TRUGNG PAI HOC Y HA NOI CONG HOA XA HQI CHU NGHIA VIET NAM

BENH VIEN PAI HQC Y HA NOI Poc lap - Tw do - Hanh phic
S6:|151/TB- BVPHYHN Ha Ngi, ngay (|4 thdng ((,ndm 2025

THONG BAO
V& viée yéu cAu bdo gia hang ho4, dich vu phuc vu cdng tic

kham chira bénh ciia Bénh vién Pai hoc Y Ha Noi

Kinh giti: C4c hing san xudt, nha cung cap tai Viét Nam

Bénh vién Dai hoc Y Ha Néi c6 nhu cu tiép nhan bdo gi dé tham khao, xay
dung gié gbi thau, lam co s& t4 chtrc lua chon nha thdu cho géi thdu mua sim céc
mat hang chi tiét nhu Phu luc 3 kém theo.

I. Théng tin ciia don vi yéu cau bao gia

1. Pon vi yéu ciu bdo gia: Bénh vién Pai hoc Y Ha Néi

2. Thong tin lién hé cia nguoi chiu trach nhiém tiép nhén bao gia:

Ong Tréan Tuén Pat, Chuyén vién Phong V4t tu thiét bi- Quan tri, Phong 511,
toa nha A2, Bénh vién Dai hoc Y Ha Noi. SDT: 083.916.6768. Email:

Dattran7620@gmail.com.

3. Céch thirc tiép nhan béo gi:

Nhén truc tiép tai dia chi: Phong Vit tu thiét bi - Quan tri, Phong 511, ta nha
A2, Bénh vién Pai hoc Y Ha Noi

4. Thoi han tiép nhéan béo gia: T 08h00 ngay 03 théng dg ndm 2025 dén
trude 17h00 ngay [+ thang 046 nam 2025.

Céc bo gid nhan dugc sau thoi diém néu trén sé khong duogc xem xét.

5. Thoi han 6 hidu luc cia bio gia: Téi thiéu 180 ngay, ké tir ngay /7  thangds

ndm 2025.

IL Noi dung yéu cau bio gia:

O
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1. Danh muc hang hoa: Chi tiét trong Bang md ta céc tinh ndng, yéu cau ky
thuat co ban cua céc thiét bi y té tai Phu luc 03 kém theo.

2. Dia diém cung cap, Iip dat; cac yéu cAu vé vén chuyén, cung cép, l4p dat,
bao quan thiét bi y té:

- Giao hang héa tai Bénh vién Pai hoc Y Ha Noi, moi chi phi van chuyén do
nha cung cip chiu.

- Hang hoa trong qua trinh véan chuyén phai thuc hién theo quy dinh cta nha
san xuét.

- Pia diém nhan hang: TAng 5 nha A2 - Bénh vién Pai hoc Y Ha Noi, s6 1 Tén
Thit Tung, Déng Pa, Ha Nbi.

3. Thoi gian giao hang du kién: Giao hang trong vong 15 ngay ké tir ngay nhén
duoc thong bao dit hang ctia Bénh vién.

4. Du kién vé cac diéu khoan tam tmg, thanh toan hgp déng:

- Gi4 tri thanh toan: bing sb luong thuc t& nha thau da thuc hién nhan véi don
gia cb dinh trong hop d6ng hodc phu luc hop ddng (néu co).

- Phuong thic thanh todn: chuyén khoan trong vong 90 ngay tinh tir ngay cubi
cung cua thang xudt héa don sau khi Bén A nhan dugc hoa don chimg tir hop 1€, hop
phap.

5. Thoi gian thue hién hop ddng: 24 thang ké tir ngay ky

6. Céc thong tin khéc (néu co).

- Kinh dé nghi cc cong ty, cdc nha cung cép nghién ctru k§ cac yéu cau va
Jam theo huéng din di néu tai cac Phu luc dinh kém théng bao nay.

- Luu y: Pé danh gid dap Gmg vé k¥ thuét ciia hang héa do cong ty chao gid so
voi yéu cAu cua Bénh vién, dé nghi Cong ty thuc hién day di cac yéu cAu néu tai cac
phu luc dinh kém théng béo. Céc bdo gia khong cung cp day du thong tin theo yéu
cAu tai phu luc ctia thong béo thi Bénh vién s& khong c6 du cén cu dé tdng hop, xem
%et.

- Puoc chao gia 1 hodc nhidu muc hang trong danh muc moi chao gia theo kha

ning cung cap cua cdng ty.



- Pé nghi cic cong ty thuc hién 14y (c4c) file mAu, thyc hién l8p bao gid qua

hé théng hd tro tai dia chi:
https://sites.,qoogIe.com/view/hmuh—vttbqtf’qu%E1%BA%A3n—l%C3%BD—ch%C3%AOO-gi%C?)%A1-v8

hodc quét ma QR phia dudi dé truy cap.
Tai khoan truy cap guest@123 mat khau 121212,

Trén trong cam on./.

Noi nhin: KT. GIAM POC
- Nhu trén;
- Luu: VT, VTTB-QT.

Nguyén Thanh Binh




PHU LUC 01
Cic yéu ciu chung vé lip bio gia

(Kem theo Théng bdo sé 1191 /TB-BVDHYHN ngay 03 thang 06 ndm 2025)

STT Théng tin Chi tiéu Panh gia dap @ng k¥
thuit ctiia Bdo gia

Cong ty phai lap bang dp tng | C6 bang dép tmg v6i dy | Dép tng
tinh ning chi tiét chia hang hoéa | du thong tin yéu cdu
do Cong ty chao so véi yéu clu
ctia Bénh vién nhu MAu 1 tai Phu
luc 02

Khong c6 bang dap tng | Khong dap tung
hodc bang dap tng khong
c6 day du thong tin

- Bénh vién d4nh gi4 gia mirc do ddp (ng k§ thuat ctia hang héa cong ty chao dua trén co
s¢ Bang ké khai thong s6 k§ thuat - do cong ty tw ké khai — ty chiu tréch nhiém trudc phap
lut vé tinh chinh xdc clia cac ndi dung do cdng ty tw ké khai. Trudng hop cAn thiét Bénh vién

s& yéu cau lam 8, cong ty phai cung cip tai liéu d€ chimg minh.

- Yéu céu k¥ thuat néu trong Phu luc 03 1a cac thong sb yéu ciu tham khéo co ban dé Bénh
vién xdy dung du todn mua sim. Cong ty c6 thé chao loai hang héa twong duong hodc tt hon.

- Trudng hop hang héa cong ty chao khong dap ng diy dii cic yéu ciu vé Tinh ning,
théng s6 kv thuét va/hoic Chirng nhin va/hodc Xuét xit, Bénh vién dé nghi cong ty vin
thwe hién chio gia va ghi chi rd céc tiéu chi khéng ddp tng. Bénh vién s& xem xct téng thé
céc tiéu chi va gi4 chao clia cong ty. Néu (cac) tiéu chi khong dép Gmg khong dnh hudng qua
nhiéu dén tinh ning, céng dung, chit lugng clia hang hoa, Bénh vién s& chip thudn bao gia cia
cong ty va didu chinh tiéu chi yéu cdu twong tng dé phit hop véi thuc té hang héa trén thi
trudng nhung van dam bao yéu cdu chuyén mén va hiéu qua diéu tri cho bénh nhan.

- Pé dam bao tinh ddng bo, dé nghi cong ty chio gia diy @i cac danh muc hang héa trong
1 phén.

- Cong ty cung cip kém theo Bédo gia (c4c) két qua tring thiu gin nhit trong vong 360
ngay (néu c6) ciia (c4c) thiét bi y té twong tu da chao gia cho Bénh vién.

- Trudng hgp cong ty c6 nhiéu thiét bi, nhiéu model cing dép Gng véi nhiéu mirc gi4 khac
nhau thi cong ty 1am cho mdi thiét bi, mdi model mdt bang déap tmg k¥ thuat, bao gid mdi model

riéng biét. B




PHU LUC 02

MaAau 1: Bang dap tng ky thuit

(Kém theo Théng bdo s6 1191 /TB-BVDHYHN ngay 0% thdng 06 nam 2025)

BANG PAP UNG K¥ THUAT HANG HOA CHAO GIA

Yéu cidu moi chao gia

(Chi tiét tai Phu luc 03)

I Cic diém khong
Tinh BRSO dat ke £
a at kem thuyét
Té STT STT TB Tén . thug’it chao gié
en nang, minh

theo | moichao | hang "
thong so

phin gia héa
ky thuit

Néu céc thong | - Néu 16 cac thong
s ky thuat ciia | s6 khong dép tng
hanghéa | cia hang héa (néu

twong tng voi | co) kém theo thuyét

céc tinh ndng | minh/ ly giai

k¥ thuatyéu | _ Trudng hop co
cau cong nghé/ giai
phép k¥ thudt tuong
dwong hoc tdt hon
nhung van dép ng
yéu céu chuyén
mdn dé nghi thuyét
minh cu thé
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PHU LUC 03
Bang mo ta cac tinh ning, yéu cAu k¥ thuét co ban ciia cac thiét bi y té

(Kém theo Thong bdo 56 |1 91 /TB-BVDHYHN ngay (3 thdng (\f, ndm 2025)
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[ Tén STT Tén hang hoé M6 ta yéu cAu vé tinh niing, thong s6 ky | DVT S6 lwgng/| Chitng nhén Xuft xir
phin | trong thuit Khoi
phén ! lrong
1|1P1.1 Bong nong djng - Ap Iyc trung binh > 6 atm, 4p luc gy v Cai 200|FDA (bao gdm
mach canh, dong bong > 10 atm. PMA hoic 510k-
mach thén twong thich | - C6 diém danh déu can quang. My¥) hodc
day dan 0.018" - Pudng kinh béng tir <4.0 mm dén>6.0 PMDA/MHLW
mm (Nhat)
- Chidu dai béng tir < 20 mm dén > 60mm
- Chidu dai 6ng thong c6 gdn béng tir <
90cm dén > 130cm
- Tuong thich véi day dén 0.018".
2|P2.1 Béng nong dong - Ap lyc trung binh > 6 atm, ap lyc gy vd Cai 200|FDA (bao gdm
mach canh, dong béng > 10 atm. PMA hoiic 510k-
mach than tuong thich | - C6 diém dénh déu can quang. M§) hoic
déy dén 0.014" - Pudng kinh béng tir < 4.0 mm dén>6 PMDA/MHLW
; mm (Nhat)
- Chidu dai béng tir < 20 mm dén > 40 mm
- Chidu dai éng théng c6 gén bong tir <
90cm dén > 130cm
- Tuong thich véi ddy dén 0.014".
3|P3.1 Boéng nong mach - Ap luc trung binh > 6 atm, 4p lyc gdy v&  |Céi 500 |FDA (bao gdm
ngoai bién, dwdng bong > 10 atm. PMA hodc 510k-
mit twong thich ddy | - Cé diém déanh du can quang. M5¥) hodc
dén 0,035", loai ép - Pudng kinh bong tir < 4.0 mm dén > PMDA/MHLW
luc thudng 10mm (Nhat)
- Chidu dai béng tir < 20 mm dén > 150
mm
- Chiéu dai éng thong c6 gin bong tir <
90cm dén > 130cm
- Tuong thich véi day dén 0.035".
4(P4.1 Boéng nong mach - Ap luc trung binh > 6 atm, dp luc gy v0 Céi 500|FDA (bao gém
ngoai bién, dudng béng > 10 atm. PMA hoidc 510k-
mat twong thich ddy | - C6 diém dénh déu can quang. M¥) hoic
dén 0,035" loai 4p luc | - C6 16p phu chéng truot. PMDA/MHLW
thuong, ¢ chéng - Pudng kinh bong tir <4.0 mm dén>10 (Nhat)
truot mim
- Chiéu dai béng tir < 20 mm dén > 150
mm
- Chiéu dai éng théng cé gén béng tir <
90cm dén > 135cm
- Tuong thich véi ddy din 0.035" va hé
théng 6F
5(P5.1 Bong nong mach - Ap Iyc trung binh > 7 atm, 4p luc gy v& |Céi 500 |FDA (bao gdm
ngoai bién, duong bong > 14 atm. PMA hoidc 510k-
mit trong thich day | - C6 diém d4nh déu cén quang. M) hodc
dan 0,035", loai 4p - Pudng kinh béng tir < 4.0 mm dén>12.0 PMDA/MHLW
luc cao mm (Nhat)
- Chidu dai béng tir < 20 mm dén > 100
mim
- Chidu dai éng thdng c6 gan béng tix <
90cm dén > 135cm
- Twong thich véi day dan 0.035".
6|P6.1 Béng nong mach - Ap luc trung binh > 6 atm, ap luc gy v&  |Cai 500 |FDA (bao gbm
ngoai bién fuong bong > 10 atm. PMA hoic 510k-
thich ddy din 0,018", | - C6 diém dénh déu cén quang. M§) hoic
loai dp luc thudng - Pudng kinh béng tir < 2.0mm dén> PMDA/MHLW
5.0mm (Nhat)
- Chiéu dai béng tir < 20mm dén > 150mm
- Chidu dai éng thong c6 gin bong tr <
90cm dén > 130cm
- Twong thich v&i diy dan 0.018" L




Tén ‘thong s ki | DV /| Chiing nhan | Xuit x&
[ B s : v Eiea e e o Sl
7|P7.1 Béng nong mach - Ap luc trung binh > 6 atm, 4p luc gy v  |Céi 500|FDA (bao gdm
ngoai bién tuong béng > 10 atm. PMA hodc 510k-
thich day dén 0,018" | - C6 diém d4nh déu can quang. M¥) hoic
loai 4p luc thuong, ¢6 | - C6 16p phi chéng trugt. PMDA/MHLW
chéng trugt - Dudng kinh béng tir < 2.0mm dén > (Nhat)
5.0mm
- Chiu dai béng tir < 20mm dén > 150mm
- Chiéu dai ng thong c6 gén béng tir <
90cm dén > 130cm
- Tuong thich véi diy din 0.018" ,
8|P8.1 Bong nong djng - Bong nong mach vanh ap luc thudng, Céi 3000|FDA (bao gdm  |G7 hoic Lién
mach vanh ép luc - C6 diém d4nh dAu can quang PMA hoic 510k- {minh Chiu
thuomg loai 1 - Ap lyc trung binh > 6atm; 4p lyc v& bong M§J) hoic Au
> 12atm PMDA/MHLW
- Chidu dai béng téi thidu < 10mm, chiéu (Nhat)
dai béng tdi da > 20mm
- Pudng kinh bong t6i thicu < 1.5mm;
Puong kinh béng tdi da > 3.5mm
- Hé théng bong 12 Monorail
9(P9.1 Bong nong dfng - Béng nong mach vanh ép luc thudng, Cai 3000|FDA (bao gbm
mach vanh ap luc - C6 diém danh du can quang PMA hodc 510k-
thuong loai 2 - Ap luc trung binh > 6atm; 4p Iyc v& bong M§) hodc
> 12atm PMDA/MHLW
- Chiu dai béng téi thidu < 10mm, chiéu (Nhét) hoic
dai béng t6i da > 20mm ARGT (Uc) hoic
- Pudng kinh béng t5i thidu < 1.5mm; CE (MDD/MDR)
Pudng kinh béng t6i da > 3.5mm hoic ISO 13485
- Hé théng bong 14 Monorail hodc tuong
duong
10|P10.1 Bong nong dong - Béng nong mach vanh ap lyuc cao Cai 3000|FDA (bao gdm |G7 hoic Lién
mach vanh ap lyc cao | - C diém dénh déu cin quang PMA hoic 510k- |minh Chéu
loai 1 - Ap lyc trung binh > 12atm, Ap luc v M) hoiic Au
béng > 18atm PMDA/MHLW
- Chidu dai béng t8i thidu < 10mm; chiéu (Nhat)
dai béng tbi da > 20mm
- Pudng kinh béng tbi thiéu < 2.0mm,
duong kinh béng tdi da > 5 mm
- Hé théng bong 12 Monorail
11|P11.1 Bong nong dfng - Bong nong mach vanh ap lyc cao Cai 3000|FDA (bao goém
mach vanh 4p luc cao | - C6 diém dénh dAu can quang PMA hodc 510k-
loai 2 - Ap Iyc trung binh > 12atm, Ap lyc vd M¥) hoiic
béng > 18atm PMDA/MHLW
- Chiu dai béng t6i thidu < 10mm; chiéu (Nhat) hoic
dai béng tbi da > 20mm ARGT (Uc) hoidc
- Pudng kinh béng téi thidu < 2.0mm, CE (MDD/MDR)
dudmg kinh bong tdi da > 5 mm hoiic ISO 13485
- Hé théng bong 13 Monorail hoic twong
duong
12|P12.1 Béng nong déng - Bong nong mach vanh 4p luc cao Cai 600|FDA (bao gbm |G7 ho#c Lién
mach vanh &p lyc cao | - Co diém d4anh déu can quang PMA hoic 510k- {minh Chéau
loai duomg kinh 16n | - Ap lyc trung binh > 12atm, Ap luc v& M¥) hoic Au
bong > 18atm PMDA/MHLW
- Chiéu dai béng t6i thidu < 10mm; chiéu (Nhat)

dai béng t6i da > 20mm

- Pudng kinh bong t6i thidu < 2.0mm,
dudmg kinh béng téi da > 6 mm

- Hé théng béng 12 Monorail
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13|P13.1 13|Béng nong dong - Béng c6 chirc ning hoat dong kép va linh |Cai 750 |FDA (bao gbm
mach vanh loai c6 &p |hoat & timg dleu kién &p sut: 13 béng 4p luc PMA hoédc 510k-
luc kép thudng & 4p suit < 8atm va 12 béng ap luc My¥) hodc
cao & 4p suit > 12atm. PMDA/MHLW
- C6 diém d4nh déu can quang. (Nhat) hodc
- Pudng kinh béng tir < 1.5 mm dén>4.0 ARGT (Uc) hodc
mm CE (MDD/MDR)
- Chiéu dai béng tir < 10 mm dén > 25 mm hodic ISO 13485
- Hé théng béng 1a Monorail hofic tuong
' duong
14(P14.1 14|Béng nong dong - C6 phit thude Sirolimus Cai 200 |FDA (bao gbm
mach vanh pht thude |- Ap Iyc trung binh > 6 atm, dp luc gay v& PMA hodc 510k-
Sirolimus loai 1 béng =12 atm M¥) hodc
- Pudng kinh béng tir < 1.5 mm dén > 4.0 PMDA/MHLW
mm (Nhét)
- Chidu dai béng tix < 15 mm dén > 25 mm
15|P15.1 15|Béng nong dong - Cé phii thubc Sirolimus Cai 300|FDA (bao gbm
mach vanh pht thudc | - Ap luc trung binh = 6 atm, ap luc giy vo PMA hodc 510k-
Sirolimus loai 2 béng > 12 atm. M¥) hodc
) - Cé diém d4nh déu can quang. PMDA/MHLW
- Pudng kinh bong tir < 1.5 mm dén > (Nhat) hodc
4.0mm. ARGT (Uc) hoic
- Chidu dai béng tir < 15 mm dén > 25mm. CE (MDD/MDR)
- Hé théng béng 13 Monorail hodic ISO 13485
hodc twong
duong
16|P16.1 16 |{Béng nong dong - C6 phit thudc Paclitaxel Cai 350 |FDA (bao gbm
mach vanh pha thuée |- Ap lyc trung binh > 6 atm, dp lyc gy v& PMA hodc 510k-
Paclitaxel loai 1 béng =12 atm M#) hodc
- Pudng kinh bong tir < 2.0 mm dén > 4.0 PMDA/MHLW
mm (Nhét)
- Chidu dai béng tr < 15 mm dén > 25 mm
17|P17.1 17|Béng nong dng - C6 phit thubc Paclitaxel Cai 350|FDA (bao gbm
mach vanh phi thude |- Ap lyc trung binh > 6 atm, dp lyc gy v& PMA hodc 510k-
Paclitaxel loai 2 bong >12 atm M§¥) hodc
- Pudng kinh béng tir < 2.0 mm dén > 4.0 PMDA/MHLW
mm (Nhét) hodc
- Chiéu dai bong t < 15 mm dén > 25 mm ARGT (Uc) hodc
CE (MDD/MDR)
hodc ISO 13485
hodc frong
duong
18|P18.1 18|Bong nong dong - Ap luc trung binh > 6 atm, ap lyc gdy v& Céi 200|FDA (bao gém
mach vanh c6 gin  |béng > 12 atm. PMA hodc 510k-
lui dao nho dé didu | - Cé diém d4nh déu can quang. M§) hoiic
tri tbn thuong cimg | - Pudng kinh béng tir < 2.0 mm dén > 4.0 PMDA/MHLW
(tdi hep trong stent,  |mm (Nhat)
vdihoa...) - Chidu dai béng tir < 6mm dén > [Smm
- C6 > 3 ludi dao gin doc trén bé mit ngoai
cia béng
19(P19.1 19|Béng nong ddng - Ap luc trung binh > 14 atm, 4p luc gdy v& |Cai 800|FDA (bao gbm
mach vanh loai dp luc |bong > 24 atm. PMA hoic 510k-
cao, ding dé pha tdn | - C6 diém danh dfu cin quang. My¥) hodc
thuong voi hoa - Pudng kinh béng tir <2.0 mm dén>4.0 PMDA/MHLW
(Nhét)

mm
- Chiéu dai bong > 10mm

- C6 gin 3 thanh t4 nylong linh hoat doc
theo bén ngoai béng cach nhau 120 d§

')
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20|P20.1 20|Béng nong déng - Bong nong mach vanh 4p luc thuong, Cai 75|FDA (bao gbm
mach vanh loai Over | - Cé diém dénh déu can quang PMA hoic 510k-
The Wire - Ap luc trung binh > 6atm; 4p lyc v& bong M¥) hodc
> 12atm PMDA/MHLW
- Chiéu dai béng téi thidu < 10mm, chiéu (Nhat)
dai béng ti da > 20mm
- Pudng kinh béng tbi thidu < 1.5mm;
Puong kinh béng ti da > 3.5mm
- Hé théng béng 12 Over The Wire
21|P21.1 21|Béng nong déng - Béng nong mach vanh ding cho tbn Céi 750 |FDA (bao gdm
mach vanh chuyén thuong voi hoa va hep khit PMA hodc 510k-
dung cho tén thuong | - Cé didm danh dAu cin quang M¥) hodc
CTO - Ap Iyc trung binh > 6atm; 4p hrc v bong PMDA/MHLW
> 12atm (Nhit)
- Chidu dai béng céc ¢d, trong d6 cb tbi
thidu ¢& < 5mm
- Dudng kinh béng céc o, trong d6 cb ti
thiu ¢& < 1.0 mm
- Pudng kinh thin béng vugt tén thuong
(Crossing Profile): < 0.58 mm
- Hé théng béng 12 Monorail
22|P22.1 22|Bong nong hd trg ddi |- Ap luc trung binh > 8atm, ap luc giy v& | Céi 150|{FDA (bao gbm
microcatheter trong  |bdéng: > 14atm. PMA hodc 510k-
can thiép déng mach | - C6 didm danh du cén quang M¥) hoiic
vanh - Pudng kinh béng < 5 mm PMDA/MHLW
- Chiéu dai béng tir < 10 mm dén > 15mm (Nhat)
- Gitip cb dinh vi tri clia Guidewire trong
bng thong, rat Microcatheter (OTW)
- Hé théng bong khong c6 lumen
) Guidewire
23(P23.1 23 |Béng nong déng - Bong nong mach vanh 4p lyc cao Cai 250 |FDA (bao gbm
mach vanh 4p lyc siéu | - Ap Iuc trung binh > 10 atm, 4p luc v& PMA hoic 510k-
cao béng > 30atm M§¥) hodc
- Chiéu dai béng tbi thidu < 10mm; chidu PMDA/MHLW
dai bong ti da > 20mm (Nhit)
- Dudng kinh bong 161 thiu < 1.5 num,
dwomg kinh bong t6i da > 4.5mm
- Hé théng béng 14 Monorail
24|P24.1 24|Béng nong dong - Béng nong déng mach ngoai bién c6 phu  |Céi 200|FDA (bao gdm
mach ngoai bién, ¢6  |thubc Paclitaxel hodc Sirolimus hoic tuong PMA hodc 510k-
phi thude, twrong dwong. M§) hoic
thich ddy dn 0.035" | - Ap luc géy v& bong > 9 atm. PMDA/MHLW
loai 1 - C6 didm danh déu cin quang, (Nhit)
- Dudng kinh béng tir < 4.0mm dén >
10.0mm
- Chiéu dai béng tir < 40mm dén > 150mm
- Chiu dai éng théng ¢6 gn béng tir <
90cm dén > 130cm
- Tuong thich vé&i day dén 0.035".
25|P25.1 25|Béng nong ddng - Béng nong dong mach ngoai bién c6 pht | Cai 200|FDA (bao gbm
mach ngoai bién, c6  |thudc Paclitaxel hodc Sirolimus hofc twrong PMA hodc 510k-
phtt thude, trong duong. M¥) hodic
thich day din 0.035" | - Ap luc gy v& béng > 9 atm. PMDA/MHLW
loai 2 - C6 diém d4nh déu cén quang. (Nht) hozc
- Pudng kinh béng tir < 4.0mm dén > ARGT (Uc) hoic
10.0mm CE (MDD/MDR)
- Chiéu dai béng tir < 40mm dén > 150mm hoic ISO 13485
- Chiéu dai éng théng c6 gén béng tir < hoic trong
90cm dén > 130cm duong
- Twong thich véi day din 0.035". yz
4
v
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26|P26.1 Bong nong déng |- Bong nong dgng mach ngoai bién co phu Cai 150|FDA (bao gdm
mach ngoai bién; thudc Paclitaxel hodc Sirolimus hodc tuong . PMA hoidc 510k-
AVF c¢6 phi thude, duong. M¥) hodc
twong thich ddy dan | - Ap luc gdy v& béng = 9 atm. PMDA/MHLW
0.035" - C6 diém dénh du can quang. (Nhit)
- Dudng kinh bong tir < 4.0mm dén > 7.0mm
- Chiéu dai boéng tir < 40mm dén > 150mm
- Chiéu dai éng thong c6 gén bong tir < 90cm
dén > 130cm
- Twong thich véi ddy dan 0.035".
- Cé chi dinh dé nong déng mach ngoai bién
va BN di lam ciu tay
27(P27.1 Béng nong dong |- Bong nong dong mach ngoai bién cé phu Cai 200|FDA (bao gdm
mach ngoai bién, co6 thude Paclitaxel hodc Sirolimus hodc tuong PMA hodc 510k-
phti thuée, twong | duong. M) hoic
thich day din - Ap Iyc gdy v& béng > 9 atm. PMDA/MHLW
0.018" loai 1 - C6 diém danh d4u cin quang. (Nhit)
- Puémg kinh béng tir <4.0mm dén>
10.0mm
- Chidu dai béng tir < 40mm dén > 150mm
- Chidu dai ng thong cé gin bong tir < 90cm
dén > 130cm
- Tuong thich véi ddy dén 0.018".
28(P28.1 Bong nong dong - Béng nong d6ng mach ngoai bién c6 phu Cai 200 |FDA (bao gdm
mach ngoai bién, co thude Paclitaxel hodc Sirolimus hodic twong PMA hodc 510k-
pht thubc, twong  |duong. My) hodc
thich day din - Ap luc gay v& béng > 9 atm. PMDA/MHLW
0.018" loai 2 - C6 didm dénh ddu can quang. (Nhat) hoic ARGT
- Puédng kinh béng tir < 4.0mm dén > (Uc) hoéic CE
10.0mm (MDD/MDR) hoic
- Chiéu dai béng tir < 40mm dén > 150mm ISO 13485 hoiic
- Chidu dai éng théng c6 gén bong tir < 90cm tuwong duong
dén > 130cm
- Tuong thich véi day dén 0.018".
29|P29.1 Boéng nong van - Chét lidu: Polymer hodc tuong dwong Cai 100{FDA (bao gbm
ddéng mach phéi, - Chiéu dai béng trong khoang tir 20 mm dén PMA hodc 510k-
déng mach cha dp |60 mm. My) hodc
lyc thuong - Pudng kinh bong trong khodng fir 5 mm PMDA/MHLW
dén 25mm. (Nhat)
- Ap lyc trung binh trong khoang tir 1.0 atm
dén 4.5 atm
- Ap Iuc v& béng trong khoang tir 1.5 atm
dén 6.0 atm.
- Chiéu dai h¢ thong > 80 cm.
- Hé théng twong thich ddy din c6 kich c&
0.021"hoic 0.035" tuy kich thudce bong.
- C6 diém d4nh ddu can quang
30|P30.1 Béng nong van - Chét liéu: Polymer ho#c tuong duong Cai 400|FDA (bao gdm
ddng mach phdi, - Chidu dai béng trong khoang tir 20 mm dén PMA hodc 510k-
déng mach chu, loai|60 mm. M¥) hodc
ép luc cao - Pudng kinh bong trong khodng tr 5 mm PMDA/MHLW
dén 25mm (Nhat)
- Ap lyc trung binh trong khodng tir 2.0 atm
dén 6.0 atm ( tuy dudng kinh béng)
- Ap lyc v béong trong khoang tir 4.0 atm
dén 15 atm ( tuy dudng kinh boéng)
- Chidu dai hé théng > 80 cm.
- Hé théng tuong thich ddy dén c6 kich c&
0.021"hodc 0.035" tuy kich thuéc bong
- C6 diém d4nh ddu can quang Vi
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31|P31.1 Khung gia d& - Khung gi4 d& chét lidu bing kim loai, loai tur | Cai 125|FDA (PMA- M¥)
(Stent) dong mach |gifdn no
canh loai ty né - C6 hinh dang thing, pht hop véi déng mach
canh.
- Twong thich véi day dan 0.014”
- Pap tmg ddng thai cac thong sb:
+ Pudng kinh khung: tir < 7.0mm dén >
10mm
+ Chiéu dai khung: tir < 21mm dén > 35mm
32|P32.1 Khung gia d& - Khung gi4 d& chét lidu b%mg kim loai, loai tu | Céai 350|FDA (bao gém
(Stent) déng mach |gidn n& PMA hodc 510k-
canh, duomg kinh |- Thiét ké thuén dén M¥) hoic
khong ddng déu |- Twong thich véi day din 0.014” PMDA/MHLW
loai tu nd - Béap ing ddng thoi cac théng sb: (Nhat)
+ Pudng kinh khung: C6 it nhét 2 loai gdm
10mm/7mm +/- Imm va 8mm/6mm +/- Imm
+ Chidu dai khung: tir < 30 mm dén > 40 mm
33|P33.1 Khung gi4 d& - Khung gi4 d& chét liéu bing kim loai, loai ty|C4i 125|FDA (bao gbm
(Stent) mach ngoai |gin nd ' PMA hoic 510k-
bién twong thich - Chiéu dai éng théng c6 gén khung tir < M¥) hodc
day din 0,018" v [90cm dén > 120cm. PMDA/MHLW
hé théng tha 4F, - Twong thich v&i diy dn 0.018” va hé théng (Nhét)
loai ty né& 4F
- Pép tmg ddng thoi céc thong sb:
+ Puodng kinh khung tir < 5.0 mm dén > 7.0
mm.
+ Chiéu dai khung tir < 30 mm dén > 150
mm.
34|P34.1 Khung gi4 d& - Khung gi4 d& chét liéu bang kim loai, loai tw |Ci 125|FDA (bao gdm
(Stent) mach ngoai |gidn nd PMA hodc 510k-
bién twong thich |- Chidu dai éng thong c6 gan khung tir < M#) hodic
day din 0,035" vd |90cm dén > 120cm. PMDA/MHLW
hé théng tha SF, |- Twong thich véi day din 0.035” va h¢ théng (Nhat)
loai tir né SF
- bap tmg ddng thoi céc thong sb:
+ Pudng kinh khung tir < 5.0 mm dén >
Tmm
+ Chiéu dai khung tir < 30 mm dén > 150
mm.
35|P35.1 Khung gi4 d& - Khung gi4 d& chét liéu bing kim loai, loai tir|C4i 150|FDA (PMA- M§)
(Stent) mach ngoai |gi&n nd
bién trong thich |- Chiu dai éng thong c6 gin khung tir <
day din 0,035" va [90cm dén > 120cm.
hé théng tha 6F, |- Twong thich véi day din 0.035” va h¢ théng
loai ty nd loai 1 6F
- Dép tmg ddng thoi céc thong sb:
+ Pudng kinh khung tir < 5.0 mm dén > 12.0
mm.
| + Chiéu dai khung tir < 30 mm dén > 150
mm.
36|P36.1 Khung gia d& - Khung gi4 d& cht liéu bing kim loai, loai tw |Cai 150|FDA (bao gbm
(Stent) mach ngoai |gi&n nd PMA hoic 510k-
bién twong thich - Chiéu dai dng théng c6 gin khung tir < M¥) hodc
day din 0,035" va |90cm dén > 120cm. PMDA/MHLW
hé théng tha 6F, |- Tuong thich vé6i day din 0.035” va hé théng (Nhit)
loai tu nd loai 2 6F
- Dép g dbng thoi céc théng sb:
+ Pudng kinh khung tir < 5.0 mm dén > 12.0
mm.
+ Chiéu dai khung tir < 30 mm dén > 150
mm.
[~
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37|P37.1 Khung gia d& - Khung gid 46 chét liéu bing kim loai, bung |Cai 100|FDA (PMA- M¥)
(Stent) dong mach |stent bang béong
thén loai 1 - Chiéu dai éng thong : cb gin khung < 150cm
- C6 diém danh du dé dinh vi v1 tri khung.
- Dap ung dbng thoi céc thong s
+ Pudng kinh khung tir < 4.5 mm dén > 7.0
mm.
+ Chidu dai khung tir < 14 mm dén > 18 mm.
38|P38.1 Khung gié d& - Khung gié d& chét liéu bing kim loai, bung |Cai 100|{FDA (bao gdm
(Stent) d¢ng mach |stent bang bong PMA hodc 510k-
thén loai 2 - Chiéu dai éng thong c6 gin khung < 150cm My¥) hodc
- C6 didm danh ddu dé dinh vi vj tri khung. PMDA/MHLW
- Pap ting ddng théi cc thong 56 (Nhat)
+Buorngkmhkhungh.r<45mmden>7 0
mimn. ,
+ Chiéu dai khung tx < 14 mm dén> 18 mm. ‘
39|P39.1 Khung gi4 d& dong |- Khung gid d& mach vanh bing kim loai Cai 600 |FDA (PMA- MJ)
mach vanh bing - Phii thudc sirolimus hofic everolimus hodc
kim loai phu thudc |twong ducmg, c6 trdn voi polymer tu tiéu
Sirolimus hodc - Dap ting dong thoi cac thong so:
Everolimus, c6 trn | + Dudng kinh khung t6i thidu < 2.25mm,
véi polymer loai 1 |dudng kinh khung tm da>4.0mm
+ Chiéu da1 khung ti thiéu < 10mm, chiéu
dai khung téi da > 36mm
40(P40.1 Khung gi4 d& dong |- Khung gia d& mach vanh bang kim loai Cai 1000 |FDA (bao gdm
mach vanh bing - Phu thude sirolimus hoic everolimus hodc PMA hodc 510k-
kim loai phil thube |twong duong, c6 trdn voi polymer M¥) hoidc
Sirolimus hodc - Pap tmg déng thoi cac thong 50: PMDA/MHLW
Everolimus, c6 tron | + Dudng kinh khung téi thiéu < 2.25mm, (Nhat)
véi polymer logi 2 |duéng kinh khung tm da > 4.0mm
+ Chiéu dal khung t6i thiéu < 10mm, chiéu
dai khung t6i da > 36mm
41(P41.1 Khung gia d& dong |- Khung gia d& mach vanh béng kim loai Cai 400 |FDA (bao gom
mach vanh béng - Phu thubec sirolimus hoic everolimus hodc PMA hodc 510k-
kim loai phu thude |tuong dwong, c6 tron voi polymer M¥) hodc
Sirolimus hodc - Pép ting dong thoi cac thong s0: PMDA/MHLW
Everolimus, c6 tron |+ Dudng kinh khung t6i thidu < 2.25mm, (Nhat) hodc ARGT
v6i polymer loai 3 (dudng kinh khung 101 da > 4.0mm (Uc) hodic CE
+ Chiéu dai khung ti thidu < 10mm, chiéu (MDD/MDR) hodc
dai khung tbi da > 36mm IS0 13485 hodc
frong duong
42(P42.1 Khung gi d5 dong |- Khung gid d& mach vanh bang kim loai Cai 600 |FDA (PMA- M¥)
mach vanh bing - Phi thudc zotarolimus hodc biolimus hodc
kim loai phu thudc  |tuong duong, ¢ trén véi polymer
Zotarolimus hodc |- Dép img dbng thoi cac thong s0:
Biolimus hogc + Dudng kinh khung t6i thiéu < 2.25mm,
tuong duong, co dudng kinh khung tm da>4.0mm
trdn voi polymer |+ Chiéu dai khung ti thidu < 10mm, chiéu
loai 1 dai khung i da > 36mm
43|P43.1 Khung gi4 & dong |- Khung gid d& mach vanh bing kim loai Cai 1000 [FDA (bao gbm
mach vanh bing - Phui thudc zotarolimus ho#c biolimus hodc PMA hodc 510k-
kim loai phi thudc |tuong duong, c6 trdn Vv6i polymer My¥) hodc
Zotarolimus hoic |- Dép tmg dong thdi cc thong s0: PMDA/MHLW
Biolimus hoéc + Dudng kinh khung t6i thidu < 2.25mm, (Nhat)
tuong dwong, c6  |dudng kinh khung 101 da>4.0mm
tron v&i polymer |+ Chiéu dai khung ti thidu < 14mm, chiéu
loai 2 dai khung t6i da > 36mm )

- S
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44(P44.1 Khung gi4 d& dong |- Khung gié d mach vanh b?ing kim loai Céi 400|FDA (bao gdm
mach vanh b?mg - Phi thubc zotarolimus hofc biolimus hodc PMA hoic 510k-
kim loai pht thubc |twong duomg, co trén voi polymer My) hodc
Zotarolimus hodic |- Pép ing dong thoi cac thong s6: PMDA/MHLW
Biolimus hoic + Pudng kinh khung t6i thiéu < 2.25mm, (Nhat) hodc ARGT
twong duong, c6 dudng kinh khung t01 da > 4.0mm (Uc) hoic CE
trén véi polymer + Chidu dal khung tbi thiéu < 14mm, chidu (MDD/MDR) hoidc
loai 3 dai khung t6i da > 36mm ISO 13485 hoidc
twong duong
45|P45.1 Khung gia d& dong |- Khung gi4 d& mach vanh bing kim loai Cai 100|FDA (PMA- M¥)
mach vanh phit - Phu thude sirolimus hodc everolimus hoic
thudc, khong trén | zotarolimus hodc biolimus hodc twong duong,
polymer khéng tron polymer
- Pap ting ddng thoi cac thong s6:
+ Dudng kinh khung t6i thidu < 2.25mm,
dudng kinh khung t6i da > 4.0mm
+ Chiéu dai kbung t6i thiéu < 10mm, chidu
dai khung t6i da > 36mm
46|P46.1 Khung gia d& dong |- Khung gi4d d& mach vanh bing kim loai Cai 100|FDA (PMA- MY)
mach vanh pht - Phii thudc sirolimus hodic everolimus hodc
thudc cé tron zotarolimus hoic biolimus hodc fong duong,
polymer, dung cho |cé trén voi po]ymel
tén thuong mach |- P4p tmg dong thoi cac thong s6:
nho va than chung | + Puodng kinh khung t6i thiéu < 2.0mm,
dong mach vanh duong kinh khung t01 da>5.0mm
+ Chiéu dal khung tbi thidu < 10mm, chiéu
dai khung t6i da > 36mm
47|P47.1 Khung gia d& déng |- Khung gi4 d& mach vanh béng kim loai Cai 100|FDA (bao gdm
mach vanh phi - Phi thudc sirolimus hoic everolimus hodc PMA hoic 510k-
thudc cé tron zotarolimus hodc biolimus hodc twong duong, M§¥) hodc
polymer, logi dai ~ |c6 trdn v6i polymer PMDA/MHLW
- Dép tmg dong thai cac thong 56 (Nhat)
+ Pudng kinh khung t6i thidu <2.25 mm,
dudng kinh khung tbi da > 4.5mm
+ Chiéu dai khung cac cf, ¢i 16n nhiét toi da
> 48mm
48 (P48.1 Khung gia d& dong |- Khung gi d& mach vanh béng kim loai -|Céi 100|FDA (PMA- M¥)
mach vanh phi - Phu thude sirolimus hoiic everolimus hoic
thubc co tron zotarolimus hoic biolimus hodc twong duong,
polymer, loai ngin |c6 trdn véi po]ymer
- Dép uing ddng thoi cc thong s6:
+ Puong kinh khung t6i thiéu < 2.25mm,
ducmg kinh khung t6i da > 5.0mm
+ Chidu dai khung céc ¢, c& nhd nhét ti
thidu < 8mm
49|P49.1 Khung gi4 d& dong |- Khung gi4 d& mach vanh bing kim logi véi |Cai 100|FDA (bao gdm
mach vanh bdng  |thiét ké c6 khép truot, thich nghi voi hoat PMA hoiic 510k-
kim loai phui thube |ddng tw nhién ctia mach méu. M¥) hodc
Zotarolimus hodic |- Phi thube zotarolimus hojic biolimus hogic PMDA/MHLW
- Biolimus hoéc twong duong, ¢ trn véi polymer (Nhat) hodc ARGT
twong duong, ¢ - Pép ting dong thdi céc thong so: (Uc) hoic CE
trdn v6i polymer + Pudng kinh khung t6i thidu < 2.25mm, (MDD/MDR) hoic
loai c6 khép md duong kinh khung t01 da>3.5mm ISO 13485 hodc
(tuong hop sinh + Chiéu dai khung t4i thidu < 15 mm, chiéu twong duong
hoc) dai khung ti da > 36mm
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50|P50.1 Khung gi4 5 dong |- Khung gi4 d& mach vanh béng kim loai Cai 100 |[FDA (bao gdm
mach vanh b?mg - Phi thude sirolimus hoic everolimous hoéic PMA hodic 510k-
kim loai phii thubc |tuong dwong, ¢ trén polymer M¥) hoic
Sirolimus hodc - Dép ting dong thdi cac théng sb: PMDA/MHLW
Everolimus, ¢6 trn | + Du'(mg kinh 2 dau khéc nhau, thudn dan: (Nhat) hodic ARGT
véi polymer loai C6 it nhit cc loai gdm 2.75mm/2.25mm +/- (Uc) hodc CE
dudmg kinh khéng | lmm; 3.0mm/2.50mm +/- Imm; 3.5mm/ (MDD/MDR) hoic
déng déu 3.0mm +/- Imm 1SO 13485 hoic
+ Chidu dai khung t4i thiéu < 30 mm, chiéu twong duong
dai khung i da > 60 mm
S1|Ps1.1 Khung gi4 d& déng |- Khung gi4 d6 mach vanh bing kim loai phu |Cai 100|FDA (bao gbm
mach vanh bing hoat tinh sinh hoc (Titanium Nitride Oxide) PMA hodc 510k-
kim loai phi hoat |- Pap ling dbng thoi cac thong sb: M§) hodc
tinh sinh hoc + Pudng kinh khung t6i thiu < 2.25mm, PMDA/MHLW
dudng kinh khung tm da>4.0mm (Nhat) hodc ARGT
+ Chiéu dai khung t4i thiéu < 14mm, chiéu (Uc) hodic CE
dai khung t6i da > 36mm (MDD/MDR) hoiic
ISO 13485 hodc
tuong duong
52(P52.1 Khung gi4 d& dong |Khung gia d& déng mach chu, dong mach Cai 30|FDA (bao gbm
mach chil, déng ngoai bién loai khéng co6 mang pht, bung PMA hoic 510k-
mach ngoai bién stent bang bong. M7) hoidc
khéng ¢6 mang phu |- Chét liéu: stent 1am bing hop kim PMDA/MHLW
(Bare Stent) Cobalt-Chrome hoic thép khong gi hodc (Nhat)
twong duong
- Pap ung dong thoi céc thong sb:
+ Pudng kinh stent: co thé nong t6i da lén
dén >25mm.
+ Chidu dai stent: tir <ISmm dén >50mm
53|P53.1 Khung gi4 d& dong |- Khung bing kim loai Cai 50 |FDA (bao gdbm
mach vanh bing - C6 mang boc bing: PTFE hoc electrospun PMA hodc 510k-
kim loai c6 mang  [polyurethane hodc tuong duong M¥) hodc
boc (cover stent) |- Pdp ting dbng thoi céc théng sb: PMDA/MHLW
+ Duong kinh khung: tir < 3.0mm dén> (Nhat)
5.0mm
+ Chidu dai khung: tir < 15mm dén > 24mm
54|P54.1 Khung gi4 d& dng |Khung gia d& ngoai bién loai cé mang phu, |Céi 50 [FDA (bao gbm
mach ngoai bién cé [n& bang co ché tu bung PMA hoic 510k-
mang boc loai tu né |- Céu tao: khung gi4 d& bang Nitinol, 16p M¥) hodc
(cover stent) mang phu bang PTFE hoic twong duong PMDA/MHLW
- Pép tmg dbng thdi cc thng so: (Nhat)
+ Pudng kinh khung: tir £ 6.0mm dén >
9.0mm
+ Chiéu dai khung: tir < 40mm dén > 80 mm
55(P55.1 B bom bong dp | Bd bom bong lim bing vét ligu lam bing B 3500 |FDA (bao gém
luc cao dén 30atm  |Polycarbonate. Bao gdm Y-conecter dang PMA hoic 510k-
loai 1 bim, introducer, torque M¥) hoidc
- Ap Iyc dén 30atm PMDA/MHLW
- Thé tich > 20ml (Nhit)
- C6 ddng hd bom 4p luc
- C6 kho4 hd trg dudi khi trong bom _
56|P56.1 Bobombéngdp | Bo bom bong 1am bing vat ligu lam bing B 1500|FDA (bao gdm
lyc cao dén 30atm  |Polycarbonate. Bao gdm Y-conecter dang PMA hoic 510k-
loai 2 bAm va xo4y, introducer, torque M7) hodc
- Ap lyc dén 30atm PMDA/MHLW
- Thé tich > 20ml (Nhat) hoic ARGT
- C6 ddng hd bom ép lyc (Uc) hoic CE
- C6 khoa hd tro dudi khi trong bom (MDD/MDR) hoiic
ISO 13485 hodc
tuong duong
|

-




Tén | STT | Ténhanghod | Mo tayéu chu vé tinh ning, théng'sd kj | DVT |S6lwong/|  Ching nhin Xuéit xir
ph%n ‘trongi. | B R b ey [ ) i thudts o S A e f?'](hf,i,?—: eI i
57|P57.1 Bobombéng4p  |B6 bom béng 1am bing vét ligu lim bing B 3500|FDA (bao gdm
luc cao dén 40atm | Polycarbonate. Bao gdm Y-conecter dang PMA hoac 510k-
bam c6 dudng kinh trong > 9F, introducer, M§¥) hodc
torque PMDA/MHLW
- Ap luc dén 40 atm (Nhat)
- Thé tich > 20ml
- C6 ddng hd bom ép luc
- C6 khoa h tro dudi khi trong bom
58|P58.1 B6 phén két ndi Loai cé cdng xoay 1a kho4 va & bén phai Bd 3000|FDA (bao gém
Manifold (Right-OFF) PMA hoic 510k-
- Chét liéu Polycacbonate hodc twong dwong My) hodc
- C6 3 cbng phit hop véi cac myc dich sit PMDA/MHLW
dung khac nhau (Nhit)
- Chiu 4p luc dén 500PSI
59(P59.1 Bophankétndi  |B6 bao gbm: B 7000 |FDA (bao gbm
Manifold kém theo | - 01 Manifold: ¢6 cbng xoay 1 khoa va & bén PMA hodc 510k-
day do ép lyc va phai (Right-OFF) My) hodc
day truyén dich + Chét liéu Polycacbonate hogc twong dwong PMDA/MHLW
+ C6 3 cbng phi hop véi ce myc dich sir (Nhat)
dung khéc nhau
+ Chiu 4p lyc dén 500PSI
- 01 day do ap luc: Chit lidu Polycacbonate
hodc twong duwong, chiéu dai > 100cm
- 02 day truyén dich
60{P60.1 Bom tiém ¢6 ddu  [Bom tiém dung tich 10ml Cai 3000|FDA (bao gém
xo0dy - PAu bom tiém c6 déu xody dé két ndi véi PMA hoic 510k-
cac dung cu can thiép tim mach. M¥) hoic
- Chét lidu Polycarbonate hoic twong dwong. PMDA/MHLW
C0 Piton tron va kin (Nhit)
61|P61.1 Budng tiém truyén |- B6 dung cu gom tbi thidu: 01 budng tiém  |Cai 1000|FDA (M¥) hoiic
cly dudi da vo truyén, 01 ng théng (catheter), 01 kim choc PMDA (Nhét Ban)
nhya do tinh mach, 01 diy din duéng, 01 dung cu hoiic CE hoic
mé dudng vao, 01 bom tiém 10ml, 01 kim ARTG (Uc) hodic
dAu t0, 01 kim diing cho budng tiém truyén c6 ISO twong duong
thiét ké dAu kim phan 4m chéng trao ngugc
- Bubng tiém truyén:
+ Vo 1am tir chét ligu an toan nhu PEEK
hoiic twong duong va d4y bén trong bang
Titanium ho#c twong duong, chyp dwge MRIL
+ Dung tich budng tiém truyén: > 0.25ml.
- Ong thong (catheter) bing vAt ligu Silicone
hoic Polyurethane (PUR) hodc twong duong,
duge danh ddu céch nhau > 1 cm, dudng kinh
ngodi > 5F
- H¢ théng budng tiém truyén cé thé chju
duge 4p lyc 18n dén > 300 psi (21 bar).
62|P62.1 Budng tiém truyén |- B dung cu gdm t6i thiéu: 01 bubng tiém | Cai 1000|FDA (bao gbm
cAy du6i da vo kim |truyén, 01 dng théng (catheter), 01 kim choc PMA hoic 510k-
loai dd tinh mach, 01 ddy din dudng, 01 dung cu My¥) hodc
md dudng vao, 01 bom tiém 10ml, 01 kim PMDA/MHLW
diu tin, 01 kim ding cho budng tiém truyén (Nhit)

- Budng tiém truyén:

+ Vo l1am tir chét lidu titanium hodc tuong
duong va budng chira bén trong bing
Titanium hodc twong duong, chup duge MRI.

+ Dung tich budng tiém truyén: > 0.8ml.

- Ong théng (catheter) bing vét liéu Silicone
hodc Polyurethane (PUR) hoic twong duong,
duge danh déu cach nhau > 1 cm, dudng kinh
ngoai = 5F

- Hé théng budng tiém truyén c6 thé chiu
dugc 4p lyc 1én dén > 300 psi (21 bar).
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63(P63.1 63|Dung cu bét dj vt B snare gdm: 01 Catheter, 01 day snare. Cai 60 |FDA (bao gém '
- Chét liéu: DAy snare bing nitinol hojic PMA hodc 510k-
tuong duong M§¥) hodc
- Thong long 6 thé xoay 360° PMDA/MHLW
- Kich thuéc thong long céc c& trong (Nhat)
khodng tir 5 - 30mm
- Catheter céc c@ trong khoang 4F-6F
64 |P64.1 64|B6 dhu do sidudm  |Bo dung cu bao gbm diu db siéu dm va B6 1000 |FDA (bao gdm
trong long mach vanh |dung cu kéo lién tuc. PMA hodc 510k-
(IVUS) loai 1 Diu db siéu dm: M¥) hoic
- Tén s6 > 60MHz PMDA/MHLW
- Pudmg kinh virgt qua tén thuong (Nhat)
(crossing profile) < 3.5F; dwong kinh dau
vio (entry profile) < 0.03"
- Than d4u do c6 phit 16p &i nude, c6 vach
d4nh déu can quang
- Chidu dai 1am viéc > 130cm.
- Tuong thich diy din dudng c& < 0.014"
va bng théng c& < 6F
- Tuong thich véi méy IVUS Polaris
65|P65.1 65|Bo ddudo sieusm  |Bo dung cu bao gdm déu do siéu 4m va cic [BO 1000|FDA (bao gém
trong long mach vanh |phu kién di kém. PMA hodc 510k-
(IVUS) loai 2 Piu do siéu Am: M§) hoic
- Tén sb > 60MHz PMDA/MHLW
- Pudng kinh vuot qua ton thuong (Nhat) hogc
(crossing profile) < 3.5F; dudng kinh dhu ARGT (Uc) hogc
véo (entry profile) <0.03" CE (MDD/MDR)
- Than d4u do ¢ phi 16p &1 nuéc, c6 vach hodc ISO 13485
d4nh d4u can quang hodc twong
- Chidu dai 1am viée > 130cm. duong
- Twong thich day din dudmng ¢d < 0.014"
va bng thong c& < 6F
66|P66.1 66|B ddu do situdm  |Bd dung cu bao gdm déu do siéu Am va Bo 300|FDA (bao gdm
trong long mach vanh |dyng cu kéo lién tuc. PMA hoac 510k-
(IVUS) loai 3 Déu do siéu dm: M) hodic
- Tén sb > 60MHz PMDA/MHLW
- Pudng kinh vuot qua tdn thuong (Nhét)
(crossing profile) < 3.5F; dudng kinh diu
vao (entry profile) <0.03""
- Than ddu do c6 phu 16p 4i nude, c6 vach
d4nh ddu can quang
- Chiéu dai lam viée > 130cm.
- Twong thich day din dudng ¢ < 0.014""
va bng thong c& < 6F
- Hé théng siéu 4m long mach tich hop can
héng ngoai
67|P67.1 67|Bj dung cu cb dinh |- Bo dung cu cb dinh Stent graft dong mach |B§ 25|FDA (bao gbm
Stent graft d¢ng mach |chi vio thanh mach bang co che vit co hoc PMA hodc 510k-
chi - B0 dung cu i thiéu bao gdm: Mg¥) hodc
+01 Ong thong diéu chinh huéng chiéu dai PMDA/MHLW
tir > 60cm dén < 90cm, dumlg kinh ngoai (Nhat) hodc
trong khoang tir 16Fr dén 18Fr ARGT (Uc) hodc
+ 01 Tay diéu khién, chidu dai tir > 80cm CE (MDD/MDR)
dén < 110cm., dudng kinh ngoai 12Fr hodc ISO 13485
- Tuong thich véi bé stent déng mach chi hoic tuong
nguc, dong mach chil bung duong P
&
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68 B§ dung cu ding B tbi thidu bao gbm: Bo 400 |FDA (bao gdm
trong khoan pha déng | - 01 Miii khoan diing trong khoan pha PMA hoac 510k-
mach vanh méng xo vita qua éng thong hinh elip, mii My) hodc
khoan phit kim cuong & bé mat dAu xa, bé PMDA/MHLW
mit dAu gin miii khoan nhén min. (Nhat)
Miii khoan gén trén ddy din dai >130cm, '
dudmg kinh tir < 1.5mm dén >2.5mm.
- 01 déy l4i dai > 300cm, duong kinh
0.014".
- 01 Io dung dich 1dm tron miii khoan, dong
g6i lo >20cc
69|P69.1 69|Bo dung cu déng Co ché kiéu khau rat, déng duge cho 16 B 800|FDA (bao gbm
mach méu sau can choc mach 16n tir 6F-24F, PMA hodc 510k-
thiép bing co ché Mbt kich c& dung cho tét ca céc 16 dong M¥) hodc
khéu rat mach di cin déng. PMDA/MHLW
Chi khéu 13 loai chi khéng tigu khau phau (Nhat)
thuét déng mach, nit thit dugc tao sin.
Kich ¢: ¢6 cic & t6i thiéu 6F hofic 8F
70(P70.1 70|Bd dung cu dong Bo dung cu bao gom: Bo 2000 |FDA (bao gdm
mach méu sau can - 01 Ong mé& dudng PMA hodc 510k-
thiép bang nit - 01 ddy din c& dudng kinh > 0.035", dai M§) hodc
collagen >50cm PMDA/MHLW
- 01 Que nong (Nhit)
- 01 B¢ phén déng mach gbm 1 méc neo
bén trong long mach va 1 nit collagen bén
ngoai 1ong mach, dwoc gift bang chi tu tiéu
Kich cé: ¢6 cac ¢ toi thiéu 6F hoic 8F
71|P71.1 71|Bd dung cy lay huyét |B6 dung cu téi thidu bao gom: 01 Ong Bo 200 |FDA (bao gbm
khéi dong mach vanh |thong hit huyét khéi kém day dan hd trg, 02 PMA hoic 510k-
xy lanh ¢6 khoa My) hodc
- Chét ligu éng théng bﬁng Polyamide hoic PMDA/MHLW
twong duong. (Nhat)
- C6 16p phi 4i nrée
- C6 diém d4nh d4u can quang
- Pudng kinh long éng théng < 0.044"
- Twong thich voi ddy din 0.014" va
guiding catheter 6F
72(P72.1 72|Bo dung cu liy huyét |Bo dung cu tdi thidu bao gdm: 01 Ong B 120|FDA (bao gbm
khéi dong mach vanh, |thong hit huyét khdi kém day dan h trg, 02 PMA hoic 510k-
loai c6 duong kinh xi-lanh c6 khéa M¥) hodc
éng thong 16n - Chét lidu bng thong bing Polyamide hoic PMDA/MHLW
tuong duong. (Nhat)
- C6 16p phu 4i nude
- C6 diém d4nh déu cén quang
- Dudng kinh long éng théng > 0.044"
- Tuong thich véi ddy din 0.014" guiding
catheter 6F
73|P73.1 73| Dy bom thuéc 4p lyc |- Chét ligu: Polyurethane (PUR) hogc tuong |Céi 1000 |FDA (bao gbm
cao duong PMA hoic 510k-
- Chiju duge dp luc > 1200 psi My¥) hoidc
- Chidu dai >100cm. PMDA/MHLW
_ (Nha)
74|P74.1 74|Vi ddy din can thiép |Vi ddy dén can thiép ddng mach vanh Céi 100 |FDA (bao gbm
ddng mach vanh (guide wire), loai ding cho tbn thuong tic PMA hoidc 510k-
(Micro guide wire), |mén tinh (CTO), d4u xa c6 bén xoén bing M%) hozc
loai ding cho tdn kim loai, thuén nhon, chiu luc > 8.0 gf, c6 PMDA/MHLW
thuong tic mén tinh |phil 16p 4i nuée mt phén than day din, (Nhat)
(CTO), dAu xa c6 bén |khoéng phi dAu tip.
xofn bi’mg kim loai, |- Pudng kinh 0,014".
thudn nhon, chiu luc
> 8.0 gf, c¢é phi 16p
silicon.
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75(P75.1 Vi diy dén can thiép | Vi day dén can thiép dong mach vanh (guide |[Céi 500|FDA (bao gdm
déng mach vanh wire), loai ding cho ton thuong téc man tinh PMA hodc 510k-
(Micro guide wire),  [(CTO), dAu xa c6 bén xofn bing kim loai, M) hodc
loai dung cho tdn thuén nhon, chiu lyc > 1.5 gf, c6 phu 16p 4i PMDA/MHLW
thuong tic min tinh |nwdc hodic boc béng polymer. (Nhit)
(CTO), dAu xa cé bén |- Duong kinh 0,014".
xoén bang kim loai,
thuén nhon, chiu lyc
> 1.5 gf, co phil 16p
silicon.
76|P76.1 Vi ddy din can thiégp |Vi ddy dén can thiép dong mach vanh (guide |Cai 400|FDA (bao gbm
dong mach vanh wire), loai ding cho ton ter(mg téc man tinh PMA hode 510k-
(Micro guide wire),  [(CTO), diu xa c6 bén xofin bang kim loai, MY¥) hodc
loai diing cho tén thuén nhon, boc toan bd bing polymer,chiu PMDA/MHLW
thwong tic mén tinh |lyc thip <1.0 gf. (Nhit)
(CTO), déu xa c6 bén |- Puong kinh 0,014".
xodn bing kim loai,
thudn nhon, boc toan
bé bing polymer,chiu
luc thdp <1.5 gf.
77\P77.1 Vi day din dudng - Chét liéu: C6 chu tao dang 151 kép nitinol - |Céi 3500|FDA (bao gdm
(Micro guidwire) cho |thép khong gi; d4u xa c6 bén xodn bang kim PMA hoic 510k-
béng nong vastent  |loai, c6 16p phu silicone hodc twong duong My) hodc
duong kinh 0.014", - Bau tip dang déu thang hoic ubn sin, dau PMDA/MHLW
loai mém mém, dudng kinh du tip < 0.014" (Nhat)
- Péu tip c6 doan can quang dai > 3cm
- Chiéu dai day dén: > 180cm.
- Dudng kinh day ¢ dén: 0.014"
- Phin duéi day din c6 doan chd d& nbi dai
va cb marker danh dAu dé phan biét cic loai
diy din khéc nhau
- B4 cling cia ddutip<1gf
78(P78.1 Vi dy din dudmg - Chét lidu: Nitinol hoic thép khéng gi hodc |Cai 3500 |FDA (bao gdm
(Micro guidwire) cho |twong dwong. Cé chu tao dang 18i don, dhu xa PMA hoic 510k-
béng nong va stent  [co bén x0én bing kim loai, c6 16p pht 16p 4i My¥) hodc
dudng kinh 0.014",  [nuéc hodc silicone hodc turong duong PMDA/MHLW
loai mém, ding cho | - Dau tip dang dhu thang hodc ubn san, dAu (Nhat)
can thiép nguge dong mém, dudng kinh diu tip < 0.014"
- Phu tip c6 doan can quang dai > 3em
- Chiéu dai day dén: > 180cm. Téi thiéu c6
loai dai 300 cm
- Dudng kinh day ¢ dan: 0.014"
- Phin dudi day din c6 doan cho @& ndi dai
vi ¢6 marker dénh déu d& phan biét cac loai
day din khéc nhau
- P cung cla dAu tip <0.5 gf
79|P79.1 Vi ddy dén duong - Chét liéu Nitinol hoic thép khong gi hodc | Cai 500|FDA (bao gbm
(Micro guidwire) cho |twong dwong PMA hoéc 510k-
béng nong va stent - Piu tip dang dAu thing hoic ubn sén, cé M¥) hodc
dudmg kinh 0.018",  |16p phii 16p 4i nude hodc silicone hodc tuong PMDA/MHLW
loai cang duong, dudng kinh dAu tip < 0.018" (Nhat)

- DAu tip c6 doan can quang dai > 3cm

- Chiéu dai diy din >200cm

- Pudng kinh ddy dén: 0.018"

- Db cig cua déu tip trong khoang tir 10- 40
gf
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80|P80.1 Vi day din duong - Chét lidu Nitinol hoic thép khong gi hojc  |Cai 1000 |FDA (bao gbm
(Micro guidwire) cho |tuong duong PMA hoéc 510k-
béng nong va stent |- DAu tip dang ddu thing hodc uén sén, ¢6 1ép M¥) hodc
dudng kinh 0.018",  |phii 1ép 41 nwde hoic silicone hodc twong PMDA/MHLW
loai mém dwong, dudng kinh ddu tip < 0.018" (Nhat)
- Diu tip c¢6 doan cin quang dai > 3cm
- Chiéu dai day din >260cm
- Pudng kinh day din: 0.018"
- D cimg cia dAu tip < 10gf
81|P81.1 Déy din dudng cho  |Day din dudmg cho ng théng chit lidu Cai 3500 |FDA (bao gbm
Catheter 4i nudc loai  |nitinol ho#c fwong duong PMA hodc 510k-
dai C6 16p tungsten dé 1am ting can quang duéi Mg¥) hoiic
man ting sang PMDA/MHLW
C6 phu 16p hydrophilic (Nhét)
Cb t4i thiéu c4c loai diu thing, dAu gap goc;
dAu tip linh hoat dai c6 tdi thiéu cac ¢& 1, 3, 5,
8 cm
Chiéu dai > 260cm
Pudng kinh déy din 0.035"
C6 ca loai cling va mém
82|P82.1 Déy dén duong cho |- Chét liéu: 15 bing thép khong gi hoic twong | Céi 200|FDA (bao gbm
catheter, 151 bang thép |dwong, phit PTFE hoic Teflon hoiic tuong PMA hoic 510k-
khéng gi hodc twong  |dwong M¥) hodc
dwong, loai dai - PAu day din dang thing hodc udn sin PMDA/MHLW
- Chidu dai day din: >260cm (Nhit)
- Pudng kinh ddy din 0.038"
83(P83.1 Day dén duong trg |- Chét liéu: 15i bing thép khong gi hofic twong | C4i 500 |FDA (bao gbm
giup can thiép tim duwong, phu PTFE hoéc Teflon hodc twong PMA hodac 510k-
bim sinh, 16i bing  |dwong M¥) hoic
thép khong gihodic | - D4y din loai thin cimg, ddu mém, c6 téi PMDA/MHLW
twong duong, loai dai |thiéu déu cong chii J dé can thiép tim bém (Nhat)
: sinh
- Chiéu dai day dén: >260cm
- Pudmg kinh diy din ¢& 0.035" hodc 0.038”,
841Pg4.1 Di bdo v& chéng thc  |B4 dung cy ti thifu bao gdm: 1 dit loc gén | C4i 50|FDA (bao gbm
mach ha luu trong can |vdi day din dai > 260 cm, 01 éng théng dén PMA hoéc 510k-
thiép ddng mach va thu hdi du loc. MY) hodc
vanh, ddng mach Chiét lidu du loc: Cobalt Chromium hosc hop PMDA/MHLW
canh, déng mach kim titan hodc twrong duong (Nhat)
ngoai bién loai chidu | Phu hop véi dudmg kinh mach méu tir <3mm
dai diu day din c6 thé [dén >6mm
thay ddi dugc Hé théng twong thich véi day din 0.014"
Du loc c6 diém danh ddu can quang
- Khoang c4ch tir ddu diy din dén vi tri cia
du loc c6 thé thay dbi duoc.
85|P85.1 Du bdo vé chéng thc  |Bo dung cu ti thiéu bao gdm: 1 di loc gan | Céi 150|FDA (bao gbm
mach ha lru trong can |véi ddy din dai > 260 cm, 01 éng thong dén PMA hodc 510k-
thiép dong mach va thu hdi du loc. M§¥) hodic
véanh, d6ng mach Chét liéu di loc: Cobalt Chromium hoic hop PMDA/MHLW
canh, dgng mach kim titan hodc twong duong (Nhit)
ngoai bién loai chidu | Phit hop véi dudng kinh mach mau tir <3mm
dai diu day dincé  |dén >6mm
dinh : Hé théng twong thich véi dy din 0.014"
Du loc c6 didm dénh déu can quang
- Khoang céch tir diu déy din dén vi tri cia
di lgc cb dinh
86|P86.1 Dung cu mé dudng | B6 dung cu ti thidu bao gdm: 1 dung cu mé | Cai 8000 |FDA (bao gbm G7 hoic Lién
vao déng mach dui duodng, 1 que nong, 1 diy dn duéng kinh < PMA hoidic 510k-  |minh Chau
0.038” M¥) hotic Au
- Dung cu m¢& dudng chét liéu polyethylene PMDA/MHLW
hoic polypropylene hodc ETPE hogc trong (Nhat)

duong .
- Cé t61 thiéu cac kich cG: 5F; 6F; 7F; 8F
- Chiéu dai: > 10 cm
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87|P87.1 87|Dung cu mé& dudng |- B dung cu t41 thiéu bao gom 1dungcu |Céi 1500|FDA (bao gdm
vio dong mach dii, |mé dudng, 1 quenong, 1 day dan dudng PMA hodc 510k-
loai c6 van Xody kinh <0.038” M¥) hodc
- Dung cy m¢& dudng chét liéu polyethylene PMDA/MHLW
hoic polypropylene hoéc ETPE hodc fuwong (Nhét)
duong
- C6 thi thidu céc kich c&: 6F; 8F
- Chiéu dai: > 11 cm
- C6 van xody giup cho catheter cb dinh
ding vi tr
88|P88.1 88|Dung cu md dudng |- B dung cu ti thiéu bao gbm: 1 dung cu | Cai 250|FDA (bao gom
vio dong mach dii, |mé dudng, 1 que nong, 1 day din dudng PMA hodc 510k-
loai dai kinh <0.038” M) hodc
- Dung cu md dudng chét liu polycthylene PMDA/MHLW
hoiic polypropylene hodc ETPE hoZc tuong (Nhét)
duong
- C6 t6i thiu céc kich c& 8F hojc 8.5F, c6
céc kiéu dAu cong khéc nhau.
- Chiéu dai > 60 cm
89(P89.1 89| Dung cu m&r duong | B dung cu t6i thiéu bao gdm: 01 dyng cu | Céi 10000 |[FDA (bao gbm  |G7 hoiic Lién
véo dong mach quay |md dudng, 01 que nong, 01 kim choc, 01 PMA hoiic 510k- |minh Chau
day din duéng kinh < 0.025” M¥) hodic An
- Dung cu md dudng cht liéu polyethylene PMDA/MHLW
hoic polypropylene hodc ETPE hodc twong (Nhét)
duong
- Cé tbi thiéu céc kich ¢d: SF; 6F
- Chiéu dai: > 7em
90|P90.1 90| Dung cy md duomg |- B dung cy t6i thiéu bao gém: 01 dung cu |Céi 600|FDA (bao gdm
vao dong mach quay |mé dudng, 01 que nong, 01 kim choc, 01 PMA hoédc 510k-
c6 pht 16p a1 nude,  |ddy din dudng kinh < 0.025” M¥) hodc
loai thanh mong - Dung cu mé dudng chét liéu polyethylene PMDA/MHLW
hoic polypropylene hozic ETPE hodc twong (Nhat)
duong
- C6 phu 16p &i nude
- C6 ti thiéu céc kich cd: 5F; 6F
- C6 thanh moéng, dung cu c& 5F c6 thé dua
duge catheter t6i da c& 6F, dung cy c& 6F cb
thé dua dugc catheter t6i da c& 7F,
- Chiéu dai: > 10em
91|P9I1.1 91|Dung cu m¢ dwdng Bo dung cu tdi thiéu bao gdm: 01 dung cu | Cai 120|FDA (bao gbm
vao cAm méu hd trg  |mé ducng, 01 que nong PMA hodc 510k-
can thiép mach chi - Chét lidu: Cau tao gom 3 16p, 1p gilta My¥) hodc
bing thép khong gi dang cudn, 16p trong va PMDA/MHLW
16p ngodi bing PTFE hoic turong dwong (Nhat) hodc
- C6 nhiéu hinh déng: cong va thing, dau ARGT (Uc) hoic
tip c6 diém dénh déu can quang CE (MDD/MDRY)
- Dudng kinh sheath tdi thidu 4F; 6F hodc [SO 13485
- Chiu dai sheath: C6 nhidu kich thudc, t6i hodc twong
thidu c6 ¢& 90 cm. duong
92|P92.1 92|Kep sinh thiét co tim |Kep sinh thiét co tim ding trong can thigp | Céi 10|{FDA (bao gbm
qua da. PMA hodc 510k-
- Chét lidu: thép khang gi hoiic tuong M) hoic
duong. PMDA/MHLW
- Loai ham co hoc, cd khoa. (Nhét) ho#ic
- Pudng kinh ham céc ¢4 tir <1.0mm dén ARGT (Uc) hodc
>2.0mm CE (MDD/MDR)
- The tich sinh thiét; t6i thiu <lmm3 dén ho#ic ISO 13485
t6i da >6. Smm3 hoéc tuong
- Piu kf;p sinh thiét co céc loai: du mém, duong
dAu udn sin, co thé ubn duge
- Chidu dai céc ¢d trong khoang tir 50cm -
120cm
- Twong thich véi Sheath céc cd: 4.5F - 10F 2
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93 Kim choc déng mach |- Chét lidu bing kim loai Chi 10000 |FDA (bao gdm
dui - Kich co: 18G PMA hoic 510k-
My¥) hodc
PMDA/MHLW
(Nhét)
94|P94.1 94|Kim choc véch lién |- Kim choc véch lién nhi, gdm kim choc Cai 200 |FDA (bao gbm
nhi véch va stylet bing thép khéng gi. PMA hoic 510k-
- Kim choc vach: Géc xién 50 d6. Chidu M¥) hodc
dai t5i da 98 cm. Kich thuée < 18 ga. PMDA/MHLW
- Stylet: mdng, dudng kinh dAu xa clia (Nhat) hodc
stylet <0.35 mm ARGT (Uc) hoic
CE (MDD/MDR)
hodc ISO 13485
hodc twong
duong
95|P95.1 95| Ong théng RF tinh Ong théng tinh mach sir dung song cao tAn |Céi 400|FDA (bao gdm
mach - Pudng kinh diu dét > 2.3mm PMA hoiic 510k-
- Chiéu dai diu dbt tir < 3cm dén > 7cm M§) hoic
- Chiéu dai éng théng tir < 60cm dén > PMDA/MHLW
100cm, (Nhat)
- St dung cong nghé dét theo doan bang :
s6ng cao tin
- Tuong thich véi dung cu mé dudng cé
dudmg kinh trong tbi thidu 6F
- Tuong thich véi day din 0.025" _
96|P96.1 96|Ong théng (Catheter) |- Chét lidu: thin bing thép khong ri hodc  [Cai 120|FDA (bao gdm
hd tro ddy khung gi4 |tuong dwong, dang xoén c6 phi 16p &i nuée, PMA hoic 510k-
do phén du c6 danh déu cin quang M¥) hodc
- Pudmg kinh: c6 t6i thiéu céc c& 6F, 7F, 8F PMDA/MHLW
- Chiéu dai: > 150cm. (Nhat)
- Tuong thich v6i éng théng din huéng c&
>0.070"
97|P97.1 97|Ong théng (Cathteter) |- Chét lidu: Nylon hofic polyamide hodic ~ |Cai 2500|FDA (bao gbm
chup dfng mach vanh |twong duong PMA hoic 510k-
2 bén - Chup dugc 2 nhanh dong mach vanh trai M§¥) hodc
va phai PMDA/MHLW
- Pudmg kinh ngoai c6 tbi thidu céc kich (Nhit)
¢d: 4F; 5F. Dudng kinh trong 1én: véi 6ng
théng 4F > 1mm, dng théng 5F > 1.2mm
- Chiéu dai: tir < 80 cm dén >110 cm.
- Twong thich véi déy dén 0.038”
- Chju dugc ap Iyc >1200 PSI
98|P98.1 98| Ong théng (Cathteter) |- Chét ligu Nylon hoic polyamide hozic Cai 2500 |FDA (bao gbm
chup ddng mach tuong duong PMA hoéc 510k-
vanh, chup budng tim | - C6 t6i thiéu céc loai: JL, JR, AL, AR, MP, M¥) hoic
Pigtail PMDA/MHLW
- Pudng kinh trong cé téi thiéu céc kich (Nhat)
cd: 4F; 5F
- Chiéu dai > 80cm. Tbi thiéu c& 125 cm
- Tuong thich véi ddy din 0.038”
- Chiu dugc ap luc >1200 PSI.
99(P99.1 99|Ong théng (Guiding |- Chét liéu: cu tao tdi thiéu 3 16p gbm: Cai 3000|FDA (bao gbm
Catheter) tro gitip can | + Lép ngoai bing nylon hojc twong duong PMA hogc 510k-
thiép dong mach + Lép giita bang kim loai dugc ép det M§) hodc
vanh, mach cénh, + Lép trong bing polymer hodc tuong PMDA/MHLW
mach thén loai 1 duong (Nhat)
- Budng kinh trong > 0.058"
- Chidu dai éng théng dén > 90 cm
- Kich thuéc: SF-8F
- C6 nhiéu loai d4u cong khéc nhau
//’
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100{P100.1 100| Ong thong (Guiding |- Cht ligu: céu to t6i thiéu 3 16p gbm: Cai 1000|FDA (bao gbm
Catheter) tro gitip can | + Lop ngoai bing nylon hogc twong duong PMA hoic 510k-
thiép dong mach + Lép gifta bing kim loai dugc ép det M§) hoiic
vanh, mach canh, + Lép trong bing polymer hodc tuong PMDA/MHLW
mach thén loai 2 duong (Nhét) hodic
- Puomg kinh trong > 0.058" ARGT (Uc) hoic
- Chidu dai éng thong dén > 90 cm CE (MDD/MDR)
- Kich thuéce: SE-8F hodc ISO 13485
- C6 nhiéu loai ddu cong khac nhau hodc tuong
-C6>215bén duong
101|P101.1 101|Vi éng théng - Chét lidu: Vo béng polyamide hodc twong | Céi 200|FDA (bao gbm
(Microcatheter) hé tro dwong phi 16p 4 4i nuéc, 16 bang kim loai cé PMA hodc 510k-
can thi¢p dong mach |cdu triic dang bén nhiéu sgi xuyén sudt My) hoic
vanh thanh éng, mit trong phi PTFE hogc tuong PMDA/MHLW
duong (Nhét)
- Piu éng théng c6 diém danh déu cin
quang.
- Budng kinh dhu tip < 2.8F
- Chiéu dai éng théng trong khoang 100cm
dén 150cm
- Twong thich véi ddy dén 0.014"
102|P102.1 102| Vi éng thong - C6 cu tao 2 nong: over the wire va rapid | Céi 120 |[FDA (bao gbm
(Microcatheter) loai 2 |exchange PMA hoac 510k-
nong hé trg can thiép | - Chét lidu: Polyamide hojc trong dwong, M¥) hodc
mit trong phi silicone hodc tu'ofng duong PMDA/MHLW
- Co téi thiéu 1 diém d4nh déu can quang (Nhét)
nim trén over the wire va 1 diém d4nh déu
can quang nim trén rapid exchange
- Dudng kinh trong khoang tir 2F dén 4F
- Chiéu dai éng théng trong khoang 100cm
dén 150cm
- Tuong thich véi day dn 0.014"
103|P103.1 103| Vi bng théng - Chét liéu: Vo bing polyamide hogc twong Cai 100|FDA (bao gbm
(Microcatheter) hd trg duong pht 16p 4i nude, 161 bing kim loai co PMA hodc 510k-
can thiép dong mach |cdu truc dang bén nhiéu soi xuyén subt M§) hodc
véanh nguge dong thanh dng, mat trong phit PTFE hodc tuong PMDA/MHLW
du{mg (Nhat)
- Déu éng théng c6 diém danh dAu can
quang.
- Dudng kinh ngoai dhu tip < 1.4F
- Chiéu dai éng thong trong khoang 100cm
dén 150cm
- Tu(mg thich v&i day dén 0.014"
104|P104.1 B6 dung cusira van |- B0 gom co Heé thong dua stra van hai 14 va | Cai 30|FDA (bao gbm
hai 14 qua dudng dng |hé thong 0 bng thong din dudng c6 thé lai PMA hodc 510k-
théng - Ong théng vén chuyén: Chiéu dai c6 thé M§) hodc
néi rong > 65 mm PMDA/MHLW
- Phén cénh tay quay: Chiéu dai 1am viéc > (Nhat)
1000 mm
- Phin kep van cy ghép:
+ Chiéu dai kep khi déng: tbi da > 9 mm
+ D rong khi kep & mirc 120 d¢: Téi da>
17 mm
+DQ rong cia kep: Ti da >4 mm
- Phin éng thcmg din dudng co thé 14i:
Chiéu dai 1am viéc > 800 mm
- Nong éng thong: Chiéu dai 1am viéc >
1200 mm; Dudng kinh trong thén 1.0 mm
(3 F); Pudng kinh ngoai thin 5. 4 mm (16
F); Dudng kinh ngodi dAu chép doan xa 1.5
mm (4 F)
Chét liéu: Hop kim kim loai va sgi
Polyester 7
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105|P105.1 105|B6 van d6ng mach | B0 van tim dong mach chi sinh hoc thay Céi 30|FDA (PMA- M¥)
chu thay qua dudng  |qua dudng ng théng bao gdm 01 bd nap
éng théng loai nd van ; 01 hé thong catheter chuyén van ; 01
bing bong van déng mach chii né bing béng va 02
bong nong van DM chi
- Chét liéu van: khung bing hop kim Cobalt |
twong duong, 14 van lam bing mé mang tim
bo ho#ic trong dwong va 16p 4o bén ngoai
bing chit lidu polyetylen terephthalate
(PET) hodc tuong duong
- M& van béng bang béng nong
- Kich ¢@ van: dwong kinh van > 20 mm
. - Kich c& hé théng tha van < 16F
106(P106.1 106 |Binh chira huyét khéi |Sir dung két ndi véi may bom hat huyét Cii 60|FDA (bao gbm
khéi. PMA hogc 510k-
- Chu tao: Nip dfy c6 thé thdo rdi M¥) hodc
C6 b loc dé& ngan chit bAn PMDA/MHLW
- Vit liéu: Nhya (Nhat)
- Dung tich: 1000ml
107|P107.1 107|Day dn choc tich  |Pudng kinh déu chia tich huyét khéi: Céi 20|FDA (bao gdm
huyét khi (khoan 0.055"; 0.068" PMA hodc 510k-
huyét khdi) Chiéu dai: 150cm; 175cm. My) hoic
: PMDA/MHLW
(Nhat)
108|P108.1 108|Ong htit huyétkhéi  [Chu tao: cé nhidu vit liéu chuyén tiép Céi 60|FDA (bao gbm
ngoai bién loai Ién  |DAu tip: lai thiing, loai cong PMA hoic 510k-
céc cd DPuong kinh ngoai: 6F; 8F M¥) hodic
Dudng kinh trong: 5,4F; 6,7F. PMDA/MHLW
_ Chiéu dai: 85¢m; 115¢m; 135cm., (Nhit)
109|P109.1 109|Hé théng dng théng  |Hé théng bao gbm 3 phén: Ong thong hd B& 100|FDA (bao gbm
va bong nong mach  |trg, dung cu nong va bong can thiép ngoai PMA hoic 510k~
ngoai bién da chirc  |bién c6 thé diéu chinh kich c& My) hoiic
ning Ong thong hd tro: c6 vat ligu 1am bing PMDA/MHLW
polymer dang bén chéng bién dang (Nhat)

Dung cu nong: véi déu tip clia dung cu
nong lam biing vt liéu thép khéng gi va déu
¢6 hinh dang thuén &-liu

Béng can thiép ngoai bién c6 vét lidu bing
Semi-crystalline polymer (Polymer ban tinh
thé) véi kich thuée da dang.

- Hé théng 4F (twong thich diy din 0.014”):
Pudng kinh: 2.0, 2.5, 3.0, 3.5 mm, chiéu dai
béng c6 thé didu chinh duge trong khoang
tir 20 -180 mm. Ap lyc dinh danh (NP) > 8
atm, 4p Iyc t6i da (RBP) > 14-16 atm

- Hé théng 6F (twong thich diy dén 0.018”):
Puémng kinh: 4.0, 5.0, 6.0 mm, chidu dai c6
thé diéu chinh dwoc: 20 -180 mm vi dudng
kinh 7.0 mm, chiéu dai c6 thé diéu chinh
dugc trong khoang tir 20 -100 mm. Ap lyc
thudmng (NP) > 6 atm, 4p luc t6i da (RBP) >
12-14 atm
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110(P110.1 110|Dung cu dét laser ndi |Ong thong (catheter) ding trong diéu trj | CAi FDA (bao gdm
mach suy, gian tinh mach PMA hodc 510k-
Bo dung cu dbt Laser ndi mach gbm: M7) hoic
- 01 dyng cu mé dudng véo mach méu c& = PMDA/MHLW
5F dén <6F ; chidu dai < 10 cm; ¢6 01 kim (Nhat)
choc kich c& 20 G hodc 18G hodc 16G;
- 01 day din chiéu dai > 45cm .
- Déy dbt bao gdm déu @6t va can cim c6
chiéu dai > 2.5m trén than day ddt cé danh
déu khoang céch chiéu dai, dudng kinh ddu
phét tia laser > 1,3mm ( T6i thidu c6 3
duong kinh ddu d6t 1,3mm; 1,6mm; 1,8mm
)i
- Tuong thich céc budc séng laser: 1470nm
va 1940nm;
- D6 dai doan phat tia laser > 4mm.

I11|PI11.1 111 |{Dung cu m& dudng c6 |- Dung cu mé duomg vao mach mau loai Cai FDA (bao gém
van xo0dy loai dai, c6 |dai, 141 hwéng, cb van cim mau PMA hodc 510k-
1ai huéng - Duong kinh trong < 8.5 F, dwdng kinh My) hodc

ngoai >11.5 F. PMDA/MHLW
- Chiu dai sheath t6i thiéu 71 cm (Nhar)
: - Dudng kinh day dén t6i da 0.032"

112|P112.1 112|Miéng dan cam tmg  |* Dung cu theo d&i dién tim c6 thai gian ghi |Miéng FDA (bao gbm
theo ddi dién tim 7 1én dén 168 gitr (7 ngay). PMA hodc 510k-
ngay * Theo di 1 chuyén dao dién tim phat hién M¥) hodc

céc rbi loan nhip rung nhi, nhip nhanh, nhip PMDA/MHLW
chim, ngoai tdm thu... (Nhét) hodc

* Nt ghi lai cac biéu hién bat thudng ciia ARGT (Uc) hoiic
bénh nhan mdi khi xuét hién triéu ching CE (MDD/MDR)
* B dung cu bao gém: hodc ISO 13485
- 1 Miéng dén dién tAm db hojc twong

- 1 Gidiy nhét ky st dung ciia bénh nhan duong

- 1 Khung dinh hinh

- 1 Miéng gidy tim cdn
- 2 Miéng thy da chét

- 1 Miéng gac







