DAIHQC Y DUGC TPHCM CONG HOA XA HOI CHU NGHIA VIET NAM

BENH VIEN PAI HQC Y DUQC Doc 13p - Tw do - Hanh phiic
S6: 482 /BVDHYD-VTTB Thénh phé Ho Chi Minh, ngay 27thang Q1 nam 2026

V/v moi chao gia
Kinh gi: Quy nha cung cép
Bénh vién Dai hoc Y Duge Thanh phé Hd Chi Minh kiqh moi cac don vi co du ndng
lure va kinh nghiém cung cap vit tu y té tiéu hao theo yéu cau dudi day vui long gui ho
so chao gia cho Bénh vién theo ndi dung cu thé nhu sau:
1. Tén du toan: Cung cép vét tu y té tiéu hao nam 2026 (vét tu chuyén khoa Tim
mach)
2. Pham vi cung cap: chi tiét theo phu luc dinh kem.
3. Thoi gian cung cip hang hoa: 18 thang ké tir ngay hop dong c6 hi¢u luc.
4. Loai hop ddng: Hop dong theo don gia ¢ dinh
5. Dia diém thuc hién: Bénh vién Pai hoc Y Dugc Thanh phé H6 Chi Minh
+ Co s 1: 215 Hong Bang, phuong Cho Lén, Thanh phd HO Chi Minh
+ Co s& 2: 201 Nguyén Chi Thanh, phudng Che Lén, Thanh phd Hé Chi Minh
+ Co s 3: 221B Hoang Van Thy, phuong Phu Nhuan, Thanh phd Hé Chi Minh
6. Hiéu luc ctia hd so chao gia: tdi thiéu 06 thang.
7. Yéu céu yé gia chao: gia chao da ba\o géln cac loai thug"':, phi, 1€ phi theo luat dinh,
chi phi vén chuyén, giao hang va cdc yéu cau khac cua Chu dau tu.
8. Thoi gian nhdn ho so chao gia: trude .ﬂ gio, ngay Oﬁ/[l?/ 2026
9. Quy dinh vé tiép nhan hd so chao gia:
- Giri bao gia online qua website: https://bvdaihoc.com.vin/Home/ViewList/31;
- Gfri ban gidy cé }()'f tén, dong ddu vé dia chi sau day: Phong Vit tu thif}t bi (T
Vat tu y t€ tiéu hao), Tang 4, Khu A, Bénh vién Dai hoc Y Duge Thanh pho Ho Chi
Minh — Co sd 1, s6 215 Hong Bang, Phuong Cho Lén, Thanh pho Ho Chi Minh
Nguoi lién hé: Nguyén Thi Kim Loan SH dién thoai: 028 3952 5243
10. Yéu cdu khac:
Ho so chao gia ctia nha thiu bao gdm céc tai lidu sau:
+ Thu chao gid, bang bao gia clia nha thau (co ky tén, dong dau);
+ Hop ddng trang thau con hi¢u lye déi voi cdc mit hang da trang thau tai cac co
sO'y t¢€ (ncu co);
+ Tai liéu ky thiuat ctia hang héa_,h/

Trén tr nﬂ./._
Noi nh_ﬁd{ﬁ F TUQ. GIAM POC
- Nhu trén; - :

- Giam déc (dé bao cdo); ) TU THIET Bl
- Don vi Quan ly Pau thau (dé dang tin);
- Luu: VT, VTTB (J22-282-ttbtran).
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Stt

Tén danh myc

Pic tinh k§ thufit

Pon vj
tinh

S8 hegng

Binh chira dich gén véi
méy bom hit huyét khi,
thé tich 1000ml

Binh chira dich gén véi may bom hit huyét khi

- Chét liéu binh chira bing nhya cimg

- Thé tich 1000ml

- C6 b phén loc byi bin truéc khi gén vio bom hut chin khéng

Pat ching nhén:

+ Tiéu chudn FDA (Cuc quan 1y Thyc phdm va Dugc phdm Hoa Ky) hofic FDA 510(k) (FDA Cleared)
+ Hoiic Chimg nhén CE theo luét djnh EU dugc T8 chirc chimg nhén (Notified Body) cép

B§

100

B bom ép lyc trong can
thiép mach c6 van Y, cim
miu dang két hop vin va
bim

B§ bom 4p lyc trong can thi§p mach ¢ van

1. Bom ép lyc

- Chét liéu Polycarbonate

- Ap Iyc téi da 30atm

- Thé tich 20ml - 25ml

2. Van Y cim méu dang két hop van va bim

- Pudmg kinh trong: khoang 9Fr - 10Fr

3. Dung cy dua diy din

4. Ddu gén day dfin dé xoay

5. Khoa ba ngd

Tiét khudn

Pat ching nhén:

+ Tiéu chudn FDA (Cuc quén ly Thyc phdm va Dugc phim Hoa Ky) hoic FDA 510(k) (FDA Cleared)
+ Holic Chimg nhén CE theo lujt dinh EU dugc TS chirc chimg nhén (Notified Body) cép

500

B bom ép lyc trong can
thi¢p mach ¢6 van Y, kém
déy nbi dai 20cm — 25cm

B{ bom 4ap lyc trong can thiép mach c6 van

1. Bom ép lyc

- Chét liéu Polycarbonate

- Ap lyc > 30atm

- Thé tich > 20ml

2. Van Y cdm méu dang két hop vin va bim

- Budmg kinh trong: khodng 7Fr - 9Fr

3. Dung cu dua ddy din

4. Ddu giin ddy din dé xoay

5. Khoé ba nga

6. Diy nbi dai khoang 20cm - 25cm

Tiét khudn

bat chimg nhén:

+ Tiéu chuén FDA (Cuc quan ly Thyc phdm va Dugc phdm Hoa Ky) hoic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhén CE theo luat dinh EU dugc Té chirc chimg nhén (Notified Body) cép

B

800

B§ bom ap lyc trong can
thi¢p mach cé van Y, kém
ddng hd 4p lyc huynh
quang

BG bom 4p lyc trong can thiép mach c6 van, kém ddng hd 4p lyc huynh quang

1. Bom ép lyc

- Chét liéu Polycarbonate

- Ap Iyc téi da 30atm

- Thé tich > 25ml

2. Van Y cAm méu dang két hop vin va bim

- Duong kinh trong > 10Fr

3. Dung cy dua déy dan

4. Pu gén ddy din dé xoay

5. Khoé ba ngd

6. Déy néi dai khoang 10cm - 30cm

Tiét khuén

Pat chimg nhén:

+ Tiéu chufin FDA (Cuc quén Iy Thyc phim va Dugc phim Hoa Ky) hofic FDA 510(k) (FDA Cleared)
+ Hodc Chimg nhén CE theo ludt dinh EU dugc T4 chirc chimg nhéin (Notified Body) clp

1300

B bom ap lyc trong can
thiép mach cé van Y

B¢ bom ép Iyc trong can thiép mach ¢ van
1. Bom ép luc

- Chét liéu than va khoa ndi bing PC, khong chira DEHP, Latex
- Ap lyc < 30atm

- Thé tich khoang 20ml - 25ml

2. Van Y cim méu dang két hop bim va vin
- Buong kinh trong > 10Fr

3. Dung cu dua diy din

4. Ddu gin day din @é xoay

Tigt khuén

Pat chimg nhén:

+ 1SO 13485:2016

+ Hoic Tiéu chuin FDA (Cuc quin ly Thyc phim va Dugc phﬁm Hoa Ky) ho#ic FDA 510(k) (FDA Cleared)

+ Hofic Chimg nhén CE theo ludt dinh EU dugc Té chirc chimg nhfn (Notified Body) cép

Bé

800
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B§ bom 4p lyc trong can
thiép mach, ap lyc 40atm

B¢ bom ép luc trong can thiép mach, ép lyc 40atm
- Thé tich bom tiém 30ml ‘
- Bom bong véi ca p suft thp 1dn ép suft cao
- Dung tich éng 1én cho phép nhanh chéng d& dang gidm dp.
Pat chimg nhén:
+ 180 13485:2016
+ Tiéu chuin FDA (Cuc quén ly Thuc phém va Dugc phim Hoa Ky) hojic FDA 510(k) (FDA Cleared)

Cai

100

B¢ can thiép tinh mach cira
diing cho cc chén doén va
can thiép gan

B¢ can thi€p tinh mech cira dung cho céc chin doan v can thiép gan
- Kim choc 17G, chidu dai > 70cm 1

Bao gém:

- Ong thong cimg c6 dai can quang

- Ong ludn m& dudng

- Ong théng mang kim choc c6 vj tri dénh déu

- Ong théng chyp mach méu da ning

Tiét khufn

Pat chimg nhén:

+ Tiéu chuéin FDA (Cuc quén ly Thyc phdm va Dugc phim Hoa Ky) hoic FDA 510(k) (FDA Cleared)
+ Hoic Chimg nhdn CE theo luét dmh EU dugc T4 chirc chimg nhén (Notified Body) cép

Bj

20

B§ dién cyc dan ding
trong 14p bén a8 dién tim
3D

B4 dién cyc dén ding trong lp bé.n‘[ db dién tim 3D
- Tao ra 1én dén 16 b& mit tim khécinhau trong mét mo hinh duy nhét

- Dinh vj dién cyc 102 14n mbi gidy, hién thj 1én dén 128 dién cyc

Goi

40

B§ dién cyc dén ding
trong 14p ban db dién tim
3D, h tro tinh nang tir
trudmg

B6 dién cyc dén diing trong 14p ban|dd dién tim 3D, h3 trg tinh néng tir trudmg
Bao gbm:

- 01 Pién cyc tham chiéu hé !héng, !

- 01 Pién cyc RL ECG i

- 06 Dién cyc bé mat

- 04 Miéng d4n cam bién tham chléu bénh nhin

Goi

40

10

B0 dung cu bit éng ddng
mach bang coil

B6 dung cu bit dng dong mach bﬁng coil

1. Coil

- Chét liéu biing Nitinol

- Pudmg kinh ddu gin: c6 t6i thiéu cac & 4mm, 6mm

- Budmg kinh dhu xa: c6 tbi thiéu cgc & 4mm, 9mm, 11mm

- Chiéu dai > 3.5mm

2. Catheter

- Chidu dai > 85cm

- Tuong thich v6i b dung cu mé dudng 4Fr hodc SFr

Tiét khuén !

Pat chimg nhén:

+ Tiéu chuéin FDA (Cuc quén ly Thuc phém va Dugc phdm Hoa Ky) hosic FDA 510(k) (FDA Cleared)
+ Ho@ic Chimg nhéin CE theo Iuit dinh EU dugc T chirc chimg nhén (Notified Body) cip

B

11

B6 dung cy cit d6t lanh
dién sinh 1y tim diéu trj
rung nhi

B0 dyng cy cit dét lanh dién sinh 1y tim diéu trj rung nhi, 14i chuyén huéng 2 chidu 45°

1. Catheter dbt lanh véi bong bing Polyurethane

- Kich thudce 10.5 Fr, dai > 140 cm

- Dudmg kinh khi phdng 23cm hoiic 28cm

2. Catheter dinh vj dang vong 15cm hofic 20cm, c6 8 dién cyc, kich thudc than khoang 3.0Fr - 3.5Fr

Pat chimg nhén:

+1S0 13485:2016

+ Hoiic Tiéu chudn FDA (Cuc quan ly Thyc phim va Dugc phidm Hoa K¥) hoic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhén CE theo luft dinh EU dugc Té chirc chimg nhén (Notified Body) cip

B

B dung cy sira van hai 14
qua dudng 6ng thong dang
kep mép van

B6 dung cy sira van hai 14 qua dudmg Sng thong dang kep mép van

1. Dung cu kep:

- Chét li¢u biing Cobalt Chromium, dugc phu bing sgi Polyester

- Chiéu dai cénh kep tir 9mm dén 12mm

- Chiéu rfng cénh kep khi ¢ dinh tir 4mm dén 6mm

- Chidu rong cénh kep khi mé géc tdi da tir 20mm dén 25mm

2. Dung cu hé tro:

- Ong théng déin dudmg

- Dung cu nong mach méu

- Miéng dém Silicone

Tiét khudn

Dbat chimg nhén:

+1S0 13485:2016

+ Hofic Tiéu chun FDA (Cuc quan ly Thyc phém va Dugc phém Hoa Ky) hodc FDA 510(k) (FDA Cleared)
+ Hogic Chimg nhéin CE theo lugt djnh EU dugc Té chirc chimg nhén (Notified Body) cdp

B
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B6 dung cy l4y huyét khéi
trong long mach vanh,
bing Polyamide va
Polyethylene, phi
Hydrophilic, dai > 140cm

B¢ dung cy ldy huyét khéi trong long mach vanh

1. Catheter

- Chét liéu bing Polyamide va Polyethylene, phii Hydrophilic

- C& 6Fr, dai = 140cm, tuong thich déy dén 0.014"

2. Déy dn trong long Catheter (Stylet)

3. Bom tiém c6 ché d6 khoa 4p luc am

4. Diy nbi c6 khoa

5. Loc huyét khéi

Tiét khudn

Pat chimg nhén:

+ Tiéu chudn FDA (Cyc quan Iy Thyc phdm va Dugc phim Hoa Ky) hojic FDA 510(k) (FDA Cleared)
+ Hoiic Chimg nhén CE theo luft dinh EU dugc T8 chirc chimg nhén (Notified Body) cép

B¢

10

B9 dung cu léy huyét khdi
trong long mach vanh, gbm
3 16p, dai > 135cm

Bé dung cu léy huyét khdi trong long mach vanh

1. Catheter

- Chét liéu gbm 3 16p: 16p ngoai hdn hop Nylon va Pebax, 16p gitra s¢i kim logi, 16p trong PTFE
- C& 6Fr, dii > 135cm, tuong thich déy dén 0.014"

2. Déy dn trong long Catheter (Stylet)

3. Bom tiém c6 ché d6 khoa ép lyc 4m

4. Déy ndi c6 khoa

5. Loc huyét khéi

Tiét khuén

Dat chimg nhén:

+ Tiéu chuin FDA (Cuc quin ly Thyc phim va Dugc phim Hoa K¥) hosc FDA 510(k) (FDA Cleared)
+ Hoic Chimg nhéin CE theo lugt dinh EU dugc T4 chirc chimg nhin (Notified Body) cép

B¢

B6 dung cu ldy huyét khbi
trong long mach vanh, phu
Hydrophilic, 16p bén trong
béing PTFE, dai > 140cm

B6 dung cu 14y huyét khéi trong 1ong mach vanh

1. Catheter

- Chét liéu phu Hydrophilic, 16p bén trong bing PTFE

- Cr 6Fr, dai > 140cm, tuong thich ddy dén 0.014"

2. Dy déin trong long Catheter (Stylet)

3. Bom tiém c6 ché d6 khoa 4p lyc im

4. Déy ndi c6 khoa

5. Loc huyét khéi

Tiét khuén

Dat ching nhén:

+ Tiéu chufn FDA (Cuc quan 1y Thyc phim va Dugc phim Hoa Ky) hojic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhén CE theo lugt dinh EU dugc T4 chirc chimg nhin (Notified Body) cip

B

B6 dyng cu Iy huyét khéi
trong long mach vanh, phu
Nylon va Pebax, dai >
140cm

B¢ dung cu 14y huyét khéi trong 1ong mach vanh

1. Catheter .

- Chét liéu phii Nylon va Pebax, bén trong ¢6 dudng vién bén thép khong gi

- C& 4Fr, dai 2 140cm, twong thich ddy dén 0.014"

2. Diy diin trong long Catheter (Stylet)

3. Bom tiém c6 ché d6 khoa 4p lyc &m

4. Day ndi c6 khoa

5. Khay chira loc mau

6. Loc huyét khéi

Tiét khudn

Dat ching nhén:

+ Tiéu chudn FDA (Cyc quan ly Thuc phém va Dugc phém Hoa Ky) hofic FDA 510(k) (FDA Cleared)
+ Chimg nhéin CE theo ludt dinh EU dirgc T8 chirc chimg nhén (Notified Body) cép

B

B¢ dung cu md dudng vio
mach méu (quay va dui),
¢ 5Fr — 9Fr, dai 1lcm —
70cm

B¢ dung cy m¢& dudmg viao mach mau (quay va dii)

1. Dung cy mé dudmg

- Chit liéu bing nhya mém

- Dudng kinh khoang 5Fr - 9Fr, c6 t6i thiéu céc c& SFr; 6Fr; 7Fr; 8Fr; SFr
- Dai khoang 11cm - 70cm

2. Kim choc c& 18G hofic 20G

3. Déy dfn nho c& 0.021" hofic 0.035", dai > 45cm

4. Ong nong 10ng mach mau

Tiét khudn

DPat chimg nhén:

+ Tiéu chudn FDA (Cuc quan Iy Thyc phdm va Dugc phim Hoa Ky) hosic FDA 510(k) (FDA Cleared)

+ Hogc Chimg nhén CE theo lujt dinh EU dugc Té chirc chimg nhén (Notified Body) cép

B
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B¢ dung cy mé dudmg vao
d6ng mach dui, c& 4Fr —
8Fr, dai > 1lcm

B dung cy m& dudmg vio ding mach dui ¢6 van ngén chiin méu ré gi

1. Dung cy m& dudmg "

- Chit ligu Polyethylene va Polypropylene

- Pudmg kinh khoang 4Fr - 8Fr, c6 061 thiéu céc c& 4Fr, 6Fr, 8Fr

- Chidu dai > 11cm ‘

2, Kim chec mach 18G, dai>7cm

3. Day dfin nhé 1am bing thép khﬁng gi ¢& 0.038”, dai khoéng 45cm - 50cm, diu cong hinh J
4. Khéa 3 nga

5. Khay c6 dinh

Tiét khun

Dat chimg nhén:

+ Tiéu chudn FDA (Cyc quan ly Thuc phim va Duqc phém Hoa Ky) hoic FDA 510(k) (FDA Cleared)
+ Hoiic Chimg nhén CE theo ludt dmh EU dugc Té chirc chimg nhén (Notified Body) cp

Bé

1000

19

B¢ dung cu mé dudmg vao
dong mach i, cy 4Fr —
8Fr, dai 7cm — 10cm

B§ dung cu mé& dudmg vao dfng mach dui

1. Dyng cy mé dudmg

- Chét ligu bing ETFE

- Pudng kinh khodng 4Fr - 8Fr, ¢6 téi thidu céc c& 4Fr, 5Fr, 6Fr, 7Fr, 8Fr

- Chiéu dai khoang 7cm - 10cm, c6 ;téi thidu cac c& 7em, 10cm

2. Kim choc c& 18G, 20G, dai = 3cm

3. D4y déin nhé c& 0.025", 0.035", dai > 45cm

4, Bom tiém

Tiét khuin

Pat chimg nhén:

+ Tiéu chufn FDA (Cyc quén ly Thirc phdm va Dugc phdm Hoa Ky) hofic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhén CE theo luft dijnh EU duge Té chirc chimg nhén (Notified Body) cép

Bé

2320

20

B6 dung cy m¢ dudng vao
daong mach, ¢& 5Fr — 7Fr,
dai >25cm

B§ dung cy m& dudng vao ding ma‘ch
1. Dyng cu m¢ dudng
- Chiét ligu bing ETFE
- Pudmg kinh khodang 5Fr - 7Fr, ¢ tél thiéu cc c& 5Fr, 6Fr, 7Fr
- Chiéu dai > 25cm
2. Déy dfn nhé, d4u cong ¢ 0. 035" 0.038", dai > 80cm
Tiét khuén
Pat chimg nhén:
+ Tiéu chuin FDA (Cyc quan Iy Thirc phdm va Dugc phim Hoa Ky) hodic FDA 510(k) (FDA Cleared)
+ Hojic Chimg nhn CE theo luft dinh EU duoc T8 chirc chimg nhén (Notified Body) cdp

B

100

21

B¢ dung cy mé& dudmg vao
déng mach quay, c& 4Fr —
6Fr, dai 7cm — 23cm

B¢ dung cy mé dudmg véo dong maéh quay
1. Dung cy mé dudng ‘

- Chit lidu polyethylene va Polypropylene

- C6 ngan chin méu ro gi

- Dudmg kinh khoang 4Fr - 6Fr, ¢6 t61 thiéu c4c ¢t 4Fr, 5Fr, 6Fr

- Chidu dai khoang 7cm - 23¢m, c6 16i thiéu cc c& 7em, 11em, 23cm

2.Kim choc 321G, dai> dem

3. Déy dfin biing thép khéng gi, c6 dﬁu cong hinh J, dudng kinh 0.018”, dai > 40cm

4. Khoa 3 ngi

Tiét khudn

Dat chimg nhén:

+ Tiéu chuin FDA (Cuc quén ly Thu'c pham v Duoc phém Hoa Ky) hofic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhén CE theo ludt djnh EU duwgc T chirc chimg nhén (Notified Body) cép

800

22

B¢ dung cy mé dudmg vao
d6ng mach quay, c& 6Fr,
dai 10cm — 16cm

B¢ dung cy m& dudng vio ding mach quay

1. Dung cu mé& dudng

- Chét ligu phu 16p &i nuéc

- Budng kinh 6Fr

- Chidu dai khoing 10cm - 16cm, c6 tdi thiéu ¢& 10em, 16cm

2. Kim choc ¢& 20G, dai > 3cm

3. Déy dén nhé plastic c& 0.025", dai c6 t6i thidu cac c& 45cm, 80cm
4. Bom tiém 2.5ml hoac 3ml |

5. Que nong chit ligu Polypropylene

Dat chimg nhén:

+ Tiéu chudn FDA (Cuc quéan ly Thuc phém va Dugc phim Hoa Ky) holic FDA 510(k) (FDA Cleared)

+ Hofic Chimg nhén CE theo lujt dmh EU dugc T4 chirc chimg nhén (Notified Body) cip

1200
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B¢ dung cy m& dudng vao
ddng mach quay, ¢ 6Fr —
7Fr, dai > 10cm

B6 dung cu m& dudmg vio dong mach quay

1. Dung cy mé dudmg

- Chét ligu bang ETFE, phit 16p hydrophilic

- Puong kinh khoang 6Fr - 7Fr, dudmg kinh ngoai nhé hon 1Fr so véi cling ¢& (thanh méng)
- Chiéu dai > 10cm

2. Kim choc c& 20G, dai khoiang 50mm - 52mm

3. Dy dén nho c& 0.025", dai > 45cm

Tiét khuén

Dat chimg nhén:

+ Tiéu chudn FDA (Cyc quén Iy Thyc phim va Dugc phdm Hoa Ky) hozc FDA 510(k) (FDA Cleared)
+ Hotc Chimg nhén CE theo luit dinh EU dugc T4 chirc chimg nhén (Notified Body) cip

600

24

B¢ dung cu mé dudng viao
déng mach quay, c& 4Fr —
SFr

B dung cy mé dudmg vao dfng mach quay

Gom:

1. Dung cy m& dwong

- Budmg kinh c& 4Fr, 5Fr

- Chidu dai c6 t5i thiéu c& 10cm

2. Kim choc ¢& 21G, dai tdi thiéu c6 ¢ 4cm, 7em

3. Ddy din nhé c& 0.018", dai > 40cm

4. Que nong

Tiét khudn

Dat chirng nhén:

+ Tiéu chuén FDA (Cuc quén Iy Thyc phém va Dugc phém Hoa Ky) hozc FDA 510(k) (FDA Cleared)
+ Hogic Chimg nhén CE theo luét dinh EU dugc T4 chirc chimg nhin (Notified Body) clp

Bo

160

25

B¢ dung cu thay van dfng
mach phdi qua dutmg éng
théng

B6 dung cy thay van dong mach phéi qua dudmg éng théng

1. Van dong mach phdi

- Chiét lidu khung van bing Nitinol

- Chét liéu 14 van bing mang ngodi tim cia heo

- Dudmg kinh ngoai cua van c6 téi thiéu céc c 18mm, 26mm, 28mm, 30mm, 32mm

- Budng kinh d§ loe ciia van ¢ t6i thiéu cac ¢ 22mm, 26mm, 28mm, 30mm, 32mm, 36mm
2. Catheter tha van

- C6 ti thiéu c& 18Fr, 20Fr

Tiét khufn

Dat chimg nhén:

+1S0O 13485:2016

+ Hofic Tiéu chudn FDA (Cuc quan ly Thuc phém va Dugc phé.m Hoa Ky) ho#ic FDA 510(k) (FDA Cleared)
+ Ho#ic Chimg nhén CE theo lugt dinh EU dugc T chizc chimg nhén (Notified Body) chp

B

26

B6 dung cu thong lién thét
dang coil

B6 dung cy thong lién thét dang coil

- Chét liéu Nitinol, coil c6 s¢i Polyester

- Coil dugc gén sin v6i delivery catheter 6Fr, 7Fr

- Kich c& coil c6 t8i thidu céc c 8x6mm, 10x6mm, 12x6mm, 12x8mm, 14x8mm, 16x8mm

Tiét khuén

Pat chimg nhén:

+1SO 13485:2016

+ Hodic Tiéu chuin FDA (Cyc quan ly Thuc phém va Dugc phim Hoa Ky) hofic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhén CE theo luft dinh EU dugc T6 chirc chimg nhén (Notified Body) cép

B

10

27

B§ dung cu vit ndi mach
diing hd tro djt stent graft

B dung cu vit cb dinh dimg trong can thiép dong mach chi cho nhirng tdn thuong c6 gidi phiu phirc tap, hd
trg cb dinh stent graft sau dt hosic trudmg hop rd ndi mac tuyp L.

- Chét liéu: hgp kim Niken-Coban

- Kich thuéc: dudmg kinh 3mm, chidu dai 4.5mm (& 0.5%)

Chéc bj phén di kém:

- Loai ding trong can thi¢p déng mach chi ngyc:

+ Ong théng diéu chinh huéng: dai > 90cm, dudmg kinh ngoai 18Fr.

+ Diéu khién cim tay: dai > 110cm, dudng kinh ngoai 12Fr.

- Loai ding trong can thiép ddng mach cha byng:

+ Ong thong diéu chinh huéng dai > 60cm, duong kinh ngoai 16Fr

+ Diéu khién cim tay dai > 85cm, dudmg kinh ngoai 12Fr.

Tiét khudn

Pat chimg nhén:

+ Tiéu chuén FDA (Cyc quin Iy Thyc phdm va Dugc phim Hoa Ky) hofic FDA 510(k) (FDA Cleared)
+ Holic Chimg nhén CE theo luft dinh EU dugc Té chirc chimg nhn (Notified Body) cip

B
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Bé dung cy m& dudmg dung trong can thiép ngoai bién va xuyén gan qua da
1. Dung cu m¢& dudmg
- Chét liéu c6 16p phi i nuéc hogc 16p phu silicone
B dung cu mé dudng - Dudng kinh 6Fr
28 dung trong can thigp ngoai [2. Kim choc ¢ 22G, dai > 20cm 1 B 250
bién va xuyén gan qua da, |3. Dély dfin nhé c& 0.018", déi > 60cm
kim choc ¢ 22G Tiét khuéin
Dat chimg nhén:
+ Tiéu chuén FDA (Cuc quan ly Thyc phdm va Dugc phim Hoa Ky) hofic FDA 510(k) (FDA Cleared)
+ Hofdc Chimg nhén CE theo luit dinh EU dugc Té chirc chimg nhén (Notified Body) cip
|
B9 kim choc sinh thiét trong gan qué dudmg tinh mach cinh
- C& du kim c6 t5i thidu c&y 18G, 19G
. . . - Tuong thich sheath: 7Fr, dai < 600m
B4 kim choc sinh thxét_ - bu kglm trocar két hop véi riinh lﬁy miu
29 trong gan qua dudng tinh Tiét khudn Bo 20
mach cénh, c6 tbi thiéu co
18G. 19G Dat chimg nhén:
’ +1SO 13485:2016
+ Hofic Tiéu chuin FDA (Cyc quan‘ly Thyc phim va Dugc phdm Hoa Ky) hoic FDA 510(k) (FDA Cleared)
+ Holic Chimg nhén CE theo luft aiph EU dugc T4 chirc chimg nhan (Notified Body) cdp
B phén phéi 2, 3 duimg f
- Chét liéu Polycarbonate |
- Budng kinh trong > 0.093"
30 BO phén phdi 2, 3 duomg, |- Vankhoéa2, 3 ngd, chiju ép lyc> 200psn B6 200
ap lwe > 200psi Tiét khuén :
Dat chimng nhén: !
+ Tiéu chudn FDA (Cyc quan ly Thuc phém va Dugc phim Hoa Ky) hogic FDA 510(k) (FDA Cleared)
+ Chimg nhén CE theo luét dinh EU durge T8 chirc chimg nhén (Notified Body) cp
B0 phan phéi 3 dudmg ‘
1. Chét ligu Polycarbonate
- Van khéa 3 ng, 4p lyc > 250psi
B6 phan phéi 3 duomg, 4p : ggy theoédéi -ép Iwe dai > 150cm, /4p lyc t6i da 1200psi
31 |lwe>250psi, déy truyén | DY ‘"”'é“ d“’g ) B6 1700
thubc cin quang 4.. Dady truyén thudc cén quang
Tiét khuén
Pat chimg nhén:
+ Tiéu chudn FDA (Cyc quén Iy Thirc phim va Dugc phim Hoa Ky) hoic FDA 510(k) (FDA Cleared)
+ Hotic Chimg nhén CE theo lut din;ah EU dugc T4 chirc chimg nhan (Notified Body) cép
T
B0 phén phéi 3 duong i
- Chét liéu Polycarbonate !
- Pudmg kinh trong > 0.09"
- Van khoa 3 ngd, chju 4p lwc > 600psx
3 |BOphin phéi 3 duomg, dp |- C6 tay cim | Bo 300
lwc > 600psi, co tay cAm [ Tiét khuén |
Dat chimg nhén: 3
+1SO 13485:2016
+ Hofic Tiéu chun FDA (Cyc quin ly Thyc phdm va Dugc phim Hoa Ky) hodc FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhén CE theo lufit dmh EU duge T8 chirc chimg nhén (Notified Body) cép
B thé di c6 van cim mau y’
- Chét liéu bng théng PTFE, phi lé'p Pebax
- Bu’tmg kinh c6 t6i thiéu céc ¢ 5Fr 6Fr, 7Fr, 9Fr, 12Fr
33 |B6 tha i ¢6 van cim méu .'rgt“l‘;‘l’u‘;?: 2 80cm Bo 50
Pat chimg nhén:
+ Tiéu chuén FDA (Cyc quén 1y Thirc phém v& Dugc phém Hoa Ky) hoic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhén CE theo lufit di%nh EU dugc T8 chirc chimg nhén (Notified Body) cp
|
B6 tha dii déng 15 tiéu nhi
- Chét liéu dng théng bing Polymer gla b bing 16p sgi bén thép khéng gi bén trong
- D4u cong 45°
- Budmg kinh khoang 12Fr - 14Fr, c6 t6i thiéu cac c& 12Fr, 14Fr
34 |BO tha di déng 13 tiu nhi, |- Chidu dai c6 t6i thidu ¢ 80cm | B 10
c& 12Fr — 14Fr Tiét khudn ‘
Dat chimg nhén:

+1S0 13485:2016
+ Hofic Tiéu chudn FDA (Cyc quén ly Thyc phim va Dugc phim Hoa Ky) hofic FDA 510(k) (FDA Cleared)

+ Hotic Chimg nhén CE theo lugt aifm EU duge T4 chirc chimg nhan (Notified Body) cdp
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BG tha diy dong dng dong
mach, lién thét, lién nhf, c6
cén quang, c& 4Fr — 13Fr

B0 tha d déng 6ng dong mach, lién thét, lién nhi, cb cin quang

- Chét ligu 6ng théng bing Polymer gia cb bing 16p s¢i bén thép khong gi, 16p 16t PTFE bén trong

- C6 van cim méu 4p sudt cao

- D6 cong ¢6 tbi thiéu céc ciy 45°, 180°

- Budng kinh khoéng 4Fr - 13Fr, c6 t6i thiéu céc c& 4Fr, 5Fr, 6Fr, 7Fr, 8Fr, 10Fr, 12Fr

- Chiéu dai khoang 60cm - 200cm

- Bao gdm: cap tha du, cdy nong, dung cu nap dii, van cAm méu, kep cép bing nhya

Tiét khudn

Pat chimg nhén:

+ Tiéu chudn FDA (Cuc quén ly Thyrc phim va Dugc phém Hoa Ky) hoiic FDA 510(k) (FDA Cleared)

210

36

B¢ tha du déng théng lién
thét, lién nhi, c6 van vin
cim mau 4p suét cao

B{ tha dii dong théng lién that, lién nhi, ¢6 van vin cdm mau 4p suét cao

1. Chét ligu: khung bén bing Tungsten, phi 16p Nylon, Colorant. Bén trong dng thong phi i6p PTFE

- Sheath dai > 80cm

- Cong 45° va 180°

2. Ong ndi chix Y v6i van cim méu

- Tuong thich v6i ddy dén 0.035"

Tiét khuén

Pat chimg nhén:

+ Tiéu chuén FDA (Cuc quéan ly Thyc phém va Dugce phém Hoa Ky) hoic FDA 510(k) (FDA Cleared)
+ Ho#ic Chimg nhéin CE theo lugt dinh EU dugc T8 chirc chimg nhan (Notified Body) cép

B

105

37

B tha di dong thong lién
nhi

B§ tha du dong thong lién nhi

- Chét liéu dng thong bing nhya véi 16p 16t PTFE bén trong

- Puodng kinh c6 t6i thidu cdc ¢ 6Fr, 7Fr, 8Fr, 9Fr, 10Fr, 12Fr, 14Fr

- Chiéu dai > 60cm

- Diu cong 45°

Tiét khuén

Dat chimg nhén:

+ Tiéu chudn FDA (Cuc quén ly Thyc phim va Dugc phédm Hoa Ky) hoiic FDA 510(k) (FDA Cleared)
+ Ho#ic Chimg nhéin CE theo lugt dinh EU dugc T8 chirc chimg nhgn (Notified Body) cép

B

35

38

B§ tha du dong thong lién
thét, lién nhi, PFO

Bo tha d déng lién tht, lién nhi, PFO

- Chét liéu 8ng thong bing Polymer gia cé bing 16p soi bén thép khéng gi, 16p 16t PTFE bén trong

- Kich thudc co t6i thiéu céc c& 6Fr, 7Fr, 8Fr, SFr, 10Fr, 12Fr

- Chiéu dai c6 téi thidu cac ¢ 60cm, 80cm

- D§ cong cb téi thidu cac ¢ 45°

- Bao gbm: cép tha di, cdy nong, dung cu nap dis, van c&m méu, kep cp bing nhya

Pat chimg nhén:

+ Tiéu chudn FDA (Cuc quén Iy Thyc phim va Dugc phdm Hoa Ky) hodc FDA 510(k) (FDA Cleared)

39

Bom hit huyét khéi dimg
trong chén doan vi can
thiép dé loai bo qua da,
xuyén 1ong c4c chét huyét
khi, huyét khéi thc mach
va huyét khéi xo vira tir
céc tic nghen méi, ban cip
va man tinh

Bom hit huyét khéi diing trong chén doan va can thiép dé loai bd qua da, xuyén long céc chét huyét khéi,
huyét khéi tic mach va huyét khdi xo vira tir cdc thc nghen méi, bén cép va man tinh

- Bao gdm:

1. BY diéu khién: diéu chinh téc dp

2. Dong co: két ndi voi bo didu khién

3. Cong téc chén: két ndi véi b6 diéu khidn

Dat chimg nhén:

+ 1SO 13485:2016

+ Hodic Tiéu chuén FDA (Cuc quan 1y Thyc phém va Dugc phdm Hoa Ky)

+ Hodc Chimg nhén CE (Chau Au)

40

Bom tiém cén quang
150ml twong thich véi may
bom thudc can quang
Medrad Mark 7

Bom tiém cén quang 150ml

- Chét ligu bng tiém Polycarbonate

- Thé tich 150ml

- Ap sufit > 1200psi

- Bao gbm 01 xi lanh va 01 éng nap nhanh

- Tuong thich véi may bom thudc can quang Medrad Mark 7 Arterion Injection System tai Bénh vién
Tiét khuén

Pat chimg nhén:

+1S0 13485:2016

+ Hodic Tiéu chuéin FDA (Cuc quan 1y Thyc phdm va Dugc phim Hoa Ky) hodic FDA 510(k) (FDA Cleared)
+ Ho#c Chimg nhén CE theo ludt dinh EU dugc T chirc chimg nhén (Notified Body) cép

Céi

1200

41

Bom tiém cén quang
150ml twong thich véi
mady Optivantage
Mallinkrodt

Bom tiém can quang 150ml

- Chiét liéu Copolyester khéng latex

- Ap suft > 1200psi

- Tuong thich may Optivantage Mallinkrodt (Angiomat illumena) cia Bénh vién

Tiét khuén

Pat chimg nhéin:

+ Tiéu chufin FDA (Cuc quén Iy Thyc phdm va Dugc phdm Hoa Ky) hogic FDA 510(k) (FDA Cleared)

+ Hogic Chimg nhén CE theo luét dinh EU dugc T4 chirc chimg nhéin (Notified Body) cﬁp

Cai

900




Stt

Tén danh myc

Dic tinh ky thudt

Pon vj
tinh

$6 lwgng

42

Bom tiém diing trong can
thiép mach méu, ¢ t6i
thiéu c& 1ml, 3ml, 10m!

Bom tiém ding trong can thi¢p ma&h méu

- Chét liéu biing Polycarbonate

- D4u luer lock

- C6 t6i thiéu c& 1ml, 3ml, 10ml

Tiét khuén

Pat chimg nhén

+ Tiéu chuén FDA (Cuc quan ly Thyc phém va Dugc phém Hoa Ky) hodc FDA 510(k) (FDA Cleared)
+ Hodc Chimg nhén CE theo luét dmh EU dugc Té chirc chimg nhén (Notified Body) cip

Cai

2000

43

Boéng bom ngugc dong
déng mach chy, c¢& 7Fr —
9Fr

Béng bom nguec dong déng mach chu

- Chét liéu mang bong Polyurethanu lap pht Hydrophilic
- Kich c& khoang 7Fr - 9Fr, c6 tbi llnéu c& 7Fr, 8Fr

- Thé tich bong c6 t6i thibu chc ¢ 30ce, 40cc

- Pudng kinh lumen trung tém 0. 02‘ "
- Catheter chiit li¢u biing Polyurethane
- Tuong thich ddy d#n 0.025" |

- Tuong thich véi médy Autocat (bénh vi¢n)

Tiét khudn

Pat chimg nhén:

+ Tiéu chuén FDA (Cyc quan ly Thye phém va Dugc phim Hoa Ky) hodic FDA 510(k) (FDA Cleared)

Cai

25

44

B6ng bom ngugc dong
d6ng mach chi

1
Béng bom ngugc dong dfng mach ¢hit
1, Béng ’

- Chét ligu: Polyurethane

- Chiéu dai béng khoéng 160mm - 260mm -

- Pudmg kinh trong: 0.027"

- Dung tich tir 25ml dén 40ml, t6i thiéu 3 c&

2. Catheter va dung cu di kém: khéng chira Latex

- Téi thiéu c6 c& 7.5Fr

- Tuong thich may bom béng dbi xung déng mach chi Datascop CS 300 ciia Bénh vién

Tiét khudn i

Dat chimg nhén:

+1S0 13485:2016

+ Hoiic Tiéu chuéin FDA (Cyc quén!ly Thuc phim va Dugc phim Hoa Ky) hosic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhéin CE theo lugit dinh EU dugc Té chirc chimg nhén (Notified Body) cfp

Cai

100

45

Bong chen cb tui phinh
mach méau n3o

Béng chen cb titi phinh mach mau ndo, hd trg thé coils
- Chét ligu Pebax, Polyurcthane |
- Pudng kinh khodng 3mm - 5Smm \
- Chidu dai c6 t4i thiéu c& 10mm, 30mm
- Keém vi ddy dén 0.010"
- Catheter mang béng: dai khoﬂng I40cm 150cm
Tiét khudn
Dat chimg nhén:
+1SO 13485:2016
+ Hoc Tiéu chudn FDA (Cyc quénily Thyc phém va Dugc phdm Hoa Ky¥) hosic FDA 510(k) (FDA Cleared)
+ Hofic Ching nhén CE theo luét diph EU duge T8 chirc chimg nhén (Notified Body) cﬁp

Cai

46

Béng chen cb tai phinh
mach méu néo c0 rfng, 2
néng

Béng chen cb ti phinh mach mau néo ¢ rong, 2 ndng (1ong bom béng va 1ong di day déin riéng nhau)

- Chét ligu phi Hydrcphxhc tai ng ba (nong- bong - éng théng)

- Dudmg kinh c6 tdi thidu kich c& 4mm

- Chidu dai c6 téi thiéu céc kich c& 10mm, 15mm, 20mm

Tiét khuén

Pat chimg nhén:

+1S0 13485:2016

+ Hodc Tiéu chun FDA (Cuc quamly Thye phim va Durgc phim Hoa Ky) hofic FDA 510(k) (FDA Cleared)
+ Hofic Chirng nhén CE theo lugt dmh EU dugc Té chirc chimg nhan (Notified Body) cép

Céi

40

47

Béng nong do 15 théng lién
nhi, dudng kinh bong
18mm — 34mm

Béng nong do 13 théng lién nhi

- Chit liéu Nhya

- Pudmg kinh bong khoéng 18mm - 34mm c6 téi thiéu céc c& 18mm, 24mm, 34mm
- Chiéu dai khoang 35mm - 55mm |

Tiét khuin

Dat ching nhén:

+ Tiéu chuin FDA (Cuc quén ly Thu‘c phém va Dugc phdm Hoa Ky¥) hoic FDA 510(k) (FDA Cleared)

Cai

90
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Boéng nong do 16 thong lién nhi
- Chét ligu Polyamide
Béng nong do 13 théng lién |- Dudmg kinh bong khoang 24mm - 34mm, c6 ti thiéu cic ¢ 24mm, 34mm
48 |nhi, dudng kinh béng Tiét khuén Cai 45
24mm — 34mm Dat chimg nhén:
+ Tiéu chudn FDA (Cyc quén Iy Thyc phim vi Dugc phim Hoa Ky) hojic FDA 510(k) (FDA Cleared)
+ Ho#ic Chimg nhén CE theo ludt dinh EU dugc Té chirc chimg nhén (Notified Body) cép
Béng nong do 15 thdng lién nhi
- Chét liéu Urethane
Béng nong do 13 théng lién |- Dutmg kinh bong khong 25mm - 35mm, c6 téi thiéu céc c& 25mm, 35mm
49 |nhi, dwémg kinh béng Tiét khudn Céi 61
25mm — 35mm Pat chimg nhén:
+ Tiéu chudn FDA (Cuc quén Iy Thuc phim va Dugc phdm Hoa Ky) hofic FDA 510(k) (FDA Cleared)
+ Ho#ic Chimg nhén CE theo luat dinh EU dugc Té chirc chimg nhén (Notified Body) cfp
Béng nong can thiép dong mach chi, dng mach phdi, dudng mét va ngoai bién
- Chét ligu PET
Béng nong can thiép dong |- Pudng kinh béng khoang 12mm - 30mm, c6 t6i thiéu cdc ¢& 12mm, 14mm, 16mm, 18mm, 20mm, 22mm,
mach chii, djng mach 24mm, 26mm, 28mm, 30mm
50 |phdi, dwomg mét vangoai |- Chiéu dai bong khodng 20mm - 60mm, ¢6 téi thiéu cac c& 20mm, 30mm, 40mm, 50mm, 60mm Cai 50
bién, dudng kinh 12mm — [Tiét khuén
30mm, dai 20mm — 60mm |Dat chimg nhén:
+ Tiéu chudn FDA (Cuc quén Iy Thyc phim va Dugc phim Hoa Ky) hofic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhéin CE theo lugt dinh EU dugc T8 chirc chimg nhén (Notified Body) cép
Béng nong can thiép dong mach chi, ddng mach phéi, dudng mat va ngogi bién
Béng nong can thiép dong | Pudmg kinh khoang 12mm - 26mm, ¢6 t6i thiéu cic c& 14mm, 20mm, 26mm
g nong P 308 1. Chidu dai khoang 20mm - 60mm, c6 téi thiéu cic o 20mm, 40mm, 60mm
mach chu, dong mach | ovyiay 4y Catheter: 80cm hotc 120cm
51 |phbi, dutmg mt vangogi |* Shiou ddiCathetsr: S0cm ok cai 27
bién, dung kinh 12mm — |- /P Sudt toi da 18atm
26mm, dai 20mm — 60mm Tiét khuén
’ Pat chimg nhén:
+ Tiéu chudn FDA (Cuc quén ly Thyc phim va Dugc phim Hoa Ky) hoic FDA 510(k) (FDA Cleared)
Béng nong can thiép dong mach chi, dong mach phdi, dudng mét va ngoai bién, loai bong trong bong
Béng nong can thiép déng | Dudmg kinh khoang 10mm - 32mm
mach chi, dong mach - Chiéu dai khodng 20mm - 60mm
& duon g . |- Chiéu dai éng théng cé t6i thiéu cic c& 80cm, 1060cm, 120cm
5o [Phoi, dubng mét vangoai |p.e \p 4, cai 10
bién, dudmg kinh bong A
10mm — 32mm, dai Dat chimg nhén:
20mm — 60mm, + 1SO 13485:2016 i
+ Hogic Tiéu chudn FDA (Cuc quan 1y Thyc phdm va Dugc phim Hoa Ky) hoic FDA 510(k) (FDA Cleared)
+ Hoic Chimg nhan CE theo lugt dinh EU dwgc T4 chirc chimg nhén (Notified Body) cép
Béng nong can thiép mach méu ngoai bién - hgp déng mach canh
- Dudng kinh khoéng 4.0mm - 7.0mm, ¢6 t§i thiéu cic c& 4mm, 4.5mm, Smm, 5.5mm, 6mm, 7mm
- Chiéu dai khoang 15mm - 40mm, ¢6 t6i thiéu 15mm, 20mm, 30mm, 40mm
Bong nong can thiép mach |- Ap lyc gy vo bong > 14atm
méu ngogi bién - hep dong |- Dudmg kinh thén ng théng mang béng < 3.3Fr
53 |mach canh, dudmg kinh - Chiéu dai kha dung cia éng thong mang béng > 142cm Céi 40
béng 4.0mm — 7.0mm, - Tuong thich dung cu mé dudmg khodng 4Fr - SFr
dai 15mm — 40mm Dat chimg nhén:
+1SO 13485:2016
+ Hotic Tigu chufin FDA (Cuc quan ly Thyc phdm va Dugc phim Hoa Ky) ho#ic FDA 510(k) (FDA Cleared)
+ Hojc Chimg nhan CE theo ludt djnh EU dugc T chirc chimg nhén (Notified Body) cép
Béng nong can thiép hep ddng mach ndo
- Chét lidu bong Pebax, catheter bing Silicon
- Dudng kinh béng khodng 1.5mm - 4.0mm, c6 t&i thiéu cic c& 1.5mm, 2.0mm, 2.5mm, 3.0mm, 4.0mm
Bong nong can thiép hep |- Chiéu dai béng> 8mm, dudng kinh 1ong khoang 0.0165 - 0.017"
54 |dong mach nio, dudng - Chiéu dai catheter mang bong > 150cm Cai 70
kinh bong 1.5mm — Tiét khuan
4.0mm Pat ching nhén:
+1S0 13485:2016

+ Hogic Tiéu chudn FDA (Cyc quan Iy Thyc phdm va Dugc phim Hoa Ky) hofic FDA 510(k) (FDA Cleared)
+ Hogic Chimg nhan CE theo lugt dinh EU dugc T4 chirc chimg nhén (Notified Body) cép
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Bong nong can thiép mach
méu ngoai bién, dudng
kinh b6éng 1.5mm —
7.0min, dai 20mm —
240mm, hé théng OTW

Béng nong can thiép mach méu ngoai bién

- Chét liéu bong: Nylon/ Pebax, phi 4i nrdc bén ngoai va phii khang nuéc bén trong long éng
- Duémg kinh béng 1.5mm - 7.0mm

- Chiéu dai bong 20mm - 240mm

- Chiéu dai éng théng t6i da 200cm

- Ap lyc vy béng > 16atm

- Tuong thich ddy din 0.014", 0.018", 0.035"

- H¢ théng loai OTW

Tiét khuén

Dat chimg nhén:

+1S0 13485:2016

+ Hodc Tiéu chudn FDA (Cyc quén 1y Thyc phim va Dugc phdm Hoa Ky) hosc FDA 510(k) (FDA Cleared)
+ Ho#ic Chimg nhén CE theo lugit djnh EU dugc T3 chirc chimg nhén (Notified Body) cp

Cai

56

Béng nong can thiép mach
maéu ngoai bién, dudng
kinh béng 1.5mm —
5.0mm, dai 2cm — 30cm

Bong nong can thi¢p mach méu ngoai bién

- Chét ligu phu 16p &i nude kép

- Budmg kinh khodng 1.5mm - 5.0mm, c6 16i thiéu cac c& 1.5mm, 2.0mm, 3.0mm, 4.0mm, 5.0mm
- Chiéu dai khoéng 2cm - 30cm, c6itdi thiéu céc c&: 2cm, 8cm, 10cm, 15cm, 22cm, 30cm
- Chiéu dai éng thdng > 150cm

- Ap sufit t6i da 16atm ;

- Tuong thich dung cu mé& dudmg khoang 4Fr - 5Fr

- Twong thich dfy din 0.014" |

Tiét khuén ’

Pat chimg nhén: ;

+1S0O 13485:2016 |

+ Tiéu chuén FDA (Cuc quan ly 'l'huc phém va Dugc phim Hoa Ky)

Cai

57

Béng nong can thi¢p mach
méu ngoai bién, dudng
kinh béng 2.0mm —
9.0mm, dai 2cm — 30cm

Boéng nong can thiép mach méu ngoai bién

- Chét ligu phui 16p 4i nuéc kép ’

- Budmg kinh khodng 2.0mm - 9.0mm, c6 t6i thiéu céc ¢ 2.0mm, 3.0mm, 5.0mm, 7.0mm, 9.0mm
- Chiéu dai khoang 2cm - 30cm, cé)ton thidu cdc ¢&: 2cm, 8cm, 10cm, 15cm, 22cm, 30cm

- Chiu dai éng thong khoing 75cm - 150cm

- Ap sufit < 16atm

- Tuong thich dung cy mé dudng khoéng 4Fr - 6Fr

- Tuong thich dfy dén 0.018"
Tiét khuén

Dat chimg nhén:

+1S0 13485:2016

+ Tiéu chufin FDA (Cuc quan ly Tlnrc phim va Dugc phdm Hoa Ky)

Cai

58

Béng nong can thi€p mach
mau ngoai bién, dudng
kinh béng 1.5mm —
4.0mm, dai 20mm —
220mm

Béng nong can thiép mach méu ngual bién.
- Chét li¢u bong Semi Crystalline Polymer, phu Hydrophilic
- Budmg kinh khodng 1.5mm - 4. Omm c6 tdi thidu cac ¢ 1.5mm, 2mm, 2.5mm, 3mm, 3.5mm, 4mm.
- Chiu dai khoang 20mm - 220mm, ¢6 tdi thiéu c4c ¢& 20mm, 40mm, 70mm, 100mm, 140mm, 180mm,
220mm.
- Chidu dai éng théng tdi thidu c6 cac ¢&: 90cm, 120cm, 150cm.
- Tuong thich ddy dén 0.014"
- Hé théng loai OTW
Tiét khuén
Dat chimg nhén:
+ Tiéu chudn FDA (Cuc quénly Thuc phim va Dugc phim Hoa Ky)
+ Chimg nhén CE (Chéu Au) '

Cai

95

59

Béng nong can thi¢p mach
méu ngoai bién, dudng
kinh béng 1.5mm —
4.0mm, dai 40mm —
220mm

Bong nong can thiép mach mau ngoai bién

- Chét liéu Nylon, phti Hydrophilic va phi Hydrophobic

- Pudmg kinh tir 1.5mm dén 4.0mm|

- Chiéu dai tir 40mm dén 220mm

- Chidu dai 6ng théng c6 tdi thiéu cdc ¢ 90cm, 150cm

- Ap lyc t6i da < 14atm.

- Tuong thich ddy dén 0.014"

- Hé théng loai OTW va Menorail

Tiét khuén

Dat chimg nh{in:

+1S0 13485:2016

+ Hofic Tiéu chudn FDA (Cyc quan Iy Thyc phdm va Dugc phdm Hoa Ky) hofic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhéin CE theo ludt dinh EU dugc T4 chirc chimg nhan (Notified Body) cip

Cai

80
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Béng nong can thiép mach
méu ngoai bién, dudmg
kinh béng 1.5mm —
6.0mm, dai 15mm —
240mm, hé théng Monorail

Bong nong can thi¢p mach méau ngoai bién

- Chit liéu béng; Nylon/ Pebax, phil 4i mréc bén ngoai va phii khang nuéc bén trong léng éng
- Dudmg kinh béng 1.5mm - 6.0mm

- Chiéu dai bong 15mm - 240mm

- Chidu dai dng thong t6i da 150cm

- Ap lyc v bong khodng 18atm - 22atm

- Twong thich ddy dén 0.014"

- Hé théng loai Menorail

Tiét khudn

Pat chimg nhén:

-+ 1SO 13485:2016

+ Hoic Tiéu chuén FDA (Cuc quan Iy Thyuc phém va Dugc phim Hoa Ky) ho#ic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhan CE theo lufit dinh EU dugc Té chirc chimg nhén (Notified Body) cép

Céi

80

61

Bong nong can thi¢p mach
mau ngoai bién, dudmg
kinh béng 2.0mm —
10.0mm, dai 10mm —
220mm

Béng nong can thi¢p mach méu ngoai bién

- Chét liéu Pebax trén bong phu 16p 4i nudc Hydrophilic

- Pudmg kinh tir 2.0mm dén 10.0mm

- Chiu dai tir 10mm dén 220mm

- Ong théng dai khoang 40cm, 80cm, 90cm, 135¢m, 150cm

- Tuong thich ddy dfn 0.014" hofic 0.018"

- Ap lyc vy bong téi da 14atm

- Hé théng loai OTW va Monorail

Tiét khudn

Pat chimg nhfn:

+ 1SO 13485:2016

+ Hogc Tiéu chuén FDA (Cuc quan 1y Thyc phdm va Dugc phim Hoa Ky) hoic FDA 510(k) (FDA Cleared)
+ Hogic Chimng nhén CE theo lufit dinh EU dugc T chirc chimg nhén (Notified Body) cép

Cai

160

62

Béng nong can thi¢p mach
méu ngoai bién, dudmg
kinh bong 2.0mm —
5.0mm, dai > 90mm

B6ng nong can thiép mach méu ngoai bién

- Chit ligu Polyamide

- Budng kinh khodng 2.0mm - 5.0mm, 6 t5i thiéu c4c c& 2.0mm, 2.5mm, 3.0mm, 3.5mm, 4.0mm, 4.5mm,
5.0mm

- Chiéu dai > 90mm, ¢6 tdi thidu c4c c& 90mm, 120mm, 150mm, 180mm, 210mm
- Tuong thich déy dén 0.014"

- Hé théng loai OTW

Tiét khuén

Dat chimg nhén:

+ Tiéu chuln FDA (Cuc quén ly Thyc phim va Dugc phdm Hoa Ky)

+ Hoc Chimg nhéin CE (Chéu Au)

Cai

20

63

Béng nong can thi¢p mach
méu ngoai bién, dudmg
kinh béng 2.0mm —
7.0mm, dai 20mm —
200mm

Béng nong can thi¢p mach mau ngoai bién.

- Chit lidu bong Semi Crystalline Polymer, phii Hydrophobic

- Budmg kinh khodng 2.0mm - 7.0mm, c6 t6i thiéu cic c& 2.0mm, 2.5mm, 3.0mm, 3.5mm, 4.0mm, 5.0mm,
6.0mm, 7.0mm

- Chiéu dai khoang 20mm - 200mm, ¢6 t6i thiéu cic c& 20mm, 40mm, 60mm, 80mm, 120mm, 150mm,
170mm, 200mm

- Chidu dai hé théng c6 c4c c¢& 90cm, 130cm, 150cm

- Tuong thich day dén 0.018"

- Hé théng loai OTW

Tiét khuén

Pat chirng nhén:

+ Tiéu chudn FDA (Cuc quén Iy Thyc phém va Dugc phdm Hoa Ky) hofic FDA 510(k) (FDA Cleared)
+ Chimg nhan CE theo lugt dinh EU dugc T8 chirc chimg nhén (Notified Body) cp

Cai

45

64

Bong nong can thi¢p mach
mdu ngoai bién, dudng
kinh bong 1.5Smm —
7.0mm, dai 14mm —
120mm

Bong nong can thiép mach méu ngoai bién

- Chét liéu bong PEBA, phu Hydrophilic

- Dudng kinh khoang 1.5mm - 7.0mm, c6 t5i thiéu cac c& 1.5mm, 2.0mm, 2.50mm, 3.0mm, 3.5mm, 4.0mm,
5.0mm, 6.0mm,7.0mm

- Chiéu dai khoang 14mm - 120mm, c6 t6i thiéu céc c& 14mm, 17mm, 20mm, 30mm, 40mm, 50mm, 60mm,
80mm, 120mm

- Chiéu dai hé théng 150cm £ 2 cm

- Ap lyc v bong: 13atm - 16atm

- Tuomg thich ddy dén 0.014"

- Hé théng loai Monorail

Tiét khuén

Pat chirng nhén:

+1SO 13485:2016

+ Hodc Tiéu chuéin FDA (Cyc quin ly Thyc phdm va Dugc phim Hoa Ky)

+ Hogc Chimg nhén CE (Chéu Au)

Cai

20
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Bong nong can thiép mach
méu ngoai bién, dudmng
kinh bong 2.0mm —
10.0mm, dai > 10mm

Béng nong can thiép mach méu ngoai bién ding cho can thiép dui, dudi gbi
- Chét liéu bong Nylon
- Pudmg kinh khoing 2.0mm - 10.0mm
- Chiu dai > 10mm, c6 téi thiu cac c&r 10mm, 200mm, 220mm, 280mm
- Chidu dai hé théng khoang 80cm - 150cm
- Ap Iyc t6i da 18atm
- Tuong thich déy dn 0.018"
- Hé théng loai OTW
Tiét khuén
Pat chimg nhén:
+ 1SO 13485:2016
+ Hojc Tiéu chun FDA (Cuc quén Iy Thyc phém va Dugc phdm Hoa Ky)
+ Ho#c Chimg nhén CE (Chéu Au)w

Cai

66

Béng nong can thip mach
méu ngoai bién, dudmg
kinh bong 1.25mm —
5.0mm, dai > 10mm

Bong nong can thi¢p mach méau ngoal bién diing cho can thiép dbi, duéi gbi

- Chéit liéu béng Nylon

- Budmg kinh khodng 1.25mm - 5. Omm

- Chiéu dai > lOmm, c6 tdi thidu cac ¢& 10mm, 200mm, 220mm, 250mm, 280mm
Chléu dai hé thong ¢ céic c& 1200m 150cm

- Ap lyc téi da 18atm I

- Tuong thich ddy din 0.014"

- Hé théng loai OTW

Tiét khuén

Dat chimg nhén:

+1SO 13485:2016

+ Hottc Tiéu chuén FDA (Cyc quan Iy Thyc phdm va Dugc phim Hoa Ky)

+ Hogic Chimg nhén CE (Chéu Au)

Cai

67

Bong nong can thi¢p mach
méu ngoai bién, dudng
kinh bong 2.0mm —
7.0mm, dai 20mm —
180mm, c6 thé diéu chinh
kich c&

Bong nong can thiép mach méu ngoai bién c6 thé diéu chinh kich c&
- Chét ligu Semi Crystalline Polymer, phu 16p ky nuéc

- Pudmg kinh khoang 2.0mm - 7.0mm, c6 ti thidu cc c& 2.0mm, 2.5mm, 3.0mm, 3.5mm, 4.0mm, 5.0mm,

6.0mm, 7.0mm

- Chiéu dai c6 thé diéu chinh dirgc khoang 20mm - 180mm

- Tuong thich dy d&n 0.014” v 0.018”.

- Hé thong logi OTW

Tiét khuén

Dat chitng nhén:

+ Tiéu chudn FDA (Cuc quén Iy Thyc phim va Dugc phim Hoa Ky) hofic FDA 510(k) (FDA Cleared)
+ Chimg nhén CE theo luit dinh EU duogc Té chirc chimg nhén (Notified Body) cip

Cai

68

Béng nong can thi¢p mach
mau ngoai bién, dudng
kinh bong 12mm —

14mm, dai 20mm — 60mm

B6ng nong can thiép mach mau ngoal bién

- Chét liéu bong: Co-Extruded, phi ‘4 nuréc

- Pudmg kinh khodng 12mm - 14mm, c6 t8i thiéu céc c& 12mm, 14mm

- Chiéu dai khodng 20mm - 60mm, cé 161 thiéu cdc c&r 20mm, 40mm, 60mm
- Chidu dai truc thén c6 téi thidu c&75cm, 120cm

- Twong thich ddy din 0.035" '
- Ap sufit t6i da < 8atm .

- Hé théng loai OTW

Tiét khuén

Pat chimg nhén:

+ Tiu chuén FDA (Cuc quén Iy Th;rc ph&m va Dugc phdm Hoa Ky) hogtc FDA 510(k) (FDA Cleared)
+ Chimg nhén CE theo luét dinh EU dugc T4 chirc chimg nhén (Notified Body) cép

Cai

155

69

Bong nong can thi¢p mach
méu ngoai bién, dudmg
kinh béng 3.0mm —
12.0mm, dai 2cm — 30cm

Bong nong can thiép mach mau ngoal bién

- Chét ligu phu 16p 4i nuéckép |

- Dm’mg kinh khoéang 3.6mm - 12.0mm, c6 18 thiéu c4c c& 3.0mm, 5.0mm, 7.0mm, 9.0mm, 12mm
- Chiéu dai khoing 2cm - 30cm, ¢6 tél thiéu cac ¢&: 2cm, 8cm, 10cm, 15¢m, 20cm, 30cm
- Chiéu dai éng thong trong 75cm hoac 130cm

- Ap sufit <21atm

- Tuong thich dung cy mé dudng khoang 5Fr-7Fr

- Tuong thich ddy dén 0.035" ‘

Tiét khuén

Dat chimg nhén:

+ SO 13485:2016

+ Tiéu chudn FDA (Cuc quén Iy Thyrc phim va Dugc phdm Hoa Ky)

Cai

12
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Béng nong can thiép mach
mau ngoai bién, duong
kinh béng 3.0mm —
12.0mm, dai > 20mm

Bong nong can thiép mach mau ngoai bién.

- Chit lidu Polyamide (PA12 hofic PA6/12) ]

- Pudng kinh khoang 3.0mm - 12.0mm, c6 t5i thiéu cc ¢& 3mm, 4mm, 5mm, 6mm, 7mm, 8mm, 9mm,
10mm, 12mm

- Chidu dai > 20mm, c6 téi thiéu cic c& 20mm, 40mm, 60mm, 80mm, 100mm, 120mm, 150mm, 200mm,
250mm, 300mm

- Chiéu dai hé théng c6 cic ¢ 40cm, 80cm, 135cm

- Ap lyc v bong khodng 12atm - 24atm

- Tuong thich ddy dén 0.035"

- Hé thdng loai OTW

Tiét khuén

Dat chung nhén:

+1SO 13485:2016

+ Hojic Tiéu chuén FDA (Cuc quin 1y Thyc phim va Dugc phém Hoa Ky)

+ Hoic Chimg nhdn CE (Chéu Au)

Cai

25

71

Bong nong can thiép mach
méu ngoai bién, dudng
kinh bong 3.0mm —
12.0mm, dai 20mm —
250mm

Béng nong can thi¢p mach mau ngoai bién.

- Chét ligu Semi Crystalline Polymer, phu Hydrophobic

- Budng kinh khoéng 3.0mm - 12.0mm, cd tdi thiéu céc ¢ 3.0mm, 4.0mm, 5.0mm, 6.0mm, 7.0mm, 8.0mm,
9.0mm, 10.0mm, 12.0mm

- Chiéu dai khoang 20mm - 250mm, c6 tdi thiéu c4c c& 20mm, 40mm, 60mm, 80mm, 100mm, 120mm,
150mm, 170mm, 200mm, 250mm

- Ap sufit t6i da 21atm

- Tuong thich déy dén: 0.035"

- Hé lhéng loai OTW

Tiét khuén

Dat chimg nhén:

+1S0 13485:2016

+ Hoic Tiéu chuéin FDA (Cuc quan ly Thyc phém va Dugc phim Hoa Ky) hoic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhéin CE theo lugt dinh EU dugc T8 chirc chimg nhin (Notified Body) cép

Cai

99

72

Bong nong can thiép mach
mau ngoai bién, dudmg
kinh béng 4.0mm —
10.0mm, dai 20mm —
120mm

Bong nong can thi¢p mach méu ngoai bién

- Chét liéu Polyamide

- Pudng kinh khoang 4.0mm - 10.0mm, c6 tdi thiu c4c c& 4.0mm, 5.0mm, 6.0mm, 7.0mm, 8.0mm, 9.0mm,
10.0mm

- Chiéu dai khoing 20mm - 120mm, c6 t3i thiéu c4c c& 20mm, 30mm, 46mm, 60mm, 86mm, 106mm, 120mm
- Tuong thich day din 0.035"

- Hé théng loai OTW

Tiét khuén

Pat chimg nhén:

+ Tiéu chudn FDA (Cuc quén Iy Thyc phim va Dugc phdm Hoa Ky) hoic FDA 510(k) (FDA Cleared)

+ Ho#ic Chimg nhén CE theo ludt dinh EU dugc Té chirc chimg nhin (Notified Body) cép

Céi

62

73

B6ng nong can thiép mach
mau ngoai bién, dudng
kinh béng 4.0mm —
10.0mm, dai 20mm —
60mm

Bong nong can thi¢p mach méu ngoai bién ap lyc cao

- Chit liéu Polyamide

- Dudmg kinh khodng 4.0mm - 10.0mm, c6 ti thiéu céc c&r 4.0mm, 5.0mm, 6.0mm, 7.0mm, 8.0mm, 9.0mm,
10.0mm

- Chiéu dai khoang 20mm - 60mm, c6 tdi thiéu céc c& 20mm, 30mm, 40mm, 60mm

- Ap lyc t6i da 39atm

- Tuong thich ddy din 0.035"

- Hé théng loai OTW

Tiét khuén

Dat chimg nhén:

+ Tiéu chudn FDA (Cuc quén Iy Thyc phim va Dugc phém Hoa Ky) hogic FDA 510(k) (FDA Cleared)
+ Hogic Chimg nhén CE theo lugt dinh EU dugc T8 chirc chimg nhéin (Notified Body) cép

Cai

30

74

Béng nong can thi¢p mach
mau ngoai bién, duong
kinh béng 3.0mm —
12.0mm, dai 20mm —
200mm

Béng nong can thi¢p mach mau ngoai bién

- Chét liéu Nylon

- Dudmg kinh khoang 3.0mm - 12.0mm, ¢ tdi thiéu céc c& 3.0mm, 4.0mm, 7.0mm, 10.0mm, 12.0mm
- Chitu dai khoang 20mm - 200mm, c6 t4i thiéu c4c c& 20mm, 60mm, 100mm, 260mm

- Tuong thich ddy dén 0.035"

- Hé théng loai OTW

Tiét khuén

Dat chimg nhén:

+ Tiéu chudn FDA (Cuc quén Iy Thyc phim va Dugc phim Hoa Ky) hoiic FDA 510(k) (FDA Cleared)

+ Ho#c Chimg nhén CE theo ludt dinh EU dugc T4 chirc chimg nhén (Notified Body) cép

Cai

90
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Béng nong can thiép mach
mau ngoai bién, dudmg
kinh béng 3.0mm —
14.0mm, dai 20mm —
300mm

Bong nong can thi¢p mach méu ng?m bién
- Chét lidu bong PEBA, phu Hydrophilic

- Pudmg kinh khoang 3.0mm - 14.0mm, c6 t8i thiéu cac c& 3.0mm, 4.0mm, 5.0mm, 6.0mm, 7.0mm, 8.0mm,

9.0mm, 10.0mm, 12.0mm, 14. 0mm

- Chidu dai khodng 20mm - 300mm, c6 tdi thidu cac c¥ 20mm, 30mm, 46mm, 50mm, 60mm, 80mm, 120mm,

150mm, 200mm, 250mm, 300mm |
- Chidu dai hé théng c6 ti thiéu 80cm, 135cm

- Ap lyc v& bong khodng 11atm - 14atm

- Tuong thich day dfn 0.035"

- Hé théng loai OTW i

Tiét khudn §

Pat ching nhén: !

+1SO 13485:2016 ‘

+ Hofic Tiéu chuén FDA (Cuc quin Iy Thyc phim va Dugc phdm Hoa Ky)
+ Hofic Chimg nhin CE (Chéu Au)

Cai

20

76

Bong nong can thiép mach
méu ngogi bién, dudng
kinh béng 5.0mm —
10.0mm, dai 20mm —
60mm

Béng nong can thi¢p mach méu ngoal bién dung cho can thiép chiu dui
- Chit liéu bong Polyamide (PA12)

- Pudmg kinh khoang 5.0mm - 10. (lmm

- Chiéu dai khoang 20mm - 60mm i

- Chiéu dai hé théng c6 t6i thidu 80cm,120cm, 150cm

- Ap lyc téi da 18atm ‘

- Tuong thich ddy dén 0.035"

- Hé théng loai OTW

Tiét khuén

Pat chimg nhén:

+ 1SO 13485:2016

+ Hotc Tiéu chuén FDA (Cuc quan 1y Thuc phﬁm va Dugc phim Hoa Ky)
+ Hofic Chimg nhéin CE (Chéu Au)

Cai

77

Boéng nong can thi¢p mach
méu ngoai bién, dudng
kinh béng 3.0mm —
10.0mm, dai > 10mm

|
Béng nong can thi¢p mach méu ngoan bién dung cho can thi¢p chu dui

- Chit ligu bong Pebax, phit Hydrophnhc

- Pudng kinh khoang 3.0mm - 10. Omm

- Chidu dai > 10mm, c6 t6i thiéu céc ¢ 10mm, 260mm, 220mm, 280mm
- Chiéu dai hé thdng c6 tdi thibu 800m,120cm, 150cm

- Ap lyc t8i da 13aim

- Tuong thich déy dén 0.035"

- Hé théng loai OTW

Tiét khuén

Dat chimg nhén:

+1SO 13485:2016

+ Hoac Tiéu chudn FDA (Cyc quan ly Thye phdm va Duge phdm Hoa Ky)

+ Hofic Chimg nhén CE (Chéu Au)l

Cai

78

Béng nong can thiép mach
mau ngoai bi€n, dudng
kinh béng 3.0mm —
12.0mm, dai 20mm —
300mm, bing Polyamide
(PA12 ho#c PA6/12)

Bong nong can thiép mach mau ngoal bién

- Chét liéu Polyamide (PA12 hoac PA6/ 12), d4u &ng thong cb 16p phis 4i nuwéc kép

- Pudng kinh khoang 3.0mm - 12, Omm c6 t4i thiéu céc c& 3mm, 4mm, Smm, 6mm, 7mm, 8mm, 9mm,
10mm, 12mm

- Chiéu dai khoang 20mm - 300mm, ¢6 t6i thiéu cac c& 20mm, 40mm, 60mm, 80mm, 100mm, 120mm,
150mm, 200mm, 250mm, 300mm |

- Chiéu dai éng théng c6 t6i thiéu céc oty 40, 80, 135cm

- Tuong thich véi dung cu mé dufmg 5Fr - 7Fr

- Tuong thich déy dén 0.035"

- Hé théng loai OTW |

Tiét khuén ‘

bat chimg nhén:

+ Tiéu chuén FDA (Cuc quén ly Thuc phém va Dugc phim Hoa Ky) hofic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhéin CE theo lufit dlnh EU dugc T4 chirc chimg nhéin (Notified Body) cip

Cai

20

79

Béng nong can thi¢p mach
mau ngoai bién, dudng
kinh b6ng 3.0mm —
12mm, dai 20mm —
100mm

Bong nong can thiép mach méu ngo[ai bién &p lyc cao
- Chét liéu bong: Nylon/Pebax.

- Budmg kinh khoang 3.0mm - 12mm, c6 t6i thiéu céc ¢ 3mm, 4mm, 5mm, 6mm, 7mm, 8mm, 9mm, 10mm,

12mm
- Chiéu ddi khodng 20mm - 100mm, c6 18i thiéu céc c& 20mm, 40mm, 60mm, 80mm, 100mm
- Chiéu dai éng thdng c6 téi thidu céc ¢ 40cm, 75cm
- Ap sudt t6i da: 27atm
- Tuong thich ddy din 0.035"
- Hé théng loai OTW.
Tiét khuén |
Pat chimg nhén: {
+1SO 13485:2016
+ Hofic Tiéu chuéin FDA (Cyc quin, ly Thyc phém va Dugc phdm Hoa Ky)
+ Hofic Chimg nhén CE (Chéu Au)

Cai

38
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Bong nong can thiép mach mau ngoai bién siéu cimg
- Chét liéu composite v6i thiét ké dang soi bén hon
- Dudmg kinh khoang 4.0mm - 12mm, c6 ti thiéu céc ¢ 4.0mm, 5.0mm, 6.0mm, 10mm, 12mm
Béng nong can thiép mach |" Chiéu dai khoang 2cm - 10cm, ¢6 tdi thidu cdc ¢& 2cm, 4cm, 6cm, 8cm, 10cm
mimgn 0 igbién dugn - Chiéu dai ng théng 50cm hogc 75cm.
8o ’ g - Tuong thich v&i dung cu m& dudmg 6Fr hofic 7Fr hoc 8Fr .
80 |kinh béng 4.0mm — , Cai 22
e - Tuong thich dy din 0.035"
12mm, dai 2cm — 10cm, . z
loai siéu cimg Tiét khudn
Dat ching nhén:
+ 1SO 13485:2016
+ Hoic Tiéu chu&n FDA (Cuc quén 1y Thuc phim va Dugc phim Hoa Ky) hoiic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhén CE theo luat dinh EU duge Té chirc chimg nhén (Notified Body) cp
Béng nong can thi¢p mach méu ngoai bién, phii thudc Paclitaxcel
- Chat liu Semi Crystalline Polymer
- Dutmg kinh khoing 2.0mm - 7.0mm, ¢4 t6i thiéu céc c& 2.0mm, 3.0mm, 4.0mm, 7.0mm
Bong nong can thiép mach |- Chidu dai khoang 40mm - 120mm, c6 t6i thiéu céc c& 40mm, 80mm, 120mm
méu ngogi bién, phi thubc |- Ap lwc v bong trong khoang 12atm - 15atm
81 |Paclitaxcel, dudmg kinh - Tuong thich day d#n 0.018" Cai 27
bong 2.0mm — 7.0mm,  |Tiét khuén
dai 40mm — 120mm Pat chimg nhén:
+1S0 13485:2016
+ Hofic Tiéu chuén FDA (Cyc quén Iy Thyc phm va Duge phim Hoa Ky)
+ Hogc Chimg nhédn CE (Chéu Au)
Bong nong can thiép mach mau ngoai bién phi thudc Paclitaxcel
- Chit ligu béng Pebax
Béng nong can thiép mach |” Pudmg kinh khoéng 2.0mm - 8.0mm, c6 tdi thiéu c6 ¢ 2.0mm, 2.5mm, 4.0mm, 8.0mm
8 niong can titp Mach | ~..a) dai khoang 30mm - 150mm, c6 téi thiéu c6 c& 30mm, 120mm, 150mm
méu ngoai bién, phu thude | Anp subt thi da < 14atm
82 [Paclitaxcel, duong kinh P = . cai 30
- Tuong thich dyng cy mé dwdomg 5Fr, 6Fr
béng 2.0mm — 8.0mm, " z
dai 30mm — 150mm Tiét khuan
Dat chimg nhén:
+ Tiéu chudn FDA (Cyc quén Iy Thyc phim v& Dugc phim Hoa Ky)
+ Chimg nhén CE (Chéu Au)
Bong nong can thi¢p mach méu ngoai bién, phi thudc Paclitaxel va Polysorbate/Sorbitol
- Chét liéu Nylon
Bone none can thiép mach |- P¥EN8 kinh khoang 2.0mm - 4.0mm, ¢6 t6i thiéu céc c& 2.0mm, 2.5mm, 4.0mm
g nong can ticp MACh | ~:3\) dai khoang 40mm - 150mm, c6 thi thiéu cic c& 40mm, 80mm, 120mm, 150mm
mau ngoai bién, phu thudc | % bt tbi
Paclitaxel va Polysorbate | Ap suat toi da 15atm )
83 . . - Tuong thich ddy d4n 0.014" Cai 18
ho#ic Sorbitol, duomg kinh |
Tiét khuén
bong 2.0mm — 4.0mm, , N
dai 40mm — 150mm Dat chimg nhén:
+ 1SO 13485:2016
+ Hoic Tiéu chudn FDA (Cuc quén ly Thyc phim va Dugc phdm Hoa Ky)
+ Hoiic Chimg nhén CE (Chéu Au)
Béng nong can thiép mach mau ngogi bién, phii thude Paclitaxel va Polysorbate/Sorbitol
- Chét ligu Nylon
Bong nong can thiép mach |~ Dudmg kinh khoang 4.0mm - 12mm, c6 tdi thiéu c4c c& 4.0mm, 5.0mm, 6.0mm, 10mm, 12mm
g nong can thicp mach |~ .4, "4ai khoang 40mm - 150mm, c6 téi thiéu cc c& 40mm, 60mm, 100mm, 150mm
mau ngogi bién, pht thuéc : it 1di
Paclitaxel va Polysorbate | Ap sudt toi da 12al:n :
84 . . - Tuong thich day dan 0.035" Cai 10
hofic Sorbitol, dudng kinh |, . z
bong 4.0mm — 12mm, dai Tit khuan
i ' Pat chimg nhén:

40mm — 150mm

+1S0 13485:2016
+ Hoic Tiéu chuéin FDA (Cuc quén ly Thyc phim va Duge phém Hoa K¥)
+ Ho#ic Chimg nhéin CE (Chéiu Au)
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Béng nong can thiép mach méu ngolai bién, phii thudc Paclitaxel trén nén mang thudc khéng Polymer ding
nong déng mach diii, khoeo va du'drn gbi
- Chét liéu HDPE, Polyamide (PAlg hogic PA6/12)
- Pudng kinh khoang 2.0mm - 6.0mm
Béng nong can thiép mach (- Chiéu dai khoang 40mm - 120mm
m4u ngoai bién, phi thudc |- Chiéu dai truc than 75cm, 130cm [
85 |Paclitaxel trén nén mang |- Tuong thich ddy déin 0.014" Cai 10
thudc khong Polymer, - Hé théng loai OTW }
twong thich ddy dfn 0.014" [Tiét khudn |
Dat chimg nhén: ;
+1SO 13485:2016
+ Hoc Tiéu chuén FDA (Cyc quimt 1y Thye phim va Dugc phdm Hoa Ky)
+ Ho#ic Chimng nhén CE (Chéu Au)’
Béng nong can thié¢p mach méu ngoial bién, phui thudc Paclitaxel trén nén mang thudc khong Polymer dimng
nong dong mach dii, khoeo va du(h g6|
- Chét liéu HDPE, Polyamide (PA12 ho#c PA6/12)
- Budmg kinh khoéng 2.0mm - 6. Omm
Béng nong can thiép mach (- Chiu dai khoang 40mm - l20mm‘
méu ngoai bién, phi thude |- Chidu dai truc than 75¢m, 130cm
86 [Paclitaxel trén nén mang |- Tuong thich ddy dén 0.035" ‘ Cai 10
thubc khong Polymer, - Hé théng loai OTW
tuong thich déy din 0.035" |Tiét khudn
Pat ching nhén:
+1SO 13485:2016
+ Hoac Tiéu chun FDA (Cuc quén 1y Thyc phim va Dugc phim Hoa Ky)
+ Ho#ic Chimg nhén CE (Chéu Au) i
\
Béng nong can thi¢p mach méu ngom bién phu thudc Paclitaxel
- Chét li¢u bong PEBA
- Duong kinh khoéng 3.0mm - 10. Omm c628ct
Bong nong can thiép mach - Chiéu dai khoéng 30mm - l20mm, ¢6 > 6 cd, cb t6i thiéu céc c&y 30mm, 80mm, 120mm
méu ngogi bién, phi thuc. | Chiéu dai tryc théan 80cm, 135cm |
. g - Tuong thich dung cy mé dwémg khoang SFr - 8Fr .
87 |Paclitaxcel, dudmg kinh ., " | Cai 20
- Tuong thich ddy dén 0.035
boéng 3.0mm — 10.0mm, " 2
ddi 30mm — 120mm | ¢t Khudn
Pat chimg nhén:
+1SO 13485:2016
+ Hodc Tiéu chuén FDA (Cyc quan| ly Thyc phém va Dugc phim Hoa Ky) hodic FDA 510(k) (FDA Cleared)
+ Hodc Chimg nhén CE theo luét dmh EU dugc Tb chirc chimg nhén (Notified Body) cép
Bong nong mach méu ngoai bién phu thudc Paclitaxel
- Buédng kinh khodng 2.0mm - 7. Omm, c6>7cd
Béng nong can thiép mach - Chiéu dai khoéng 40mm - lSOmm, c62 5 ¢d, c6 tdi thidu cac c& 40mm, 80mm, 150mm
A A . - Tuong thich dung cu mé dudng SEr, 6Fr
mau ngoai bién phi thude - " :
; A - Tuong thich ddy dén 0.018 .
88 |Paclitaxel, duong kinh " in Cai 10
bong 2.0mm — 7.0mm, Tict khu
dai 40mm — 150mm | DA chung nhén:
+1S0 13485:2016
+ Ho#c Tiéu chudn FDA (Cuc quén'ly Thyc phim va Dugc phim Hoa Ky) hoiic FDA 510(k) (FDA Cleared)
+ Hogic Chimg nhin CE theo luft d;hh EU duge Té chirc chimg nhén (Notified Body) clp
Bong nong mach mau ngoai bién phu thude Sirolimus
- Budng kinh khoéang 2.0mm - 7. Omm ¢6 t6i thidu cac c& 2.0mm, 2.5mm, 3.0mm, 3.5mm, 4.0mm, 5.0mm,
6.0mm, 7.0mm
Béng nong can thiép mach |- Chiéu dai khoang 40mm - lSOmm ¢6 t6i thiéu cac c&r 40mm, 60mm, 80mm, 100mm, 120mm, 150mm
méu ngoai bién phii thubc |- Tuong thich dung cu mé dudng 5Er, 6Fr, 7Fr
89 |Sirolimus, dudmg kinh - Tuong thich ddy din 0.018" Cai 10
béng 2.0mm — 7.0mm,  |Tiét khuén ;
dai 40mm — 150mm Pat chimg nhén: |

+1SO 13485:2016 \
+ Hoic Tiéu chudn FDA (Cuc quan\ly Thyc phém va Dugc phim Hoa Ky) ho@ic FDA 510(k) (FDA Cleared)
+ Hogc Chimg nhan CE theo lufit dmh EU dugc T8 chirc chimg nhén (Notified Body) cép
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Bdng nong can thiép mach vanh dang dao cht
- Chét liéu Nylon hoiic Pebax, phii 16p i nuéc
- Dudng kinh c6 tdi thiéu cic c¢& 2.0mm, 2.25mm, 2.5mm, 2.75mm, 3.0mm, 3.25mm, 3.5mm, 3.75mm,
4.0mm
g |B6nsnong can thigp mach |- Chiku dai c6 t6i thidu céc ¢ 6mm, 10mm, 15mm Chi 85
vanh dang dao céit - Hé théng mang 3 hoiic 4 ludi dao
Tiét khuén
Pat chimg nhén:
+ Tiéu chudn FDA (Cuc quan ly Thyc phdm va Dugc phdm Hoa Ky) hoic FDA 510(k) (FDA Cleared)
+ Ho#c Chimg nhén CE theo ludt djnh EU dugc T4 chirc chimg nhén (Notified Body) cép
Bong nong dong mach vanh dang cit ding trong véi hoa ning hoc tai hep trong stent
- Chét liéu Nylon 12, phui 16p 4i nuéc
- Pudmg kinh c6 t6i thiéu cac c&r 2.5mm, 3.0mm, 3.5mm
Béng nong déng mach - Chidu dai > 13mm
91 vinh ding trong vdi héa |- Ap lyc v bong > 14atm Céi 247
ning hofic tai hep trong  |Tiét khuén
stent Dat chimg nhén:
+1SO 13485:2016
+ Hojic Tiéu chuidn FDA (Cuc quén ly Thyc phdm va Dugc phim Hoa Ky) hosic FDA 510(k) (FDA Cleared)
+ Holic Chimg nhén CE theo lujt dinh EU dugc T8 chirc chimg nhén (Notified Body) céip
Bong nong mach vanh &p Iyc thép c6 hé théng ddy din kép
Bong nong mach vanh 4p v ;::é; lgiéu Nylon, diy dinh kém bing Nitinol, phi 4i nuéc & doan xa va dAu tip, khang nudc trong 1ong ng
z“;su;a'z’ﬂ'i“ogm';“hd:;’“g - Dudmg kinh khodng 1.75mm - 4.0mm, 6 8i thiéu céc c& 1.75mm, 2.5mm, 3.0mm, 3.5mm, 4.0mm
92 | - - Chiéu dai khoang 10mm - 20mm, c6 t6i thiéu céc c& 10mm, 1Smm, 20mm Cai 355
16mm — 20mm, bing n 2
Nylon, c6 hé théng day | 11t Khwén
din kép Dm.chtmg nhgn:
+ Tiéu chudn FDA (Cuc quén ly Thyc phim va Dugc phim Hoa Ky) holic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhén CE theo lugt dinh EU dugc T8 chirc chimg nhan (Notified Body) cép
Béng nong mach vanh pha v6i hoa trong long mach, c6 gén hat ban cdu kim loai
- Budng kinh khoang 1.5mm - 3.5mm
- Chidu dai > 12mm
Béng nong mach vanh pha |- Ap sudt viy bong > 12atm
93 |véi hoa trong Iong mach, |- Tuong thich ddy din <0.014" Cai 50
c6 gin hat ban cu kim loai | Tiét khuin
Dat chimg nhén:
+ Tiéu chuén FDA (Cuc quén 1y Thyc phim va Dugc phim Hoa Ky) hogic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhén CE theo ludt dinh EU duoc Té chirc chimg nhén (Notified Body) cép
Bong nong mach vinh ap lyc cao
Béng nong mach vanh 4p |- Chét liéu Nylon, tryc bing thép khong gi
Iyc cao, duomg kinh bong |- Pudng kinh khoang 2.0mm - 5.0mm, c6 tdi thiéu 11 c&
gg |2-0mm — 5.0mm, dai - qhiéu dai khoang 6mm - 30mm, c6 t5i thiéu 10 c& Céi 100
6mm — 30mm, bing - Ap sudit vo bong > 22atm
Nylon, tryc bing thép Tiét khudn
khong gi Pat chimg nhén:
+ Tiéu chudn FDA (Cyc quan ly Thyc phdm va Dugc phdm Hoa Ky) hosc FDA 510(k) (FDA Cleared)
Boéng nong mach vénh ép lyc cao
- Chét ligu Nylon
Béng nong mach vinhép |* Pudng kinh khoang 1.5mm - 5.0mm, c6 t8i thiéu 15 ¢
- Chidu dai khoang 8mm - 40mm, c6 t5i thiéu 33 c&
lyc cao, dudng kinh bong |, &t vis béne > 18atm
95 |1.5mm — 5.0mm, dai Apsudt vo bong 2 18atm cai 150
8mm —> 40mm. bin - Tuong thich ddy din 0.014
, bing s
Nylon Tiét kh}lﬁn
Dat chimng nhén:
+ Tiéu chuéin FDA (Cuc quan ly Thyc phdm va Dugc phdm Hoa Ky) hofic FDA 510(k) (FDA Cleared)
+ Hogic Chimg nhén CE theo lugt dinh EU dugc T8 chirc chimg nhén (Notified Body) cép
Boéng nong mach vanh 4p lyc cao
- Chit liéu Polyamid, pha 4i nuéc
- Pudmg kinh khoédng 2.0mm - 5.0mm
Bong nong mach vanh 4p |- Chiéu dai khoang 10mm - 30mm
Iyc cao, dudng kinh béng |- Ap sudit t6i da khodng 18atm - 20atm
96 [2.0mm — 5.0mm, dai - Khiu kinh d&u v&o cyc nho 0.016” Cai 100

10mm — 30mm, bing
Polyamid, phu ai nuée

- Twong thich ddy din 0.014"

Tiét khuén

Dat chimg nhan:

+ Tiéu chudn FDA (Cyc quén Iy Thyc phdm va Dugc phdm Hoa Ky) hofic FDA 510(k) (FDA Cleared)
+ Hoiic Chimg nhén CE theo lujt dinh EU dugc T8 chirc chimg nhén (Notified Body) cép
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Béng nong mach vanh ép lyc cao
- Chét liéu Polyamide (PA12 hoic PA6/12)
Béng nong mach vanh &p |- Dudng kinh khoang 1.5mm - 4.5mm, c6 t6i thiéu céc ¢& 1.5mm, 2.5mm, 3.5mm, 4.0mm, 4.5mm
Ire cao, dudmg kinh béng |- Chidu dai khoang 10mm - 20mm, i¢6 i thiéu céc ¢ 10mm, 15mm, 20mm
97 {1.5mm — 4.5mm, dai - /\p Iyc > 35atm Cai 100
10mm — 20mm, 4p lyc> |Tiét khuén
35atm Dat chitng nhén:
+ Tiéu chuéin FDA (Cuc quén Iy Thyc phim va Dugc phdm Hoa Ky) hoic FDA 510(k) (FDA Cleared)
+ Hoéic Chimng nhéin CE theo ludt d‘nh EU duge T chirc chimg nhén (Notified Body) cap
Boéng nong mach vanh ép lyc cao E
- Chét ligu Polyamide l
Béng nong mach vnh &p ;?:‘:lng4k;nn? nl:hoéng 1.5mm - 4.5mm, t5i thiéu 13 c@, trong d6 c6 c& 1.5mm, 2.0mm, 2.5mm, 3.0mm,
e cao, dubng kinh bng | opiay dai khodng 8mm - 30mm, c6 t6i thidu céc o Smm, 10mm, 15mm, 20mm, 30mm y
98 |1.5mm — 4.5mm, dai . Cai 200
3 - Ap lyc v bong > 20atm
8mm — 30mm, bang Tiét khudn
Polyamide \
Pat chung nhén:
+ Tiéu chuén FDA (Cyc quén Iy Thu'c phém va Dugc phim Hoa Ky) hoic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhén CE theo luft d;nh EU dugc T4 chirc chitng nhin (Notified Body) cap
Béng nong mgch vanh ép lye cao
- Chét liéu Pebax
Bong nong mach vanh 4p |- Pudmg kinh khodng 1.5mm - 6.0mm, c6 t8i thiéu cdc c¢& 1.5mm, 2.0mm, 3.0mm, 4.0mm, 4.5mm, 5.0mm
Iwc cao, dudng kinh béng |- Chiéu dai khoang émm - 25mm, cb tdi thidu cac c& 6mm, 15mm, 20mm, 25mm
99 |1.5mm — 6.0mm, dai - Ap lyc vy bong > 18atm Céi 100
6mm —s 25mm, bing Tiét khudn |
Pebax Dat chimg nhén: i
+ Tiéu chudn FDA (Cuc quén ly Thyc phim va Duqc phém Hoa K¥) hoac FDA 510(k) (FDA Cleared)
+ Ho#c Chimg nhén CE theo luét dmh EU dugc TS chire ching nhéin (Notified Body) cép
Boéng nong mach vanh 4p lwc cao
- Chét liéu Nylon 12 va Pebax
- Dudmg kinh khoang 1.5mm - 5.0mm, ¢6 t4i thiéu cc ¢ 1.5mm, 1.75Smm, 2.5mm, 2.8mm, 3.0mm, 3.25mm,
Bong nong mach vanh 4p  |4.0mm, 4.5mm, 5.0mm
lwc cao, dwdng kinh béng |- Chidu dai khoang 8mm - 26mm, cb t5i thidu céc c& 8mm, 12mm, 15mm, 18mm, 22mm, 26mm
100 |1.5mm — 5.0mm, dai - Lép phii khéng nuéc Invio (10ng trong éng) Cai 500
8mm — 26mm, bing - Ap lyc vy bong > 20atm
Nylon 12 va Pebax Tiét khudn ;
Pat chimg nhén: |
+ Tiéu chufn FDA (Cuc quan ly Thyre phém va Dugc phdm Hoa Ky) hodic FDA 510(k) (FDA Cleared)
+ Hogic Chimg nhén CE theo lugt dmh EU dugc T chirc chimg nhén (Notified Body) clp
Boéng nong mach vanh ap lyc cao ’
- Chét liéu Nylon i
B6 - Dudmg kinh khodng 2.0mm - 5.0mm, c6 téi thiéu céc c& 2.0mm, 2.75mm, 3.0mm, 3.5mm, 4.0mm, 4.5mm,
ng nong machﬁvﬂnh ép 5.0mm |
lyc cao, dubmg kinh béng || . 4ai khodng 6mm - 27mm, cb thi thidu céic & 6mm, 12mm, 15mm, 21mm, 27mm .
101 {2.0mm — 5.0mm,‘ dai i Ap e v béng > 18atm | Céi 400
6mm — 27mm, bang Tiet khudn |
Nylon Pat chitng nhén: |
+ Tiéu chudn FDA (Cuc quén Iy Thuc phém va Dugc phdm Hoa Ky) hoc FDA 510(k) (FDA Cleared)
+ Hoac FDA Approved - PMA (Cuc quan ly Thyc phém va Dugc phdm Hoa Ky)
Boéng nong mach vanh ap lyc cao '
- Chét liéu Polyamide 12 i
- Duémg kinh khodng 2.0mm - 5.0mm, c6 t6i thiéu c4c c& 2.0mm, 2.5mm, 3.0mm, 3.5mm, 4.0mm, 4.5mm,
Bong nong mach’vknh ép 5.0mm |
Iwe cao, dubmg kinh béng |y ia) 4ai khodng 6mm - 27mm, cb t6i thidu céc c& 6mm, 15mm, 20mm, 27mm .
102 (2.0mm — 5.0mm, dai : i Cai 300
3 - Ap lyc v3 béng > 20atm [
6mm — 27mm, bing Tiét khudn ;
Polyamide 12 Doy chimg ahin: [

+ Tiéu chuén FDA (Cuc quan ly 'I'huc phém va Dugc phém Hoa Ky) hoic FDA 510(k) (FDA Cleared)

+ Hoiic FDA Approved - PMA (Cu¢ quan Iy Thyc phim va Dugc phdm Hoa Ky)
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Boéng nong mach vanh 4p lyc cao
- Chét liéu Nylon '
Bong nong mach vinh ép -5 !3{1:::‘13 kinh khodng 2.0mm - 5.0mm, t6i thiéu 9 c@, trong d6 ¢6 c& 2.0mm, 2.5mm, 3.0mm, 3.5mm, 4.5mm,
103 '2"3 cao, dubmg kinh béng | b 4i khodng 6mm - 30mm, o6 téi thiéu c4c & 6mm, 8mm, 15mm, 20mm, 25mm, 30mm )
.0mm — 5.0mm, dai < Céi 200
6mm — 30mm. bin - Ap lyc v bong > 18atm
y g Iy éﬂ
Nylon Tigt kh'u
Dat chimg nhén:
+ Tiéu chun FDA (Cuc quén Iy Thyc phim va Dugc phim Hoa Ky) hoiic FDA 510(k) (FDA Cleared)
+ Ho#c Chimg nhén CE theo ludt dinh EU dugc T chirc chimg nhén (Notified Body) cép
Bé6ng nong mach vanh é&p lyc cao
- Chét 1igu Nylon hofc Pebax, 2 16p phi Hydrophilic
Béng nong mach vanh ép |- Dudmg kinh khoéng 2.6mm - 5.0mm, c6 t5i thiéu cic ¢ 2.0mm, 2.5mm, 3.0mm, 4.0mm, 4.5mm, 5.0mm
lwc cao, duomg kinh bong |- Chiéu dai khoang 6mm - 30mm, c6 tdi thiéu cdc c& 6mm, 8mm, 12mm, 15mm, 20mm, 30mm
104 }2.0mm — 5.0mm, dai - Ap lyc v béng > 20atm Cai 300
6mm — 30mm, bing Tiét khudn
Nylon hoic Pebax Dat ching nhén:
+ Tiéu chudn FDA (Cuc quén ly Thyc phim va Dugc phim Hoa Ky) hogic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhén CE theo lujt dinh EU dugc T4 chirc chimg nhan (Notified Body) cdp
Boéng nong mach vanh ép lyc cao
- Chét liéu Elastomer va Polyamide, ph 16p Hydrophilic
Bé - Dudng kinh khoang 2.0mm - 5.0mm, c6 tdi thidu céc c& 2.0mm, 2.25mm, 2.5mm, 2.75mm, 3.0mm,
ng nong mach vanh ap
I cao, duémg kinh béng 3.25@, 3:5mm, 3.75mm, 4.0mm, 4.5xr.un,_ 5.0mm
105 o A - Chiéu dai khoéng 6mm - 30mm, c6 t6i thiéu cic c¥ 6mm, 8mm, 12mm, 15mm, 20mm, 25mm, 30mm .
.Omm — 5.0mm, dai ! Cai 320
g - Ap lyc v bong > 20atm
6mm — 30mm, bang "
Elastomer va Polyamide Tit khuén
Dat chimg nhén:
+ Tiéu chun FDA (Cyc quén 1y Thyc phim va Dugc phdm Hoa Ky) hofic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhén CE theo luét dinh EU dugc T4 chirc chirmg nhén (Notified Body) clp
Béng nong mach vanh ap luc cao
- Chét liéu Semi Crystalline Polymer
Béng nong mach vanh ép |- Duéng kinh khodng 2.0mm - 5.0mm, c6 t6i thiéu céc c& 2.0mm, 2.5mm, 3.25mm, 4.5mm, 5.0mm
luc cao, dudmg kinh bong |- Chiéu dai khodng 8mm - 30mm, ¢ t5i thiéu cic c& 8mm, 12mm, 1Smm, 20mm
106 |2.0mm'— 5.0mm, dai - Ap lyc vd bong > 18atm Cii 600
8mm — 30mm, bing Semi [Tiét khuén
Crystalline Polymer Pat chimg nhén:
+ Tiéu chudn FDA (Cuc quan ly Thyc phém va Dugc phdm Hoa Ky) hoiic FDA 510(k) (FDA Cleared)
+ Ho#ic Chimg nhén CE theo luft dinh EU dugc T chirc chimg nhin (Notified Body) clp
Béng nong mach vanh ap lyc cao dwgc phi 16p i nudc
- Chét liéu Nylon, bong 2 16p chét liéu khdng gian né
Bong nong mach vanh ép |- Pudng kinh khoang 2.0mm - 6.0mm, c6 16i thiu cac c& 2.0mm, 3.0mm, 4.0mm, 5.0mm, 6.0mm
luc cao, dudmg kinh béng |- Chidu dai khoang 6mm - 30mm, c6 t8i thiéu cic c& 6mm, 12mm, 15mm, 20mm, 30mm
107 (2.0mm — 6.0mm, dai - Ap Iyc v& béng > 18atm Cai 500
6mm — 30mm, bing Tiét khuén
Nylon Dat chimg nhén:
+ Tiéu chudn FDA (Cuc quén Iy Thyc phim va Dugc phdm Hoa Ky) hosic FDA 510(k) (FDA Cleared)
+ Hogc Chimg nhén CE theo luft dinh EU duwgc Té chirc chimg nhén (Notified Body) cép
Béng nong mach vanh ap luc cao
- Chét ligu Nylon
Boéng nong mach vanh 4p |- Pudng kinh khoang 2.5mm - 5.0mm, c6 t4i thiu céc ¢ 2.5mm, 3.0mm, 3.5mm, 4.0mm, 5.0mm
Iyc cao, dudmg kinh béng |- Chidu dai khoang 6mm - 30mm, c6 t6i thiéu cdc c& 6mm, 8mm, 10mm, 15mm, 20mm, 25mm, 30mm
108 |2.5mm — 5.0mm, dai - Ap Iyc vy bong > 18atm Céi 300
6mm — 30mm, bing Tiét khudn
Nylon Pat chimg nhén:
+ Tiéu chudn FDA (Cuc quén ly Thyc phim va Dugc phm Hoa Ky) hoiic FDA 510(k) (FDA Cleared)
+ Hoiic Chimg nhin CE theo ludt dinh EU dugc T4 chirc chimg nhén (Notified Body) cép
Boéng nong mach vanh &p lyc cao
- Chét liéu Polyamide, phu &i nwéc Polyethylene oxide, Polyvinylpyrrolidone
- Dudmg kinh khoang 2.5mm - 4.5mm, ¢ t5i thiéu cic ¢ 2.5mm, 2.75Smm, 3.0mm, 3.25mm, 3.5mm,
Bong nong mach vanh ép
lyc cao, dudng kinh bong 3.75n;|m, 4.0mm, 4.5mm A
109 ? - Chiéu dai khoéng 8mm - 20mm, c6 t8i thidu cic cr 8mm, 10mm, 12mm, 15mm Cai 230

2.5mm — 4.5mm, dai
8mm — 20mm, béng
Polyamide

- Ap lyc thuémg > 12atm, v& béng > 20atm

Tiét khuén

Dat chimg nhén:

+ Tiéu chudn FDA (Cuc quén ly Thyc phém va Dugc phdm Hoa K¥) hoc FDA 510(k) (FDA Cleared)
+ Ho@ic Chimg nhén CE theo lujt dinh EU dugc T chirc chimg nhén (Notified Body) cép
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Boéng nong mach vénh ép lyc cao ’
- Chét ligu Nylon 11
- Pudmg kinh khosng 2.0mm - 5. Omm c6 t6i thidu céc c& 2.0mm, 3.0mm, 3.25mm, 3.5mm, 3.75mm, 4.0mm,
Bong nong mach vanh ép 4.5mm, 5.0mm
lyc cao, dubmg kinh bong | ", . . . s
110 |2.0mm — 5 Omm, dai 35‘::? dai khoang 6mm - 30mm, ¢6 tdi thiu c4c ¢ 6 mm, 8mm, 10mm, 12mm, 15mm, 20mm, 25mm, Cii 200
gm;:n—]vlwmm, bing - Ap suft t8i thiéu 14atm
Y Tiét khudn
Dat chimg nhén:
+ Tiéu chudn FDA (Cyc quan 1y Thyc phdm va Dugc phdm Hoa Ky) hosc FDA 510(k) (FDA Cleared)
Béng nong mach vanh ép huc cao
- Chit ligu phu 4i nuéc
Béne nong mach vanh 40 | Pudng kinh khodng 2.0mm - 5.0mm
e o dﬁtmz Cioh b én‘; - Chidu dai khoang 8mm - 30mm, ¢6 t8i thiéu cic & 8mm, 11mm, 15mm, 20mm, 30mm
)y . . .2
111 [2.0mm — 5.0mm, dai Tf)fu;:: éI<:ang nho, t8i thidu c6 ¢ 0.67mm Cii 100
8mm — 30mm, phu &i D:t chimg nhén:
nuge +1S0 13485:2016
+ Hodc Tiéu chuén FDA (Cuc quén ly Thyc pham va Dugc phém Hoa Ky) ho#c FDA 510(k) (FDA Cleared)
+ Hogic Chimg nhan CE theo luft dinh EU dugc Té chirc chimg nhéin (Notified Body) cép
Béng nong mach vanh 4p lyc thép
- Chét liéu Nylon 12. Béng c6 cu tao 3 16p
Bong nong mach vanh ép |- Putmg kinh khodng 1.5mm - 4.0mm, c6 t5i thiéu céc ¢& 1.5mm, 2.0mm, 2.25mm, 2.5mm, 2.75mm, 3.0mm,
Iwc thép, duomg kinh béng |3.5mm, 4.0mm
112 [1.5mm — 4.0mm, dai - Chiéu dai khodng 10mm - 40mm, 6 16i thiéu cac c& 10mm, 13mm, 15mm, 20mm, 25mm, 30mm, 40mm Cai 50
10mm — 40mm, bing Tiét khuén
Nylon 12 Dat chimg nhén:
+ Tiéu chuéin FDA (Cyc quén ly Thivc phdm va Dugc phim Hoa Ky) hoic FDA 510(k) (FDA Cleared)
+ Hofic Chitng nhén CE theo lujt d,nh EU dugc T4 chirc chimg nhén (Notified Body) cip
Béng nong mach vanh &p Iy thip | |
- Chét liéu Polyamid, phi 4i nuéc |
- Puémg kinh khoang 2.0mm - 5.0mm
:3?51;1 onagurg:chk;'::l;:: - Chiéu dai khoéng 10mm - 30mm |
¥ 1P, GG < 2018 | Khdu kinh ddu vao cuc nhé 0.0167 ,
113 |2.0mm — 5.0mm, qél - Tuong thich déy d&n 0.014" ‘ Céi 50
Polyamid, phu 4i nuéc Dat chimg nhin: L
+ Tiéu chuéin FDA (Cyc quén ly Tﬁuc phém va Dugc phim Hoa Ky) hosic FDA 510(k) (FDA Cleared)
+ Hoiic Chimg nhéin CE theo lufit di‘nh EU dugc Té chirc chimg nhéin (Notified Body) cdp
Bong nong mach vanh 4p lyc thép | 1
- Chét ligu Polycther Block Amide |
Bong nong mach vanh ép |- Pudmg kinh khodng 1.0mm - 4, Omm ¢6 tbi thiéu cac c& 1.0mm, 1.5mm, 2.0mm, 2.5mm, 3.0mm
Iwc thép, duomg kinh bong |- Chiu dai khoang Smm - 20mm, eo t6i thiéu cac ¢ Smm, 12mm, 15mm, 20mm
114 [1.0mm — 4.0mm, dai Tiét khuén ! Cii 75
5mm — 20mm, bing Dat chimg nhén: 1
Polyether Block Amide +1SO 13485:2016
+ Hoic Tiéu chuén FDA (Cuc quén ly Thue phﬁm va Dugce phém Hoa Ky) ho#c FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhén CE theo lufit dmh EU dugc T4 chirc chimg nhan (Notified Body) clp
Béng nong mach vanh p lyc thép
. - Chét ligu Pebax, 2 16p phi Hydrophlhc
Bong nong mach vanh ip | b, o'y ik khodng 1.0mm - 4. Omm, 18i thiéu 13 cd, trong 6 c6 c& 1.0mm, 1.25mm, 1.5mm, 2.0mm,
(Vo thap, duong kinh b8 |5 Smm, 2.75mm, 3.25mm, 3.5mm, 4.0mm
s o S - Chiéu dai khoéng 5mm - 30mm, c6 téi thiéu cic ¢ Smm, 10mm, 12mm, 15mm, 20mm, 25mm, 30mm Céi 300
mm — 30mm, bing Tiét khudn
Pebax, 2.' é'p phu Dat chimg nhén:
Hydrophilic + Tiéu chun FDA (Cyc uan 1y Thirc phém va Dugc phim Hoa Ky) hofic FDA 510(k) (FDA Cleared)
+ Ho#c Chimg nhén CE theo luét d;nh EU duge Té chirc chimg nhén (Notified Body) cdp
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Béng nong mach vanh 4p lyc thip
- Chét li¢u Elastomer va Polyamide, phit 16p Hydrophilic
Béng nong mach vanhdp |- Pudng kinh khoang 1.0mm - 4.0mm, ¢6 t6i thiéu céc ¢& 1.0mm, 1.25mm, 1.5mm, 2.0mm, 2.25mm, 2.5mm,
luc thép, dudmg kinh béng 2.75n_|m, 3.0mm, 3.25mm, 3.5mm, 3.75mm, 4.0mm
116 |1.0mm > 4.0mm. dai - Chiéu dai khoing Smm - 40mm, ¢6 t6i thiéu c4c c& Smm, 10mm, 15mm, 20mm, 30mm, 40mm Cii 100
’ 3 - Ap lyc vy bong > 12atm
Smm — 40mm, béng Tiét khudn
Elastomer va Polyamide Pat chimg nhén:
+ Tiéu chudn FDA (Cuc quén Iy Thyc phim va Dugc phim Hoa Ky) hoic FDA 510(k) (FDA Cleared)
+ Ho#ic Chimg nhén CE theo ludt dinh EU dugc Té chirc chimg nhén (Notified Body) cp
B6ng nong mach vanh 4p lyc thép
- Chiét liéu Polyamide
Bong nong mach vanh 4p |- Dudmg kinh khodng 1.0mm - 4.0mm, c6 tbi thiéu c4c c& 1.0mm, 1.2mm, 1.5mm, 2.0mm, 2.5mm, 3.0mm,
lyc thép, dudmg kinh bong [4.0mm
117 {1.0mm — 4.0mm, dai - Chiéu dai khoang 6mm - 30mm, c6 t6i thiéu céc c& 6mm, 8mm, 10mm, 12mm, 15mm, 20mm, 30mm Cii 150
6mm — 30mm, biing Tiét khuén
Polyamide Pat chimg nhén:
+ Tiéu chudn FDA (Cuc quén Iy Thyc phim va Dugc phim Hoa K¥) hodic FDA 510(k) (FDA Cleared)
+ Hogc Chimg nhén CE theo luit dinh EU dugc T4 chirc chimg nhan (Notified Body) cip
Bong nong mach vanh ép lyc thép
- Chiét ligu Polyamide, phu 16p Hydrophilic
Bong nong mach vanh dp |- Pudng kinh khoang 0.5mm - 3.5mm, c6 tdi thiu c4c ¢& 0.75mm, 1.5mm, 2.0mm, 2.5mm, 3.0mm, 3.5mm
Irc thép, dwong kinh bong |- Chidu dai khodng 4mm - 30mm, c6 tbi thidu c4c c& 6mm, 15mm, 20mm
118 [0.5mm — 3.5mm, dai Tiét khuéin Cai 100
4mm — 30mm, bing Pat chimg nhén:
Polyamide +1SO 13485:2016
+ Hoiic Tiéu chuén FDA (Cuc quan 1y Thyc phim va Dugc phdm Hoa Ky) hosic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhén CE theo lugt dinh EU dwgc Té chirc chimg nhin (Notified Body) cip
Béng nong mach vanh ép lyc cao duge phi 16p ai nudc
Bong nong mach vinhdp |* Chit ligu Nylon hoic Pebax
e thip, duong kinh béng | Dubng kinh khoéng 1.2mm - 4.0mm, 6 t6i thiéu céc ¢ 1.2mm, 1.5mm, 2.0mm, 3.0mm, 4.0mm
P, QUONg Xinh bONE | ~hidu dai khoang 8mm - 30mm, c6 t5i thiéu céc oy Smm, 12mm, 15mm, 20mm, 30mm .
119 (1.2mm — 4.0mm,‘ dai Tiét khudn Cai 250
8mm — 30mm, bing Dat chimg nhén:
Nylon hoic Pebax +Tiéu chuin FDA (Cyc quin Iy Thyc phém va Duge phim Hoa K§) hosc FDA 510(k) (FDA Cleared)
+ Hoic Chimg nhén CE theo lugt dinh EU dugc Té chirc chnmg nhan (Notified Body) clp
Béng nong mach vanh ap luc thip
Bong nong mach vanh ap - Chat ligu Pebax .
e thip, dutm kinh bong |- V078 kinh khoang 1.2mm - 5.0mm, c6 t6i thiéu céc c3 1.2mm, 1.5mm, 2.0mm
P, CUOTE KN BONE | chidu dai khodng 6mm - 30mm, c6 téi thidu cic c& 6mm, 1Smm, 25mm, 30mm N
120 (1.2mm — 5.0mm, dai Tiét khudn Cai 100
6mm — 30mm, bing Dat chimg nhén:
Pebax + Tiéu chuén FDA (Cyc quén Iy Thyc phim va Dugc phim Hoa K§) hofic FDA 510(k) (FDA Cleared)
+ Hoic Chimg nhén CE theo ludt djnh EU dugc T chirc chimg nhan (Notified Body) cép
Béng nong mach vanh 4p lyc thép
Boéng nong mach vanh ap - Chat ligu: Pebax e
e thép dutmg kinh bong - E)ub;ng kinh khoéng 1.25mm - 4.0mm, c6 té.l thiéu céc ¢y 1.25mm, 1.5mm, 2.0mm, 2.5mm, 3.0mm, 4.0mm
’ > |- Chidu dai khoang 10mm - 30mm, c6 tdi thiéu cac c& 10mm, 15mm, 30mm .
121 |1.25mm — 4.0mm,‘ dai Tiét khudn Cai 100
10mm — 30mm, béng Dat chimg nhén:
Pebax + Tiéu chudn FDA (Cuc quén ly Thyc phém va Dugc phim Hoa K¥) hoc FDA 510(k) (FDA Cleared)
+ Hoiic Chimg nh@n CE theo Iugt dinh EU dwgc Té chirc chimg nhén (Notified Body) cip
Béng nong mach vanh 4p Iy thép
- Chat liéu Polyurethane va Pebax
llirinti ;:"fﬁ;ifv:hnmg - Duémg kinh khodng 1.25mm - 4.0mm, c6 t6i thiéu céc ¢ 1.25mm, 1.5mm, 2.0mm, 2.5mm, 3.0mm, 4.0mm
’ . - Chiéu dai khoang 6mm - 30mm, c6 t6i thidu cic ¢ 6mm, 15mm, 25mm, 30mm .
122 [1.25mm — 4.0mn_1, dai Tiét khudn Cai 200
6mm — 30mm, bing Dat chimg nhn:

Polyurethane va Pebax

+ Tiéu chuin FDA (Cuc quén Iy Thyc phim va Duoc phdm Hoa Ky) hofic FDA 510(k) (FDA Cleared)
+ Hoiic Chimg nhén CE theo luét djnh EU dugc T6 chitc chirng nhén (Notified Body) cép
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Béng nong mach vanh &p lyc thép
- Chit ligu Semi Crystalline Co-Polymer
Béng nong mach vanh 4p |- Dudng kinh khoéng 1.25mm - 4.0mm, c6 t5i thiéu céc c& 1.25mm, 1.5mm, 2.0mm, 2.5mm, 3.0mm, 3.5mm,
lwc thip, dwdng kinh bong [4.0mm
123 |1.25mm — 4.0mm, ddi |- Chiéu dai khoéng 6mm - 30mm, c6 tbi thiéu c4c c& 6mm, 10mm, 15mm, 25mm, 30mm Cai 400
6mm — 30mm, bing Semi |Tiét khuin
Crystalline Co-Polymer Pat chimg nhﬁn
+ Tiéu chudn FDA (Cyc quan Iy Thye phéim va Dugc phim Hoa Ky) hoic FDA 510(k) (FDA Cleared)
+ Hogc Chimg nhin CE theo lufit dmh EU dugc T4 chirc chimg nhén (Notified Body) cép
Bong nong mach vanh #p lyc thip
- Chét liéu Nylon ho#ic Pebax
. - Pudmg kinh khoang 1.25mm - 5.0mm, c6 t6i thiéu céc c& 1.25mm, 1.5mm, 2.0mm, 2.5mm, 3.0mm, 4.0mm,
Béng nong lrlach vénh s omm
yc thap, dubmg kinh bong | o8 4ai khoang Smm - 40mm, &6 t6i thidu cAc c& 15mm, 20mm, 40mm .
124 |1.25mm — S.Omnll, dai Tiét khudn Cai 60
smm — 40mm, bing Pat chirmg nhén:
Nylon hogc Pebax +1S0 134852016
+ Tiéu chuéin FDA (Cyc quan Iy Thyc phém va Duge phém Hoa Ky) hogc FDA 510(k) (FDA Cleared)
+ Chimg nhén CE theo luit dinh EU dugc Té chirc chimg nhén (Notified Body) cép
Béni nong mach vanh 4p lyc thip.
- Chat liéu Pebax
Ei“tig:"gu’;:;hk;’:;t::g - Dudmg kinh khoang 1.5mm - 4.0mm, c6 i thidu céc c& 1.5mm, 2.0mm, 2.5mm, 3.0mm, 4.0mm
' . - Chiéu dai khoang 10mm - 20mm,!c6 tdi thiéu cac ¢ 10mm, 15mm, 20mm .
125 |1.5mm — 4.0mm, cjﬂ: Tiét khudn Cai 150
10mm — 20mm, bang Pat chimg nhn:
Pebax + Tiéu chuin FDA (Cuc quén 1y Thyc phdm va Dugo phim Hoa Ky) hosic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhén CE theo lufit dmh EU dugc Té chirc chimg nhén (Notified Body) cap
Bong nong mach vanh 4p lyc thip
- Chit liéu Polyamide
Béng nong mach vanh a4p (- Dudmg kinh khoang 1.5mm - 4.0mm, c6 téi thiéu c4c c& 1.5mm, 2.0mm, 2.5mm, 3.0mm, 3.5mm, 4.0mm
lwc thép, duomg kinh bong |- Chidu dai khoang 16mm - 40mm‘,Tcr:s t6i thiéu cac ¢& 10mm, [5mm, 20mm, 40mm
126 |1.5mm — 4.0mm, dai Tiét khudn Cai 60
10mm — 40mm, bing Pat chitng nhén:
Polyamide + [SO 13485:2016
+ Hodic Tiéu chudn FDA (Cuc quén Iy Thyc phim va Dugc phim Hoa Ky) holic FDA 510(k) (FDA Cleared)
+ Hoiic Chimg nhén CE theo Iujt djnh EU dugc Tb chitc chimg nhédn (Notified Body) cép
Béng nong mach vanh 4p lyc thép
Bong nong mach vanhdp | Chat li¢u Polyamide L
lre th ép dudng kinh bong - Du'(‘):ng kinh khoang 1.5mm - 4.0mm, ¢6 t6i thieu céc ¢ 1.5mm, 2.0mm, 2.5mm, 3.0mm, 3.5mm, 4.0mm
127 |1 5mm -, 4.0mm. dai - Chiéu dai khoang 10mm - 50mm, cé i thiéu cac ¢& 10mm, 15mm, 20mm, 30mm, 50mm Cii 60
' i, ¢ Tigt khudn !
10mm —» 50mm, bing Dat chimg nhﬁn
Polyamide + Tiéu chuln FDA (Cue quén I Thyo phim v Duge phim Hoa K3) hofic FDA 510(k) (FDA Cleared)
+ Ho#c Chimg nhén CE theo lut dinh EU dugc T chire chimg nhén (Notified Body) cép
Bong nong mach vanh ép lyc thip
Bong nong mach vinhdp | Chat li¢u Polyamide | o
Ive th 5p dutmg kinh bong - Duiing kinh khoéang 1.5mm - 4.0mm, Eé toizthiéu cic ¢ 1.5mm, 2.0mm, 2.5mm, 3.5mm, 4.0mm
’ . - Chi€u dai khodng 15mm - 30mm, ic6 toi thiéu céc c& 15mm, 30mm .
128 [1.5mm — 4.0mm, gal Tiét khudn Cai 60
15Smm - 30mm, bang Dat chimg nhén:
Polyamide + Tiéu chudn FDA (Cuc quén Iy Thivc phdm va Duge phém Hoa Ky) hotic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhén CE theo ludt djnh EU dugc Té chirc chimg nhén (Notified Body) cép
Béng nong mach vanh ép lvc thép
- Chét liéu Pebax
Bong nong mach vanh ép |- Puwong kinh khoang 1.5mm - 4.0n}m, cb céc c¥ 1.5mm, 2.0mm, 2.25mm, 2.5mm, 2.75mm, 3.0mm,
Iyc thép, dwomg kinh bong |3.25mm, 3.5mm, 3.75mm, 4.0mm |
129 |1.5mm — 4,0mm, dai Cai 100

6mm — 30mm, bing
Pebax

- Chiéu dai khodng 6mm - 30mm, ¢6 c4c c& 6mm, 10mm, 12mm, 15mm, 20mm, 25mm, 30mm

Tiét khudn '

Dat chimg nhén: t

+ Tiéu chuin FDA (Cuc quan Iy Thuc phém va Dugc phim Hoa Ky) hosic FDA 510(k) (FDA Cleared)

+ Chirng nhén CE theo luft dinh EU duge Té chire chimg nhéin (Notified Body) cip
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Béng nong mach vanh 4p lyc thép
- Chiét liéu d4u tip bing Pebax, than ngoai doan xa lam Nylon
Béna none mach vanh 4o |- 2YON8 kinh khoing 0.5mm - 4.0mm, ¢ ti thiéu cac c& 0.85mm, 1.0mm
8 hong ma P . Chidu dai khoang Smm - 30mm
lyc thap, dwong kinh bong . .
. - Phi 16p 4i nuéc doan xa :
130 |0.5mm — 4.0mm, dai 5 . Céi 250
3 - Lép phi khang nuée Invio (1ong trong éng)
Smm — 30mm, bing . 4n
Pebax Tiét khu
Dat chimg nhén:
+ Tiéu chuin FDA (Cyc quén Iy Thyc phim va Dugc phém Hoa Ky) hofic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhén CE theo lugt dinh EU dugc Té chirc chimg nhén (Notified Body) cp
Béng nong mach vanh ép lyc thip
- Chét liéu Nylon 12 )
Béng nong mach vanh ép |- Dudng kinh khoéng 1.5mm - 4.0mm, c6 t6i thiéu cic ¢& 1.5 mm, 1.75mm, 2.0mm, 2.5mm, 2.75mm,
lwe thép, dudng kinh béng |3.0mm, 3.5mm, 4.0mm.
131 [1.5mm — 4.0mm, dai - Chidu dai khoang 9mm - 30mm, 6 t6i thiéu céc c& 9mm, | lmm, 12mm, 14mm, 16mm, 18mm, 20mm, Céi 100
9mm — 30mm, bing 22mm, 24mm, 26mm, 30mm
Nylon 12 Tiét khuén
Pat chimg nhén:
+ Tiéu chudn FDA (Cuc quén Iy Thyc phim va Dugc phim Hoa Ky) hoic FDA 510(k) (FDA Cleared)
X . |Béng nong mach vanh é&p lyc thép
Erzntigonfuﬁwkﬂhb(?: - Chit liéu Pebax, ph 16p wra nuéc Silicone
Lomm s 4.0 i |- Ptmg kinh khodng 1.0mm - 4.0mm, c6 t6i thidu 13 ot
132 | ' g - Chiéu dai khoang Smm - 30mm, c6 t6i thiéu 8 ¢& Céi 50
Smm — 30mm, bing . z
Pebax, phi I6p uanuée | ¢ Khudn
Silicone Dt chimg nhin:
+ Tiéu chudn FDA (Cuc quén Iy Thyc phim va Dugc phém Hoa Ky) hoic FDA 510(k) (FDA Cleared)
Bong nong mach vanh ép lyc thép
- Chit li¢u phu 4i nuéc
Béne none mach vanh ép | Dudmg kinh khodng 1.25mm - 5.0mm
g ong ma P 1. Chiéu dai khoang 10mm - 40mm, c6 téi thiéu céc c& 10mm, 15mm, 20mm, 30mm, 40mm
luc thép, dudng kinh bong i tip dang nho, t3i thidu cb ¢ 0.67mm
133 |1.25mm — 5.0mm, dai |, UP ¢Ang MO, 101 Eut : Cai 50
., Tiét khuan
10mm — 40mm, phi &i .
nwde Dat chimg nhén:
+1S0 13485:2016 .
+ Hofic Tiéu chuan FDA (Cuc quén Iy Thuc phim va Dugc phdm Hoa Ky) hoiic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhén CE theo ludt dinh EU dugc T4 chirc chimg nhn (Notified Body) cip
Béng nong mach vanh phii thudc Paclitaxel, phi thudc trong cinh bong
- Chét liéu Polyamide
Bone nong mach vnh ohi |- 2EEM8 kinh khoing 2.0mm - 4.0mm, c§ t8i thiéu c&c ¢ 2.0mm, 2.5mm, 3.0mm, 3.5mm, 4.0mm
g niong ma PR | chidu dai khoang 10mm - 30mmeb téi thiéu cac ¢& 10mm, 15mm, 20mm, 30mm
thuoe Paclitaxel, dudmg | o0 i da duge 3 1in phong thich thube
134 |kinh béng 2.0mm — vong toi da duge 3 'an phong Cai 50
" - Ap lyc v bong > 16 atm
4.0mm, dai 10 — 30mm, " 2
chét liéu Polyamide Tiét khuan
v 4 Dat ching nhén: .
+ Tiéu chudn FDA (Cuc quan ly Thyc phim va Dugc phim Hoa Ky) hofic FDA 510(k) (FDA Cleared)
+ Hoiic Chimg nhén CE theo luat dinh EU duge T chirc chimg nhdn (Notified Body) cép
Béng nong mach vanh phi thudc Paclitaxel
- Chit liéu Polyamide
- Dudng kinh khoang 2.5mm - 4.5mm, c6 tdi thiéu cic c& 2.5mm, 2.75Smm, 3.0mm, 3.25mm, 3.5mm, 4.0mm,
Bong nong mach vanh phut |4.5mm
thuéc Paclitaxel, duomg |- Chiéu dai khoang 10mm - 20mm, c6 tdi thiéu cac c& 10mm, 15mm, 20mm.
135 |kinh béng 2.5mm — - Nong tdi da durgc 3 1in phong thich thube Cai 50

4.5mm, dai 10mm —
20mm, chét li¢u Polyamide

- Ap lyc v bong > 22 atm

Tiét khuén

Pat ching nhén:

+ Tiéu chuén FDA (Cuc quén ly Thyc phém va Dugc phﬁm Hoa Ky) hogc FDA 510(k) (FDA Cleared)
+ Holic Chimg nhén CE theo luat dinh EU dugc T8 chic chimg nhén (Notified Body) cép
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Béng nong mach vanh phi thuéc l‘?achtaxel
- Chét liéu mang Polymer sinh hoc (Dextran ho¥ic tuong duong)
Béng nong mach vanh pha |- Puémg kinh khoang 1.5mm - 4. Omm ¢6 téi thidu cc c& 1.5mm, 2.25mm, 2.5mm, 2.75mm, 3.0mm, 3.5mm,
thubc Paclitaxel, duomg ~ |4.0mm
136 |kinh béng 1.5mm — - Chiéu dai khoang 10mm - 40mm, ¢6 tbi thiéu cac c& 10mm, 13mm, 15mm, 20mm, 25mm, 30mm, 40mm Cai 30
4.0mm, dai 10mm — Tiét khuén
40mm Pat chimg nhén:
+ Tiéu chuén FDA (Cuc quén Iy Thuc phém va Dugc phdm Hoa Ky) hosic FDA 510(k) (FDA Cleared)
+ Hogc Chirng nhén CE theo lugt dmh EU dugc Té chirc chimg nhén (Notified Body) cép vaISO 13485:2016
Bong nong mach vanh phi thuc Paclitaxel
- Chét liéu Nylon hofic Pebax |
Bong nong mach vanh phi |- Dudmg kinh khoang 1.5mm - 4.5mm, t4i thiéu 11 ¢3, trong d6 c6 c& 1.5mm, 2.0mm, 2.5mm, 3.0mm,
thubc Paclitaxel, duong 3.5mm, 4.5mm
, , > - Chiéu dai khoéng 10mm - 40mm, ¢ t6i thiéu céc c&y 10mm, 25mm, 30mm, 40mm R
137 |kinh béng 1.5mm — ' Cai 18
4.5mm, dai 10mm — - Ap lyc vy bong > 16atm
40mm Tiét khudn
Pat chirng nhén:
+ Tiéu chuéin FDA (Cuc quin Iy Th\xc phém va Dugc phim Hoa K¥) hofic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhén CE theo lugit dinh EU dugc T3 chitc chimg nhén (Notified Body) cdp va ISO 13485:2016
Bong nong mach vinh pha thube Pachtaxel
- Chét liéu: Semi Crystalline Polymer
Bong nong mach vanh phi [- Budng kinh khodng 2.0mm - 4.0mm, c6 t5i thiéu cic c& 2.0mm, 2.5mm, 3.0mm, 3.5mm, 4.0mm
thubc Paclitaxel, dudmg |- Chiéu dai khoéng 10mm - 30mm, c6 tdi thiéu cac ¢ 10mm, 25mm, 30mm
138 |kinh bong 2.0mm — - Ap Iyc v bong > 12atm Cai 58
4.0mm, dai 10mm — Tiét khuén
30mm Pat chimg nhén:
+ Tiéu chufin FDA (Cyc quén ly Thyc phdm va Dugc phim Hoa Ky) hogic FDA 510(k) (FDA Cleared)
+ Hodc Chimg nhén CE theo lut dmh EU duge TS chirc chimg nhén (Notified Body) cép va ISO 13485:2016
Béng nong mach vanh phi thudc Paclitaxel
- Chit liéu Nylon hoc Pebax
Bong nong mach vanh phu |- Dub'ng kinh khoéng 2.0mm - 4.0mm, c6 t3i thiéu cic c& 2.0mm, 2.5mm, 3.0mm, 3.5mm, 4.0mm
thudc Paclitaxel, duong - Chiéu dai khoang 10mm - 40mm, 06 tdi thidu céc c 10mm, 25mm, 30mm, 40mm
139 (kinh béng 2.0mm — - Ap lyc v& bong > 14atm Céi 29
4.0mm, dai 10mm — Tiét khufin
40mm Pat chimg nhén:
+ Tiéu chufn FDA (Cuc quan 1y Thyc phim va Dugc phim Hoa Ky) hoic FDA 510(k) (FDA Cleared)
+ Hodc Chimg nhén CE theo luit djnh EU dugc T chirc chimg nhén (Notified Body) cép
Bong nong mach vanh phu thudc Paclitaxel
- Chét liéu phi 4i nuéce
Bong nong mach vanh phi |- Dudmg kinh khoang 2.0mm - 4.0mm, c6 t6i thidu céc c& 2.0 mm, 2.25mm, 2.50mm, 2.75mm, 3.0mm,
thudc Paclitaxel, duom 3.5mm, 4.0mm
’ ® |- Chidu dai khoang 12mm - 30mm, c6 t6i thiéu c4c c& 12mm, 15mm, 20mm, 30mm .
140 [kinh béng 2.0mm — N in Cai 30
4.0mm, dai 12mm — | et khuan
30mm Pat chimg nhén:
+1S0 13485:2016
+ Hofic Tiéu chudn FDA (Cyc quan Iy Thuc phdm va Dugc phdm Hoa Ky) hoic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhan CE theo lugt dinh EU dugc T8 chirc chimg nhin (Notified Body) chp)
Béng nong mach vanh phi: thuéc Paclitaxel
- Chét liéu Polyamide
- Dudmg kinh khoéng 2.0mm - 4.0mm, cic ¢& 2.0mm, 2.25mm, 2.5mm, 2.75mm, 3.0mm, 3.5mm, 4.0mm
Béng nong mach vanh phii |- Chiéu dai khodng 15mm - 30mm, <6 t6i thiéu cic c& 15mm, 20mm, 25mm, 30mm
thuc Paclitaxel, duong |- Ap sudt vy bong t6i thiéu c6 22atm
141 |kinh bong 2.0mm — - Tuong thich day dén: 0.014" Cai 18
4.0mm, dai 15mm — Tiét khuén
30mm Pat chimg nhén:
+ 1SO 13485:2016
+ Hoiic Tiéu chuin FDA (Cuc quan ly Thyc phdm va Dugc phdm Hoa Ky) hosic FDA 510(k) (FDA Cleared)
+ Hogic Chimg nhén CE theo lut dinh EU dugc T chirc chimg nhén (Notified Body) cip
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Béng nong mach vanh phii thudc Paclitaxel
- Chét liéu Pebax
B4 , |- Budmg kinh khoang 2.0mm - 4.0mm, c6 t8i thiéu cic c& 2.0mm, 2.25mm, 2.5mm, 2.75mm, 3.0mm, 3.5mm,
ong nong mach vanh phu 4.0mm
. L‘f““ Paclitaxel, dubng |~ s dai khodng 15mm - 30mm, c6 téi thiéu céc c& 15mm, 20mm, 25mm, 30mm )
inh bong 2.0mm — - Ap sult vis béng > 14atm Cai 18
4.0mm, dai 15mm — Ap suat v bong > 14a
30mm Tiét khuin
Pat chirng nhén:
+ Tiéu chuéin FDA (Cuc quan ly Thyrc phém va Dugc phdm Hoa Ky) hoic FDA 510(k) (FDA Cleared)
+ Hoiic Chimg nhan CE theo luit dinh EU dugc Té chirc chimg nhén (Notified Body) cép
Béng nong mach vanh phii thuée Sirolimus
- Chét liéu bong; Nylon 12
- Puodng kinh khoang 1.5mm - 5.0mm, c6 tdi thiéu céc c&: 1.5mm, 2.0mm, 2.25mm, 2.5mm, 2.75mm,
Bong nong mach vanh phi 3.0mm, 3.25mm, 3.5mm, 3.75mm, 4.0mm, 4.5mm, 5.0mm
.o - Chiéu dai khoang 10mm - 40mm, c6 tdi thiéu cdc c¢& 10mm, 15mm, 20mm, 25mm, 30mm, 35mm, 40mm
thube Sirolimus, duong :
143 |kinh bong 1.5mm — - Ap luc v bong > g'f““‘ ) Chi 100
5.0mm, dai 10mm — - Iuong thich day dan: 0.014
40mm Tiét khuén
Dat chimg nhén:
+1S0 13485:2016
+ Hofic Tiéu chuin FDA (Cyc quan Iy Thyc phdm va Dugc phdm Hoa Ky) hofe FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhén CE theo luat dinh EU dugc Té chirc chimg nhén (Notified Body) chp
Béng nong mach vanh phu thude Sirolimus
- Chét liéu phii bing Nano v6i chit mang thudc Phospholipid
Bong nong mach vanh pha |- Puong kinh khoéng 1.5mm - 4.0mm
thudc Sirolimus, duémg |- Chiéu dai khoang 10mm - 40mm
144 |kinh bong 1.5mm — Tiét khuén (o] 30
4.0mm, dai 10mm — Dat chimg nhén:
40mm +1SO 13485:2016
+ Hofic Tiéu chun FDA (Cuc quén Iy Thyc phdm va Dugc phim Hoa Ky) hoic FDA 510(k) (FDA Cleared)
+ Hogic Chimg nhén CE theo luat dinh EU dugc T8 chirc chimg nhan (Notified Body) cép
Bong nong mach vanh phu thudc Biolimus
- Chit ligu Pebax
Béng nong mach vanh phu |- Budng kinh khoang 2.0mm - 4.0mm, c6 téi thiéu céc c& 2.0mm, 2.25mm, 2.5mm, 3.5mm, 4.0mm
thudc Biolimus, dudng |- Chiéu dai khoang 10mm - 40mm
145 |kinh bong 2.0mm — Tiét khun Cai 30
4.0mm, dai 10mm — Pat chimg nhén:
40mm +1S0 13485:2016
+ Hodic Tiéu chuén FDA (Cuc quén Iy Thyc phim va Dugc phim Hoa Ky) hoc FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhén CE theo lujt djnh EU dugc T8 chirc chimg nhdn (Notified Body) clp va ISO 13485:2016
Bong dung trong tha thudt pha véch lién nhi
- Dudng kinh khoang 9.0mm - 14.0mm, c6 t6i thiéu cac ¢ 9.5mm, 13.5mm
Béng nong pha vach lién |- Chiéu dai khoang 9.0mm - 14.0 mm
146 |nhi, dudng kinh bong - C6 tryc 2 long; déy va kéo Cai 20
9.0mm — 14.0mm - Dlu tip cua éng théng cong goc 35 d6
Dat chimg nhén:
+ Tiéu chuin FDA (Cyc quén ly Thyc phdm va Dugc phdm Hoa Ky) hogic FDA 510(k) (FDA Cleared)
Bong nong van dong mach phdi co ciu hinh nho, théi gian bom va xa bong cuc ky nhanh
- Chét liéu bong Thermoplastic Elastomer (khdng chira DEHP)
X « - Chat li¢u than ong théng: Polymer
Bong nong van dong mach | 5, oo kinh khoéig 4.0mm - 30.0mm
phoi, cé cau hinh nho, thti idu dai s
ian bom va xa béng cuc | (-:hl u dai khoang 2.0mm - 100mm .
147 (8 Ahah, dutm kiﬁh - Ap Iyc gy né khodng 1.5atm - 6atm Cai 110
';gng " Omn‘l’_'%oﬂmm’ - Kich c& dung cp m& dudmg: 4Fr - 10Fr

dai 20 — 100mm

- Tuong thich day d&n 0.014" hogc 0.035"

Tiét khuén

Dat chimg nhén:

+ Tiéu chuén FDA (Cuc quén ly Thyc phém va Dugc phém Hoa Ky) hoac FDA 510(k) (FDA Cleared)
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Béng nong van déng mach phdi, va‘n hai 14, van dong mach chii c6 céu hinh nhé, thoi gian bom va xa béng
cyc ky nhanh.
- Chét litu béng Thermoplastic Elastomer (khéng chira DEHP)
Béng nong van dfng mach |- Chét liéu than éng théng: Polymer
phdi, van hai 14, van dgng |- Du'bng kinh khoéng 4.0mm - 30. l‘ﬁmm
148 |mach chii ¢6 cdu hinh nhd, |- Chidu dai khodng 20mm - 100m: Cai 65
thoi gian bom vaxa béng |- Ap luc gy nd khoang 3atm - 15atm
circ ky nhanh - Kich c& dung cy mé dudng: 5Fr - '16Fr
Tiét khudn }
bat chirng nhén: |
+ Tiéu chuéin FDA (Cyc quén ly Tﬁuc phém va Dugc phém Hoa K¥) hodc FDA 510(k) (FDA Cleared)
Cép nbi Catheter cét dt dién sinh lL} tim
- Chiu dai > 2.5m
- Tuong thich "Catheter cét dét dign sinh ly tim, udng cong khoang 270°, c& 7Fr" tai danh myc méi thiu
149 |CtP ndi Catheter cit dft |- Twomg thich méy cit dét dién sinh Iy IBI 1500 cia Bénh vién Cii 4
dién sinh 1y tim Tiét khuén
Pat chimg nhén: !
+ Tiéu chuéin FDA (Cuc quan ly Thuc phém va Dugc phdm Hoa Ky) hoic FDA 510(k) (FDA Cleared)
+ Hogc Chimg nhén CE theo luft dinh EU dugc Té chirc chimg nhén (Notified Bedy) cip
Catheter cét bt dién sinh Iy tim
- Chéu liéu: d4u Platinum / Iridium
- C& 7Fr, dai > 110cm
- Déu dbt loai 4mm, khoing cich dlén cycla2-5-2mm
Catheter cit dét dién sinh |~ Kich €0 nhén khodng 1.5mm - ozme
150 |1y tim, uéng cong khodng | C4 thé ubng cong khodng 270 Cai 40
’ - Tuong thich méy cét dbt dién smh ly 1BI 1500 cia Bénh vién
270°, c& 7Fr Tie in \
6t khu
- Tuong thich "Cap néi Catheter cat dbt dién sinh ly tim" tai danh myc méi thiu
Pat chimg nhén:
+ Tiéu chudn FDA (Cuc quan ly Thuc phém va Dugc phdm Hoa Ky) hogic FDA 510(k) (FDA Cleared)
+ Hoic Chimg nhén CE theo luft dmh EU duge Té chirc chimg nhén (Notified Body) cdp
1
Cép nbi catheter cit dét di¢n sinh Iy tim, ddu bén
- Tuong thich "Catheter cht abt dlcn sinh ly tim, diu bén, & 7Fr, diu dién cuyc 4mm" tai danh myc moi théu
151 [cep ndi catheter cit ddt | Tigt khudn Cai 3
dién sinh ly tim, d4u bén  |Dat chimg nhén:
+ Tiéu chuén FDA (Cyc quan ly Thuc phém va Dugc phdm Hoa K§) hosic FDA 510(k) (FDA Cleared)
+ Hodc Chimg nhén CE theo luét dlnh EU dugc T3 chirc chimg nhdn (Notified Body) cﬁp
Catheter cit ddt dién sinh ly tim, déu bén
- bién cuc bing Platinum !
-Cg7Fr,dal>115cm ‘
L ek, aia - b udlencuc4mm khoﬂngcéchdxencucz 5-2mm
152 ]C‘a‘tihl:te;é?g:t :;é;: inh | C6 thé didu khién du'crc t4i thiéu 03 d6 cong tir d4u catheter dén thén tdi thiéu > 40 cm cii 8
Y, tm, | > > |- Tuong thich "Cap néi catheter cat @6t din sinh 1y tim, dAu bén" tai danh muc moi thiu
dau dién cuc 4mm
Tiét khuén
Dat chimg nhén:
+ Tiéu chuén FDA (Cuc quan ly Thuc phém va Dugc phdm Hoa Ky) hozc FDA 510(k) (FDA Cleared)
+ Ho#ic Chimg nhén CE theo lut dmh EU dugc T8 chirc chimg nhéin (Notified Body) clp
Cip néi cathteter cit dbt dién sinh ly tim diéu khién d6 cong 2 chidu ty dong khoa
- Chiéu dai khoang 150cm - 300cm, ¢4 13i thiéu céc ¢ 150cm, 300cm
- Tuong thich véi "Catheter cit dbt ‘dlen sinh ly tim, d§ cong 2 chiéu, ¢ 8Fr, diu dién cuc 4mm, diing véi
Cip nbi catheter cit dbt dich truyén" hofic "Catheter cit dbt dlcn sinh ly tim, 49 cong 2 chiéu, tw déng khoa" tai danh myc moi thiu
153 |dién sinh ly tim, 45 cong 2 |- Tuong thich may cét dét dién smh ly IBI 1500 cia Bénh vién Cai 7

chiéu, dai 150cm — 300cm

Tiét khuén

Pat chimng nhén:

+ Tiéu chuén FDA (Cuc quén ly Thuc phém va Ducfc pham Hoa Ky) ho#ic FDA 510(k) (FDA Cleared)
+ Holdc Chimng nhén CE theo lujt dmh EU dugc Tb chirc chirng nhén (Notified Body) clp
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Catheter cit ddt dién sinh ly tim diéu khién d6 cong 2 chiéu ty dong khoa
- Co 7Fr, dai > 115cm
- DAu dién cyc khoéng 4mm - 8mm, khoang céch dién cyc 2 - 5 - 2mm, dién cyc ddy Imm
Catheter cit dét dién sinh |* Tuong thich véi "Cép néi catheter cét dét dién sinh 1y tim, d§ cong 2 chiéu, dai 150cm - 300cm” tai danh
154 |15 tim, 40 cong 2 chibu, g |TWC™Yi thin Cii 45
dong khéa "™ |- Tuong thich méy cAt dét dién sinh Iy 1BI 1500 cia Bénh vién
Tit khuén
Pat chimg nhén:
+ Tiéu chudn FDA (Cuc quan ly Thyc phim va Dugc phdm Hoa Ky) hogc FDA 510(k) (FDA Cleared)
+ Ho#ic Chimg nhén CE theo lut dinh EU dugc Td chirc chimg nhén (Notified Body) clp
Catheter cit d6t dign sinh 1y tim didu khién d¢ cong 2 chiéu
- Co 8Fr, dai > 115cm
- Plu dién cyc 4mm, khoéng céch dién cyc 1 - 4 - Imm, tich hep tudi nuéc
£ooak gia . - PB§ cong khoang 180° - 230°
:;“:::‘e;;i::‘g"zdﬂéﬂ“i‘a - Tuong thich véi "Cép ndi catheter cét bt dién sinh Iy tim, dd cong 2 chidu, dai 150cm - 300cm"”, "DAy dén,
155 8F K ’ ddy truyén dich cho méy tudi rira, trong diéu trj dién sinh ly tim" tai danh myc m&i thiu Cai 30
r, ddu dién cwc 4mm, it aét dicn sinh Iy . .
ding véi dich truyén - Tumg thich may cat do6t dién sinh ly IBI 1500 cia Bénh vién
Tiét khuln
Pat chirng nhén:
+ Tiéu chuin FDA (Cuc quan 1y Thyc phim va Dugc phém Hoa Ky) hoic FDA 510(k) (FDA Cleared)
+ Hoic Chimg nhéin CE theo ludt dinh EU dugc T4 chirc chimg nhén (Notified Body) cdp
Diy din, ddy truyén dich cho méy tuéi rira, trong diéu trj dién sinh Iy tim \
x i s - Tuong thich véi "Catheter cit dbt dién sinh 1y tim, d6 cong 2 chiéu, c& 8Fr, déu dién cyc 4mm, diing voi
Déy dan, ddy truyén dich | i} 11 80" tai danh myc moi thiu
cho may tudi rira, trong Tiét khudn
156 |diéu tri dién sinh 1y tim 6 [ <" Ci 60
cam bién tic mach trong Dat chimg nhén:
duomg éng + 1SO 13485:2016 .
+ Ho#ic Tiéu chuén FDA (Cyc quan 1y Thyc phim va Dugc phdm Hoa Ky) hoic FDA 510(k) (FDA Cleared)
+ Hogic Chimg nhén CE theo luit dinh EU dugc T4 chirc chimg nhin (Notified Body) cép
£ : Cap ndi Catheter cit dbt dién sinh ly tim ning luong cao, do cong 2 chiéu, c& 8Fr, diu dién cyc 3.5mm
gl?; Zﬁ:hﬁ;tl:;:f;;:tgd& - Tuong thich "Catheter cit dét dién sinh 1y tim nang lugng cao, 49 cong 2 chidu, ¢ 8Fr, diu di¢n cuc
157 I 4 3.5mm" tai danh muc méi thiu Cii .
ong cao, dj cong 2 Pat chimg nhén: !
g"s'i;';fo 8Fr, dhu dién cve | rua ' 1 dn FDA (Cuc quén Iy Thu phém va Duge phém Hoa K3) hotic FDA 510(k) (FDA Cleared)
’ + Hodc Chimg nhén CE theo luat dinh EU duge T8 chirc chimg nhén (Notified Body) clp
Catheter cét d6t dién sinh Iy tim diéu khién 46 cong 2 chiéu ding niing lugng cao, 6 cm bién nhiét dj:
-Cy8Fr, dai>115cm
- DAu dién cyc 3.5 mm, khodng cach dién cyc 1 - 6 -2 mm
Catheter cit d6t dién sinh |- Ong dén> 8.5 Fr
sg |1 tim nang lugng cao, d9 |- 2 b cong c6 thé diu khién (64 - 76 mm)/ (76 - 102 mm) Chi 15
cong 2 chiéu, ¢ 8Fr, diu |- Twong thich "Cép néi Catheter cét dét dién sinh 1y tim néing lugng cao, d9 cong 2 chidu, c& 8Fr, déu dién
dién cyc 3.5mm cwc 3.5mm" tai dnah myc mbi thiu
Dat chimg nhén:
+ Tiéu chuéin FDA (Cuc quén ly Thyc phim va Dugc phdm Hoa Ky) hogc FDA 510(k) (FDA Cleared)
+ Hoic Chimg nhén CE theo luéit dinh EU dugc T8 chirc chimg nhan (Notified Body) cp
Cip nbi catheter cit dét réi loan dién sinh ly tim v6i hé thdng 13p ban db dién sinh Iy tim 3D
. : . |-Dai>3m
I((:)é;:l r;(:)é:::;:t;:r :::l‘?;lrgé - Cép két nbi Catheter 25pin )
b mh 1y UM VO A% | Tuwong thich véi "Catheter cét dét dién sinh Iy tim, d6 cong 1 chidu, c& 7Fr" tai danh myc mi théu .
159 [thong Idp ban d6 di¢n sinh Tiét khudn Ciai 3
Iy tim 3D, két ndi catheter | oot
25pin Dat.chv.mg nhén: ) . . ]
+ Tiéu chudn FDA (Cuc quén ly Thyc phim va Dugc phim Hoa Ky) hoc FDA 510(k) (FDA Cleared)
+ Holic Chimg nhan CE theo lugt dinh EU dugc T8 chirc chimg nhan (Notified Body) cip
Catheter cét dbt dién sinh ly tim diéu khién 6 cong 1 chidu
- C& 7Fr, dai > 115cm
- Bdu dién cuc 4 mm, khodng cich dién cyc 1 - 7 - 4mm
Catheter cét dét dién sinh |- Tuong thich véi "Cép ndi catheter cit dét ri loan dién sinh 1y tim v&i hé théng 1ép bén dd dign sinh ly tim
160 |1y tim, d5 cong 1 chiéu, c& |3D, két ndi catheter 25pin" tai danh myc mdi thiu Cai 15

7Fr

Tiét khuidn

Pat chimg nhén:

+ Tiéu chudn FDA (Cuc quén 1y Thyc phém va Duge phim Hoa Ky) hodc FDA 510(k) (FDA Cleared)
+ Hoc Chimg nhén CE theo luit dinh EU dugc T4 chirc chimg nhén (Notified Body) cﬁp
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Cép ndi catheter cét dot réi
loan dién sinh ly tim véi hé
théng 16ip ban dd dién sinh
ly tim 3D, két néi catheter
34pin

|

Cép ndi catheter cft a6t rdi loan dxéh sinh ly tim v&i hé théng 14p bén db dién sinh ly tim 3D
-Dai23m i

- Cap két ni Catheter 34pin i
- Tuong thich véi "Catheter cét dét Idlen sinh ly tim 3D, d6 cong 1 chidu, c6 cim tmg lyc véi 56 16 lam mat"
hodic "Catheter cft dbt dién sinh ly tim, 46 cong 2 chiéu, c& 8Fr, dAu dién cyc 3.5mm", "Day din, ddy truyén
dich cho may tuéi rira, trong diéu m dién sinh 1y tim" tai danh myc mdi thiu
Tiét khuéin
Dat chimg nhén:
+ Tiéu chuéin FDA (Cuc quén Iy Thyc phim va Duge phim Hoa K¥) hogic FDA 510(k) (FDA Cleared)
+ Holic Chimg nhéin CE theo lujt djnh EU dugc T chirc chimg nhén (Notified Body) cip

Céi

162

Catheter cit dét dién sinh
ly tim 3D, d6 cong 1 chiéu,
¢ cam {mg lwc véi 56 13
1am maét

Catheter cét dbt dién sinh Iy tim 3D, d4u udn cong 01 hudng, c6 cam img lyc v6i 56 18 1am mat

- Kich c& 8Fr

- Ong déin > 8.5Fr, d cong D hoic ao cong F

- Du dién cyc 3.5mm, khodng chch1-6- 2mm, dai 115cm

Phén tay cim catheter: c6 02 d4u két néi

- Mot ddu két ndi vai cap nbi chuyén @i 34 pin mau den sang 34 mau do.

- M6t diu két ndi véi bng din cho méy twdi nira cua hé thng cét dbt

Pat chimg nhén:

+ Tiéu chuén FDA (Cuc quén ly Thuc phém va Dugc phim Hoa Ky) holic FDA 510(k) (FDA Cleared)
+ Ho@c Chimg nhén CE theo lut dmh EU dugc Té chirc chimg nhan (Notified Body) cdp

Cai

25

163

Catheter cit dét dién sinh
ly tim, 6 cong 2 chiéu, c&
8Fr, dAu dién cyc 3.5mm

Catheter cét dét dién sinh 1y tim dléu khién d9 cong 2 chiéu
- Cd 8Fr, dai > 115cm
- PAu dién cyc 3.5mm, khoédng cécﬁ diéncycl-6-2mm
- Ong din > 8.5Fr ‘
-2 @6 cong cb thé diéu khién (64mm 76mm)/ (76mm - 102mm)
- Tuong thich véi "Catheter cét dbt ‘dlen sinh ly tim 3D, 4§ cong 1 chidu, ¢6 cdm (mg lyc véi 56 15 1am mét"
hoc "Cap nbi catheter cit dét ri loan dién sinh 1y tim véi hé théng 1p ban dé dién sinh 1y tim 3D, két nbi
catheter 34pin®, "Déy din, diiy truyén dich cho may tuéi rira, trong diéu trj dién sinh 1y tim" tai danh myc
mbi thiu !
Tiét khudn
Pat chimg nhén:
+ Tiéu chuéin FDA (Cuc quén ly Thivc phim va Duoc phdm Hoa Ky) hofic FDA 510(k) (FDA Cleared)
+ Hotic Chimg nhéin CE theo lufit dmh EU dugc T chirc chimg nhén (Notified Body) cdp

Cai

80

164

Déy din, diy truyén dich
cho may tudi nra, trong
diéu trj dién sinh Iy tim

[
Déy dén, dy truyén dich cho mﬂy tu(n nira, trong diéu trj dién sinh 1y tim
- Tuong thich véi "Catheter cét dét dién sinh ly tim, 46 cong 2 chidu, c& 8Fr, d3u dién cyc 3.5mm", "Cip néi
catheter cit a6t rdi loan dién sinh ly’ tim véi hé théng 14p ban d3 dién sinh ly tim 3D, két ndi catheter 34pin"
tai danh myc mdi thiu
Tiét khuén ‘
Pat chirng nhén:
+ Tiéu chudn FDA (Cuc quén 1y Thyc phim va Dugc phim Hoa Ky) hofic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhén CE theo lugt dirnh EU dugc T chirc chimg nhén (Notified Body) cép

Cai

50

165

Cép nbi catheter chin doén
dién sinh ly 4 dién cyc, 4§
cong cb dinh

!
Cép ndi catheter chén doan dién smh 1y 4 dién cyc, 6 cong cb dinh
- Dai > 150cm
- Tuong thich véi “Catheter chin doén dién sinh ly tim loai 4 dién cyc, 46 cong cb dinh, c& 4Fr, SFr" tai danh
muyc mdi thiu ‘
Tigt khuén ?
Dat chimg nhén:
+1SO 13485:2016
+ Hodic Tiéu chuén FDA (Cuc quan Iy Thye phim va Dugc phim Hoa Ky) hoéic FDA 510(k) (FDA Cleared)
+ Hofc Chirng nhén CE theo luft d;[nh EU durgc Té chirc chimg nhan (Notified Body) cip

Cai

166

Catheter chén doén dién
sinh ly tim loai 4 dién cyc,
d6 cong cb dinh, c& 4Fr,
5Fr

Catheter chén do4n dién sinh Iy tim logi 4 dién cyc, 46 cong cb dinh
- C6 t6i thidu cac c& 4Fr, 5Fr, dai> 120cm
- Dién cyc dai > Imm
- ’guong thich véi "Cép nbi calheter chén do#n dién sinh 1y 4 dién cyc, d$ cong ¢b dinh" tai danh muc moi
thau
Tiét khuén
Dat chimg nhén:
+ Tiéu chuén FDA (Cuc quén Iy 'I’huc phém va Dugc phim Hoa Ky) hodic FDA 510(k) (FDA Cleared)
+ Hodic Chirng nhén CE theo lufit dmh EU duge T8 chirc chimg nhén (Notified Body) cip

Cai

68




Pon vj

Stt Tén danh myc Pic tinh ky thuft tinh S8 lugng
Cap ndi dai twong thich céc loai catheter chén doan: 6 dién cyc, 7 dién oyc, 8 dién cyc, 10 dién cuc
e - Chiéu dai > 200cm
Cap ndi cho catheter chén .
167 |dotn diénsinh 1y 6-10 | S8 10Pins . o e Cai 4
dién cye - Tuong thich "Catheter chén do4n dién sinh ly loai 8 dién cyc, c& 2Fr", "Catheter chuén doén dién sinh Iy )
loai 10 dién cyc, c& 2.67F1", "Catheter chin doan dién sinh 1y logi 10 dién cuc, c6 long 6ng trong, c& 6Fr" tai
danh myc moi thiy
Catheter chén doén dién sinh Iy loai 10 dién cyc, dang cong c6 dinh, c6 1ong éng trong
Catheter chin doén dién | Kl?g ¢G 6Fr
168 |sinh 1y logi 10 dién cy, c6 |~ Cicu ddi 2 65cm Cai 15
long ng trong, c& 6Fr - Din cuc dai: [.2mm
? - Khoang cach dién cyc: 5 - 5 - Smm
- Twong thich "Cap néi cho catheter chin doan dién sinh 1y 6 - 10 dién cuc” tai danh myc méi théu
Catheter chudn dodn dién Catheter chuén doan loai 10 dién cyc, dang cong cb dinh
169 [sinh 1 logi 10 dign cyc, & | Sich €8 267FF Ci 20
2 67Fr ’ - Chicu dai > 130cm
- Tuong thich "Cap néi cho catheter chin doan di¢n sinh Iy 6 - 10 dién cyc” tai danh myc méi théu
Catheter chdn doén dién Catheter chudn dodn loai 8 dién cyc, dang cong c6 dinh
170 [sinh 1y loai 8 dién cyc, o |~ ~ich €0 2FF cai 20
2Fr - Chiéu dai > 130cm
- Twong thich "Cap néi cho catheter chin doan di¢n sinh 1y 6 - 10 dién cyc” tai danh myc méi thiu
Cip nbi Catheter thim do dién sinh ly tim v6i hé théng I4p ban d3 dién sinh ly tim 3D
-Dai>3m
Cap ndi Catheter thaim do |- Cép két ndi catheter 12 pin
dién sinh ly tim v6i hé - Tuong thich v6i "Catheter thim do dién sinh Iy tim loai 10 dién cyc, phin ddu ubn cong 02 chiéu, c& 7Fr,
171 |théng 14p bin dd dién sinh |dai > 115cm" tai danh myuc moi théu Cai 2
1y tim 3D, két ndi catheter [Tiét khuén
12pin Pat chimg nhin:
+ Tiéu chudn FDA (Cuc quén Iy Thyc phim va Dugc phédm Hoa Ky) hogic FDA 510(k) (FDA Cleared)
+ Hogic Chimg nhéin CE theo lugt dinh EU dugc T8 chirc chimg nhan (Notified Body) cép
Catheter tham do dién sinh 1y tim logi 10 dién cyrc, phén déu uén cong 02 chiéu
- C& 7Fr, dai > 115cm
- Catheter tham do 10 dién cyrc, phin du udn cong 02 huéng, do cong D-F/ @9 cong F-J, khoéng cach di¢n
Catheter tham do dién sinh Jcyc 2 - 8 - 2mm
17 |1y tim logi 10 dién cuc, - Tuong thich véi "Cép néi Catheter tham do dién sinh 1y tim véi hé théng 13p ban dd dién sinh Iy tim 3D, két cai s
phén dau ubn cong 02 ndi catheter 12pin” tai danh myc moi thiu
chiéu, ¢& 7Fr, dai > 115cm |Tiét khuén
Pat chimg nhén:
+ Tiéu chudn FDA (Cyc quén 1y Thyc phim va Dugc phdm Hoa Ky) hofic FDA 510(k) (FDA Cleared)
+ Ho#ic Chimg nhén CE theo lust dinh EU dugc Té chirc chimg nhén (Notified Body) cp
Cép néi catheter thim do dién sinh 1y tim véi hé thng 1ap ban @3 dién sinh 1y tim 3D
-Ddi>3m
Ciép nbi catheter thim do |- Cép két néi catheter 34 pin
dién sinh ly tim véi hé - Tuong thich véi "Catheter thdm dé dién sinh 1y tim loai 10 dién cyre, c& 7Fr, dai > 115cm" tai danh myc
173 |théng lap bin db dién sinh |moi thiu Céi 3
ly tim 3D, két ndi catheter [Tiét khudn
34pin Pat chimg nhan:
+Tiéu chuin FDA (Cuc quan Iy Thyc phém va Dugc phim Hoa K) hogc FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhén CE theo lut dinh EU dugc Té chire chimg nhén (Notified Body) cép
Catheter thim do dién sinh ly tim loai 10 dién cyc
- C& 7Fr, dai> 115cm
- Catheter tham do 10 dién cuc, 46 cong D; F, ddu dién cyc dai 2mm, khoang céch dién cyc 2 - 8 - 2mm
Catheter tham do dién sinh |- Twong thich véi "Cép néi catheter thim do dién sinh Iy tim véi hé théng 13p ban @b dién sinh ly tim 3D, két
174 |1y tim logi 10 dién cwc, c& |ndi catheter 34pin” tai danh myc moi thiu Cai 10
7Fr, dai > 115cm Tiét khuén
Pat chimg nhén:
+ Tiéu chuin FDA (Cuc quén 1y Thyuc phém va Dugc phdm Hoa Ky) hogic FDA 510(k) (FDA Cleared)
+ Hotic Chimg nhén CE theo luft djnh EU dugc T4 chirc chimg nhén (Notified Body) cép
Cép néi 12 chiin dimg cho Cg‘ :g;: (;ézi c;hfns 'c:‘mg cho ng thong chén doan dién sinh 1y tim 3D
175 ::)i‘lhyﬂ’:fn °;’;“ dodn dign |1/ o tich "Catheter thim db dién sinh 1y tim 3D, 1 chidu, rung nhi o6 vong 13p ob dinh léch hudng 180 do, | 2

14i chuyén huéng mét chiéu véi by cam bién” tai danh myc méi théu




Pon vj

Stt Tén danh myc Dic tinh k§ thujt tinh S8 hwgng
Catheter thim do dién sinh [Catheter thdm do dién sinh ly tim 3D, 1 chidu, rung nhi ¢6 vong lap cb dinh 1¢ch huéng 180 d9, 14i chuyén
1y tim 3D, 1 chiéu, rung  |[huéng mét chidu véi b cam bxén *
17 [Bhi c6 vong lap cbdinh |- Kich c& than 7.5Fr ! Cii 10
1éch huéng 180 d6, 14i - Chidu dai > 115cm i
chuyén huéng mot chidu |- Vong 13p cb dinh 4Fr c6 10 dién ¢ cuc va 2 dién cuc trén thin
véi bd cam bién - Tuong thich "Cép ndi 12 chén dl‘mg cho éng thong chén doan dién sinh 1y tim 3D" tai danh muc moi théu
‘\
Cép ndi Catheter thim do Cap ndi Catheter tham do dién smh ly tim 22 chén ding cho dng thong chén doén dién sinh ly tim 3D
177 |dién sinh Iy tim 22 chan  |* Chicu ddi2 1.5m Cai 2
R - Tuong tich vé6i "Catheter tham d() dién sinh ly tim 3D, 2 chidu, rung nhi nhanh thét c6 mét do cao dang ludi,
ding cho bng thong chén |1 ¢ Iu6i va 2 di than, 14 chuyén huéng hai chiéu® tai dnah i thi
doéin dién sinh Iy tim 3D ién cyre trén ludi v i¢n cuc trén i chuyén hudéng hai chidu" tai muc mi u
Catheter thim do dién sinh |Catheter thim do di¢n sinh 1y tim 3D 2 chiéu, rung nhi nhanh thét c6 mét 45 cao dang lui, 16 dién cyc trén
Iy tim 3D, 2 chidu, rung {16 va 2 dién cyrc trén thén, 14i chuyén hudng hai chiéu
nhi nhanh thét 6 mitd6 |- Kich thuéc lu6i 13 x 13mm* |
178 [cao dang ludi, 16 dién cyc |- Chidu dai > 110 cm ' Cai 20
trén Iu6i va 2 dién cyc trén |- Khoang cich cywc cach déu 3mm !
than, 14i chuyén huéng hai |- Tuong thich véi "Cép ndi Catheter tham do dién sinh 1y tim 22 chan ding cho ng théng chén doan di¢n
chidu sinh ly tim 3D" tai danh myc m&i théu
Cap ndi Catheter tham do dién smh Iy tim cho 2 20 dién cyc cho catheter I§p bang 463D
Cép ndi Catheter thim do |- Twong thich véi "Catheter thim db dién sinh ly tim loai 22 di¢n cyc, 5 nhénh, c& 7Fr, dai > 115cm" tai danh
17 |diénsinh1y tim cho>20  {myc méi thiu ‘ Cai :
dién cuc cho catheter 13p  |Pat chimg nhén:
bang db 3D + Tiéu chuéin FDA (Cyc quan ly Thu'c phém va Duge phim Hoa Ky) hoc FDA 510(k) (FDA Cleared)
+ Hogc Chimg nhén CE theo lufit dmh EU dugc Té chirc chimg nhén (Notified Body) cép
Ciép nbi catheter tham do dién sinh:ly tim véi hé théng 1p ban db dién sinh Iy tim 3D
-Di>2.7m !
Cap nbi Catheter thim do |- Tuong thich véi "Catheter tham d6 dién sinh ly tim loai 22 dién cyuc, 5 nhénh, c& 7Fr, dai > 115cm" tai danh
180 di{?n sinh ly tim_vd'i hé muc mdi thiu Cii 3
théng 1ap ban db dién sinh |Tiét khuén
ly tim 3D Dat chimg nhén:
+ Tiéu chuén FDA (Cuc quan ly Thuc phém va Dugc phim Hoa Ky) hoiic FDA 510(k) (FDA Cleared)
+ Hodc Chimg nhéin CE theo luft dmh EU dugc T chirc chimg nhén (Notified Body) cip
Catheter tham do dién sinh ly tim loai 22 dién cyc, 5 nhénh
- C& 7Fr, dai > 115cm
- Catheter tham do 22 dién cyc, 05 nhénh, khodng cach dién cwc 2 - 6 - 2mm
Catheter tham do dién sinh |- Tuong thich véi “Cép nbi Cathetu' tham do dién sinh ly tim véi hé théng I4p ban d8 dién sinh 1y tim 3D "
181 |ly tim loai 22 dién cuc, 5 |hodic "Cép ndi catheter thim do dlen sinh ly tim loai c4p ni cho = 20 dién cyc” tai danh myuc moi thdu Cai 50
nhanh, ¢& 7Fr, dai > 115¢m |Tiét khuin 1
Pat chimg nhén: i
+ Tiéu chudn FDA (Cyc quan ly Thu'c phém va Dugc phim Hoa Ky) ho#ic FDA 510(k) (FDA Cleared)
+ Ho#ic Chimg nhén CE theo luét dinh EU dugc Té chirc chimg nhén (Notified Body) clp
Cép %65 catheter thim do dién sinh Iy tim véi hé théng 18p ban d3 di¢n sinh 1y tim 3D, 08 nhanh, 48 dién cuc.
£. - Chiéu dai > 10ft
dclzz ls‘zlﬁzﬂ:f::ﬁz do - Tuong thich "Catheter thim do dlén sinh Iy tim loai 48 dién cyc, 8 nhénh, chidu dai nhanh 2cm" hogic
x PN "Catheter thiim do di¢n sinh ly tim dang tm hoac cénh véi chudi dién cyrc 36 dién cyc. M3i canh dai 25mm x ..
182 [thong 14p ban d6 di¢n sinh " Cai 1
L 6 canh x 6 dién cyc" tai danh myc mtn thiu
l){ tim 3D, 08 nhénh, 48 Dat chimg nhan:
dign cye + Tiéu chuéin FDA (Cuc quan ly Thuc phém va Dugc phdm Hoa K¥) hoic FDA 510(k) (FDA Cleared)
+ Hoiic Chimg nhéin CE theo lugt di’nh EU dugc T4 chirc chimg nhan (Notified Body) cép
Catheter tham do dién sinh Iy tim loian 36 dién cyc dang t4m hofic canh, ubn cong 2 chidu
- Khodang céch dién cyc 2.4mm x 2. 4mm, dai > 113cm
a . - Catheter thaim do 36 dién cyc, 6 cénh dién cyc
E“t‘ih;‘z;n“‘::“é:;:;"c;“;‘ -MBi cinh di>25mm o6 6 dignoye o
183 |véi chudi dién cyc 36 dien |* Tuong thich "Cép ni Catheter tham do dién sinh 1y tim véi hé théng Igp ban dd dién sinh Iy tim 3D, 08 Céi 8

cwc. M3i canh dai 25mm x
6 cénh x 6 dién cyc

nhanh, 48 dién cyc" tai danh myc mdi thiu
Tiét khuén

Dat chimg nhén:
+ Tiéu chuén FDA (Cuc quan ly lec phém va Dugc phém Hoa Ky) hogic FDA 510(k) (FDA Cleared)

+ Hoic Chimg nhén CE theo luft dinh EU dugce T4 chirc chimg nhén (Notified Body) cip




Don vj

Stt Tén danh myc Dic tinh k§ thuit tinh S8 lwgng
Catheter tham do dién sinh ly tim loai 48 dién cyc, 8 nhédnh
- Chidu dai nhénh 2cm, 46 cong F
..., |- Catheter thim do 48 dién cyc, 08 nhénh, khodng cich digncyc3-3-3 -3 -3mm
Catheter thim do dién sinh | r. o0 ich "Cap néi Catheter tham db dién sinh 1y tim v6i hé théng Ip bin db dién sinh 1y tim 3D, 08
184 [y timloai 48 diéncuc,8 | .0 g dien cyc” tai danh myc moi thiu cti 10
nhanh, chiéu dai nhénh PN
2em Tiét khuén
Pat chimg nhén:
+ Tiéu chudn FDA (Cuc quan Iy Thyc phim va Dugc phim Hoa Ky) hogc FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhén CE theo luit dinh EU dugc T4 chirc chimg nhan (Notified Body) cép
Catheter cét ddt dién sinh ly tim do lirc tiép xiic, didu khién 2 chiéu
Ong thong cit dét dién sinh Iy tim , didu khién 2 chidu
- Kicléi c& 8Fr
: s - Chiéu dai 115cm
185 Ea:;: fe;oc;’t;:fitégxizzmh - Dién cuc‘ d4u 3.5mm, khoang cach dién cue 2-2- 2. Cai 30
didu khién 2 chidu, c& 8Fr |- :I:éc d6 1y miu S0Hz, d6 nhay < 1 g, sai s6 tuyét d6i trung binh < 1.2 g
Tiét khuén
Pat chimg nhén:
+ Tidu chudn FDA (Cuc quén Iy Thyc phim va Dugc phédm Hoa Ky) hoic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhén CE theo lugt dinh EU dugc Té chirc chimg nhén (Notified Body) cp
Catheter siéu m trong budng tim 2D
Catheter siéu 4m trong ) gciguc;grglaoac 10Fr
186 [bubng tim 2D, c& 8Fr hodc } Cll = 7cm cai 15
10Ft Pat chimg nhén: . .
+ Tiéu chudn FDA (Cuc quan ly Thyc phém va Dugc pham Hoa Ky) hofic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhén CE theo luft dinh EU dugc T8 chirc chimg nhén (Notified Body) cip
Catheter siéu 4m trong budng tim 3D
Catheter siéu dm trong ) K“?? ot 8 Fr hogc 10F¢
187 |budng tim 3D, c& 8Fr hogc | Cicu ddi 2 90cm Cii 6
10Fr Pat chirng nhén:
+ Tiéu chudn FDA (Cuc quén ly Thye phim va Dugc phim Hoa Ky) hogic FDA 510(k) (FDA Cleared)
+ Hotic Chimg nhéin CE theo ludt dinh EU dugc T4 chirc chimg nhan (Notified Body) cép
Catheter thim do dién sinh ly tim loai 10 dién cyc lai chuyén hudng
- C6 tbi thidu chc c& SFr, 6Fr, 7Fr, dai > 115cm
Catheter thim do dién sinh |- Khoang céch dién cyc 2 - 5 - 2mm
188 |ly tim logi 10 dién cyc14i  [Tiét khudn Cai 35
chuyén huéng, dai > 115cm|Dat chimg nhan:
+ Tiéu chudn FDA (Cuc quén Iy Thyc phém va Dugc phdm Hoa Ky) hogic FDA 510(k) (FDA Cleared)
+ Ho#ic Chimg nhén CE theo ludt dinh EU dugc T4 chirc chimg nhén (Notified Body) cép
Catheter tham do dién sinh Iy tim loai 4 dién cwc, d4u udn cong I chidu
- C& 6Fr, dai > 90cm
Catheter tham do dién sinh |- D§ cong D, khodang céch di¢n cuc Smm
189 |1V, tim logi 4 dién cyc, dhu |- Cap nbi chuyén di 12 pin Cii 5
ubn cong 1 chidu, ¢ 6Fr, [Tiét khuén
dai > 90cm Dat chimg nhén:
+ Tiéu chuin FDA (Cyc quén ly Thyc phim va Dugc phim Hoa Ky) hosic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhén CE theo ludt dinh EU dugc T chirc chimg nhén (Notified Body) cﬁp
Catheter thdm db dién sinh 1y tim loai 4 dién cyc, d4u ubn cong c6 dinh
- C& 5Fr, dai > 110cm
Catheter tham do dién sinh |- C6 46 cong F, khodng céch dién cyc Smm
10 |1, tim loai 4 dién cuc, dhu |- Cap nbi chuyén dbi 12 pin cai P
uon cong cd dinh, c& SFr, |Tiét khuén
dai > 110cm Pat chimng nhén:
+ Tiéu chudn FDA (Cyc quén ly Thwc phim va Dugc phim Hoa Ky) hogc FDA 510(k) (FDA Cleared)
+ Hoic Chimg nhén CE theo luat dinh EU dugc Té chirc chimg nhén (Notified Body) cép
Déu d (catheter) siéu 4m mach véanh tin sb 45SMHz
- Chét ligu Polycarbonate, ddu tip bing Etylen-Vinyl axetat, 13i 1am bing thép khéng gi
- Pudng kinh xuyén qua thén géin va thén xa 3.0F, thdn giita 3.1Fr
Péu do (catheter) siéu am | Chidu dii > 163 Sem 4 thid
191 |mach vanh, tin sé 45MHz, - Tznang thich 6ng thong toi thicu SFr Cii 100
chidu dii > 135cm - Tén sb hoat déng 45MHz
= Tiét khudn
Pat chimg nhén:

+ Tiéu chudn FDA (Cuc quén Iy Thyc phim va Dugc phdm Hoa Ky) hogic FDA 510(k) (FDA Cleared)

+ Hofic Chimg nhén CE theo ludt dinh EU duoc T4 chirc chimg nhin (Notified Body) clp
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192

Péu do (catheter) siéu 4m
mach vanh, tin s6 60MHz,
chidu dai > 135cm

DAu do (catheter) siéu 4m mach vanh tin s6 60MHz

- Chét liéu ddy cép bing thép khéng gi, phi 16p i nuéc
- C6 tdi thidu c&y 5Fr

- Chiéu dai 2 135cm

- Tén s6 hoat dong 60MHz
- B§ phén giai tryc 12 22pm
Tiét khuén ‘
Pat chimng nhén: |
+ Tiéu chuéin FDA (Cuc quan Iy Thuc phém va Dugc phim Hoa Ky) hoéic FDA 510(k) (FDA Cleared)
+ Ho#c Chimg nhén CE theo luft dmh EU dugc Té chirc chimg nhén (Notified Body) cip

Cai

800

193

DAu do (catheter) siéu im
mach vanh, tin sé 60MHz,
chidu dai > 135¢m, kéo i
tbi da 150mm

PAu do (catheter) siéu &m mach vﬁnh tin s6 60MHz
- Chit ligu phi 16p 4i nuéc !
- Chidu dai > 135cm, kéo lui t6i da 150mm
- Dudng kinh doan xa 3.15Fr
- Pudmg kinh doan gén 3.5Fr
- D§ phén giai truc <40pum |
- Bén kinh siéu 4m > 4mm ‘
Tiét khuén
Dat chimng nhéin:
+ Tiéu chuéin FDA (Cuc quén Iy Thu'c phém va Dugc phém Hoa K¥) hoc FDA 510(k) (FDA Cleared)
+ Ho#ic Chimng nhén CE theo lufit dmh EU dugc T8 chirc chimg nhén (Notified Body) cﬁp

Cai

100

194

Déu do (catheter) siéu om
mach vanh, tin s6 35MHz -
65MHz, chiéu dai >
160cm, c6 chirc ning
quang hoc

Dlu do (catheter) siéu 4m mach vanh tAn sé 35MHz - 65MHz, c6 chirc ning quang hoc
- Chu tgo dugc phit 16p 4i nuée Hydrophlhc

- Kich thuéc ddu vao 2.4Fr F

- Pudng kinh ngoai truc doan gin 3.6Fr

- Tuong thich catheter can thiép 6Fr

- Tuong thich véi ddy dén 0.014"
- Chidu dai lam vigc > 160cm

Tiét khudn |

Dat chimg nhén: i

+ Tiéu chufn FDA (Cuc quan Iy Thuc phim va Dugc phdm Hoa Ky) hoc FDA 510(k) (FDA Cleared)
+ Ho#c Chimg nhén CE theo lufit dmh EU duge Té chirc chimg nhén (Notified Body) cép

Cai

200

195

Ddu ndi Y c6 ddng thoi
van cim méu ty déng va
van khéa van, dai ti da
10cm

Du ndi Y c6 ddng thoi van cdm mi!u tw dong va van khoa van

- Chét liéu nhya Polycarbonate ]

- Dai t6i da 10cm, 1ong trong t6i thleu 9Fr

- C6 nut thong gié

Tiét khuén

Dat chimg nhén:

+1SO 13485:2016 |

+ Ho#ic Tiéu chun FDA (Cyc quﬁn 1y Thyc phém va Dugc phdm Hoa Ky) hosic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhén CE theo lufit dmh EU dugc Té chirc chimg nhéin (Notified Body) cép

Céi

600

196

DAu ndi Y loai ngén c6
dbng thai van cdm mau ty
dfng va van khoa vin, dai
54mm — 80mm

Béu ndi Y loai ngén c6 ddng thei van cﬁm méu ty déng va van khoa vin

- Chét ligu nhyra Polycarbonate

- Dai khodng S4mm - 80mm, c6 t5i thiéu céc c& 54mm, 78mm, 80mm, long trong t6i thiéu 9Fr

- Goc céng két nbi co loai <30 6 va > 40 45

- C6 it nhét 2 logi 2 cdng va 3 céngl

Tiét khudn i

Dat chimg nhén: |

+1SO 13485:2016

+ Hodic Tiéu chuén FDA (Cuc quanl 1y Thyc phim va Dugc phédm Hoa Ky) hodc FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhén CE theo luft dmh EU duge T4 chirc chimg nhén (Notified Body) cip

Céi

700

197

Déy bom céan quang ap luc
cao, chiju ap lyc > 1200psi,
dai > 150cm

\
Déy bom cén quang ép lyc cao ;
- Chét liéu béng Polyurethane (PUR) hoiic PVC
- Chidu dai > 150cm |
- Chiu &p lyc 1én dén 1200psi (84bar)
- C6 khot luer-lock male/ female. |
- Puémg kinh trong 1.75mm, dudng kinh ngoai 3.6mm
Dat chimg nhén:
+ 1SO 13485:2016
+ Hodc Tiéu chuén FDA (Cuc quén! ly Thyc phdm va Dugc phim Hoa K¥) hoac FDA 510(k) (FDA Cleared)
+ Hoic Chimg nhén CE theo lugt dmh EU dugc Té chirc chimg nhan (Notified Body) cép

Cai

1100
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D4y bom can quang ép lyc
cao, chju 4p luc > 500psi,
dai 150cm — 190cm

Déay bom cén quang ap lyc cao

- Chét liéu PVC hoac chit ligu PVC, Polyurethane

- Chiéu dai khoang 150cm - 190cm

- Chiju ép lyc khoang 500psi - 1200psi

Tiét khuén

Dat chimg nhén:

+ 1SO 13485:2016

+ Hodc Tiéu chuén FDA (Cuc quén Iy Thyc phim va Dugc phém Hoa Ky) hoiic FDA 510(k) (FDA Cleared)
+ Ho@ic Chimg nhén CE theo luét dinh EU dugc T4 chirc chimg nhén (Notified Body) cép

Céi

1000

199

Diy déin can thiép mach
mau ngoai bién, dudng
kinh 0.035" — 0.038", dai
75cm — 260cm, phu PTFE

Day dén can thiép mach méu ngoai bién

- Chit liéu truc thép khong gi, 16p phi PTFE

- Puong kinh khoing 0.035" - 0.038", c6 téi thiéu cac c& 0.035", 0.038"

- Chiéu dai khoang 75c¢m - 260cm, c6 tdi thiéu céc c& 75¢m, 145cm, 180cm, 260cm.

- Dang dAu: dAu thing va diu cong (J)

Tiét khuén

Pat chimng nhén:

+ Tiéu chudn FDA (Cyc quén ly Thyc phim va Dugc phim Hoa Ky) hofic FDA 510(k) (FDA Cleared)
+ Hogic Chimg nhén CE theo luit djnh EU dugc T4 chirc chimg nhén (Notified Body) cép

Cai

75

200

Diy déin chén doén phu
16p &i nuéc, dudmg kinh
0.035", dai 45cm — 180cm

Day din chén doén phu 16p 4i nuéc

- Chét liéu Nitinol

- Pudmg kinh 0.035"

- Chidu dai khoang 45cm - 180cm, c6 t6i thiéu céc ciy 45cm, 80cm, 110cm, 150cm, 180cm

Tiét khun

Pat chimg nhén:

+ Tiéu chudn FDA (Cyc quén ly Thyc phim va Dwgc phdm Hoa Ky) hozic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhéin CE theo luét dinh EU duge T4 chirc chimg nhan (Notified Body) cép

Céi

500

201

Dy dén dudmg chén doén
phu 16p &i nuéc, dudng
kinh 0.018" — 0.038", dai
50cm — 220cm

DAy déin chin doén phu 16p 4i nuée

- Chét liéu 181 bing Nitinol, vo ngoai Polyurethane

- Dudmg kinh khodng 0.018" - 0.038", c6 t4i thiéu c 0.018", 0.025", 0.032", 0.035", 0.038"

- Chiéu dai khoang 50cm - 220cm, c6 téi thiéu cac c& 50cm, 80cm, 120cm, 150cm, 180cm, 220cm

- Dang du: diu thing va diu cong

Tiét khuén

Pat chirng nhén:

+ Tiéu chudn FDA (Cuc quan 1y Thyc phim va Dugc phim Hoa Ky) hoiic FDA 510(k) (FDA Cleared)
+ Ho#ic Chimg nhén CE theo luét dinh EU dugc Té chirc chimg nhén (Notified Body) cép

Cai

2000

202

Déy din chin doan phu
16p i nuéce, dudng kinh
0.018" — 0.038", dai
80cm — 260cm

Déy dén chén doan phu 16p 4i nu6c

- Chét liéu 13i bing Nitinol, l6p phai PU va 16p phu 4i nuéc

- Pudng kinh khoang 0.018" - 0.038", c6 tdi thiéu cic c& 0.035", 0.038", 0.025", 0.013"

- Chiéu dai khoang 80cm - 260cm, c6 tdi thiéu céc ci¥ 80cm, 150cm, 180cm, 220cm, 260cm

- Dang d4u: ddu thing va ddu cong

Tiét khudn

Pat chimg nhén:

+ Tiéu chudn FDA (Cuc quén Iy Thic phim va Dugc phidm Hoa Ky) hodc FDA 510(k) (FDA Cleared)
+ Chimg nhén CE theo lugt dinh EU dugc Tb chirc chimg nhin (Notified Body) cép

Cai

2600

203

Déy dn chén doan phu
16p 4i nuéc, dai > 260cm

Déy din chén doan phi 16p i nuéc

- Chét li¢u 15i bing Nitinol, vd ngoai Polyurethane

- Dudng kinh c6 t5i thidu ¢ 0.018", 0.025", 0.032", 0.035", 0.038"

- Chidu dai > 260cm, c6 tdi thiéu 2 c&

- Dang déu: diu thing va du cong

Tiét khuén

Pat chimg nhén:

+ Tiéu chudn FDA (Cyc quén Iy Thyc phim va Dugc phim Hoa Ky) hoiic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhéin CE theo lujt dinh EU dugc T8 chirc chimg nhén (Notified Body) cép

Cai

500

204

Day dén chdn doan mach
vinh, chiéu dai > 150cm

Déy diin chin doan mach vanh

- Chét liéu 1i bing thép khong gi, phi PTFE

- Pudmg kinh c6 t6i thiu & 0.035"

- Chidu dai > 150cm, c6 tdi thibu 2 c&

- Dang déu: dAu thing, diu cong (J)

Tiét khudn

Pat chimg nhén:

+ Tiéu chudn FDA (Cuc quén ly Thyc phim va Dugc phim Hoa Ky) hoiic FDA 510(k) (FDA Cleared)

Cai

2160
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Diy dén chén doin mach
vénh, c6 16p Heparin, dai >
80cm

Déy din chén doan mach vanh

- Chiit lidu 13i bing thép khong gi, phi PTFE, 16p Heparin

- Kich c& c6 tdi thidu céc c& 0.038%, 0.035”, 0.025”, 0.021%, 0.018”

- Chidu dai > 80cm, ¢ t6i thiéu cac c& 80cm, 150cm, 180cm va 260cm

- Dang déu: ddu cong (J)

Tiét khun

Dat chimg nhén:

+ Tiéu chuén FDA (Cuc quin 1y Thyc phém va Dugc phdm Hoa K¥) hoic FDA 510(k) (FDA Cleared)
+ Chimg nhén CE theo luit dinh EU dugc Té chirc chimg nhén (Notified Body) cip

Cai

2400

206

Day din cho diu mili
khoan bao méng xo vira

Déy din cho diu mili khoan bio mon mang xo vira

- Chit li¢u thép khéng gi

- Pudng kinh c6 tdi thiéu ¢ 0.009"

- Chiu dai > 330cm

Tiét khun

Pat chimg nhén:

+ Tiéu chudn FDA (Cuc quan ly Thyc phém va Dugc phdm Hoa K¥) hogc FDA 510(k) (FDA Cleared)
+ Ho#ic Chirng nhén CE theo ludt djnh EU dugc T chirc ching nhén (Notified Body) cép

Cai

87

207

Day din do 4p lyc dong
chay dfng mach vanh, diy
dén>175cm

Day dfin do 4p lyc dong chay d6ng mach vanh

- Chidu dai ddy ddin > 175cm

- Ap Iyc -30 dén 300mmHg

- b§ sai léch: < 7mmHg /h

- Ténsb <25Hz

- Pham vi truyén dfn > 2m

Tiét khuén

Dat chimg nhén:

+ Tiéu chuén FDA (Cuc quén Iy Thu'c phim v& Dugc phim Hoa K¥) hogc FDA 510(k) (FDA Cleared)
+ Ho#ic Chimg nhan CE theo luft d}nh EU dugc T chirc chimg nhan (Notified Body) cép

Céi

48

208

Day dén do 4p lyc trix
lugng mach vanh c6 18
nguyén khdi, phi Polymer

Day dfin do 4p lyc trit hrong mach yanh ¢6 15i nguyén khéi

- Chét ligu Nitinol, ngoi ciing phu 16p Polymer, d4u tip 1am béng thép khéng gi
- Budng kinh 2 0.014" !

- Chiéu dai > 170cm

- Dang déu: dﬁu théng, d4u cong (J)

Dat chimg nhén:

+ 1SO 13485:2016

+ Hoc Tiéu chufin FDA (Cyc quan 1y Thuc phim va Dugc phdm Hoa Ky) hosic FDA 510(k) (FDA Cleared)

+ Hogc Chimg nhén CE theo lufit dmh EU duge T4 chirc chimg nhén (Notified Body) cﬁp

Céi

4]

209

Day din dudng can thiép
tim bim sinh, dai > 260cm

Déy dén dudmg can thiép tim bim smh

- Chét li¢u thép khéng gi véil6p phu PTFE bén ngoai

- Pudmg kinh c6 t5i thiéu c& 0. 035"

- Chiéu dai > 260cm, ¢6 t4i thiéu céc ¢& 260cm, 300cm

- Dang dAu: d4u cong (J), cb tbi unéu c4c & 1.5mm, 6mm, 7.5mm
Tiét khuén

Dat chimg nhén:
+ Tiéu chufin FDA (Cuc quan ly Thuc phém va Dugc phdm Hoa Ky) hodc FDA 510(k) (FDA Cleared)

Cai

300

210

Day dén siéu cimg diing
trong can thiép tim bim
sinh, dai > 260cm

Déy dén siéu cimg diing trong can thiép tim bém sinh

- Chét ligu thép khéng gi, ¢6 phi PTFE

- Pudng kinh c6 18i thiéu c3 0. 035"

- Chiéu dai > 260cm

- Dang déu: Dlu cong (J), 3mm

Tiét khuén i

Pat chimg nhén:

+ Tiéu chuéin FDA (Cyc quin ly Thuc phém va Dugc phém Hoa K¥) hoiac FDA 510(k) (FDA Cleared)
+ Hoéc Chimg nhén CE theo lugt dmh EU duoc Té chirc chimg nhan (Notified Body) cép

Cai

120

211

Day nbi 4p lyc > 8 bar

T
Déy néi ép lyc i

- Chét ligu PE hoic PVC !

- Budng kinh trong: khoéng 1. Omm - 1.5mm, dudmg kinh ngoai: khoéng 2.0mm - 2.7mm
- Chidu dai khoang 125cm - 150ch

- Ap lyc > 8 bar

- Tuong thich vé6i ddu ndi ciia céc lom catheter

Tiét khudn

Pat chimg nhén:

+1S0 13485:2016

+ Ho#ic Ching nhén CE theo lugt dmh EU dugc T8 chirc chimg nhan (Notified Body) cip

Cai

2000
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Diéy ndi véi may bom hit huyét khéi
- Chét liéu vé bing nhya mém
Diy ndi véi may bom hat |~ kah o lfhoang 8Fr - 9Fr
212 |huyét khéi, dai 260cm — 'Tgt'f}‘:u?;" khoing 200cm - 300cm Cti 300
300cm Dat chimg nhén:
+ Tigu chudn FDA (Cuc quan ly Thyc phdm va Dugc phim Hoa K¥) ho@ic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhén CE theo luit djnh EU dugc T4 chirc chimg nhén (Notified Body) cip
Ddy tao nhjp tam thdi mang bong ludng cye
- Chit li¢u Polyurethane
Dy tao nhip tam thoi - Déy dién cyc dai > 110cm
213 |mang bong ludng cyre, diy |- Chiéu rong dién cye 3mm. Khoang céch giira 2 dién cyc 10mm Céi 23
diéncyc di> 110cm,  |Tiét khudn '
bing Polyurethane Pat chimg nhén:
+ Tiéu chun FDA (Cyc quan Iy Thyc phdm va Dugc phim Hoa Ky) hoic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhén CE theo ludt dinh EU dugc T4 chic chimg nhén (Notified Body) cip
D4y tgo nhjp tam thoi mang bong ludmg cuc loai SFr
- Chét liéu thép khéng gi
Ddy tao nhip tam thoi - Déy di¢n cyc dai > 110cm
214 |mang bong ludng cuc, ddy |- PAu dién cyc Smm. Khoang céch giira 2 dién cyc 10mm Céi 160
dién cyc dai = 110cm, Tiét khuén
bing thép khong gi Pat chimg nhén:
+ Tiéu chun FDA (Cuc quin Iy Thyc phdm va Dugc phim Hoa K§) hoic FDA 510(k) (FDA Cleared)
+ Hoc Chimg nhén CE theo ludt dinh EU dugc TS chirc chimg nhén (Notified Body) cép
Diy tao nhip b6 His hoic bé trai phii thubc Beclomethason twong thich MRI 1.5T va 3T
- Chét liéu dAu xo#n: Titanium Nitride phui Platinum Alloy
- Chét lidu c4ch dién: bén ngoai Polyurethane, bén trong Silicon va ETFE
Dady tzo nhjp bo His hojc |- Pudng kinh ddy <4.1F
515 |bo tréi pht thudc - Chidu dai > 69cm Chi 10
Beclomethason tuong thich [Tiét khuén
MRI 1.5T va 3T Pat chimg nhén:
+1S0 13485:2016
+ Hodc Tiéu chudn FDA (Cuc quén ly Thyc phim va Dugc phdm Hoa Ky) hogic FDA 510(k) (FDA Cleared)
+ Hogc Chimg nhan CE theo luft dinh EU dugc T5 chirc chimg nhén (Notified Body) cfip
Du bao vé mach sir dung trong can thiép dong mach canh, dong mach vanh va dong mach ngoai bién.
- Chét liéu ludi loc: Nitinol ) .
. Lk e - Déy dfin gén ludi loc hinh chép nén, kém éng théng din va thu héi.
Da béo v chong tac mach | Dudmg kinh lusi loc (filter) khoang 3mm - Smmm, c6 t6i thiéu c4c c& 3mm, 4mm, Smm, 46 dai ddy ddy >
ha lwu dfng mach vanh va 190cm .
216 |cc dong mach khdc, o | g yygng phs hp voi ca day din 0.014" v 0.018" ca %
3mm — Smmm, bing .a
Nitinol Tigt khudn
Pat chimg nhén:
+ Tiéu chuén FDA (Cuc quan Iy Thyc phim va Dugc phdm Hoa Ky) hogc FDA 510(k) (FDA Cleared)
+ Ho#ic Chimg nhén CE theo luét dinh EU dugc T4 chirc chimg nhén (Notified Body) cép
Du bdo vé mach sir dung trong can thiép dong mach canh, dong mach vanh va déng mach ngoai bién.
- Chét liéu luéi loc: khung Nitinol.
- Puomg kinh ludi loc (filter) Khodng Smm - 8mm, c6 t6i thiéu cac c& Smm, 8mm. Ving tha luéi loc ngén <
D béo vé chdng téc mach |15.4mm.
ha luu djng mach vanh va |- Kich thuéc 18 trén lu6i loc < 1060 micron Cii 15

217

cac dong mach khéc, c&
5mm — 8mm, bing Nitinol

- C6 dfy din 0.014" tich hop khi chon loc. 49 dai dy dén > 180cm

Tidt khudn

Dat chimg nhén:

+ Tiéu chuén FDA (Cuc quan Iy Thyc phdm va Dugc phim Hoa Ky) hofic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhan CE theo lujt dinh EU dugc T8 chirc chimg nhén (Notified Body) cép
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D béo v& chdng tic mach
ha luu dfng mach vanh va
céc djng mach khéc, c&

5mm — 8mm, bing Nylon

Dil bio vé mach sir dung trong can thi€p dong mach canh, ddng mach vanh va dfng mach ngoai bién.
- Chét liéu Nylon ‘

- Chiéu dai déy dén c6 tdi thiéu c& 190cm, 315cm

- Go ddy dén 0.019"

- Kich thuéc 18 120 micromet

- Pudng kinh luéi loc (filter) khoang Smm - 8mm:

+ C& 5.0mm cho mach khoédng 2. 5mm 4.8mm

+ C& 7.2mm cho mach khoéng 4. Omm 7.0mm

Tiét khudn

Pat ching nhén:

+ Tiéu chuén FDA (Cuc quan ly Thyrc phim va Duge phim Hoa Ky) hoic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhén CE theo lugt dinh EU dugc Té chirc chimg nhan (Notified Body) cép

Cai

10

219

Dt bio vé chéng tic mach
ha luu dfng mach vanh va
cac dfng mach khéc, c&r
3mm — 8mm, bing Nitinol

Du bao v& mach sit dung trong can thlép d6ng mach canh, djng mach vanh va déng mach ngoai bién.

- Chét liéu ludi loc: khung Nitinol, heéi Polyurethane.
- Kich thuéc 13 trén ludi loc < 110 pm

- C6 déy dén 0.014" tich hop diu np dang 10 xo dé chon loc. 49 dai ddy din c6 tdi thidu 190cm va 300cm
- Puong kinh ludi loc (filter) khoang 3mm - §mm, phii hgp cho mach méu 3.5mm - 5.5mm

Tiét khuén

Pat chimg nhén:

+ Tiéu chudn FDA (Cuc quén Iy Thyc phim va Dugc phém Hoa Ky) hoac FDA 510(k) (FDA Cleared)

+ Hoiic Chimg nhéin CE theo luft dinh EU duoc T4 chirc chimg nhén (Notified Body) cép

Cai

220

D11 déng da nang dang luéi

Du déng da nang dang luéi !

- D bing thép Nitinol phu titanium, c6 mang PTFE

- Hai canh du cé duong kinh c6 t6i | thléu céc ¢¥ 10mm, 12mm, 14mm, 16mm, 18mm

- Dudmg kinh d4u c6 t4i thiéu cic cG 3mm, 4mm, 5Smm, 6mm, 7mm, 8mm

- Pudmg kinh déy c6 t6i thidu cic cﬁ' 5mm, 6mm, 7mm, 8mm, 9mm, 10mm

Tiét khudn

Pat chimg nhén:

+ Tiéu chuén FDA (Cuc quén ly Thuc phém va Dugc phém Hoa Ky) hofic FDA 510(k) (FDA Cleared)
+ Hodc Chimg nhén CE theo luét d]nh EU dugc Té chirc chimg nhan (Notified Body) cip

Céi

54

221

Dii dong 18 biu duc bing
Nitinol phi Titanium

Dui déng 15 bdu duc

- DU bing Nitinol phti Titanium |
- C6 tbi thiéu céc ciy 18mm, 25mm, 30mm, 35mm
- Cap tha dii tgo g6c nghiéng 50° |
- Cép ndi tao gbc nghiéng 50°
Tiét khudn

Pat chimg nhén:

+ Tiéu chuén FDA (Cuc quén ly Tln,rc phﬁm va Dugc phim Hoa Ky) hodic FDA 510(k) (FDA Cleared)
+ Hodc Chimg nhén CE theo lujt dinh EU dugc Té chirc chimg nhan (Notified Body) cip

Cai

222

Dung cu dong 15 biu duc
bing Nitinol dang lréi

Dung cu d6ng 13 bau duc

- Chiéit liéu Nitinol hinh dang lwdi, dém s¢i véi Polymer

- Dang hai dia

- C6 i thiéu cac c& 18/18mm, 25/18mm, 30/25mm, 35/25mm

Tiét khuén

Pat chimg nhén: !

+ Tiéu chun FDA (Cuc quén ly Thuc phém va Dugc phdm Hoa Ky) hoic FDA 510(k) (FDA Cleared)
+ Ho#c Chimg nhén CE theo lujt dmh EU dugc Té chirc chimg nhan (Notified Body) cip

Cai

223

Dii dong 16 con éng dong
mach va théng lién thét

Du déng 18 con ng d6ng mach va théng lién théc

- D bing hop kim nhé hinh Nnmo] dang luéi

- C6 2 dang: hinh n6n, dang hai d’a

+ Dang hinh nén:

- Chiu dai: Smm, 7mm, 8mm

- Pudmg kinh cénh gitt: 9mm , 10mm 12mm, 16mm, 18mm, 20mm, 22mm

- Pudmg kinh du phia d¢ng mach chi /duéng kinh phia dng mach ph6| 5/4mm, 6/4mm, 8/6mm, 10/8mm,
12/10mm, 14/12mm, 16/14mm
+ Dang hai dia: ‘
- Budng kinh 2 dia b&ng nhau, ¢6 cdc kich thuéc: 9mm, [0mm, 11mm, 12mm

- Buodng kinh vong eo/chiéu dai: 3/4mm, 3/6mm, 4/4mm, 4/6mm, 5/4mm, 5/6mm, 6/4mm, 6/6mm

Tiét khudn |

Dat chimng nhén: ‘

+[SO 13485:2016

+ Hogic Tiéu chuén FDA (Cuc quén ly Thye phém va Dugc phém Hoa Ky) ho#ic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhén CE theo luft dmh EU duge T4 chirc chimg nhén (Notified Body) cdp

Cai

50
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Dit dong 15 thong lién nhi loai c6 khéu kinh nén nhd
- Di biing hep kim nh¢ hinh Nitinol dang lréi va Polyester
- Dang hai dia
- Budmg kinh eo khoing 4mm - 40mm, c6 tdi thiéu cic c& 6mm, 8mm, 10mm, 12mm, 16mm, 18mm, 20mm,
994 |Pu déng 18 thong lién nhi  |22mm, 24mm, 26mm, 30mm, 32mm Cai 130
loai c6 khéu kinh nén nhé |- Budng kinh dia phéi khodng 12mm - 50mm
- Budmg kinh dia trai khoang 16mm - 56mm
Tiét khudn
Dat chimg nhén:
+ Tiéu chuén FDA (Cuc quén ly Thye phém va Dugc phﬁm Hoa Ky) ho#ic FDA 510(k) (FDA Cleared)
Du déng 16 thong lién nhi
- D dugc phu Titanium
- Dudmg kinh khoang 13.0mm - 39mm, c6 t3i thiéu cdc ¢ 13.5mm, 15mm, 16.5mm, 18mm, 21mm, 24mm,
Dit déng 18 thong lién ny, |27 33mm, 36mm, 39mm
225 |duomg Kinh 13.0mm s | 2P thé it 120 gbc nghieng 50° cti 75
39mm - Cép ndi tao goc nghiéng 50°
Tiét khuén
Dat chimg nhén:
+ Tiéu chuén FDA (Cyc quén ly Thyc phﬁm va Dugc phﬁm Hoa Ky) hoic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhan CE theo luat dinh EU dugc T chirc chimg nhén (Notified Body) cép
Di déng 13 théng lién nhi
- Dut béng sei Nitinol phii Platinum
Dis déng 18 théng lién nh, - Blt:%ng kinh khl:)ééng‘?Omm - 30mm, 6 tdi thiéu céc c& 20mm, 22mm, 24mm, 26mm, 28mm, 30mm
226 |duimg kinh 20mm — |- G 10ng o ket ndi Jmm, 4mm cei 40
30mm Tiét khuén
Dat chimg nhén:
+ Tiéu chufn FDA (Cuc quin ly Thyc phim va Dugc phdm Hoa Ky) hoiic FDA 510(k) (FDA Cleared)
+ Hoiic Chimg nhan CE theo lut dinh EU dugc T3 chirc chimg nhdn (Notified Body) cép
D dong 13 thong lién thét
- Dz bing Nitinol phi titanium
- C& 4mm - 12mm, c6 tdi thiu cac c& 4mm, 6mm, 8mm, 10mm, 12mm
577 |Dit dong 18 théng lién thét, |Tiét khudn Cai 8
¢ 4mm — 12mm Dat ching nhén:
+1S0 13485:2016
+ Hoiic Tiéu chuén FDA (Cuc quén 1y Thyc phim va Dugc phdm Hoa Ky) hogic FDA 510(k) (FDA Cleared)
+ Hoiic Chimg nhan CE theo ludt dinh EU dugc T4 chirc chimg nhén (Notified Body) cép
Du déng 13 théng lién thit phin mang
- D biing hop kim nhé hinh Nitinol dang luéi
- Dang hai dia
Di dong 1 thong lién thét |" C& khoing 4mm - 18mm, c t6i thiéu céc c& 4mm, 6mm, 8mm, 10mm, 12mm, 14mm, 16mm, 18mm
228 |phin méng, cdmm — | Chicu dai 7mm hofc 10mm Cai 10
18 g - Dubmg kinh 2 dfa bing nhau, c6 t6i thiéu cdc c&: 9mm, 14mm, 16mm, 18mm, 20mm, 22mm, 24mm, 26mm
mm .
Tiét khuén
Pat chimg nhén:
+ Tiéu chudn FDA (Cuc quén Iy Thyc phim va Dugc phdm Hoa Ky) hoic FDA 510(k) (FDA Cleared)
+ Hoic Chimg nhén CE theo luat dinh EU dugc Té chirc chimg nhén (Notified Body) cép
Dii déng 13 théng dng dong mach c6 dudmg kinh dia nho
- D biing hgp kim nhé hinh Nitinol dang luéi
Di dong 13 théng éng - Pudng kinh 2 dia bing nhau, kich thudéc c6 thi thiéu céc c&: 4.0mm, 5.25mm, 6.5mm
229 |dong mach c6 dudmg kinh |- Dudng kinh vong eo/ chidu dai: 3/2mm, 3/4mm, 3/6mm, 4/2mm, 4/4mm, 4/6mm, 5/2mm, 5/4mm, 5/6mm Cai 10
dianhd Tiét khuén
Pat chirng nhén:
+ Tiéu chudn FDA (Cuc quén ly Thyc phim va Duge phim Hoa Ky) hoiic FDA 510(k) (FDA Cleared)
Di déng éng dong mach kém cép tha dit
- Chét liéu bing Nitinol phi titanium, c6 16p PET djit bén trong dit
- Dudmg kinh > 4mm, ¢6 t6i thiéu cic ¢ Smm, 6mm, 8mm, 10mm
. - Chidu dai > 4mm
230 d":;‘;"ﬁf:i ‘ffm"i"‘“"’ Tiét khudn céi 8
- Pat chimng nhén:

+1S0 13485:2016 .
+ Hofic Tiéu chudn FDA (Cuc quan ly Thyc phim va Dugc phim Hoa Ky) hoic FDA 510(k) (FDA Cleared)

+ Ho#ic Chimg nhgn CE theo ludt dinh EU duogc Té chirc chimg nhén (Notified Body) cap
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Du déng thong dong tinh
mach dang lu6i, hinh try,
cd 4mm — 8mm

Du déng théng dong tinh mach dang ludi, hinh try
- Chét ligu hop kim Nitinol
- Budmg kinh khodng 4mm - 8mm,/c6 = § c&
- Chiéu dai 10mm - 16mm, c6 > 5 ¢&
Tiét khun

Pat chimg nhén:
+ Tiéu chuén FDA (Cuc quan ly The phém va Dugc phdm Hoa Ky) hoic FDA 510(k) (FDA Cleared)

Cai

232

Du déng théng déng tinh
mach siéu nhd dang nit,
¢ Smm — 13mm

Du d6ng théng déng tinh mach snéu nhé dang nit

- Chét liéu: Nitinol phii mang PTFE

- Pudmg kinh khodng Smm - 13mm, ¢ t6i thiéu 5.3mm, 6.5mm, 9.2mm, 13mm

- Chiéu dai khodng 12mm - 18mm

- Ding cho mach méu tir 1.5mm - 9mm

- Tuong thich vi éng théng 0.021",0.027", 0.041", 0.043"

- C6 thé thu v& sau khi bung

Tiét khudn |

Dat chimg nhén:

+ 180 13485:2016 :

+ Hodic Tiéu chuén FDA (Cuc quan 1y Thye phém va Dugc phdm Hoa Ky) hofic FDA 510(k) (FDA Cleared)
+ Hoc Chimg nhéin CE theo lujt dinh EU dugc T4 chirc chimg nhén (Notified Body) cdp

Cai

233

Du d6éng théng do dong
mach, tinh mach, c&¥ 10mm
— 22mm

Dii d6ng théng do dong mach, tinh rnach

- Chét liéu Nitinol

- C& khoang 10mm - 22mm, c6 t6i thléu cic ¢ 10mm, 12mm, 14mm, 16mm, 18mm, 20mm, 22mm
Tiét khuén \

Pat chimg nhén:

+ Tiéu chuéin FDA (Cyc quin ly Thuc ph&m va Dugc phim Hoa K¥) hogc FDA 510(k) (FDA Cleared)
+ Ho#ic Chimg nhéin CE theo lujt dinh EU dugc Té chirc chimg nhan (Notified Body) cép

Cai

60

234

Duyng cu dong dong mach
quay sau can thiép, loai
bong nén kép

Dung cu déng d6ng mach quay sau!can thiép, loai béng nén kép duy tri luu lugng déng mach va hi lwu tinh
mach !

- Chidu dai c6 tdi thiéu cac ¢ 24cm, 29cm

Tiét khudn |
Pat chimg nhén: 1
+ Tiéu chuéin FDA (Cuc quan ly 'I'huc phém va Dugc phém Hoa K¥) hozc FDA 510(k) (FDA Cleared)

+ Hodc Chirng nhén CE theo lufit dmh EU dugc T chirc chimg nhén (Notified Body) cép

Cai

100

235

Dung cy déng mach méau
cho dong mach dui va co
ché cAm mau mé neo

Dung cu d6ng mach méu cho dfng [mach dbi va co ché cim méu mo neo
- Chét liéu Collagen kep chit dong mach
- Kich c& c6 t4i thiéu cdc c 6Fr, 8Fr
- Dyng cy mé dudmg:
+ 6Fr tuong thich véi dung cu m& duimg 6Fr, 7Fr
+ 8Fr tuong thich véi dung cy mé dubng 8Fr, 9Fr
Tiét khudn
Dat chimg nhén:
+ Tiéu chudn FDA (Cuc quén ly ’I'h\,rc phém va Dugc phim Hoa Ky) hoic FDA 510(k) (FDA Cleared)
+ Ho#c Chimg nhén CE theo lujt dmh EU dugc T chirc chimg nhén (Notified Body) cép va ISO 13485:2016

B}

150

236

Dung cy dong mach méu
v6i chit ligu nut téc 12 soi
Polyglycolic Acid, ¢& 5Fr
— 7Fr

Dung cu déng mach mau

- Chét liéu nut téc 12 soi Polyglycolic Acid, déy chi bio Nitinol

- Kich c& khoang SFr - 7Fr, c6 tbi thléu chc ¢ 5Fr, 6Fr, 7Fr

- Bao gbm: nut bAm trién khai, oéng quan sét, hé théng chi bio mau chay nguge

Tiét khuén

Dat ching nhén:

+ Tiéu chufn FDA (Cuc quin Iy Thuc phém va Dugc phdm Hoa Ky) hofic FDA 510(k) (FDA Cleared)

+ Ho#c Chirng nhén CE theo ludt dmh EU dugc Té chirc chimg nhén (Notified Body) cp va ISO 13485:2016

B

50

237

Duyng cu déng mach méu
véi kha nang ty tiéu va co
ché cAm méu kép, bing
Collagen bén ngoai

Dung cu déng mach méu véi kha nang tw tidu va co ché cAm mau kép

- Chétligu Collagen bén ngoai, chi p‘r tidu, dugc hép thy trong vong tir 60 - 90 ngy

- Kich c& c6 tdi thiéu cac c& 6Fr, 8Fr

- 01 déy dén c& 0.035" hoiic 0. 038", dai 70cm

- 01 que nong E

- 01 dyung cu m& dudng :

Tiét khuéin

Pat chimg nhén:

+ Tiéu chufin FDA (Cuc quén ly Thyc phdm va Dugc phﬁm Hoa Ky) hoic FDA 510(k) (FDA Cleared)

+ Hofic Chimg nhén CE theo lugit dinh EU dugc T8 chirc chimg nhén (Notified Body) cip va ISO 13485:2016

BY

1300
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Dung cy déng tiéu nht
- Chét liéu Nitinol
- Pudng kinh thily khoang 16mm - 34mm, c6 = 8 c&
A - Budmg kinh dia khoang 22mm - 41mm, ¢6 > 8 ¢& .
238 |Dung cu déng tiéu nhi Tiét khudn Cai 13
Pat chirng nhén:
+ Tiéu chudn FDA (Cuc quan 1y Thye phém va Dugc phdm Hoa Ky) hogic FDA 510(k) (FDA Cleared)
+ Ho#c Chimg nhén CE theo lugt dinh EU dugc T8 chirc chimg nhan (Notified Body) cép
Dung cu ldy dj véit co 1 vong
- Chat ligu Nitinol va Platinum
- Kich c& c6 tdi thidu cac c&: 2mm, 4mm, Srgm, 7mm, 10mm, 15mm, 20mm, 25mm, 30mm, 35mm
. ) - Chiéu dai khoang 65cm - 200cm, c6 tdi thiéu > 2 c&
239 a;‘:: oplaydivited 1 g ypudn Ci 20
Pat chimg nhin:
+ Tiéu chun FDA (Cuc quén 1y Thyrc phdm va Dugc phdm Hoa Ky) hojic FDA 510(k) (FDA Cleared)
+ Ho#c Chimg nhéin CE theo luét dinh EU dugc Té chirc chimg nhin (Notified Body) clp
- Di kém Ong théng phén chia, Introducer, Torque
Dung cu ldy dj vét c6 3 vong
- Chét liéu Nitinol, Platinum
- Kich ¢&: 6mm - 10mm, 9mm - 15mm, 12mm - 20mm, 18mm - 30mm, 27mm - 45mm
Dung cu Iy di vét c6 3 - Chiéu dai catheter > 100cm
240 vong - Chiéu dai ciia dung cu bat dj vit 2 120cm Cai 20
Tiét khuan
Pat chimg nhén:
+ Tiéu chudn FDA (Cuc quén ly Thyuc phim va Dugc phém Hoa Ky) hogic FDA 510(k) (FDA Cleared)
+ Chirng nhén CE theo ludt dinh EU dugc Tb chirc chimg nhén (Notified Body) cﬁp
Dung cy ldy dj vit c6 vong d6i
- Chét ligu Platinum
- Pudmg kinh c6 i thiéu cic ¢ Smm, 10mm, 15mm, 20mm, 30mm
- Chiéu dai > 125¢cm
241 Dung cu Iﬁy dj vit c6 vong |- Kich c& dyung cu mé dudong khoéng 4Fr - 6Fr Céi 35
doi - Véng thong long xoay 360°
Tiét khudn
Pat chimg nhan:
+ Tiéu chudn FDA (Cuc quén Iy Thyc phim va Dugc phdm Hoa Ky) hoic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhén CE theo luéit dinh EU dugc T4 chirc chimg nhén (Notified Body) cip
Dung cu thu hdi Iuéi loc tinh mach chu qua tinh mach canh
- Buong kinh trong 9Fr
- Chiéu di c6 tdi thiéu céc c¥ 570mm, 610mm
Bb 1y Iuéi loc ding ti - C6 céc loai: thing, cqng h?ac 2 t‘rong 1
242 |Quomg tinh mach cénh, loai |- Kim ding chop iy dinh cla hu6i loc B6 5
thing, cong hogc 2 trong 1 Tiét khudn
’ Pat chirng nhin:
+1SO 13485:2016
+ Hodc Tiéu chuéin FDA (Cuc quan ly Thyc phim va Dugc phﬁm Hoa Ky) hoc FDA 510(k) (FDA Cleared)
+ Hodic Ching nhan CE theo lugt dinh EU dugc T8 chic chimg nhén (Notified Body) cdp
Dung cy thu hdi luéi loc tinh mach chi duéi qua da, loai 3 vong
- Chét liéu: Ong bao ngoai dugc gia cd bing soi diy thép khéng gi. Dy bén trong bing Nitinol. Luéi biy 3
vong chit ligu Platinum
- Kich thuéc
+ Ong bao ngoai 11Fr x 60cm
+ Ong bao trong 9Fr x 64cm
Dung cu thy hdi lugiloc | ©18 8ong 8Fr x 75cm
243 |tinh mach chi dui qua da, |* O the héi 7Fr x 76cm B 30
loai 3 va + Ludi by 3 vong 30mm x 93cm
oai 3 vong

- Bao gdm: bd chuyén dbi cdng chir Y, tay cAm mé-men xoén, van cim mau ¢6 cbng bén phy, Van khod ap
suét cao

Tiét khuén

Dat chimg nhén:

+ 1SO 13485:2016

+ Hoic Tiéu chudn FDA (Cuc quén ly Thyc phim va Dugc phim Hoa Ky) hoic FDA 510(k) (FDA Cleared)
+ Ho#ic Chimg nhén CE theo luit dinh EU dugc Té chirc chimg nhén (Notified Body) cép
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Dung dich b6i tron trong can thigp bdo méng xo vita
- Thanh phén: ddu 6 liu, Phosphohplds 10ng d6 trimg, Sodium Deoxycholate, L-histidine, Disodium EDTA,
Sodnéxm Hydroxide, nuéc
Dung dich béi tron trong |- Thé tich>20 ml
244 | -an thiép bdo mang xo vita |Tiét khudn Lo 100
Dat chimg nhdn: ‘
+ Tiéu chudn FDA (Cyc quan ly Thuc phﬁm va Duqc phém Hoa Ky) hosic FDA 510(k) (FDA Cleared)
+ Ho3c Chimg nhén CE theo luft dmh EU duge T8 chirc chimg nhén (Notified Body) cép
Hé théng néi dua déy din bio m&n‘g 0 vita c6 du khoan
- Dudmg kinh khoang 1.25mm - 2. Omm, ¢6 tdi thidu céc ¢ty 1.25mm, 1.5mm, 2.0mm
Hé théng ndi dua diy din |- Chidu dai > 135cm |
245 bao ming xo vira va c6 - C6 mili khoan biing kim cwong \ Cai 90
dau khoan, duong kinh Tiét khudn |
1.25mm — 2.0mm Pat chimg nhén:
+ Tiéu chudn FDA (Cyc quan ly Thuc phim va Dugc phdm Hoa Ky) hogic FDA 510(k) (FDA Cleared)
+ Hoc Chimg nhén CE theo lugt anh EU dugc Té chirc chimg nhéin (Notified Body) cdp
Hé théng ng thong hut mang xo vﬁa va huyét khéi céc logi - cc c&y
- Dudng kinh ddu tip: 2. 1mm/ 3. Omm vd 2.4mm/ 3.4mm
- Chiu dai éng théng khoang 120cm 135cm, c6 t6i thiéu cac ¢ 120cm, 135cm
Hé théng bng thong hit |- Tuong thich dung cy m& dudmg
246 |méng xo vira va huyét - Tuong thich ddy din: 0.014” Ciéi 6
khéi, dai 120cm — 135cm [Pat chimg nhén: {
+1SO 13485:2016 |
+ Hofic Tiéu chudn FDA (Cuc quan Iy Thyc phim va Dugc phim Hoa Ky)
+ Hodc Chimg nthén CE (Chéu Au)
Hé théng dng thong hiit mang xo v‘?a v huyét khéi céc logi - céc c&
- Dudmg kinh du tip: 1.6mm, 1.85mm
- Chiéu dai éng thong > 145cm |
Hé théng éng théng hit |- Tuong thich dung cy mé& duémg 7Fr
247 |méng xo vira va huyét - Tuong thich déy dén: 0.014” ‘ Cai 18
khéi, dai > 145cm Dat chimg nhdn: 3
+1S0 13485:2016 ‘
+ Hoiic Tiéu chuén FDA (Cuc quan 1y Thyc phim va Dugc phim Hoa Ky)
+ Ho#c Chimg nhén CE (Chéu Au)[
|
Boéng nong can thi¢p mach méu nggal bién c6 thé didu chinh kich c&
- Chét liéu Semi Crystalline Polymer
- Dudmg kinh khoang 2.0mm - 7. Omm 6 tdi thidu cac ¢ 2.06mm, 2.5mm, 3.0mm, 3.5mm, 4.0mm, 5.0mm,
Béng nong can thiép mach |6.0mm, 7.0mm ’
méu ngoai bién c6 thé didu |- Chidu dai c6 thé didu chinh dugc khoang 20mm - 180mm
248 |chinh kich c&, dung kinh |- Tuong thich ddy dfn 0.014” va 0. 018" Bé 33
béng 2.0mm — 7.0mm, - Bao gdm: éng théng, dung cy nong bang thép khéng gi va béng nong
dai 20mm — 180mm Tiét khuén
Pat chimg nhén:
+ Tiéu chudn FDA (Cyc quén ly Thyc phém va Dugc phim Hoa Ky) hosic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhdn CE theo luét djnh EU duge T8 chirc chimg nhén (Notified Body) cAp
Chét tic mach ding cho mach mau ndo tuy dang léng
- Chét ligu Ethylene-Viny! Alcohol Copolymer, Dymethyl Sulfoxide (DMSO), bdt Tantalum
- Thé tich khoang 1.5ml DMSO va|l.5ml chét gdy tic
Chit thc mach dj dang - Ndng 6 co tbi thibu loai 18%
249 [mach méu ndo tuy dang Tiét khuén Lo 40
16ng c6 pha bdt kim loai | Dat chimg nhén: !

+1SO 13485:2016 5
+ Hoiic Tiéu chudn FDA (Cuc quén 1y Thyc phim va Duge phim Hoa Ky) hofic FDA 510(k) (FDA Cleared)
+ Hodic Chimg nhén CE theo luét dmh EU dugc T4 chirc chimg nhén (Notified Body) cip

!
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Keo nut mach dj dang
mach mau nédo tuy dang
long

Keo nut mach dj dang mach méu ndo tuy dang long

- Thanh Phén: Co - Polymer va lodine, cin quang, khéng bj phén hily trong Dymethyl Sulfoxide (DMSO)

- Thé tich Iml, kém theo éng 1ml DMSO riéng biét

Tiét khuén

Pat chimng nhén:

+1S0 13485:2016

+ Hofic Tiéu chufn FDA (Cyc quan ly Thyc phédm va Dugc phdm Hoa Ky) hoic FDA 510(k) (FDA Cleared)
+ Hodc Chimg nhén CE theo lujt dinh EU dugc T4 chirc chimg nhén (Notified Body) clp

220

251

Kim chgc vach lién nhi,
tuong thich nong kim dén
dudmg 8Fr — 8.5Fr

Kim choc véch 1ién nhi

- Chét liéu thép khong gi

- Géc vét ddu kim khoang 30° - 50°

- Chidu dai khodng 70cm - 100cm

- Tuong thich véi nong kim dén dwémg khoéng 8Fr - 8.5Fr

Tiét khuén

Pat chimg nhén:

+ Tiéu chuén FDA (Cuc quén ly Thyrc phdm va Dugc phim Hoa Ky) hofic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhén CE theo ludt dinh EU dugc T chirc chimg nhin (Notified Body) cip

Cai

60

252

Ludi lgc tinh mach chu
dudi tam thdi va vinh vién,
bing Nitinol

Ludi loc tinh mach chii dwdi tam théi va vinh vién ngéin ngira thuyén tic phéi tai phat

- Chét ligu Nitinol

- Pudng kinh > 32mm

- C& sheath 5Fr, 4§ dai sheath trong khoang 70 - 100cm

Tiét khudn

Dat chimg nhén:

+ Tiéu chudn FDA (Cuc quan ly Thyc phdm va Dugc phdm Hoa Ky) hogic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhén CE theo luat dinh EU dugc Té chirc chimg nhéin (Notified Body) cép

Céi

50
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Ludi lgc tinh mach chu
dudi tam thoi va vinh vién,
béing thép khéng gi

Luéi loc tinh mach chii dudi tam thi va vinh vién

- Chét lieu thép khéng gi va tuong thich véi m6i trwéng MRI

- Budmg kinh > 32mm

- Chiéu dai khodng 50mm - 60mm

- Dang hirh nén

- Tuong thich véi sheath 7Fr

Tiét khudn

Dat chimng nhén:

+ Tiéu chudn FDA (Cuc quan ly Thyc phdm va Dugc phim Hoa Ky) hoc FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhéin CE theo lugt dinh EU dugc T chirc chimg nhan (Notified Body) cép

Cai

30

254

Luéi loc tinh mach chu
loai tam thoi ding loc
huyét khéi tinh mach ch
dudéi

Ludi loc tinh mach chi loai tam thdi dung loc huyét khdi tinh mach cha dudi

- Chét liéu hop kim Cobalt Chrome

- Dudng kinh > 40mm

- Chiéu dai khoang 50mm - 55mm

- Day din dudng chir J, dudmg kinh tdi thiéu 0.035"

- Chiéu dai ddy din > 150cm

- Tuong thich véi sheath 7Fr

Tiét khuén

Pat chimg nhén:

+ ISO 13485:2016

+ Hoac Tiéu chuén FDA (Cuc quéan ly Thye phﬁm va Dugc phﬁm Hoa Ky) ho#c FDA 510(k) (FDA Cleared)
+ Hogic Chimg nhén CE theo ludt djnh EU dugc T4 chirc chimg nhin (Notified Body) cip

Cai

30
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Bé méy tgo nhip 1 budng,
trong lugng 20g — 21g,
kém ddy din

!
B méy tao nhip 1 budng c6 dap u'ng nhijp theo vén dong va sinh 1y CLS, cho phép chup MRI todn thédn 3
Tesla
- Diéu chinh khong ddy, tw dong phét hién tir trudmg MRI c6 thé hoat ddng 24/7 vi chuong trinh MR Guard
2477
- C6 thé ghi lai 17 con dién tim IEGM t6i thiéu 16s mdi con
- Trong lugng 20 - 21g, day khoéng 6 - 7Tmm
- Théi gian hoat dgng > 15 nim |
- Bao gdm: méy, ddy dén ’
- Tiét khufn
Pat chitng nhén:
+ Tiéu chudn FDA (Cuc quén ly Thuc phédm va Dugc phim Hoa Ky) hofic FDA 510(k) (FDA Cleared)
+ Ho#c Chimg nhén CE theo lut dinh EU dugc T chirc chimg nhén (Notified Body) chp va ISO 13485:2016

B)

256

B mdy tao nhip 1 budng,
trong lugng 22g — 23g,
kém déy dién cuc tao nhjp
b6 His hojc bé trai khéng
161 kich thudc <4.1F

i
B méy tao nhip tim 1 budng, cho phép chup MRI toan than 1.5T va 3T
- Trong lugng khodng 22g - 23g
- C6 day dién cyc HIS/ b6 trai duémg kinh ddy nhé <4.1F
- Bao gdm: may, ddy his
Tiét khuén
Pat chimg nhén:
+ ISO 13485:2016
+ Hodc Tiéu chuin FDA (Cuc quan 1y Thye phﬁm va Dugc phﬁm Hoa K¥) ho@ic FDA 510(k) (FDA Cleared)
+ Hof#ic Chimg nhin CE theo lufit dinh EU dugc T chirc chimg nhén (Notified Body) cép

By

257

My tao nhip 1 budng,
trong luong 22g — 23g,
theo ddi djch trong phbi

May tgo nhip tim 1 budng, cho phéi) chup MRI toan thén 1.5T va 3T

- Trong lugng khoang 22g - 23g

Chirc nang:

- Theo ddi dich trong phdi

- Piéu hoa nhlp thét trong rung nhi dan truyén

-On dinh tAn s6 thit sau ngoai tim thu hozc khoing nghi dai, han ché dao ddng nhip bit thudng
Tiét khuin

Pat chimg nhén: !

+1SO 13485:2016

+ Hodc Tiéu chuén FDA (Cuc quan ly Thyc phim v Dugc phdm Hoa Ky) hoéic FDA 510(k) (FDA Cleared)
+ Hodc Chimg nhén CE theo lujt d,nh EU dugc TS chirc chimg nhén (Notified Body) cip

Cai

258

BO may tzo nhip 1 budng,
trong lugng 21g — 22g,
kém day dén

Bo méy tao nhip 1 budng dap img nthip theo vén déng, cho phép chyp MRI toan thin 1.5T va 3T
- Chit li¢u: Titanium, Polyurethane Silicone

- Thé tich may khoang 9.5cm? - 10cm?, trong lwong khoéng 21g - 22g

- Gitip nhip thit én dinh khi c6 AT/AF

- Biéu @ dién tré cia ddy din. |

- Quan Iy tao nhip thét _

- Tudi tho pin trung binh > 10 nim !

- Bao gdm: mdy, déy din

Tiét khuéin

Dat chimg nhén:

+ Tiéu chuin FDA (Cyc quan ly Thyc phém va Dugc phém Hoa Ky) hoac FDA 510(k) (FDA Cleared)
+ Hodc Chitng nhin CE theo luit d|nh EU duge T8 chirc chimg nhén (Notified Body) cip

Bg

259

May tzo nhip 1 budng,
trong lugng < 1.75g, thé
tich < 0.8cm?

My tao nhip 1 budng khéng day, mong thich MRI 3T toan thén

- Thé tich may < 0.8cm?, trong luong <1.75g

- Ty dgng theo d&i va diéu chinh ngudng nhén cam.

- C6 tinh nang quén 1y tao nhip thit.

- Tudi tho pin > 10 nim.

Tiét khuén ‘

Pat chimg nhén: '

+ Tiéu chufn FDA (Cyc quan ly Thyc phém va Dugc phim Hoa Ky) hozc FDA 510(k) (FDA Cleared)
+ Ho#c Chirng nhéin CE theo luét d]nh EU dugc T chirc chimg nhén (Notified Body) cip

Cai
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B¢ may tao nhip, phé rung
1 budng, trong lrong 66g
— 68g, kém diy din

B may tao nhip, ph4 rung 1 budng, cho phép chyp MRI toan thén 1.5T

- Chét liéu: Titanium, Epoxy, Silicone

- Tuong thich déy dién cwc séc chudn DF4

- Naing luong phét séc > 36J

- Chirc nng gitip giam séc nhim

- Chirc nng theo ddi dién tr&r 1ng ngyc

- Trong lugng khodng 66g - 68g

- Bao gbm: may, day din

Tiét khuén

Pat chimg nhén:

+ Tiéu chuén FDA (Cuc quén Iy Thyc phim va Dugc phim Hoa K§) hodc FDA 510(k) (FDA Cleared)
+ Hogic Chimg nhén CE theo luit dinh EU dugc T chirc chimg nhin (Notified Body) cép

B

261

B¢ may tgo nhjp, phé rung
1 budng, trong lugng 74g
— 75g, kém dfly dfin

B may tao nhip, ph4 rung 1 budng, cho phép chup MRI toan than 1.5T va 3T

- Nang lugng séc 40J

- Thoi gian hoat dong > 15 nim

- Trong lugng khodng 74g - 758, day 10mm, hinh dang cong sinh ly

- Bao gdm: may, déy din

Tiét khuén

Pat ching nhén:

+ Tiéu chuén FDA (Cuc quén Iy Thyc phim v Dugc phim Hoa K¥) hoic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhén CE theo luat dinh EU dugc Té chirc chimg nhén (Notified Body) cép

11

262

Bo méy tao nhip, phé rung
1 budng, trong luong 78g
— 79g, c6 Bluetooth, kém
déy din

B may tao nhip, pha rung 1 budng, cho phép chup MRI toan thén 1.5T va 3T, c6 Bluetcoth
- Trong lugng khoang 78g - 79g

- Tw d6ng tao nhip sau con séc VT/VF 1én dén > 8V

- Tinh ning 6n dinh nhip thét khi cudng nh¥/rung nhi

- Nang lugng séc tdi da > 40J

- Tudi tho may > 13.6 nim

- Bao gbm: may, déy din

Tiét khuén

Pat chimg nhin:

+1SO 13485:2016

+ Tiéu chudn FDA (Cuc quén Iy Thwc phim va Dugc phim Hoa Ky) hofic FDA S10(k) (FDA Cleared)
+ Hotic Chimg nhén CE theo ludt dinh EU dugc T4 chirc chimg nhén (Notified Body) cp

B

263

B may tao nhip, phé rung
1 budng, trong lueng 76g
—» 77g, ¢6 Bluetooth, kém
ddy dfn

B6 méy tao nhip, pha rung 1 budng, cho phép chup MRI toan thén 1.5T va 3T, c Bluetooth
- Trong lugng khoang 76g - 77g

- Ty dfing tao nhijp sau con sbc VT/VF Ién dén > 8V

- Tinh nang 6n dinh nhip thét khi cudng nhi/rung nhi

- Niing hrgng séc téi da > 40]

- Tudi tho may > 13.6 niam

- Bao gbm: méy, day din

Tiét khuén

Pat chimg nhén:

+1S0 13485:2016

+ Tiéu chudn FDA (Cyc quén ly Thyc phim vi Dugc phim Hoa Ky) hofic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhéin CE theo luat dinh EU dugc T8 chirc chimg nhén (Notified Body) cép

B)

264

B9 méy tzo nhip 2 budng,
trong luong 31g — 32g,
kém ddy din

B may tgo nhip tim 2 budng c6 dap img nhip, cho phép chyp MRI toan thén 1.5T va 3T
- Thé tich may < 14 ml, trong hrgng khoang 31g - 32g

- C6 tinh nang gitp nhjp thét én dinh khi c6 AT/AF

- Tw dong theo dbi va diéu chinh: ngudng nhén cim, tr& khang ddy, cyc tinh cia ddy

- C6 tinh niing giam t6i da céc tao nhip khong cin thiét cia may & tdm thét

- Bao gdm: méy, ddy din

Tiét khuéin

Dat chimg nhén:

+1SO 13485:2016

+ Hoc Tiéu chudn FDA (Cuc quan Iy Thyc phdm va Dugc phim Hoa Ky) hofic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhéin CE theo lujt dinh EU dugc T4 chirc chimg nhin (Notified Body) clp
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B6 méy tao nhip 2 budng,
trong lugng 22g — 23g,
kém déy dién cyc tgo nhip
bé His hofic b6 trai khéng
13i kich thuéc <4.1F

B¢ may tgo nhip tim 2 budng, cho phép chup MRI toan than 1.5T va 3T

- Trong luong khoang 22g - 23g

- C6 ché @9 chuyén dbi AAIR- DDDR / AAI - DDD

- Tinh néing phong ngira ngét do tut nhip.

- C6 chirc ning goi ¥ chc théng sb gitip 14p trinh may

- C6 ddy dién cyc HIS/ b6 tréi dudmg kinh déy nhé <4.1F

- Bao gdm: méy, ddy his

- Tiét khuén

Pat chimg nhén:

+ 180 13485:2016

+ Hogic Tiéu chuén FDA (Cyc quén Iy Thyc phim va Dugc phim Hoa Ky) hoiic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nthéin CE theo lugt dinh EU durgc Té chirc chimg nhén (Notified Body) cip

B

45
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May tzo nhip 2 bubng,
trong lugng 22g — 24g

May tao nhip 2 budng c6 dap (mg nhip theo vén dong va sinh ly CLS, cho phép chup MRI todn than 3T

- C6 két nbi Bluetooth, ty dfng phét hién tir truémg MRI c6 thé hogt dfng 24/7 véi chuong trinh MRI Guard
24/7

- C6 thé ghi lai 25 con dién tim IEGM 1di thiéu 16s m3i con

- Tinh nang ty dgng tao nhip vdi tAn sb cao sau loan nhip nhi gitp gim tai phat nhanh/ rung nhi véi aATP

- Trong lugng khoéng 22 - 24g, ddy 6.5mm

- Théi gian hoat dong > 14 ndm

Tiét khudn

Pat chimg nhén:

+1SO 13485:2016

+ Hoiic Tiéu chudn FDA (Cuc quén Iy Thyc phdm va Dugc phim Hoa Ky) hofic FDA 510(k) (FDA Cleared)
+ Ho#ic Chimg nhén CE theo lufit dinh EU dugc Té chirc chimg nhan (Notified Body) cép

Cai

267

B¢ may tao nhip 2 budng,
trong luong 18g — 20g,
kém ddy din

B may tgo nhip 2 budng c6 dap tmg nhip theo vén ddng, cho phép chup MRI toan than 1.5T
- V6 may: Titanium, Epoxy, Polysulfone

- Luu din tdm dd bén trong budng tim 1én dén 14 phitt

- Trong luong khoang 18g - 20g
- Bao gdm: mdy, déy dén

Tigt khudn

Pat chimg nhén: l

+ Tiéu chufin FDA (Cuc quén Iy Thyc phdm va Dugc phim Hoa Ky) hosic FDA 510(k) (FDA Cleared)
+ Ho#ic Chimg nhén CE theo lugt dmh EU dugc T8 chirc chimg nhén (Notified Body) cﬁp

|

|
|

Bg

10
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B§ mdy tao nhijp 2 bu&ng,
trong hugng 19g — 20g,
keém dién cuc va phy kién
chuén

B6 néy tao nhip 2 budng c6 dép u ung nhip theo vén déng, cho phép chup MRI 3T

- Chét liéu: Titanium, Epoxy, Polysulfone

- C6 cénh béo loan nhjp nhanh nhi éé thé 14p trinh dugc

- Luu dlén tim dd bén trong budng tim Ién dén 14 phit

- Bao gdm may, dién cyc va phy k:gn chufin

- Trong lugng khodng 19g - 20g

Tiét khufn 1

Dat chimg nhén: 1

+ Tiéu chuén FDA (Cuc quan ly Thu'c phém va Dugc phim Hoa Ky) hosic FDA 510(k) (FDA Cleared)
+ Hogic Chimg nhéin CE theo lujt dinh EU dugc Té chirc chimg nhén (Notified Body) cép

269

B méy tao nhip 2 budng,
trong lugng 22g — 24g,
kém day din

B6 may tgo nhip 2 budng c6 dap lrng nhijp theo vén d{ng va sinh ly CLS, cho phép chup MRI toan thén 3T,
tgo nhip hé théng din truyén bo nhdnh trai

- Piéu chinh khéng ddy, ty dong phét hién tir trudmg MRI c6 thé hoat dong 24/7 véi chuong trinh MRI Guard
24/7

-Cothé ghi lai 17 con dién tim IEGM t6i thidu 16s mi con

- Trong lugng khodng 22g - 24g, ddy 6.5mm

- Théi gian hoat dong > 14 nim ‘

- Bao gbm: méy, day din

Tiét khun

Dat chimg nhén:

+ ISO 13485:2016

+ Hoiic Tiéu chuén FDA (Cyc quﬂn ly Thyc phim va Dugc phém Hoa Ky) hogc FDA 510(k) (FDA Cleared)
+ Ho#ic Chimg nhén CE theo lufit dinh EU duge T8 chirc chimg nhén (Notified Body) cip

35
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B6 mdy tao nhip 2 budng,
trong lugng 23g — 24g,
kém ddy din

B6 maéy tao nhip 2 budng co dép img nhip theo vén djng, cho phép chup MRI toan thén 1.5 Tesla

- C6 thé ghi lai 4 con di¢n tim ECG 16i da 10s mi con, va 75% tién sir con & ca 2 kénh

- C6 chwong trinh giam tao nhip thét IRS+, gidm suy tim, nhip co ban 1én dén 200bpm

- Trong lugng khoang 23g - 24g, didy khoang 6mm - 7mm

- Bao gbm: méy, ddy din

Tiét khuén

Pat chimg nhén:

+ Tiéu chudn FDA (Cyc quén Iy Thyc phim va Dugc phdm Hoa Ky) hoic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhén CE theo lufit dinh EU duoc TS chirc chimg nhén (Notified Body) cép

Bé

40

27

May tgo nhip 2 budng,
trong lugng 22g — 23g

May tao nhjp tim 2 budng, cho phép chup MRI toan thdn 1.5T va 3T

- Trong lugng khodng 22g - 23g

- C6 ché db chuyén ddi AAIR- DDDR / AAI - DDD

- Tinh néng phong ngira ngét do tut nhip.

- C6 chirc néng goi ¥ céc thong sb gitp 14p trinh méay

- Tiét khuén

Dat chimg nhén:

+1S0 13485:2016

+ Hodic Tiéu chufn FDA (Cuc quén Iy Thyc phim va Dugc phdm Hoa Ky) hoic FDA 510(k) (FDA Cleared)
+ Hojic Chimg nhén CE theo luit dinh EU dugc T4 chirc chimg nhén (Notified Body) clp

Céi

272

B méy tao nhip 2 budng,
trong lugng 27g — 28g,
kém ddy din

B may tao nhip 2 budng co dap img nhip theo vin dong, cho phép chup MRI ton than 1.5T va 3T
- Chét liéu: Titanium, Polyurethane, Silicone

- Thé tich may khodng 12.0cm? - 12.5cm’, trong hrgng khodng 27g - 28g

- C6 tinh niing gitp nhip thét 6n dinh khi c6 AT/AF

- Ty ddng theo ddi va diéu chinh: ngudng nhén cam, & khang day, cuc tinh cua ddy

- C6 tinh nang giam t8i da cic tzo nhip khdng cin thiét ciia méy & tom thit

- Bao gdm: may, ddy dén

Tiét khuén

Pat chirng nhén:

+ Tiéu chudn FDA (Cuc quén Iy Thyrc phém va Dugc phdm Hoa Ky) hoiic FDA 510(k) (FDA Cleared)
+ Hogie Chimg nhén CE theo Iuat dinh EU dugc T8 chirc chimg nhén (Notified Body) cép

273

May tzo nhip 2 budng,
trong lugng < 1.75g, thé
tich < 0.8cm?

Méy tao nhip 2 bubng khéng ddy, cho phép duy tri ddng b nhi thét, twong thich MRI 3T toan thén,
- Thé tich méy < 0.8cm?, trong luong < 1.75g

- Cho phép duy tri ddng b nhi thit.

- Tw dong theo ddi v diu chinh ngudng nhén cam.

- Quan Iy tao nhip that.

- Tudi tho pin trung binh khoang 8 - 13 ndm

Tiét khudn

Pat chirng nhén:

+1S0 13485:2016

+ Ho#ic Tiéu chuén FDA (Cuc quén Iy Thuc phim va Dugc phdm Hoa Ky) hoic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhén CE theo luét dinh EU dugc T chirc chimg nhén (Notified Body) cép

Cai

274

B may tao nhip 2 budng,
trong lugng 22g — 23g, ¢
Bluetooth, kém 2 ddy dién
cyc tao nhip bd His hodc
bo trai khong 16i kich
thuée <4.1Fr

B¢ may tgo nhip tim 2 budng, cho phép chup MRI toan than 1.5T va 3T

- Chét ligu: Titanium, Polyurethane, Silicone :

- Thé tich khodng 12cm?® - 14cm?, trong luong khoang 22g - 23

- Theo dai dich trong phdi

- C6 ddy dién cyc HIS/ b6 trai dudmg kinh ddy nhd <4.1Fr

- Truyén dir ligu khdng ddy thng qua két néi Bluetooth véi dién thoai thong minh ho#ic mdy tinh bang.
- Bao gdm: mdy, 2 ddy din

Tiét khudn

Pat chimng nhén:

+ 1SO 13485:2016

+ Hoiic Tiéu chudn FDA (Cuc quan ly Thyc phdm va Dugc phim Hoa Ky) ho#ic FDA 510(k) (FDA Cleared)
+ Ho#c Chimg nhén CE theo luét dinh EU dwgc T4 chirc chimg nhén (Notified Body) cép

20
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B0 méy tao nhip 2 budng,
trong lugng 22g — 23g, c6
Bluetooth

My tz0 nhip tim 2 budng, cho phép chup MRI ton than 1.5T va 3T

- Chét liéu: Titanium, Polyurethane,‘ Silicone

- Thé tich khoang 12cm? - 14cm?, trong Irgng khodng 22g - 23g

- Theo déi djch trong phdi

- Truyén dir liéu khong déy thong qLa két nbi Bluetooth véi dién thoai théng minh hogic méy tinh bang
- Tudi tho pin > 15.8 nam

Tiét khuén

Pat chimg nhén:

+1S0 13485:2016

+ Hodc Tiéu chufn FDA (Cyc quén ly Thuc phém va Dugc phim Hoa Ky) hoic FDA 510(k) (FDA Cleared)
+ Hodc Chimg nhén CE theo lujt dmh EU dugc T8 chirc chimg nhén (Notified Body) cip

Cai

276

B mdy tao nhip, phé rung
2 budng, trong lugng 67g
— 68g, kém ddy din

Bo may tao nhip, phé rung 2 buéng, cho phép Chyup MRI toan thén 1.5 Tesla

- Chét liéu: Titanium, Epoxy, Silicone

- Chirc nang theo doi dién tr& 16ng nguc

- Chirc ning tao nhip cét con nhjp nhanh

- Niing luong phét séc > 36)

- Trong lugng khoang 67g - 68g

- Bao gdm: méy, day dén

Tiét khuén

Dat chimg nhén:

+ Tiéu chuéin FDA (Cuc quan ly Thu'c phﬁm va Dugc phim Hoa K¥) hodic FDA 510(k) (FDA Cleared)
+ Ho#c Chirng nhén CE theo luft dinh EU dugc T8 chirc chimg nhén (Notified Body) cép

B

277

B¢ may tao nhip, pha rung
2 budng, trong lugng 76g
—» 778, kém dély diin

B9 may tao nhip, phé rung 2 bubn& cho phép chyup MRI toan thén 1.5T va 3T
- Naing lugng sbc 40J
- C6 chuong trinh tranh shock Am |
- Théi gian hoat dong > 12 niim :
- Trong lugng trong khozing 76g- 77g, day 10mm
- Bao gbm: méy, ddy din
Tiét khufn
Dat chimng nhén:
+ Tiéu chuén FDA (Cuc quén 1y Thyc phdm va Dugc phim Hoa Ky) hogic FDA 510(k) (FDA Cleared)
+ Ho#c Chimg nhén CE theo lufit dynh EU dugc T chirc chimg nhén (Notified Body) cip

Bg

278

B mdy tao nhip, phé rung
2 budng, trong lugng 77g
— 78g, kém ddy din

BJ may tao nhip, phé rung 2 budng, cho phép chup MRI toan thén 1.5T va 3T
- Chit ligu: Titanium, Polyurethane, Silicone
- Tinh néing gidm t6i da 4p lyc 1én ngwe ngudi bénh
- Cung cfp dir 1iéu v& hoat dong cua tim 1én dén 14 thang
- Thé tich 34cm?, trong hrgng khoéng 77g- 788
- Bao gbm: méy, day din
Tiét khuén
Pat chimg nhén:
+ Tiéu chudn FDA (Cuc quan 1y Thyc phdm va Dugc phdm Hoa Ky) hogic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhén CE theo luft djnh EU dugc T chirc chimg nhan (Notified Body) cip

Bé

279

B§ may tao nhjp, phé rung
2 budng, trong lugng 79
— 80g, c6 Bluetooth, kém
déy din

B6 méy tao nhip, phd rung 2 budng, cho phép chup MRI toan thén 1,5T va 3T, c6 Bluetooth
- Trong lugng khodng 79g - 80g
- Séc théng minh két hop nhidu tinh ning phét hién VI/VF va liéu phép didu trj dé giam séc nhim
- Phaén tich tin sé va miu dé phan blet giira SVT v6i VT
- Ty dfng tao nh|p sau con sc VTNF 1én dén > 8V
- On dinh nhip thit khi cudng nhn/rung nhi
- Nang lugng sbctbida>40] |
- Bao gbm: mdy, ddy dén
Tiét khuén
Pat chimg nhén:
+1S0 13485:2016
+ Hofic Tiéu chuén FDA (Cuc quan 1y Thyc phém va Duge phdm Hoa Ky) holic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhéin CE theo luft dinh EU dugc T8 chirc chimg nhan (Notified Body) cip

Bb
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B& may tao nhip tai ddng
by tim3 buéng, trong
lugng 25g — 27g, kém
déy din

B6 méy tao nhip t4i ddng bd tim 3 budng, thit trai 4 cyuc, cho phép chup MRI toan thén 1.5 T
- Vé méy: Titanium, Epoxy, Polysulfone

- C6 chirc nang theo ddi dién tr& 1dng ngyc

- Tinh néng tao nhip kiém ché rung nhi

- Luu dién tim db trong tim 1én dén 14 phat

- Trong lrgng khoang 25g - 27g

- Bao gdm: méy, ddy dén

Tiét khuén

Dat chimg nhén:

+ Tiéu chuén FDA (Cuc quén Iy Thyc phém va Dugc phém Hoa Ky) hoic FDA 510(k) (FDA Cleared)
+ Hojic Chimg nhén CE theo ludt dinh EU dugc T4 chirc chimg nhén (Notified Body) cép

Bo

281

B6 maéy tao nhip tai dong
b6 tim 3 budng, trong
lugng 26g — 27g, kém
déy din

B6 may tao nhip tai ddng b tim 3 budng, ddy dién cuc thét trai 4 cyc, tao nhip da diém, cho phép chup cing
hudng tir 1.5 Tesla

- V6 mdy: Titanium, Epoxy, Polysulfone

- Tao nhip da diém phat da xung trén thit trai mdi chu ky tim

- C6 chirc néing theo ddi dién tr& 1dng nguc

- Tinh ning tgo nhip kiém ché rung nht

- Luu dién tdm db trong tim 1én dén 14 phit

- Trong lugng khoang 26g - 27g

- Bao gdm: méy, day dén

Tiét khuén

Dat chimg nhén:

+ Tiéu chudn FDA (Cuc quén ly Thyc phém va Dugc phm Hoa Ky) hoiic FDA 510(k) (FDA Cleared)
+ Hoiic Chimg nhén CE theo lujt dinh EU dugce T8 chirc chimg nhin (Notified Body) cép

282

B may tao nhip tai déng
b tim 3 budng, trong
lugng 29g — 31g, kém
diy din

B may tao nhip tai ddng bj tim 3 budng, cho phép chyp MRI toan thén 3T

- Dién cyc thit trai 2 cwc/ 4 cwe chudn IS-1/15-4

- Cho phép truyén dir lidu khdng ddy thong qua két ndi Bluetooth

- C6 tinh ning theo ddi dich trong phdi

- Ty d6ng dam bio phwong phép tai ddng bd tim

- Trong lugng khoang 29g - 31g

- Bao gdm: méy, day din

Tiét khudn

Dat chimg nhén:

+ Tiéu chun FDA (Cuc quén ly Thyc phim va Dugc phim Hoa Ky) hotic FDA 510(k) (FDA Cleared)
+ Ho#c Chimg nhén CE theo ludt dinh EU dugc T4 chirc chimg nhén (Notified Body) cép

B

283

B may tao nhip tai ddng
b6 tim 3 budng, trong
lugng 31g — 32g, kém
day din

Bo maéy tzo nhip tai ddng bj tim 3 budng, cho phép chup MRI ton thén 3T, diéu chinh khong dfy

- Trong lugng khodng 31g - 32g

- Dién cuc tht trai 4 cyc chuén I1S-4

- Chuong trinh tao nhjp b6 nhanh trai LBB(A) pacing

- Ty d6ng phat hién tir trudng MRI c6 thé hoat déng 24/7 véi chuong trinh MRI Guard 24/7

- Ty dng dam bio phuong phép tai ddng b tim, véi 20 vector tao nhip thét tréi, chwong trinh CRT
AutoAdapt

- Ty dong tao nhip véi tAn sb cao sau loan nhip nhi giam t4i phat nhan/ rung nhi. véi aATP

- Bao gdm: méy, day din

Tiét khuéin

Dat ching nhén:

+1S0 13485:2016

+ Hoic Tiéu chudn FDA (Cuc quén ly Thyc phém va Dugc phém Hoa Ky) hoic FDA 510(k) (FDA Cleared)
+ Hoac Chimg nhén CE theo luat dinh EU dugc Té chirc chimg nhan (Notified Body) cip
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May tao nhijp, phé rung 3
budng, trong lwong 82g —
83g, cd Bluetooth

May tao nhip, phé rung 3 budng, cho phép chup MRI toan thén 3T, c6 Bluetooth
- Trong lugng khoang 82g - 83g
- Tubi tho méy trung binh > 9.5 nam
- Nang lugng séc tbi da> 40 |
- Theo ddi nguy co tang dich trong, 1dng ngyc trénh dén tinh trang t&c nghen phdi
- Séc thong minh két hop nhidu tinh niing phét hién VT/VF
- Séc ddng by budng nhi khi ATP khéng hiéu qua
- Ty déng tgo nhip sau con séc VTNF 1én dén > 8V
- Dién cyc thit tréi 2 cyc, chuén IS-] hoiic 4 circ, chudn 1S-4
Tiét khuén
Pat chimg nhén:
+1S0 13485:2016
+ Hogc Tiéu chuin FDA (Cuc quén ly Thyc phim va Dugc phim Hoa K¥) hoac FDA 510(k) (FDA Cleared)
+ Hotic Chitng nhéin CE theo luft dmh EU dugc T chirc chimg nhén (Notified Body) cép

Cii
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B¢ may tao nhip, pha rung
3 budng, trong rong 82g
— 83g, c6 Bluetooth, kém
déy dién cyc tao nhip bo
His hoiic b6 trai khéng 16i
kich thuée <4.1F

B§ mdy tao nhjp, phé rung 3 buéné, cho phép chup MRI toan thén 3T, c6 Bluetooth
- Trong lugng khoing 82g - 83g |
- Tudi tho méay trung binh >9.5 ném
- Nang luong sbc t6i da> 40J
- Tao nhip, tai dong b3 buong tlm va khir rung tim, dién cyc pha rung
- Theo ddi nguy co ting dich trong‘léng ngwe lién quan dén tinh trang tic nghan phdi
- S6c thong minh két hop nhiéu tinh nang phat hién VT/VF
- Séc ddng b6 budng nhi khi ATP kh6ng hiéu qua
- Phén tich tdn s6 va méu dé phan blét gilra SVT v6i VT
- Ty d6ng tao nhip sau con sbc VTNF 1én dén > 8V
- Dién cyc thét trai 2 cuc, chudn IS-1
- Déy dién cuc His/ b6 tréi voi uuék ké dfly khong 13i, thén ddy c6 dudng kinh ddng nhét, dudmg kinh diy <
4.1F
- Bao gdm: may, ddy din
Tiét khuén |
Dat chirng nhén: |
+1S0 13485:2016 \
+ Hoic Tiéu chudn FDA (Cuc quan 1y Thyc phim va Dugc phim Hoa Ky) hoic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhén CE theo luft d‘inh EU dugc T8 chirc chimg nhén (Notified Body) cép

B

286

B mdy tao nhip, pha rung
3 budng, trong lugng 80g
— 81g, kém diy din

B{ méy tao nhip, phé rung 3 but‘mg day dién cyc thét 4 cyc, tao nhjp da diém, cho phép chup MRI 1.5 Tesla
- Chét Liéu: Titanium, Epoxy, Slllcone
- C6 chirc nang gidm séc nhim, glém nhén cim nhdm séng T
- C6 chirc niing theo doi dién tr& léng nguc
- Béo dong ngudi bénh bing rung |
- Ning lugng phét sbc 40J !
- Trong lugng khoang 80g - 81g |
- Bao gdm may, déy din
Tiét khuén
Dat chimg nhén:
+ Tiéu chuin FDA (Cyc quan ly Thuc phim va Duqc phém Hoa Ky) hoac FDA 510(k) (FDA Cleared)
+ Hodc Chimg nhén CE theo lut d|nh EU dugc T chirc chimg nhén (Notified Body) cép

!

B

287

B¢ may tao nhip, pha rung
3 budng, trong luong 82g
— 83g, kém ddy dén

1
I
|
|
|

B may tao nhip, phé rung 3 buéngl cho phép chyup MRI todn thén 1.5T va 3T

- Truyén di liéu khéng dfy théng qua két ndi wircless

- Naing lugng phét sbc 40J |

- Trong lugng khodng 82g - 83g, ddy 10mm, hinh dang cong

- Bao gbm: may, ddy dfn |

Tiét khuén ;

Pat chimg nhéin: "

+ Tiéu chudn FDA (Cuc quan ly Thuc phém va Dugc phém Hoa Ky) hofic FDA 510(k) (FDA Cleared)
+ Hotic Chimg nhén CE theo luft d;nh EU dugc Té chirc chimg nhén (Notified Body) cip

B
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May tao nhijp, pha rung 3
budng, trong lwong 82g —
83g

May tao nhip, pha rung 3 budng, cho phép chyp MRI toan thén 1.5T va 3T, diéu chinh khong day

- Trong lugng khodng 82g - 83g

- Day khoang 10mm, hinh dang cong

- Niing lugng phét séc 40J

- Ty dong phét hién tir trrdmg MRI c6 thé hoat dong trong vong 14 ngdy

Tiét khufin

Dat ching nhén:

+1S0 13485:2016

+ Hodic Tiéu chuin FDA (Cuc quan ly Thyc phdm va Dugc phdm Hoa Ky) hogic FDA 510(k) (FDA Cleared)
+ Hoiic Chimg nhén CE theo ludt djnh EU dugc T4 chirc chimg nhén (Notified Body) cép

Cai

289

Miéng dén dign cye cho
14p ban d 3D

Miéng dan dién cyc cho 14p ban db 3D

- Chét ligu Polyethylene

- B 06 miéng

Dat chimg nhén:

+ 1SO 13485:2016

+ Hogc Tiéu chuén FDA (Cuc quan Iy Thyc phim va Dugc phdm Hoa Ky) hogic FDA 510(k) (FDA Cleared)
+ Hogic Chimg nhén CE theo lugt djnh EU dugc T8 chirc chimg nhén (Notified Body) cép

B

15

290

Ong théng can thigp mach
méu ndo, dudng kinh trong
0.042" — 0.043", dai
105cm — 130cm

Ong thong can thiép mach méu ndo

- Chét li¢u nhyra mém c6 phi &i nuéc

- Dudng kinh c6 t6i thiéu c& 4.2Fr

- Pudmg kinh trong: khodng 0.042" - 0.043"

- Chiéu dai khoang 105¢m - 130cm

Tiét khudn

Dat ching nhén:

+ Tiéu chuén FDA (Cyc quan Iy Thyc phdm va Dugc phdm Hoa Ky) hofic FDA 510(k) (FDA Cleared)
+ Hojc Chimg nhan CE theo luit dinh EU dugc T8 chirc chimg nhén (Notified Body) cp

Cai

30

291

Ong thdng can thiép mach
mau ndo dang sheath,
dudng kinh trong > 0.088",
dai 80cm — 100cm

Ong théng can thiép mach mau ndo dang sheath

- Chét liéu Polymer

- Doan dAu tip c6 phii 4i nuéc c6 chiéu dai > 14cm

- Budng kinh trong > 0.088"

- Chiéu dai khoang 80cm - 100cm, c6 tdi thidu cac & 80cm, 90cm, 100cm.

- C6 kém 16i nong bén trong

Tiét khuén

Dat chimg nhén:

+ Tiéu chun FDA (Cuc quan ly Thyc phim va Dugc phdm Hoa Ky) hofic FDA 510(k) (FDA Cleared)
+ Ho#ic Chimg nhén CE theo lujt dinh EU dugc Té chirc chimg nhén (Notified Body) clp

Cai

60

292

Ong thdng can thiép mach
mau ndo dang sheath,
dudmg kinh trong 0.087"
— 0.088", dai > 80cm

Ong théng can thiép mach méu no dang sheath

- Chét liéu Polymer, thanh c6 bén thép da 16p

- Doan du tip phi &i nuée

- Budng kinh khodng 0.087" - 0.088"

- Chiu dai > 80cm, c6 tdi thiéu cac c& 80cm, 90cm

- C6 kém 13i nong bén trong dé 1am sheath

Tiét khuén

Pat ching nhén:

+ Tiéu chudn FDA (Cyc quan ly Thyc phdm va Duge phdm Hoa Ky) hogc FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhén CE theo lugt dinh EU dugc T8 chirc chimg nhén (Notified Body) cép

Cai

210
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Ong thong can thiép mach méu nﬂo’dang sheath
- Chét liéu Polymer \
" - Poan phu Hydrophilic dai khoa.ng :5cm - 15¢m & dau
g‘;ﬁ n"‘;"g@‘;‘g“;:;:&'““““ - Butmg kinh khodng 0.071" - 0.090", o6 16 thiéu cé 65 0.071", 0.081", 0.090"
293 |duomg kinh trong 0.071° | Chiéu dai khoang 80cm - 110cm, cé t6i thiéu 80cm, 110cm Cii 80
—50.090", dai 80cm — - F:é kém 18i nong bén trong
110em Tiét khuin
Dat chimg nhén:
+ Tiéu chuin FDA (Cuc quén ly Thyc phdm va Dugc phim Hoa Ky) hofic FDA 510(k) (FDA Cleared)
+ Ho#c Chimg nhén CE theo luft dmh EU dugc T8 chirc chimg nhén (Notified Body) cép
Ong thong can thlep moch vinh
- Chét liéu: phi du Nylon, 16p 16t trong PTFE
- C& khoéng 5Fr - 9Fr, ¢6 tbi thiéu céc c& 5Fr, 6Fr, 7Fr, 8Fr, 9Fr
Ong thong can thiép mach - Dudmg kinh trong c6 t4i thiéu cac cfi 0.056", 0.070", 0.078", 0.088", 0.098"
294 |vinh, o SFr — OFr, dai> |” Chiéu ddi 2 90cm cai 100
90‘:“; * 7= |- C6 cac dang: JL, JCL, AL, XB, XBLAD XBC, JR, JCR, AR, XBR, XBRCA, NR, Hockey Stick, DRC,
MPA, MPB, JFL, JFR, RB, RBL, BARBEAU LCB, RCB
Tiét khuén
Pat chimg nhén:
+ Tiéu chuéin FDA (Cyc quén ly Thuc phém va Dugc phim Hoa Ky) hofic FDA 510(k) (FDA Cleared)
Ong thong can thiép mach vanh
- Chét liéu 18i 1a cc sgi kim loal dct dugc két bing Polymer - Tech Nylon
- C& khoing 5Fr - 8Fr, c6 t6i thiéu céc c@ SFr, 6Fr, 7Fr, 8Fr
Ong thong can thigp mach Du(mg kinh khoéng 0.071° - 0. 081"
205 |vanh, ot SFr — 8F, dai> |” Chidu dai 2 90cm Chi 1900
’ » 7= |- C6 téi thiéu c4c dang cong EBU, RBU IMA, SAL, SL, AL, JL, JR, JRC, JLC, SR, RCB, LCB,..
90 cm
Tiét khuén
Pat chimg nhén:
+ Tiéu chudn FDA (Cyc quén ly Thirc phdm va Dugc phim Hoa Ky) hoic FDA 510(k) (FDA Cleared)
+ Chimg nhén CE theo luit dinh EU duo'c T4 chirc chirg nhén (Notified Body) cép
Ong théng can thi¢p mach vanh
- Chit liéu Polytetrafluoroethylene - PTFE bén trong tryc, & giira 1 16p lu6i thép khong gi
- C& khoang SFr - 7Fr ’
. ia - Budmg kinh trong: khodng 0. 059" 0.081"
206 ?;ghmc%nsg;aiu;‘;l: l::ic: - Chidu dai 2 100cm, c6 t6i thidu 2 ca Cii 200
1000 * 7%= 1. €6 16i thidu c4c dang BL, AL, JL, JR,
Tiét khuén
Dat chimg nhén:
+ Tiéu chuén FDA (Cuc quén ly Thuc phém va Dugc phdm Hoa Ky) hoc FDA 510(k) (FDA Cleared)
+ Hoic Chimg nhén CE theo ludt dmh EU dugc Té chirc chimg nhéin (Notified Body) cdp
I
Ong théng can thiép mach vanh |
- Chét liéu mfit ngoai phu lép Slhco‘ne, phin éng trong durgc phi 16p fluoropolymer, dudng vién 1am bing
thép khong gi, long trong éng rfng,|dwoc phi 16p PTFE
- C6 6i thidu céc c& 6Fr, 7Fr
Ong thong can thiép mach |- Budmg kinh trong c6 téi thidu cacict 0.071", 0.081", 0.09"
297 |vanh, ci¥ 6Fr, 7Fr, dai > - Chidu dai > 100cm ’ Cai 100
100cm - C6 cdc dang: JL, JR, AL, SAL, AR, HS, IM, PB, SC, SPB, MP
Tiét khuén |
Dat chimg nhén: ‘
+ Tiéu chuéin FDA (Cyc quan ly Thuc phém va Dugc phim Hoa Ky) hofic FDA 510(k) (FDA Cleared)
+ Hoiic Chimg nhén CE theo lugt dmh EU duoc T8 chirc chimg nhén (Notified Body) cép
Ong thong chén doan hinh énh chup cét 16p quang hoc trong long mach
- Chét liéu phu 16p 4i nuéc Hydrophilic
- Pudng kinh ngoai doan xa khoang 2.7 - 2.8F
Ong thong chén dodn hinh |- Chiéu dai khoang 135 - 140cm |
298 |anh chyp cét 16p quang - Piém dénh d4u doan xa t6i tip céch 3mm Cai 150

hoc trong 16ng mach

- Diém dénh d4u théu kinh t6i diém danh déu dogn xa céch 20mm
- Diém dénh diu doan gin t6i diém|d4nh ddu théu kinh céch 82mm
- Dang: Rapid Exchange '

- Tuong thich déy déin 0.014 F
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Ong théng chin doén, can
thi€p mach méu ndo, tang
va ngoai bién, ¢ 4F, 5F,
dai 65cm — 125¢m

Ong théng chén doén, can thiép mach méu ndo, tang va ngoai bién

- Chiét ligu thép khong gi

- C6 t6i thidu céc c& 4Fr, 5Fr

- Chiéu dai khoang 65cm - 125¢m, ¢6 ti thiu cac ¢ 65cm, 100cm, 125¢m

- Dang du c6 téi thidu dang RH, VERT, SIM

Tiét khuén

Pat chimg nhén:

+ Tiéu chudn FDA (Cyc quén 1y Thyc phim va Dugc phdm Hoa Ky) hoic FDA 510(k) (FDA Cleared)
+ Hogc Chimg nhén CE theo ludt dinh EU dugc T6 chirc chimg nhgn (Notified Body) cip

Céi

1450

300

Ong théng chin doén, can
thiép mach méu ndo, c&
SFr, dai 100cm, dang du
Mani

Ong théng chin doan, can thiép mach méu ndo

- Chét liéu thép khéng gi, 16p trong Nylon, 16p ngoai Polyurethane, pht 16p Hydrophilic

- C6 téi thiéu ¢y SFr

- Chidu dai ¢4 t6i thiéu c& 100cm

- Dang dAu c6 tbi thiéu dang Mani

Tiét khudn

Pat chimg nhén:

+ Tiéu chudn FDA (Cuc quén ly Thyrc phim va Dugc phdm Hoa Ky) hosic FDA 510(k) (FDA Cleared)
+ Hofic Chimng nhén CE theo lugt dinh EU dugc T4 chirc chimg nhén (Notified Body) cép

Cai

100

301

Ong thong chén doén, can
thi¢p mach méu ndo, c&
5Fr, dai 100cm, dang déu
Vertebral, Simmons

Ong théng chin doén, can thiép mach méu nZo

- Chu tao: 3 16p Nylon Elastomer véi ludi dan thép khéng gi

- C6 t6i thiéu c& SFr

- Chiéu dai c6 t5i thiéu c& 100cm

- Dang du c6 téi thiéu dang Vertebral, Simmons

Tiét khuéin

Dat chimg nhén:

+ Tiéu chuén FDA (Cuc quéan Iy Thyc phém va Dugc phdm Hoa Ky) hosic FDA 510(k) (FDA Cleared)
+ Holic Chimg nhan CE theo lut dinh EU dugc Té chirc chimg nhén (Notified Body) cép

Céi

100

302

Ong théng chin doan, can
thi¢p mach méu ndo, tiy
va ngoai bién, c& 4Fr, SFr,
dai 40cm — 125cm

Ong thong chin doan, can thiép mach méau nfo, ty va ngoai bién

- Chét liéu: Nylon, than cdng bén thép khong gi, ddu tip c6 tungsten.

- C6 t6i thiéu cac c& 4Fr, 5Fr

- Chiéu dai khoang 40cm - 125cm, c6 tbi thiéu céc c& 40cm, 65cm, 80cm, 90cm, 100cm, 110cm, 125¢m
- Budmg kinh trong: khoang 0.042" - 0.048"

- Tuong thich day dén khoing 0.035" - 0.038"

- Dang déu c6 t6i thiéu dang Straight, VERT, SIDEWINDER, COBRA, SHEPHERD HOOK, NEWTON
Tiét khuén

Pat chimg nhén:

+ Tiéu chudn FDA (Cuc quén ly Thyc phédm va Dugc phim Hoa Ky) hofic FDA 510(k) (FDA Cleared)
+ Hoic Chimg nhan CE theo luat dinh EU dugc Té chirc chimg nhén (Notified Body) cip

Cai

100

303

Ong théng chén doan, can
thi¢p mach méu ndo, tiy
va ngoai bién, c& 4Fr -
5Fr, dai 70cm — 100cm

Ong théng chin doan, can thiép mach méau ndo, tiy va ngoai bién

- Chét liéu Polymer

- Dudmg kinh c6 t6i thiéu cac ¢o 4Fr, 5Fr

- Chidu dai khoang 70cm - 100cm

- Tuong thich diy din khoang 0.035" - 0.038"

- Dang diu co tdi thiéu dang RH, VERT, SIM, COBRA, LIVER hoic twong duong

Tiét khuén

Pat chimg nhén:

+ Tiéu chuén FDA (Cuc quan ly Thyc phﬁm va Dugc phﬁm Hoa Ky) ho#ic FDA 510(k) (FDA Cleared)
+ Hoiic Chimg nhan CE theo ludt dinh EU dugc Té chirc chimg nhén (Notified Body) cép

Cai

1700
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Ong thong chup mach
vanh c6 chu tric ludi kép,
c&¥ 4Fr, 5Fr, dang JR, JL,
AL

Ong théng chyp mach vanh c6 céu triic ludi kép.

- Chét liéu 3 16p: Lép trong vA 16p ngoai 12 Nylon-Polyurethan; L6p giia [a 16p dan kép béng thép khéng gi
- C4 tdi thiéu céc c& 4Fr, SFr

- Dudmg kinh khoang 1.00 - 1.20mm

- Chiéu dai tdi thiéu 100cm

- Giéi han ap luc 750psi hofic 1000psi

- Tuong thich dy d#n 0.038"

- Dang JR, JL, AL

Tiét khuén

Pat chimg nhén:

+1S0 13485:2016

+ Hogc Tiéu chuén FDA (Cuc quén ly Thue phém va Dugc phém Hoa Ky) hoic FDA 510(k) (FDA Cleared)
+ Hodic Chimg nhén CE theo lufit dinh EU dugc T3 chirc chimg nhén (Notified Body) cép

Cai

900

305

Ong thong chup mach
vanh dudng quay da ning
trai va phdi, co 5Fr

Ong théng chyp mach vanh dudng quay da nang tréai va phai

- Chét liéu Polyamide

- C6 tbi thidu c& 5Fr |

- Chidu dai khodng 100cm - 120cm| c6 2 c&

- Gi6i han 4p lyc t6i da 1200psi

- Tuong thich ddy din 0.038"

- Luu lwgng dong chay tdi da khoang 23 mV/ gidy

Tiét khuén

Dat chimg nhén:

+ Tiéu chuéin FDA (Cuc quan ly Thuc phém va Dugc phdm Hoa Ky) hoiic FDA 510(k) (FDA Cleared)
+ Ho#ic Chimg nhén CE theo luft dinh EU duge T8 chirc chimg nhan (Notified Body) cép

Cai

1780

306

Ong théng chén doén tim
mach bang dudng quay c&
5Fr, 6Fr

Ong théng chén doén tim mach bﬁdg dudng quay
- C6 t8i thiu céc cd SFr, 6Fr \
- Chidu dai khoang 100cm - 110cm’
- Tuong thich diy diin <0.038" |
- Dang déu c6 t6i thiéu dang; TRApease TRAnsformer, TRActive, TRAcker, Ultra
Tiét khuén
Pat chimg nhén:
+ Tiéu chuén FDA (Cuc quan ly Thuc phém va Dugc phém Hoa Ky) hojic FDA 510(k) (FDA Cleared)
+ Chimg nhén CE theo luat dinh EU dugc T4 chirc chimg nhin (Notified Body) cép

\

Cai

100

307

Ong thong chén doan tim

dang MP

mach da nfing, c& 4Fr, 5Fr,

Ong thong chén doén tim mach da nﬁng, ¢6 chu tric ludi kép
- Chét liéu 3 16p: Lép trong va 16p ngoal 12 Nylon-Polyurethan; Lép giira 12 16p dan kép bing thép khéng gi.
- C6 thi thidu chc c& 4Fr, SFr |
- Pudng kinh khoéng 1.00 - 1. 20mm
- Gi6i han 4p lyc 750psi hodic 1000p51

- Tuong thich ddy dfn 0.038" |
- C6 téi thidu dang MP |
Tigt khudn :
Dat chimg nhén:

+1S0 13485:2016 !

+ Ho#ic Tiéu chun FDA (Cuc quén Iy Thyc phﬁm va Dugc phim Hoa Ky) ho@ic FDA 510(k) (FDA Cleared)
+ Ho@ic Chimg nhén CE theo luét dmh EU dugc Té chirc chimg nhén (Notified Body) cﬁp

Cai

100

308

Ong thong chén doan tim
mach, c& 4Fr, 5Fr, dang
JL, JR, AL, AR, Pigtail

Ong théng chén doén tim mach |

- Chét liéu biing nylon pebax, dubng vién biing thép khong gi

- C6 t6i thidu céc c@ 4Fr, SFr

- Bubng kinh trong c6 c& 0.042"/1. 07mm, 0.046"/1.17mm

- Chiéu dai 100cm hodic 125cm }

- C6 tbi thiéu cac dang JL, JR, AL, AR, Pigtail

- Tuong thich véi ddy din 0.035” hoac 0.038”

Tiét khuén

Pat ching nhén:

+ Tiéu chuén FDA (Cyc quén ly Thuc phém va Dugc phém Hoa Ky) hogic FDA 510(k) (FDA Cleared)
+ Chimg nhén CE theo luft dinh EU dugc Té chirc chimg nhén (Notified Body) cép

Cai

600
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Ong théng chén doan tim mach
- Chit ligu 16p trong/ngoai bing Nylon-Polyurethan, 16p dan kép bing thép khéng gi
- C6 tbi thiéu céc ci 4Fr, SFr
- Du%ng kinh kgoén% 1.00 - 1.20mm
Ong thong chn doén tim | g?él:dm €6 toi thi€u 110cm
e - an ap lyc > 750psi .
309 Ln;cl;g;mg dubi heo, ¢ - Tuong thich ddy dén 0.038" Cai 120
’ - Co dang dubi heo
Tiét khuén
Dat chimg nhén:
+ Tiéu chudn FDA (Cuc quén Iy Thyc phim va Dugc phédm Hoa Ky) hoac FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhan CE theo luft djnh EU dugc TS chirc chimg nhén (Notified Body) cip
Ong thong chén doan tim mach va ngoai bién dang dudi heo c6 diém dénh déu can quang
- Chét liéu Nylon va Pebax
-Co t:‘)i thiéu céc c& 4Fr, SFr
2 . - Chicu dai khoang 65cm - 160cm
O“gh"‘z"g °h‘.“l‘).‘l°"‘;‘ tm | Chiu dp lvc dong chay khoang 1.167psi - 1.196psi
310 3‘“. VA ngoal OIEN a8 | Pureme kinh vong dudi heo < 1 1mm Cai 10
udi heo c6 diém danh dau -
can quang, c& 4Fr, SFr ; Iumg thich day ddn 0.035
Tiét khuan
Pat chimg nhén:
+ Tiéu chuéin FDA (Cuc quan Iy Thyc phim va Dugc phim Hoa Ky) hoiic FDA 510(k) (FDA Cleared)
+ Hoc Chimg nhén CE theo luat dinh EU dugc T8 chirc chimg nhin (Notified Body) cp
Ong théng chén doén, can thiép mach méu tang qua déng mach quay
- Chét li¢u: Nylon, thép khéng gi, phit 4i nuéc diu xa
- C6 16i thiéu co 4Fr
- Chiéu dai khoang 125cm - 150cm, ¢6 tdi thiéu cac c& 125¢m, 135¢m, 150em
Ong théng chin dodn, can |- Tuong thich ddy dén 0.038”
317 |thiép mach méu tang qua |- Ap lyc dat t$i da 750psi Cii 500
dong mach quay, ¢ 4Fr, |- Dang ddu c6 tdi thiéu MG1, MG2 hofic twong dwong
dai 125cm — 150cm Tiét khudn
Dat ching nhén:
+1S0 13485:2016
+ Hoic Tiéu chuén FDA (Cuc quan 1y Thyc phdm va Dugc phim Hoa Ky) hoiic FDA 510(k) (FDA Cleared)
+ Ho#ic Chimg nhén CE theo luft dinh EU dugc T4 chirc chimg nhan (Notified Body) cép
Ong thong chin doén, can thiép mach méau tang
- Chét liéu Polymer dugc phi 16p 4i nuéc Hydrophilic. Lép ngoai Polyurethane. Lép trong Nylon
; - C6 t8i thiéu c& 5Fr
- Ong thong chdn doén, can || cy.a gai khong 70cm - 100cm, co 1 thiu céc & 70cm, 100cm )
thi¢p mach méu tang, c& i ,. Cai 250
5Fr, dai 70cm — 100cm Tigt khuan
’ Dat chimg nhén:
+ Tiéu chudn FDA (Cuc quén Iy Thyc phdm va Dugc phdm Hoa Ky) hoiic FDA 510(k) (FDA Cleared)
+ Ho#c Chimng nhén CE theo luét dinh EU dugc T& chirc chimg nhan (Notified Body) clp
Ong théng dén dudmg can thiép mach mau ngoai bién
- Chét liéu tryc bing thép khong gi, phd &i nudc 460mm
- Chiéu dai khoang 65cm - 150cm, 6 t6i thidu cic ¢ 65cm, 90cm, 135cm, 150cm
Ong thong din dudng can |- Tuong thich déy din 0.035"
313 thi¢p l'l'{ﬂCl‘l mau ngoai - Dang déu; diu thing va déu cong (30°) Cii 30
bién, bing thép khong gi, [Tiét khudn
dai 65cm — 150cm Dat chimg nhén:

+ Tiéu chuéin FDA (Cuc quén Iy Thyc phdm va Dugc phdm Hoa Ky) hoic FDA 510(k) (FDA Cleared)
+ Hogic Ching nhén CE theo luft djnh EU dugc T& chirc chimg nhan (Notified Body) clp
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Ong théng hoiic vi éng théng din duimg can thi§p mach méu ngoai bién
- Chét liéu HDPE
- Dudng kinh 1ong c6 tbi thiéu ¢& 0.021"
Ong thong dAn dudng can |- Chidu dai khoang 65cm - 150cm, c6 16i thiéu céc ¢ 65cm, 90cm, 135em, 150cm
314 thiép rqach méau ngoai - Tuong thich ddy din 0.014", 0.018", 0.035" Cai 30
bién, bing HDPE, dai Tiét khudn ;
65¢cm — 150cm Pat chimg nhén: :
+1SO 13485:2016 ‘
+ Hofic Tiéu chuén FDA (Cuc quén 1y Thyc phim va Dugc phim Hoa Ky) hofic FDA 510(k) (FDA Cleared)
+ Ho#c Chimg nthén CE theo lut dil%.h EU dugc T chirc chimg nhén (Notified Body) clp
|
|
Ong théng hofic vi bng thong din du‘tmg can thiép mach méu ngoai bién
- Chét liéu Nylon, 16p pha 4i nuéc |
Ong thong din duong can |- Dutmg kinh téi thiéu 6 c& 2.1Fr, 2.4Fr
315 thip m_ach méu ngoai - Chiéu dai khoéng 65cm - 150cm, ¢6 thi thidu cac c&: 65cm, 90¢m, 135¢m, 150cm. Cai 125
bién, bang Nylon, dai - Tuong thich déy din 0.014", 0.018", 0.035"
65cm — 150cm Dat chimg nhén:
+ Tiéu chuén FDA (Cuc quén 1y Thyc phim va Dugc phim Hoa Ky) hotic FDA 510(k) (FDA Cleared)
+ Hogc Ching nhén CE theo lufit dinh EU dugc Té chirc chimg nhéin (Notified Body) cép
Ong thong din dudng can thiép maJh mAu ngoai bién, dang sheath
- Chét liéu: 16p trong PTFE, cuén thiép khéng gi & giira va 16p ngodi Nylon, ph 16p 4i nuéc Hydrophilic
Ong théng din dudng can - Dut::ng kinh khoang 5Fr - 8F{ i
. €81 | Chiéu dai 45cm - 90cm, c6 tdi thidu céc c& 45cm, 65cm, 90cm
thiép mach mau ngoai bién ' : 1
dang sheath, bing PTFE - Dang dau: dhu thing :
316 dai 45cm _ 90cm lu'cm’ - Twong thich déy din 0.038" : Cai 50
» (WOMS | van c6 thé théo rdi, gdm 2 loai: van kiéu Cross-cut va van Tuohy-Borst
thich diy d4n 0.038", van |, |
¢6 thé théo roi Tigt khuén !
Pat ching nhén: ‘
+ Tiéu chuéin FDA (Cuc quén ly Thwc phém va Duge phém Hoa Ky) hoic FDA 510(k) (FDA Cleared)
+ Chimg nhén CE theo lut dinh EU duoc Té chirc chimg nhn (Notified Body) cép
|
Ong thong din dwdmg can thiép mach méu ngoai bién, dang sheath
- Chét liéu: Polymgr taxég cudng vdt:xg xofin bing thép khéng gi, 16p trong PTFE
- Pudmg kinh c6 t6i thiéu céc c& 4Fr, SFr, 6Fr, 7Fr, 8Fr
Ong thong dén dudmg can | ia"sai 45cm - 90cm, o6 ti thibu chc oty 45cm, 65cm, 90cm
thiép mach méu ngogi bién | Dang dAu: dAu thing va diu cong ’
317 dax.lg sheath, bing PTFE, | Tuong thfch déy din 0.035" \ Cai 70
dai 45cm — 90cm, twong . in |
thich dy din 0.035" Tict khu !
: Pat chimg nhén: ‘
+ Tiéu chuén FDA (Cuc quan Iy Thyc phdm va Duge phdm Hoa Ky) hodc FDA 510(k) (FDA Cleared)
+ Chimg nhan CE theo lut dinh ELEJ durge T8 chirc chimg nhén (Notified Body) cép
|
Ong thong din dwdmg h3 tro xuyén|véch diéu khién 4 cong 2 chidu
- Chiéu dai khoéng 70cm - 72cm |
- DAu dng din c6 can birc xa
Ong thong din dudnghé | go ;an c&m‘méméu
318 |trg xuyén véch, dai 70cm |~ L 40ng khoa Ci 100
— 72em - Thﬁn kim dang bén ;
Tiét khuén !
Dat chimg nhén:
+ Tiéu chudn FDA (Cuc quén 1y Thyc phim v Dugc phim Hoa Ky) hogic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhén CE theo ludit dinh EU dugc T8 chirc chimg nhn (Notified Body) cép
Ong théng hd trg xuyén vach lién fhi
- C6 i thiu chc c 8Fr, 8.5Fr |
- Chiéu dai > 60cm |
o - L3 bén ¢6 dudng kinh < 0.025" |
ng théng hé trg xuyén |- Vo bén : .
319 | ach lién nhi, dai > 60cm |- C6 van cim méu Cai 100
Tiét khuéin
Pat chimg nhén:
+ Tiéu chufin FDA (Cuc quén 1y Thyc phém va Dugc phim Hoa K¥) hofic FDA 510(k) (FDA Cleared)
+ Ho#ic Chimg nhéin CE theo luft dinh EU duoc T chirc chimg nhén (Notified Body) cép
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Ong thong dua déy tao
nhjp véo vj tri b6 HIS hodc
b6 nhéanh trai

Ong théng dura déy tao nhip vao vj trf bo HIS hojic b6 nhénh trai

- Chét li¢u bén trong ng dugc pha Hydrophilic

- Chiéu dai > 39cm

- Gém phu kién

Tiét khuén

Pat chimg nhén:

+ Tiéu chudn FDA (Cyc quan ly Thyc phim va Dugc phim Hoa Ky) hofic FDA 510(k) (FDA Cleared)
+ Ho#c Chimg nhén CE theo lugt dinh EU dugc T6 chirc chimg nhén (Notified Body) cép

Céi

20

321

Ong thong hé tre chy dién
cyrc tgo nhip hé théng din
truyén 3D

Ong thong h trg cly dién curc tao nhip hé théng dén truyén 3D teo didu kién dé dua ddy dién cyc tao nhip
thét phai qua da.

- Pudng kinh trong 7.0Fr

- Pudmg kinh ngoai 9.0Fr

- Chidu dai > 40cm

- Dung cy nong tuong thich ddy din 0.035”

Gom:

+ Van cim méu

+ DAu nong gin chéng birc xa

+ Dung cy rach

Cai

20

322

Ong théng Jam tiéu huyét
khéi trong mach méu ngoai
bién, c& 4Fr — SFr

Ong théng lam tiéu huyét khéi trong mach méu ngoai bién

- Chét liéu Pebax, Bismuth Subcarbonate

- Kich c& khoang 4Fr - SFr

- Chiéu dai khoing 45cm - 135cm

- Tuong thich ddy dén c6 dudmg kinh 0.035”

- Kém theo dung cu bom

Tiét khudn

Pat chimg nhén:

+ Tiéu chudn FDA (Cuc quén 1y Thyc phim va Dugc phdm Hoa Ky) hogic FDA 510(k) (FDA Cleared)
+ Hotic Chimg nhén CE theo luft dinh EU dugc T8 chirc chimg nhdn (Notified Body) cép

B

50

323

Ong théng hd tro can thigp
mach vanh, tuong thich
5Fr — 6Fr, chiéu dai 6ng
thong > 140 cm

Ong thong hé trg can thiép mach vanh

- Chét liéu thép

- Pudng kinh trong c6 tbi thiéu cac ¢ 1.33mm, 1.43mm

- Chiéu dai truc doan xa khoang 24cm - 25cm

- Chiéu dai dng thong > 140cm

- Tuong thich éng thdng can thigp khoang 5Fr - 6Fr, 6 téi thiéu 6Fr

- Dung cu gém: mét du tip, tryc xa, truc bao vé gﬁn dugc lam béng ddy thép

Tiét khuén

Pat chimg nhén:

+ISO 13485:2016

+ Hodc Tiéu chuén FDA (Cuc quan Iy Thyc phém va Dugc phim Hoa Ky) hosic FDA 510(k) (FDA Cleared)
+ Hoc Chimg nhén CE theo ludt dinh EU dugc T4 chirc ching nhan (Notified Body) cép

Cai

30

324

Ong thong hé trg can thiép
mach vanh, tuong thich
5Fr — 8Fr, chiu dai éng
théng 140cm — 155cm,
dang ddy din kép

Ong théng hd tre can thiép mach vanh, dang diy din kép

- Puong kinh trong c6 t8i thiéu cac c&: 0.052°(5.5Fr), 0.057"(6Fr), 0.063"(7Fr), 0.072"(8Fr)

- Chiéu dai éng thong khoang 140cm - 155¢m

- Tuong thich éng thong can thiép khoang SFr - 8Fr

Tiét khudn

Pat ching nhén:

+1S0 13485:2016

+ Ho¥c Tiéu chun FDA (Cuc quan Iy Thyc phim va Dugc phim Hoa Ky) hoic FDA 510(k) (FDA Cleared)
+ Hoiic Chimg nhén CE theo lugt dinh EU dugc Té chirc chimg nhén (Notified Body) cép

Céi

325

Ong thong hé trg can thiép
mach vanh, tuong thich
6Fr — 7Fr, chidu dai éng
théng > 125 cm

Ong théng hd trg can thiép mach vanh

- Chét liéu Platinum Iridium

- L3i dan dai kim loai, 16p éo phu 4i nuéc

- Chiéu dai doan tiép céin mach vanh khodng 25c¢m - 40cm

- Chiéu dai éng théng > 125¢cm

- Tuong thich éng théng can thiép khodng 6Fr - 7Fr

Tiét khuén

Dat chirng nhén:

+ Tiéu chun FDA (Cyc quan Iy Thyc phim va Dugc phdm Hoa K¥) hofic FDA 510(k) (FDA Cleared)
+ Hoic Chimg nhén CE theo lugt dinh EU dwgc Té chirc chimg nhén (Notified Body) clp

Cai

23
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Ong théng hd tro can thi¢p
mach vanh kéo dai, dai >
150cm

Ong thong hd trg can thiép mach vanh kéo dai

- Chét lidu hgp kim Nitinol, phd 4i nuéc doan xa

- Chiu dai 2 150cm, doan kéo dai 25cm

Tiét khudn ‘

Dat chimg nhén: i

+ Tiéu chudn FDA (Cyc quan Iy Thirc phdm va Dugc phdm Hoa K§) hodc FDA 510(k) (FDA Cleared)
+ Hoc Chirng nhén CE theo ludt di%nh EU dugc T4 chirc chimg nhén (Notified Body) cip

Cai

327

Ong thong hé trg can thiép
mach vanh, cb dang half-
pipe, dai > 17cm

Ong théng hd trg can thiép mach vénh, cb dang half-pipe

- Dudmg kinh c6 t6i thiéu céc c&: SFr, 5.5Fr, 6Fr, 7Fr, 8Fr

- Chidu dai dang half-pipe ddi > 17¢m

- Chiéu dai = 150cm

Tiét khuén

Dat chimg nhén:

+1S0 13485:2016

+ Hotc Tiéu chudn FDA (Cyc quan Iy Thyc phém va Dugc phim Hoa Ky) hoiic FDA 510(k) (FDA Cleared)
+ Hofc Chimg nhén CE theo luft dinh EU dugc T4 chirc chimg nhén (Notified Body) cép

Cai

20

328

Vi éng théng can thiép
mach méu nZo, bing
Nitinol, dai > 165cm

Vi 6ng thong can thiép mach méu ndo

- Chét liéu Nitinol ‘

- Puodng kinh khoang 0.013" - 0.015"

- Dudmg kinh ngoai > 1.5Fr

-Dai> 165cm

Tiét khuén

Pat ching nhén:

+ Tiéu chudn FDA (Cuc quan 1y Thuc phim vA Dugc phdm Hoa Ky) hoiic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhéin CE theo luit dinh EU dugc Té chirc chimg nhén (Notified Body) cép

Cai

50

329

Vi ng théng can thiép
mach méu ndo, dai 156cm
— 167cm

Vi 6ng théng can thiép mach méu ndo

- Chét liéu mit ngoai phi Hydrophilic

- Dudng kinh trong c6 tdi thiéu ¢& 0.013", 0.0165"

- Dai khoang 156cm - 167cm ‘

Tiét khuén

Pat chitng nhén: ;

+[SO 13485:2016 4

+ Hofc Tiéu chuéin FDA (Cyc quén ly Thyc phém va Duge phdm Hoa Ky) hogic FDA 510(k) (FDA Cleared)
+ Hoiic Chimg nhén CE theo lufit dinh EU dugc T chirc chimg nhin (Notified Body) clp

Cai

100

330

Vi éng thong can thiép
mach mau ndo, diu co thé
tyr théo rin, bﬁng Nitionol,
dai < 165cm

T

Vi éng théng can thiép mach méau xiao, ddu c6 thé ty théo rdi

- Chit li¢u Nitinol, twong thich véi:Dymethyl Sulfo-Oxide (DMSO)

- Pudmg kinh trong <0.013" :

- Dai < 165cm

Tiét khuin

Dat chimg nhén:

+ Tiéu chuén FDA (Cuc quan ly Thuc phém va Dugc phﬁm Hoa Ky) hofic FDA 510(k) (FDA Cleared)
+ Hojc Chimg nhén CE theo lugt dinh EU dugc Té chirc chimg nhén (Notified Body) cﬁp

Cai

50

331

Vi éng thong hoic ng
théng can thi¢p mach méu
ndo, duong kinh long
0.017" — 0.045", dai
105¢cm — 150cm

Vi éng théng hogic éng théng can thiép mach méu ndo
- Thén gn dugc dan bén soi d6i |

- Dudmg kinh trong 0.017°- 0.045", c6 t5i thiéu céc c& 0.027", 0.045"

- Chidu dai khoang 105cm - 150cm, c6 tdi thiéu céc c& 105cm, 120cm, 150cm

Tiét khudn ‘

Dat chirng nhén:

+1SO 13485:2016

+ Hotic Tiéu chuin FDA (Cuc quan 1y Thyrc phim va Dugc phém Hoa Ky) hosc FDA 510(k) (FDA Cleared)
+ Hodic Chimg nhén CE theo luét dinh EU dugc Té chirc chimg nhan (Notified Body) cip

Cai
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Ong théng hiit huyét khéi
va huyét khéi xo vita cho
djng mach, c& 6Fr, dai >
110cm

Ong théng hiit huyét khdi va huyét khéi xo vira cho dong mach
- Chét liéu khong chira Latex, Phthalate

- Kich c&: 6Fr

- Dudmg kinh ngoai c6 t6i thiéu c& 2mm

- Chiéu dai > 110cm

- 56 vong quay: 60.000 vong/phut

- Kha nang hut t8i da 45 ml/phit

- Bao gdm: éng théng, diy din, man che v6 tring va tii gom
Tiét khudn

Pat chimg nhén:

+1SO 13485:2016

+ Ho#ic Tiéu chudn FDA (Cuc quén Iy Thyc phim va Dugc phim Hoa Ky)
+ Hoic Chimg nhén CE (Chéu Au)

Cai

333

Ong thong hit huyét khdi
va huyét khéi xo vira cho
déng mach, ct 6Fr, dai >
135cm

Ong thong it huyét khéi va huyét khéi xo vira cho dong mach
- Chit liéu khéng chira Latex, Phthalate

- Kich c&: 6Fr

- Pudng kinh ngoai c6 16i thidu c& 2mm

- Chiéu dai > 135cm

- 86 vong quay: 60.000 vong/phut

- Kha nang hat t5i da 45 ml/phit

- Bao gbm: éng théng, ddy din, man che v6 triing va tii gom
Tiét khuén

Pat chimg nhén:

+ 1SO 13485:2016

+ Hotic Tiéu chuén FDA (Cuc quéan Iy Thyc phim va Dugc phim Hoa Ky)
+ Hogic Chimg nhén CE (Chdu Au)

Cai

334

Ong thong hit huyét khéi
va huyét khéi xo vira cho
déng mach, c& 10Fr, dai >
85cm

Ong théng hiit huyét khéi va huyét khéi xo vira cho dong mach
- Chét li¢u khong chira Latex, Phthalate

- Kich ¢&: 10Fr

- Chidu dai > 85cm

- 86 vong quay: 40.000 vong/phit

- Kha ning hit ti da 130 ml/phut

- Bao gbm: &ng thong, diy din, mén che v6 triing va tii gom
Tiét khuéin

Pat chimg nhén:

+ 1SO 13485:2016

+ Ho#ic Tiéu chudn FDA (Cuc quén ly Thyc phim va Dugc phim Hoa Ky)
+ Hoic Chimg nhén CE (Chéu Au)

Cai

335

Ong thdng hut huyét khdi
va huyét khéi xo vira cho
déng mach, c& 8Fr, dai >
110cm

Ong théng hit huyét khéi va huyét khdi xo vira cho dong mach
- Chét liéu khong chira Latex, Phthalate

- Kich c&: 8Fr

- Chiu dai > 110cm

- S6 vong quay: 40.000 vong/phit

- Kha nang hut tbi da 75 mi/phit

- Bao gdm: éng théng, ddy din, man che vb triing va tii gom
Tiét khuén

Pat chimg nhén:

+1SO 13485:2016

+ Hofic Tiéu chufn FDA (Cuc quén Iy Thyc phim va Dugc phim Hoa Ky)
+ Hoic Chimg nhén CE (Chéu Au)

Cai

336

Ong théng hiit huyét khéi
va huyét khéi xo vira cho
déng mach, c& 8Fr, ddi >
85cm

Ong thong hut huyét khéi va huyét khdi xo viva cho dong mach
- Chét ligu khong chira Latex, Phthalate

- Kich co: 8Fr

- Chidu dai > 85cm

- S8 vong quay: 40.000 vong/phiit

- Kha nang hut t6i da 75 mY/pht.

- Bao gdm: dng thong, ddy din, man che v6 tring va tii gom
Tiét khudn

Pat chitng nhén:

+1SO 13485:2016

+ Hotc Tiéu chudn FDA (Cuc quan ly Thyc phém va Dugc phim Hoa Ky)
+ Hoic Chimg nhén CE (Chéu Au)

Cai
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Ong thong hiit huyét khéi
cho tinh mach, c@ 6Fr, dai
> 110cm

Ong thong hit huyét khéi cho tinh mach
- Chét liéu khdng chira Latex, Phthalate
- Kich c&: 6Fr
- Chiéu dai > 110cm ‘
- S8 vong quay: 60.000 vong/phit |
- Kha nang hat ti da 45 ml/phit.
- Bao gdm: éng thong, ddy dfn, mﬁm che v6 tring va tii gom
Tiét khuén
Dat chimg nhén:
+1S0 13485:2016
+ Ho#ic Tiéu chuéin FDA (Cyc quén 1y Thyc phém va Dugc phém Hoa Ky)
+ Hofic Chimg nhéin CE (Chéu Au) |

Cai

338

Ong théng hut huyét khdi
cho tinh mach, c& 6Fr, dai
> 135cm

Ong thong hit huyét khéi cho tinh mach

- Chét liéu khéng chira Latex, Phthalatc

- Kich c&: 6Fr

- Chidu dai > 135cm

- S6 vong quay: 60.000 vong/phit |

- Kha néing hut t6i da 45 ml/phit. ‘

- Bao gdm: dng théng, ddy dén, mén che vé triing va tisi gom
Tiét khuén

Dat chimg nhén:

+ 1SO 13485:2016
+ Hotic Tiéu chuén FDA (Cyc quén/ly Thyc phém va Dugc phim Hoa Ky)
+ Hotic Chimg nhén CE (Chéu Au)‘

Cai

339

Ong théng hit huyét khéi
cho tinh mach, c& 10Fr,
dai > 110cm

Ong thang hit huyét khéi cho tinh mach
- Chét liéu khdng chira Latex, Phthqlate
- Kich cg&: 10Fr

- Chiéu dai > 110cm ‘
- S8 vong quay: 40.000 vong/phut |

- Kha nang hut t6i da 130 mUphut. |

- Bao gdm: éng th6ng, ddy din, man che vo triing va thi gom
Tiét khuéin

bat chimg nhén:

+ 1SO 13485:2016
+ Hodic Tiéu chuén FDA (Cuc quan ly Thyc phim va Dugc phim Hoa Ky)
+ Ho#ic Chimg nhén CE (Ch4u Au)

Cai

340

Ong thong hut huyét khéi
cho tinh mach, c& 8Fr, dai
> 110cm

Ong thong hat huyét khéi cho tinh mach

- Chit liéu khéng chira Latex, Phthalate

- Kich c&: 8Fr .

- Chiéu dai > 110cm

- 6 vong quay: 40.000 vbng/phut ‘

- Khé nang hat t6i da 75 mi/phut.

- Bao gdm: &ng thong, ddy din, mén che v6 tring va tiii gom
Tiét khudn

Dat chimg nhén:

+ 1SO 13485:2016

+ Hoiic Tiéu chun FDA (Cuc quén Iy Thyc phim va Dugc phim Hoa Ky)
+ Hoic Chimg nhén CE (Chéu Au)

Cai

341

Ong thong hat huyét khéi
cho tinh mach, c& 8Fr, dai
> 85cm

Ong théng hut huyét khéi cho tinh Lnach

- Chét liéu khéng chira Latex, Phthalate

- Kich c: 8Fr \

- Chiéu dai > 85cm

- S6 vong quay: 40.000 vong/phut |

- Kha niing hut t8i da 75 ml/phit,

- Bao gbm: éng théng, déy dfin, mén che v0 tring va thi gom
Tiét khuén

Pat chimg nhén: 1

+ [SO 13485:2016 ‘

+ Ho#ic Tiéu chuén FDA (Cuc quén Iy Thyc phim va Dugc phdm Hoa Ky)
+ Ho#c Chimg nhén CE (Chéu Au)

Cai

!
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Ong théng 14y huyét khdi mach méu n#o
- Chét liéu Polymer, mat ngoai phii 16p 4i nuéc, c6 16p PTFE bén trong
Ong thong Idy huyét khéi |- Pudng kinh trong: khodng 0.039" - 0,065, c6 téi thiéu céc c& 0.039", 0.052", 0.065"
342 mach mau nio, dudmg kinh |- Chiéu dai> 110cm Céi 100
trong 0.039" — 0.065", dai | Tiét khuén
> 110cm Pat ching nhén:
+ Tiéu chufn FDA (Cuc quan 1y Thyc phém va Dugc phdm Hoa Ky) hogc FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhén CE theo luft dinh EU dugc T4 chirc chimg nhén (Notified Body) cép
Ong éthéng 14y huyét kgéi gnach méu néo " o
z 3 . |- Chat liéu Nitinol, thiét ké dang coil dét, ddu ong vit m
O"ghm;'g lay h:y.é‘ k'f;:m - Pudmg kinh trong: khoang 0.068" - 0.071", c6 t5i thiéu c4c c& 0.068" va 0.071"
343 [machmaundo, duomg kinh | ca, “4i ypoang 130cm - 135em Cai 10
trong 0.068" — 0.071", dai Pat chimg nhin:
130cm = 135em + Tiéu chudn FDA (Cuc quin Iy Thyc phim va Dugc phim Hoa K§) hoéic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhén CE theo lugit dinh EU dugc T4 chirc chimg nhén (Notified Body) cép
Ong thong 14y huyét khdi mach mau nio
- Chét ligu Polymer
. ¢z |- Dudng kinh trong co t6i thidu 0.043"
Ong thong Wy huyét kni |/ o\ ia "> 1380, cb t6i thidu 138cm va 160cm
344 mach m?u ni 0 duin:g kmh Tiét khudn Cai 30
trong ti thiéu 0.043", dai .
> 138cm Dat ching nhén:
- +1SO 13485:2016
+ Hojic Tiéu chuén FDA (Cyc quan Iy Thyc ph&m va Dugc phim Hoa K¥) hojic FDA 510(k) (FDA Cleared)
+ Ho#ic Chimg nhén CE theo lugt dinh EU dugc T chirc chimg nhan (Notified Body) cép
Ong théng 14y huyét khdi mach méu ndo
- Chit liéu nhya mém, phi 4i nudc va thanh gia cé bing sgi bén va vong xoén thép khong gi
- Pudmg kinh trong c6 t6i thiéu c 0.055"
Ong thong 14y huyét khéi |- Duiéng kinh ngoai c6 tdi thiéu c& 0.068"
mach méu ndo, dudmg kinh |- Chi€u dai > 115cm .
345 Lirong thi thidu 0.055", dai | Tiét khudn cai 120
> 115cm Dat chimg nhén:
+1S0 13485:2016
+ Hofic Tiéu chudn FDA (Cuc quan ly Thyc phém va Dugc phim Hoa Ky) hoiic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhén CE theo ludit dinh EU dugc T chirc chimg nhén (Notified Body) cép
Ong thong 14y huyét khdi mach mau ndo
- Chét liéu nhya mém, thanh gia cb bing thép khong gi va Nitinol
- Dudng kinh trong > 0.055"
a1 + 1 x. |- Dudng kinh ngodi < 0.068"
o“gh"“’:g lay huyet “‘l:” 1 |- Chidu dai khoang 115cm - 125cm
346 |Mmach méu ndo, dubng kinh | v ou a5 43 xa > 10cm Cai 50
trong > 0.055", dai 115cm |
. 125em Tiét khuén
Dat chimg nhdn:
+ 1SO 13485:2016
+ Hofic Tiéu chuén FDA (Cuc quan 1y Thuc phém va Dugc phim Hoa K§) hosic FDA 510(k) (FDA Cleared)
+ Holc Chimg nhén CE theo lugt dinh EU dugc T6 chirc chimg nhén (Notified Body) chp
Ong théng l4y huyét khdi mach mau nao
- Chét li¢u Nhyra mém, phu 4i nuéc va thanh gia c6 bing Nitinol
- Dutng kinh trong > 0.070"
Ong thong I8y huyét khéi |- Dudng kinh ngoai < 0.0825"
347 |mach méu nio, duong kinh |- Chiéu dai khoang 125cm - 131cm, c6 t6i thiéu céc ¢ 125cm, 131cm Cii 150
trong t6i thidu 0.070", dai | Tiét khuén
125cm — 131cm Dat chimg nhén:

+1S0 13485:2016
+ Hofic Tiéu chudn FDA (Cuc quén 1y Thyc phdm va Dugc phim Hoa Ky) hoic FDA 510(k) (FDA Cleared)
+ Hoic Chimg nhin CE theo ludt dinh EU dugc Té chirc chimg nhan (Notified Body) cdp
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Ong théng 14y huyét khdi
mach méu nfo, dudng kinh
trong t6i thiéu 0.071", dai
115cm — 125¢m

Ong théng 1y huyét khéi mach mau ndo

- Chét liéu nhya mém, thanh gia ¢ biing Nitinol

- Dudng kinh trong 2 0.071"

- Dudmg kinh ngoai < 0.082"

- Chidu dai khoang 115cm - 125cm, ¢6 téi thiéu cac ¢ 115¢m , 125cm

- Chiéu dai d3u xa < 15cm

Tiét khuén

Pat ching nhén:

+1S0 13485:2016

+ Hofic Tiéu chuéin FDA (Cuc quén 1y Thyc phém va Dugc phdm Hoa K§) hofic FDA 510(k) (FDA Cleared)
+ Ho#c Chimg nhén CE theo lugt dinh EU dugc T4 chirc chimg nhéin (Notified Body) chp

Céi

50

349

Ong thong My huyét khdi
mach méu ndo, dudmg kinh
trong t6i thiéu 0.072", dai
132cm — 136cm

Ong théng 1y huyét khéi mach méu ndo

- Chét liéu Polymer, thanh gia c6 thép khéng gi va Nitinol

- Dudmg kinh trong c6 t6i thiéu 0.072"

- Budmg kinh ngoai c6 t8i thidu 6Fr

- Chiéu dai khodng 132cm - 136em

Tiét khuin

Dat chimg nhén:

+1SO 13485:2016

+ Hofic Tiéu chuén FDA (Cuc quén ly Thyc phim va Dugc phdm Hoa Ky) hoic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhéin CE theo lut dinh EU duoc Té chirc chimg nhan (Notified Body) cép

Cai

30

350

Ong thong phé méng vbi
héa ndi mach vanh (IVL)
bing séng xung kich, c6

mang bong

Ong th6éng pha méng v6i héa ndi mach vanh (IVL) bing song xung kich, c6 mang bong

- Chét liéu 16p phit ua nuée

- Chidu dai hoat dong: 1420 mm |

- Pudng kinh bong khoang 2.0mm - 4.0mm

- Chidu dai bong khoang 12mm - 15mm

- Ap sufit v bong > 20 atm

- Tuong thich ddy dfn 0.014” va 5ﬁg théng SFr

- Ché @ hoat dong: 1 xung/1 giéy, ti da 10 xung lién tiép trong mét chu ky, mdi éng thong t6i da 8 chu ky.
Tiét khuén |
Dat chimg nhén: i
+1SO 13485:2016 !

+ Hofic Tiéu chuén FDA (Cuc quén 1y Thyc phém va Dugc phim Hoa Ky) hoac FDA 510(k) (FDA Cleared)

+ Ho#ic Chimg nhén CE theo ludt dinh EU dugc T8 chirc chimg nhén (Notified Body) chp
i

Cai

20

351

Stent can thiép déng mach
thén bung bing béng, bing
Cobalt Chromium, dudng
kinh 5.0mm — 7.0mm, dai
12mm — 18mm

Stent can thiép dng mech thin bung bing bong

- Chét liéu hop kim Cobalt Chromium L605

- Dudng kinh khoang 5.0mm - 7.0mm, c6 t6i thiéu céc c& 5.0mm, 6.0mm, 7.0mm

- Chidu dai khodng 12mm - 18mm, c6 t6i thiéu céc c& 12mm, 15mm, 18mm

- D day c6 téi thidu c& 120pm

- Tuong thich dung cu mé dudng SFr

- Tuong thich déy dfin: 0.014" ‘

Tiét khuén

Pat chimg nhén: ;

+ Tiéu chuén FDA (Cuc quan Iy ’I}mc phﬁm va Dugc phﬁm Hoa Ky) hodc FDA 510(k) (FDA Cleared)
+ Ho#ic Chirng nhén CE theo lugt qinh EU dugc T chirc chimg nhédn (Notified Body) cﬁp

Cai

352

Stent mach ndo dung cho
tii phinh cb rong, duéng
kinh 2.5mm — 3.5mm, dai
13mm — 35mm

Stent mach néo ding cho tii ]:hinh1 cb rong

- Chét liéu 12 spi Nitinol dan vio ghau

- Dudmg kinh khoang 2.5mm - 3.5mm, ¢ t6i thiéu cic c& 2.5mm, 3.5mm
- Kich c& mét luéi < 1.5mm 1

- Chiéu dai khoang 13mm - 35mm|

Tiét khuén 1

Dat chimg nhén: |

+ Tiéu chuén FDA (Cuc quin Iy Thuc phim va Dugc phdm Hoa K§) hogc FDA 510(k) (FDA Cleared)

+ Ho#c Chimg nhéin CE theo lugt dinh EU dugc T8 chirc chimg nhéin (Notified Body) cip
r

Cai

T
|

!
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Stent chan cb tui phinh
mach mau ndo dang dan
bén, dudmg kinh 2.0mm —
4.0mm

Stent chain cé thi phinh mach néio cho tii phinh cb réng dang dan.

- Chét liéu: céc sgi do nitinol bao quanh 13i platinum tgo nén, dan vao nhau.

- Dudmg kinh khoéng 2.0mm - 4.0mm, ¢ tdi thiéu céc c¥ 2.5mm, 3.0mm, 3.5mm. 4.0mm

- Che phii kim logi bé mat djt stent c6 thé dat dugc mirc 15% - 28%

- 2 dAu loe doan ngén 0.5mm

- Chiéu dai khodng 12mm - 34mm

Tiét khudn

Pat ching nhén:

+ Tiéu chudn FDA (Cyc quén 1y Thyc phim va Dugc phdm Hoa K¥) hodc FDA 510(k) (FDA Cleared)
+ Hoiic Chimg nhén CE theo lut dinh EU duogc T chirc chimg nhén (Notified Body) cép

Céi

354

Stent chiin c6 thi phinh
mach méu ndo dang ludi
¢6 thé dong m& bing tay
cim bén ngoai

Stent chn cé tui phinh mach méu ndo dang ludi c6 thé déng mé biing tay cim bén ngoai
- Chét liéu Nitinol va Tantalum

- Pudmg kinh c6 t8i thiéu c& 1.5mm, 4.5mm

- Chiéu dai c6 t6i thidu c& 32mm

- Tuong thich catheter: 0.017"ho#c 0.021"

Tiét khuén

Pat chimg nhén:

+ 1SO 13485:2016

+ Holic Chimg nhén CE theo luft dinh EU dugc T chire chimg nhén (Notified Body) cép

+ Ho#ic Tiéu chufn FDA (Cuc quén ly Thyc phim va Dugc phim Hoa Ky) hoéic FDA 510(k) (FDA Cleared)

Cai

355

Stent chn c6 tui phinh
mach méu ndo dang dan
bén, dudmg kinh 3.0mm —
5.5mm

Stent chiin c6 tui phinh mach néo ding hd trg chiin coil bit cho thi phinh ¢ rong

- Chét liéu Nitinol

- Dudmg kinh khoéng 3.0mm - 5.5mm, c6 tdi thiéu cic c& 3.5mm, 4.0mm, 4.5mm, 5.5mm

- Kich c& mét luéi khoang 0.8mm - 1.6mm

- Chiu dai khodng 12mm - 35mm

Tiét khuén

Pat chimg nhén:

+ Tiéu chufn FDA (Cuc quén ly Thyc phém va Dugc phdm Hoa Ky) hoic FDA 510(k) (FDA Cleared)
+ Hoiic Chimg nhén CE theo lujt dinh EU dugc T chirc chimg nhén (Notified Body) cép

Cai

356

Stent diéu trj hep mach
méu ndi so dang tw bung

Stent diu trj hgp mach méu néi so tw bung

- Chét lidu Nitinol, phii 16p Fibrin-Heparin

- Pudmg kinh ¢6 tbi thiéu cic c& 3.0mm, 4.0mm, 5.0mm

- Chidu dai c6 t6i thidu c4c ¢ 15mm, 20mm, 25mm, 30mm

- Twong thich véi dng théng gén bong c6 1ong 0.0165"

Tiét khuén

Pat chimg nhén:

+ Tiéu chudn FDA (Cuc quén Iy Thirc phim va Dugc phém Hoa Ky) hodic FDA 510(k) (FDA Cleared)
+ Hoiic Chimg nhdn CE theo luft dinh EU dugc Té chirc chimg nhan (Notified Body) cfp

Cai

10

357

Stent hd trg diu trj phinh
dong mach phén nhénh,
thiét ké hinh vong hoa

Stent hd trg diu trj tii phinh mach n3o & chd phan nhénh

- Chit liéu Nitinol, phu l6p md phéng Glycocalix (HPC)

- Thiét ké stent bén ngodi va gi4 d& vong vuong mién trong thi phinh

- Pudmg kinh c6 t6i thiéu 4mm, dudmg kinh vong vuong mi¢n khoang Smm - 15mm

- Chiéu dai c6 t6i thiéu 15mm

- Tuong thich vi éng théng c6 dudng kinh 1ong 0.021"

Tiét khuén

Pat chimg nhén:

+ Tiéu chun FDA (Cuc quén Iy Thyc phim va Dugc phdm Hoa Ky) hojic FDA 510(k) (FDA Cleared)
+ Hoic Chimg nhén CE theo ludt dinh EU dugc T8 chirc chimg nhén (Notified Body) cdp

Céi
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Stent h3 tr diéu trj tii phinh mach ndo va diing trong hep ndi so
- Chét liéu Nitinol, phi 16p Fibrin - Heparin
- Dutmg kinh khoang 3.0mm - 8.0mm, c6 t6i thiéu céc c& 3.5mm, 4.0mm, 4.5mm, 5.0mm, 5.5mm, 6.5mm
Stent hd trg diéu trj toi - Chidu dai 15mm - 60mm, c6 téi thidu céc c& 15mm, 25mm, 35mm
358 |phinh mach nZo va ding |- Tuong thich vi déng thong c6 dubné kinh Idng khoéng 0.0165" - 0.027" Céi 8
trong hep noi so Tiét khuén |
Pat chimg nhén: 1
+ Tiéu chudn FDA (Cyc quén Iy Thyc phim va Dugc phém Hoa Ky) hotc FDA 510(k) (FDA Cleared)
+ Hofc Chimg nhén CE theo lut dinh EU dugc T8 chirc chimg nhén (Notified Body) céip
%
Stent hd trg didu trj tii phinh mach ILIQO ¢b rong va xo vira ndi so
- Chét ligu Nitinol, phis élép mé phong Glycocalix (HPC)
N - Pudng kinh c6 thi thiéu céc c& 4.0mm, 5.0mm
Sl‘:::;":: o z;“v‘;';“' s |- Chibu dai c6 1 thidu chc e 15mm, 20mm, 25mm, 30mm
359 |Phinhmach ndo vaxoviia | o .0 thich vi éng thong co dudmg kinh long khoang 0.0165" - 0.017" Chi 5
ndi so, c6 phu 16p mé . 2 i
phong Glycocalyx Tigt khuzn
Pat chimg nhén: i
+ Tiéu chudn FDA (Cuc quan 1y Thirc phdm va Dugc phim Hoa Ky) hoéic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhén CE theo luft dinh EU dugc T4 chirc chimg nhén (Notified Body) chp
Stent can thiép mach mau ngoai bién - mach chi, bung bing bong c6 mang boc
- Chét liéu Cobalt Chromijum phii ePTFE
- Dudmg kinh khoang 12.0mm - 24.0mm, cé t8i thiéu céc ¢ 12.0mm, 14.0mm, 16.0mm, 18.0mm, 20.0mm,
Stent can thi€p mach méu  |22.0mm, 24.0mm ;
ngoai bién - mach chy, - Chidu dai khoang 19mm - 59mm, c6 téi thiéu cac c& 19mm, 27mm, 29mm, 37mm, 38mm, 39mm, 48mm,
360 |PunS bing béng c6 mang  |49mm, S8mm, 59mm Cii 05
boc, duomg kinh 12.0mm |- Chiéu dai éng théng 75cm va 120¢m
— 24.0mm, dai 19mm — |- Tuong thich dung cy mé dudmg trong khoang 9Fr - 14Fr
59mm Tiét khuén ;
Dat chimg [lhan: | . .
+ Tiéu chuén FDA (Cuc quén Iy Thyc pham va Dugc phim Hoa Ky) hodc FDA 510(k) (FDA Cleared)
+ Ho#c Chimg nhén CE theo luét dinh EU dugc Té chirc chimg nhén (Notified Body) clp
Stent can thiép mach mau ngoai bién - mach chy, bung bing béng, c6 mang boc dung cho bénh Iy hep dfng
mach chu, budng téng tht phai |
Stent can thiép mach méu |- Chét liéu Platinum, Iridium, 16p phi: ePTFE
ngoai bién - mach chi, - C6 2 logi chu hinh: 8 dwdng zic zéc va 10 dudng zic zic
361 |Pune bing béng, c6 mang |- Dudmg kinh khoang 12.0mm - 30.0mm (mdi buéc ting 2mm), c6 t6i thiéu 10 & cai 4
boc, dwdmg kinh 12.0mm |- Chiéu dai khoang 16mm - 60mm, c6 t6i thidu 9 ¢
— 30.0mm, dai 16mm — |- Ap luc v bong khoéng 2atm - 7atm
60mm Tiét khuén
Dat chimg nhén: ;
+ Tiéu chudn FDA (Cuc quén ly Tl?uc phém va Dugc phdm Hoa Ky) hogic FDA 510(k) (FDA Cleared)
|
Stent can thiép mach méu ngogi bién ding thdng tinh mach gan xubng tinh mach ctra
- Chét liéu Nitinol, pha PTFE |
- Dang ddy bén j
Stent can thiép mach mau | Dudmg kinh tir 8.0mm dén 100mm
ngogi bién, dubng kinh - Chiéu di khodng 60mm - 100mm, c6 toi thiéu céc c& 60mm, 86mm, 100mm
362 ? . - Twong thich dung cy m& dudmg 9Fr, dai 75cm + 10cm Cai 23
8.0mm — 10.0mm, dai "
60mm — 100mm Tigt khudn
Pat chimng nhén:
+ 1SO 13485:2016
+ Hodc Tiéu chuin FDA (Cuc quél;x ly Thye phﬁm va Dugc phﬁm Hoa Ky) ho#ic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhén CE theo luét d‘inh EU dugc T4 chirc chimg nhén (Notified Body) cép
|
Stent can thiép mach méu ngoai bi;én - tinh mach, ty bung diing diéu trj tinh mach chéu, dui
Stent can thiép mach méy | Du‘img kinh khoang 10mm - 20mm, c6 ‘tc")i tl}iéu chc c& 10mm, 12mm, 16mm, 18mm, 20mm
ngoai bién - tinh mach, ty - Ch}éu dﬁ khoang 40"".“ -1160mr'n, c6 t6i thidu cac c 40mm, 80mm, 100mm, 120mm, 160mm
363 |bung, duong kinh 10mm | ?hléu (2‘1 Sng thong tdi thiéu c& ?Ocm hoZc 120cm cii s
—» 20mm, dai 40mm — | ot KDY |
160mm Pat chimg nhén: !
+ 1SO 13485:2016 !
-+ Chimg nhén CE theo luft dinh E‘U duge Té chirc chimg nhén (Notified Body) cp
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Stent can thiép mach mau ngoai bi€n - tinh mach, tw bung
- Chét liéu Elgiloy, 15i Platinum
- Dudmg kinh khoang 5.0mm - 24.0mm
Stent can thiép mach méu |- Chiéu dai khoang 20mm - 145mm
ngoai bién - tinh mach, tw |- Chiéu dai éng théng c6 t4i thiéu c& 75cm, 135cm
364 |bung, dudmg kinh 5.0mm |- Tuong thich dung cu mé dudng 6 - 12F Cai 90
— 24.0mm, dai 20 — - Tuong thich ddy dén 0.035"
145mm Tiét khuén
Dat chimg nhin:
+ Tiéu chun FDA (Cuc quén Iy Thyc phim va Dugc phim Hoa Ky) hogic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhéin CE theo lut dirh EU duoc T chirc chimg nhén (Notified Body) cép
Stent can thiép mach mau ngoai bién bung bing bong
- Chét liéu hop kim Cobait Chromium L605
- Chét liéu bong: Polyamide - Semi Complaint
" - Butmg kinh khoang 5.0mm - 10.0mm, c6 t6i thidu c4c c& 5.0mm, 6.0mm, 7.0mm, 8.0mm, 9.0mm, 10.0mm
Stent can thiép mach mau | o i khoéng 17mm - 57mm, c6 téi thiéu céc c& 17mm, 27mm, 37mm, 47mm, 57mm
ngoai bi€n bung bing X
bong, bing Cobalt - D§ day thanh stent: 120pm
365 i - Tuong thich dung cu mé dwomg 6Fr, 7Fr Cai 10
Chromium, dudng kinh "
. |- Tuong thich ddy dfn: 0.035
5.0mm — 10.0mm, dai .
17eum — $7oam - Hé théng loai OTW
Tiét khuén
Dat chimg nhén:
+ Tiéu chudn FDA (Cuc quén Iy Thyc phim va Dugc phim Hoa Ky) ho#ic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhan CE theo ludt dinh EU dugc T4 chirc chimg nhén (Notified Body) cp
Stent can thiép mach méu ngoai bién bung bing bong
. - Chét liéu Coban - Crom
Stent can thiép mach méu | o o o't o Khioding 5.0mm - 10.0mm, o6 céc c& 5.0mm, 6.0mm, 7.0mm, 8.0mm, 9.0mm, 10.0mm
ngoai bién bung bing . Ser s
? > - Chiéu dai khoang 18mm - 58mm, c6 céc ¢ 18mm, 23mm, 27mm, 28mm, 38mm, 57mm, 58mm
bong, bing Coban - Crom, .
366 - Tuong thich dung cu mé& dudmg 6Fr Céi 35
dudng kinh 5.0mm — .
. Tiét khuén
10.0mm, dai 18mm — .
S8mm Dat chimg nhén:
+ Tiéu chudn FDA (Cuc quén ly Thyc phim va Dugc phim Hoa Ky) hofic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhén CE theo luft dinh EU dugc T4 chirc chimg nhan (Notified Body) cép
Stent can thiép mach mau ngoai bién bung bing bong
- Chéit liéu Cobalt Chromium, pha Silicone
- Pudng kinh khoang 5.0mm - 10.0mm, c6 tdi thiéu cc ¢ Smm, 6mm, 7mm, 8mm, 9mm, 10mm
Stent can thiép mach mau |” Chidu dai khoang 18mm - 78mm, c6 t4i thiéu céc c& 18mm, 28mm, 38mm, 58mm, 78mm
@ @ - Chiu dai éng thong cb t8i thiéu cac c& 90cm, 130cm, 170cm
ngoai bién bung bing .
bong, bing Cobalt - Tuong thich dung cy m& dudmg 6Fr .
367 ’ . - Tuong thich day dan: 0.035" Cai 20
Chromium, dudmg kinh .
. |- Hé thong loai OTW
5.0mm — 10.0mm, dai .
18mm — 78mm Tigt khudn
Pat chimg nhén:
+1S0 13485:2016
+ Hofic Tiéu chun FDA (Cuc quén Iy Thyc phdm va Dugc phim Hoa Ky) hoiic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhén CE theo lujt dinh EU dugc T8 chirc chimg nhin (Notified Body) cép
Stent can thiép mach mau ngoai bién bung bing bong
- Chit liéu thép khong gi
- Chit ligu ng thong phi Hydrophilic
Stent can thiép mach méu | Pudmg kinh khoang 5.0mm - 10.0mm, c6 ti thiéu céc c& Smm, 6mm, 7mm, 8mm, 9mm, 10mm
neoai bién b uﬂ b‘}‘n - Chiéu d4i khoang 17mm - 57mm, c6 t6i thiéu cic c& 17mm, 25mm, 27mm, 37mm, 57mm
368 £oa g bang - Chiéu dai éng théng c6 t6i thiéu c& 75cm, 135cm Cii ’s

bong, dudng kinh 5.0mm
— 10.0mm, dai 17mm —
57mm

- Tuong thich dung cy mé& dudng khodng 6Fr - 7Fr

- Tuong thich ddy dén 0.035"

Ap suit t8i da: 12atm.

Dat chimng nhén:

+ Tiéu chudn FDA (Cuc quan 1y Thyc phdm va Dugc phim Hoa K§) hoic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhan CE theo luat dinh EU dugc T4 chirc chimg nhén (Notified Body) cép
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Stent can thiép mach méu
ngoai bién bung bing béng
c6 mang boc, dudng kinh
5.0mm — 10.0mm, dai
27mm — 58mm, phu 2 16p
ePTFE

Stent can thiép mach méu ngoai bién bung bing béng c6 mang boc

- Chét liéu hop kim Cobalt Chromium, phi 2 16p ePTFE

- Pudng kinh khoéng 5.0mm - 10.0mm

- Chiéu dai khoang 27mm - 58mm

- Chiéu dai éng théng > 120cm

- Tuong thich dung cu mé du'i:mg TFr

Tiét khun

Pat chimg nhén:

+ Tiéu chudn FDA (Cyc quan ly Thu'c phém va Dugc phdm Hoa Ky) hoic FDA 510(k) (FDA Cleared)
+ Ho#ic Chimg nhén CE theo lugt dﬁnh EU dugc T8 chirc chimg nhén (Notified Body) cép

Cai

370

Stent can thi¢p mach méu
ngoai bién bung bing bong
c6 mang boc, dudng kinh
5.0mm — 10.0mm, dai
16mm — 58mm

Stent can thiép mach méu ngoai blén bung bing béng c6 mang boc

- Chét liéu thép khong gi, phu 16p ePTFE

- Bu’(mg kinh khodng 5.0mm - 10. Omm, ¢6 tdi thiéu cac c& 5.0mm, 6.0mm, 8.0mm, 10.0mm
- Chiéu dai khoang 16mm - 58mm, ‘cé t6i thiéu cac c& 16mm, 26mm, 37mm, 38mm, 58mm
- Chidu dai catheter 80cm hogic 135cm

- Ap suit < 12atm |

- Tuong thich dung cu mé& dub'ng khoéng 6Fr - 8Fr

Dat chimg nhén:

+ 1SO 13485:2016 ‘

+ Hogc Tiéu chuén FDA (Cyc quén ly Thuc phém va Dugc phim Hoa Ky) hosic FDA 510(k) (FDA Cleared)
+ Hogic Chimg nhén CE theo lugt dynh EU dugc T4 chirc chimg nhén (Notified Body) cip

Cai

37

Stent can thi¢p mach mau
ngoai bién bung bing béng
c6 mang boc, dudng kinh
5.0mm — 10.0mm, dai
18mm — 58mm

Stent can thiép mach méu ngoai ble!n bung bing béng c6 mang boc ding cho phinh, thing cfip, réch hofic o
dong mach chéu, thén

- Chét liéu Coban - Crom, ph 16p eP'I‘FE

- Dudng kinh khoang 5.0mm - 10. Gmm c6 tdi thidu cac ¢& 5.0mm, 6.0mm, 7.0mm, 8.0mm, 9.0mm, 10.0mm
- Chiéu dai khoang 18mm - 58mm, o6 thi thidu che & 18mm, 22mm, 23mm, 27mm, 28mm, 37mm, 38mm,
57mm, 58mm

- Tuong thich dung cy m& duémg 6Fr 7Fr

Tiét khuén

Pat chimg nhén:

+ Tiéu chufn FDA (Cuc quan ly Thu'c phém va Dugc phdm Hoa Ky) hoic FDA 510(k) (FDA Cleared)

+ Hofic Chimg nhén CE theo lufit d;nh EU duge T chirc chimg nhan (Notified Body) cp

Cai

32

372

Stent can thiép mach méu
ngoai bién tr bung, dudmg
kinh 5.0mm — 10.0mm,
dai 30mm — 180mm

Stent can thiép mach méu ngoai blén ty bung
- Chit ligu hop kim Nitinol
- Budmg kinh kho&ng 5.0mm - 10.0mm

- Chidu dai khoang 30mm - 180mm, c6 t8i thiéu cic c& 30mm, 40mm, 60mm, 80mm, 100mm, 120mm,
150mm, 180mm

- Do day cb téi thiéu c& 170pm
- Tuong thich dung cy mé duémg 6Fr
- Tuong thich day din: 0.035"
Tiét khudn

Pat chimg nhan

+ Tiéu chun FDA (Cyc quan ly Thuc phém va Duge phim Hoa Ky) hogic FDA 510(k) (FDA Cleared)
+ Hoiic Chimg nhén CE theo lufit dmh EU duge T4 chirc chimg nhéin (Notified Body) cép

Cai

373

Stent can thi¢p mach méu
ngoai bién ty bung, dudng
kinh 7.0mm — 10.0mm,
dai 30mm — 80mm

Stent can thiép mach méu ngoai bién tw bung

- Chét liéu: Nitinol, phu Silicone

- Dudmg kinh khoéng 7.0mm - 10.0mm

- Chiéu dai kboang 30mm - 80mm |

- Chiéu dai éng thong c6 t6i thiéu 70cm, 120cm

- Tuong thich ddy din: 0.035" |

- Hé théng loai OTW

Tiét khuén

Pat chimg nhén: |

+ Tiéu chuin FDA (Cuc quén 1y Thyc phém va Dugc phim Hoa Ky)
+ Chimg nhén CE (Chéu Au)

Cai

30
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Stent can thi¢p mach méau
ngoai bién ty bung, duwong
kinh 4.0mm — 7.0mm, dai
20mm — 200mm

Stent can thiép mach méu ngoai bién ty bung

- Chét ligu Nitinol, phu Silicone

- Pudmg kinh khoang 4.0mm - 7.0mm, ¢ t6i thiéu céc c& 4.0mm, 5.0mm, 6.0mm, 7.0mm
- Chiéu dai 20mm - 200mm, c6 t8i thiéu cic c 80mm, 100mm, 120mm, 200mm
- Chiéu dai éng théng c6 téi thiéu ¢ 90cm, 135cm

- Tuong thich day dfn 0.018"

- Hé théng loai OTW

Tiét khudn

Pat chimg nhén:

+ Tiéu chudn FDA (Cuc quan Iy Thyc phim va Dugc phim Hoa Ky)

+ Chimg nhéin CE (Chéu Au)

Cai

27

375

Stent can thiép mach méau
ngogi bién ty bung, dudmg
kinh 5.0mm — 14.0mm,
dai 20mm — 120mm

Stent can thi€p mach méu ngoai bién ty bung

- Chét ligu Nitinol

- Puémg kinh khoéng 5.0mm - 14,0mm, c6 tbi thiéu c&c c& 5.0mm, 6.0mm, 8.0mm, 10.0mm, 14.0mm
- Chidu dai khoang 20mm - 120mm, c6 t6i thiéu c4c c& 20mm, 40mm, 60mm, §0mm, 100mm, 120mm
- Tuong thich dung cy m& dudng 6Fr

- Tuong thich diy din 0.035"

Tiét khudn

Pat chimg nhén:

+ Tiéu chudn FDA (Cuc quan 1y Thyc phim va Dugc phim Hoa Ky)

+ Chimg nhén CE (Chéu Au)

Cai

12

376

Stent can thiép mach méu
ngoai bién ty bung, dudng
kinh 5.0mm — 7.0mm, dai
20mm — 250mm

Stent can thiép mach méu ngoai bién tyr bung

- Chét liéu Nitinol

- Pudmg kinh khodng 5.0mm - 7.0mm, c6 téi thiu c4c c& 5.0mm, 6.0mm, 7.0mm

- Chiéu dai khoang 20mm - 250mm, c6 t3i thiéu céc c& 20mm, 80mm, 100mm, 120mm, 150mm
- Chidu dai dng thong: 80cm hozc 135cm

- Tuong thich ddy dén 0.035"

Tiét khuén

Pat chimg nhén:

+ Tiéu chudn FDA (Cuc quén ly Thyc phim va Dugc phim Hoa Ky)

+ Hofic Chimg nhéin CE (Chdu Au)

Cai

12

377

Stent can thiép mach méu
ngoai bién tir bung, duong
kinh 5.0mm — 7.0mm, dai
30mm — 200mm

Stent can thiép mach mau ngoai bién ty bung

- Chét ligu Nitinol, phu Silicone

- Pudmg kinh khoang 5.0mm - 7.0mm, c6 téi thiéu cdc c& 5.0mm, 6.0mm, 7.0mm
- Chiéu dai khoang 30mm - 200mm, c6 t&i thiéu c4c ¢ 30mm, 80mm, 120mm, 200mm
- Chiéu dai éng théng c6 tdi thiéu c& 90cm, 135cm

- D day 140pm

- Tuong thich ddy dén 0.035"

Tiét khuén

Pat chimg nhén:

+ Tiéu chudn FDA (Cuc quén ly Thyc phim va Dugc phim Hoa Ky)

+ Ho#ic Chimg nhén CE (Chéu Au)

Cai

35

378

Stent can thi¢p mach méu
ngoai bién ty bung, dudng
kinh 5.0mm — 8.0mm, dai
20mm — 200mm

Stent can thi¢p mach mau ngoai bién ty bung

- Chét liéu Nitinol

- Dudmg kinh khodng 5.0mm - 8.0mm, c6 téi thiéu cac c& 5.0mm, 6.0mm, 7.0mm, 8.0mm
- Chiéu dai 20mm - 200mm, ¢6 t6i thiéu c4c ¢ 60mm, 80mm, 100mm, 120mm, 150mm

- Chiéu dai éng thdng 75cm, 130cm

- Tuong thich dung cu mé dudng 6Fr

- Tuong thich déy dén 0.035"

Tiét khuén

Pat ching nhén:

+ Tiéu chudn FDA (Cuc quén Iy Thyc phim va Duge phém Hoa Ky¥)

Cai

20

379

Stent can thi¢p mach méu
ngoai bién ty bung, duong
kinh 7.0mm — 10.0mm,
dai 20mm — 100mm

Stent can thiép mach méu ngoai bién ty bung

- Chét liéu hop kim Nickel - Titanium

- Dudng kinh khoang 7.0mm - 10.0mm, c6 t3i thiéu c4c c& 7.0mm, 8.0mm, 9.0mm, 16mm

- Chiéu dai khoang 20mm - 100mm, ¢c6 téi thiéu c4c c& 20mm, 30mm, 60mm, 80mm, 100mm
- Chiéu dai ng théng 80cm hogic 135cm

- Tuong thich day din 0.035"

Tiét khuén

Pat chimng nhén:

+1S0 13485:2016

+ Hotc Tiéu chuén FDA (Cuc quan ly Thyc phim va Dugc phdm Hoa Ky) hoc FDA 510(k) (FDA Cleared)

+ Ho#c Chimg nhéin CE theo ludt dinh EU dugc T4 chirc chimg nhén (Notified Body) cﬁp

Cai
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Stent can thi¢p mach méau
ngoai bién ty bung ¢
mang boc, dudmg kinh
6.0mm — 9.0mm, dai
40mm — 80mm

|
Stent can thiép mach méu ngoai bién {tu bung cé mang boc
- Chét liéu Nitionol, phti Polytetrafluoroethylen
- Chét ligu Catheter phu Hydrophilic ‘
- Pudmg kinh khoéng 6.0mm - 9. OM, t8i thidu c6 céc c& 6.0mm, 7.0mm, 8.0mm, 9.0mm
- Chiéu dai khoang 40mm - 80mm, c6 t4i thiéu cc c& 40mm, 60mm, 86mm
- Tuong thich dung cy m& dudng 9Fr
- Tuong thich diy din 0.035" |
Tiét khuén
Pat chimg nhén:
+ Tiéu chuén FDA (Cuc quén ly Thyc phﬁm va Dugc phﬁm Hoa Ky) hogic FDA 510(k) (FDA Cleared)
+ Hoaic Chimg nhén CE theo lujt dinh EU dugc T chirc chimg nhéin (Notified Body) clp

Cai

381

Stent can thi§p mach méu
ngoai bién ty bung cd
mang boc, dudmg kinh
6.0mm — 10mm, dai >
30mm

Stent can thiép mach méu ngoai blénl tw bung ¢6 mang boc ding diéu trj trong tén thuong hep ndi - ngoai vi &
bénh nhén ghép AVVaAVrogi |

- Chét ligu Nitinol, phi ePTFE

- Budmg kinh khoang 6.0mm - 10mm, ¢6 tdi thidu céc c& 6.0mm, 7.0mm, 8.0mm, 9.0mm, 10.0mm

- Chidu dai > 30mm ?

- Chiéu dai ng théng 80cm hofic lZOcm

Tiét khudn

Pat chimg nhén:

+1SO 13485:2016

+ Hofic Tiéu chudn FDA (Cuc quan Iy Thyc phim va Dugc phim Hoa Ky) hofic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhén CE theo ludt du?h EU dugc T chirc chimg nhén (Notified Body) cép

Cai

382

Stent can thi¢ép mach mau
ngoai bi€n ty bung, duéng
kinh 6.0mm — 8.0mm, dai
20mm — 150mm

Stent can thiép mach méu ngoai biél% ty bung
- Chét liéu hop kim Nickel Tltamum‘ phu Carbon, khéng phu Polymer
- Budmg kinh khoang 6.0mm - 8.0mm, c6 téi thiéu céc c& 6.0mm, 7.0mm, 8.0mm
- Chidu dai khoing 20mm - 150mm,
- Chiéu dai éng thong c6 t6i thidu c& 85cm, 135cm
- D ddy 190um |
- Tuong thich dung cy mé duomg 6Fr
- Tuong thich déy din 0.035"
Tigt khudn :
Dat chimg nhén:
+1SO 13485:2016
+ Hofic Tiéu chufin FDA (Cyc quan Iy Thyc phim va Dugc phim Hoa Ky)
+ Ho#c Chimg nhén CE (Chéu Au)

Cii

383

Stent can thiép mach méu
ngoai bién ty bung c6
mang boc, dudng kinh
9.0mm — 12mm, dai
20mm — 100mm

Stent can thi¢p mach mau ngoai bién tir bung c6 mang boc ding trong djng mach chiu
- Chét ligu: Hop kim Nickel Tltamum, phu Bio

- Dudmg kinh khoang 9mm - 12mm’

- Chiéu dai khoang 20mm - 100mm

- Chiéu dai thén éng théng 85cm va 135cm

- Tuong thich dyng cu m& dudng 6Fr

- Tuong thich ddy dén 0.035"
Tiét khudn

Pat chimg nhén

+ Tiéu chuén FDA (Cyc quin ly Thuc phém va Dugc phdm Hoa Ky)
+ Hoic Chimg nhén CE (Chéu Au)\

Cai

384

Stent can thiép mach méu
ngoai bién phu thubc
Paclitaxel, dudmg kinh
6.0mm — 7.0mm, dai
40mm — 150mm

Stent can thiép mach méu ngoai bién ty bung, phti thubc Paclitaxel
- Chét ligu Nitinol 5

- Dudmg kinh khoéng 6.0mm - 7. Omm ¢6 thiéu ¢ 6mm, 7mm

- Chiéu dai khoang 40mm - 150mm

- Chidu dai éng thong c6 t6i thiéu cb 75cm; 130cm

- Tuong thich dung cu mé dudng 6Fr

- Tuong thich ddy ddn 0.035" |

Tiét khuén

Dat chimg nhén: ‘

+ Tiéu chuin FDA (Cyc quan ly 'I’hu'c phém va Dugc phém Hoa Ky) hogic FDA 510(k) (FDA Cleared)
+ Chimg nhén CE theo ludt dinh EU dugc Té chirc chimg nhén (Notified Body) clip

Céi

30

385

Stent can thiép mach vanh,
¢6 mang boc, dudng kinh
2.5mm — 5.0mm, pha
Silicone

Stent can thiép mach vanh, c6 mdng boc

- Chét ligu Semi - Crystalline Co - Polymer 16p phu Silicone

- Lép mang bing Electrospun Polyurethane

- Dudng kinh khoéng 2.5mm - 5. Omm ¢6 t6i thiéu cac ¢& 2.5mm, 3.0mm, 3.5mm, 5.0mm

- Chiéu di khoang 15mm - 26mm, ¢6 t6i thidu 3 c&r

- Ap lwc vy bong > 14atm !

Tiét khuén

Pat chimg nhén:

+ Tiéu chufn FDA (Cyc quén 1y Thuc phém va Dugc phdm Hoa K§) hoiic FDA 510(k) (FDA Cleared)
+ Chimg nhén CE theo lufit dinh EU dugc Té chirc chimg nhgn (Notified Body) cép

Cai

\
|
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Stent can thiép mach vanh, c6 mang bec
- Stent bing hgp kim CoCr, phit mét 16p méng boc ePTFE
Stent can thiép mach vanh, |” Dudng kinh khoang 2.5mm - 5.0mm
c6 mang boc, dudmg kinh |~ Day 89 & 25um R
386 2.5mm — § ;)mm i - Tuong thich dung cu m& dudmg 5Fr Céi 3
. . , phu .
oPTFE Tiét khuén
Dat chimg nhén:
+ Tiéu chudn FDA (Cuc quén ly Thyc phim va Dugc phim Hoa Ky) hoéic FDA 510(k) (FDA Cleared)
+ Hoic Chimg nhén CE theo luat dinh EU dugc Té chirc chimg nhan (Notified Body) cép
Stent djng mach canh 2 16p
- Chét liéu: Nitinol, phii 16p lwéi PET
Stentdong machcinh2  |* Pudng kinh khoang 6.0mm - 10.0mm, c6 tdi thiéu céc c¢& 6.0mm, 7.0mm, 8.0mm
l6p, dutmg kinh 6.0mm — |" Chiéu dai khoang 20mm - 60mm, c6 t5i thiéu 4 c&
387 ) O.EJmm dai 20mr‘n . - Twong thich sheath 6F va dy dén 0.014" Céi 35
omm Tiét khuén
Pat chimg nhén:
+ Tiéu chudn FDA (Cuc quén Iy Thyc phim va Dugc phim Hoa Ky) hogic FDA 510(k) (FDA Cleared)
+ Hoc Chimg nhén CE theo lufit dinh EU dugc Té chirc chimg nhan (Notified Body) cép
Stent dong mach canh ty bung diéu trj hgp dong mach canh ngoai so
- Chét liéu bing hop kim
Stent d6ng mach canh ty |- Du’ééng kinh khoang 6.0mm - 10.0mm, c6 t8i thiéu céc ¢& 6.0mm, 7.0mm, 9.0mm, 10.0mm
bung, biing Nitilol, dudng |- Chidu dai > 20mm .
388 |inh 6.0mm — 10.0mm,  |Tiét khudn cai 20
dai > 20mm Pat chimg nhén:
+ Tiéu chuéin FDA (Cuc quén 1y Thyc phim va Dugc phédm Hoa Ky) hogic FDA 510(k) (FDA Cleared)
+ Ho@ic Chimg nhén CE theo ludt dinh EU dugc T4 chirc chimg nhén (Notified Body) cﬁp
Stent dong mach canh tyr bung
- Chét liéu Nitinol
- Ong thong gén stent twong thich véi ddy dén 0.014"
Stent dgng mach canh tw  |" Bufrng kinh khoang Smm - 10mm, c6 t3i thiu c& Smm
389 |bung, dudng kinh Smm — |- D21 Khoang 20mm - 40mm céi 5
2 B8 m :
10mm, d&i 20mm — 40mm | L1t khudn
' Pat chimg nhén:
+1SO 13485:2016
+ Hofic Tiéu chudn FDA (Cuc quén ly Thyc phim va Dugc phim Hoa Ky) hosic FDA 510(k) (FDA Cleared)
+ Hozc Chimg nhén CE theo luat dinh EU dugc Té chirc chimg nhén (Notified Body) cﬁp
Stent dong mach canh tw bung, mét ludi
- Chét liéu Nitinol
- Ong thong gén stent twong thich véi ddy dén 0.014"
- Khung gi4 d3 gdm 02 logi: thing va hinh nén (Tapering) phit hgp véi dong mach canh
Stent déng mach cinh ty |- Khung thing: dudng kinh khoang 6.0mm - 10.0mm, dai khodng 20mm - 60mm
390 bung, dudng kinh 6.0mm |- Khung hinh nén c6 2 logi: dudng kinh 2 diu to nhé logi 8mm - 6mm va logi 10mm - 7mm img v6i chiu dai Cai 10

— 10.0mm, dai 20mm —
60mm

stent 1a 30mm va 40mm

Tiét khudn

Pat ching nhén:

+ 1SO 13485:2016

+ Hoic Tiéu chuén FDA (Cyc quan ly Thyc phdm va Dugc phim Hoa Ky) hosic FDA 510(k) (FDA Cleared)
+ Hoic Chimg nhéin CE theo lujt dinh EU dugc Té chirc chimg nhin (Notified Body) cép
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391

Stent djng mach khong cé
mang boc, nong bing
béng, dai 13mm — $7mm

1
Stent déng mach khong c6 mang boc nong bing béng ding cho ddng mach chi, dfng mach phdi, mach méu
ngoai bién
- Stent bing hop kim Cobalt Chrome
- Dudmg kinh nong ti da 1én dén 32mm
- Chiéu dai khoang 13mm - s7mm, lc6 thi thidu céc c&: 13mm, 17mm, 21mm, 26mm, 30mm, 35mm, 39mm,
43mm, 48mm, 57mm
- Tuong thich dung cy mé dudng 7Fr, 8Fr, 10Fr
Tiét khufn !
Dat chimg nhén: )
+1S0O 13485:2016 l
+ Hotc Tiéu chuén FDA (Cuc quxin ly Thye phim va Dugc phém Hoa Ky) hofic FDA 510(k) (FDA Cleared)
+ Hoiic Chimg nhéin CE theo lugt d’nh EU duoc T8 chirc chimg nhén (Notified Body) cdp

Cai

10

392

Stent d6ng mach thén bung
bing bong, dudng kinh
4.5mm — 7.0mm, dai
12mm — 19mm

I
I

Stent d3ng mach than bung bing bﬁng
- Chét liéu Cobalt Chromium, pht Slllcone
- Pudng kinh khoang 4.5mm - 7. Omm ¢6 téi thidu c4c c¢& 4.5mm, 5.0mm, 6.0mm, 7.0mm
- Chidu dai khoing 12mm - 19mm,’cé ti thiéu chc c& 15mm, 19mm
- Chiku dai éng thong co6 ti thiéu cir 140cm
- Tuong thich déy dn 0.014"
Tiét khuén 1
Dat chimg nhén: |
+ Tiéu chuin FDA (Cyc quin Iy Thyc phém va Dugc phém Hoa Ky) hoic FDA 510(k) (FDA Cleared)
+ Hogic Chimg nhan CE theo lufit dmh EU dugc T4 chirc chimg nhan (Notified Body) cip

Cai

393

Stent dong mach thén bung
bing bong, dwomg kinh
4.0mm — 7.0mm, dai
14mm — 19mm

Stent djng mach thén bung bing béng

- Pudmg kinh khoéng 4.0mm - 7. Omm, ¢6 téi thiéu cac ¢ 4.0mm, 5.0mm, 6.0mm, 7.0mm

- Chiéu dai khoang 14mm - l9mm,‘ ¢6 téi thiéu céc c& 14mm, 15mm, 18mm, 19mm

- Chidu dai cbng thong c6 t6i thiéu c& 90cm, 150cm

- Tuong thich dung cu mé& dudmg khoéng 5Fr- 6Fr

- Tuong thich day din 0.018" |

Tiét khuén [

Dat chimg nhén: |

+ Tiéu chufin FDA (Cuc quén Iy Thyc phdm va Duge phém Hoa K¥) hogic FDA 510(k) (FDA Cleared)

+ Hoic Chimg nhén CE theo lufit dmh EU dugc T8 chirc chimg nhén (Notified Body) cép
F

Cai

12

394

Stent dong mach vanh phu

thuéc Amphilimus, dudong

kinh 2.5mm — 4.5mm, dai
13mm — 46mm

Stent dong mach vanh pha thudc Amphlhmus
- Chét lidu: Hop kim Cobalt Chrommm (CoCr), khong phi Polymer
- D6 day khung gia d& khodng 70pm 80pm

- Pudmg kinh khoang 2.5mm - 4.5mm, c6 t8i thiéu céc c: 2.5mm, 2.75mm, 3.0mm, 3.5mm, 4.0mm, 4.5mm
- Chiéu dai khoang 13mm - 46mm, ¢6 t&i thidu cac c&: 13mm, 16mm, 20mm, 26mm, 33mm, 40mm, 46mm
Tiét khudn

Pat chimg nhan:
+ Tidu chuén FDA (Cuc quan Iy Thuc phém va Dugc phim Hoa Ky) hofic FDA 510(k) (FDA Cleared)
+ Ho#ic Chimg nhén CE theo ludt dmh EU duge T8 chirc chimg nhén (Notified Body) cép

Cai

50

395

Stent d§ng mach vanh phu
thudc Biolimus, dudng
kinh 2.25mm — 4.0mm,
dai 9mm — 36mm, bing
Cobalt Chromium

|
Stent dgng mach vanh phu thudc Blohmus
- Chét liéu Cobalt Chromium (CoCr)
- Dudng kinh khoéng 2.25mm - 4. Omm c6 téi thidu cac c& 2.25mm, 2.75mm, 3.0mm, 3.5mm, 4.0mm
- Chiéu déi khoang 9mm - 36mm, cé téi thiéu céc ¢ 9mm, 19mm, 24mm, 29mm, 33mm, 36mm
Tiét khuin |
Dat chimg nhén: |
+ Tiéu chuén FDA (Cyc quan ly Thuc phém va Dugc phdm Hoa Ky) hofic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhén CE theo luft dmh EU dugc T4 chirc chimg nhén (Notified Body) cép

Céi

20
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Stent dong mach vanh pha thudc Biolimus
. |- Chit ligu Cobalt Chromium (CoCr), phti Polymer
lsl:gz‘:fi';’fi:z:h d‘f:: PR | ome kinh khodng 2.25mm - 4.0mm, 6 t8i thiéu céc c& 2.25mm, 2.5mm, 3.0mm, 3.5mm, 4.0mm
» CUOME 1. Chidu dai khoang 9mm - 36mm, c6 t6i thiéu cac c 9mm, 19mm, 29mm, 33mm, 36mm
kinh 2.25mm — 4.0mm, N . .
396 | ,.. : - b day khoang 88 - 90pm Céi 250
dai 9mm — 36mm, bang .
- " Tiét khuén
Cobalt Chromium, phu . a
Polymer Dat chimg phan:
+ Tiéu chufin FDA (Cuc quén ly Thyc phém va Dugc ph5.m Hoa Ky) hodic FDA 510(k) (FDA Cleared)
+ Hojic Chimg nhan CE theo lujt dinh EU dugc T8 chirc chimg nhén (Notified Body) cfp
Stent déng mach vanh phii thudc Everolimus
- Chét lidu Cobalt Chromium (CoCr)
Stent djng mach vanh phi |- BPudng kinh khoang 2.0mm - 4.0mm, c6 t6i thidu céc c¥ 2.0mm, 2.5mm, 2.75mm, 3.0mm, 3.5mm, 4.0mm
thubc Everolimus, duomg |- Chidu dai khoang 8mm - 38mm, c6 tdi thiéu cc c¢& 8mm, 15mm, 23mm, 28mm, 38mm
397 |kinh 2.0mm — 4.0mm, dai |- B§ day khoéng 81pm - 82um Céi 250
8mm — 38mm, béng Tiét khuén
Cobalt Chromium Pat chimg nhén: .
+ Tiéu chudn FDA (Cyc quén ly Thyc phim va Dugc phim Hoa Ky) hofic FDA 510(k) (FDA Cleared)
+ Hoic Chimg nhan CE theo ludt dinh EU dugc T8 chirc chimg nhin (Notified Body) clp
Stent dong mach vanh phi thuéc Everolimus
- Chét liéu Cobalt Chromium (CoCr), phii Polymer
Stent dgng mach vanh phi |- Dudmg kinh khodng 2.0mm - 4.5mm, c6 ti thiéu céc c& 2.0mm, 2.25mm, 3.0mm, 3.25mm, 4.0mm, 4.5mm
thudc Everolimus, dwdng |- Chiéu dai khoang 8mm - 48mm, c6 t8i thiéu céc c¥ 8mm, 23mm, 28mm, 33mm, 38mm, 44mm, 48mm
308 kinh 2.0mm — 4.5mm, dai |- D day khoing 60pm - 85um chi 60
8mm — 48mm, bing Tiét khuén
Cobalt Chromium, phi Dat chimg nhén:
Polymer + 1SO 13485:2016
+ Hofic Tiéu chun FDA (Cuc quén Iy Thyc phim va Dugc phém Hoa Ky) hofic FDA 510(k) (FDA Cleared)
+ Holic Chimg nhan CE theo lujt dinh EU dugc T chirc chimg nhan (Notified Body) cdp
Stent dong mach vanh phi thuéc Everolimus
- . |- Chét ligu Cobalt Chromium (CoCr), phii Polymer
steat dong mach vah Ph | gy ime kinh Khoing 2.0mim - 5.0mm, ¢ tbi thidu céc o3 2.25mm, 2.75mm, 3.0mm, 3.5mm, 4.0mm
’ € |- Chiéu dai khoang 8mm - 48mm, c6 t4i thiéu céc c& 8mm, 15mm, 23mm, 28mm, 33mm, 38mm, 48mm
kinh 2.0mm — 5.0mm, dai . ;
399 . - B day khoang 0.081pm - 0.082pm Cai 250
8mm — 48mm, bang . x
. . Tiét khuan
Cobalt Chromium, phu . A,
Polymer Pat chirng nhén: .
+ Tiéu chufn FDA (Cuc quén Iy Thyc phm va Dugc phdm Hoa Ky) hogc FDA 510(k) (FDA Cleared)
+ Hodic Chimg nhén CE theo ludt dinh EU dugc T6 chirc chimg nhén (Notified Body) clp
Stent dong mach vanh phii thuéc Everolimus
- Chét li¢u Platinum Chromium (PtCr), phu Polymer
Stent dong mach vanh phi |- Dudng kinh khoéng 2.25mm - 5.0mm, c6 t8i thiéu cc ¢ 2.25mm, 2.5mm, 2.75Smm, 3.0mm, 3.5mm,
thubc Everolimus, dudmg  [4.0mm, 5.0mm
400 |Kinh2.25mm — 5.0mm, - Chiéu dai khoang 8mm - 48mm, c6 tdi thiu cc c& 8mm, 20mm, 28mm, 38mm, 48mm cii 600

dai 8mm — 48mm, béng
Platinum Chromium, phu
Polymer

- D6 day khoang 74um - 81um, c6 tdi thidu 3 c&

Tiét khudn

Pat chimg nhén:

+ Tiéu chudn FDA (Cuc quén Iy Thyc phim va Dugc phdm Hoa Ky) hosic FDA 510(k) (FDA Cleared)
+ Hodic Chimg nhén CE theo lugt dinh EU dugc Té chirc chimg nhén (Notified Body) cép
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Stt Tén danh myc Dic tinh ky thujt tinl:, 1156 lwgng
Stent dong mach vinh phi thubc Everolimus
. |- Chét 1iéu Platinum Chromium (PtCr) phii Polymer ty tiéu
tsl:e‘é“ ‘g’“g “l‘.“h Vi"hb:h“ - Puomg kinh khong 3.5mm - 4.5mm, c6 t6i thiéu céc & 3.5mm, 4.5mm
ubc Everolimus, QuOne | Chidu dai khoing 8mm - 32mm, o6 t6i thidu chc c& 8mm, 16mm, 24mm, 32mm
kinh 3.5mm — 4.5mm, dai .
401 s - Khung stent c6 12 dinh Céi 50
8mm — 32mm, bing
. . Tiét khuéin
Platinum Chromium, phi h :
Polymer Dat chimg nhén: \
+ Tiéu chuén FDA (Cuc quén ly Thyc phdm va Duge phém Hoa Ky) hotic FDA 510(k) (FDA Cleared)
+ Ho#ic Chimg nhgn CE theo lufit dmh EU dugc Té chirc chimg nhén (Notified Body) cép
\
Stent d6ng mach vanh phii thue Novollmus
. . |- Chét liéu Cobalt Chromium (CoCr) phi 2 16p Polymer t tidu
Stent dgng mach venh phi | py e yjnh khodng 2.25mm - 3.5mm, c6 1 thiéu cée ¢ 2.25mm, 2.5mm, 3.0mm, 3. Smm
thuéc Novolimus, c6 khép
mé. duone kinh 2.25mm. |* Chiéu dai > 14mm, c6 tdi thiéu 6 cb
402 |M% CuOME XA S - Thoi gian khop ndi ty mo> 6 théng Cai 100
— 3.5mm, dai > 14mm,
: . Tiét khuén
bing Cobalt Chromium,
phis 2 16p Polymer ty tiéu |2 Chim8 nhén:
+ Tiéu chuin FDA (Cuc quan ly Thuc phém va Dugc phdm Hoa Ky) hoic FDA 510(k) (FDA Cleared)
+ Hodc Chimg nhéin CE theo luft dmh EU dugc Té chirc chimg nhin (Notified Body) cép
Stent dong mach vanh phit thubc Novolimus
. |- Chét tiéu Cobalt Chromium (CoCr), phit Polymer
tsl:zg:;ﬁ:fo?i];:llv:ﬁ::hu - Pudmg kinh khoang 2.25mm - 3. 5mm, ¢6 téi thidu cac ¢ 2.25mm, 2.5mm, 2.75mm, 3.0mm, 3.5mm
» QUON | ~hidu dai khoang 14mm - 38mm, c6 t6i thiéu cac c& 14mm, 28mm, 23mm, 32mm, 38mm
kinh 2.25mm — 3.5mm, ( .
403 . . - D) day khoang 81pym - 82um Cai 80
dai 14mm — 38mm, bing | 2 ,
. | Tiét khuén i
Cobalt Chromium, phi
Polymer Pat chimg nhén:
+ Tiéu chuéin FDA (Cyc quén Iy Thyc phim va Dugc phédm Hoa Ky) hoiic FDA 510(k) (FDA Cleared)
+ Ho#ic Chitng nhén CE theo luft dmh EU dugc T chirc chimg nhin (Notified Body) chp
\
\
Stent dong mach vanh phi thuée I{idal’orolimus
- Chét liéu Cobalt Chromium (CoGr), phu Carbosil, PBMA
Stent dpng mach vanh phi |- Budng kinh khodng 2.25mm - 4. Omm cb téi thidu cac c¥ 2.5mm, 2.75mm, 3.0mm, 3.5mm, 4.0mm
thuéc Ridaforolimus, - Chidu dai khoang 8mm - 44mm, c6 t8i thiéu c&c c& 8mm, 20mm, 24mm, 33mm, 38mm, 44mm
404 dudng kinh 2.25mm — - D6 day khoang 40pm - 90um Céi 80
4.0mm, dai 8mm — - Dang chit Z, chir W !
44mm, bing Cobalt Tiét khuén
Chromium, phii Polymer | Pat chimg nhén:
+ Tiéu chuéin FDA (Cyc quan ly Thue phém va Dugc phém Hoa Ky) hodc FDA 510(k) (FDA Cleared)
+ Hogc Chimg nhén CE theo luft dmh EU dugc T8 chirc chimg nhén (Notified Body) cép
Stent dng mach vanh phi thudc Sirolimus
- Chét liéu Cobalt Chromium (CoCr), phii Polymer phén hiy sinh hoc Polyactide (PLA).
Sle:}t dong mach vanh phi |- V6i khoang mét trigu 15 nho li ti trén mbi cm2 dién tich
thuée Sirolimus, dudng - Pudmg kinh khoéng 2.0mm - 4. Omm 6 ti thidu céc ¢& 2.0mm, 2.5mm, 2.75mm, 3.0mm, 3.5mm, 4.0mm
405 kinh 2.0mm — 40mm dai |- Chiéu dai khodng 8mm - 40mm, c6 t6i thidu céc cr 8mm, 16mm, 18mm, 21mm, 24mm, 32mm, 40mm Cai 100
8mm — 40mm, béing - D9 ddy 68um ho#c 79um !
Cobalt Chromium, phit | Tiét khuén
Polymer Dat chimg nhén:
+ Tiéu chuéin FDA (Cuc quan ly Thu'c phém va Dugc phém Hoa Ky) hosic FDA 510(k) (FDA Cleared)
+ Hoiic Chitng nhén CE theo ludt d|nh EU dugc T4 chirc chimg nhén (Notified Body) cép
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Stt Tén danh myc Dic tinh k§ thufit tinh S6 lugng
Stent dong mach vanh phi thudc Sirolimus
- Chét liéu Cobalt Chromium (CoCr)
Stent djng mach vanh phu |- Pudng kinh khoéng 2.0mm - 4.0mm, c t6i thidu céc c& 2.0mm, 2.5mm, 2.75mm, 3.0mm, 3.5mm, 4.0mm
thudc Sirolimus, dudmg |- Chidu dai khoang 9mm - 38mm, c6 t8i thiéu céc ¢ 9mm, 16mm, 19mm, 24mm, 28mm, 32mm, 38mm
406 |kinh 2.0mm — 4.0mm, dai |- D ddy c6 téi thiéu cic c& S5um, 65pm Céi 80
9mm — 38mm, bing Tiét khudn
Cobalt Chromium Dat chimg nhén:
+ Tiéu chudn FDA (Cuc quén Iy Thyc phim va Dugc phim Hoa Ky) hoic FDA 510(k) (FDA Cleared)
+ Hoiic Chimg nhan CE theo ludt dinh EU dugc T8 chirc chimg nhén (Notified Body) cdp
Stent dong mach vanh phii thuc Sirolimus
- Chét li¢u Cobalt Chromium (CoCr), phii Polymer 3 thanh phén
Stent dong mach vanh phu |- Pudmg kinh khoang 2.0mm - 4.5mm, 6 téi thiéu c&c c& 2.0mm, 2.5mm, 2.75mm, 3.0mm, 3.5mm, 4.0mm,
thubc Sirolimus, dudng ~ |4.5mm
kinh 2.0mm — 4.5mm, dai |- Chiéu dai khoang 8mm - 48 mm .
407 lamm — 48mm, bing |- DO day < 60pm Céi 100
Cobalt Chromium, phi  [Tiét khuén
Polymer 3 thanh phén Dat chimg nhén:
+ Tiéu chudn FDA (Cuc quén Iy Thyc phim va Dugc phim Hoa Ky) hojic FDA 510(k) (FDA Cleared)
+ Hogic Chimg nhén CE theo lut dinh EU dugc T4 chirc chimg nhén (Notified Body) cﬁp
Stent dong mach vanh phii thuc Sirolimus
- Chét ligu Cobalt Chromium (CoCr), phi Polymer
Stent dgng mach vanh phis ;?:1:.8 kinh khoédng 2.0mm - 4.5mm, c6 t5i thiéu céc c& 2.0mm, 2.5mm, 2.75mm, 3.0mm, 3.5mm, 4.0mm,
23“& Sirolimus, dutng | '~ 4ai khoang 9mm - 49mm, c6 téi thidu che c& 9mm, 14mm, 19mm, 24mm, 29mm, 34mm, 39mm,
408 inh 2.0mm — 4.§mm. dai 49mm Cai 30
9mm — 49mm, bang - D§ day khoang 75um - 85pm
Cobalt Chromium, phu . :
Polymer Tigt kh’u an
Pat chimg nhén:
+ Tiéu chudn FDA (Cyc quén Iy Thyc phim va Dugc phim Hoa K¥) hoiic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhén CE theo lujt djnh EU dugc Té chirc chimg nhan (Notified Body) clp
Stent dng mach vanh phi thudc Sirolimus
- Chét li¢u Cobalt Chromium (CoCr), phii Polymer
Stent dong mach vanh phii |- Dudmg kinh khoang 2.25mm - 4.0mm, c6 t8i thiéu céc ¢ 2.25mm, 2.5mm, 2.75mm, 3.0mm, 3.5mm, 4.0mm
thubc Sirolimus, duémg |- Chidu dai khoang 13mm - 58mm, c6 téi thiéu cic c& 13mm, 16mm, 19mm, 23mm, 29mm, 33mm, 38mm,
409 kinh 2.25mm — 4.0mn_1, 48mm, 58mm Céi 150
dai 13mm — 58mm, bing |- D) day khodng 75pm - 80pm
Cobalt Chromium, phit  |Tiét khuén
Polymer Dat chimg nhén:
+ Tiéu chuin FDA (Cuc quén ly Thyc phém va Dugc phém Hoa Ky) hoic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhan CE theo Iuat dinh EU dugc T4 chirc chimg nhén (Notified Body) cdp
Stent dong mach vanh phii thuéc Sirolimus
- Chét li¢u Cobalt Chromium (CoCr), phii Polymer
Stent dgng mach vanh phu |- Dudmg kinh khoéng 2.25mm - 4.0mm, c6 t8i thiéu cac c& 2.25mm, 2.5mm, 2.75mm, 3.0mm, 3.5mm, 4.0mm
thudc Sirolimus, dwomg |- Chiéu dai khoéng 8mm - 48mm, c6 t6i thiéu cdc c& 8mm, 23mm, 28mm, 33mm, 38mm, 48mm
kinh 2.25mm — 4.0mm, - D§ diy khoang 65um - 107um .
410 | 5i 8mm — 48mm, bing  |Tiét khun céi 100
Cobalt Chromium, phi Pat chimng nhén:
Polymer +1SO 13485:2016

+ Hodc Tiéu chudn FDA (Cuc quan ly Thuc phﬁm va Dugc phﬁm Hoa Ky) hodic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhén CE theo luit dinh EU dugc Té chirc chimg nhén (Notified Body) cﬁp
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|
Stent dong mach vanh phi thudc Sirolimus
- Chét liéu Cobalt Chromium (CoCr), phi Polymer
Stent dong mach vanh phii (- Dudng kinh khoang 2.25mm - 4.0mm, c6 t8i thiéu céc ¢ 2.25mm, 2.5mm, 2.75mm, 3.0mm, 3.5mm, 4.0mm
thudc Sirolimus, dudmg |- Chidu dai khoang 9mm - 38mm, <6 tbi thidu cic c& 9mm, 15mm, 18mm, 21mm, 24mm, 28mm, 33mm,
41 |Kinh 225mm = 4.0mm,  [38mm | chi 150
dai 9mm — 38mm, bing |- D day co téi thiéu 80um
Cobalt Chromium, phtt | Tiét khuén
Polymer Dat chimg nhén: 1
+ Tiéu chufn FDA (Cuc quan ly Thue phém va Dugc phém Hoa Ky) hodc FDA 510(k) (FDA Cleared)
+ Hoic Chimng nhén CE theo luft dinh EU dugc TS chirc chimg nhén (Notified Body) céip
|
Stent dong mach vanh phi thuéc Sirolimus
- Chét ligu Cobalt Chromium (COCI“), phi Polymer
- Dudng kinh khoéng 2.0mm - 4.5mm, ¢6 t8i thiéu céc ¢& 2.0mm, 2.25mm, 2.5mm, 2.75mm, 3.0mm, 3.5mm,
Stent dong mach vanh phi 4.0mm, 4.5mm !
ng | P {_ Chidu dai khoang 9mm - 50mm, c6 tdi thiéu céc ¢ 9mm, 12mm, 15mm, 18mm, 21mm, 24mm, 28mm,
thudc Sirolimus, dudng \
Kirth 2.0mm —» 4.5mm, dai 33mm, 38mm, 44mm, S0mm ' ) )
412 9mm _’ 50mm, t;iing ’ - Stent dudng kinh khoang 3.5mm -‘ 4.5mm véi thiét ké 2 link lién két 10 dinh, nd vurot dinh mic lén dén Cai 100
Cobalt Chromium, phi  [02om™™ |
Polymer - ?6 day khoéng 80um - 85pm
Tiét khuéin ‘
Dat chimg nhén: 4
+ Tiéu chuén FDA (Cyc quén Iy Thyc phém va Dugc phém Hoa Ky) hoiic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhéin CE theo lut dinh EU dugc Té chirc chimg nhén (Notified Body) chp
|
Stent dong mach vanh phu thuéc S@limus
- Chét liéu Cobalt chromium, phi 16p Silicone va Polymer tw tiéu khoéng 1 - 2 nim
Stent dong mach vanh phi |- Pudmg kinh khoang 2.25mm - 4.0mm, c6 t6i thiéu cac ¢ 2.25mm, 2.5mm, 2.75mm, 3.0mm, 3.5mm, 4.0mm
thuéc Sirolimus, duong |- Chidu dai khoang 9mm - 40mm, c6 t6i thiéu c4c c& 9mm, 15mm, 18mm, 22mm, 26mm, 30mm, 35mm,
413 |Kinh 225mm — 4.0mm, |40mm 3 Cii 500
dai 9mm — 40mm, bang |- P§ ddy 60um, 80um
Cobalt Chromium, phi | Tiét khuéin
Silicone va Polymer Dat chimg nhén: ‘
+ Tiéu chuén FDA (Cuc quén Iy Thuc phém va Dugc phim Hoa Ky) hoic FDA 510(k) (FDA Cleared)
+ Chimg nhan CE theo ludt dinh E‘U dugc Td chirc chimg nhan (Notified Body) clp
|
i
Stent djng mach vanh phii thubc Sirolimus
- Chéit li¢u Cobalt Chromium (CoCr)
Stent dong mach vanh phi |~ Pudng kinh khoang 2.25mm - 4.5mm, c6 tdi thiéu céc ¢ 2.25mm, 2.5mm, 3.0mm, 3.5mm, 4.0mm, 4.5mm
nt cong ma Phi | ~hidu dai khoang 9mm - 48mm, c6 t6i thiéu céc c& 9mm, 23mm, 28mm, 33mm, 38mm, 48mm
thuée Sirolimus, dudng - Ap sult > 6atm ‘
414 |kinh 2.25mm — 4.5mm, X 5; ! Cai 160
di Omm — 48mm, bing | L kAU , ‘
Cobalt Chromium Dat chimg nhdn:
+1S0 13485:2016 :
+ Ho#c Tigu chuén FDA (Cuc quén Iy Thyc phém va Duge phim Hoa Ky) hofic FDA 510(k) (FDA Cleared)
+ Ho#ic Chimg nhén CE theo lufit ¢‘!inh EU dugc Té chirc chimg nhén (Notified Body) cép
|
Stent dong mach vanh phi thue q‘irolimus két hop bong phi thuc Sirolimus
- Chét li¢u khung Cobalt Chromium L605, phi Abluminal
- Dudng kinh khoang 2.25mm - 5.0mm, c6 t5i thiéu cac ¢& 2.25mm, 2.50mm, 2.75mm, 3.00mm, 3.50mm,
Stent dong mach vanh phu |4.00mm, 4.50mm, 5.00mm
thuéc Sirolimus, dudng |- Chidu dai khoang 8mm - 52mm, ¢6 téi thiéu céc cd: 8mm, 16mm, 20mm, 24mm, 28mm, 32mm, 36mm,
415 kinh 2.25mm — 5.0mm, 40mm, 44mm, 48mm, 52mm Céi 50
dai Smm — 52mm, bing |- D$ day khoéng 71um - 75um
Cobalt Chromium, phii | Tiét khuén 1
Abluminal Dat chimg nhén: }
+1SO 13485:2016 ‘
+ Hofic Tiéu chuéin FDA (Cuc quén 1y Thyc phim va Dugc phim Hoa Ky¥) hogc FDA 510(k) (FDA Cleared)
+ Ho#c Chimg nhén CE theo lufit ?inh EU duge Té chirc chimg nhan (Notified Body) cép
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Stt Tén danh myc Dic tinh k§ thujt tinh S6 lugng
Stent dfng mach vanh phu thudc Sirolimus, tyr tiéu
. |- Chatligu hop kim Magnesium, phi Polymer ty ti€u
f'::g'c‘g'r‘fl:'nﬁh t“’fi‘i'éfh“ - Duémg kinh khoang 2.5mm - 4.0mm, c6 téi thiéu céc c& 2.5mm, 3.0mm, 3.5mm, 4.0mm
duomg kinh 2 sam— | Chiéu dai khoang 13mm - 30mm, ¢6 t6i thiéu 5 c&
416 |, . - D6 day khoang 99um - 147um, c6 tbi thidu 3 c& Cai 180
.0mm, dai 13mm — Tiet khudn
30mm, Pang hop kim Dat chimg nhén:
Magnesium, phit Polymer |, r.a | chudn FDA (Cyc quin 1 Thyc phém va Dugc phdm Hoa Ky) hofic FDA $10(K) (FDA Cleared)
+ Hofic Chimg nhén CE theo ludt dinh EU dugc T4 chirc chimg nhén (Notified Body) cép
Stent dng mach vanh phii thubc Zotarolimus
- Chét liéu hop kim Cobalt
Stent dong mach vanh phi ;fg;(‘:nngsk(i)nr:nl‘choang 2.0mm - 5.0mm, ¢6 ti thiéu cac c& 2.0mm, 2.25mm, 2.5mm, 2.75mm, 3.0mm, 3.5mm,
thube Zotarolimus, dudng {"rpea gy khoang 8mm - 38mm, c6 i thidu cAc c& 8mm, 18mm, 22mm, 26mm, 30mm, 34mm, 38mm )
417 |kinh 2.0mm — 5.0mm, dai - D6 day khodng 80um - 91 Cai 550
8mm — 38mm, bing hgp Tiét kha,ﬁn 8 S0um - ZIpm
kim Cobalt Dat chimg nh an:
+ Tiéu chuén FDA (Cyc quan ly Thyc phdm va Dugc phdm Hoa Ky) ho#ic FDA 510(k) (FDA Cleared)
+ Ho#c Chimg nhén CE theo lufit dinh EU dugc Té chirc chimg nhén (Notified Body) cip
Stent ddng mach vanh phi thudc didu trj kép Sirolimus & Anti CD34
. |- Chét liéu thép khong gi, pht Polymer
f}:zg'c"s‘?’:‘ii“;&‘;ht"at‘i’gu"h“ - Pudmg kinh khodng 2.5mm - 4.0mm, ¢6 ti thiéu céc ¢& 2.5mm, 2.75mm, 3.0mm, 3.5mm, 4.0mm
dwime kinh 2 Sm; _, |- Chidu dai khoang 9mm - 38mm, c6 t6i thiéu cac ¢ 9mm, 18mm, 23mm, 28mm, 33mm, 38mm
418 8 ki Z. - D6 day khoang 90um - 100pm Cii 200
4.0mm, dai 9mm — Tiét khudn
38mm., béng thép khong Dat chimg nhén:
i, phit Polymer + Tiéu chudn FDA (Cuc quén I Thyc phdm va Dugc phim Hoa Ky) hoac FDA 510(k) (FDA Cleared)
+ Hofic Chimg rthén CE theo lut dinh EU dugc T8 chirc chimg nhdn (Notified Body) cp
Stent déng mach vanh phu thudc Sirolimus
- Chét liéu Cobalt Chromium
a . |- Pudmg kinh khodng 2.0mm - 4.5mm
fh“g‘ dong mach vanh phis |~ s 4ai khodng 8mm - 48mm, c6 téi thiéu 8mm, 13mm, 16mm, 19mm, 24mm, 29mm, 32mm, 37mm,
uoc Everolimus, dudng 40mm. 44mm. 48mm
419 |kinh 2.0mm — 4.5mm, dai | D6 d’a < 50' Cai 30
8mm — 48mm, bang Tiét khzéﬁ Hm
Cobalt Chromium Pat chimg nhdn:
+ Tiéu chudn FDA (Cuc quan ly Thyc phdm va Dugc phdm Hoa Ky) hoiic FDA 510(k) (FDA Cleared)
+ Ho#c Chimg nhén CE theo ludt dinh EU dugc Té chirc chimg nhén (Notified Body) cip
Stent ddng mach vanh phu thubc Sirolimus
- Chét liéu Cobalt Chromium
. |- Dudmg kinh khodng 2.25mm - 3.5mm
ts}::gi‘g:‘gli‘:‘n“h ;ﬁ'.’h PRY | Chidu dai khodng 30mm - 60mm, c6 ti thidu 30mm, 40mm, S0mm, 60mm
420 [kinh 2.25mm —s 3 5, | PO 42 khodng 64m - 66m Cii 30
i S |- Dang thudn, dAu 16n - ddu nhé
dai 30mm — 60mm, bing Tiét khudn
Cobalt Chromium Dat chimg nhn:

+ Tiéu chudn FDA (Cyc quén Iy Thyc phdm va Duoc phdm Hoa Ky) hogc FDA 510(k) (FDA Cleared)
+ Hogic Chimg nhén CE theo luit dinh EU dugc T chirc chimg nhan (Notified Body) clp
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Stent nong mach vanh pha
thubc Sirolimus, dirdng
kinh 2.25mm — 5.0mm,
dai 8mm — 48mm, bing
Cobalt Chromium, phi
Polymer

Stent nong mach vanh phi thubc Sirolimus

- Chét liéu Cobalt Chromium (CoCr), phu Polymer
- Duimg kinh khong 2.25mm - 5.0mm
- Chidu dai khodng 8mm - 48mm, ¢4 téi thiéu céc c& 8mm, 13mm, 18mm, 23mm, 28mm, 33mm, 38mm,
43mm, 48mm
- D6 day khoang 79pm - 82pm ‘
Tiét khuén |
Pat chimg nhén: ‘
+ Tiéu chuén FDA (Cuc quén Iy Thyc phim va Dugc phdm Hoa Ky) hoic FDA 510(k) (FDA Cleared)
+ Ho#ic Chimg nhén CE theo lut dmh EU duge TS chirc chimg nhén (Notified Body) cép

Cai
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Stent ¢ong mach vanh sinh
hoc, phu Titanox, dudng
kinh 2.0mm — 5.0mm, dai
7mm — 38mm

Stent dpng mach vanh sinh hoc, c6 hinh xoén 6c (Helicoidal), mét céo md, bé mit tron

- Chét liéu Cobalt-Chromium, phu 16p Titanox

- Dudng kinh khoéng 2.0mm - s.Onjm

- Chidu dai khoang 7mm - 38mm, c6 t6i thiéu céc c& 7mm, 10mm, 13mm, 16mm, 19mm, 22mm, 25mm,
28mm, 32mm, 38mm |

Tiét khuén

Pat chimg nhén:
+1SO 13485:2016
+ Hogic Tiéu chudn FDA (Cuc quan 1y Thyc phim va Dugc phim Hoa Ky) hoic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhén CE theo lugt djnh EU dugc T8 chirc chimg nhén (Notified Body) chp

Cai

20

423

Stent graft dong mach chi
ngc - bung, co ché bung
stent diéu khién bing cach
bép - tha

Stent graft ddng mach chi ngyc - b&xng, co ché bung stent didu khién bing céch bop - tha
- Khung (stent) bing hop kim Nitinol '

- Ming (graft) bing Polyester \

- Dudmg kinh c6 téi thiéu cic c& 33mm, 38mm

- Chidu dai khodng 200mm - 230mm

Tiét khuén 7

Pat ching nhén:

+ Tiéu chudn FDA (Cyc quin Iy Thyc phém va Duge phém Hoa Ky) hodic FDA 510(k) (FDA Cleared)
+ Hogc Chimg nhén CE theo luft djnh EU dugc T chirc chimg nhén (Notified Body) cép

Bb

424

Stent graft déng mach chit
bung, kém theo miéng
ghép phu 3 dang

Stent graft dong mach chi bung

1. Stent graft chinh:

- Pudmg kinh d4u gin khoéng 20mm - 36mm

- Pudmg kinh dAu xa c6 t5i thiéu céc c& 12mm, 14mm

- Chiu dai c6 t6i thiéu c& 110mm

- Twong thich dyng cu m& dudmg: 16Fr, 18Fr, 20Fr

2. Miéng phu ¢6 3 dang: dang khong graft loai thuén dai, dang c6 graft loai dAu to - dAu nho, va dang c6 graft
logi hai d4u bing nhau

- Pudmg kinh dfu gin khoang 16mm - 36mm

- Dudng kinh déu xa khodng 10msh - 36mm

- Chiéu dai khoang 45mm - 155mm
Hé théng bung stent: "Xoay Tron" hodc "Xoay tron - Kéo - Xoay tron"
Tiét khuén

Dat chimg nhén:
+Tiéu chuén FDA (Cuc quén Iy Thyrc phém va Dugc phém Hoa Ky) hoéic FDA 510(k) (FDA Cleared)
+ Hoic Chimg nhén CE theo luft @inh EU duwgc T chirc chimg nhén (Notified Body) cip

B

425

Stent grafi dong mach chu -
chéu

Stent graft dong mach chi - chqu
- Pudmg kinh ddu gin khoang 10mm - 24mm

- Duomg kinh ddu xa c6 tdi thiéu céc c& 10mm, 13mm, 20mm, 24mm
- Chiéu dai c6 t6i thiéu c& 80mm
- Tuong thich dung cu mé dudng
Hé théng bung stent: "Xoay Tron'
Tiét khudn

Dat chimg nhdn:

+ Tiéu chun FDA (Cuc quan Iy Thyc phdm va Duge phdm Hoa Ky) hoc FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhén CE theo lugt ;dinh EU dugc Té chirc chimg nhén (Notified Body) cép

14Fr, 16Fr, 18Fr
hogic "Xoay tron - Kéo - Xoay tron"

B
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426

Stent graft déng mach chi -
chéu, ¢6 nharh bio ton
ddng mach chéu trong

Stent graft dong mach chi - chéu chung c6 nhénh bao tén dong mach chéu trong

- Khung (stent) bing hop kim Nitinol

- Mang (graft) bing Polyester

- Pudng kinh du gin > 14mm, dai khodng 50mm - 65mm

- Pudmg kinh diu xa c6 t8i thiéu céc c& 10mm, 12mm, 14mm, dai khoing 40mm - 60mm
- Tuong thich dung cy mé dwong 18Fr

- Tuong thich déy dén 0.035"

Tiét khudn

Dat chimg nhén:

+ Tiéu chudn FDA (Cyc quén Iy Thyc phim va Dugc phdm Hoa Ky) hoiic FDA 510(k) (FDA Cleared)
+ Hoiic Chimg nhén CE theo ludt dinh EU dugc Té chirc chimg nhén (Notified Body) cép

427

Stent graft déng mach chi
bung

Stent graft dong mach chi bung

- Khung (stent) bing hgp kim Nitinol,

- Mang (graft) bing Polyester

- Stent graft chinh: dudng kinh cé t5i thiéu c4c c& 23mm, 26mm, 29mm, 32mm, 36mm

- Stent graft nhanh: dwémg kinh c6 t6i thiéu cdc c& 13mm, 16mm, 19mm

- Chiéu dai stent graft cé t6i thiéu cic c 100mm, 135mm, 155mm, 160mm

- DBudmg kinh dung cy khoang 18Fr - 20Fr

Tiét khuén

Dat chimg nhén:

+ Tiéu chuin FDA (Cuc quén Iy Thuc phém va Dugc phdm Hoa Ky) hoiic FDA 510(k) (FDA Cleared)
+ Hoic Chimg nhén CE theo luft dinh EU dwgc T8 chirc chimg nhén (Notified Bedy) cép

B

32

428

Stent graft ddng mach chi
bung va 1 bén dfng mach
chéu, bing hop kim
Nitinol, dudng kinh 23mm
— 36mm, dai > 100mm

Stent graft dong mach chi bung va 1 bén dng mach chiu

- Khung (stent) biing hop kim Nitinol

- Méng (graft) bing Polyester

- Dudmg kinh khodng 23mm - 36mm, 6 téi thiéu cac c& 23mm, 28mm, 32mm, 36mm. Chiéu dai > 100mm
- Stent graft nhanh: Dudng kinh khodng 10mm - 36mm, c6 t6i thiéu c4c c& 10mm, 16mm, 20mm, 24mm,
28mm, 32mm, 36mm. Chiéu dai > 45mm

- Budng kinh dung cu < 20Fr

‘Tiét khuén

Dat chimg nhén:

+ Tiéu chudn FDA (Cyc quén Iy Thyc phim va Dugc phdm Hoa Ky) hoiic FDA 510(k) (FDA Cleared)

+ Ho#ic Chimg nhén CE theo lufit dinh EU dugc T chirc chimg nhén (Notified Body) chp

B

429

Stent graft déng mach chu
bung, bing hop kim
Nitinol, phu Polyester,
dudmg kinh 23mm —
36mm, dai > 100mm

Stent graft dgng mach chu bung dang chir Y

- Khung (stent) bang hop kim Nitinol

- Mang (graft) bing Polyester

- Stent graft chinh: Dudng kinh khoang 23mm - 36mm, c6 1di thiéu cdc ¢& 23mm, 25mm, 28mm, 32mm,
36mm, chidu dai > 100mm

- Stent graft nhanh: Pudng kinh khoang 10mm - 28mm, ¢6 t6i thiéu céc c& 10mm, 16mm, 20mm, 24mm,
28mm. Chiéu dai > 80mm

- Budng kinh dyng cy < 20Fr

Tiét khuén

Pat chimg nhén:

+ Tiéu chuidn FDA (Cuc quén Iy Thyc phim va Dugc phdm Hoa Ky) hoc FDA 510(k) (FDA Cleared)
+ Hogic Chimg nhén CE theo luét dinh EU dugc Té chirc chimg nhéin (Notified Body) cip

36

430

Stent graft dong mach chu
bung, kém theo téi da 2
miéng ghép phy

Stent graft dong mach chu bung

- Khung (stent) bing hop kim Nitinol.

- Stent graft chinh: Pudmg kinh c6 tdi thiéu cic ¢ 20mm, 26mm, 28mm, 30mm, 33mm, 36mm, chiéu dai c6
t6i thiéu cac c& 80mm, 100mm, 120mm

- Stent graft nhanh: Dudng kinh c6 i thiu cic ¢ 9mm, 15mm, 17mm, 20mm, 24mm, chidu dai c6 t6i thiéu
céc ¢ 80mm, 100mm, 120mm, 140mm, 160mm

- Pudmg kinh dung cu < 19Fr

Tiét khuén

Pat chimg nhén:

+ Tiéu chuén FDA (Cuc quén ly Thyc phém va Dugc phém Hoa Ky) hoic FDA 510(k) (FDA Cleared)

+ Hotc Chimg nhan CE theo lugit dinh EU dugc Té chirc chimg nhéin (Notified Body) cép

B
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Stent graft dGng mach chu
bung, loai b sung, duong
kinh 10mm — 28mm

4

Stent graft dong mach chii bung loax b6 sung
- Khung (stent) bang hop kim Nmnol
- Mang (graft) bing Polyester i

- Pudng kinh khoang 10mm - 28mm, ¢6 t5i thiéu cac c& 10mm, 16mm, 26mm, 24mm, 28mm
- Chiéu dai > 80mm
- Budmg kinh dung cu < 20Fr
Tiét khudn !
Pat chimg nhén: [
+ Tiéu chuén FDA (Cuc quan ly Thuc phim va Dugc phdm Hoa Ky) hoic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhén CE theo luat du‘rh EU dugc T4 chirc chimg nhan (Notified Body) cip

Céi

432

Stent graft dgng mach chi
bung, logi bd sung, duimg
kinh 10mm — 38mm

Stent graft dong mach chii bung loai bé sung
- Khung (stent) béng hop kim Nitinol
- Mang (graft) bing Polyester !
- Puong kinh d4u gin 13mm - 38mm, ¢ t6i thiéu cac c& 13mm, 19mm, 22mm, 27mm, ddu xa 10mm -
38mm, c6 t6i thiéu cdc c& 10mm, 13mm, 19mm, 22mm
- Hé théng dua stent: kich thuéc > 1'6F
Tiét khuén
Pat chimg nhén:
+ Tiéu chuéin FDA (Cuc quan ly Thu'c phém va Dugc phim Hoa Ky) hodic FDA 510(k) (FDA Cleared)
+ Ho#ic Chimg nhén CE theo luft du‘lh EU dwgc Té chirc chimg nhan (Notified Body) cép

Cai

16

433

Stent graft déng mach chu
bung, loai bd sung, dudng
kinh 9mm — 24mm

Stent graft dfng mach chi bung Iom bd sung
- Khung (stent) bing hop kim Nmnol
- Stent grafl nhénh: Duimg kinh khoang 9mm - 24mm, c6 t6i thiéu cic c& 9mm, 15mm, 17mm, 20mm,

24mm, chiéu dai c6 t6i thiéu céc ¢ |80mm, 100mm, 120mm, l40mm, 160mm

- Stent graft ndi dai dy phéng endoleak type I: Duémg kinh c6 téi thiéu cAc c& 20mm, 26mm, 28mm, 30mm,

33mm, 36mm, chiéu dai c6 tdi thxéu chc ¢ 40mm, S5mm, 70mm

Tiét khuén

Dat ching nhén:

+ Tiéu chudn FDA (Cyc quén ly Thyc phim va Dugc phim Hoa K§) hodic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhén CE theo lugt dinh EU dugc T4 chirc chimg nhén (Notified Body) cp

Cai

434

Stent g{aft déng mach chu
ngyc bang hop kim Nitinol

!
|
Stent graft dong mach chi nguc
- Khung (stent) bﬁng hop kim Nmnol
- Ming (graft) bing Polyester }
- Dudmg kinh c6 t6i thiéu cic c& 24.0mm, 26.0mm, 28.0mm, 30.0mm, 36.0mm, 40.0mm, 44.0mm, 46.0mm
- Chiéu dai khong 100mm - 250mem
- Tuong thich dung cy mé dudng 19Fr 22Fr
Tiét khuén
Dat chimg nhén:
+ Tiéu chuéin FDA (Cuc quan ly Thuc phim va Dugc phim Hoa Ky) hogic FDA 510(k) (FDA Cleared)
+ Hogc Chimg nhéin CE theo ludt dinh EU duge Té chirc chimg nhén (Notified Body) cép

Cai

435

Stent graft dong mach chu
nguec, bing hop kim
nitinol, dudng kinh
22.0mm — 46.0mm, dai
105mm — 210mm

Stent graft d5ng mach chii ngyre, coiché bung stent didu khién bing céch xoay tron
- Khung (stent) béng hop kim Nitinol.
- Ming (graft) bing Mono-filament PPolyester

- Dudng kinh khodng 22.0mm - 46.0mm, c6 téi thiéu c4c c& 26.0mm, 28.0mm, 30.0mm, 32.0mm, 34.0mm,
36.0mm, 40.0mm, 44.0mm, 46. 0mn|1
- Chiu dai khoang 105mm - 210mxh

- Budmg kinh dung cu khoang: 20Fr 25Fr

Tiét khudn ;

Dat chirng nhén: ‘

+ Tiéu chudn FDA (Cuc quén Iy Thuc phém va Dugc phim Hoa Ky) hoic FDA 510(k) (FDA Cleared)
+ Hofc Chimg nhén CE theo luft d||nh EU dugc Té chirc chitng nhan (Notified Body) cip

Cai

45
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436

Stent graft dong mach chu
ngwe, co ché Bop- rdi- Tha

Stent graft dong mach chii ngyc, co ché bung stent didu khién bing cach Bop-rdi-Tha

- Khung (stent) bing hep kim Nitinol

- Mang (graft) bing Polyester

- Pubdng kinh c6 téi thiéu cdc c¢& 26.0mm, 28,0mm, 30.0mm, 33.0mm, 36.0mm, 40.0mm, 44.0mm
- Chidu dai khoang 80mm - 230mm

- Buong kinh dung cu khodng 20Fr - 24Fr

Tiét khuén

Dat chimg nhén:

+1SO 13485:2016

+ Hofic Tiéu chuin FDA (Cyc quan ly Thyc phdm va Dugc phim Hoa Ky) hogic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhén CE theo lugt dinh EU dugc T4 chirc chimg nhin (Notified Body) cip

Cai

45

437

Stent graft déng mach chu
ngyc, loai bd sung, bﬁng
hop kim Nitinol

Stent graft dng mach chii ngyc, loai bd sung

- Khung (stent) bing hop kim Nitinol

- Mang (graft) bing Polyester

- Pudmg kinh c6 tbi thiéu cac ¢ 24mm, 26mm, 28mm, 30mm, 36mm, 40mm, 44mm, 46mm

- Chiéu dai khoang: 100mm - 250mm

- Tuong thich dung cu mé dudmg 22Fr - 26Fr

Tiét khuéin

Pat chimg nhén:

+ Tiéu chudn FDA (Cyc quan ly Thyc phdm va Dugc phim Hoa Ky) hofic FDA 510(k) (FDA Cleared)
+ Hoic Chimg nhan CE theo ludt djnh EU dugc T8 chirc chimg nhén (Notified Body) cdp

Cai

438

Stent graft dong mach chi
ngue, logi bé sung, bung
stent xoay tron, bing hop
kim Nitinol, dudmg kinh
26mm — 46mm, dai
150mm — 200mm

Stent graft dong mach chii ngyc, loai bd sung, co ché bung stent diéu khién biing cach xoay tron

- Khung (stent) biing hop kim Nitinol.

- Ming (graft) bing Polyester

- Pudmg kinh c6 t6i thiéu cac c& 26mm, 28mm, 30mm, 32mm, 34mm, 36mm, 40mm, 44mm, 46mm

- Chiéu dai khoang 150mm - 200mm

- Pudng kinh dung cy khoang 20Fr - 25Fr

Tiét khuén

Dat chimg nhén:

+ Tiéu chudn FDA (Cuc quan ly Thyc phdm va Dugc phdm Hoa Ky) hogic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhén CE theo luat dinh EU dugc T8 chirc chimg nhéin (Notified Body) cép

Cai

42

439

Stent graft djng mach chu
ngwe, logi bd sung, co ché
Bop- rdi- Tha

Stent graft cho dong mach chi ngyrc, loai bd sung, co ché bung stent diéu khién bing céch Bop-rdi-Tha
- Khung (stent) bing hgp kim Nitinol

- Ming (graft) bing polyester

- Pudmg kinh c6 t6i thiéu cac ¢ 26mm, 28mm, 30mm, 33mm, 36mm, 40mm, 44mm

- Chiéu dai khoang 80mm - 230mm

- Budng kinh dung cu khoéng 20Fr - 24Fr

Tiét khuén

Pat chimg nhén:

+1S0 13485:2016

+ Hofic Tiéu chudn FDA (Cuc quan 1y Thyc phém va Dugc phim Hoa Ky) hoiic FDA 510(k) (FDA Cleared)
+ Hogic Chimg nhén CE theo ludt dinh EU dugc T chirc chimg nhan (Notified Body) cép

Cai

30

440

Stent 14y huyét khdi mach
méu ndo cb chu triic
Hybrid Cell xoin bc

Stent 14y huyét khéi mach méu ndo c6 ciu tric Hybrid cCell xoén éc

- Chét li¢u Nitinol

- Dudmg kinh c6 tdi thiéu cac c& 4.0mm va 6.0mm

- Chiéu dai c6 tdi thiéu céc c¢& 25mm, 30mm

- Tuong thich éng théng long 0.021"

Tiét khuén

Pat chung nhén:

+ Tiéu chudn FDA (Cyc quén ly Thyc phim va Dugc phim Hoa Ky) hoic FDA 510(k) (FDA Cleared)
+ Holic Chimg nhén CE theo lufit dinh EU dugc T chirc chimg nhén (Notified Body) c&'p

Cai

15
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Stent 14y huyét khéi mach
méu ndo, dudng kinh
3.0mm — 6.0mm, dai
20mm — 40mm

|
‘ Diic tinh ky thujt
|

Stent 4y huyét khéi mach méu ndo
- Chét liéu Nitinol {
- Purdmg kinh stent c6 ti thiéu céc c& 3.0mm, 4.0mm, 6.0mm, chidu dai téi thiéu c6 cc c& 20mm, 40mm
- Tuong thich vi éng thong long 0. 021" 0.027"
- Két cu dang tAm luéi cudn tron cé hé déu, c6 marker can quang trén thanh stent nhin 1 c4c doan stent
Tiét khuén
Pat chimg nhén:
+ Tiéu chuéin FDA (Cuc quén 1y Thyc phdm va Dugc phdm Hoa Ky) hodic FDA 510(k) (FDA Cleared)
+ Hogic Chimg nhén CE theo lugt djnh EU dugc T4 chirc chimg nhén (Notified Body) cép

Céi

442

Stent 14y huyét khdi mach
méu nio c6 thé didu chinh
6 bung bing tay cAm bén
ngoai

Stent 14y huyét khdi mach mau ndo/c6 thé diéu chinh d6 bung bing tay cAm bén ngoai
- Chét liéu Nitinol va Tantalum i
- Budmg kinh c6 t6i thiéu cdc cr 1. Smm 3.0mm, 4.0mm, 6.0mm
- Chiéu dai > 32mm |
- Tuong thich catheter: 0.021" |
Tiét khudn i
Pat chimg nhén:
+ Tiéu chuén FDA (Cyc quén Iy Thuc phém va Dugc phim Hoa Ky) hoic FDA 510(k) (FDA Cleared)
+ Ho3ic Chimg nhén CE theo luft d|nh EU dugc T4 chirc chimg nhén (Notified Body) cip

Cai

443

Stent 14y huyét khdi mach

méu nfo dang chudi léng,

dudmg kinh 3mm — 6mm,
dai 15mm — 44mm

Stent 14y huyét khdi mach méu ndo;dang chudi khung 1dng
- Chét ligu: Nitinol I
- Dudmg kinh c6 tdi thiéu céc cd 3. Omm 6.0mm
- Chiéu dai c6 t6i thléu céc ¢& 15mm, 44mm
- Tuong thich véi vi dng théng léng 0.017"
Tiét khuén
Pat chimg nhén:
+ Tiéu chuén FDA (Cuc quén Iy Thuc phém va Dugc phim Hoa Ky) hodc FDA 510(k) (FDA Cleared)
+ Hogc Chimg nhén CE theo lujt d|nh EU dugc Té chirc chimg nhén (Notified Body) cp

Cai

60

444

Stent My huyét khéi mach
méu ndo, dudng kinh
3.0mm — 6.0mm, dai
30mm — 64mm

Stent 4y huyét khéi mach méu nao|
- Chét ligu Nitinol va Platinum |

- Bugmg kinh c6 t6i thiéu céc c&r 3.0mm, 4.0mm, 5.0mm, 6,0mm

- Chidu dai c6 tél thiéu céc coy 30m{\n 48mm, 64mm

- Twong thich ong théng 0.021%, 0. 0165"

Tiét khudn

Pat chimg nhén:

+ Tiéu chuén FDA (Cyc quén Iy Thyc phim va Duoc phdm Hoa Ky) hoic FDA 510(k) (FDA Cleared)
+ Hogc Chirng nhin CE theo ludt dlnh EU dugc T chirc chimg nhén (Notified Body) cép

Cai

70

445

Stent l4y huyét khéi mach
méu ndo, tir bung

Stent 14y huyét khéi mach méu ndo 5:;: bung, ¢6 ddnh diu & doan diu
- Chét liéu Nitinol ‘
- Dm‘mg kinh c6 téi thiéu céc c& 2. Smm 3.5mm, 4.5mm, 6.0mm
- Chiéu dai c6 tél thiéu cac c& 16mm 28mm, S0mm
- Tuong thich éng thong 0.0165"; 0 021"
Tiét khuén
Dat chimg nhén:
+ Tiéu chuéin FDA (Cuc quéan ly Thuc phém va Dugc phdm Hoa Ky) hoic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhén CE theo lugt dinh EU dugc T8 chitc chimg nhn (Notified Body) cip

Cai

60

446

Stent ndi mach lam thay
dbi huéng dong chay cho
tai phinh mach méu néo c6
phti 16p m6 phong
Glycocalix

Stent ndi mach 1am thay d6i huéng dong chay diu trj phinh dong mach ndo
- Chét liéu Nltmol va Platinum (Platinum boc Nitinol), pht 16p HPC mé phong Glycocalix ciia té bao néi mé.
- Budmg kinh ¢6 6i thiéu 4 ¢, trong d6 c6 ¢ 2.0mm, 5.0mm
- Chidu dai c6 t6i thiéu 4 ¢, trong d6 c6 c& 9mm, 30mm
- Tuong thich vi éng théng 0.021"
Tiét khudn
Dat chimng nhén:
+1SO 13485:2016
+ Hofic Tiéu chuén FDA (Cuc quan 1y Thyc phim va Dugc phim Hoa Ky) hofic FDA 510(k) (FDA Cleared)
+ Hofic Chimng nhén CE theo lufit dmh EU dugc T chirc chimg nhén (Notified Body) cip

Cai

15
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Stent ndi mach 1am thay dbi huéng dong chay diéu trj tii phinh déng mach ndo
- Chét liéu: Cobalt - Chromium, Platinum
Stent ngi mach lam thay  |* Pudmg kinh khodng 2.5mm - 6.0mm, ¢ t6i thiéu 4 cd, trong d6 ¢6 c& 2.5mm, 6.0mm
46i hutng dong chay, - Chiéu dai khoang 10mm - 50mm, c xéf miéu_4 c8, trong d6 ¢6 & 10mm, 50mm ‘
447 |duomg kinh 2.5mm — -Tféfllx(;{:;n dan 48 - 64 sgi Cobalt-Chromium vai Platimum, 1 16p, c6 phu 16p chéng huyét khéi cii 10
6.0mm, dai 10mm — .
50mm Dat ching nhén:
+1S0 13485:2016
+ Hotic Tiéu chuén FDA (Cuc quén ly Thyc phﬁm va Dugc phim Hoa Ky) hoic FDA 510(k) (FDA Cleared)
+ Hoiic Chimg nhén CE theo lujt dinh EU dugc T8 chirc chimg nhin (Notified Body) cép
Stent néi mach 1am thay déi hudng dong chay diéu trj tii phinh dgng mach ndo 2 l6p
- Chét liéu céc sgi Nitinol, gbm 16 dy dan ngoai, 48 ddy dan trong. C6 phit b& mit poly (2-
methoxyethylacrylate) (PMEA)
Stent ndi mach lam thay |- Dudmg kinh khoéng 2.5mm - 5.5mm, c6 tdi thiéu c& 2.5mm, 5.5mm
dbi huémg dong chay, - Chidu dai khoang 13mm - 62mm, c6 ti thiéu c& 13mm, 62mm
448 |dudng kinh 2.5mm — - Tuong thich vi éng théng 0.021" va 0.027" Cai 35
5.5mm, dai 13mm — Tiét khuén
62mm Dat chirng nhéin:
+1SO 13485:2016
+ Hoiic Tiéu chudn FDA (Cuc quén ly Thyc phdm va Dugc phim Hoa Ky) hodic FDA 510(k) (FDA Cleared)
+ Hogic Chimg nhéin CE theo ludt dinh EU dugc Té chirc chimg nhén (Notified Body) cip
Stent ndi mach lam thay déi huéng dong chay diu trj phinh dong mach néio c6 phi 16p Fibrin-heparin
- Chét liéu tdng hop Nitinol véi 16i Platinum
Stent ndi mach lam thay |- Dudng kinh khoang 2.5mm - 8.0mm, ¢6 t6i thiéu céc c& 2.5mm, 3.5mm, 4.0mm, 4.5mm, 5.0mm, 6.0mm,
d6i huéng dong chdy c6  |8.0mm
449 |phi 16p Fibrin-Heparin, |- Chiéu dai c6 ti thiéu céc c& 25mm, 30mm, 40mm, 50mm Cai 35
dudng kinh 2.5mm — Tiét khuén
8.0mm Pat chimg nhan:
+ Tiéu chudn FDA (Cuc quén 1y Thyc phim va Durgc phdm Hoa Ky) hofic FDA 510(k) (FDA Cleared)
+ Ho#c Chimg nhén CE theo luft dinh EU dugc T4 chirc chimg nhén (Notified Body) cép
Thanh truet ding cho dung cy siéu 4m 1éng mach
- Chét liéu nhya Plastic
- Chiéu dai > 100mm
450 |Thanh truot ding cho - Tuong thich v6i ddu do siéu 4m mach vanh SFr, 6Fr ¢6 tin s6 40MHz/ 60MHz B6 30
dung cy siéu &m 1ong mach [Tiét khuén
Dat chimg nhén:
+ Tiéu chudn FDA (Cyc quén ly Thye phdm va Dugc phim Hoa Ky) hodic FDA 510(k) (FDA Cleared)
+ Hoiic Chimg nhan CE theo lugt djnh EU dugc T4 chirc chimg nhin (Notified Body) cp
Tui boc khéng khuén cho dung cu kéo ddu do ding cho m4y siéu 4m 1éng mach
Tui boe khéng khuén cho E'e: k:.“é" han:
451 |dung ou kéo dhu do ding |78 5_2'(‘)'1 ] cai 250
cho my siéu &m long mach| 1 . Tiey chudn FDA (Cuc quén Iy Thuc phém va Duoc phim Hoa Ky) hotic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhén CE theo luat dinh EU duge Té chirc chimg nhén (Notified Body) cép)
Tui boc khang khuén ding cho céc thiét bj dién tir cly ghép tim mach
- Lam tir luéi dét kim da sgi bao gdm Glycolide, Caprolactone va Triethylene Cacbonat.
Téi boc khéng khudn ding ’-r?::; cg:l: khang sinh Rifampicin va Minocycline
452 [cho céc thiét bi di¢n tircly | ¥ X Ci 30
ghép tim mach at chumg nogn:

+1SO 13485:2016
+ Hoic Tiéu chuén FDA (Cuc quan Iy Thyc phém va Dugc phdm Hoa Ky) hoiic FDA 510(k) (FDA Cleared)
+ Hoic Chimg nhén CE theo luat dinh EU dugc Té chirc chimg nhén (Notified Body) cép
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B¢ van tim dong mach chi thay qua da, khung van logi ti bung
- Chét liéu khung van bing Nitinol, 14 van 12m bing mang tim heo
- Kich ¢& van c6 téi thiéu cic c& 23mm, 26mm, 29mm, 34mm
- Chiéu cao van n‘r 45mm dén 55mm
B0 van tim d6ng mach chi |Dung cu di kém gdm:
453 |sinh hoc thay qua dabing |- Dung cu nap van B$ 35
mang tim heo - Catheter chuyén van khoang 14Fr - 18Fr
Tiét khudn
Pat chung nhén:
+ Tiéu chuén FDA (Cyc quan ly Thyc phim va Dugc phdm Hoa Ky) hoc FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhén CE theo lut dinh EU dugc T4 chirc chimg nhén (Notified Body) cép
B van tim dgng mach chu thay qua da, khung van loai ty bung
- Chét ligu khung van bing Nitinol, 14 van 1am bing mang tim heo
- Kich c van c6 t6i thiéu cac ¢& 23mm, 26mm, 29mm, 32mm
. . . |- Chidu cao van tir 45mm dén 50mm
B¢ van tim ddng mach chu
. Dung cy di kém gém:
sinh hoc tl]ay qua da, l& - Dung 4 nep van :
454 |van [4m bang mﬁng tm - Catheter chuyén van khoéng lSFr 20Fr Bo 6
heo, khung van Nitinol,
chidu cao 45mm — S0mm | L6t khudn
Pat chimg nhén:
+1S0 13485:2016
+ Hoiic Tiéu chun FDA (Cuc quan 1y Thye phém va Dugc phdm Hoa Ky) hoac FDA 510(k) (FDA Cleared)
+ Hogc Chimg nhan CE theo luét dmh EU dugc Té chirc chimg nhén (Notified Body) cép
B van tim déng mach chi sinh hoc thay qua da
- Khung van: Cobalt-Chromium, la‘van 1am bing m6 ciia mang ngodi tim bo va 16p 4o bén ngoai chit liéu
Polyetylene Terephthalate (PET)
- Pudmg kinh c6 téi thiéu cic c& 2umm, 23mm, 26mm, 29mm
B{ van tim d9ng mach chu |- Chiéu cao van c6 t6i thidu cac c& 15 5mm, 18mm, 20mm, 22.5mm
sinh hoc thay quada, 14 [Dung cy di kém g6m |
van [am bing m6 cia - Dyng cy chuyén van |
455 |mang ngoai tim bd, khung |- Dung cy nap van i B6 40
van Cobalt Chromium, - Dung cuy m¢ duémg vio dong mach
chiéu cao 15.5mm — - Bong nong: Thé tich c6 t8i thiéu oo 11ml, 17ml, 23ml, 33ml
22.5mm - Dung cu bom béng !
Tiét khuén ‘
Dat chitng nhén: \
+ Tiéu chuéin FDA (Cuc quan Iy Thuc ph&m va Dugc phém Hoa K¥) hosic FDA 510(k) (FDA Cleared)
+ Hoiic Chirng nhén CE theo ludt d*nh EU duge T8 chirc chimg nhén (Notified Body) cp
B¢ van tim dfng mach chi sinh hoc thay qua da
- Khung van: Nitinol, 14 van lam bﬁ}lg mé ctia mang ngodi tim bo.
- Pudmg kinh c6 téi thidu céc ¢ 23mm 25mm, 27mm, 29mm
B9 van tim d6ng mach chii |- Chiéu cao khung khoang 45mm - 50mm
sinh hoc thay quada, 14  |Dung cy di kém gdm:
456 |van 1am bing mang ngoai |- Dung cu chuyén van B 11
tim bo, khung van Nitinol, |- Dung cu nap van
chiéu cao 45mm — 50mm |Tiét khuin !
Dat chimg nhén:
+ Tiéu chuén FDA (Cyc quan ly Thye phém va Dugc phim Hoa Ky) hofic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhéin CE theo lujt dinh EU dugc Té chirc chimg nhén (Notified Body) cip
}
B§ van tim dng mach chi sinh hqc[ thay qua da
- Khung van: Nitinol, 14 van 1am bing md cia mang ngoai tim bd
B6 van tim dong mach chi | Pudmg kinh c6 t6i thidu céc ¢ 23mm, 27mm, 31mm
. - Chiéu cao khung khoang 35mm - 45mm
sinh hoc thay qua da, 14 D . R
5 . . ung cy di kém gdm:
457 |Van 1am bing mé cia - Dung cu chuyén van Bé 11
mang ngodi tim bo, khung
van: Nitinol, chiéu cao - Dung cy ngp van
35mm — 45mm Tiét khun
Pat chimg nhén:

+ Tiéu chuén FDA (Cyc quan ly Thuc phém va Dugc phim Hoa Ky) hofic FDA 510(k) (FDA Cleared)
+ Hotic Chimg nhén CE theo lujt dlph EU dugc Té chirc chimg nhén (Notified Body) cip

|
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B¢ van tim ddng mach chu
sinh hoc thay qua da, 14
van lam bing mé ciia
mang ngoai tim bo, khung
van: Nitinol, chidu cao
50mm — 55 mm

B¢ van tim ddng mach chu sinh hoc thay qua da

- Khung van: Nitinol, 14 van 1am bing mang ngoai tim bd.

- Pudmg kinh c6 t6i thidu cdc c 22mm, 26mm, 30mm

- Chiéu cao khung khoang 50mm - 55mm

Dung cu di kém gdm:

- Dung cu chuyén van

- Dung cu ngp van

Tiét khuin

Pat chirg nhén:

+ Tiéu chudn FDA (Cuc quan 1y Thyc phdm va Dugc phdm Hoa Ky) hofic FDA 510(k) (FDA Cleared)
+ Hoic Chimg nhén CE theo luft dinh EU dugc T4 chirc chirng nhén (Notified Body) clp

B

459

Van tim djng mach chu
nhén tgo sinh hoc thay qua
da bing mang tim bo

Van tim dfng mach chi nhén tao sinh hoc thay qua da

- Chét liéu khung van béing hep kim Cobalt, 14 van lam bing mang tim b. 16p o bén ngoai chét liéu
Polyetylene terephthalate (PET)

- Dudmg kinh van c6 tdi thiéu cac c& 20mm, 23mm, 26mm, 29mm, 32mm

- Thé tich bong nong tir 12ml dén 40ml, twong (mg véi kich c& van

- Chiéu cao khung van khoéng 15mm - 25mm

- Budmg kinh dung cu 14Fr

Tiét khuén

Pat chimg nhén:

+ Tiéu chudn FDA (Cuc quén 1y Thyc phim va Dugc phim Hoa Ky) hosic FDA 510(k) (FDA Cleared)
+ Hotic Chimg nhén CE theo lugt dinh EU duge Té chirc chimg nhén (Notified Body) cip

Céi

30
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Vit liéu nit mach dung
trong thuyén tic mach, ¢6
kha nang tai cac loai thudc
diéu trj ung thu, 70ym —
1000pm, 3ml

Vit liéu nit mach dung trong thuyén tic mach, c6 kha niing téi cac logi thuéc diéu trj ung thw

- Chét liéu Hydrogel dugc tao tir Vinyl Alcohol va Polymer Sodium Acrylate

- Kha niing tai thuc didu trj ung thu: Doxorubicin, Irinotecan, Epirubicin, Pirarubicin, Daunorubicin;
Cisplatin,...

- Kich c& khoang 70pm - 1000pum, c6 t6i thiéu céc c&: 70-100um, 75-125um, 200-360pm, 350-450um, 480-
580pm, 650-750pum va 860-1000pm

- Thori gian tai thuéc nhanh khodng § - 15 phiit

- Dong g6i 3ml hat bio quén trong 6ml nudc mudi sinh ly

Tiét khuén

Dat chimng nhdn:

+ SO 13485:2016

+ Hoiic Tiéu chuén FDA (Cuc quan 1y Thyc phim va Dirge phdm Hoa Ky) hoic FDA 510(k) (FDA Cleared)
+ Hogic Chimg nhén CE theo lugt dinh EU dugc T8 chirc chimg nhén (Notified Body) cip

461

Vit liu nit mach dung
trong thuyén tic mach, c6
kha ning tai céc loai thudc
diéu trj ung thw, 70pm —
1200pum, 3ml

Vit liéu nut mach diing trong thuyén tic mach, c6 kha niing ti c4c loai thuéc diéu trj ung thu

- Chit ligu Polyvinyl Alcohol

- Kha naing tai thudc diéu trj ung thy : Doxorubicin, Irinotecan

- Kich ¢& khoang 70um - 1200um, c6 ti thiéu céc c&: 70 - 150pm, 160 - 300um, 300 - 500um, 500 - 700um,
700 -960um, 900 - 1.200um

- Déng goi 3m! hat bio quén trong 6ml nudc mubi sinh 1y

Tiét khuén

Pat ching nhén:

+1SO 13485:2016

+ Hoic Tiu chuin FDA (Cuc quan Iy Thyc phim va Dugc phim Hoa K¥) hodic FDA 510(k) (FDA Cleared)
+ Hodc Chimg nhén CE theo luat dinh EU dugc Té chirc chimg nhén (Notified Body) cép

462

Vit li¢u nut mach dung
trong thuyén téc mach, c6
kha ning tai céc loai thuéc
diéu trj ung thu, kich c&
70um — 1200pum, 2m!

Vit ligu nut mach dung trong thuyén téc mach, c6 kha nang tai céc loai thubc diéu trj ung thu

- Chét lidu Polyvinyl Alcohol

- Kha naing tai thudc diéu trj ung thy : Doxorubicin, Irinotecan

- Kich c& khoang 70pum - 1200um, c6 téi thiéu céc ¢d: 70 - 150pm, 100 - 300pm, 300 - S00um, 500 - 700um,
700 -900um, 900 - 1200pum

- Déng goi 2ml hat béo quéan trong 7ml nwéc muéi sinh 1y

Tiét khuéin

Pat chimg nhén:

+1S0 13485:2016

+ Hodic Tiéu chun FDA (Cuc quén Iy Thyc phim va Dugc phim Hoa Ky) hodic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhén CE theo ludt djnh EU dugc T3 chirc chirng nhén (Notified Body) cép




Stt Tén danh myc DPic tinh ky thuft Dg:h" V(86 lwgng
Vit liéu niit mach ding trong diéu trj ung thw gan loai tai thudc
- Chét liéu Polymer
VAt liéu ndt mach dun - Kich c& khoang 20um - 200um
#t iku it ma € |- Thoi gian hép thy thubc Doxorubicin v Irinotican nhanh, gia ting kich thuéc ghp 4 14n ban diu sau khi
463 |ongdicutriung thugan | . ke Lo 250
loai tai thudc, kich c& - 2
20um — 200pm Tiét khuan
Dat chimg nhén:
+ Tiéu chuén FDA (Cuc quan ly Thye phém va Duqc phém Hoa Ky) hoiic FDA 510(k) (FDA Cleared)
+ Ho#c Chitng nhin CE theo lufit dmh EU duge Té chirc chimg nhin (Notified Body) cép
Vit liéu nit mach ding trong didu trj ung thw gan loai tai thudc
- Chét liéu Hydrogel, phu polymer Polyzene-F
- Kich ¢& khoang 30pum - 125pm
Vit liéu nit mach dung - Kha nang ngém thubc Doxorubicin-HCl va Irinotecan-HCl 1én dén 50mg/ml hat
464 |to8 diéu trj ung thu gan |- Thoi gian hép thy: thudc Doxorubjcin khoang 55 - 60phut; thudc Irinotecan khong 25 - 30phtt Lo 130
loai tai thudc, kich c& - Dong goi: dang long
30um — 125um Tiét khuén
Pat chimg nhén:
+ Tiéu chuén FDA (Cuc quan ly Thuc phém va Dugc phim Hoa Ky) hoic FDA 510(k) (FDA Cleared)
+ Hogc Chimng nhén CE theo lufit mnh EU dugc T8 chirc chimg nhén (Notified Body) cdp
Vit liéu ntit mach diing trong diéu trj ung thu gan logi tai thudc
- Chét liéu Hydrogel
Vit liéu niit mach dung - Kich c& khoang 70pm - 500pm, ¢ t6i thiéu céc c: 70 - 150um, 100 - 300um, 300 - 500um
465 |tron8 didu t‘ri ung thr gan |- Kha niing ngém thudc doxorubicin I&n dén 37.5mg/ml hat Lo 150
loai tai thudc, kich c& Tiét khuén
70um — 500pm Dat chimg nhan
+ Tiéu chudn FDA (Cuc quan ly Thye phim va Du‘qc phém Hoa Ky) hodic FDA 510(k) (FDA Cleared)
+ Ho#c Chirng nhan CE theo luft dinh EU dugc T8 chirc chimg nhin (Notified Body) cdp
E
Vit liéu nit mach ding trong didu tn ung thir gan loai tai thubc
- Chit liéu Polyethylene Glycol, 4 nu(rc d6 nén va dan hdi cao
- Kich c& khoang 75pum - 450pum, c|6 t6i thiéu céc co: 100 = 25um, 200  50um, 400 + 50pm
Vit liéu nit mach ding - Kha nang téi c4c loai thudc: Doxorubicin, ldarublcm, Epirubicin, Irinotecan
trong diu trj u.ng thegan | Déng g6i 2ml hat bio quén trong 4ml nuéc mudi sinh ly
466 o - M&i 1ml hat co thé ngam 37. Smg | Doxorublxm Lo 400
loai tai thudc, kich thuée N
hat 75um — 450um, 2ml | Tuong thich dng thong ddmg kinh 0.019'
Tiét khuén
Pat chimg nhén:
+ Tiéu chun FDA (Cuc quén Iy Thu'c phém va Du'qc phém Hoa Ky) hofic FDA 510(k) (FDA Cleared)
+ Hodic Chimg nhén CE theo lugt dmh EU dugc Té chirc ching nhdn (Notified Body) cép
!
Vit liéu nit mach dung trong diéu trj ung thu gan, u xo ¢ tir cung, phi dai tuyén tién liét va v& dong mach
V4t li¢u nit mach ding - Chiét liéu Gelatin
trong didu trj ung thur gan, {- Kich thudc hat vi chu khodng 100um - 900um
467 X ¢ tir cung, phi dai - Péng goi chira khoang 250mg - 300mg hat vi ciu dang nén L 200
tuyén tién liét va vir dong | Tiét khudn 0
mach, kich c& 100pm —  Dat chimg nhén:
900um + Tiéu chuéin FDA (Cuc quan ly Tl} e phim va Dugc phim Hoa Ky) hodic FDA 510(k) (FDA Cleared)
+ Hofc Chimg nhén CE theo luft dinh EU dugc Té chirc chimg nhan (Notified Body) cip
Vit lidu niit mach diing trong nit mach hoé chét diéu trj ung thr gan va kiém soét chay mau
- Chét liéu Gelatin
'Vt liéu nut mach dung - Kich c& khoang 150um - 3500pum
trong nGt mach hod chét |- Pong g6i: 150mg
468 |diéu tri ung thur gan va Tiét khun Lo 500
kiém soét chay méu, Pat chimg nhén:
150pm — 3500pm +1S0 13485:2016
+ Hofic Tiéu chuén FDA (Cuc quénily Thyc phim va Dugc phim Hoa K¥) hofic FDA 510(k) (FDA Cleared)
+ Hoiic Chimg nhén CE theo luét dilnh EU dugc T4 chirc chimg nhén (Notified Body) clp
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Vit li¢u nut mach dung
trong thuyén tic mach,
dang khong tai thudc,
70pum — 1000pm

Vit liéu mit mach ding trong thuyén tic mach, dang khéng ti thuéc

- Chit lidu cac hat vi ciu Hydrogel khong mau dugc tgo tir Vinyl Alcohol va Polymer Sodium Acrylate

- Kich c& khoang 70pm - 1000um, c6 tdi thiéu céc cd: 70-160um, 75-1251m, 200-300pum, 350-450pm, 480-
580pum, 650-750pm va 800-1000um

- Thé tich 1ml, 2m], dong g6i khoang 6ml - 7m! dung dich dém nuéc muéi sinh ly dyng trong lo 10m!

Tiét khuén

Dat chimg nhén:

+ Tiéu chuén FDA (Cuc quén Iy Thyc phim va Dugc phdm Hoa Ky) hoiic FDA 510(k) (FDA Cleared)

+ Hoiic Chimg nhin CE theo lut dinh EU dugc T4 chirc chimg nhén (Notified Body) cép

10

470

Vit liéu nut mach diing
trong thuyén tic mach,
bing Gelatin c4, 50pm —
2000pum

Vit liéu nit mach ding trong thuyén tic mach

- Chiét ligu Gelatin c4

- Kich c& tir 50pm - 2600pm

- Thé tich: 100mg

Tiét khuén

Pat chimg nhén:

+ 1SO 13485:2016 ‘

+ Hodic Tiéu chuin FDA (Cuc quéan ly Thyc phim va Dugc phdm Hoa K¥) hosic FDA 510(k) (FDA Cleared)
+ Hoiic Chimg nhan CE theo lufit dinh EU dugc TS chirc chimg nhén (Notified Body) cip

Lo

10

471

Vit liu nit mach dung
trong thuyén tic mach,
dang hat khé, 45um —
1200pm

Vit liéu nit mach ding trong thuyén tic mach

- Chét ligu Polyvinyl Alcohol

- Kich c& khoang 45um - 1200um, c6 tdi thiéu c& 300um - 500um

- Dang hat kh6 khdng chira trong djch hofic nuéc

Tiét khuén

Dat chimg nhén:

+ Tiéu chuén FDA (Cuc quén Iy Thyc phim va Dugc phim Hoa Ky) hoiic FDA 510(k) (FDA Cleared)
+ Hogc Chimg nhéin CE theo ludt dinh EU dugc T8 chirc chimg nhén (Notified Body) cp

Lo

70

472

Vit liéu nut mach hinh
cAu, 40um — 1200pum

Vit liéu nit mach hinh chu sir dung thc di dang dong tinh mach, mach khéi u, va triéu chimg u xo tir cung
- Chit ligu Acrylic két hop véi Gelatin

- Kich c& khoang 40pm - 1200pm

- Thé tich > 2ml

Tiét khudn

Pat chimg nhén;

+ Tiéu chudn FDA (Cuc quén Iy Thyc phim va Dugc phﬁm Hoa Ky) hogc FDA 510(k) (FDA Cleared)

+ Hoic Chimg nhén CE theo lugt dinh EU dugc Té chirc chimg nhén (Notified Body) cép

55

473

Vit liéu nut mach hinh
clu, khéng tai thuc,
40pm — 1300pm

Vit liéu nit mach hinh cAu khong tai thuéc dung trong tét di dang déng mach

- Chét liéu Hydrogel, phu Polymer

- Kich c& khoang 40pum - 1300pm

Tiét khudn

Dat chirng nhén:

+ Tiéu chudn FDA (Cuc quin Iy Thyrc phim va Dugc phdm Hoa Ky) hoc FDA 510(k) (FDA Cleared)
+ Hogic Chimg nhén CE theo lugt dinh EU dwgc T8 chirc chimg nhén (Notified Body) cip

Lo

60

474

Vit liéu nut mach tam
thoi, bing Gelatin, kich ¢
50um — 4000pm

Vit liéu nat mach tam thoi

- Chit liéu Gelatin

- Kich c& khoang 50pm - 4000pm

- Thé tich > 20ml

Tiét khudn

Pat chimg nhén:

+1S0 13485:2016

+ Hoic Tiéu chudn FDA (Cuc quén ly Thyc phdm va Dugc phim Hoa Ky) hoic FDA 510(k) (FDA Cleared)
+ Hogic Chimg nhén CE theo ludt dinh EU dugc Té chirc chimg nhén (Notified Body) cép

Lo

2065
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Stent chin dong chay ndi
thi phinh mach ndo

Stent chiin dong chay ndi tui phinh;mach néo
- Chit liéu bén bing céc s¢i Nitinol
- Dudmg kinh tir 3mm dén 11mm |
- Chiéu dai tir 2mm dén 9. 6mm
- Tuong thich v&i "Dung cy cit vong xoén kim loai dién ding cho dyung cu chuyén dong tii phinh mach méu
nio dang ciu *, "Vi ng thong can thiép mach méu néo, dudmg kinh trong 0.021" - 0.033", dai 133cm -
154cm" tai danh muyc moi thiu
Tiét khuén
Dat chimg nhén:
+ Tiéu chuéin FDA (Cuc quan 1y Thyc phdm va Dugc phdm Hoa Ky) hofic FDA 510(k) (FDA Cleared)
+ Ho#c Chimg nhén CE theo lufit dinh EU dugc T4 chirc chimg nhén (Notified Body) cﬁp

Céi

476

Dung cu cét vong xoén
kim loai dién ding cho
dung cu chuyén dong tii
phinh mach méau néo dang
cdu

Dung cu cit vong xo#n kim logi diing cho dung cu chuyén dong titi phinh mach méu ndo dang cu

- Chét ligu nhya

- Dang tay cAm dugc tich hop dién sin

- Tuong thich vé6i "Stent chiin dong chdy ndi tai phinh mach no", Vi 6ng théng hodc 6ng thong can thiép
mach mau ndo, dudng kinh trong 0,021° - 0.033", dai 133cm - 154cm” tai danh muc mdi thiu

Tiét khuén

Dat chimg nhén:

+ Tiéu chudn FDA (Cuc quan ly Thwc phdm va Dugc phdm Hoa Ky) hoac FDA 510(k) (FDA Cleared)

+ Hofic Chimg nhén CE theo ludt dinh EU dugc Té chirc chimg nhén (Notified Body) cdp

Cai

10

477

0.021*

Vi éng théng hoic éng
théng can thi¢p mach mau
ndo, dudng kinh trong
-0.033", dai 133cm
— 154cm

Vi éng thong hoac bng théng can thi¢p mach méu néo

- Chét liéu PTFE

- Dudmg kinh trong;: khodng 0.021" - 0.033", c6 t6i thiéu céc ¢ 0.021", 0.027", 0.033"

- Chiéu dai trong khoang 133cm - 154cm

- Tuong thich véi "Stent chin déng chay néi tii phinh mach ndo", “Dung cu cit vong xoén kim loai dién
ding cho dung cu chuyén dong tii phinh mach méu n#o dang ciu " tai danh myc mai thiu

Tiét khuén

Dat chimg nhén:

+ 1SO 13485:2016 ‘

+ Hotic Tiéu chudn FDA (Cyc quén Iy Thyc phdm va Dugc phim Hoa Ky) hofic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhéin CE theo lufit dinh EU dugc T4 chirc chimg nhgn (Notified Body) cép

Cai

478

V4t liéu niit mach tam
thoi, bing Gelatin, kich c&
100pm — 4000um

Vét liéu niit mach tam thoi
- Chét liéu Gelatin
- Kich c& khoang 100pm - 4000um, ¢6 tdi thidu cac c& 100um - 300um, 300um - 500pm, 2000um - 4000pm
- Thé tich > 20ml
- C6 kha niing hiip thu nhanh véi ti 1§ 98% sau 2 gidr
Tiét khuén i
Dat chimg nhén:
+180 13485:2016
+ Hoiic Tiéu chudn FDA (Cyc quén ly Thyc phim va Dugc phim Hoa Ky) hoiic FDA 510(k) (FDA Cleared)
+ Hofic Ching nhén CE theo ludt d;nh EU dugc Té chirc chimg nhin (Notified Body) cép

Lo

30

479

Vi déy din hofic dy din
can thi¢p mach méu ndo,
duong kinh déu tip thuén
lai <0.008"

!

Vi ddy dfin hogic ddy din can thiép mach méu ndo

- Chit ligu thép khéng gi, phii 16p 4 nuéc

- Puong kinh tryc déy < 0.010"

- Pudmg kinh du tip thuén lai < 0.008"

- Chiéu dai > 200cm

Tiét khuén

Pat chimng nhén:

+ Tiéu chuéin FDA (Cuc quan ly Thuc ph&m va Dugc phém Hoa Ky) hoaic FDA 510(k) (FDA Cleared)

+ Hod#ic Chimg nhén CE theo lufit dmh EU duge T8 chirc chimg nhén (Notified Body) cip va ISO 13485:2016

Cai

300
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DAy déin can thiép mach mau ndo
- Chéit ligu: phéi hop thép khong gi va Nitinol, phu Hydrophilic
Déy din can thigp mach  |* g:?:gé g:)n;n khoang 0.012" - 0.014
480 |mau ndo, dudmg kinh oy cai 100
0.012" - 0.014" Tigt Khudn
Dat chimg nhén:
+ Hoiic Tiéu chun FDA (Cuc quén ly Thyc phim va Dugc phim Hoa Ky) hoic FDA 510(k) (FDA Cleared)
+ Hojic Chimg nhén CE theo luft dinh EU duoc T4 chirc chimg nhén (Notified Body) chp vaI1SO 13485:2016
Déy d&n can thiép mach méu ndo
- Chét li¢u thép khéng gi phut 16p 4i nuée, Platinum diu xa
Déy din can thiép mach |- Dudmg kinh téi thiéu 0.014"
481 [mau ndo, duomg kinh tdi |- Dai khodng 205cm - 300cm Cai 50
thiéu 0.014", dai > 205cm  [Tiét khuén
Pat chimg nhén:
+ Tiéu chudn FDA (Cuc quén Iy Thyc phim va Dugc phim Hoa Ky) hoic FDA 510(k) (FDA Cleared)
Déy dén hogc vi ddy dén can thiép mach mau nio
- Chét liéu thép khéng gi, ph 16p &i nuéc & diu
Day dén hogic vi ddy ddn |- Pudmg kinh c6 tdi thidu cac ¢ 0.010", 0.014", 0.018"
432 |can thiép mach méu ngo, |- Chiéu dai c6 tdi thiéu cic c& 200cm, 360cm Cii 500
duéng kinh 0.010", Tiét khuén
0.014",0.018" Pat chimg nhén:
+ Tiéu chudn FDA (Cuc quén ly Thyrc phim va Dugc phédm Hoa K¥) hoic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhéin CE theo lugt dinh EU dugc Té chirc chimg nhén (Notified Body) chp
Vi diy din hogc déy d#n can thiép mach méu ngoai bién
- Chét liéu tryc: Scitanium, phi Hydrophilic
Vi day dn hoc dy din |- Dudng kinh khodng 0.014" - 0.018", ¢6 t6i thiéu c& 0.014", 0.018"
can thiép mach mau ngoai |- Chiéu dai > 180cm
483 [bién, dudmg kinh 0.014" |- Dang déu: dAu thing hodic ddu cong Céi 55
— 0.018", dai > 180cm,  |Tiét khuén
phi Hydrophilic Dat chimg nhén:
+ Tigu chuén FDA (Cuc quan Iy Thyc phim va Dugc phim Hoa Ky) hogic FDA 510(k) (FDA Cleared)
+ Ho#ic Chimg nhén CE theo lugt dinh EU dugc Té chirc chimg nhén (Notified Body) clp
Vi ddy déin hoac ddy dén can thiép mach mau ngoai bién
- Chit li¢u thép khong gi, phi Hydrophilic
o x |- Budmg kinh khoéng 0.014" - 0.018", ¢ t6i thiéu c& 0.014", 0.018"
Z;ndﬁe‘;“;:;’:‘:ﬁ:;:m - Chidu dai khodng 180cm - 300cm, c6 t6i thidu céc c& 180cm, 190cm, 200cm, 235cm, 300cm
484 |bién, duomg kinh 0.014» | P2 tp 00 o4 c3 g khoing 1.0gf - 40gf cai 400
— 0.018", dai 180cm — |, 2?18 dau: nhon hofc tb
300cm, pha Hydrophilic || 1¢t khuén
’ Dat chimg nhén:
+ Tiéu chudn FDA (Cuc quén ly Thyc phim va Dugc phim Hoa K¥) hoéic FDA 5106(k) (FDA Cleared)
+ Ho#ic Chimg nhén CE theo ludt dinh EU dugc T chirc chimg nhén (Notified Body) cép
Vi ddy dén hoic ddy déin can thiép mach mau ngogi bién - tang
- Chdt li¢u 13i Nitinol, 16p ngoai Polyurethane, phi Hydrophilic
Vi ddy din hoic ddy din |- Pudmg kinh khoang 0.012" - 0.016%, c6 t6i thiéu céc c& 0.012"; 0.014"; 0.016"
can thiép mach mau ngoai |- Chiéu dai khoang 180cm - 200cm, c6 tdi thidu céc c& 180cm; 200cm
4gs |bién - tang, dwimgkinh |- Dang diu: ddu cong (45°, 90°), d4u Double Angled (90°+150°) Cii 50
0.012" — 0.016", dai Tiét khuén
180cm — 200cm, phu Pat chimg nhén:

Hydrophilic

+ 1SO 13485:2016
+ Hoiic Tiéu chuén FDA (Cuc quan ly Thue phﬁm.vﬁ Dugc phim Hoa Ky) hoic FDA 510(k) (FDA Cleared)
+ Ho#ic Ching nhén CE theo luét dinh EU dugc T4 chirc chirng nhin (Notified Body) cip
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Vi dzy dfn hojic ddy din can thiép mach méu ngoai bién - tang
. - Chat liéu thép khong gi, phu Hydrophllxc
Viday dinhofc day din | o i Khodng 0.014” - 0. 016" c6 t6i thidu céc ¢ 0.014, 0.016"
can thigp mach méu ngoai | Chiéu dal > 135¢m
486 |bién - tang, dwong kinh Tiét kh Cai 500
0.014" — 0.016", dai > iét khudn
135cm, pha Hydrophilic | > Chime nhén: .
’ + Tiéu chuan FDA (Cyc quén ly Thyc phém va Dugc phiam Hoa Ky) hogtc FDA 510(k) (FDA Cleared)
+ Hoiic Chimg nhén CE theo lut dinh EU dugc T4 chirc chimg nhén (Notified Body) cép
Vi déy din hodc day dén can thiép mach méu ngoai bién - tang
- L&i bing chét liéu Platinum, 16p pht PU va 16p pha Hydrophilic
Vi ddy din hoic ddy d4n |- Pudng kinh 0.016" ‘
can thiép mach mau ngogi |- Chiéu dai khoang 165cm - 180cm, co t6i thiu cic c& 165cm, 180cm
487 |bién - tang, duong kinh - Di kém b§ dung cy: Torque, dung cu chén, que dinh hinh Céi 50
0.016", dai 165cm — Tiét khudn
180cm, phu Hydrophilic  |Pat chimg nhén:
+ Tiéu chuén FDA (Cuc quén ly Thyc phim va Dugc phim Hoa Ky) hofic FDA 510(k) (FDA Cleared)
+ Hosic Chimg nhén CE theo luat dinh EU dugc T8 chirc chimg nhn (Notified Body) cip
Vi déy din hogc déy din can thiép mach mau ngoai bién - tang
- Chit ligu
+ Doan gén: 15i Nitinol, 16p phii PTFE
Vi ddy din hofic ddy din |+ Dogn giira: két hgp Platinum
can thi¢p mach méu ngoai |+ Poan xa: 13i Nitinol, vo ngoai Polyurethane, phu 4i nuéc
488 bién - tang, dudng kinh - Pudng kinh khodng 0.014° - 0.035", c6 t5i thidu cic c& 0.014"; 0.018"; 0.035" Chi 50
0.014" — 0.035", dai - Chiéu dai khoéng 180cm - 300cm, c6 t6i thiéu cac c& 180cm, 260cm, 300cm
180cm — 300cm, phi - Dang d4u: déu thing hogic dAu cong
PTFE Tiét khuén
Pat chirng nhén:
+ Tiéu chuin FDA (Cyc quén Iy Thyc phim va Dugc phim Hoa Ky) hogc FDA 510(k) (FDA Cleared)
+ Hoiic Chimg nhén CE theo lufit djnh EU dugc T4 chirc chimg nhén (Notified Body) cdp
Vi dély din hogic dly dfin can thiép mach vanh
- Chét ligu 15i du xa bing Nitinol, 13i dAu gén bing thép khong gi, phii 16p 4i nuéc
. x o X - Pudmg kinh 0.014"
:’a'ndiyi ;)"“m:g:"vm’dm - Chiéu dai > 190cm, c6 t8i thidu céc c& 190cm, 300cm
489 duomg kinh 0.014%, dai> |- Eang dhu: dhu thing, diu cong (J) Céi 200
190cm Tiét khuin
Pat chimg nhén:
+ Tiéu chuin FDA (Cyc quén Iy Thyc phim va Dugc phim Hoa Ky) hoic FDA 510(k) (FDA Cleared)
+ Ho#c Chimg nhén CE theo ludt dinh EU dugc Té chirc ching nhén (Notified Body) cﬁp
Vi dy din hoic diy din can thiép mach vanh
- Chét liéu phén 13i d4u xa 12m bing hop kim Titanium, phu 16p 4i nuéc Hydrophylic, 16p cuén bén ngodi 1
Vi dy din hotc ddy din Platinum & doan xa,"thép khéng gi & doan gin
can thi¢ép mach vinh, ) Du'.bn e k{nh 0.014 ,
490 . - Chidu dai > 180cm Cai 2000
dudmg kinh 0.014", dai > - |
18000 Tiét khuin ;
Pat chimg nhén: |
+ Tiéu chuén FDA (Cuc quin Iy Thuc phém va Dugc phim Hoa Ky) hoic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhén CE theo lufit dxnh EU duoc T8 chirc chimg nhén (Notified Body) cép
Vi déy din hofic ddy dfin can thi¢p mach vinh mém
- Chit lidu 15i Platinium va thép khﬁng gi, phit 16p Silicone hogc hydrophilic
- Dudng kinh 0.014"
Vi ddy dfn hofic ddy din |- Chiéu dai > 150cm, c6 tdi thidu céc & 150cm, 190cm, 300cm
491 620 thi€p mach vanh, - Dhu tip ¢6 cdc conang <0.7 gf ' Chi 2000
dudng kinh 0.014", dai> |- Dang d4u: dAu thing, ddu cong (J)
150cm Tiét khudn
Pat chimg nhén: I

+ Tiéu chuén FDA (Cuc quén Iy Thuc phém va Dugc phim Hoa Ky) hosic FDA 510(k) (FDA Cleared)
+ Chimg nhén CE theo luft djnh EU dugce T8 chirc chimg nhin (Notified Body) cip
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Vi ddy din hojic dy din
can thiép mach vanh CTO,
dubng kinh 0.014", dai >
180cm

Vi ddy dén hogc déy dén can thiép mach vanh CTO

- Chét li¢u 15i Platinium va thép khong gi, pht 16p silicon, phi 4i nuéc

- Pudng kinh 0.014"

- Du tip c6 t6i thidu c4c co nang: 1.0 gf, 2.0 gf, 4.0 gf, 6.0 gf, 12 gf

- Chidu dai > 180cm, c6 t6i thiéu céc c& 180cm, 235cm, 300cm, 330cm

- Dang diu: d4u thing, d4u cong (J)

Tiét khudn

Dat chimg nhéin:

+ Tiéu chuén FDA (Cuc quan ly Thyc phém va Dugc phdm Hoa Ky) hofic FDA 510(k) (FDA Cleared)
+ Holic Chimg nhén CE theo lut dinh EU dugc T8 chirc chimg nhdn (Notified Body) cép

Céi

400

493

Vi dédy din hofc diy din
can thiép mach vanh, dang
hé trg biing thép khong gi,
duomg kinh > 0.014", dai >
190cm

Vi déy din hoac ddy din can thi¢p mach vanh, dang hé trg

- Chét li¢u thép khéng gi, phii 16p Hydrophilic Polymer

- Dudng kinh > 0.014"

- Chiéu dai > 190cm, c6 t8i thiéu céc c& 190cm, 300cm

- Dang dAu: d4u thing, d4u cong (J)

Tiét khudn

Pat ching nhén;

+ Tiéu chudn FDA (Cyc quén Iy Thyc phim va Dugc phim Hoa Ky) hoiic FDA 510(k) (FDA Cleared)
+ Hoiic Chimg nhan CE theo ludt dinh EU dugc T4 chirc chimg nhén (Notified Body) cép

Céi

50

494

Vi éng thong can thiép
mach mau c6 gén béng

Vi éng thong can thiép mach méu c6 gén béng

- Chét ligu bong Silicone

- Chit ligu 6ng théng phi Hydrophilic

- Chidu dai bong tir 7mm - 15mm

- Chiéu dai 6ng théng c6 ti thiéu céc ¢ 110cm; 130cm; 150cm

- Tuong thich ddy din 0.014"; 0.016"; 0.018", éng théng chdn doan SFr va tt ca céc kich c& hat vi clu <
700um

Tiét khuén

Dat chimg nhén:

+ISO 13485:2016

+ Hoic Tiéu chudn FDA (Cyc quan ly Thyc phim va Dugc phdm Hoa Ky) hoc FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhén CE theo luét djnh EU dugc T4 chic chimg nhéin (Notified Body) cip

Cai

50

495

Vi éng théng can thiép
mach méu tang va ngoai
bién, 3 16p, boc tungsten,
phu 16p hydrophilic, dai
110cm — 130cm, c& 2.4Fr
— 2.7Fr

Vi dng théng can thiép mach méu tang va ngoai bién

- Chét liéu bing 3 16p, boc tungsten, phui 16p hydrophilic

- Budng kinh ngoai khoang 2.4Fr - 2.7Fr

- Pudng kinh trong c6 tdi thidu c& 0.025"

- Chiéu dai khoang 110cm - 130cm

- Kém theo 1 ddy din nho

Tiét khuén

Dat chimg nhén:

+ Tiéu chudn FDA (Cuc quén ly Thyc phim va Dugc phim Hoa K¥) hoic FDA 510(k) (FDA Cleared)
+ Hogic Chimg nhéin CE theo lugt dinh EU dugc Té chirc chimg nhén (Notified Body) cép

B

350

496

Vi éng théng can thigp
mach méu tang va ngoai
bién, 3 16p, phi PTFE,
Tungsten, phu 16p
hydrophilic, dai 110cm —
130cm, c& 2.0Fr — 2. 4Fr

Vi éng thdng can thiép mach mau tang va ngoai bién, 3 lop

- Chét liéu 16p trong phi PTFE, 16p giita Tungsten, 16p ngoai phu 16p Hydrophilic

- Puong kinh ngoai khoang 2.0Fr - 2.4Fr

- Puong kinh trong c6 tdi thiéu c& 0.022"

- Chiéu dai khoang 110cm - 130cm

- Kém theo 1 ddy din nhd

Tiét khufn

Pat chimg nhén:

+ Tiéu chudn FDA (Cuc quan ly Thyc phﬁm va Dugc phim Hoa K¥) hofic FDA 510(k) (FDA Cleared)
+ Hotic Chimg nhén CE theo ludt djnh EU dugc T4 chirc chimg nhén (Notified Body) cép

Cai

270
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Vi 6ng théng can thiép
mach méu tang va ngoai
bién, d4u tip cong cb thién
nga, cic ¢

Vi 5ng thong can thiép mach méu tang v ngoai bién
- Chét liéu dan tir soi Nylon phi lé'p Hydrophilic
- Pudng kinh ngoai diu gin khoang‘ 2.8Fr - 2.9Fr
- Du’ong kinh ngoai déu xa khoang 2. 1Fr - 2.9Fr
- Chiéu dai khoang 110cm - 1500m‘
- Dang d4u: d4u thing/ diu cong (45°)/ dAu cong (cd thién nga)
Dat chimg nhén:
+ Tiéu chuén FDA (Cuc quan Iy Thl,rc phém va Dugc phim Hoa K¥) hodic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhén CE theo lufit dinh EU dugc T chirc chimg nhin (Notified Body) cép

Cai

150

498

Vi éng thong can thiép
mach méu tang va ngoai
bién, phu 16p Hydrophilic,
kém déy din

Vi ong thong can thip mach mau lang va ngoai bién
- Chit ligu sgi bén kim loai, phi lép Hydrophilic
- Pudng kinh ngoai diu gin c6 tbi l.hléu ci¥ 3.0Fr
- Pudng kinh ngoai déu xa c6 tdi tluéu c& 2.4Fr
- Kém ddy din
Tiét khuén
Dat chung nhén:
+ Tiéu chufin FDA (Cuc quén Iy Thyc phim va Dugc phim Hoa Ky) hoic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhén CE theo luat ainlm EU dugc T4 chirc chimg nhén (Notified Body) cdp

Céi

405

499

Vi éng thong can thiép
mach méu tang va ngogi
bién, s¢i bén Tungsten phu
Hydrophilic

\

Vi dng théng can thiép mach méu tang va ngogi bién
- Chét liéu s¢i bén Tungsten, phu Hydrophthc
- Dudmg kinh ngoai du gin c6 téi thléu cd 2.8Fr
- Dudng kinh ngoai d4u xa 6 t6i thidu c& 2.6Fr

- Déu tip Angled hoc Multi Curve L
Tiét khuén
Dat chimg nhén: :
+ Tiéu chuén FDA (Cuc quén ly Thuc phﬁm va Dugce phﬁm Hoa K¥) hogc FDA 510(k) (FDA Cleared)
+ Hoiic Chimg nhén CE theo luft dinh EU dugc Té chirc chimg nhan (Notified Body) cép

Cai

650

500

Vi éng théng can thigp
mach méu tang va ngoai
bién, s¢i b¢n Tungsten phi
Hydrophilic, déu tip >
1.9Fr

Vi 6ng théng can thiép mach m4u tang va ngoai bién

- Chét liéu sgi bén Tungsten, phi Hydrophilic

- Dudmg kinh ngoai dAu gén 16i thiéu c6 c 2.8Fr

- Pudmg kinh ngoai diu xa t6i thiéu c6 c& 1.98Fr, 2.6Fr

- Chiéu dai khoéng 105cm - 150cm

- Dang dAu: d4u thing, diu cong khodng 45° - 80°

Tiét khuén

Pat chimg nhén:

+ Tiéu chudn FDA (Cuc quan 1y Thyrc phém va Dugc phim Hoa K¥) hodic FDA 510(k) (FDA Cleared)
+ Hoiic Chimg nhén CE theo ludt dinh EU dugc T8 chirc chimg nhén (Notified Body) cip

Cai

600

501

Vi éng théng can thiép
mach méu ngoai bién va
tang, dai 70cm — 150cm,
keém vi ddy din

|
Vi 6ng thong ding cho mach méu siéu chon lge
- Chét liéu PTFE, déu tip Platinum, phi Hydrophilic
- Puomg kinh ngoai diu gin khoéng 2.7Fr - 2.9Fr
- Dudng kinh ngoai dAu xa khoang 1.7Fr - 2.7Fr
- Chiéu dai khoing 70cm - 150cm |
- Chiu dugec 4p lyc 1én dén 1.000psi |
- Kém vi ddy dén 0.016"
- Dang déu: ddu thing, d4u cong (457), diu Cobra, diu cong (W)
Tiét khuén
Pat chimg nhén:
+1S0 13485:2016

+ Hofc Tiéu chuin FDA (Cyc quan ly Thyc phé&m va Dugc phim Hoa Ky) hoac FDA 510(k) (FDA Cleared)

+ Hofic Chimg nhén CE theo luft d;wh EU dugc Té chirc chimg nhan (Notified Body) cép

50
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Vi bng thong can thiép mach méu tang va ngogi bién
- Chét liéu 16p trong PTFE, phii Hydrophilic, khang ph trén 60cm doan gén
- Buéng kinh ngoai khoang: 1.7Fr - 2.8Fr
- Dudmg kinh trong: khoang 0.017" - 0.024"
- Pudmg kinh ddy din téi da: 0.016"
Vi ng théng can thiép - Chiéu dai c6 i thiéu céc c& 110cm, 130cm, 150cm, 165cm
502 [mach méau tang vangoai |- Twong thich véi coils 0.018" (1.9Fr) Céi 50
bién, phu ldp ai nude - Dang du: Angle, Triple Angle, Straight
Tiét khuén
Dat chimg nhén:
+ ISO 13485:2016
+ Ho#c Tiéu chun FDA (Cuc quén Iy Thyc phim va Dugc phim Hoa Ky) hoac FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhén CE theo lujt dinh EU dugc T4 chirc chimg nhén (Notified Body) cép
Vi éng théng can thiép mach mau ngoai bién kém béng thuyén téc nat mach
1. Vi bng théng:
- Chit ligu phu 4i nudc
- Ddu vio c6 téi thiéu 1.9Fr
- Chidu dai > 110cm, c6 t6i thiéu c4c c& 110cm, 130cm, 150cm
Vi éng thong can thiép - Tuong thich véi ddy din 0.014"
503 mach mau ngqai bién kém (2. B(?ng thuyén téc nit mach Cai 20
boéng thuyén téc nit mach, |- Chat li¢u béng Polyurethane
dai > 110cm - Chiéu dai bong > 10mm
Tiét khudn
Dat chimg nhén:
+1SO 13485:2016
+ Hotc Tiéu chuén FDA (Cuc quan 1y Thyrc phém va Dugc phdm Hoa Ky) hoic FDA 510(k) (FDA Cleared)
+ Ho#ic Chimg nhéin CE theo luat dinh EU dugc Té chirc chimg nhén (Notified Body) cfp
Vi éng théng can thiép mach méau ngoai bién h trg tha coil
- Chét liéu 16p bec Tungsten, phii 16p Hydrophilic
- Budmg kinh trong > 0.021"
- Pudmg kinh ngoai d4u gin co t5i thiéu ¢ 2.8Fr
Vi éng thong can thiép - Bugng kinh ngoa dAu xa khoang 1.6Fr - 1.9Fr
504 [mach méu ngogi bign hg [~ Chicu dai2 110cm cai 120
wo th coil, dai > 110cm |- Tuong thich ddy dén khodng 0.014" - 0.018"
= Tiét khuin
Dat ching nhén:
+1S0 13485:2016
+ Hofic Tiéu chudn FDA (Cuc quén ly Thyrc phim va Dugc phim Hoa Ky) hoiic FDA 510(k) (FDA Cleared)
+ Hoiic Chitng nhén CE theo lufit dinh EU dugc T chirc chimg nhén (Notified Body) cp
Vi éng thong can thi¢p mach méu tang va ngoai bién
- Boc Tungsten chdng vin xodn; chét liéu PTFE, phu I6p Hydrophilic
- DBubng kinh ngoai diu gin khoing 2.7Fr - 2.9Fr
Vi éng thong can thiép - gtl:(‘{ngdl;m: lniggal dAu xa khoang 1.7Fr - 2.7Fr
505 |mach méu tang vangoai | iou cai = 170cm Cai 100

bi€n, dii > 110cm

- Tuong thich vi ddy din khoang 0.016" - 0.025"

Tiét khudn

Pat chirng nhén:

+ Tiéu chudn FDA (Cyc quén 1y Thyc phim va Dugc phim Hoa Ky) hofic FDA 510(k) (FDA Cleared)
+ Hoiic Chimg nhén CE theo luat dinh EU duge Té chirc chimg nhan (Notified Body) cép
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Vi éng théng can thiép
mach méu tang va ngoai
bién, 1.9Fr — 2.0Fr, dai
105cm — 175cm

1

Vi éng thong can thiép mach méu tang va ngoai bién
- Chét li¢u Polymer |

- Chét liéu dfly dén Platinum, phu a: nudc

- Pudmg kinh ngoai d4u gin c6 téi thidu ¢ 2.8Fr

- Pudmg kinh ngoai diu xa c6 tbi t.htéu khodng 1.9Fr - 2.0Fr

- Chiéu dai khodng 105cm - 175cm, ¢6 tbi thibu > 3 c&

- Tuong thich déy din khoang 0. 0[4" 0.018"

Tiét khudn

Pat chimg nhén:

+1SO 13485:2016

+ Hoic Tiéu chuén FDA (Cuc quén ly Thyc phﬁm va Dugc phﬁm Hoa Ky) hosic FDA 510(k) (FDA Cleared)
+ Hoic Ching nhén CE theo luft d‘mh EU dugc Té chirc chimg nhén (Notified Body) cip

Cai

150

507

Vi éng théng can thiép
mach méu tang va ngoai
bién, dai 105cm — 150cm

Vi éng théng can thiép mach méu lang va ngoai bién
- Chét ligu phu &i nuéc
- Dudmg kinh déu xa téi thiéu c6 ca 1.7Fr

- Chiéu dai ng théng c6 t6i thiéu cﬁc ¢ 105¢m, 125¢cm, 150cm
- Tuong thich day dfn 0.016" !

Tiét khuén

Dat chimg nhén: }
+1SO 13485:2016

+ Hojic Tiéu chudn FDA (Cyc quén Iy Thuc phém va Dugc phim Hoa K§) hoc FDA 510(k) (FDA Cleared)
+ Hoéc Chimg nhén CE theo lufit dmh EU dugc T chirc chimg nhan (Notified Body) cép

|
|

Cai

200

508

Vi 6ng thong can thigp
mach vanh, 2 nong, dai >
145¢m, 6ng hinh bdu duc

Vi éng théng can thi¢p mach vanh 2 néng (1 nong OTW va 1 ndng RX), éng hinh biu duc

- Chét ligu 15i thép khéng gi chéng xoén, phi 16p hydrophilic

- Dudng kinh ngoai diu tip > 1 51'r.

- Du'tmg kinh ngodi doan xa khoﬂng 2.5Fr-3.3Fr

- Chiéu dai > 145cm

Tiét khuén

Dat chimg nhén:

+ Tiéu chuéin FDA (Cuc quin Iy Thyc phém va Dugc phdm Hoa Ky) hodc FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhén CE theo lugt dinh EU dugc T chirc chimg nhén (Notified Body) cép

Cai

30

509

Vi éng théng can thiép
mach vanh, 2 nong, dai >
140cm

Vi éng thong can thiép mach vanh 2 nong

- Chét li¢u Polyamide resin va Polyimide

- Dudmg kinh khoéng 2.8Fr - 2.9Fr, dii > 140cm

- Khdu kinh dduxa > 0.42mm

- Tuong thich ddy din 0.014"

Tiét khufin

Dat chimg nhén:

+ Tiéu chuén FDA (Cuc quin 1y Thyc phim va Dugc phm Hoa Ky) hoiic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhén CE theo ludt dinh EU dugc T4 chirc chimg nhén (Notified Bady) cép

Céi

60

510

Vi 6ng théng hd trg can
thiép mach vanh CTO,
long trong phua Fluoro-
Resin

Vi éng thong hd trg can thiép machvanh CTO

- Chét liéu: Nylon 12 va Polytetrafluoroethylene, phii ngoai Hydrophilic, 1ong trong phu Fluoro-Resin
- Pudmg kinh khodng 1.4Fr - 1.5Fr
- Chiéu dai c6 tdi thiéu céc c& 135
Tiét khuén

Dat chimg nhén:

+1S0 13485:2016

+ Hofic Tiéu chuin FDA (Cyc quén ly Thyc phdm va Dugc phim Hoa Ky) hogc FDA 510(k) (FDA Cleared)
+ Chimg nhén CE theo luit dinh EU duoc T8 chirc chimg nhén (Notified Body) cdp

, 150cm

Cai

50
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Vi bng thong can thigp
mach vanh CTO, déu tip
thuén > 1.4Fr

Vi éng thong can thiép mach vanh CTO

- Chét liéu miit ngodi 1am bing nhya polyamide elastomer phii I6p Polymer. Mit trong dng dugc vién béi
Fluropolymer. D4u tip bing Polyurethane

- DAu tip thuén > 1.4Fr

- Buémg kinh khoang 0.016" - 0.022"

- Pudng kinh ngoai > 1.9Fr

- Chidu dai khoang 135¢m - 150cm

Tiét khuén

Dat ching nhin:

+ Tiéu chufn FDA (Cuc quéan Iy Thyc phém va Dugc phdm Hoa Ky) hoc FDA 510(k) (FDA Cleared)
+ Hogic Chimg nhén CE theo lujt dinh EU dugc T6 chirc chimg nhin (Notified Body) cip

Cai

126

512

Vi éng théng di qua tén
thuong CTO, 16i bén tir 10
— 14 day din, dlu tip
thuén 1.3Fr

Vi éng théng di qua ton thuong CTO, 15i bén khoéng 10 - 14 diy din

- Chét liéu thép khong gi

- Ddu tip thuén c6 i thiéu c& 1.3Fr

- Chiéu dai t6i thidu c6 c& 135cm, 150cm

Tigt khudn

bat ching nhén:

+ Tiéu chuin FDA (Cuc quén ly Thyc phim va Dugc phém Hoa Ky) hoc FDA 510(k) (FDA Cleared)
+ Chimg nhéin CE theo lufit djnh EU dugc T8 chirc chimg nhén (Notified Body) cip

Cai

513

Vi éng théng hofic 6ng
théng can thigp mach méu
néo qua dudmg dfng mach
quay

Vi éng thong holic 6ng théng can thiép mach mau nio qua dudng quay

- Chét ligu Polymer, thanh gia cb thép khong gi va Nitinol, phi PTFE

- Doan déu phi Hydrophilic

- Putmg kinh trong c6 t8i thiéu céc c& 0.071", 0.079"

- Chiu dai c6 tdi thiéu c4c oy 95cm, 100cm, 105cm

- Kém 13i nong bén trong

Tiét khuén

Dat chitng nhéin: .
+ Tiéu chun FDA (Cyc quén Iy Thyc phim va Dugc phdm Hoa Ky) hogc FDA 510(k) (FDA Cleared
+ Chimg nhén CE theo ludt dinh EU dugc T chirc chimg nhén (Notified Body) cip

Cai

20

514

Vi éng thong hoiic éng
théng can thiép mach mau
n#o va ngoai bién dang
sheath, dai 45cm — 100cm

Vi éng théng hoic éng théng can thiép mach méu ndo va ngoai vi dang sheath

- Chét liéu Polymer, gia c6 thanh dang 10 xo v dan bén.

- Doan dAu tip c6 phu 4i nudc c6 chidu dai > 25cm

- Kich thudc t6i thiéu c6 6Fr va 7Fr

- Chidu dai khoang 45cm - 100cm, c6 tdi thiéu céc ¢ 45cm, 55cm, 65cm, 80cm, 90cm

- C6 kém 16i nong bén trong va chir Y

Tiét khuén

Dat chimg nhén:

+ Tiéu chufn FDA (Cuc quén Iy Thyc phm va Dugc phdm Hoa K¥) hozic FDA 510(k) (FDA Cleared)
+ Hosic Chimg nhén CE theo lugt dinh EU dugc T chirc chimg nhén (Notified Body) cép

Céi

60

515

Vi 6ng thong hozc 6ng
thong can thi€p mach méu
ndo va ngoai vi, dudng
kinh trong 0.025"

Vi dng théng hogic dng théng can thiép mach mau no va ngoai vi

- Chét liéu Nitinol

- Dudmg kinh trong 0.025"

- Dudmg kinh ngoai 2.6Fr - 2.95Fr

- Dai c6 t6i thiéu 150cm va 160cm

Tiét khudn

Pat chimg nhén:

+ Tiéu chudn FDA (Cuc quén 1y Thyc phim va Dugc phdm Hoa Ky) hoic FDA 510(k) (FDA Cleared)
+ Ho#ic Chimg nhén CE theo luit dinh EU dugc T4 chirc chimg nhan (Notified Body) cép

Céi

25

516

Vi éng théng hofic 6ng
théng can thi¢p mach méu
ndo, bﬁng Polymer, dudng
kinh 0.0165" - 0.039", dai
125cm — 167cm

Vi 6ng théng holic dng thong can thiép mach mau ndo

- Chét liéu: mat trong phi PTFE, phii Hydrophilic, thanh gia ¢ bén xofn

- Purdmg kinh khoang 0.0165" - 0.039", c6 tdi thiéu cac c¥ 0.0165", 0.021", 0.027", 0.039"

- Chiéu dai khoang 125¢m - 167cm, 6 t6i thiéu 125cm, 145cm, 155cm, 160cm, 167cm

Tiét khuan

Dat chimg nhén:

+ Tiéu chuén FDA (Cyc quan ly Thyc phdm vi Dugc phdm Hoa Ky) hogic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhéin CE theo luft dinh EU dugc T4 chirc chimg nhén (Notified Body) cp

Cai

120
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Vi 6ng théng hodic bng théng can ’ iép mach méu no ding trong can thiép 14y huyét khéi ndi so
- Chét lidu nhyra 16t PTFE trong léng, phi 4i nuwéc, gia cb thanh bing 16p bén Nitinol d6i
- Dubng kinh trong cé t6i thidu 0. 017" va 0.021"
Vi éng théng hotic bng - Chiéu dai khodng 150cm - I60cm‘
517 |thdng can thip mach mau |Tiét khuén ‘ Cai 60
ndo, dai 150cm — 160cm  |Pat chimg nhén: !
+1S0 13485:2016
+ Hoac Tiéu chuén FDA (Cuc quén 1y Thye ph&m va Dugc phdm Hoa Ky) hoic FDA 510(k) (FDA Cleared)
+ Ho#c Chimg nhén CE theo lujt dmh EU dugc Té chirc chimg nhan (Notified Body) cdp
Vi éng thong hofic dng théng can ﬂm;p mach mau ndo
- Chit li¢u: mit trong phi PTFE, phu Hydrophilic
Vi éng théng hogc dng - Dudmg kinh trong c6 t5i thidu céc ¢ 0.017%, 0.021", 0.027"
théng can thiép mach mau |- Chidu dai > 150cm
518 |ndo, 16p trong cing PTFE, |- Twong thich DMSO Céi 250
16p ngoai phit Hydrophilic, [Tiét khun
dai> 150cm Pat chimg nhén:
+ Tiéu chuéin FDA (Cyc quén ly Thuc phim va Dugc phdm Hoa K¥) hogic FDA 510(k) (FDA Cleared)
+ Ho@c Ching nhéin CE theo ludt dmh EU dugc Té chirc chimg nhén (Notified Body) cép
E
Vong xoéin kim loai dang coils dleu tri nit tai phinh mach méu nfo, cét bing bé tay
- Chét li¢u Platinum
s . . - Budmg kinh sgi coil c6 t6i lhleu cac ¢ 0.010", 0.011", 0.0125".
Vong xoin kim logi dang | g o khép cét coils co thé téch bing b tay phin dudi ddy ddy coils, khong cin dung cu cht chuyén dung.
coils diéu trj nat phinh & thié
519 {mach méu nio, dudmg kinh - Budmg kinh khodng 1mm - 25mm €0 t0i thi€u céc c& Imm, 1.5mm, 12mm, 15mm, 25mm Cai 300
P - Chiéu dai khoang 4cm - 60cm, cé t6i thidu cic c& 4cm, 6¢m, 40cm, 50cm, 60cm
Imm — 25mm, cét bang in
bé tay Tiét khu: ‘
Dat chimg nhén:
+ Tiéu chuéin FDA (Cuc quan ly Thuc phém va Dugc phdm Hoa Ky) hoic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhéin CE theo lugt djnh EU dugc T8 chirc chimg nhén (Notified Body) cip
l
Vong xo#n kim loai c6 phii 16ng tao huyét khdi, ding tic mach néi so va ngoai bién
- Chét liéu Platinum va Nltmol ‘
Vong xo#n kim loai c6 phu |- Dudng kinh sgi coil ¢6 t8i thiéu céic ¢ 0.018", 0.035"
16ng tao huyét khéi, ding |- Dudng kinh coil cé téi thiéu cac ¢ 3mm, 4mm, 6mm, 8mm, 10mm, 12mm, 15mm, 18mm, 20mm
520 |téc mach ndiso vangoai |- Chiéu dai c6 téi thiéu céc c& 4cm, 6cm, 8cm, 10cm, 15em, 20cm, 30cm, 50cm, 60cm Cai 1250
bién, dudng kinh 3mm —  |Tiét khuén i
20mm Dat chimg nhén:
+ Tiéu chudn FDA (Cuc quén ly Thic phim va Dugc phim Hoa Ky) hofic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhén CE theo luft dinh EU dugc T chirc chimg nhén (Notified Body) cdp
|
|
Véng xoén kim logi (coils) nit mgch ngoai vi c6 gin vi sqi siéu nho, cit bang co hoc
- Chét Iléu Platinum
- C6 gén vi sgi PGLA hoiic Nylon doc chiéu dai soi coils, tang tao huyét khéi,
- Pudmg kinh sgi coils c6 tbi thidu ¢ac ¢ 0.0115" - 0.0145"
Vong xofn kim logi the  |” Kich thu{:c‘vbng xo#in tir 2mm - Z:Omm
521 |mach ngoai vi c6 gin l6ng | Chibu dai tir 2cm - S0cm : Cai 70
tao huyét kndi - Tuong thich éng thong dudng kinh 0.0165" - 0.021"
Tiét khuén
Dat chimg nhén:
+1SO 13485:2016
+ Hodic Tiéu chudn FDA (Cuc quén ly Thyc phim va Dugc phdm Hoa Ky) hofic FDA 510(k) (FDA Cleared)
+ Hoic Chimg nthan CE theo 1u5z§1nh EU durgc T4 chirc chimg nhan (Notified Body) cip
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B{ ddy din tudn hoan
(ECMO) trong héi sirc cip
ciru cho ngudi bénh dudi
20kg

Bo déy din tudn hoan (ECMO) trong hdi sirc clp ciru cho ngudi bénh duéi 20kg:
1. Bom ly tém:

- Chét liéu: Polycarbonate (PC)

- Thé tich mbi: < 32ml

- Téc d6 bom 1én téi 5000 vong/phut

2. BO ddy diin tudn hoan:

- Chét liéu: Polyviny! Chloride (PVC) c6 phii chét chéng d6ng mau

- Bao gdm dudmg dong mach va tinh mach

- Chiéu dai ddy chinh: 1/4 x 1/16 x 400 - 500cm

- S6 lwong va chiéu dai cac ddy phy:

+ 03 déy 1/4 x 1/16 x 110 - 130cm

+ 01 déy 1/4 x 1/16 x 250 - 350cm

+01 dy 1/4 x 1/16 x 10 - 15¢cm

- Day déin khi c6 loc khi dai khodng 250cm - 350cm

- Tuong thich may ECMO rotaflow cia Bénh vién

‘Tiét khuén

Dat ching nhén:

+ 18O 13485:2016

+ Ho#ic Tiéu chuin FDA (Cyc quan Iy Thyc phdm va Duge phdm Hoa Ky)
+ Hogc chimg nhén CE (Chéu Au)

523

B§ nong duéi da dung khi
dat cant}ula ECMO, phu
chét chéng dong

Bo nong duéi da dung khi dit cannula ECMO theo phuong phép Seldinger
1. Ong nong;

- Chét liéu: Polyethylene d§ diic cao (HDPE) va BaSO4

- Thén nong c6 t4i thiéu céc c& 12Fr, 14Fr, 16Fr, 18Fr

2. Dy dfin dudng: thép khéng gi

- Dudng kinh 0.038”, d4u J

- C6 tdi thiu cac chiéu dai 100cm, 150cm

3. Dao mé rach da biing thép khong gi

4. Bom tiém khoang 10ml - 20ml

5. Kim tiém: thép khéng gi, kich thuéc phu hop day din 0.038”

Tiét khuén

Pat chimg nhén:

+ ISO 13485:2016

+ Hoc Tiéu chudn FDA (Cyc quan Iy Thyc phim va Dugc phim Hoa Ky)
+ Ho#ic chimg nhén CE (Chéu Au)

Bo

80

524

B6 thay méu hoan hbi
dung cho may XTRA
Cellsaver

B thay mau hoan hdi bing viéc thu nhéin v loc rita méu lién tuc dya trén ky thuat quay ly tim sau d6 truyén
lai cho ngudi bénh.

1. Binh chira méu:

- Phu 16p Polyurethane

- Thé tich khoang 3000ml - 4600ml

- Céng két nbi: 1/4" x 3 cdng, 3/8" x 1 cbng

- Binh chira méu cé kha niing xoay 360° quanh gia d&

2. Bdu bom ly tdm: thé tich c& 125ml, 175ml

3.Tui chura djch théi khodng 8 lit - 10 lit

- Tuong thich v6i méy téch t& bio va truyén mau tr dong XTRA Cell Saver ciia Bénh vién
Dat chimg nhén:

+ Tiéu chudn chét lugng FDA (Cuc quan ly Thyc phdm va Dugc phdm Hoa Ky)

+ Hofic chimg nhan CE (Chéu Au)

B

200

525

B tim phéi nhan tao diing
trong tuln hoén ngoai co
thé, dién tich mang trao
8bi 2.5m* — 2.7m?, hwu
lweng mau trao d6i 1 — 7
1it/ phit

B tim phdi nhan tao trong tudn hoan ngoai co thé

1. Binh chira méu: phii 16p wa nuée bén trong. C6 it nhét 6 mang loc

- Thé tich khoang 4500ml - 5000m|

2. B6 phin trao ddi khi: sgi ring Polypropylene, c6 van diu tiét p lyc va vach canh béo thé tich
- Tich hop b loc dfng mach

- Luu lugng trao déi khoang 1 - 7 lit/ phit

- Thé tich méi: <260ml

- Dién tich b& mit trao ddi khi khodng 2.5m? - 2.7m?

- Ap lyc trao ddi nuéc: < 30psi

3. B6 phan trao di nhiét: cong ra dong mach 3/8", céng vio tinh mach 3/8"

- Tuong thich véi méy tim phéi nhan tao Sorin S5 ciia Bénh vién

Tiét khuén

Dat chimg nhén:

+ Tiéu chuéin chat lugng FDA (Cyc quén 1y Thyc phdm va Dugc phdm Hoa Ky)
+ Hodc ching nhén CE (Chéu Au)

B

50
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B6 tim phdi nhén tao trong
tuén hoan ngoai co thé
kém b loc dgng mach cho
ngudi lon

Bj tim phou nhén tgo trong tudn hoén ngo.’u co thé kém b loc d6ng mach cho ngudi 16m
1. Binh chira méu: bén trong phu Phosphorylcholme

- Thé tich khoang 4000ml - 5000mI {
2. B) phan trao d8i khi: mang loc chit liéu Polypropylene

- Tich hop bj loc dfng mach ’

- Luu luong trao ddi ti da khoang 6 5 - 7.5 livphit

- Thé tich mdi: <225ml

- Dién tich bé mat trao @i khi khoang 1.6m?- 1.7m?

3. B) phn trao i nhiét bang thép khéng gi, ¢6 dién tich b trao dbi nhiét 0.07m? - 0.09m?
- Tuong thich v6i méy tim phéi nha.n tao Sorin S5 cia Bénh vién

Tiét khuén

Dat chimg nhén:

+1S0 13485:2016

+ Ho#c Chimg nhén CE (Chdu Au)

50

527

B0 tim phéi nhén tao trong
tun hoan ngodi co thékém
lpc déng mach cho ngudi
bénh hang cén > 50kg

B¢ tim phdi nhan tgo trong tudn hoén ngodi co thé kém loc déng mach danh cho ngudi bénh > 50kg
1. Binh chira méu: bén trong phu Phosphorylcholme

- Thé tich khoang 4000ml - 4500ml :

2. B3 phén trao dbi khi: c6 méng loc chét ligu polyester, di¢n tich mang loc xép xi 1.75m?, I hrgng m4u
trong khoang 7 - 8 lit/phit, phin loc dong mach > 38um

3. B6 phén trao d8i nhiét: chét liéu F;olynrethane dién tich b& m3t khoang 0.3m? - 0.5m?

- Tuong thich véi méy tim phél nhﬁn tao Sorin S5 ctiia Bénh vién

Tiét khuén ;

Dat chimg nhén:

+ Tiéu chuén chat lugng FDA (Cuc qua.n 1y Thyc phim va Dugc phdm Hoa Ky)

+ Ho#ic chimg nhén CE (Chéu Au)

B

50

528

B¢ tim phdi nhén tao trong
tuén hoan ngodi co thé cho
ngudi bénh hang cén trong
khoéng 12kg - 25kg

BG tim phdi nhén to trong tuin hoan ngoai co thé cho ngudi bénh hang cén khodng 12kg - 25kg
1. Binh chita méu: bén trong phu smh hoc

Phosphorylcholine, thé tich khoing 2400ml - 2600ml

2. B9 phén trao ddi khi: c6 mang loc chét liéu Polypropylene, dién tich mang lc x4p xi 0.84m?. Thé tich mbi
< 100ml. Lwu lugng méau 0.5 - 3.0 li/phit

3. B phén trao dbi nhiét: dién tich bé mat khoéng 0.03m? - 0.05m?

- Tuong thich v6i méy tim phéi nh4n tao Sorin S5 ciia Bénh vién

Tiét khuén

Dat chimg nhén:

+ 180 13485:2016

+ Ho@c Chimg nhén CE (Chéu Au) |

40

529

B6 tim phdi nhén tgo trong
tuéin hodn ngoai co thé
kém loc dong mach cho
ngudi bénh hang cén 20kg
— 50kg

B6 tim phéi nhan tao trong tudn hoan ngoai co thé kém loc dong mach cho ngudi bénh hang cin trong khoing
20kg - 50kg
1. Binh chira méu: bén trong phu smh hoc
Phosphorylcholine, thé tich khodng 4000ml -4500ml
2. B) phén trao dbi khi: c6 mang loc chét ligu polyester, dién tich mang loc x&p xi 1.4 m? hru Iugng méu
khodng 6 - 6.5 L/phit, phin loc dong mach khodng 35um - 38um
3. B§ phéin trao ddi nhiét: chét liéu Polyurethane, dign tich b& mat khoang 0.4m? - 0.42m?
- Tuong thich véi may tim phél nhﬁn tao Sorin S5 ciia Bénh vién
Tiét khudn !
Dat chimg nhén: :
+ Tiéu chudn chét lugng FDA (Cyc quz‘m 1y Thyc phém va Dugc phdm Hoa Ky)
+ Ho#c chimg nhén CE (Chéu Au)

B}

30

530

B4 tim phdi nhén tao ding
trong tudn hoan ngoai co
thé, dién tich mang trao
45i 0.5m?, 1.5m? va 2.5m?

B6 tim phdi nhan tao trong tufn hoAn ngoadi co thé
1. Binh chira méu:

- V6 bing Polycarbonate

- Phin lgc tinh mach: Polyester, kiéu|lugi

- Chét khir bot polyurethane
- Thé tich binh chira khoang 1000ml|- 40600ml
2. Phéi tich hop loc dong mach:
- Mang loc: polyester, 18 mang loc <32 pm
- Sgi loc bing Microporous Polypropylene
- Thé tich mdi khodng 40ml - 300m]
- Dién tich mang trao ddi oxy: 0.5m? 1.5m?, 2.5m?

- Thé tich hoat déng khodng 15ml - 200ml

3. BY phén trao dbi nhiét béng thép khdng gi, c6 dién tich b trao ddi nhigt 0.035m? - 0.2m?
- Tuong thich véi may tim phdi nhﬁn tao SORIN S5 ciia Bénh vién

Tiét khudn

Dat chimg nhén: !

+ Tiéu chuén chat lugng FDA (Cuc quén 1y Thyc phim va Dugc phdm Hoa Ky)

+ Hogc chimg nhén CE (Chéu Au) .

870
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B¢ tim phdi nhén tao
(ECMO) trong hdi sirc chp
ciru cho ngudi bénh dudi
20kg

Phdi nhén tao (ECMO) trong hdi sirc clp ciru cho ngudi bénh < 20kg

- Chiit liéu: Thén phéi: Polycarbonate (PC), soi trao ddi khi: Polymethylpentene (PMP), s¢i trao dbi nhiét:
Polyurethane

- B& mat trao d6i khi > 0.8m?

- B& mijt trao dbi nhit > 0.15m?

- Lwru lwgng méu trong khoang 0.2 - 2.8 lit/phit

- Thé tich mdi: 90 ml

- Thoi gian sir dung lién tuc khodng 14 - 21 ngdy

- Tuong thich véi méy tim phdi nhan tao ECMO/Rotaflow ciia Bénh vién
Tiét khuén

Pat ching nhén:

+1SO 13485:2016

+ Hotic Tiéu chuén FDA (Cyc quan Iy Thyc phdm va Dugc phdm Hoa Kj)
+ Hojic chimg nhan CE (Chéu Au)

B

532

B¢ tim phdi nhén tao
(ECMO) trong héi strc cép
ciru kém ddy dén cho
nguoi bénh trén 20kg

B§ tim phi nhén tao (ECMO) trong hi sirc cép ciru cho ngudi bénh trén 20kg

1.Phéi:

- Chét liéu: Than phéi: Polycarbonate (PC), s¢i trao d8i khi: Polymethylpentene (PMP), sgi trao déi nhiét:
Polyurethane

- B& mit trao ddi khi > 1.8m?

- B& mit trao ddi nhiét > 0,4m?

- Thé tich mdi toan by tim phdi: < 585 ml

- Thoi gian sit dyng lién tuc trong khodng 14 ngay

2. Bom ly tim:

- Chét liéu: Polycarbonate (PC)

- Luu lugng méu khoang 0.5 - 7 lit/phit

3. Dy din tuén hodn:

- Chét liéu: chét liéu polyvinyl chloride (PVC) c6 phii chét chong déng méu, duémg kinh 3/8"
- Tuong thich véi méy tim phdi nhan tzo ECMO/Rotaflow ciia Bénh vién

Tigt khudn

Pat chimg nhén:

+1SO 13485:2016

+ Hogc Tiéu chuéin FDA (Cuc quan ly Thyuc phém va Dugc phim Hoa Ky)

+ Hoic chimg nhén CE (Chéu Au)

B

50

533

Cannula déng mach
ECMO dung trong oxy hoa
méu qua mang ngoai co
thé, ¢& 15Fr — 23Fr

Cannula dong mach ECMO diing trong oxy héa méu qua mang ngoai co thé

- Chét liéu: Polyurethane, thén cannula c6 vong xoén bing thép khong gi chéng gip, c6 phi chét chéng dong
mau

- C& khoang 15Fr - 23Fr, c6 tdi thiéu c4c ¢ 15Fr, 17Fr, 19Fr, 21Fr, 23Fr, chidu dai khoang 15¢m - 25cm
- Céng két ndi 3/8"

- Thei gian sir dung 1€n t6i 30 ngay

Tiét khuén

Pat chimg nhén:

+1S0 13485:2016

+ Hofic Tiéu chuén FDA (Cuc quén ly Thyc phdm va Dugc phim Hoa Ky)

++ Hofic chimg nhan CE (Chéu Au)

Cai

63

534

Cannula tinh mach ECMO
dung trong oxy héa mau
qua méng ngoai co thé, c&
19Fr — 29Fr

Cannula tinh mach ECMO diing trong oxy h6a méu qua méng ngodi co thé

- Chét liéu: Polyurethane, thin cannula c6 vong xofn bing thép khéng gi chéng gfp, c6 phii chét chéng dong
méu

- C& khoang 19Fr - 29Fr, c6 t5i thidu cac ¢ 19Fr, 21Fr, 23Fr, 25Fr, 29Fr, chiéu dai khoing 35cm - 60cm
- Chng két néi 3/8"

- Thoi gian sir dung €n t6i 30 ngay

Tiét khudn

Pat chimg nhén:

+ 1SO 13485:2016

+ Hot#ic Tiéu chudn FDA (Cyc quan ly Thyc phdm va Dugc phim Hoa Ky)

+ Ho#ic chimg nhén CE (Chéu Au)

Céi

60

535

Déu do ¢5 bio hoa oxy va
hematocrit, nhiét d6 ding
trong tuén hodn ngoai co

thé

Déu do d6 bao hoa oxy va hematocrit, nhiét d9 diing trong tuén hoan ngoai co thé
- Chét liéu: Polycarbonate

- Két ndi v6i day c6 kich thuéce 1/2°, 3/8", 1/4"

- Tuong thich may B-Care5/ méy tim phi nhén tao Sorin S5 cia Bénh vién

Tiét khuén

Pat chimg nhén:

+ Tiéu chudn FDA (Cyc quan 1y Thuc phdm va Duge phdm Hoa Ky)

+ Ho#c chimg nhan CE (Chéu Au)

Cai

1100
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DAy chay mdy dung cho b
tim phéi nhan tao dung
trong tudn hoan ngodi co
thé danh cho ngudi bénh
dudi 10kg dén trén S0kg

Dy chay méy ding cho by tim phdi nhén tao ding trong tuin hoan ngoai co thé danh cho ngudi bénh dudi
10kg dén trén 50kg.
- Chét ligu: nhya PVC va Silicone
Bao gém
1. B9 déy din d3it tai phiu truong (Table pack)
- Hang cén dudi 10 kg, 20kg - 50kg: 03 doan day
- Hang céin 10-20kg: 05 doan ddy.
- Hang cén trén 50 kg: 06 doan day va 01 co ndi thing.
2. Day diin gén véi may tim phdi nhﬁn tao (Pump pack)
- Hang cén duéi 10kg, 20kg - SOkg 10 doan déy, gdm duwdmg &p Iy c6 khoang cch ly, bd loc khi, > 03 co
néi khoa 4 chidu, téi mdi, tii loc dong mach va 2 06 co ndi
- Hang cén lOkg 20 kg; 10 doan day, gbm dudng ap luc c6 khoang cach ly, bd lgc khi, > 02 co ndi khoa 4
chidu, tii mdi va > 06 co néi.
- Hang cén trén 50kg: 06 doan dﬁy, gom bo loc khi, van mét chiéu, dudng ap lyc c6 khoang céch ly, 02 co ndi
khéa 4 chiu, 02 co ndi thing va 01 condi chir Y.
- Déng géi riéng cho timg bj diy vrl boc chung lai thanh mét b3 théng nhét
Dat chitng nhén: ‘
+180 13485:2016 ‘
+ Hodc tiéu chuén chat hrong FDA (Cuc quén Iy Thyc phédm va Dugc phdm Hoa Ky)
+ Ho#c chimg nhén CE (Chéu Au)l

B¢

600

537

Déy chay mday dung cho bd
tim phéi nhén tao ding
trong tun hoan ngoai co
thé cho hang cén 20kg —
40kg va trén 40kg

Déy chay méy dung cho b tim phdx nhén tao ding trong tudn hoin ngoai co thé danh cho ngudi bénh trong
khodng 20kg - 40kg va trén 40kg \

- Chit ligu: Silicone, nhwa PVC, Polycarbonate

- GOm: b ddy phiu thujt v b) dﬁy chay may

+ B6 déy phiu thudt: chét litu PVC, 4 doan bao gdm 3 doan kich thuéc 1/4"x1/4"x1/16" dai 80" - 160" va 1
doan 1/2"x3/8"x3/32 hofic 3/8"x3/8!'x3/32 dai > 120"

+ B6 dfy chay mdy gdm: it nhét 5 doan PVC (trong d6 ¢6 1 doan ddy c6 chira doan ndi chét ligu Silicon) kich
thude 1/2"x3/8"x3/32" hoiic 3/8"x3/8"x3/32" dai > 24"; it nhét 2 khoa 4 chidu; khoang cach ly

- Ban v& thiét ké theo yéu cAu ciia ngudi sir dung chuyén mén, c6 thé tiy chinh theo nhu céu thyc té

Tiét khuén

Dat chimg nhén:
+ Tiéu chudn FDA (Cuc quén ly Thye phdm va Dugc phdm Hoa Ky)
+ Hodc chimg nhén CE (Chéu Au)

350

538

Déy chay mdy dung cho b
tim phéi nhan tao ding
trong tuln hoan ngodi co
thé, hang cén < 20kg

Déy chay méy diing cho b tim phéi nhan tao dung trong tudn hoan ngoai co thé, hang cin < 20kg
- Chét ligu: Silicone, nhya PVC
- Bao gbm: Table pack va Pump pack, t6i thiéu co c& 6kg - 10kg va 10kg - 20kg
- Ban v& thiét ké theo yéu clu cita dia ngudi sir dung chuyén mén, ¢6 thé tinh chinh theo nhu cdu sir dung
thye té !
Tiét khudn i
Dat chimg nhén: %
+ Tiéu chudn FDA (Cyc quén Iy 'I‘huc phém va Dugc phdm Hoa Ky)

+ Hotc chimg nhén CE (Chau Au) r

150

539

Dung dich ding bio quan
m$d, tang, gidc mac va co
tac dung lit tim

Dung dich diing bdo quan m3, tang,f gidc mac va cé tac dung liét tim
- Thanh phén trong 1.000 ml dung dich chira: < 28.0g Histidine, > 0.4g Tryptophane, >
Hydrogen 2- Ketoglutarate
-bd th&m théu < 300 mosmol/kg
- Liét tim trong ph&u thudt tim > 180 phat
- Thé tich 5 thidu 1000m! 1
Tiét khuén i
Dat chimg nhén: \
+ Tiéu chufn FDA (Cuc quan 1y Thwc phim va Dugc phim Hoa Ky)
+ Hoc chimg nhéin CE (Chéu Au)

0.17g Potassium

Tai

2000

540

Miéng dan kiém soat mirc
dich diing trong tudn hoan
ngoai co thé, hinh chir nhat

Miéng dan kiém soat mirc dich dung trong tudn hoan ngodi co thé, hinh chit nhat

- Miéng dén mirc dich duoc gén vao binh chira mau (Reservoir) hoic Phdi nhan tao (Oxygenator)

- Cam bién dyra trén téc dfng cita mrc chét 16ng 1én séng dién tir tAn s6 cao trong mach dao dong dién
- Tuong thich may tim phdi nhén tao Sorin S5 ciia Bénh vién

Tiét khun

Dat chimg nhén:
+ Tiéu chufin chat lvgng FDA (Cuc quan 1y Thyc phim va Dugc phim Hoa Ky)
+ Holic chimg nhén CE (Chau Au)

Miéng

1100
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Vong xofin kim loai dang coils diéu trj nit ti phinh mach méu nZo.
- Chit ligu Platinum
- Dudng kinh s¢i coil c6 tdi thidu céc ¢ 0.010", 0.012", 0.014"
Vong xoén kim logi dang |- Dudmg kinh khoang 1mm - 24mm, c6 tdi thidu céc c¢& Imm, 1.5mm, 2mm, 4mm, 6mm, 8mm, 10mm,
sap [coils diéu trj nit phinh 14mm, 22mm, 24mm. cai 400
mach méu nZo, dudmg kinh |- Chiéu dai khoang 6cm - 70cm
Imm — 24mm Tiét khuén
Dat chimg nhén:
+ Tiéu chudn FDA (Cuc quén 1y Thuc phim va Dugc phim Hoa Ky) hojic FDA 510(k) (FDA Cleared)
+ Ho#ic Chimg nhén CE theo luét dinh EU dugc T chirc chimg nhén (Notified Body) cip
Dung cy cét vong xoén kim logi tich dién s&n,
- Chét liéu: nhyra, c6 tich dién sin, dang tay cim.
- Nhén biét thoi diém sin sang cét coils va théi dim cét coils thanh céng.
Dung cy cét vong xoén - Hé thdng 3 dén LED cho céc thdi diém khac nhau
547 |Kim loai tich dién sin, c6 |- Twong thich "Vong xoén kim loai dang coils diéu tr nit phinh mach méu no, dai dén 70cm"” tai danh muc cii 0
co ché nhén biét thoi didm |moi théu
sin sang cit coils Tiét khudn
Pat chimg nhén:
+ Tiéu chudn FDA (Cuc quén Iy Thyc phim va Dugc phim Hoa Ky) hogic FDA 510(k) (FDA Cleared)
+ Hoic Chimg nhén CE theo lujt dinh EU dugc T chirc chimg nhén (Notified Body) cip
Vong xoén kim loai dang coils diéu trj niit phinh mach mau ndo
- Chét ligu Platium
- Dudmg kinh s¢i coil c6 tdi thiéu cac ¢ 0.010", 0.0145"
Vong xofin kim loai dang |- Budmg kinh khoéng 2mm - 20mm, c6 t6i thidu cac c& 2mm, 2.5mm, 3mm, 3.5mm, 4mm, Smm, 6mm, 7mm,
543 coils didu trj nut phinh 8mm, 9mm, 12mm, 14mm, 18mm, 20mm Céi 400
mach méu nZo, dudmg kinh |- Chiéu dai c6 tdi thiéu cic c& 2cm, 3cm, 4cm, 6cm, 8cm, 10cm, 12cm, 15¢m, 20cm, 30cm, 40cm, S0cm
2mm — 20mm Tiét khudn
Pat chimg nhén:
+ Tiéu chudn FDA (Cuc quén Iy Thyc phim va Dugc phim Hoa Ky) holic FDA 510(k) (FDA Cleared)
+ Ho@ic Chimg nhén CE theo ludt dinh EU dugc T4 chirc chimg nhén (Notified Body) cﬁp
Dung cu cét vong xofn kim loai bing co ché nhiét
- Chét liéu: nhya
- Dang tay cAm dugc tich hop dién sin, ding cit coils theo co ché nhiét.
Dung cu cét véng xoin - leng thich “Vf)ng xo#in kim loai dang coils diéu trj nut phinh mach mau nio, dwdng kinh 2mm - 20mm" '
54 |im logi biing co ché nhiét tai danh myc mdi théu Cai 100
Pat chimg nhén:
+1SO 13485:2016
+ Hoic Tiéu chudn FDA (Cuc quén Iy Thyc phim va Dugc phim Hoa Ky) hoiic FDA 510(k) (FDA Cleared)
+ Ho#ic Chimg nhén CE theo ludt dinh EU dugc T4 chirc chimg nhén (Notified Body) cip
Vong xodn kim loai dang coils diéu trj nut tdi phinh mach méu n#o va ngoai bién
- Chét li¢u Platinum
- Ving cét coils cAu tao bing Polymide Alcohol
Véng xodn kim loai dang |- Dudng kinh s¢i coil c6 tdi thidu cic ¢ 0.010", 0.012", 0.014"
coils diéu trj nit tii phinh |- Dudmg kinh khoang 1mm - 14mm, c6 t8i thiéu cic ¢& Imm, 1.5mm, 2mm, 2.5mm, 3mm, 3.5mm, 4mm,
545 |mach mau no va ngoai Smm, 6mm, 8mm, 10mm, 12mm, 14mm Cai 350
bién, dwomg kinh lmm — |- Chiéu dai c6 tdi thiéu cic c& lcm, 2cm, 4cm, 6cm, 10cm, 15cm, 20cm, 30cm, 40cm, 50cm
14mm Tiét khudn
Pat chimng nhén:
+ Tiéu chudn FDA (Cyuc quén Iy Thyc phim va Dugc phim Hoa Ky) hosic FDA 510(k) (FDA Cleared)
+ Ho#ic Chimg nhén CE theo luét dinh EU dugc T chirc chimng nhén (Notified Body) cép
Dung cu ciit vong xoén kim loai bing by didu khién ding nhén biét va chi ra diém tach coil
- Kim ludn khoang 20G - 22G
- Tuong thich véi "Vong xo#n kim loai dang coils diéu trj nit tdi phinh mach méu nfo va ngoai bién, céc cd”
Dung cu cit vong xodn  [tai danh muc moi théu ,
546 |\ im logi biing b6 diéu khién |Tiét khudn céi 100
Pat ching nhén:

+ Tiéu chuén FDA (Cyc quén Iy Thyc phim va Dugc phim Hoa Ky) hoiic FDA 510(k) (FDA Cleared)
+ Hogic Chimg nhéin CE theo luft dinh EU dugc T4 chirc chimg nhdn (Notified Body) cép
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Véng xofin kim loai dang coils dléu trj nit tii phinh mach méu ndo va ngoai bién
- Chét liéu Platinum
Vong xofn kim loginit |- Dudng kinh sgi coil > 0.010", 6 tél thiéu céc c& 0.010", 0.0108", 0.015"
547 mach n#o va ngoai bién c6 |- Tuong thich véi "Dyng cu cht vbng xofin kim logi bing co hoc, dai > 12cm" tai danh muc moi théu Cai 40
soi siéu nho, duémg kinh > |Tiét khudn
0.010" Pat chimg nhén:
+ Tiéu chuéin FDA (Cuc quan ly Thyc phdm va Dugc phim Hoa Ky¥) hoic FDA 510(k) (FDA Cleared)
+ Hofc Chimg nhén CE theo lugt dinh EU duoc Té chic chimg nhén (Notified Body) cp
Vong xoéin kim loai (coils) nut mach n#o ¢6 gén vi sgi siéu nho, cét bing co hoc
- Chét lléu Platinum
- C6 gén vi sgi PGLA hofic Nylon doc chidu dai sqi coils, tang tao huyét khéi.
- Pudng kinh sgi coils khoéng 0. 01 15" -0.0145"
Vong xofin kim loai tic |- Kich thuéc vong xoén tir 2mm - 18mm
543 mach ndo c6 gén sgisiéu |- Chidu dai tir 1cm - 40cm . . . Cai 30
manh, dudng kinh sgi - Tuong thich v&i "Dung cu cit vong xoén kim loai bing co hoc, dai > 12cm” tai danh myc moi théu
0.0115" - 0.0145" Tiét khuén
Pat chimg nhan:
+1SO 13485:2016
+ Hogic Tiéu chuén FDA (Cyuc quan ly Thyc phém va Dugc phﬁm Hoa Ky) hodic FDA 510(k) (FDA Cleared)
+ Hoc Chimg nhén CE theo luft dmh EU dugc Té chirc chimg nhin (Notified Body) cip
Dung cu cit vong xodn kim loai bing co hoc
- Chét liéu v bing nhya déo
- Chidu dai > 12em
- Dang hinh try
Dung cy cét vong xoén - Tuong thich véi "Vong xoén kim logi nut mach n#o va ngoai bién ¢ sgi si€u nho, dudng kinh > 0.010"
549 [kim loai bing co hoc, dai > [hofic "Vong xofn kim logi tic mach nflo c6 gén sgi siéu manh, duong kinh sgi 0.0115" - 0.0145" tai danh Cai 10
12cm muc mdi thiu
Tiét khudn |
Pat chimg nhén: ‘
+ Tiéu chufin FDA (Cyc quan ly Thuc phé&m va Dugc phdm Hoa Ky) hodic FDA 510(k) (F DA Cleared)
+ Ho#c Chimg nhédn CE theo lut d!nh EU dugc T chirc chimg nhén (Notified Body) cip
Vong xofin kim loai 1én ding tic mach ndi s¢ va ngogi bién cit bang co hoc
- Chét liéu Platium
- Puong kinh sgi coil 0.020°
Vong xoinkimlogilén |- Pudng kinh coil c6 téi thidu cic ¢ 2mm, 3mm, 4mm, 5Smm, 6mm, 7mm, 8mm, 9mm, 10mm, 11mm,
ding thc mach ndi so va IZm, l3mm, lt.lmt'n, lS'mm, 16mm, 18mm, 20mm 22mm, 24mm, 28mm, 32mm )
550 L : - Chidu dai ¢6 t4i thidu cdc c& 2em, 3cm, 4cm, Sem, 6cm, 8cm, 10cm, 15cm, 20cm, 25¢m, 30cm, 35cm, Céi 200
ngoai bién, dudng kinh
2mm — 32mm 40cm, 45cm, 50cm, 57cm, 60cm
Tiét khudn
Dat chimg nhén:
+ Tiéu chuéin FDA (Cuc quén ly Thyc phdm va Dugc phim Hoa Ky) hodic FDA 510(k) (FDA Cleared)
+ Ho#c Chimg nhén CE theo luét dfnh EU dwgc T4 chirc chimg nhén (Notified Body) cép
Dung cu cit vong xofin kim loai bing co hoc
- Chét liéu v bing nhyra déo
- Chiéu dai > 15cm
. . - Dang hinh try
551 z‘:i::lbc:;;i?h’;?z ai> | Tuong thich véi “Vong xoén kim loai 16n ding tic mach ndi s va ngoai bién, dudmg kinh 2 - 32mm” tai Cai 20
Lo » %812 | danh myc moi thiu j
Tiét khuén |
Dat chimg nhén: |
+ Tiéu chuén FDA (Cuc quén ly Thye phim va Dugc phdm Hoa Ky) hosic FDA 510(k) (FDA Cleared)
+ Ho#c Chimg nhén CE theo lufit dinh EU dugc Té chirc chimg nhén (Notified Body) clp
Ong ;hl'r hotc thé thir chirc nang abhg méu ditng cho méy cim tay tai ch§
. . .. |- Chat phan img: Silica, Kaolin, Phospholipid
Ong thir hofc thé thir chite | Go v o6 e Khodng 1 - 6 vl i, 5 kh i
ning déng méu ding cho | Luone méu cin thiét: khoang 1 - 2 giot. du ilanh 1ml
552 |méay cm tay tai chd, phan ong mau can tuict: Khoang - £ glot, cung xtfanh “m Cuvette| 2000

img Silica, Kaolin,
Phospholipid

- Twong thich mdy Hemochron Signature Elite ciia Bénh vién

Pat chitg nhén:

+ Tiéu chufin FDA (Cyc quinly Thyc phdm va Dugc phém Hoa Ky)
+ Ho#c chimg nhén CE (Chfu Au) |
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Ong thir hotic thé thir chirc
niing déng méu ding cho
mdy cim tay tai chd, phan
umg Kaolin

Ong thir hoiic thé thir chirc néing dong m4u ding cho mdy cim tay tai chd
- Chit phan {mg: Kaolin

- Dai do durgc tir 50 dén 1000 gidy

- Lugng miu yéu ciu tir 40pL - 60pL mau, sé kénh thir: 01 kénh

- Kiém chuéin 2 mirc: mirc 1 va mirc 2

Pat chimg nhén

+1SO 13485:2016

+ Hozc Tiéu chuéin FDA (Cuc quan ly thyc phim va Dugc phim Hoa ky)
+ Hoc Chimg nhén CE (Chfu Au)

2000

554

Ong thir hogc thé thir chirc
niing dong méau ding dé
xét nghi¢m dinh lugng thoi
gian dong mau hoat hod,
dénh gia kha nang chéng
déng méu bing Heparin
liu thép dén trung binh

Ong thir hogic thé thir chirc niing dong mau diing cho may cAm tay tai chd ding & xét nghiém dinh lugng thoi
gian déng méu hoat ho#, danh gi4 kha nang chéng dong mau bing Heparin liu thip dén trung binh

1.Thanh phén

- Celite, Potato Dextrin

- Theo doi lidu Heparin thép ¢én trung binh t6i 2.5 U/mL méu

2. Co ché: phat hién cuc mau déng bao gdm mét loat céc diu do quang hoc LED dugc cin chinh véi kénh xét
nghi¢m ciia cuvette

- Tuwong thich may Hemochron Signature Elite ciia Bénh vién

Pat chiig nhén:

+ Tiéu chudn FDA (Cyc quén ly Thyc phim va Dugc phém Hoa Ky)

+ Hoic chimg nhéin CE (Chiu Au)

Cuvette

1000

555

Qua loc méu tim phdi ding
trong phéu thut tim cho
tré em va ngudi 16m, dién
tich mang loc 0.25m?,
0.68m?

Qua loc méu tim phdi diing trong phiu thut tim cho tré em va ngudi I6m
- Chét liéu mang Polyethersulfone hogc tuong duong

- Loc dugc céc chét: Ure, Creatine, Phosphates, Vitamine B12

- Dién tich b& mat: 0.25m? cho tré nho va 0.68m? cho ngudi 16n

- Thé tich dich mdi: > 45ml cho tré nhé va > 137ml cho ngudi 16n

- Ap luc tdi da: < 66kPa

- Déy din qua loc méu kém tii dyng chét thai

Pat chimg nhén:

+1S0 13485:2016

+ Hotic chimg nhéin CE (Chau Au)

B

50

556

Qua loc mau tim phdi ding
trong phiu thut tim cho
tré em, dién tich mang loc
0.3m?, 0.7m?

Qua loc ¢6 diic méu ding trong phiu thudt tim cho tré em

- Vit li¢u mang lgc Polysulfone hofic Polyethersulfone

- Dién tich b mgt mang loc 0.3m?, 0.7m?

- Dung tich mdi khodng 20ml - 50ml

- Ap lyc xuyén man 16i da 500mmHg

- Pudmg kinh sgi loc t8i thiéu 200um

Tiét khuén

Dat ching nhén:

+ Tiéu chudn FDA (Cuc quin ly Thyc phim va Duge phdm Hoa Ky)
+ Hoic chimg nhén CE (Chau Au)

Bé

250

557

Qui loc méau tim phéi ding
trong phiu thugt tim cho
tré em, dién tich mang loc
16i thiéu 0.3m?

Qua lgc cd dic méu tré em

1. Mang loc:

- Chit ligu: Polyethersulfone

- Dién tich mang loc c6 t6i thiéu c& 0.3m?
- Pudmg kinh trong sei loc ti thiéu 200pm
- D6 day soi loc t6i thiéu 30pm

- Thé tich dich mdi: <21 ml

- Ap sufit xuyén mang téi da 600mmHg

2. Day din

3. Tui thai: thé tich 3i thiéu 560ml

Tiét khuén

Dat chimg nhén:

+ Tiéu chudn FDA (Cuc quén Iy Thyrc phim va Dugc phim Hoa Ky)
+ Ho#ic chimg nhéin CE (Chéu Au)

Bé

200

558

Qua loc mau tim phdi ding
trong ph#u thugt tim cho
ngudi 16n, dién tich mang
lgc 0.9m?

Qua lopc ¢b dic méu ngudi 16n:

1. Mang loc:

- Vit liéu s¢i rdng: Polyethersulfone

- Dién tich mang loc c6 téi thiéu c& 0.9m?
- Pudmg kinh trong sgi loc t6i thiéu 200pm
- D6 day sei loc t6i thiéu 30pm

- Thé tich dich mdi: < 57ml

- Ap sufit xuyén mang t6i da 600mmHg

2. Déy dén

3. Tii thai: thé tich t6i thiéu 2000ml

Tiét khuin

Dat ching nhén:

+ Tiéu chudn FDA (Cuc quén ly Thyrc phim va Dugc phdm Hoa Ky)
+ Ho#ic chimg nhan CE (Chéu Au)

Bf

270
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559

Qua loc méu tim phéi dung
trong phéu thut tim cho
ngudi 16m, dién tich mang
loc téi thiéu > 1.1m?

Qui lgc loc c6 dic méu diing trong phiu thut tim cho ngudi I6n

- Chét lidu: Nipro Polyethersulfone .

- Tiét dién mang loc t6i thidu > 1.1m?
- Thé tich dich méi < 80ml ,

- Téc 46 dong méu: tdi thidu > 100 mi/phat, t6i da < 500 ml/phit
- Dudmg kinh sgi loc t8i thiéu ZOOpm

- Ap Iyc tdi da: 66 kPa

Tiét khudn

Dat chimg nhén:

+ 1SO 13485:2016

+ Chimg nhén CE (Chéu Au)

Bg

330

560

Déu dbt don cyc sir dung
song cao tén

Déu dét don cyc sir dung song cao thn két hop hé théng twéi nuéc musi sinh 1y diéu tri rung nhi

- Chét ligu tay cAm bing nhya, dfu dét bing hop kim

- Chiéu dai > 8cm cho phiu thut tlm hé

- Chiéu dai > 20cm cho phéu thuat nm it xam 14n

Tiét khuén

Dat chimg nhén:

+ Tiéu chuén FDA (Cyc quan ly Thyc phém va Dugc phém Hoa K¥) hoiic FDA 510(k) (FDA Cleared)
+ Ho#c Chimng nhén CE theo ludt dmh EU dugc T4 chirc chimg nhan (Notified Body) cfp

Cai

40

561

Cannula ddng mach chi
dAu cong diing trong tudn
hoan ngoai co thé

Cannula dong mach chii ddu cong dung trong tuén hoan ngoai co thé
- Chét ligu PVC hofic Silicone |
- Cannula du cong, d4u c6 duémg danh dau, co ndi c6 cbng dudi khi
- C6 16i thiéu cic c& 20Fr, 22Fr, co hél 3/8", chiéu dai cannula > 25cm
Tiét khudn
DBat chimg nhén:
+ Tiéu chuén FDA (Cyc quén Iy Thv,rc phim va Dugc phém Hoa Ky) hoic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhén CE theo luft dinh EU dugc T8 chic chimg nhén (Notified Body) cip

Cai

70

562

Cannula dong mach chi
dAu thing dung trong tuén
hoan ngoai co thé

Cannula dong mach chi déu thing dung trong tuén hodn ngoai co thé
- Chét ligu PVC hogc Silicone
- Cannula diu vét c6 g& c6 dinh, ddu c6 dudng dénh déu
- Kich c&: 18Fr, 20Fr, co nbi ddy d#n 3/8", chiéu dai > 17cm
Tiét khuén
Pat chimg nhén:
+ Tiéu chudn FDA (Cyc quan 1y Thyc phdm va Dugc phdm Hoa Ky) hofic FDA 510(k) (FDA Cleared)
+ Ho#ic Chimg nhéin CE theo lugt di’nh EU duge T6 chirc chimg nhén (Notified Body) cép

Cai

30

563

Cannula ddng mach dui
diing tudn hoan hoan ngoai
co thé, ¢ 15Fr — 21Fr

Cannula dong mach dui ding tuin lxroﬁn hoan ngoai co thé trong phiu thuat tim it xAm l4n

- Chét liéu PVC ho#c Silicone ‘

- Cannula diu tip c6 vong xo#n chéng gép

- C& khoang 15Fr - 21Fr, ¢6 téi thidu cac c& 15Fr, 17Fr, 19Fr, 21Fr, véi chidu dai ddu tip > 18cm, chidu dai
cannula > 31cm, co néi déy dfn 3/8"

Tiét khuén

Pat chimg nhan

+ Tiéu chuéin FDA (Cuc quan ly Thuc phim va Dugc phém Hoa K¥) hoc FDA 510(k) (FDA Cleared)

+ Hoiic Chimg nhéin CE theo lujt dmh EU dugc T6 chirc chimg nhén (Notified Body) cp

Cai

70

564

Cannula dong mach ding
trong tudn hoan ngodi co
thé, dai > 22cm

Cannula djng mach ding trong tuﬁn hoan ngodi co thé
- Chét liéu PVC hogc Silicone

- Cannula c6 vong xoéin chdng gép,
tri

- C6 tbi thiéu cac ¢ 8Fr, 9Fr, 1 1Fr)
Tiét khudn )

Pat chimng nhén: '

+ Tiéu chuin FDA (Cyc quan ly Thuc phﬁm va Duoc phﬁm Hoa Ky) hodic FDA 510(k) (FDA Cleared)
+ Ho#ic Chimg nhén CE theo ludt dinh EU duoc T chirc chimg nhén (Notified Body) cép

e cong 135°, c6 déu dinh huéng, va vach phéin chia ¢ dai xic dinh vj

12Fr, dAu két ndi 3/16" holic 1/4", chidu dai cannula > 22cm

Cai

30

565

Cannula d6ng mach ding
tudn hoan hoin ngoai co
thé va ECMO tré em, ¢
8Fr — 14Fr

Cannula dgng mach ding tudn hoan hoan ngodi co thé va ECMO tré em

- Chét liéu PVC hofic Silicone, khéng chira DEHP

- Cannula dAu tip c6 vong xoén chéng géip

- C& khoéng 8Fr - 14Fr, c6 tdi thidu céc c& 8Fr, 10Fr, 12Fr, 14Fr, v6i chiéu dai ddu tip > 10cm, chidu dai
cannula > 22cm, co nbi ddy din 1/4"

Tiét khufin

Dat chimg nhén:

+ Tiéu chufn FDA (Cuc quén Iy Thyc phim va Dugc phdm Hoa Ky) hodic FDA 510(k) (FDA Cleared)

+ Hogic Chimg nhén CE theo luét dinh EU dugc T8 chirc chimg nhén (Notified Body) cﬁp

Cai
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566

Cannula djng mach tré em
ding trong tudn hoan
ngodi co thé

Cannula dong mach tré em diing trong tudn hoan ngodi co thé

- Chét ligu bing nhya

- Cannula c6 vong xo#n chéng gép

- C6 tdi thiéu céc c& 8Fr, 10Fr, 12Fr, 14Fr, 16Fr, diu ndi ddy diin 1/4" ¢6 cdng dudi khi, chidu d&i > 22.5cm
Tiét khuén

Pat chimg nhén:

+ SO 13485:2016

+ Hoic Tiéu chuédn FDA (Cuc quéan ly Thyc phém va Dugc phim Hoa K¥) hofic FDA 510(k) (FDA Cleared)
+ Hoic Chimg nhén CE theo lufit dinh EU dugc Té chirc chimg nhén (Notified Body) cip

Cai

42

567

Cannula tinh mach chu
dudi dung trong tun hoan
ngodi co the

Cannula tinh mach chii dudi diing trong tuén hoan ngoai co thé

- Chét ligu PVC hofc Silicone

- Cannula c6 vong xoén chong gép, thn c6 vach chia d5 dai xéc dinh vi tri

- C6 tbi thiéu céc c& 12Fr, 14Fr, 16Fr, 28Fr, 30Fr, 32Fr, co ndi ddy din 1/4" - 3/8", chiéu dai > 30cm
Tiét khudn

Dat chimg nhén:

+ Tiéu chuén FDA (Cuc quan ly Thyc phim va Dugc phim Hoa Ky) hofic FDA 510(k) (FDA Cleared)
+ Ho#ic Chimg nhén CE theo luat dinh EU dugc T4 chirc chimg nhén (Notified Body) cép

Cai

10

568

Cannula tinh mach dui 2
téng diing trong tuln hoan
ngoai co thé, co ndi 3/8" va
172", dai > 60cm

Cannula tinh mach diii 2 ting ding trong tun hoan ngoai co thé

- Chét liéu Polymer

- Cannula c6 vong xoéin chéng gép, thén c6 vach chia d6 dai x4c dinh vj tri, gdm 2 1 hit: & dhu cannula va
than cannula

- Kich thwéc: tir 22Fr dén 25Fr

- Dudmg kinh than éng c6 2 loai, co ndi diy dfn 3/8" va 1/2", chidu dai cannula > 60cm

Tiét khuén

Dat ching nhén:

+1SO 13485:2016

+ Hoiic Tiéu chuén FDA (Cuc quan ly Thyc phém va Dugc phdm Hoa Ky) hoic FDA 510(k) (FDA Cleared)
+ Hoic Chimg nhén CE theo luét dinh EU dugc Té chirc chimg nhén (Notified Body) cép

Cai

60

569

Cannula tinh mach dui
ding trong tudn hoan
ngodi co thé, dAu tip dai >
48cm, c& 15Fr — 25Fr

Cannula tinh mach ddi ding trong tudn hoan ngoai co thé

- Chét liéu PVC hoc Silicone

- Cannula c6 vong xoén chéng gép, thin ¢6 vach chia dd dai x4c dinh vi tri

- C& khoang 15Fr - 25Fr, c6 thi thidu c4c c& 15Fr, 17Fr, 19Fr, 21Fr, 23Fr, 25Fr, chidu dai ddu tip > 48cm,
chiéu dai cannula > 64cm, ddu néi déy din 3/8"

Tiét khudn

Pat chimg nhén:

+ Tiéu chuén FDA (Cuc quén ly Thyc phém va Dugc phdm Hoa Ky) hofic FDA 510(k) (FDA Cleared)

+ Ho#c Chimg nhén CE theo lufit dinh EU dugc Té chirc chimg nhén (Notified Body) chp

Cai

20

570

Cannula tinh mach dung
trong tudn hodn ngoai co
thé, 1 ting déu cong, co
ndi 1/4" hoic 3/8"

Cannula tinh mach dung trong tudn hoan ngodi co thé, 1 ting diu cong

- Chét ligu PVC hoic Silicone, diu bing thép khéng gi

- C6 vong xoéin chéng gfip, than c6 vach chia 6 dai

- C6 thi thidu cac c& 12Fr, 14Fr, 16Fr, 22Fr, 24Fr, 28Fr, 31Fr, co ndi ddy din 1/4" hogc 3/8", chiéu dai >
35cm

Tiét khuén

Dat chimg nhéan:

+ Tiéu chuén FDA (Cuc quén Iy Thyc phim va Dugc phim Hoa Ky) hodic FDA 510(k) (FDA Cleared)
+ Hoic Chimg nhén CE theo ludt dinh EU dugc T4 chirc chimg nhén (Notified Body) cép

Céi

80

571

Cannula tinh mach dung
trong tun hoan ngoai co
thé, 2 ting nhi phai, vong
xo#n chdng gap

Cannula tinh mach ding trong tudn hoan ngoai co thé, 2 ting nhi phai

- Chét liéu PVC hodc Silicone

- C6 vong xoéin chéng gép, than c6 vach chia 49 dai

- Kich c&: (32Fr va 36Fr) hofic (40Fr va 46Fr), diu néi ddy din 1/2", chiéu dai > 38cm

Tiét khuén

Dat chimg nhén:

+ Tiéu chudn FDA (Cuc quén ly Thyc phim va Dugc phim Hoa Ky) hoic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhén CE theo lu#t dinh EU dugc T4 chirc chimg nhén (Notified Body) cip

Cai

30
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572

Cannula tinh mach ding
trong tudn hoan hoan ngoai
co thé va ECMO tré em,
c 8Fr — 14Fr

Cannula tinh mach ding tuéin hoan'hoan ngodi co thé va ECMO tré em
- Chét liéu PVC hozc Silicone, kh6ng chira DEHP
- Cannula c6 véng xoéin chéng gﬁp, thén c6 vach chia 4 dai xac dinh vj tri
- C& khoang 8Fr - 14Fr, c6 t6i thidu céc c& 8Fr, 10Fr, 12Fr, 14Fr, chidu dai dAu tip > 10cm, chiéu dai cannula
> 20cm, dAu nbi ddy dfn 1/4"
Tiét khuén
Pat chimg nhén:
+ Tiéu chuén FDA (Cyc quén 1y Thyc phém va Dugc phédm Hoa Ky) hofic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhéin CE theo luéit dinh EU dugc Té chirc chimg nhén (Notified Body) cip

Cai

573

Cannula truyén dung dich
li¢t tim ngugc dong, ¢
15Fr, dai > 30cm

Cannula truyén dung djch liét tim ngwoc dong trong phéu thugt tim

- Chét ligu PVC hofc Silicone,

- Thén cannula ¢6 16 xo chéng gap c6 thé udn cong, dudi nbi female Luer - lock, d4u cannula c6 bong chén va
c6 dudmg do &p luc bom

- Kich c&: 15Fr, chidu dai > 30cm

Tiét khuén

Pat chimg nhén:

+ Tiéu chudn FDA (Cuc quén Iy Thyc phém va Duge phédm Hoa Ky) hoac FDA 510(k) (FDA Cleared)

+ Hofic Chimg nhéin CE theo ludt dinh EU dugc Té chirc chimg nhén (Notified Body) cip

Cai

574

Cannula truyén dung dich
ligt tim qua g6c ddng mach
chy, ¢& 12G, 14G cho
phéu thudt tim méi soi

Cannula truyén dung djch liét tim qua géc dong mach chii trong phiu thut tim ngi soi hozc it x4m lin
- Chét liéu Cannula bing PVC hofic polyurethane, nong trong bing thép khong gi

- Cannula dang thing dAu c6 nitt chin va c dinh, dudi néi female Luer - lock

- Co 6i thibu céc c& 12G, 14G, chidu dai > 31cm

Tiét khuén

Pat chimg nhén:

+ Tiéu chudn FDA (Cyc quin Iy Thyc phém va Dugc phdm Hoa Ky) hodic FDA 510(k) (FDA Cleared)
+ Hoic Chimg nhén CE theo lugt djnh EU dugc T8 chirc chimg nhén (Notified Body) cip

Céi

20

575

Cannula truyén dung dich
li¢t tim qua goc dong mach
chu, ¢& 12G dai = 30cm

Cannula truyén dung djch liét tim qua gbc dgng mach chii trong phiu thudt tim it xAm 14n

- Chit liéu Cannula bing PVC, nong trong biing thép khong gi

- Cannula dang thing d4u c6 nit chin va cb dinh, du6i néi female Leur - lock

- Kich ¢y 12G, chidu dai > 30cm

Tiét khuén

Dat chimg nhén:

+ Tiéu chuéin FDA (Cuc quén 1y Thyc phim va Dugc phim Hoa Ky) holic FDA 510(k) (FDA Cleared)
+ Hogic Chitng nhén CE theo luét dinh EU dugc T chirc chimg nhén (Notified Body) cép

Cai

30

576

Cannula truyén dung dich
liét tim xudi dong qua géc
d¢ng mach chu, c& SFr —
9Fr

Cannula truyén dung djch liét tim xu6i dong qua géc dong mach chi

- Chét ligu: Cannula c6 ndng trong bing thép khong gi

- Cannula dang chir Y ¢6 cdng do 4p lyc bom, d4u c6 nit chan va cb dinh, du6i ndi Female Luer - lock
- Co khoang 5Fr - 9Fr, ¢4 t6i thiéu cac c& SFr, 7Fr, 9Fr, chiéu dai t3i thiéu 14cm

Tiét khudn

Dat chimg nhén:

+ Tiéu chufin FDA (Cuc quan ly Thyc phim va Dugc phdm Hoa K¥) hodic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhén CE theo lugt dinh EU dugc T8 chirc chimg nhén (Notified Body) cép

Cai

65

577

Cannula truyén dung dich
liét tim xudi dong tryc tiép
vio 18 vanh & tré em

Cannula truyén dung dich liét tim xu6i dong tryc tiép vio 13 vanh & tré em

- Chét li¢u: bing Polyurethane, cng két néi Female Luer - lock

- C6 6i thidu cac cd 2mm, 3mm, 4mm, Smm, 6mm, chiu dai t4i thidu 5.5cm

Tiét khudn

Dat chimg nhén:

+ Tiéu chuéin FDA (Cuc quan Iy Thyc phém va Dugc phdm Hoa Ky) hogc FDA 510(k) (FDA Cleared)
+ Hogic Chimg nhéin CE theo luft dinh EU dugc T8 chirc chimg nhén (Notified Body) cép

Cai

578

Cannula truyén dung dich
liét tim xusi dong tryc tiép
vio 13 vanh, dai > 25cm

Cannula truyén dung dich lit tim xL6| dong tryc tiép vao 18 vanh

- Cannula mém ddu c6 béng bing Sihcone cbng két néi Female Luer - lock
- C6 téi thidu céc c& 15Fr, 17Fr, chidu dai > 25cm

Tiét khuén T

Pat chimg nhén:

+ Tiéu chudn FDA (Cuc quan ly Thuc phém va Dugc phim Hoa Ky) hodic FDA 510(k) (FDA Cleared)
+ Hogc Ching nhén CE theo luft d|nh EU dugc Té chirc chimg nhéin (Notified Body) cép

Cai

579

Cannula truyén dung djch
liét tim, dAu silicone, ¢&
12Fr, dai > 19cm

Cannula truyén dung djch liét tim tryc tiép xu6i dong vao I3 vinh

- Chét liéu biing thép khong gi, ddu Silicone mém

- Cannula dang thing, ddu cong 45°, 90° ¢6 niit chan va cb dinh, dudi ndi female Luer - lock

- Kich ¢&: 12Fr, chidu dai > 19cm

Tiét khun

Pat chirng nhén:

+ Tiéu chuéin FDA (Cuc quan ly Thyc phém va Dugc phdm Hoa K¥) hoiic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhén CE theo lugt dinh EU duge Té chirc chimg nhén (Notified Body) cdp

Céi

20
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Chi khéu khong tiéu bing
¢PTFE sb 2-0, kim dai
18mm, 1/2C va 3/8C

Chi khéu khong tiéu diing 1m ddy ching nhén tao trong phiu thut sira van tim

- Chi bing ePTFE, s6 2-0, chu tao gdm 2 diu:

+ 1 du c6 1 d6i chi c6 miéng dém may vdo co nhid

+ 1 du c6 3 d6i chi may vao 14 van gdm 2 loai: logi khéng c6 vong cft sén va loai c6 vong cft sin, chiéu dai
vong cot thi thiéu c6 c&: 12mm, 16mm, 20mm.

- Céc kim bing thép khong gi cong 3/8C va 1/2C, dai 18mm

Tiét khuén

Pat chimg nhén;

+ Tiéu chudn FDA (Cuc quan 1y Thyrc phim va Dugc phim Hoa Ky) hoic FDA 510(k) (FDA Cleared)

+ Ho#c Chiung nhén CE theo ludt dinh EU dugc T4 chirc chimg nhén (Notified Body) cép

Tép

50

581

Chi khéu khong tiéu bing
ePTFE, tir s6 2-0 t6i 5-0,
dai > 75cm, 2 kim dai
13mm — 25mm, 3/8C
hoic 1/2C

Chi khéu khéng tiéu ding 1dm ddy ching nhén tao trong phiu thut sira van tim

- Chi biing ePTFE, tir s6 2-0 toi 5-0, chi dai > 75cm

- 2 kim tron, nhon bing thép khéng gi, 3/8C hofic 1/2C, dai khodng 13mm - 25mm

Tiét khuéin

Pat chimg nhén:

+1SO 13485:2016

+ Hoiic Tiéu chudn FDA (Cuc quén Iy Thyc phim va Dugc phim Hoa Ky) hoiic FDA 510(k) (FDA Cleared)
+ Hogic Chimg nhén CE theo lugt dinh EU duge Té chirc chimg nhén (Notified Body) cép

Tép

140

582

Clip kep tiéu nhi dung bit
tiéu nhi trai trong phiu
thudt tim hé

Clip kep tiéu nhi ding bit tiéu nhi trai trong phiu thuft tim hé

- Chét ligu: clip bing Titanium dugc phi 16p véi Polyethylene Terephthalate. L xo chét lidu Nitinol

- Chidu dai khoang 30mm - 55mm, t6i thiéu c6 céc c& 35mm, 46mm, 45mm, S0mm

- Dung cu mang clip chilu dai c6 t8i thidu 11cm, du truc déo c6 thé didu chinh géc kep 1én t6i 45 45
Tiét khudn

Pat ching nhén:

+ Tiéu chudn FDA (Cyc quén 1y Thyc phim va Dugc phim Hoa Ky) hofic FDA 510(k) (FDA Cleared)
+ Hojic Chimg nhén CE theo lujt dinh EU dugc T chirc chimg nhén (Notified Body) cép

Cai

583

Clip kep tiéu nhi dung bit
tiéu nhi trai trong phiu
thudt tim ndi soi

Clip kep tiéu nhi ding bit tiéu nhi trai trong phiu thuét tim ndi soi

- Chét liéu: clip bing Titanium dugc phi 16p véi Polyethylene Terephthalate. Lo xo chét liéu Nitinol

- Chiku dai khoang 30mm - 55mm, t5i thifu c6 céc c& 35mm, 40mm, 45mm, SOmm

- Dung cy mang clip chiéu dai c6 tbi thiéu 25¢m, ddu truc déo didu chinh géc kep 1én t6i 30 46

Tiét khuén

Dat ching nhin:

+ Tiéu chudn FDA (Cuyc quén ly Thyc phim va Dugc phim Hoa Ky) hogic FDA 510(k) (FDA Cleared)
+ Hoc Chimg nhén CE theo ludt dinh EU dugc Té chirc chimg nhén (Notified Body) clp

Cai

584

Déu ddt lanh dé gidm dau
tam thoi

Péu dbt lanh didu tri giam dau trong phiu thugt tim

- Chét liéu: bing nhém c6 thé udn cong

- Pudng kinh khoang 5mm - 10mm

- Chidu dai khoang 25¢m - 50cm

- C6 nhiét ké kidm soat nhiét d6 trong qua trinh thyc hién thi thuat

Tiét khuén

Dat chung nhén:

+ Tiéu chudn FDA (Cuc quén 1y Thyc phim va Dugc phim Hoa Ky) hofic FDA 510(k) (FDA Cleared)
-+ Hodic Chimg nhan CE theo lufit dinh EU dugc T chirc chimg nhén (Notified Body) chp

Cai

585

Dau dét lanh didu trj réi
loan nhip tim

Déu d6t lanh didu tri rung nhi bing nhiét d lanh 4m dudi 40 45 C

- Chét lidu: bing nhém c6 thé ubn cong

- Pudmg kinh khoang 4mm - 5Smm

- Chiéu dai > 10cm

- C6 nhigt ké kiém soét nhigt 46 trong qua trinh thyc hién thu thudt

Tiét khuén

Pat chimg nhén:

+ Tiéu chuén FDA (Cuc quén Iy Thyc phém va Dugc phdm Hoa Ky) hoiic FDA 510(k) (FDA Cleared)
+ Hoc Chimg nhén CE theo luit dinh EU dugc T4 chirc chimg nhén (Notified Body) cép

Cai

586

Day dén méy tao nhip
thugng tdm mac don cyc

Déy dén mdy tao nhip thugng tdm mac don cyc, diit vio co tim nhi hofic thét phai

- Chit ligu dién cyc phu Platinum

- C6 6i thiéu c& 4.5Fr, chidu dai khoang 35cm - 50cm

Tiét khuén

Dat chimg nhén:

+ Tiéu chufin FDA (Cuc quén ly Thyrc phim va Duge phdm Hoa Ky) hofic FDA 510(k) (FDA Cleared)
+ Hoic Chimg nhén CE theo luft dinh EU dugc T4 chirc chimg nhén (Notified Body) cép

Cai
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587

DAy din may tao nhip
thuong tim mac ludmg cuc

Diy din mdy tao nhip thuong tdm mac ludng cyc, diit vio co tim nhi hodic thét phai
- Chét liéu 1am bing Platinum/Iridium, din lam bing MP35N

- Kich thuéc: khoang 7Fr - 8Fr, chiéu dai > 35cm

Tiét khuén

Dat chimg nhén:

+ISO 13485:2016

+ Hoic Tiéu chudn FDA (Cyc quén 1y Thyc phdm va Dugc phim Hoa Ky) hodic FDA 510(k) (FDA Cleared)

+ Ho#ic Chimng nhén CE theo lufit dinh EU dugc T chirc chimg nhdn (Notified Body) cx‘ip

Cai

588

Dung cu chdt cé dinh nit
thét chi ding trong phiu
thuit van tim

|
Dung cu chét cb dinh nuit thét chi dung trong phiu thust van tim
- Chét c6 dang ném 1am tir chét liéu titan, ddy mdi chi bng kim loai mém, khung giir chi mdi bing nhya
Tiét khudn
Dat chimg nhén:
+ Tiéu chuéin FDA (Cuc quin ly Thyc phém va Dugc phém Hoa K¥) hoic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhén CE theo ludt dinh EU dugc Té chirc chimg nhén (Notified Body) cdp

Cai

800

589

Dung cu cb dinh mach
vanh trong phiu thust bic
céu mach vanh nbi soi it
x&m lén

Dung cu cb dinh mach vanh trong phiu thuit bic chu mach vanh néi soi it x4m l4n

- Giac hit bing Silicon

- Thanh djnh hinh bing thép khdng gi, ti trong chéng trwot tdi thiéu 1.5 kg

- B) phén c¢b dinh bing nhya ¢6 thé ghn vai tht ca c4c logi banh xurong irc

Tiét khuén

Dat chimg nhén:

+ Tiéu chuén FDA (Cuc quén Iy Thyc phém va Dugc phém Hoa Ky) hogc FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhén CE theo ludt dinh EU dugc Té chirc chimg nhén (Notified Body) cip

590

Dung cu c6 dinh mach
vanh trong phéu thut bic
cAu mach vanh it xdm l4n

Dung cy cb djnh mach vanh trong phiu thuit bic cAu mach vanh it xam 14n

- Gi4c hiit bing Silicon, 4p lyc hut tdi da (- 400mmHg)

- Thanh d& biing thép khong gi, c6 thé thao rdi va két ndi dZ dang voi ddu gia hut, diu gisc hut c6 thé uén
cong linh hoat.

Tiét khuén

Dat chimg nhén:

+ Tiéu chuéin FDA (Cuc quén ly Thyc phdm va Dugc phim Hoa Ky) hoic FDA 510(k) (FDA Cleared)

+ Hogic Chimg nhén CE theo luét dinh EU dugc T chirc chimg nhén (Notified Body) cip

591

Dung cy ¢b dinh mach
vanh, khép néi bing
Polycarbonate

Dung cu cb dinh mach vanh trong phu thujt bic cdu mach vanh tim dép

- Chét ligu déu c6 dinh/ thanh dinh hinh bing thép khong gi, khép ndi bing Polycarbonate, ddy hit chén
khéng bing PVC

- Giac hit mém, d& udn, khép xoay 360° linh dng, c6 thé gin véi tht ci cac loai banh xuong irc

Tiét khuén

Pat chimg nhén:

+ Tiéu chuén FDA (Cyc quan ly Thyc phém va Dugc phdm Hoa K¥) hoic FDA 510(k) (FDA Cleared)
+ Hofc Chimg nhén CE theo ludt dinh EU dugc T4 chirc chimg nhén (Notified Body) cﬁp

Cai

592

Dung cu ¢b dinh mach
vanh, khép xoay bang thép
khong gi

Dung cu cb dinh mach vanh trong phAu thugt bic cdu mach vanh tim déip

- Chit li¢u: PVC, khép xoay biing thép khéng gi, gi4c hut bing Silicone

- C6 dic tinh tyr bung, gic hit ¢6 4p lyc hit t5i da -400mmHg, dé xoay dugc 360°, khoa kiém soat. BS cb
dinh c6 kém ddy hit chéin khéng véi binh chira 150 ml ¢6 loc bén trong

Tiét khuén

Dat chimg nhén:

+ Tiéu chuéin FDA (Cuc quan ly Thyc phim va Dugc phdm Hoa Ky) hozc FDA 510(k) (FDA Cleared)

+ Hogic Chimg nhén CE theo lujt djnh EU dugc Té chirc chimg nhan (Notified Body) cip

Cai

593

Dung cy déng mach méu
bing c4ch khéu chi

Dung cu d6ng mach mau bﬁng cécd khéu chi

- Chét liéu Monofilament Polypropylene

- B6ng dugc sheath < 8Fr

Tiét khun ’

Pat chimg nhéin: !

+ Tiéu chuéin FDA (Cyc quan ly Thyrc phém va Dugc phém Hoa Ky) hodc FDA 510(k) (FDA Cleared)

+ Hofic Chimg nhén CE theo ludt dinh EU dugc T4 chirc chimg nhéin (Notified Body) cip

Bé

140
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Dung cy d6ng mach méu
bang phuong phap kep,
14Fr va 18Fr

Dung cu dong mach méu bing phuong phép kep

- Chét li¢u: 16p ngoai bing Collagen va 16p trong biing Poly Lactic-co-Glycolic Acid c6 kha ning héip thy sinh
hoc

- Kich thude 14Fr va 18Fr

- Dic diém: dong mach cho 18 cannula tufn hoan ngoai co thé téi 25Fr, thdi gian ty tiéu hoan toan sau 90
ngay

- Gom:

+ Dung cy déng mach

+ Dung cy m& duong

+ Thanh thim do

Tiét khudn

Dat chirng nhin:

+ Tiéu chudn FDA (Cuc quén ly Thyc phim va Dugc phim Hoa Ky) hofic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhéin CE theo lujt dinh EU dugc T8 chirc chimg nhén (Notified Body) cip

Bé

50

595

Dung cy hd trg néi mach
mau trong phiu thuft bic
cAu mach vanh

Dung cy hd trg ni mach méu trong phiu thudt bic cu dong mach vanh

- Chét ligu:

+ Kim bing thép khong gi

+ Tay cim béing nhyra

- Kich c&:

+ Kim 14G

+ Khoan dong mach chi tir 3.5mm dén 4.0mm

Dat chirng nhén:

+ Tiéu chudn FDA (Cuc quén Iy Thyc phim va Dugc phim Hoa Ky) hotic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhén CE theo luat dinh EU dugc T chirc chimg nhén (Notified Body) cdp

Cai

20

596

Dung cy thit va cét chi
khéu loai nho dé thit va
cét chi khéu trong phiu
thufit van tim néi soi

Dung cy thét va cit chi khéu loai nhé trong phiu thut van tim néi soi

- Chét liéu than thép khong gi - tay cdm nhyra

- Kich c&: dudmg kinh thén khoang Smm, chiéu dai thin > 30cm

- Gbm 2 dung cy thit - cit chi kém it nhét 12 chét cé dinh nut thit chi

Tiét khuén

Pat chimg nh{n:

+ Tiéu chuén FDA (Cuc quén ly Thyc ph&m va Dugc phém Hoa Ky) hotc FDA 510(k) (FDA Cleared)
+ Hoiic Chimg nhén CE theo lujt dinh EU dugc Té chirc chimg nhan (Notified Body) cip

B

597

Dung cy théi khi CO2
trong phu thuat béc ciu
déng mach vanh

Dung cy théi khi CO2 trong phu thudt bic chu dong mach vinh

- Chét ligu PVC hofic Silicone, thén éng bing thép khéng gi

- Chiéu dai tay cdm > 15cm, éng kim loai > 15cm

Tiét khuén

Dat chimg nhén:

+ Tiéu chudn FDA (Cuc quén ly Thyc phim vi Dugc phim Hoa Ky) hofic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhén CE theo lugt dinh EU dugc T4 chirc chimg nhén (Notified Body) cép

Cai

50

598

Dung cu théi khi CO2
trong phdu thudt bc cdu
d6ng mach vanh, phun
swong

Dung cu théi khi CO2, phun suong trong phiu thuat bic ciu dong mach vanh

- Chét liéu PVC hoiic Silicone, thén éng bing thép khong gi

- Chidu dai tay cm > 15cm, éng kim loai > 15cm

- Chiéu dai day d&n > 300cm

Tiét khuén

Dat chimg nhén:

+ Tiéu chun FDA (Cuc quén Iy Thyc phém va Dugc phdm Hoa Ky) hoiic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhén CE theo luft dinh EU dugc T8 chirc chimg nhén (Notified Body) cip

Cai

30

599

Kgp dét rung nhi ludng
cuc bing séng cao tin

Kep dbt rung nhi ludmg cwc bing song cao tin véi 2 ciip dién cyc ddi ximg nhau.

- Chét liéu: Khung ngam bing thép khong gi, dién cyc bing vang

- Chiéu dai dién cyc c6 tdi thiu cac ciy 54mm, 65mm

- Chiéu dai ngam kep c6 t5i thiéu céc c& 67mm, 56mm

- b§ md kep khodng 25mm - 30mm

Tiét khuén

Dat ching nhén:

+ Tiéu chun FDA (Cuc quén ly Thyc phim va Duge phdm Hoa Ky) hosic FDA 510(k) (FDA Cleared)
+ Hoiic Chimg nhén CE theo ludt dinh EU dugc T4 chirc chimg nhén (Notified Body) chp

Cai
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Mach méu nhén tao 3 — 4
nhénh, két hop stent graft
ding phéu thufit phinh
ho#c béc tach dfng mach
chit nguc

Mach mau nhén tao 3 - 4 nhanh két hop stent graft ding phiu thudt phinh ho#ic béc téch déng mach chi ngye
1. Khung (stent) biing Nitinol, méang (graft) bing Polyester

- Dudng kinh c6 tdi thiéu céc c& 26mm, 28mm, 30mm

- Chidu dai c6 ti thiéu céc c& 120mm, 130mm, 180mm

2. Mach mAu bing Polyester

- Pudmg kinh doan mach ¢6 t6i thidu cac c&r 26mm, 28mm, 30mm, chiéu dai > 100mm

- Dang théing hofic ¢6 nhénh, nhanh c6 téi thidu c4c c& 8mm, 10mm, 12mm, chidu di > 100mm

- Phén chuyén tiép giita phin mach mau va stent graft c6 vong dinh vi

Tiét khudn

Dat chimg nhén:

+ Tiéu chudn FDA (Cuc quan ly Thyc phdm va Dugc phdm Hoa Ky) hoic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhan CE theo luit dinh EU dugc T4 chirc chimg nhén (Notified Body) cép

BY

601

Mach méu nhdntao 3 — 4
nhénh, két hop stent graft
dung tai tao cung dfng
mach chu

Mach méu nhén tao 3 - 4 nhanh két hop stent graft diing tai tao cung dong mach chi

1. Khung (stent) béing Nitinol, mang (graft) bing Polyester

- Pudmg kinh c6 téi thidu c4c c& 30mm, 32mm, 34mm, 36mm, 38mm, 40mm

- Chiéu dai c6 t4i thidu céc c& 100mm, 150mm

2. Mach méu 1am tir polyester tAm gelatin

- Pudng kinh c6 t5i thidu cdc c& 28m, 30mm, 32mm, chiéu dai > 240mm.

- Céc nhanh mach mau phy dwong kinh c6 t5i thidu céc c& 8mm, 10mm, 12mm, chidu dai nhénh phy >
150mm

- Phin giita phin mach méu va stent graft c6 vong dinh vi

Tiét khuén i

Dat chimg nhén:

+ Tiéu chudn FDA (Cyc quan ly Thyc phdm va Dugc phdm Hoa Ky) hoc FDA 510(k) (FDA Cleared)
+ Hoc Chimg nhéin CE theo luft djnh EU dugc T chirc chimg nhén (Notified Body) cip

Bo

602

Mach méu nhén tao 3 — 4
nhanh, tim Gelatin

Mach mau nhén tao 3 - 4 nhanh diing trong phau thuft tim mach

- Chét liéu s¢i Polyester ngém tdm Gelatin

- Nhénh chinh: dudmg kinh c6 t5i thiéu cac c& 26mm, 28mm, 30mm, 32mm, chidu dai > 40cm

- Nhanh phy: ba nhénh c6 ti thiu cac c& 8mm,10mm, chiéu dai > 15cm

Tiét khudn

Dat chimg nhén:

+ Tiéu chudn FDA (Cuc quén Iy Thyc phim va Dugc phdm Hoa Ky) hoic FDA 510(k) (FDA Cleared)
+ Ho#ic Chimg nhén CE theo luft dinh EU dugc Té chirc chimg nhén (Notified Body) cip

Cai

603

Mach méu nhén ta0 chirY
bing Polyester, tim
Gelatin, dai > 40cm

Mach méu nhin tao loai chit Y dung trong phiu thudt tim mach

- Chét ligu Polyester loai dét kim, tAm Gelatin

- C6 tbi thiéu céc c& 12 x 6mm, 12 x 7mm, 14 x 7mm, 14 X 8mm, 16 x 8mm, 16 x 9mm, 18 x 9mm, 18 x
10mm, 20 x 10mm, 20 x 11mm, 22 x 11mm, 24 x 12mm, chiéu dai > 40cm

Tiét khuén

Dat chimg nhén:

+ Tiéu chuén FDA (Cuc quan 1y Thyc phdm va Dugc phim Hoa Ky) hogc FDA 510(k) (FDA Cleared)
+ Hoiic Chimg nhéin CE theo lugt djnh EU dugc T chirc chimg nhén (Notified Body) cip

Cai

604

Mach méu nhén tao chit Y
biing Polyester, tm
Gelatin, dai > 45cm

Mach méau nhén tao loai chir Y diing trong phiu thuét tim mach

- Chu tgo: bing Polyester, tim Gelatin

- C6 t6i thidu cac c&: 14 x 7mm, 16 x 8mm, 18 x 9mm, 20 x 10mm, dai > 45cm

Tiét khuén

Dat chimg nhén:

+ Tiéu chuéin FDA (Cyc quan ly Thyc phém va Dugc phdm Hoa Ky) hosc FDA 510(k) (FDA Cleared)
+ Hofic Chirng nhén CE theo luft dinh EU dugc T4 chirc chimg nhén (Notified Body) cp

Cai

80

605

Mach méu nhén tao loai
chix Y bing Polyester, dai
> 40cm

|
Mach méu nhén tzo logi chir Y didu trj bic ciu dong mach chy, ngoai bién
- Chét liéu bing Polyester {
- Dudng kinh 12 x 6 mm, 14 x 7 mm,
dai > 40 cm :
Tiét khuén ‘
Pat chimg nhén;
+ Tiéu chuén FDA (Cuc quan 1y Thyc phém va Dugc phdm Hoa K§) hosc FDA 510(k) (FDA Cleared)
+ Hoic Chirng nhén CE theo luft dinh EU dugc Td chirc chirng nhén (Notified Body) cép

16 x 8 mm, 18 x 9 mm, 20 x 10 mm, 22 x 11 mm, 24 x 12 mm, chiéu

Cai

40

606

Mach méau nhén tao c6 gin
sin van déng mach chii co
hoc, dudng kinh 19mm —
29mm

Mach mau nhén tao 6 gén sin van déng mach chi co hoc dung trong phiu thujt tim

- Mach méu: chét ligu Polyester dét soi tm Gelatin

- Van: Chét ligu van biing Carbon nhiét phén, vong khéu bing PTFE

- Pudmg kinh van khodng 19mm - 29mm, c6 t4i thiéu céc c¢& 19mm, 21mm, 23mm, 25mm, chidu dii mach
méu > 10cm.

Tiét khuén

Dat chimg nhén:

+ Tiéu chufn FDA (Cuc quén ly Thyc phim va Dugc phdm Hoa Ky) hosc FDA 510(k) (FDA Cleared)

+ Hogic Chimg nhén CE theo luét dinh EU dugc Té chirc chimg nhin (Notified Body) cdp

Céi
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Mach méu nhén tao c6 gin sin van sinh hoc cho phiu thugt tim.
Mach méau nhén tao c6 gin |- Chét liéu: dugc 1am tir tinh mach canh ciia bo, c6 dénh dAu x4c dinh vi tr{ van trong doan mach méu
607 s&n van sinh hgc, c¢& 12mm |- Kich c& 12mm, 14mm, 16mm, 18mm, 20mm. Chiu dai khoang 100mm - 120mm. Céi 12
— 20mm, dai 100mm — | Tiét khuén,
120mm Pat chimng nhén:
+ Tiéu chu&n FDA (Cuc quén Iy Thyc phim va Dugc phdm Hoa Ky) hoiic FDA 510(k) (FDA Cleared)
Mach m4u nhin tgo c6 gin sin van sinh hoc cho phiu thugt tim
- Mach méu ldm tir mang ngodi tim bo, va ¢6 dang xép nép. Van gin trong doan mach, céc 14 van dugc lam tir
van tim ctia heo
Mach mau nhén tao ¢6 gén |- Dudng kinh c6 tdi thiu cic c& 13mm, 15mm, 17mm, 19mm, 21mm, chiéu dai khodng 100mm - 120mm
608 sin van sinh hoc, c¢& 13mm |- Dic diém: loe 2 dAu trén dudi Cii 12
— 21mm, dai 100mm —  |Tiét khuén
120mm DPat ching nhéin:
+ 1SO 13485:2016
+ Hoiic Tiéu chun FDA (Cuc quéan Iy Thye phim va Dugc phm Hoa Ky) hofic FDA 510(k) (FDA Cleared)
+ Hodc Chimg nhén CE theo lugt dinh EU dugc T8 chirc chimg nhén (Notified Body) cdp
Mach méau nhén tao thing ding trong phiu thudt tim mach
- Chét liéu bing Polyester, tm Gelatin
Mach méau nhén tao thing |- Dudng kinh khoang 8mm - 32mm, ¢6 t6i thiéu cic ¢ $mm, 10mm, 12mm, 24mm, 26mm, 28mm, 30mm,
bing Polyester tim 32mm
609 |Gelatin, dudmg kinh 8mm |- Chiéu dai khoang 20cm - 30cm Cai 80
— 32mm, di 20cm —  [Tiét khuén
30cm Dat chimg nhén:
+ Tiéu chudn FDA (Cyc quén 1y Thyc phim va Dugc phim Hoa Ky)
+ Hoic chimg nhan CE (Chau Au)
Maclél méu nlllﬁn tao thing ding trong ;:Aflu thuft tim mach
s - Chat liéu bing Polyester dugc ngém Collagen
Mach mau nhdn (a0 thing | py oy kghoéng 16mm - 20mm, c6 téi thiéu cic c& 16mm, 18mm, 20mm, chiéu dai > 30cm
bang Polyester tim £ b < 5 mi/min/cm?
610 |Collagen, dutmgkinh [ DO fham nude <5 mlfmin/cm Ci 10
16mm — 20mm, dai > Tige kh'u
30cm Dat chung nhéin:
+ Tiéu chudn FDA (Cuc quén Iy Thyc phim va Dugc phém Hoa Ky) hoéic FDA 510(k) (FDA Cleared)
+ Ho#ic Chimg nhén CE theo lugt dinh EU duoc TS chirc chimg nhén (Notified Body) cép
Mach méu nhén tao thing dimg trong phiu thuat tim mach .
- Chét liéu bing Expanded olytetrafluoroethylene/ Polytetrafluoroethylene dang bot (¢PTFE), vong xodn
. Ingodi bing Polytetrafluoroethylene (PTFE)
mﬂ’ T(f:h“;‘:’“n:"ff::fﬁ - Duomg kinh khodng 6mm - 8mm, chiu dai t6i thiéu S0cm
611 | ons O . " |- Sirc chiju kéo chi khéu tdi thiéu 300g Cai 20
dai t6i thieu 50cm, c6 vong |....
xoin ngodi bing PTFE | 1i¢t Khuiin
Pat chimg nhén:
+ Tiéu chuén FDA (Cuc quén Iy Thyc phim va Dugc phdm Hoa Ky) hogic FDA 510(k) (FDA Cleared)
+ Hoiic Chimg nhén CE theo ludt djnh EU dugc T chirc chimg nhan (Notified Body) cip
Mach méu nhén tgo loai thing, diéu trj béc cAu dong mach ngogi bién
Mach méu nhén tao logi |- Chét liéu bing Polyester c6 trang bac, khang khuén
thing bing Polyester, c6 |- Duong kinh 6mm, 7mm, 8mm, dai > 60cm
612 |trang bac, khang khuén,  |Tiét khufn Cai 10
dudmg kinh 6mm — 8mm, |Dat chimg nhén:
dai > 60cm + Tiéu chufn FDA (Cuc quén ly Thyc phim va Dugc phdm Hoa Ky) hofic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhén CE theo ludt dinh EU dugc T chirc chimg nhén (Notified Body) cép
Mach méu nhén tgo loai thing, didu trj béic cAu dong mach ngogi bién
Mach méu nhdn tgo logi | Chit liéu bing Polyester c6 trang bac, khing khuén
H . - Duong kinh 6mm, 7mm, 8mm, dai > 90cm
thang bang Polyester, c6 |z, tao ¢6 vong xofn chdng gép, dé nén
613 |trang bac, khang khuan, * Ciai 5

dudmg kinh 6mm — 8mm,
dai > 90 cm

Tiét khufn

Pat chimg nhén:

+ Tiéu chudn FDA (Cuc quén Iy Thyc phim va Dugc phém Hoa Ky) hodc FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhéin CE theo lujt dinh EU dugc T4 chirc chimg nhén (Notified Body) cép
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Mach méu nhén tao cho phﬁu thuét thay dong gt‘)c dong mach chu va djng mach chi 1én kém bio tdn hodc
thay van dfng mach chi
- Mach méu bing Polyester ngdm tim Gelatin
- Gdm 3 phén: phin géc, phén phinh tao xoang, phén thin mach méau
Mach méunhéntgoc6 |- o8 kinh phén gdc vA thin c6 tbi thibu cac c& 26mm, 28mm, 30mm, 32mm. Chiéu dai thin > 15cm,
614 |nghm thm Gelatin cho |Chic0 dai gbc> 10mm L o . céi 3
hinth géc dong mach chi |” Pudng kinh doan phinh c6 ti thifu cdc ¢ 34mm, 36mm, 38mm, 42mm, chidu dai doan phinh c6 tbi thidu
P 8 8 ma céc ¢ 26mm, 28mm, 30mm, 32mm
Tiét khuén
Pat chimg nhén:
+ Tiéu chuén FDA (Cuc quén ly Thyc phém va Dugc phdm Hoa Ky) hoc FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhén CE theo lugt dinh EU dugc T4 chirc chimg nhéin (Notified Body) cép
Miéng déin chéng dinh ty tiéu ding trong phiu thuft.
- Thanh phin: gdm Polysaccharides, Natri Hyaluronate (HA) va Carboxymethylcellulose
Miéng dén chéng dinh tw  |" Kfch thuée 75mm x 130mm (£05%)
2 -, |- Tiét khudn "
615 |tiéu ding trong phiu thudt , . Micng 40
7.5cmx 13cm (205%) |0 chimg nhén:
’ + 1SO 13485:2016
+ Ho#c Tiéu chuén FDA (Cuc quan ly Thyc phﬁm va Dugc phﬁm Hoa Ky¥) hogic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhén CE theo lugt dinh EU dugc Té chirc chimg nhén (Notified Body) cép
May tao nhijp 1 budng c6 dép tmg theo van ding, dung diy thugng tdm mac
- Pin may hoat déng > 15 nim, t4n 58 tao nhip co ban 1én téi 200 14n/phut, trong lugng khoang 18g - 22g, diy
May tao nhip 1 bubngco  [6mm - 8mm
dap ung theo vén ding, - M{t day dén tao nhip ludmg cyc dai > 35cm
616 |dung day thugng tdm mac, |Tiét khuédn Bo 2
trong lugng khoang 18g -  [Pat chimg nhan:
22g +1SO 13485:2016
+ Hofic Tiéu chun FDA (Cyc quin Iy Thyc phém va Dugc phdm Hoa Ky) hoic FDA 510(k) (FDA Cleared)
+ Hojic Chimg nhéin CE theo luat dinh EU dugc Té chirc chimg nhén (Notified Bedy) cép
My tao nhip 2 budng ¢6 d4p img theo vin dong, ding ddy thueng tdm mac
- Pin may hoat dong > 10 nim, tin s6 tao nhip co ban Ién t6i 200 lin/phiit, trong lugng khodng 20g - 25g, ddy
My tao nhip 2 bubng c6  [khoang 6mm - 8mm
dap (g theo vén dng, |- Hai ddy dfin tao nhijp ludng cyc dai > 35cm
617 |dung ddy thuong tdm mac, |Tiét khuén B 4
trong lugng khodng 20g -  |Pat chimg nhén:
25g +1SO 13485:2016
+ Hofic Tiéu chuén FDA (Cyc quan Iy Thyc phdm va Dugc phdm Hoa Ky) hofic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhén CE theo luft dinh EU dugc T chirc chimg nhdn (Notified Body) cép
Miéng dém khau phiu thuft bio vé cac md khoi bj v hoc ma st bai chi khéu
- Chit ligu Polytetrafluoroethylene (PTFE)
Miéng dém khau phiu - Kich c& khoang 152 x 25 x 1.65mm (£05%)
618 |thuftkhoang 152x25x  |Tiét khufn Miéng 400
1.65mm (x 05%) Dat chimg nhén:
+ Tiéu chuén FDA (Cuc quan Iy Thyc phdm va Duge phdm Hoa Ky) hogc FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhén CE theo lugt dinh EU dugc Té chirc chimg nhin (Notified Body) cdp
Miéng va tim nhén tao sinh hoc ding va tim va tao hinh mach mau
- Chit liu bing mang ngoai tim bd
Miéng va tim bing mang |- Kich c& 10 x 15em ( 05%), ddy 0.5mm  0.25mm
619 [ngodi tim bo, c& 10 x Tiét khudn i Miéng 30
I5cm (= 05%) Dat chimg nhén;
+ Tiéu chuéin FDA (Cyc quan ly Thyc phdm va Dugc phdm Hoa Ky) hoc FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhén CE theo ludt d‘inh EU dugc T4 chirc chimg nhén (Notified Body) cép
Miéng vé tim nhén tao sinh hoc dill‘ng tz0 hinh mach méu
- Chét li¢u mang ngodi timbd
Miéng va tim bing mang |- Kich c&: 4 x 6cm ( 05%), day 0.55mm + 0.2mm
620 |ngoai tim bo, c&4 x 6cm  [Tiét khuén Miéng 30
(+ 05%) Dat chimg nhén:

+ Tiéu chuén FDA (Cuc quan Iy Thyc phém va Dugc phdm Hoa Ky) hodic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhan CE theo ludt dinh EU dirgc TS chirc chimg nhén (Notified Body) cip
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Miéng va tim bing mang
ngodi tim bd, c& 4 x 4cm
(* 05%)

Miéng v tim nhén tao sinh hec ding tao hinh mach méu

- Chét liéu mang ngoai tim bod

- Kich c&: 4 x 4cm (£ 05%), day 0.55mm * 0.2mm

Tiét khuén

Pat ching nhén:

+ Tiéu chun FDA (Cuc quén ly Thyc phim va Dugc phim Hoa Ky) hogic FDA 510(k) (FDA Cleared)
+ Hogc Chimg nhén CE theo lugt dinh EU dugc T chirc chimg nhén (Notified Body) cép

Miéng

30

622

Ong hit mém tryc tiép
trong tim, c& 10Fr — 20Fr

Ong hit mém tryc tiép trong tim

- Chét ligu PVC hoic Silicone mém

- Co khodng 10Fr - 20Fr, c6 téi thiu céc c& 13Fr, 16Fr, 20Fr

- Chiu dai > 30cm

Tiét khuén

Pat ching nhén:

+ Tiéu chudn FDA (Cyc quéan Iy Thyc phim va Dugc phdm Hoa Ky) hoiic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nthéin CE theo luft dinh EU dugc T4 chirc chimg nhén (Notified Body) cip

Cai

90

623

Ong hit mém trye tiép
trong tim, c& 12Fr — 20Fr,
dai 30cm — 40cm

Ong hit mém trye tiép trong tim

- Chét liéu PVC hoic Silicone

- Ddu bng hit c6 nhidu 1, diu tip kim logi gidm t6n thuong md

- C& khodng 12Fr - 20Fr, ¢ téi thiéu cac c& 12Fr, 20Fr

- Chiéu dai éng hut khoéng 30cm - 40cm, co ndi ddy hut 1/4" (0.64cm)

Tiét khudn

Dat chimg nhén:

+ Tiéu chudn FDA (Cyc quan Iy Thyc phim va Dugc phdm Hoa Ky) hoic FDA 510(k) (FDA Cleared)
+ Hotic Chimg nhén CE theo lugt dinh EU dugc T4 chirc chimg nhan (Notified Body) cfp

Céi

60

624

Shunt mach vanh, c&
1.25mm — 2.0mm

Shunt trong mach vanh duy tri lwu lwong mau mach vanh khi phiu thuit bic ciu mach vanh tim dip

- Chét lidu: Silicone 100%

- Cr khoang 1.25mm - 2.0mm, c6 tdi thiéu cac c& 1.25mm, 1.5mm, 1.75mm, 2.0mm

Pat ching nhén:

+ Tiéu chun FDA (Cuc quan Iy Thyc phim va Dugc phdm Hoa Ky) hogic FDA 510(k) (FDA Cleared)
+ Hogic Chimg nhéin CE theo lujt dinh EU dugc T8 chirc chimg nhén (Notified Body) ¢dp

Céi

60

625

Stent dng mach cha didu
trj béc tach dfng mach chu

Stent diing trong phAu thust diéu trj béc tach ddng mach cha

- Chit liéu: Stent biing Nitinol, ddu gn gén véi vong khéu bing PTFE

- Dudmg kinh stent: khoang 30mm - 55Smm, dudng kinh vong khdu téi thiéu c6 2 c&: 24mm va 32mm

- Chiéu dai stent: khoang 155mm - 235mm

Tiét khuén

Dat chimg nhén:

+ Tiéu chudn FDA (Cuc quén Iy Thyc phim va Dugc phdm Hoa Ky) hodc FDA 510(k) (FDA Cleared)
+ Hoic Chimg nhén CE theo lufit dinh EU dugc T4 chirc chimg nhén (Notified Body) cép

Cai

626

Van déng mach chu sinh
hoc khong khu, van bing
mang ngoai tim bo, cic c&

Van ddng mach chu sinh hoc khéng khau

- Chét liu: 14 van 12m tir mang ngoai tim bd, khung van hop kim

- Chiéu cao khoang 30mm dén 37mm.

- Pudmg kinh van tir 19mm dén 27mm.

Tiét khudn

Dat chimg nhén:

+15013485:2016

+ Tiéu chudn FDA (Cuc quén Iy Thyc phim va Dugc phdm Hoa Ky) hofic FDA 510(k) (FDA Cleared)
+ Hotic Chimg nhén CE theo lugt dinh EU dugc T chirc chimg nhan (Notified Body) cép

Cai

627

Van tim djng mach chi
ngoai tdm mac sinh hgc,
vong khdu van bing
Silicone, cac c&¥

Van tim dfng mach chu nhén tao sinh hoc

- Chét li¢u 14 van tach rdi ¢o cdu tgo tir mang tim bd, gi4 d& bing hop kim Cobalt - Chromium va dugc phi
bai 16p Polyester

- Vong khau van bing Silicone

- Pudmg kinh van ¢ tbi thiéu cic c& 19mm, 21mm, 23mm, 25mm

Tiét khudn

Pat chirng nhén:

+ Tiéu chufin FDA (Cuc quin 1y Thyc phim va Dugc phdm Hoa K¥) hoiic FDA 510(k) (FDA Cleared)

+ Hoic Chimg nhén CE theo lugt dinh EU dugc T chirc chimg nhén (Notified Body) cfp

Cai

25
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Van tim déng mach chi nhén tao sinh hoc
- Chét liéu: 14 van téch rdi ¢6 ciu tao tir mang tim b, gia d& bing hop kim Cobalt - Chromium va dugc ph
boi 16p Polyester dét
Van tim d$ng mach chu - Vong khau van bing Silicone dugc phii bai Polytetraflouroetylen (PTFE)
628 nhén tao sinh hoc gdm ba |- Dudmg kinh van c6 t6i thidu c4c c& 19mm, 21mm, 23mm, 25mm cai 10
14 riéng biét tir mang tim |- Van c6 thé nong réng trong can thigp van vé sau
bd, ¢& 19mm — 25mm | Tiét khuén
Pat chirng nhén:
+ Tiéu chuén FDA (Cuc quan Iy Thyc phém va Dugc phdm Hoa Ky) hoac FDA 510(k) (FDA Cleared)
+ Hojic Chimg nhéin CE theo luat dinh EU dugc Té chirc chimg nhén (Notified Body) cép
|
Van ;im d6ng mach clzl'l nhén tao sinh hoc .
. . - Chat li¢u I4 van c6 cu tgo tir mang tim heo, 1am tir Polymer cao phén tir boc béng 16p véi Polyester
:h“;n'::;‘:?nh“g&ﬂg‘; - Dubng kinh van 6 t6i thiéu céc ¢ 19mm, 21mm, 23mm, 25mm
629 | . A Tiét khudn Cai 20
mang tim heo, phu
Polyester, céc c& Dat chimg nhén:
’ + Tiéu chuéin FDA (Cyc quan ly Thuc phém va Dugc phdm Hoa Ky) hojc FDA 510(k) (FDA Cleared)
+ Ho#ic Chimg nhén CE theo lujt 4;nh EU dugc Té chirc chimg nhén (Notified Body) cﬁp
Van tim djng mach chi nhén tgo sinh hoc
s en . - Van Iam tir van tim heo, khung van 1am tir Polymer cao phén tir boc bing 16p vai Polyester
Van tim d?ng mach chd | Dudng kinh van c6 tdi thiéu céc ¢& 19mm, 21mm, 23mm, 25mm
nhén tzo sinh hoc, bing . .
630 . . Tiét khuén Céi 10
van tim heo, phu Polyester, . X
chc o Dat.chung nhén:
+ Tiéu chuéin FDA (Cuc quan ly Thyc phdm va Dugc phim Hoa Ky) hoic FDA 510(k) (FDA Cleared)
+ Hoic Chirng nhéin CE theo luét Qinh EU dugce Té chirc chimg nhén (Notified Body) cép
Van tim déng mach chii nhén tzo sinh hoc
- Chét liéu: Ba 14 van c6 chu tao tir mang tim bd, khung van bing cht lidu Polyetheretherketone dugc phu
Van tim déng mach chu Polyester
631 nhén tao sinh hoc, khung |- Pudng kinh van c6 tbi thidu cic c& 19mm, 21mm, 23mm, 25mm Ci 5
van Polyetheretherketone, |Tiét khufn .
céc ¢ Pat chimg nhéin:
+ Tiéu chuéin FDA (Cyc quan 1y Thyc phim va Dugc phim Hoa K¥) hoc FDA 510(k) (FDA Cleared)
+ Hodc Chimg nhan CE theo luft dinh EU dugc T chirc chimg nhén (Notified Body) cip
Van tim déng mach chii co hoc
- Chét ligu van bing carbon nhiét phan, dugc gén trén vong khéu van lam béing sei polyester
- Pudmg kinh vong van tir 17mm dén 29mm
. . - Pudmg kinh trong vong van 15mm - 27mm
632 X:: %! éiﬁi?:ﬁ'lih:a?’ - Dién tich 13 van hiéu qua trén 1.42cm? Cai 15
3 ’ ? - Kém theo mét tay cAm/xoay van
Tiét khuén
Pat ching nhén:
+ Tiéu chuén FDA (Cyc quan 1y Thyc phdm va Dugc phim Hoa Ky) hoic FDA 510(k) (FDA Cleared)
+ Hoéc Chimg nhén CE theo luét dinh EU dugc T chirc chimg nhén (Notified Body) cﬁ'p
Van tim dong mach chu co hoc
- Ché% lidu gan bing carbon nhiét phéin, vong van chira 16p PTFE, bén trong polyester
. \ - C6 t6i thi€u cAc c& 18mm, 20mm, 22mm, 24mm
633 IY an tim dong mach chd co | oy tay cm van va dung cy hé trg .
o¢, truc xoay g& ndi, giam |, Cai 10
tiéng 6, céc cy Tiét khdn
’ Dat chimg nhén:
+ Tiéu chuén FDA (Cuc quan ly Thuc phim v& Dugc phém Hoa Ky) hoic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhéin CE theo lut dinh EU dugc T6 chirc chimg nhén (Notified Body) cép
Van tim dfng mach chii co hoc .
- Chét liéu van bing carbon nhiét phﬁn vong van chita PTFE, an todn véi ngudng INR dudi 2.0
Van tim dong mach chii co |- Dudng kinh van c6 tdi thiéu céc cB' 19mm, 21mm, 23mm, 25mm
634 |hoc, vong khéu mong Tiét khuén Cai 35
PTFE, céac c¥ Pat chimg nhén:

+ Tiéu chuéin FDA (Cyc quan ly Thyc phdm va Dugc phim Hoa Ky) hosic FDA 510(k) (FDA Cleared)
+ Hogc Chimg nhén CE theo luft dinh EU dugc Té chirc chimg nhén (Notified Body) cip
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Van tim hai 14 nhén tgo co hoc
- Chét ligu van bing carbon nhiét phén, dugc gén trén vong khiu van bing Polytetrafluoroethylene
Van tim hai 14 nhé - C6 téi thiéu cac c& 25mm, 27mm, 29mm, 3 Imm
an tim hai 14 nhén tgo co ia A
635 |hoc, vong khau van bing | Dien tiehmd van2 2.1em Ci 50
Tiét khuén
Polytetrafluoroethylene Dat chimg nhén:
+ Tiéu chudn FDA (Cuc quén Iy Thyc phim va Dugc phim Hoa Ky) hoic FDA 510(k) (FDA Cleared)
+ Holic Chimg nhén CE theo lujt dinh EU dugc T3 chirc chimg nhin (Notified Body) cip
Van tim hai 14 nhén tao co hoc
Van tim hai 14 nhan tzo co | Chétél_ié“‘ gan bing carbon nhiét phan, dugc gin trén vong khiu van bing Polytetrafluoroetylen va Polyester
hoc, véng khéu van bing  |” C¢§ t6i thiéu céc c¢& 25mm, 27mm, 29mm, 31lmm )
636 P - Dién tich mé van > 2.5cm? Céi 10
olytetrafluoroetylen va Dat chimg nhén:
Polyester + Tiéu chuin FDA (Cuc quan 1y Thyc phdm va Dugc phédm Hoa Ky) hoiic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhéin CE theo lujt dinh EU dugc T8 chirc chimg nhin (Notified Body) cp
Van tim hai 14 nhén tao co hoc
- Chit li¢u van bing carbon nhiét phn, dugc gén trén vong khéu van béing sgi Polyester
- C6 tbi thidu céc c& 25mm, 27mm, 29mm, 3 1mm, 33mm
Van tim hai 14 nhan tzo co |- Puémg kinh 13 van khozng 18mm - 26mm
637 |hoc, vong khdu van bing |- Dién tich m& van > 2.5cm? Céi 40
sgi Polyester Tiét khuén
Pat chimg nhén:
+ Tiéu chudn FDA (Cyc quén ly Thyc phim va Dugc phim Hoa Ky) hoic FDA 510(k) (FDA Cleared)
+ Hoiic Chimg nhén CE theo lugt dinh EU dugc T8 chirc chimg nhén (Notified Body) cip
Van tim hai 14 nhén tao sinh hoc
- Van lam ti¥ van tim heo, khung van lim tir Polymer cao phén tir boc bing 16p vai Polyester
Van tim hai lanhintgo |- C6 t6i thidu céc c& 25mm, 27mm, 29mm, 31mm, 33mm
638 |sinh hoc, bing van tim Tiét khuén Cii 10
heo, phii Polyester Dat chung nhén:
+ Tiéu chudn FDA (Cuc quén Iy Thyrc phim va Dugc phm Hoa Ky) hoiic FDA 510(k) (FDA Cleared)
+ Hoic Chimg nhan CE theo lufit dinh EU dwgc T8 chirc chimg nhén (Notified Body) cip
Van tim hai I4 nhén tao sinh hoc
- Chit ligu 14 van mang ngoai tim heo, gid d& Polyester phii mang ngoai tim bd, vong khéu van tir Polyester,
6 vong chi huéng dn vj tri diit van
Van tim hai lanhdn tao |- C6 t6i thiéu cic c& 25Smm, 27mm, 29mm, 3Imm
639 |sinh hoc, 14 van bing mang |- Dudng kinh trong c6 t6i thidu cic c& 23mm, 31mm Cai 45
ngoai tim heo, cic c& Tiét khudn
Pat chimg nhén:
+ Tiéu chudn FDA (Cuc quén Iy Thyc phim va Dugc phim Hoa K¥) hosic FDA 510(k) (FDA Cleared)
+ Ho#c Ching nhén CE theo luft dinh EU dugc T4 chirc chimg nhén (Notified Body) cép
Van tim hai 14 nhén tgo sinh hoc
- Chét ligu 14 van téch rdi ¢6 cu tao tir mang tim bd dugc gin vao mét khung bing hop kim Cobalt -
Chromium
Van tim hai 14 nhén tao - Vong khiu c6 vong chi huéng dan vj tri dat van
640 [sinh hoc, mang ngodi tim |- C6 ti thiéu c4c c& 25mm, 27mm, 29mm, 31mm, 33mm Cai 35
bd, cic c& Tiét khuén
Dat chimg nhén:
+ Tiéu chudn FDA (Cuc quén ly Thyc phim vi Dugc phim Hoa Ky) hogc FDA 510(k) (FDA Cleared)
+ Holic Chimg nhéin CE theo luft dinh EU dugc Té chirc chimg nhan (Notified Body) cip
Van tim hai 14 nhén tgo sinh hoc:
Van tim hai 14 nhantgo | Chét ligu I4 van tach rdi c6 chu tao tir’mﬂng tim bd dugc gén vio mét khung van bing Nitinol, vong van
sinh hoc, mang ngodi tim ban'g l:op k:m Coban-Chrome dugc phit 16p Polyester
N s . |- C6 t6i thiéu cac ¢ 25mm, 27mm, 29mm, 3imm R
641 |bo, vong van bang hop kim Tiét khudn Cai 10
Coban Chrom dugc phu Dat chimg nhén:
16p Polyester a g .

+ Tiéu chudn FDA (Cyc quén ly Thyc phim va Dugc phdm Hoa Ky) hogic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhén CE theo lut dinh EU dugc T8 chirc chimg nhén (Notified Body) cip
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Voéng van tim hai 14 hojic
ba 14 nhén tao loai bin
cimg

Vong van tim hai 14 hogic ba 14 nhén tgo loai bén cimg

- Chét liéu gdm 16i MP35N dugc phu Silicone va boc sgi Polyester

- C6 tbi thifu c4c c& 28mm, 30mm, 32mm, 34mm

Tiét khuén

Dat chimg nhén:

+ Tiéu chuén FDA (Cyc quin ly Thyrc phém va Dugc phim Hoa K§) hogic FDA 510(k) (FDA Cleared)
+ Hogic Chimg nhén CE theo lufit d|nh EU dugc Té chirc chimg nhén (Notified Body) cép

Cai

25

643

Véng van tim hai 14 nhdn
tgo hinh yén ngyra, 16i cimg
phén truéc, mém phin sau

Vong van tim hai 14 nhén tao hinh yén ngwa, 1i cimg phén trudc, mém phén sau

- Chét liu 18i tir Cobalt - Chromium, vong khau bing Silicone phii Polyester

- C6 t8i thiéu cac c& 26mm, 28mm, 30mm, 32mm, 34mm, 36mm

Tiét khuén

Pat chimg nhén:

+ Tiéu chudn FDA (Cuc quan Iy Thyc phdm va Dugc phz‘\m Hoa Ky) hoic FDA 510(k) (FDA Cleared)
+ Ho#ic Chimg nhén CE theo lufit dinh EU dugc T chirc chimg nhén (Notified Body) cﬁp

Cai

70

644

Vong van tim hai 14 bin
cimg linh hoat theo chu
chuyén tim

Vong van tim hai 14 nhén tao ban cimg

- Chét liéu gdm 15i Polyethylene va boc soi Polyester

- C6 tbi thiu cac ¢ 26mm, 28mm, 30mm, 32mm, 34mm, 36mm

Tiét khudn

Dat chimg nhén:

+ Tiéu chuén FDA (Cuc quan ly Thuc phédm va Dugc phdm Hoa K¥) hoic FDA 510(k) (FDA Cleared)
+ Hofic Chimg nhén CE theo lugt dinh EU dugc Té chirc chimg nhén (Notified Body) cép

Cai

25

645

Vong van tim hai l4/ba 14
nhén tgo loai mém

Vong van tim hai 1&/ba 14 nhén tgo loai mém

- Chit liéu gbm 15i Silicone va boc s¢i Polyester

- Co tdi thidu cac ¢ 25mm, 27mm, -29mm, 31mm, 33mm

Tiét khuin

Pat chimg nhén:

+ Tiéu chuéin FDA (Cuc quan ly Thu'c phém va Dugc phdm Hoa Ky) ho#c FDA 510(k) (FDA Cleared)
+ Ho#c Chimg nhéin CE theo luft dinh EU dugc T4 chirc chimg nhén (Notified Body) cip

Cai

25

646

Vong van tim ba 14 nhin

tzo mém déo co chon loc,
hinh dang lugn séng 3D,

c¥ 28mm — 36mm

Vong van tim ba 14 nhan tzo, dang hron séng 3D

- Chét liéu 15i bing titanium, vong khéu bing Silicone phii polyester

- Thiét ké: vong van ho

- C6 t6i thiéu céc c& 28mm, 30mm, 32mm, 34mm, 36mm

Tiét khuén

Pat chimg nhén:

+ Tiéu chuéin FDA (Cuc quén ly Thyc phdm va Dugc phdm Hoa Ky) hofic FDA 510(k) (FDA Cleared)

+ Hofic Chimg nhén CE theo luat djinh EU dugc Té chirc chimg nhén (Notified Body) cép

Cai

50
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Theo cong van moi chao gia so

BANG BAO GIA

Kinh guri: Bénh vién Pai hoc Y Dugc Thanh phé HO Chi Minh
Dia chi: 215 Hong Bang, Phuong Chg Lén, Thanh phé H6 Chi Minh

/BVDHYD-.... ciia Bénh vi¢n, Cong ty ching t61 bdo gia nhu sau:

Danh muc moi N . N . . .
chao gid Hang héa chao gia Chirng minh gia
Stt trong |, . |Ching o x . F I . e N So/ngay S6 Pon gia
St danh Ten darjh Ten loai/ ,Dac - Ha}ng le’o'c Sordang Pon vi So ll}’()’l}g co D,O' n sia Th&mh Tén co|QDP két qua| Théng | trdng
.. | muc moi | thwong ~ |tinhky| san san | ky luu . kha ndng | co VAT | tién MY . A
muc moi | o via| mai | M | thuat | xudt | xudt | hanh | "M | cungimg | (VND) | (vND) |0V t€| lwachon ibioméi|  thau
chao gia | hang - gung nha thiu | thiu | (VND)
% Yéu cau bao gia:
- B4o gia nay co hiéu luc ..... ngay ké tir ngdy béao gia.

- Chiing t6i cam két vé don gia chao hang bang hodc thip hon gia trén thi truong cia cung nha cung tmg hodc cing ching loai.

-Cacyeucau Khac: ..o

BM: CVDT.03(1)

Ngay ... thang .... nam ....
PAI DIEN THEO PHAP LUAT

(Ky tén va dong dau)
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