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Pre-clinical results of in-house Bench testing may not be representative of clinical performance. 
Zylox DCB China RCT was a multi-center, two-arm, prospective, randomized, single blind trial to evaluate the safety and efficacy of Zylox DCB compared with bare PTA balloon 
Catheter (Medtronic)  in the treatment of femoropopliteal artery occlusive disease. 15 medical centers in China enrolled 192 patients randomized 1:1. The PTA balloon platform 
of the research object in the trial was from an OEM.
Indication for use: ZENFluxion™ Drug-coated PTA Balloon Catheter is indicated for Percutaneous Transluminal Angioplasty (PTA) of stenosis or occlusion lesions in iliac, femoral or 
popliteal arteries.
Please consult product labels and instructions for use for indications, contraindications, hazards, warnings and precautions.
All other cited trademarks are the property of their respective owners. All rights reserved. © 2024 Zylox-TonBridge Medical Technology Co., Ltd.
Information contained herein is for distribution outside P.R. China and the U.S. only. Illustrations for information purposes-not indicative of actual size or clinical outcome.
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At 12months – vs 79% PTA
Free from TLR94% 

Challenging patient demographics and clinical characteristics

Diabetes

50% 
Rutherford 

category 3-5

70% 
Current 
smoking

50%
Restenosis

14%

The Zylox DCB China Trial has exhibited significantly lower LLL at 6m and a high rate of freedom from TLR at 12m

Safety and Effectiveness proven 
in the clinical trial2

ZENFluxion™-14

ZENFluxion™-35
Usable Length

100cm

ZY100040002035A
ZY100050002035A
ZY100060002035A
ZY100070002035A
ZY100080002035A
ZY100090002035A
ZY100100002035A
ZY100120002035A
ZY100040004035A
ZY100050004035A
ZY100060004035A
ZY100070004035A
ZY100080004035A
ZY100040006035A
ZY100050006035A
ZY100060006035A
ZY100070006035A
ZY100080006035A
ZY100040008035A
ZY100050008035A
ZY100060008035A
ZY100040010035A
ZY100050010035A
ZY100060010035A
ZY100040012035A
ZY100050012035A
ZY100060012035A
ZY100040015035A
ZY100050015035A
ZY100060015035A
ZY100040022035A
ZY100050022035A
ZY100060022035A

Usable Length
130cm
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ZY130050002035A
ZY130060002035A
ZY130070002035A
ZY130080002035A
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--
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ZY130050008035A
ZY130060008035A
ZY130040010035A
ZY130050010035A
ZY130060010035A
ZY130040012035A
ZY130050012035A
ZY130060012035A
ZY130040015035A
ZY130050015035A
ZY130060015035A
ZY130040022035A
ZY130050022035A
ZY130060022035A

Balloon Diameter
[mm]

4.00 
5.00 
6.00 
7.00 
8.00 
9.00 

10.00 
12.00 
4.00 
5.00 
6.00 
7.00 
8.00 
4.00 
5.00 
6.00 
7.00 
8.00 
4.00 
5.00 
6.00 
4.00 
5.00 
6.00 
4.00 
5.00 
6.00 
4.00 
5.00 
6.00 
4.00 
5.00 
6.00 

Balloon Length
[mm]

Sheath 
profile[F]
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ZENFluxion™-18

ZY075020002018A
ZY075025002018A
ZY075030002018A
ZY075035002018A
ZY075040002018A
ZY075050002018A
ZY075060002018A
ZY075020004018A
ZY075025004018A
ZY075030004018A
ZY075035004018A
ZY075040004018A
ZY075050004018A
ZY075060004018A
ZY075070004018A
ZY075080004018A
ZY075090004018A
ZY075020006018A
ZY075025006018A
ZY075030006018A
ZY075035006018A
ZY075040006018A
ZY075050006018A
ZY075060006018A
ZY075070006018A
ZY075080006018A
ZY075090006018A
ZY075020008018A
ZY075025008018A
ZY075030008018A
ZY075035008018A
ZY075040008018A
ZY075050008018A
ZY075060008018A
ZY075020010018A
ZY075025010018A
ZY075030010018A
ZY075035010018A
ZY075040010018A
ZY075050010018A
ZY075060010018A
ZY075020012018A
ZY075025012018A
ZY075030012018A
ZY075035012018A
ZY075040012018A
ZY075050012018A
ZY075060012018A
ZY075020015018A
ZY075025015018A
ZY075030015018A
ZY075035015018A
ZY075040015018A
ZY075050015018A
ZY075060015018A
ZY075020022018A
ZY075025022018A
ZY075030022018A
ZY075035022018A
ZY075040022018A
ZY075050022018A
ZY075060022018A
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ZY130060010018A
ZY130020012018A
ZY130025012018A
ZY130030012018A
ZY130035012018A
ZY130040012018A
ZY130050012018A
ZY130060012018A
ZY130020015018A
ZY130025015018A
ZY130030015018A
ZY130035015018A
ZY130040015018A
ZY130050015018A
ZY130060015018A
ZY130020022018A
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Usable Length
130cm

Usable Length
150cm

Balloon Diameter
[mm]

Balloon Length
[mm]
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--
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Sheath 
profile[F]

Usable Length
75cm

Usable Length
130cm

Balloon Diameter
[mm]

Balloon Length
[mm]

Sheath 
profile[F]
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Late lumen loss (LLL) at 6m
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The ZENFluxion™ Drug-Coated PTA Balloon Catheter，
a versatile and effective PAD treatment option，features 
unique UltraFree™ Coating Technology and is avail-
able on the 0.014”, 0.018” and 0.035” balloon 
catheter platforms.

UltraFree™ Coating Technology UltraFree™ Coating quickly disintegrates into microcrystalline particles at the lesion site and allows rapid drug 

transfer to the arterial wall.

UltraFree™ Coating Technology minimizes the drug dose flushed away by blood flow and downstream drug 

effects.

4

UltraFree™ Coating Technology effectively 
controls paclitaxel crystallization process, 
resulting in a uniform and stable microcrys-
tal drug coating. 

A carrier or an excipient is not always necessary.

1

Particle size distribution test results of the 
ZENFluxion™ DCB coating show that 75% 
of the particles related are in 5-10µm 
range. 

2

The integrated UltraFree™ coating 
prevents the early drug flaking during the 
procedure preparation and the device 
tracking. 

3

Competitor B

Competitor A

5-10 10-25 25-50 50>

ZENFluxion

5%
Percent of drug residues 
on the balloon surface 
after use

15%
Drug loss during 
preparation and 
handling

80%
Percent of 
effective drug 
delivery

Effective Drug Transfer

The effective drug tissue concentration 

at the lesion site lasts for more than 90 

days. 

5 80

70

60

50

40

30

20

10

0
1h 1d 7d 28d 90dA

rt
er

ia
l T

is
su

e 
Pa

cl
ita

ce
l C

on
ce

nt
ra

tio
n

(n
g/

m
g)

<

ZENFluxion In Pact (Medtronic)Lutonix (Bard)

• Low entry profile and excellent crossability
• Advanced pushability
• Long balloon lengths up to 220mm

More options with the clinically proven platforms
The ZENFluxion DCB is based upon the ZENFLOW PTA balloon platform and features:

Advanced Ultrasound Spray Tech

STEP 2 STEP 3STEP 1
The drug solution is dispersed into fine mist 
droplets by ultrasonic pulse

Ultrasonic spray Dry off - Form a homogeneous and stable 
drug coating layer

ZENFluxion™

Drug-coated PTA Balloon Catheter
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