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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
10903 New Hampshire Avenue

Document Control Center — W066-G609

Silver Spring, MD 20993-0002

July 30, 2016

Meril Life Sciences Private Limited
% Semih Oktay, Ph.D.

CardioMed Device Consultants

5523 Research Park Drive, Suite 205
Baltimore, MD 21228

Re: K160961
Trade/Device Name: Mozec NC-Rx PTCA Balloon Dilatation Catheter
Regulation Number: 21 CFR 870.5100
Regulation Name: Percutaneous Transluminal Coronary Angioplasty (PTCA) Catheter
Regulatory Class: Class II
Product Code: LOX
Dated: June 30, 2016
Received: July 1, 2016

Dear Dr. Oktay:

We have reviewed your Section 510(k) premarket notification of intent to market the device referenced
above and have determined the device is substantially equivalent (for the indications for use stated in the
enclosure) to legally marketed predicate devices marketed in interstate commerce prior to

May 28, 1976, the enactment date of the Medical Device Amendments, or to devices that have been
reclassified in accordance with the provisions of the Federal Food, Drug, and Cosmetic Act (Act) that
do not require approval of a premarket approval application (PMA). You may, therefore, market the
device, subject to the general controls provisions of the Act. The general controls provisions of the Act
mnclude requirements for annual registration, listing of devices, good manufacturing practice, labeling, and
prohibitions against misbranding and adulteration. Please note: CDRH does not evaluate information
related to contract liability warranties. We remind you, however, that device labeling must be truthful
and not misleading.

If your device is classified (see above) into either class II (Special Controls) or class III (PMA), it may
be subject to additional controls. Existing major regulations affecting your device can be found in the
Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may publish further
announcements concerning your device in the Federal Register.

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean that
FDA has made a determination that your device complies with other requirements of the Act or any
Federal statutes and regulations administered by other Federal agencies. You must comply with all the
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Act’s requirements, including, but not limited to: registration and listing (21 CFR Part 807); labeling (21
CFR Part 801); medical device reporting (reporting of medical device-related adverse events) (21 CFR
803); good manufacturing practice requirements as set forth in the quality systems (QS) regulation (21
CFR Part 820); and if applicable, the electronic product radiation control provisions (Sections 531-542
ofthe Act); 21 CFR 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Division of Industry and Consumer Education at its toll-free number (800) 638-2041 or
(301) 796-7100 or at its Internet address

http//www.fda.gov/MedicalDevices/ResourcesforY ow/Industry/default. htm. Also, please note the
regulation entitled, "Misbranding by reference to premarket notification” (21CFR Part 807.97). For
questions regarding the reporting of adverse events under the MDR regulation (21 CFR Part 803),
please go to http//www.fda.gov/MedicalDevices/Safety/ReportaProblen/default.htm for the CDRH’s
Office of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general mformation on your responsibilities under the Act from the Division of
Industry and Consumer Education at its toll-free number (800) 638-2041 or (301) 796-7100 or at its
Internet address http//www.fda.gov/MedicalDevices/ResourcesforY ow/Industry/default. htm.

Sincerely,

Brian D. Pullin -S
for Bram D. Zuckerman, MD

Director

Division of Cardiovascular Devices
Office of Device Evaluation
Center for Devices and Radiological Health

Enclosure
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Indications for Use See PRA Statement below.

510(k) Number (if known)
K160961

Device Name
Mozec(TM) NC - Rx PTCA Balloon Dilatation Catheter

Indications for Use (Describe)
The Mozec(TM) NC - Rx PTCA Balloon Dilatation Catheter is indicated for balloon dilatation of the stenotic portion of a

coronary artery or bypass graft stenosis for the purpose of improving myocardial perfusion. The Mozec(TM) NC - Rx
PTCA Balloon Dilatation Catheter is also indicated for post-delivery expansion of balloon expandable stents.

Type of Use (Select one or both, as applicable)
X Prescription Use (Part 21 CFR 801 Subpart D) [ | Over-The-Counter Use (21 CFR 801 Subpart C)

CONTINUE ON A SEPARATE PAGE IF NEEDED.

This section applies only to requirements of the Paperwork Reduction Act of 1995.
*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

The burden time for this collection of information is estimated to average 79 hours per response, including the
time to review instructions, search existing data sources, gather and maintain the data needed and complete
and review the collection of information. Send comments regarding this burden estimate or any other aspect
of this information collection, including suggestions for reducing this burden, to:

Department of Health and Human Services
Food and Drug Administration

Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRAStaff@fda.hhs.gov

“An agency may not conduct or sponsor, and a person is not required to respond to, a collection of
information unless it displays a currently valid OMB number.”

FORM FDA 3881 (8/14) Page 1 of 1 PSC Publishing Services (301) 443-6740  EF
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5. 510(k) SUMMARY

510(k) Summary
This 510(k) Summary is submitted in accordance with the requirements of 21 CFR P
Section 92.

5.1 Applicant:
Meril Life Sciences Private Limite
Bilakhia house, Survey No. 135/1
Muktanand Mar¢
Chala, Vapi
Guijarat
396191
INDIA

5.2 Contact Person:
Utpal Thakor
Director
Meril Life Sciences Private Limite
Bilakhia house, Survey No. 135/1
Muktanand Marg¢
Chala, Vapi
Guijarat
396 191
INDIA
Phone: +91 260305210
Mobile: +91 -960126030

E mail:utpal.thakor@metrillife.col

5.3 Dateprepared: Mar 15, 2016
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5.4

5.5

5.6

5.7

Device information:
Proprietary Nam Mozed™ NC —Rx PTCA Balloon Dilatation Cathe:
Common / Usual Nam Rapid Exchange PTCA Balloon Dilatation Cathe

Regulation name Perataneous Transluminal Coronary ngioplasty
(PTCA) Catheter

Regulation Numbe 21CFR 870.5100

Product Code: LOX

Device Class: Class Il

Predicate device:

NC TREKRX Cororary Dilatation Catheter (K103153p1imaryPredicate device)
EMPIRA NC Rx PTCA Dilatation Catheter (K11013.SecondarPredicate device)
Mozec™ - Rx PTCA Balloon Dilatation Catheter (K13116¢Secondary Predicate

device)

Device description:

Mozed™ NC - Rx PTCA Balloon Dilatation Catheter is a sterile, single use |
exchame catheter consisting of a r-compliant balloon, a soft tip, coaxial dual
lumen distal shaft and a single lumen proximal shaft.iopaque platinum/iridium
markers catained in the balloon segment facilitate fluoroscopic visualization c
proximal and distal ends of the Mo.™ NC balloon’s working length. The Moz™
NC balloons are offeed in diameters ranging from 2m to «50mm and lengths

varying from 8mm t38mm.

Indication for use:
The Moze&" NC - Rx PTCA Balloon Dilatation Cathet is indicated for balloon
dilatation of the stenotic portion of a coronary artery or bypass graft stenosis

purpose of improving myocardial perfusion. The M(™ NC - Rx PTCA Balloon



5.8

5.9

Dilatation Cathete is also indicated for postelivery expansion of balloc

expandable sten

Comparison of Technological characteristics:
The Mozec” NC — Rx PTCA Balloon Dilatation Catheter the same or similar to
the primary and secondapredicate devices withespect to intended use, dev
design, andmethod of sterilizatic. The Mozef” NC has the same RBP as |
secondary predicate EMPIRA NC and material composition of the subject (s

the same as theecondary predicate MozE¢

Non clinical Perfor mance data:

To ensure that the device design and construction are suitable for the intended
Mozed™ NC — Rx PTCA Balloon Dilatation Catheter was subjected to
performancedesting recommended in tiGuidance for Industry and FDA Saff- Class
[l Special Controls Guidance Document for Certain Percutaneous Transluminal
Coronary Angioplasty (PTCA) Catheters (September &010)

The safety and effectiveness of the M('™ NC — R« PTCA Balloon Dilatatior
Catheter has been evaluated in the following non Clinical

» Dimensional verificatio Test

» Balloon preparation, deployment and retrac Tes

» Balloon rated burst presstand Balloon omplianct Test

» Balloon fatigue Test

» Balloon inflation and deflation tin Test

* Bond strengt Test

* Flexibility and kink est

» Balloon rated burst pressure (In stent)

« Balloon fatigue (In Stent) Te

* Radiopacit

» Torque tes

» Performance testing che Looper Clip accessory

» Biocompatibilitytesting in compliance with the ISO 10¢1
0 In Vitro Cytotoxicity study



Skin Sensitization Study

Intracutaneous reactiv test

Acute Systemic Toxicity Study

In vitro Hemolysis test Study

In vitro C3a anSC5b-9 omplement activatic Assay
MaterialMediated Pyrogen Test

In vivo thromboresistan

O O OO O o ©o

5.10Conclusion
The Mozed" NC — Rx PTCA Balloon Dilatation Cathel met all predetermined
acceptance criterias specified by applicable standarB®A guidance documents
and test protocol No safety and efficacy issues were raised during the te
program.

The Moze&" NC — Rx PTCA Balloon Dilatation Catheter substantially equivalent
to the primary predicateNC TREK RX Coronary Dilatation Cathe. Substantial

equivalence is furtheupported with comparison to the seconcpredicate devices.





