudng kinh bong: 2.0; 2.5; 3.0; 4.0; 5.0; 6.0; 1. Pugce it nhit 02 nude tham
Bong nong ngoai 7.011?51‘1 ) chiéu cép gidy chimg nhan luu
- Chiéu dai bong: 20-150mm hanh tr do 40 Cai

bién ding cho can
thiép duai goi

- Ap luc dinh danh: >8bar

- Ap luc va bong =11 bar

- Ding duge véi sheath 4F/SF va diy din 0.018"

- Cd 2 marker

- Biu tip kép giup tiép can manh mé cac tdn thwong.
- Bugc ching nhin CE hojc trong duong

2. Puge it nhdt 01 nude tham
chiéu cap gidy chimg nhin luu
hanh tir do; San xuat tai nudc
tham chiéu hodc san xuit tai
Viét Nam
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Tiéu chudin chit Irgng (

\ : £ o i Don
& Mb ti yéu ciu vé tinh niing, thong s0 k§ thudtva Nguén goc, xuat xu(*); Gidy sé 7]
STT Tén danh mye cac thong tin lién quan vé k¥ thuit chirng nhin lu hanh ty do hrgng tinh
ciia cdc miede tham chiéu (**))
- Co phu lop i nude
: T x PR "o .
{)Bg?g thich vdi ddy dan tuong ang: 0.018" va Diip img mot trong céc didu kign
sy - 2 - - sau;
- Tiet d'i't_:n bing qua ton thuong nhd nhat tuong ing: 1. Buge it nhat 02 murdc tham
5%0511‘: thréme: 6-7 atm chiéu cdp gidy chimg nhén luu
12 Bang nang mch : AP 1. ¢ ¢in bgcén 16i da: =16 atm s % 80 Cii
ngoai bién cic c¥ Py £ & o 2. Buge it nhat 01 nude tham
=43 DIRERTGON B Binli: =200 chiéu cép gidy chimg nhan luu
- gﬁﬁ]gd;;nfl(}::i;-(frg ;3(2)'200 hanh tir do; San xudt tai nude
- Chiéu dai (mm): 10, 15, 20, 40, 60, 80, 120, 150, ‘\},’f“.'“ chicy higde srrxuat (ol
200 i¢t Nam
- Pat tiéu chudn CE, ISO 13485, hodc twong duong
- C6 2 l6p phu Hydrophilic.
-Bong chit ligu Nylon =3 nép gap, than dng thiét ké Pap ung du cac diéu kign sau:
T XO?R kép. - Bugre it nhat 02 nudc trong 56
13 A hga | i cao2 | - bau bong ¢ dudng kinh <0.016" céc nude tham chiéu cap gidy 80 Cii
vl l'p "rh . - Hai marker bing vat li¢u Pt/Ir ching nhan Turu hanh ty do;
cp phd - Puong kinh: 2.0 - 5.0 mm. - San xuit lal nude tham chiéu
- Chiéu dai: 6mm - 30 mm. ho#c san xudt tai Viét Nam.
- NP: =12atm; RBP: =20 atm
- Chit liéu bong: Grilamid L25 Nylon 12 phu
hydrophile hodc twong dwong .
- D4c tinh bong: ban dan hoi, thict ke trao doi nhanh
- Chicu dai bong co du cac cd: 10, 15, 20, 25, 30, 35, Din 1 . e didu kié
40mm ap g mot trong cac dicu kién
\ ; : L sau:
- Budng kinh bong di cac ¢& 1.50; 2.00; 2.25; 2.50; i ;
275, 3.00; 3.25; 3.50; 4.00; 4.50; 5.00mm. L Buog nhal s Jum
Bong nong mach | - Ap luc v& bong: =12 bar. fERY gy
. . . Y t : A A hanh tr do s
14 vanh ép luc - Cad 2 dau makers XT quang. Dudng kinh dau gan: 2 Du it nhat T 100 Cai
thuimg <2,0F, dudmg kinh du xa: <2 6F, 9
it FYON chiéu cip gidy chimg nhin lru
- Guide wire lume‘n toi thieu: 20.39 mm hanh ty do; San S mée
- Catheter 5F, chidu dai 2140cm . Buimg kinh ddy b
din: 0.014" tham chiéu hodc san xuat tai
= K}u‘au kinh xuyén qua cia bong: <0.70mm (0.027"); Viét Nam
khau kinh déau vio: <0.45mm (0.017")
- Tiéu chuan I1SO: 13485, CE: 93/42/EEC hodc tuong
duong
- Béng Phu Hydrophyllic.
) g:":.;;]: ]“:rm";:ha"g xodn, thudn nhon Pip irng mdt trong cdc didu kién
QM SONE, gap nép. sau:
- Bom xa dugc nhlcu lan LD it nhit 02 nude th
& Kllau kinh qua tdn thuong <0.016"(0.40 mm). Piu ci\iészgl niéa ch(rzu?ﬁlt' naInI'
) giin bong <0.025" (0.63 mm). Ddu xa bong <0.023" ! P glay chimg nhar fuu
Bdng nong mach hanh ty do i3
15 R ooy oras | (0.58 mm). T . 200 Cai
vanh ban dan hoi 2, PBuge it nhat 01 nudc tham
- Ap sudt thuomg (NP) =6 bar. Ap suét gidi han hidu cap oi4 4 2
(RBP) >16 bar. ;: lEhLl cag gl;y ching nhan luu
Tepai . hanh tir do; San xudt tai nude
m’{;l:;m gan <1.9F (0.64 mm), than xa <2.6F (0.86 tham chiéu hoiic san xudt tai
- Pat tiéu chudin chit lugng 1SO, CE hodc trong YidtHom
duong
- Chat li¢u phin than gin PTFE phu Hypo-Tube,
duong kinh ¢& 1.9F.
- Chit ligu bong Modified Polyamide. - Chét ligu
phan thin xa Polyamide, duomg kinh c& 2.7F.
- Luer trong sudt, than khang xodn. )
- Ap sudt thuéng (NP) 29 bar, Ap suat gidi han Dap img du f:éc dicu kign sau:
(RBP) =16 bar‘. . - Bugc it nhat 02 n’uc'rc_trong S0
Béng nong mach | - Khau kinh dau vaoe ton thuong <0.40mm. cac nude tham chicu cap giay o
16 i i B ) Cai
chirng nhén luu hanh tyr do; 200

vanh cic c@

- Khiu kinh bang qua ton thuong <0,64mm.

- Guide wire 0.014".

- Chiéu dai kha dung >143cm. Chiéu dai GW-Lumen
>27cm.

- Buong kinh bong 1.5, 2.00, 2.25, 2.50, 2.75, 3.00,
3.50, 4.00mm.

- Dat tiéu chuin chit lugng 1SO 13485, CE hodc
fuong duong.

- San xudt tai nude tham chiéu
hodc san xuat tai Viét Nam.




STT

Tén danh muc

M0 ti yéu cdu vé tinh niing, thung sb ky thudtva
cac thong tin lién quan v k¥ thuit

Tiéu chuan chat lugng (
Nguén géc, xudt xir(*); Gidy
chirng nhin luu hanh tw do
ciia cde nwge tham chiéu (**))

S4
lrgng
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tinh

17

Bong cit nong
mach vanh chéng
truot

- Nguyén ligu : Catheter RX c6 béng bang Nylon 12
loai ban dan hdi, duge danh ddu can quang ca hai
dau bong bing Platinum va Iridium, bao 16p sicu ai
nude, gin 3 thanh té nylong linh hoat doc theo bén
ngoai bong.

- C6 thiét ké chéng trugt dé diing trong cdc truong
hop tén thuong phén nhanh, tai hep tmng stent, mach
méu nho, véi héa nang, tén thuong 16 ma bong thong
thudmg bi trugt.

- D4 dai catheter >142¢m, duong kinh bong 2.0-
4.0mm; dd dai bong <13mm, dp luc thuomg =6 atm,
ap luc vor bong =14 atm

- Tiéu chuin chit lugng: I1SO, CE

Dap tmg mdt trong cac diéu kién
sau:

L. Du'oc it nhat 02 nudce tham
chiéu c4p gidy chimg nhan luu
hanh tr do

2. Pugec it nhat 01 nude tham
chiéu cép gidy chimg nhan luu
hanh tu do; San xuét tai nudc
tham chiéu hodc san xuét tai
Viét Nam

20

Béng nong mach
vanh cé tam
thuoc Paclitaxel

- Bong nong dgng mach vanh phit thude Paclitaxel,
phit Paccocath, chét liéu Comax II hodc twong duong
- Thubc phit Paclitaxel, lugng thudc phit: Paclitaxel
> 3pug/mm2; Chét mang lopromide

- Kich c& bong: duong kinh tir 2.0; 2.25 2.5; 2.75;
3.0;3.5; 4.0 mm; dai tir 10; 15: 20; 25; 30; 35; 40mm
- Ducmg kinh théin diu xa: <2.5F, ddu gan: <1.9F;

- Tiét dién vao tén thuong: <0.016 inch

- Tiét dién bong: <0.037 inch

- Déy din 0.014 inch

-Tuong thich Guiding catheter: 5F, 6F

- Béng ban dan hoi.

- Ap lyc bom bong NP 26 atm, RBP 214 atm

- Dat tiéu chudn EC, ISO

Dap g mdt trong cic diéu kién
sau:

1. Puge it nhat 02 nudc tham
chiéu cdp gidy chang nhin luu
hanh tu do

2. Puge it nhét 01 nurde tham
chiéu cdp gidy chimg nhin luu
hanh twr do; San xuét tai nude
tham chiéu hodic san xuit tai
Viét Nam

30

Cai

Bong nong mach
vanh khdng gian
no

- Béng nong mach vanh c¢é phu 1dp i nude.

- Thiét ké dau tip thudn dai.

- Thanh béng mdng chiu dugce ap e cao.

- Ap sudt gigi han (RBP) 221 atm.

- B cac dudmg kinh bong: 1.5,2.0,2.5,3.0,3.5, 4.0,
4.5 mm

- Pi cdc chidu dai 6, 10, 15, 20, 25, 30mm.

- Tuong thich éng théng can thiép tdi thiéu 5F.

- Dat tiéu chuin chit lugng 1SO 13485, CE hodc
tirong duong

Pip img du cac diéu kién sau:
- Pugc it nhdt 02 nudc trong sé
céc nude tham chiéu cip gidy
chirg nhén luu hanh tr do;

- San xudt tai nudc tham chiéu
hodc san xudt tai Viét Nam.

150

20

Béng nong mach
vanh ap lyc cao
thiet ke da nép

gdp

- Bong nong mach vanh dp luc cao.

- Buomg kinh tir 2.0-4.5mm, chiéu dai tir 8-25mm.
- Chiét ligu: Nylon 12 hodc twong duong.

- Lép pha: W-II di nude hodc tuong duong > 50cm
trén than dng.

- Thiét ké = 3 nép gap, thiét ké chop béng hinh nén
30°.

- Tuong thich ddy ddn 0.014" va éng théng SF.

- Pat tiéu chuan chat lugng 1SO 13485, CE hoic
tuong duong.

Pap ing diéu kién sau:

- Puge it nhét 01 nuwde tham
chiéu cdp gidy chimg nhin lru
hanh tur do

150

21

Bong nong mach
vanh pha thude
Sirolimus

- Bong nong mach vanh pha thude Sirolimus.

- Puong kinh tir 1.5-4.0mm , chiéu dai 10-40mm.
- Chat ligu: Polyamide hodc tuong duong.

- Ham lirgng thude dat >1.27pg/mm?.

- Pat tiéu chuén chit lugng 1SO 13485, CE hodc
tuong duong.

Diép img cac diéu kién sau:

- Buge it nhit 02 nude tham
chiéu cdp gidy ching nhén luu
hanh tr do;

70

Cai

22

Bong nong mach
vanh siéu dp luc
cao

- Ap suat gidi han (RBP) 235 atm.

- Cdu tric bong kép (2 16p) c6 d§ dan hbi tuyén tinh,
khéng gy hién tweng dog-boning.

- 2 marker Platinium.

- Khiu kinh diu vao sang thuong <0.016".

- Khdu kinh bing qua sang thwong <0.028". -
dudng kinh cdc ed 1.5,2.0,2.5, 3.0, 3.5, 4.0, 4. 5mm
- Pii cac chiéu dai 10, 15, 20mm,

- Tueng thich éng théng can thiép tdi thidu 6F, 7F

- Pat tiéu chudn chét luong 1SO 13485, CE hoic
twong duong

Dap (mg du cac diéu kién sau:
- Pugc it nhat 02 nude trong )
cdc nwée tham chiéu cép gidy
chirng nhén luu hanh ty do;

- San xuit tai nude tham chiéu
hodc san xudt tai Viét Nam.

80




STT

Tén danh muyc

Mo ta yéu clu vé tinh niing, thﬂng s6 k¥ thuitva
cdc théng tin lién quan vé ky thujt

Tiéu chuan chét lrgng (
Ng.rmn géc, xudtt xi(*); G'my
ching nhin liwu hanh ne do

cita cdc nudc tham chiéu (*%))

s6
Iugng

Pon
vj
tinh
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Bong nong van
dong mach phoi

- Béng nong van dong mach phbi chit liéu
Thermoplastic Elastomer hodc twong duong, khong
gidin nd, mong.

- Khéng chira DEHP, khéng chira Latex.

- C6 diém danh ddu can quang bing Platinum.

- Buong kinh: tir 2.0 - 40.0 mm.
-Aplyc:tr1-15atm

- Dat tiéu chudn chét lugng 1SO 13485, CE hojc
twong duong.

Pdip tmg mot trong cédc diéu kién
sau;

1. PBuoc it nhét 02 nude tham
chiéu cdp gidy chimg nhin luu
hanh ty do

2. Puoc it nhat 01 nudc tham
chiéu cap gidy chimg nhén luu
hanh tr do; San xudt tai nuéce
tham chiéu hodc san xudt tai
Viét Nam

Cii

24

Diay dén (vi day
din) can thiép
mém

- Déy din dudmg cho béng va stent, dudmg kinh
0.014".

Py du céc cd, cac loai:

- 175 ¢cm, mém, dau thing Vonfram hodc tuong
duong, phu PTFE

- 190 cm, trung binh, diu thing Vonfram hofic twong
duong, lop phi PTFE, 4i nude

- 175 cm, mém, diu bach kim hoiic twong dwong, 16p
phi PTFE

- 300 cm, ctng, dau bach kim J-tip hodc twong
duong, 16p phi PTFE, ai nudc

- Pat tiéu chuan 1SO: 13485, CE: 93/42/EEC hodc
twong duong

bap tng mit trong cac diéu kién
sau:

1. Buge it nhit 02 nudc tham
chiéu cap gidy chimg nhin luu
hanh tr do

2. Duqc it nhat 01 nudce tham
chiéu cap glay chung nhén luu
hanh tur do; San xuét tai nudc
tham chifu hodic san xudt fai
Viét Nam

500

25

Diy dan can thiép
mach vanh tdn
thuong tit man

tinh

- Diy dan cé tip load tir 1.0 g dén 40 g, d4u tip nhon
hodic t

- Buong kinh diy c¢& 0.014"

- Day du ¢ ddy: Day dén don 16i, Diy din da 15i.

- Chiéu dai d4u du cac c& khoang 180, 190, 200cm,
235cm, 300cm.

- C6 16p phu: hydrophilic/hydrophilic trén nén
polymer.

- Dat tiéu chudn chét lurgng ISO, CE hodc tuong
duong

Dap {mg cac diéu kién sau:

- Puge it nhit 02 nude tham
chiéu cp gidy chimng nhin lru
hanh tr do;

20

26

Diy dén can thigp
tim bam sinh

- Day ddn dudng can thiép tim bim sinh

- Chit liéu dy dan lam tir thép khéng gi véi lop phu
PTFE bén ngoai.

- C6 cac kich thude: 7.5mm J- Tip, 1.5mm J- Tip,
6mm J - Tip.

- Buong kinh trong 0.035"

- Chiéu dai 260em va 300cm

- Pat ching nhin FDA, ISO 13485

Pap iing mét trong céac didu kién
sau:

1. Buoc it nhit 02 nudc tham
chiéu cdp gidy chimg nhan liru
hanh ty do

2. Buoc it nhit 01 nude tham
chiéu cap gidy chimg nhan lru
hanh ty do; San xudt tai nude
tham chiéu hodc sin xuit tai
Viét Nam

27

Diy dan chan
doan

- Déy din duémg cho Catheter (Guide Wire) cic c¢d.
Pdy du cac cd, cac loai:

-0,035", 150 cm, déu tip linh hoat, I6p pht PTFE
-0,035", 90 cm, ddu J-tip, chiéu dai 16 xo 100 mm,
Iép phit PTFE

-0,035", 70 cm, J-tip 3 mm, déu kia thing linh hoat,
16i Nitinol, vach dai

-0,035", 260 cm, J-tip 3 mm, Lép pha PTFE
-0,018", 150 cm, mjt dau thang linh hoat, ddu con lai
co dinh, khong phu

Pat tiéu chuan 1SO: 134835, CE: 93/42/EEC hodc
tuong duong

Dép img mét trong cac didu kién
sau:

1. Buge it nhit 02 nude tham
chiéu cip gidy ching nhan luu
hanh tr do

2. Buge it nhdt 01 nude tham
chiéu cap giay chimg nhéan lru
hanh tir do; San xuat tai nude
tham chiéu hodc san xudt tai
Viét Nam

300

28

Diy dén ai nudc
¢6 trg lyc xoay

- Diy dén i nwde ¢6 16i Nitinol ¢6 16p do
polyurethane hoic tuong ty va lép 4o 4i nuée gitp dé
lai vao cac chd ton thuomg kho.

- Day ddn ¢6 trgr luc theo ty 16 1:1

- C6 da 2 dang dau cong chir J va dau thing

- B cac kich ¢ 0.035",0.038", 0.025", 0.018" chiéu
dai tir 80-260cm.

Pép (g mot trong cac diéu kign
sau: 1. Puoc it nhét 02 nuée
tham chiéu cép gidy chimg nhan
lru hanh or do 2. Buge it nhat
01 nudce tham chiéu cap gidy
ching nhén luu hanh ty do; San
xudt tai nude tham chiéu hodic
san xudt tai Viét Nam

300

Cai

- -



Tiéu chuin chét lrgng (

R Mo ti yeu cliu vé tinh ning, thong s6 ky thudtva Nguin goe, xudt xir(*); Gidy S6 D‘,Di-n
STT Tén danh muc cdc thong tin lién quan vé ky thujt chitng nhin luu hanh e do lIrgng doki
ciia cdc nude tham chién (**))
- Puge thiét ké 1 vong v&i goc 90 db sir dung trong
h¢ _th(f)ng mach méu hogc 16 réng dé lay va thao tac Bip tmg mat wong che didukién
vai cic vit _la . o - . i
N T:ruc Va vong xodn duge ]'am;bang’Nlll[‘lDl, vong 1. Buge it nhét 02 nude tham
xoan duge ma vang quan sat tot dudi huynh quang, chiéu cp gidy chimg nhin luu
" dau'cath::lc'r cdn quang. hanh ty do .
29 ung cu batdy - Kich ¢ cac loai : 2mmx175/200cm, 2. Puge itnl 44 01 nudec tham @ Cai
yatLvone 4mmx175/200cm, 5 mm x 120cm, 7mmx175/200cm, hi e ftnia hi hin Iu
10mm x 65 hodc 120cm, 15mm x 120cm, 20mm x f 'et:' Cag glgy b untgtn i o
120cm, 25mm x 65 hodc 120cm, 30mm x [20cm, fank it .:O af' Ll al;nm.c
I tham chiéu hodc san xuat tai
35mmx 120cm. Catheter : 4Fr va 6Fr. Viét Nam
- Pi kém Ong thong phin chia, Introducer, Torque
- Dat tiéu chudn chét lrgng: SO, FDA
- Ciu tao day : Phi 16p 4i nwéc M Coating , Ldi [a
chit ligu Nitinol , Lép do pha Polyurethane can .
quang . bBap img du cac dicu kién sau:
& - b cac loai; 0.018"-0.038" . ] - Duge it nhit 02 mrorc trong )
30 ?uubzlgchuuigI; - Piu c6 cdc dang: ddu cong , ddu thing, ddu cong céc nuée tham chiéu cap gidy 300 Cii
; dang chitJ chirng nhén luu hanh tr do;
e M - Chiéu dai ddu: 3cm-8cm . - Sin xudt tai nude tham chiéu
- Dai day dédn : 80cm-450cm. hodc san xudt tai Viét Nam.
- Pat tiéu chuén chit lugng 1SO 13485, CE hoic
twong duong
- Dung cu m¢ dudng cac ¢ dai loai 7em-23ecm Dap {mg mjt trong cdc diéu kién
-Va boc bén_g FEP gdm: dao, kim 138G x 8cm, ddy sau: )
din J (lam bing thép khéng gi), van eAm mau, vé 1. Puge it nhat 02 nudc tham
Dung cu mé boc, banh} 19mm hinh dang thon, 2 bom tiém dung chiéu cap gidy ching nhin lru
31 dulime Angmach tich Sml va 10ml. hanh tr do 500 Bb
- Tét ca cic dung cu duge vo trung dong goi trong 2. Buge it nhat 01 nude tham
quay mot khay trong subt va duoc thiét ké dé sir dung mét | chiéu cip gidy chu‘ng nhan luu
lan hanh tr do; San xudt tai niréc
- Bao gdm cdc size: 4F; 5F; 6F; 7F tham chiéu hoiic san xudt tai
- Dat tiéu chuin 1S0: 13485, CE: 93/42/EEC Viét Nam
Pép img mot trong cac diéu kién
sau:
1. Buge it n}}fu 02 nuée tham
3 chiéu cap gidy ching nhan luu
1 d?;ﬂlgvcaifgm - Dung cu m& dudng vio cdm mdu ¢6 chot khéa. hanh tr do 100 Céi
5o o e - Pat tiéu chuan 1SO 13483 hodc tuong duong 2. Duge it nhat 01 nudc tham
mau co6 chot khoa
chiéu cap gidy chung nhin lwu
hanh tir do; San xudt tai nudc
tham chiéu hodc sin xuﬁl tai
Viét Nam
- Gia d& mach thin bung bing bong.
- Thiét ké dam bao tinh linh hoat cao, dé phu thanh
mach déng nhat va tinh tuong thich tét Dép img mét trong cac didu kién
- Thiét ké hé théng: Rapid exchange (Rx). sau;
- Chit liéu: Cobalt Chromium (L605) hodc tuong 1. Bugc it nhét 02 nude tham
duong chiéu cdp gidy chimg nhan luu
13 Gia d& (Stent) - P day thén stent: <140pm hanh or do 10 Cii

dong mach than

- Lép phu: proBIO hoic tvong duong

- Buong kinh: 4.5-7mm.

- Chiéu dai: 12-19mm.

- Chiéu dai hé théng: >140cm.

- C6 2 marker

- Hé théng déy dan: 0.014".

- Pat ching nhén: CFS, 1SO hojc tuong duong

2. Bugc it nhdt 01 nude tham
chiéu cap gidy chimg nhin hru
hanh ty do; San xudt tai nudc
tham chiéu hoiic sdn xuat tai
Viét Nam




STT

Tén danh myc

Mo ta yéu ciu vé tinh niing, thong s0 ky thufitva
cac thong tin lién quan ve k¥ thudt

Tiéu chuan chit lwgng (
Nguén gic, xudt xir(*); Giily
chirng nhan e hanh twr do
cita cdc niwde tham chidu (**))

S
lwgng
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tinh
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Gia d&d mach vanh
phit thude
Zotarolimus

- C¢6 lép phu Biolinx

- Boc thudc Zotarolimus, mét do phu thube: >1.6
pg/mmz2,

- Gi4 d& mach vanh soi don duy nhét duge uén theo
hinh sin.

- Thanh khung gia d& céu tao 161 kép vdi 16 trong
bing chit li¢u Platium-Irridium, 1ép v6 ngoai bing
Cobalt.

- Banh diu bit can quang bing Platinum-Irridium.
- Ap luc bom béng thuémg >12 atm, 4p luc v& bong
>16 atm.

- Dat tiéu chudn chit lrgng 1SO 13485, CE hoic
tuong duong.

bap mg du cac diéu kién sau:

- Pugc it nhat 02 nwde trong sb
cac nude tham chiéu cap gidy
chirng nhdn luu hanh tur do;

- San xudt tai nudc tham chiu
hoic san xudt tai Viét Nam.

50

35

Kim chgc mach
quay, mach dui

- Vit liéu lam bang thép khéng gi.

- Kich thude diy di cac ca: 18-21G

- Pat tiéu chudn chét lugmg 18O, CE hoic tuong
duong

Pép (mg diéu kién sau:

- Buge it nhat 01 nude tham
chiéu cdp gidy chimg nhan luu
hanh tur do

300

Cai

36

Ong thong ding
trong can thiép
tim mach

- Lap phu: Z-Glide

- Co marker cdn quang

- Cac ci: 6F, 7F, 8F va 6F long

- Chiéu dai lam viéc 150cm

- Cb ndi xoin bc chat li¢u bing Platinum Iridium

Pap tmg di cac diéu kién sau:

- Buge it nhat 02 nude trong 56
céc nude tham chiéu cip gidy
ching nhén luu hinh tyr do;

- San xudt tai nude tham chiéu
hodic san xudt tai Viét Nam.

40

37

Ong théng can
thiép CTO

- Vi éng thdng vdi thiét ké da dang hd tro di qua tén
thuong phire tap va CTO.

- Thiét ké dng vdi 16p ngoai duge bén tir >10 ddy dén
& 16p trong bén tir tungsten

- Thiét ké éng bang stainless steel coil cho phép xoay
ong thong & hd trg luc day, phan hdi momen xodn,

- Pdu tip thuén nhon can quang.

- Chiéu dai kha dung: 135-150 cm

- Dat tiéu chuan chit lugng 1SO, CE hodc tirong
duong

Dap tmg du cdc didu kién sau:

- Puorc it nhit 02 nwde trong sb
cic mrdc tham chiéu cip gidy
ching nhén luu hanh ty do;

- Sdn xudt tai nude tham chiéu
hodc san xudt tai Viét Nam.

Cai

38

Ong thong chin
doan mach vanh
cac loai

- Chdt ligu Nylon Pebax hodc tuong duang gitp bé
mit dung cu nhin, tron, bén & nhiét d§ co thé, thanh
ong mong.

- Loai wire-braided c6 than bing chét lidu thép khéng
gi bén gitp than dng théng gi dirge hinh dang tét, dé
lai

- Déu tip can quang vi ¢6 kha ndng nhd hinh tét- Co
cac loai IL, JR, AL, AR, MP, Pigtel

- Loai ¢6 16 bén hodc khéng cé 16 bén

- B cdc kich ¢ 4F, SF, 6F dai 100-125cm

- Dang dugc voi guide wire 0.0357, 0.038”

- Chiju ap lyc dong chay cao >1,200 psi/ 81.6 bar

Bap tng mt trong cac diéu kién
sau:

1. Pugec it nhit 02 nudc tham
chiéu cap gidy chimg nhin liru
hanh tr do

2. Buge it nhat 01 nude tham
chiéu cdp gidy chirng nhan luu
hanh tir do; San xudt tai nwréc
tham chiéu hodc san xudt tai
Viét Nam

400

Cai

39

Ong théng chan
dodn mach vanh 2
bén céc loai

- Chat li¢u Nylon ¢6 bén s¢i thép khong gi gidp toi
uu luc xodn vin, lyc diy va dd 6n djnh theo chiéu
doc ong thong.

- Chiu dugce dp luc dong chay cao, dau tip nhé hinh
1ot

- Budng kinh trong lon (=0.040"/1.05mm loai 4F,
>0.045"/1.15mm loai 5F, 20.05"/1.35mm loai 6F)
gilp t6i wu dong chay

- Lam béing chat li¢u ¢6 can quang. Loai ¢ 15 bén
hodc khéng cé 15 bén. Chiéu dai ddu tip: 2.0 cm

- Dung duge voi guide wire 0.0357, 0.038”

- Chiéu dai tir 100 - 125¢cm

Dap (mg diéu ki¢n sau:

- Buge it nhit 01 nudc tham
chiéu cap gidy chimg nhédn hru
hanh tr do

300

Cii




Tiéu chuan chit Iwgng (

Pon
n Ma ta yéu cau vé tinh niing, thong s0 k¥ thudtva Ngmm gdc, xudt xie(*); Gmy Sb vi
STT | Tén danh muc cic thong tin lién quan vé Ly thudt ching nhin hew hanh tir do lwong | o
cita cdc nuwée tham chiéu (*%))
- Kich thudc cac c& 4F-8F
- Dai cac cd tir 45-90cm. o
- Chat liéu: Lép 16i PTFE dugc gia cd bang sgi thép
PR khong gi, phi 16p polymer ngodi chdng gdy gép long P i o0 b ki Saie
ng thdng dan ong. . ) R
duong ding trong | - Que nong c6 hinh dang thang hogc uon cong trudc ca?:ggc]ttll::ii gﬁl::(z‘;;“g)?ﬂgyso N
40 can thi¢p dong - Piu tip c6 chi diém bing hgp kim tdng cin quang chirng nhan lru hianh tr do; 20 Céi
mach - Cau tao 16p cugn dé d1 qua ngd ba chi chu hodc P C}’liéu
(Long sheath) ton thuong doan xa van duy tri dugc long b ong dé cac WA s xuét tai Viét Nam.
thiét bi khic d& dang di ch_uyen i i ’
- C6 van cdm mdu va cé cong stopcock 3 chac
- Dat tigu chudn chdt lugng ISO. Chimg nhan CE va
FDA.
- Vi dng thang vei cau tric 2 16p nong sir dung 5 o i sk ) ia
chuyén biét cho cic ton thuong phin nhanh va tic i‘:ﬁ wmgmot frongiese dica kito
BELEDnIn AL 1 5uqc it nhdt 02 nudc tham
' ghgu k']?,h Idal?.xa. Et?d;szo 6 Sidend chiéu cAp gidy chirng nhan luu
Ging Hifng:sidu - Budng 1r? it an catheter: <0.96mm - Guidewire hanh g do .
41 Ft tuong thich: 0.014 20 Cai
nho 2 long - Chidu dai kha d oies S 140 2. Du’(,TCItnhatDl nudce tham
i¢u dai kha dung catheter: 2140cm
- C6 hai ddu can quang 1mm hai bén céng ra nong chiéu cap gidy G an. I
OTW hanh tu _d;o, Sap ?\I.fal talinucfc
- Pat tiéu chudn chét lugng 1SO 13485, CE hogc ‘\f,‘irt“}‘j:g“ HopE SR et
tuong duong
- Lép 40 ngoai bing chat liéu gitip bt can quang
- Kich thwdce: di céc c& SF,6F,7F va 8 Fr.
- Budng kinh trong cia cic c& khoang: 5F 20.058”,
. 6F =0.0717, 7F =0.081", 8F >0.09” Da didu kie
Ong thong trg - Kich thuéc long 16n cho phép dura nhiéu dung cu hd Sp g o ik S
42 iap can thi¢ trg hon vao trong long bng. ~Birge 1t nhat 02 nugc tham 500 Cai
g1p R 2 ONE.JONE ONE hiéu cp gidy chimg nhan luu a
dong mach vanh | - Pa dang loai dau cong; EBU, CHAMP, RBU, z A
NOTO, 3DRIGHT... hanh fede;
- Pat tiéu chuan FDA, CE
- Dat tidu chuin chit lugng ISO 13485 hoiic tuong
duong
- Vit liéu nitinol
- C6 thiét ké tay cdm vdi thanh cuén gitip kiém soat
qua trinh nha stent Dap (mg mdt trong céc didu kién
- Thiét ké mit ma v6i catheter 3 1dp sheath, lop trong | sau:
pht PTFE 1. Buge it nhét 02 nwde tham
- Twong thich véi ddy din 0.035" chidu cdp gidy ching nhén luu
43 Stent dong mach - Tuong !_h ich vai introducer 6F hanh trr do 50 Cai
chi - C6 4 diém danh d4u can quang & mdi dau stent 2. Buge it nhat 01 nuéc tham al
Kich thude: chiéu cap giay chu-ng nhén lru
- Chiéu dai catheter (cm): céc c& 80-130 hanh ty do; San xudt tai nude
- Puomg kinh (mm):di cdc ¢4 5, 6,7, 8,9, 10 tharii‘chibu hodic sin xuit tai
- Chidu dai (mm): du cac ¢ 40, 60, 80, 100, 150,200 | Viét Nam
- Dat tigu chuin chét lugng 1SO 134835, CE hodc
tuang duong
- Khung gia d& déng mach vanh pha thudc Sisolimus
- Chit li¢u Cobalt chromium ¢6 phi [6p silicon
Carbide a-SIC:H hodc twong dwong
- Kich thudc: dudmg kinh day da kich thudc 2.25, Dap tng mjt trong cac diéu kién
2.5,2.75,3.0, 3.5,4.0mm sau;
- Chiéu dai di cdc cd 9, 13, 15, 18, 22,26, 30, 35, L. Buge it nl]ét 02 nuéce tham
5 40mm chi€u cap giay chirng nhan luu
44 f;iiﬁtgl?l:l%hsc‘?:g - Liéu lrgng thude >1.4ug/mm2, phong thich hét hanh tr do 30 Cai

lop

<100 ngay

- Gid d@ tic dong kép Biolute va ProBio hodc twong
duong dé khong tiép xiic véi mach mau

- Twong thich ong thong can thiép 5F trg 1én va day
din 0.014"

- Ap lue bam béng binh thudmg >8atm, ap luc vo
bdong >16atm

- Dat tiéu chudn FDA hoiic CE

2. Bugc it nhat 01 nudce tham
chidu cdp gidy chimg nhan luu
hanh tir do; San xuat tai nudc
tham chiéu hojc san xudt tai
Viét Nam




STT

Tén danh muc

MG ta yéu ciu vé tinh ning, thong s6 k¥ thudtva
cic thong tin lién quan vé ky thuit

Ti¢u chufn chét lrgng ('
Nguén géc, xudt xii(*); Gidy
chirng nhin liru .I'mnh tir do

ciia cdc nude tham chidu (**)

S6
lrgng

bon
vi
tinh
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Gia do dong
mach vanh phi
thuoc Everolimus

- Stent chat liéu Platinum Chrom:um (33% platinum,
mit dg phén tr platinum cao gdp hon 2 lin so véi mat
dp cua sat hodic cobalt) gitip hién thi vugt trdi, boc
thudc Everolimus (day 100 microgram/cm2), phu
polymer PVDF-HFP.

- Stent c6 gia lang két néi & du gan (2 kel néi & doc
than ddi véi tit ca cac cd stent va 4 két noi @ dogn
gdn déi véi stent ¢ 2.5mm dén 3.5mm, 5 két noi &
doan gén doi voi stent ¢ 4mm).

-Pau tip do ngén giip tang kha nang linh hoat.

- Chét liéu bong trong stent Pebax 2 16p.

- Ciu tao Bi-segment giup tng cuong dic tinh diy &
doan gan va tinh linh hoat & doan xa, doan gan phu
PTFE giup giam ma sat.

- Buong kinh: 2.25mm - 4.0mm; chiéu dai: 8mm -
38mm.

- Kha niing gidn nd sau khi bung stent 1én tdi 2.75mm
dbi vdi stent c& 2.25mm; 3.5mm d6i vai stent ¢ 2.50
mm - 2.75mm; 4.25mm ddi vdi stent c& 3.0mm -
3.5mm va 5.75mm ddi vdi stent ¢ 4.0mm

Dép img di cac diéu kién sau:

- Purgc it nhit 02 nl.roc trong 56
cdc nwde tham chiéu cip gidy
chirng nhan liru hanh tir do;

- San xudt ta] nurdc tham chiéu
hodc san xudt tai Viét Nam.

40

46

Stent dgng mach
vanh pha thude
Everolimus da

dinh

- Gia d mach vanh phu thudc Everolimus

- Khung Cobalt Chromium L6035 hodc trong duong
- Thiét ké: =6 dinh vai duong kinh tir 2.25- 2.75 mm;
>8 dinh d6i vdi duémg kinh 3.00-4.50mm

- Khung stent <65um.

- Dat tiéu chudn chét lugng [SO 134835, CE hoic
tuong duong

Dap ung mot trong cac diéu kién
sau:

1. Pugec it nhit 01 nudc tham
chiéu cdp gidy chimg nhan lru
hanh tir do

2. C6 56 Iuu hanh tai Viét Nam
va san xudt tai Viét Nam

60

47

Stent mach vanh
phu thuoc
Biolimus

- Gid d¥ mach vanh cé phii thudc Biolimus A9 hodc
twong duong, khdng phi 16p polymer.

- Phii thudc truc IlE:p trén bé mat thanh gia da.

- Ham lugng thudc: >15.6ug/mm chiéu dai.

- Pudng kinh tir 2.25-4.0mm , chiéu dai tir 9-36mm.
- Chét li¢u: Cobalt Chromium (CoCr).

- Bé day thanh gia d& < 88um.

- Tueng thich ddy din 0.014" va dng thdng 5F trg
lén.

- Tinh chiju luc xuyén tdm =0.67bar.

- Pat tiéu chudn chit lugng 1SO 13485, CE hoic
tuong duong.

Dap (g cac diéu kién sau:

- Buge it nhdt 02 nude tham
chiéu cdp gidy chimg nhin luu
hanh tir do;

100

Cai

48

Stent mach vanh
phit thude
Novolimus

- Nguyén li¢u gia d&: Cobalt Chromium hodc twong
duong

- C6 durable polymer, phi thudc Novolimus.

- B§ day mét cao <85 um.

- Lop phi thude va polimer mong <3um.

- Liéu thudc: =5 pg/mm do dai stent.

- Puong kinh: céc ¢6 2.5; 2.75;3.0,3.5;4.0mm.

- D¢ dai: cac ¢t 14,18,23,28,32,38mm

- Pat tiéu chudn chét lugng 1SO 13485, CE hoic
twong duong

Bap irng mot trong cic diéu kién
sau:

1. Puoc it nhat 02 nude tham
chiéu cdp gidy chirmg nhan lru
hanh tir do

2. Buoc it nhdt 01 nudc tham
chiéu cép gidy chimg nhin lru
hanh tu do; San xuét tai nudc
tham chiéu hodc san xudt tai
Viét Nam

80

Cai




STT

Tén danh muc

Mo ta ycu cAu vé tinh niing, lhong s6 ky thudit va
cic thong tin lién quan v ky thuait

Ticu chuan chit lwgng (
Nguan goc, Xndt xi(?); G:ay
chrmg nhin luu hanh tr do
cita cdc nuée tham chiéu (**))

$6
lrgng
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Stent mach vanh
pha thude
Sirolimus mit cdo
ong

- Stent mach vanh chat liéu Cobalt Chromium pha
thude Sirolimus

- Polymer phan hiy sinh hoc Polyactide hodc twong
duong duoc phi & mét ngoai thanh stent.

- Ti‘l:et ké co thanh ndi trén mdi phan doa.n, chu vi
mit cdo m& rong den >18mm glup duy tri 16i vao
mach nhanh, hd trg t6t cho viéc dat stent chd chia
nhanh dgng mach vanh.

- Co 2 marker.

- Khdu kinh bing qua tén thwong <0,035"/0.89 mm
(@ 2.5 mm).

- Khéu kinh 16i vao t6n thuong <0.016" /0.4 lmm.
- Diing kém déy din 0.014" va éng théng can thiép
SF trér 1én.

-NP =11 bar, RBP >16 bar.

- D day thanh chdng céc ¢ khoang <79 um.

- C6 dudng kinh cde ¢d2.00, 2.25, 2.50, 2.75, 3.00,
3.50,4.00 mm

- Co dii chiéu dai 8, 12, 16, 18,21, 24, 28, 32,40
mm,

- Pat tiéu chudn IS0, CE hoic twong duong

Dép img du cac diéu kién sau:

- Puge it nhit 02 nude trong s6
céc nudc tham chiéu cp gidy
ching nhén luu hanh ty do;

- San xudt tal nudc tham chiéu
hodc san xudt tai Viét Nam.

100

Cai

50

Stent phit thude
Sirolimus da dinh

- Khung stent lam tir vat li¢u Cobalt Chromium L605.
- Thiét ké >9 dinh va >3 két ndi giilra cac vong giap
stent linh hoat.

- B§ day khung stent: <65 pm.

- Day du céc cd

+ P cac dudng kinh 2.25-4.0 mm

+ Pt cac chiéu dai: 8-48 mm

- Ph thudce Sirolimus >1.4 pg/mm2.

- Polymer mang thudc tyr tiéu sinh hoc ¢6 thanh phén
PLGA hoic trong duong, pha Sirelimus.

- Pudmg kinh than gan nho <1,9F (0.63 mm). Duing
kinh than xa <2.9F.

- Ap sudt danh dinh: >8 bar.

- Ap suit t¢i han: tir >16 bar

- Pat tiéu chudn ISO 13485, 1SO 9001, GMP-FDA,
CFS, CE.

Dap img du cac diéu kién sau:

- Duge it nhdt 02 nude trong s6
céc nude tham chiéu cép gidy
chirng nhan luu hanh tr do;

- San xuat tai nude tham chiéu
hodc san xudt tai Viét Nam.

100

Cai

51

Vi ddy dan can
thiép ngoai bién

- Déy din c6 tip load tir 1.0-40 gf, dau tip nhon hoic
i

- Budng kinh ddyco 0.014" hodc 0.018"

- Kha niing truyén moment xoén va dg bén diu tip
cao- Chiéu dai cac c& 180-300 cm

- Lop phu: hydrophilic/hydrophilic trén nén polymer.
- Pat tiéu chuén chit lugng: 1SO, CE

Pap ang cic diéu kién sau:

- Buge |t nhat 02 nudc tham
chiéu cép gidy chimg nhin luu
hanh ty do;

60

Cai

52

Vi 6ng théng mot
nong

- Chit liéu: Nylon 12 copolymer va
Polytetrafluoroethylene hoic itrcmg ducmg

- Tring phu hydrophilic bén ngoai gitip ting kha nang
diy qua cic ton thuong kho.

- Long trong trang phii FLUORO-RESIN hoéc tuong
dwong kém gia b v6i 16i day bén gitp d& di chuyén
guidewire.

- Padang vé dd cimng va linh hoat & ddu xa, phit hgp
vdi nhiéu loai tén thuong khac nhau.

- Pudng kinh dau tip: <1.5Fr/ 0.49mm

- Chidu dai: 135 - 150cm

Dap (g mot trong cac diéu kién
sau:

1 Du’qc it nhal 02 nuwéce tham
chiéu cdp gidy chimg nhan luu
hanh tir do

2. Pugc it nhit 01 nurdc tham
chiéu cip gidy chimg nhan luu
hanh tr do; San xuat tai nudc
tham chiéu hodc san xuit tai
Viét Nam

30

53

Diy bom thude
ap luc cao

- Day bom thudc ap lyc cao béng vit liéu
Polyurethane hodic twong duwong, duge bén, dp luc t6i
da dong chay >1200psi.

- Chiéu dai tir 30cm-150cm

- Cc;mg két ndi dang luer lock hodc dang xoay.

Pip img di cac didu ki¢n sau:

- Puge it nhat 02 nude trong sé
cac nude tham chiéu cip gidy
chirng nhéan luu hanh tr do;

- San xudt tai nude tham chiéu
hoic sin xudt tai Viét Nam.

50

Cai




Tiéu chuan chit lwgng (

b
= Mo ta yeu ciu vé tinh niing, thong sb k¥ thuitva Nguén goc, xudt xie(*); Gidy ChH) ::n
STT Tén danh myc cic thong tin lién quan vé k¥ thuit chirng nhgn lin hanh ty do lrgng tinh
ciia cdc mwde tham chiéu (**))
- Day bom do dp luc
- Vit lidu lam bing PVC, Nylon/ Polyurethane hoac
tuong duo’ng Pép tmg diéu kién sau:
4 £ - Co cac loai khdc nhau v&i cac ap luc tdi da khac A .
sq | Dlybomihude | 500 psic 34 bar), 900 psi (62 bar), 1200 psi (83 | Lgoos: “‘}2‘ Ocilf:;r ofﬂtylzli?qﬁl]uu 70 Céi
can quang bar), ¢6 cac mau séc riéng dé dé phan biét, gitip ting hanh ti gog Y By
tinh an toan va giam thai gian tha thuat. ]
- Co céc chiéu dai: 25-30 cm, 120-130 c¢m, 170-200
cm. ] :
- Cho phép ngudi sir dung chuyen tir 4p sudt tiéu oy
chun (<300 mmig) sang ché 4o qui dp oe G00- | P BECIR OB
55 Tui truyén p luc | 450 mmHg) khi cdn thiét. o 5 Cii
chiéu cdp gidy chimg nhan luu
- C6 mét van xa ap lyc nhdm ngin ngira cic tdi bi nd. Hanh tr do
- C6 loai 500ml, 1000ml, va 3000mL. '
- Day dén da I6i thiét ké vnng Xodn kep, ting do bén
ddu tip, kha nang phan hdi momen xoin va chéng
gll.l't_. P . - Dip tmg céc diéu kién sau:
Vidiy dincan | ~ Day dar}.dqn_ oot e - Buge it nhit 02 nude tham 1
56 N - Lop pha: silicon hodc SLIP-COAT. T T : 50 Cai
thiép tim mach - Tip load: 0.5 af 0.7¢f. 0.8 af chicu cap gidy ching nhdn luu
1p-0acit.3 8L 0. Ieh Mgl hanh ty do;
A £}
- Pau tip: straight, J.
- Pudmg kinh: 0.014 ". Chiéu dai: 2150 ¢m.
- Chirng nhin chit lugng: 1SO, CE.
-Bong diéu trj hep dong mach canh hogc noi 5Q, chiéu
dai dng =160 cm, tiét dién diu tip <0.016 *, tiét dign Pap (mg mot trong cac didu kién
thdm nhéap <0.026". sau:
- C6 marker thuén sit véi dng. 1. Buge it nhét 02 nude tham
- C6 béng dp luc cao dudmg kinh 1.25 - 1.5 mm, chiéu cip gidy chitng nhan luu
57 Béng nong dong | chiéu dai 10 - 20 mm, ap luc thiemg =>10atm, ap lrc hanhtwdo 6 Cii
mach canh v@ bong =18atm, ¢ marker. 2. Pugc it nhat 01 nudc tham
- Bong ap luc thuomg dudmg kinh 2.0 - 4.0 mm, chidu | chiéu cdp gidy chimg nhan lwu
dai 10 - 40 mm, ap luc thudmg >6atm, ap lyc v bong | hanh ty do; San xudat tai nude
>14atm, c¢6 marker. tham chiéu hodc san xudt tai
-Tuong thich day din 0.014" Viét Nam
-Dat tiéu chuin chit lrgng: 1SO, CE
- C6 cdu triic vong xon kép duy tri hinh dang dau
tip, phan hdi momen xofn tét,
- Lop phit SLIP-COAT hoic twong duong dai bap (mg du cac diéu kién sau:
P ‘s >170cm. - Bugc it nhit 02 mmc trong 56
58 D::‘y dhan can 1111(;[:) - Buong kinh: 0.014" céc nude tham chiéu cap gidy i
ach mau than G e d e ~ 5 Cii
kinh diu thing - Dap;tlp..c?o l{_)al thing hodc pre-shape chimg nhan luu hanh tu do;
- Ch1§u dai coil; 230 cm - San xuit lm nude tham chiéu
- Chicu dai cin quang: =5 cm hodc san xudt tai Viét Nam.
- Chiéu dai eac cir; 200-300 cm
- Dat tiéu chudn chit lucmg 1SO, CE
- C6 cdu triic vong xodn kép duy tri hinh dang dau
tip, phan hdi momen xoin tét.
- Lap pht SLIP-COAT 2170 ¢m trén nén polymer Dap tmg di cic diéu kign sau:
— s dai =150 cm. - Puge it nhat 02 mroc trong 56
59 D::;f}?l:niin[;]l;fp - Buong kinh: 0.014" cac nudc tham chiéu cip gidy 5 Cii

kinh ddu cong

- Béu tip: dang Round curve

- Chiéu dai vong cudn springcoil: 230 cm
- Chiéu dai can quang: >3 cm

- Chidu dai: >200 cm

- Pat tiéu chuan chit lugng: 1SO. CE

chirng nhan luu hanh ty do;
- 8an xuit tai nude tham chiéu
hodc san xudt tai Viét Nam.




Ticu chuan chit lwgng (-

STT Tén danh myc M@ ti yéu ciu vé tinh niing, thﬁ:jg s6 ky thuatva Ngubn gie, xuit xie(*); Gmy sé D‘gn
cdc thong tin lién quan vé k¥ thuat chuing nhin luu hanh tie do lrgng tinh
ciia cdc mede tham chiéu (*%))
- Dung cu bio vé mach dugc sir dung trong can thiép
ddng mach canh, dong mach vanh va dong mach
ngoai bién. 1
- Day din gan lwi loc hinh chop non, kém éng théng | Bap (mg mét trong céc dicu kign
Du bao vé chéng | din va thu hbi. sau: '
tdc mach ha luu - Chit liéu ludi loc: Nitinol hodc twong duong L. DBugc it nhat 02 nudc tham
dong mach vanh | - Miéng ludi loc ¢é khung tron chét liéu Vang - chiéu cdp gidy chimg nhan luu
60 va cie dong mach Tungstcn hodic twong dtrong hinhtwrdo 3 Cai
khéc dé ngan - Déy din dudmg xoay va di chuyen theo chiéu doc 2. Buge it nhat 01 nude tham
ngira bién co tic | ddc lap véi ludi loc, gitp ludi loc dn dinh trong qué chiéu cdp gidy chimg nhén lru
mach doan xa khi | trinh can thiép. hanh ty do; San xuidt tai nudc
can thiép - Dudmg kinh ludi loc 3 - Tmm, d¢ dai diy ddy 190- tham chleu hodc san xudt tai
320cm. Viét Nam
- Phis hop vai diy din 0.014" va 0.018".
- Puomg kinh vugt ton thuong: <3.8 Fr
- Dat tiéu chuin FDA va CE
- Stent 1iy huyét khdi mach ndo dugce lam bing
nitinol, cu tric md, thiét ké gdp cudn, tr bung cé thé | Bdp émg mot trong cdc diéu kién
thu hdi hoan toan. sau:
- Buong kinh: 3mm, 4mm, 6mm 1. Pugc it nhit 02 nude tham
- Chiéu dai stent 20mm, 24mm, 40mm chiéu cép gidy chimg nhan luu
- Gia do mach thdn | - Tuong thich vi dng théng dudmg kinh 0.017", hanh tr do 10 Cii
kinh 0.021", 0.027". 2. Du'oc it n]lalOl nudc tham
- C6 1 marker ddu gin, >3 marker ddu xa, va cd cic chiéu cap gidy chimg nhin lru
marker phan bé déu doc trén than stent véi khoang hanh tr do; San xuat tai nudc
cach tir 5-10mm. tham chiéu hofic san xudt tai
- Day day ¢ duo‘ng kinh 0.018" va >200cm. Viét Nam
- Dat ti¢u chudn chat lugng FDA va CE va ISO.
- C6 doan phu hydrophilic.
- B¢ Ong thong vdi dilator dinh kém thay sheath gitp SO
Ong thong can giam kich thude tai vi tri dam kim. Dgp g dlleu lélfn sa b
62 thiép mach mau - Kich thudc ong thoéng: cac cd 6F, 7F, 8F. _! tafre Ll hnucc}l] anil 10 Cai
thén kinh - Chiéu dai kha dung: cdc ¢ 80-110 cm. E“e}:’ Cdg gidy ching nhin hru
- Hinh dang déu tip: dang angled, straight. Anh o
- Pat tiéu chudn chit lugng: 150, CE
Dép tmg mot trong cac didu kién
- Chét ligu Nitinol, déu éng vat mém, S s .
- C6 chc dutmg kinh trong 0.068" va 0.071" ; duomg | L Duw¢ it nhat 02 nuéc tham
On thine b g | i 12031 0.083" va 0.0855" chixu:cap giayehimg:phin e
63 | e hOnE MY | Chidu dai 132 em. ok 0| cii
ut huyetkhot - HO trg/Tuong thich stent liy huyét khdi trong can 2, Buhcehsth imahan
thiép didu tri dt quy mach nio. chizit cap glay chiimg nhidn
- Pat tiéu chuin chat lugng FDA va CE va 1SO. HAM o, San XUia] G ni0s
tham chiéu hodc san xuat tai
Viét Nam
: gzzgi,g;::g:fn;atst]oal Théng vé hinh nén bip t'rng' du (iéc didu 'kién sau:
e - Khung thing: Puong kinh tir 6-10mm, chidu dair |~ DU0C it nhat 02 nude trong s
64 tent d?ng mach 20-60mm. cdc nirde tham chicu cap giay 3 Cii
canh - Khung hinh nén da 2 loai: 8-6mm va 10-7mm, Shing slpn e bt o
chidu dai 30-40 mm. - San z(uat t?l m_mc.fham chicu
- Pat tiéu chuin FDA vi CE hoscsinanitial VietNan
- C6 cdu triic sgi thép khong gi quin vong quanh than SD;F g mt trong;ede dicu kit
dé tranh gap va gnr nguyén hinh dang Iong ong théng . L ;
- Piu ngoai vi cia ong thong mém va théng l}.]!?uqci it ".'3‘“ (;]2, nucrc; t-halm
Vidng théng can | - C6 16p 4o hydrophilic bao bé mat ngoai, 16p PTFE ;é:-,e[:l[(:ragoglay chimng nhan oy
65 thiép mach mau | 16t long trong. % Dk RN M 10 Cai

than kinh

- Buong kinh ngoai gén-xa <2.7Fr-2 4Fr,

- Buong kinh trong >0.021", chidu dai >150cm,
twong thich vé&i diy dan dén 0.018".

- Pat tiéu chuén chét luemg FDA va CE va [SO.

chiéu cip gidy chimg nhin lru
hanh ty do; San xuét tai nudc
tham chiu hodc san xuét tai
Viét Nam




Tiéu chuéin chit hrgng (

. Mb ti yéu ciu vé tinh ning, thong 0 ky thuitva Nrmm:goc, .\uarxu(*), Gmy sé D‘O;n
STT | Towddenh my céc thong tin lién quan v& ky thujt chiing nhin liew hinh e do | lwgug | ot
cila cdc mwde tham chiéu (**))
- Lép bén luai thép vdi hai 1dp o polyurethane hodc
tuong duong Pap ung du cac diéu kién sau:
Ong thong ai - D¢ dai doan phu lép ai nude cho 0 ong thong chup - Puge it nhit 02 nuoc trong 50
nudc chyp tang, mach tang va mach ndo 14n lwot 13; >25cm va >40cm cac nude tham chiéu cép gidy 20 -
5o mach ndo, mach doan xa chirng nhan luu hanh ty do; )
ngoai bién - Kich thude: 5Fr v&i dudng kinh trong >1.1 mm - San xuét tai nudc tham chiéu
- Chiéu dai: 65-100 cm hoje san xuat tai Viét Nam.
- Hinh dang diu tip: Cobra, Yashiro, Mani
- B¢ khin chup mach vanh 3 15 gom: 01 khin chup
mach vanh kich thudc khodng 220cm x 370cm; 01 5 g ” G senan s s
tam phii da nang kich thude khoang 140cm x150cm; S’iﬁﬁ g mataongeds: el kien
o 01 khan trai ban dung Su k}ch t_huorc k!10ang }4Dcm X 1. Dirge it nhit 01 Hudc tham
67 B¢ khin chup 200cm, 01 bao chyp d_au de.n l'uch tlnfoc kht?ang chidu cép giéy chimg nhan lru 100 Bo
mach vanh 3 1& 60cm; 01 bao kinh chan chi kich thudc khoang hanh tr do ’
1209m x 120cm; bao dung Remote kich thudc 7 Co S‘(.—) hepw bt i K
kl%(i):[nlgmlr?gcmx%cm. va san xuat tai Viét Nam
- Pat tiéu chudn ISO 13485 hojc tuong ducmg
- My tao nhip tim 1 budng, ¢6 dap u‘ng tan s0
- Chup an tean MRI toan than 1.5T va 3T, khong
gidi han viing chup, thoi gian chup, chiéu cao cia
benh.nhé,n N Loz Dap itng cac diéu kién sau:
Bd may tao nhip | ~ Q‘.’a‘? Jy ngwong t_ac{ f1h1_'p ”‘f” YEM - Buge lt nhat 02 nudrc tham .
68 L% Iy - Vat li¢u tiep xiic mo: Titanium, polyurethane, 50 B
vinh vien 1 buong | ... chiéu cap gidy ching nhin luu
silicone rubber hoiic tuong dirong —
- Hb trg lap trinh thong sb theo tinh trang cta bénh T
nhin
- Pat tiéu chuan chit lugng 1SO 13485, CE hoiic
firong duong.
- Tac nhip tim, 2 buong c6 dép {ng nhip
- Thé tich may < 12,lcc, trong lugng <27,1gram
- Kich thuée may chidu cao x chiéu rong <44.7 mm
X 47.9 mm
- Cho phép lip trinh bién d¢ tao nhip 1én t6i 4 lan Bap g cac diéu kién sau:
69 May taq\ nhip 2 ngudng tao nhip - Duge it l'lhf::it 02 nudc tham 4 B
buong - Cho phép chup MRI toan than 1,5T va 3T khong chiéu cép gidy chimg nhan luu .
gidi han viing chup hanh tu do;
- C6 chire ning khuyén khich nhip thit ndi tai
- Cé chirc ning goi y cdc thong sb gitp lap trinh may
thich hgp cho bénh nhan
- Tiéu chudn FDA va CE
Dap tng mjt trong cac diéu kién
sau:
_ . = 1. Duqc it nhat 02 nudc tham
Béng do dwomg Bo’ng do l? thorfg ]lct“l nljl o chiéu cdp gidy chirng nhén luu
70 ¥inh 13 -thong lisn | Kich thuoc, thong s6 ky thudt: cdc ¢ 18mm, hanh tr do . 3 BG
nhi 24mm, 34mm. 2. i?ufgq it n]}at 01 nudc tham
- Pat chirng nhin FDA, 1SO chiéu cap giay chimg nhan hru
hanh tr do; San xuat tat nudc
tham chiéu hodc sin xuit tai
Viét Nam
Tuong thich vdi cac loai catheter chin doan. U
Cipnbichin | - Chan céim két ndi cudi dugc ghi nhan. Biéin.fmg dicn kién sall
71 | doénloai 10 dién | - Chan cim ma vang 24K. - Duge it nhat 01 nudc tham 5 Cii
- PN S . chiéu cap gidy chimg nhin hru
cuc (céc cd) - Cap cé nhiéu mau sac khac nhau Lanhtit do
- Chieu dai =150 cm :
Tuong thich vdi céc loai catheter chin doan, . T2 — i
Cap néi chdn - Chén cim két ndi cudi duge ghi nhan, Bip he dle:l xien Bl
72 | dodnloaid dign | - Chin chm ma vang 24K. <D eniitL nuoo tim 10 cii
chiéu cap giay chimg nhan luu

cuc (cac cd)

- Cdp c6 nhiéu mau sic khic nhau
- Chicu dai >150 cm

hanh tur do




Titu Chlld[] chiit lrgng (

a A ;R PP & X Pon
Tén danh Mo ta yéu cau ve tinh niing, thong so k§ thujtva Nguon gic, xuist xtr(%); Gidy So Vi
STT €n danh myc céc thong tin lién quan vé k§ thuat chirng nhin hou hanh tir do lrong | o
ciia cdc nurde tham chiéu (*%))
Pap tmg mdt trong cac diéu kién
Kich thuee: SF; 7F e ot trong
Ho nhict do qua %ap "h“;t digx 46 khi 1. Ducrc it nhat 02 nudc tham
Catheter (5ng lel) thé uén cong dau catheter vdi cic mirc do khic chiéu cip gidy chimg nhan I
£ g3 nhau
thdng) dot dau hanh tu do 5 Cii
L uén cong 1 huéng Tay cém da4yg\co Bl die - . 2. Buoc 1tnhat01 nude tham
- Co tdi tiéu 4 dién cuc. Bé rong dién cyc =1 mm. Pau chifu cip gidy chimg nhén luu
dign cue 2 : mn} - hanh o do; San xuét tai nudc
th}angfa;«‘:h c(l)u;n SHE - mm tham chiéu hoic san xuat tai
Chi¢u dai=110cm Viét Nam
Dap (rng mét trong céc dicu kién
sau:
o gmh ‘ht‘}i“f 4 ]: hr‘r’]‘*ilfgng i 1. Puge it nhét 02 nwéc tham
atheter chan dau catheter me A A o4 . A
ay chimng nhén luu
dodn loai 10 C_ﬁ;én Than dang bén dé kiém soat lyc xodn, luc ddy Eg;ﬁ]:lt;ﬂgogl 4 b .
% | WpenDh | Cheadisth 2 Buge itnhdt O nucc tham | > | C¥
dau 2 khac gx"?“g e chiéu cép giy chimg nhin luu
nhau e ¢ e hanh ty do; San xudt tai nwde
AN TR T tham chiéu hodc san xuat tai
Viét Nam
Dép (g mt trong cac diéu kién
’ 3 sau:
2 KI;Ch thude: 4F’:5F’ 6F. & 1. Puoc it nhat 02 nude tham
Catheter chan Pau catheter mém, khong bén. Aoty sl i "
. . N s . : z chieu cip giay chimg nhén luu
dodn loai 4 cyc, Thin dang bén dé kiém sodt luc xoan, luc day
—— s T— . hanh ty do 3y
75 loai mém, vai Nhiéu kiéu cong khic nhau 10 Céi
S : ? = 2 Dtrqc it nhat(]l nudc tham
nhi€u dau cong Khoéng cdch dién cyc =2 (mm)
; 1 i chiéu cap gidy cernB nhén heu
khac nhau Be rgng dién cuc <1 mm
Chidu dai >120 hanh ty do; San xuét tai nudce
reudar=totem tham chiéu hogc sin xut tai
Viét Nam
it Pap tmg mt trong céc diéu kién
Catheter 84t diu ThED d?l nhi¢t dg thong qua dién tr& nhiét va cip s
1 nhiét dién. ; 2 ,
udn cong 2 3 , o 1. Pugc it nhat 02 nudc tham
" it o Dau catheter quay theo 2 hudng. Nhicu ki¢u cong Fer i ik . 2
hudng, co thé uon ihdeihan chieu cép giay chimg nhén luu
76 dugcnhicudd |y 145 huong tw don hpohiduedo- 4 Cii
cong khac nhau, n0a tal rdng cong. 2. Pugc it nhat 01 nudce tham
Co toi thiéu 4 dién cuc T ; .
<o tay cim diéu . - 5= chieu cap gidy chimg nhén luu
Khoang cich dién cyc =2 mm ; e i
khién d¢ cong hai Iy . : s a5 hanh tir do; San xudt tai nudc
a Pau catheter kich thuéc >4 mm. Be rdng dién cyc = " RN -
bén tham chiéu hodc san xuat tai
Lo, Viét Nam
Chicu dai>115 cm i
- Bau do siéu dm mach vanh va ngoai bién
- Sir dung phu hop véi may hé thong siéu dm trong
long mach Volcano CDrporationNo!carica CORE Dip img mt trong cic diéu kién
Series s5 !magrng System hién co cia Bénh vién. sau:
- Biu do mém va nhon v&i mat bam vao <0.019" L. PBugec it nhat 02 nude tham
gilp dé di vao cac stent va san thwrong kho chiéu cap giay ching nhén luu
77 Pau do IVUS - Tuong thich vdi cac loai day din can thiép dong hanh tir do 100 Cii
dién tir cdc ¢ mach vanh 2. Buge it nl'!ét 01 nuwdc tham
- Hinh dnh VH-IVUS phdn loai thanh >4 loai m chicu cip gidy chirng nhin luu
gilip xdm nhap dén san thuong dé dang hanh tir do; San xudt tai nude
- B¢ xam giup xam nhap san thuong va dit stent tham chiéu hofic san xudt tai
chinh xde Viét Nam
- Pat tiéu chudn chét legng 1SO 13485 hoiic tuong
duong.
- Dung cu duge thiét ké tir hgp kim nho hinh dang
ludi Nitinol, lhlch ing hinh dang hoan toan voi giai Pap tmg du cac diéu kién sau:
phiu sinh Iy ciia éng dong mach. - Dugec it nhat 02 nudc trong so
78 Dua bit ong dgng | - Dia duge dém thém nhing két cdu polyester gitip cac nuée tham chiéu cdp gidy 3 Bé

mach

qua trinh ndi mac héa Ién tir bén trong.

- B cac kich thudc (A/B): 5/4, 6/4, 8/6, 10/8, 12/10,
14/12, 16/14 mm

- Pat ching nhdn FDA, 1SO

ching nhén luu hanh tr do;
- San xudt tai nude tham chiéu
hodc sén xuat tai Viét Nam.
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79

Du bit thong lién
nhi (ASD)

- Dung cu dugc thiét ké tir hop kim nhé hinh dang
luéi Nitinol, thich tng hinh dang hoan toan voi gidi
phiu sinh 1y cta vach lién nhi.

- Dia dugc dém thém nhing manh két cdu polyester
gilip qua trinh ndi mac héa 1én tir bén trong

- Du cac kich thudc: 4-40 mm

- Pat ching nhin FDA, 1SO

Dip img cac diéu kién sau:

- Duge it nhat 02 nudc tham
chiéu cép gidy chimg nhdn lueu
hanh tu do;

80

Du bit thong lién
that (VSD)

- Dung cu dugc thiét ké tir hgp kim nhd hinh dang
lugi Nitinol, thich émg hinh dang hoan toan voi giai
phéu sinh 1y ciia vach lién that,

- Dia duge dém thém nhimg manh két cau polyester
gitip qua trinh ndi mac héa Ién tir bén trong

- Bii cac kich thudc: 4,6,8,10,12,14,16,18 mm

- Dat tiéu chuian chit lugng 1SO 13485 hogc trong
ducmg

Dip irng du cac diéu kién sau:

- Duge it nhat 02 nude trong 56
cdc nude tham chidu cp gidy
chirng nhén luwu hanh tr do;

- San xudt tai nude tham chidu
hodc san xuét tai Viét Nam.

81

Dung cu hd trgr
bung di dong
vach ngan lién
nh; lién that, dng
dong mach va 16
tiéu nhi loai 180
do

-Co ong day gbm dau tip can quang, van plastic, cap
chuy én tai va dung cu tdi, van cam mau dp suat cao
voi khdp nbi xoay.

- Chéng gidp gly trong nhimg giai phiu sinh Iy phirc
tap.

- V&i thiét ké mai nhé nhit dé thich ang véi dung cu
tirong ing, it xam lin

- ba kich thudce cac cd: 5F, 6F, 7F, 8F, 9F.

- Dat tiéu chuan chit lugng 1SO 13485 hojic twong
dLrUng

Dép (mg du cac diéu kién sau:

- Duge it nhit 02 nuoc trong s6
cac nude tham chiéu cép gidy
chimng nhan Irru hanh tu do;

- San xuit tai nuge tham chiéu
hodc sin xudt tai Viét Nam.

Cai

82

Dung cu hd trg
bung du dong
vach ngan lién
nhf; lién thét, éng
dong mach va 1§
tiéu nhi loai 45 do

- Véi ong diy gom dau tip cin quang, van plastic, cap
chuyén tai va dung cu ti, van cam méu dp sudt cao
vdi khdp néi xoay.

- Chéng gidp gdy trong nhimg giai phiu sinh Iy phirc
tap.

- Vi thiét ké mdi nho nhét dé thich (mg vdi dung cu
tuang (g, it xim lin

- Kich thuéc cac ci: 6F, 7F, 8F, 9F, 10F, 12F, 13F

- Dat tiéu chudn chit lugng 1SO 13485 hodc twong
duong.

bap ung du cac diéu kién sau:

- Pugc it nhit 02 nudc trong sb
céc nude tham chiéu cdp gidy
chirng nhén luu hanh ty do;

- San xudt tal nude tham chiéu
hodc san xudt tai Viét Nam.

83

Stent graft dgng
mach chu nguc

- Sir dung diéu trj bénh Iy dong mach chi ngue

- C6 mét stent ddu gan vdi 8 dinh stent khdng c6 lop
phu, lam cho déu gan cia stent bam chdc hon,phin bé
déu lye,

- Khong cé thanh kim loai chay doc trén lung stent

- Céc miit stent cdu tao hinh Sin gifip ting d linh
hoat va tuong thich tét véi long mach.

- C6 diém danh déu chat liéu platinum hoiic trong
dwong giap téng kha ning quan sat

- Hé thong dén stent phi hydrophilic giop dé dang
dua stent vao long mach.

- Hé théng bung stent diéu khién bing cach xoay tron
gitip dit stent chinh xdc voi 3 bude bung stent don
gian.

- Kich c&: Duémg kinh caa Stent tir 22mm dén
46mm.

- Chit li¢u; Stent: Nitinol

- Tiéu chuén CE

Dép img da cac diéu kién sau:

- Bugc it nhit 02 nuoe trong s6
céc nudce tham chidu cdp gidy
chimg nhdn luu hanh tu do;

- San xuét tai nudc tham chiéu
hoic san xudt tai Viét Nam.

as

-
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Stent graft dong
mach chi bung

- Surdung cho phmh tach dong mach chia Bung, c6
kich lhuuc hé théng din 18F (phdn than chinh) 14F
(phén ndi dai).

- Buge phi I6p di nudc giup ting kha ning lai stent,
hé thong linh hoat chéng gap xofin.

- Piu gan c6 stent chir M: glup chéng gap giy, ap sat
thanh mach va han ché si gép nép.

- Chén ghim ( méc neo) trén gitp ting kha nang bim
va giam sy trdi tudt stent.

-C6 4 diém danh déu diu gin vdi 1 diém danh dau
hinh chir ¢ giop xdc dinh hudng trudce -sau cua stent

- bugng kinh ciia Stent tr 23mm dén 36mm dbi vm
thn chinh va tir 10mm dén 28mm dbi v6i than ndi
dai.

- Chét liéu: Stent: Nitinol; Graft: Polyester da sgi mt
dg cao.

- Tiéu chuin CE

Dép ung du cic diéu kién sau:

- Purgc it nhét 02 nudc trong s6
céc nude tham chiéu cép gidy
chimg nhan lrru hanh fir do;

- San xuét tEl] nuwde tham chiéu
hoic san xuit tai Viét Nam.




Ghi chii: Déi véi cde mdt hang khong phdi la vat twy té nha thau van Bdo gid theo
mdu Bdo gid (dinh kém théng bdo).

2. bia diém cung cép, lép dat; cac yéu ciu vé van chuyén, cung cép, lép dat,
bao quan vat tu 'y té:

- Phong Vat tu — Thiét bi y té, Bénh vién Da khoa Trung uong Quang Nam.

- Thon Nam Son, x4 Tam Hiép, huyén Nui Thanh, tinh Quang Nam.

3. Thoi gian giao hang du kién: 07 ngay.

4. Du kién céc diéu khoan tam tng, thanh todn hop ddng: Thoi gian thanh
toan téi thidu 120 ngay ké tir ngay bén ban xuat hod don va cé bién ban nghiém thu
cho tirg lan nhép hang.

5. Céac thong tin khac (néu c6).

Noi nhin:

- Nhu trén; V‘Q

- Luu: VT, VI-TBYT "——

Tran Duong Quan
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