Mandatory and Voluntary Standards
Applied for the FA100 SCCD:

Quality Management System
EN ISO 13485:2012

Medical Electrical Equipment, Safety
EC/EN 60601-1: 2012, 3.1 Ed.
IEC/EN 60601-1-2:2007
IEC 60601-2-10:2012
IEC 60601-1-11:2010

Medical Device Software
IEC 62304:2006
I[EEE 1028-1997

Risk Management & Usability
EN ISO 14971:2012
ISO 62366 -1:2015
IEC 60601-1-6:2006

Labeling & Symbols
ISO 15223-1:2012
EN 1041:2008

Biological Evaluation
ISO 10993-1: 2009
ISO 10993-5:2007
1SO 10993-10:2002
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EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4
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on the basis of our examination of the quality assurance system under the requirements of Council Directive
93/42/EEC, Annex II excluding section 4. The quality assurance system meets the requirements of the directive. For
the placing on the market of class III products an Annex II section 4 certificate is required.

For and on behalf of BSI, a Notified Body for the above Directive (Notified Body Number 0086):

Frank Lee, EMEA Compliance & Risk Director

First Issued: *)4LJ.M&,*B* Date: *)¢LJ.M:,*B* Expiry Date: *"¢LJ.M¢,*,B
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Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI.

This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A member of BSI Group of Companies.
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Device Class/Classe de l'instrument: 2
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Manufacturer Name & Address/Nom du fabricant & adresse
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: DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

s

%:w Food and Drug Administration
“vaza 10903 New Hampshire Avenue

Document Control CenteWO66-G609
Silver Spring, MD 20998002

Februaryl4,2017

FlowAid Medical TechnologiesZorp.
Mr. Jacob Brezel

CEO

44 Wall Street

New York, New York 10005

Re: K162987
Trade/Device NameFA100SCCD(Sequential Continuou§ontraction Device)
Regulation Number: 21 CFR 890.5850
Regulation Name:Powered Muscle Stimulator
Regulatory Class: Class II
Product Code: IPF
Dated: January 4, 2017
Received:January 5, 2017

DearMr. Brezel:

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 predicateedeviarketed 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 requangproval 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 include requirements for annual registration, listing of
devicesgood 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 andstezdimg.

If your device is classified (see above) into either class Il (Special Controls) or class 11l (PMA),
it may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal RegulationsleT&l, Parts 800 to 898. In addition, FDA may

publish further announcements concerning your device iRederal Register

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determinatioattiiour 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 Act's requirements, including, but not limited to: registration and listing (21 CFR
Part807); labeling (21 CFR Part 801); medical device reporting (reporting of medical-device


MXH
February 14, 2017


Page2 - Mr. Jacob Brezel

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 appli¢hblelectronic product
radiation control provisions (Sections 5342 of the Act); 21 CFR 1000050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Division of Industry and Consumer Edocadit its tolfree number (800) 638041

or (301) 7967100 or at its Internet address
http://www.fda.gov/MedicalDevices/ResourcesforYou/Industry/default. Also, plege note

the regulation entitled, "Misbranding by reference to premarket notification" (21 CFR 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/ReportaProblem/defaulttbtrthe CDRH's Office

of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on ymesponsibilities under the Act from the
Division of Industry and Consumer Education at itsfi@de number (800) 638041 or (301)
796-7100 or at its Internet address
http://www.fda.gov/MedicalDevices/ResourcesforYou/Industry/default.htm

Sincerely,

Michael J. Hoffmann -

for Carlos L. Pe—-a, PhD, MS
Director
Division of Neurological
and Physical Medicine Devices
Office of Device Evaluation
Center for Devices and Radiological Health

Enclosure
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