D-Kutting™

PTA Scoring Balloon
120° Interval scoring

element positioning
Focused, uniform & controlled dissection?

Triangular scoring elements
High focused force for effective dilatation'?

s Excellent flexibility?
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High crossability*®

Patented nitinol coiled wire technology
ensures superior crossability, even in
tortuous vessels

High Rated Burst Pressure (RBP)

Improved dilation success rate & lumen gain®
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Effective Catheter
Length (cm)

Balloon nominal
length (mm)

Balloon Diameter
(mm)

Guidewire

Comprehensive
Product Range

compatibility

0.035 4/5/6/7/8 40/80 90

Ordering Information

Order Code Balloon Balloon Nominal ~ Rated Burst 1. Internal test report - Design verification for PTA scoring balloon dilatation
i Pressure Pressure
(Catheter Length, B:90cm)  Diameter Length (NP) (RBP) catheter - compliance test, DKutting (control and application). DK Medical
Technology Co., Ltd; Data on File.
DKT35-40408 4.00mm 40mm 2. Internal test report - Scoring balloon finite element analysis, DKutting
DKT35-4080B 4.00mm 80mm (force). DK Medical Technology Co., Ltd; Data on File.
3. Internal test report - PTA Scoring balloon Conformance validation,
DKT35-5040B 5.00mm 40mm DKutting. DK Medical Technology Co., Ltd; Data on File (Data based on
simulation model).
DKT35-5080B 5.00mm 80mm 4. Internal test report - Crossability performance verification, DKutting. DK
DKT35-6040B 6.00mm 40mm Medical Technology Co., Ltd; Data on File (Based on simulation model).
8atm 20atm 5. Internal test report - PTA scoring balloon tortuous vessel performance
DKT35-6080B 6.00mm 80mm comparisons. DKutting. DK Medical Technology Co., Ltd; Data on File
(Data based on simulation model).
DKT35-7040B 7.00mm 40mm 6.  Ye.C, DK Medical Technology (Suzhou) Co., Ltd. Evaluation of the Safety
and Efficacy of the Peripheral Scoring Drug Balloon (Dissolve AV) in
DKT35-70808 7.00mm 80mm Treatment of Hemodialysis Arteriovenous Fistulae Stenosis A Prospective
DKT35-8040B 8.00mm 40mm Multicenter Randomized Controlled Clinical Study. National Library of
Medicine. 2019- 2022; NCT04226599.
DKT35-8080B 8.00mm 80mm https://clinicaltrials.gov/study/NCT04226599.

DKutting™* PTA scoring balloon

Important Safety Information

Please see Full Prescribing Information in the IFU.

Indications for Use

The PTA Scoring Balloon Dilatation Catheters are indicated for

Percutaneous Transluminal Angioplasty (PTA) of obstructive lesions of

synthetic or native arteriovenous dialysis fistulae.

Contraindications

DO NOT use the DKutting™* balloon:

e For passing through the struts of a previously placed stent (as the
deflated PTA Scoring Balloon Dilatation Catheter could become
entangled in the stent).

e For use in the coronary arteries and carotid arteries

e For the expansion or delivery of stents

Warnings

eSingle patient use only. Do not re-use, re-process or re-sterilize.

CAUTION: Federal law (USA\) restricts this device to sale by or on the
order of a physician.

DKutting is a product of DK MedTech and sold under
distribution partnership with Mozarc Medical. All claims and
references are certified for U.S. standards accuracy and use by
DK MedTech.

©2025 Mozarc Medical Holding LLC. Mozarc, Mozarc Medical,
the Mozarc Medical logos, and Empowering Patients. Enriching
Lives. are trademarks of Mozarc Medical. ™* Third-party brands
are trademarks of their respective owners.
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800.962.9888
508.261.8000

710 Medtronic Parkway
Minneapolis, MN 55432

Potential Adverse Reactions
Complications from interventional

treatment of stenosis with the PTA

Infection/Sepsis
Ischemia/infarction of
tissue/organ

Scoring Balloon Dilatation Catheter e Pain
may include, but are not limited to: e Restenosis
e Allergic or drug reaction (device e Surgical intervention
material, contrast medium and e Swelling
medications) e Thrombosis
o Amputation e Vascular occlusion
e Arteriovenous fistula e Vessel injury (dissection,
e Death perforation, rupture, or
e Embolism Pseudoaneurysm)
e Hematoma e Vessel spasm
e Hemorrhage
e Hypotension/hypertension
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