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CERTIFICATE OF REGISTRATION

This certifies that:
MEDICAL CABLES S.L.
Ferrocarril Del Puerto Street No. 18

Offices 3-4
Malaga Malaga, SPAIN 29002

tered with the U.S. Food and Drug Administration for FY 2019 pursuant to Title 21, 807 et seq. of the
United States Code of Federal Regulations:

Establishment Owner/Operator Number; 10059989
evice Classification Name: STIMULATOR, MUSCLE, POWERED, FOR

MUSCLE CONDITTONIN

Product Code: NGX

Regulation Number: 890.5850

Official Correspondent Registrar Corp

and U.S, Agent: 144 Research Drive, Hampton, Virginia, 23666,
USA
Telephone: +1-757-224-0177 « Fax: +1-757-224-

iions or warranti

ather than the nameg
e or
o

the establishment or its
istration or g
consiitutes misbranding.”
and Drug Administration does not issue a certificag of regisiration, ngf do
: n, Registrar Corp is not affiliared with the U.S. Food
and Drug Administration.
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144 Research Drive, Hampton, Virginia, 23666, USA gcutive Director |
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DECLARACION DE CONFORMIDAD CE
CE DECLARATION OF CONFORMITY

Fatricante ael proauera; Meaica Cabjes SL

Product manufacturer: Medical Cables SL

Direcsion! Duqun ds1a Vietoria, B 29015 Maiaga {E.—.pann}
Address: Duque de la Victoria, 6 29015 Malaga (Spain)

DECLARAN BAJO SU RESPONSABILIDAD QUE EL PRODUCTO
DECLARE UNDER THEIR RESPONSIBILITY THAT THE PRODUCT:

PRCJDU‘::1€) Dlr-pﬁsltwn inalambrice de alectroestimulacion para Fltn:sr- _‘U'meﬂpro.

PRODUCT: Wireless Electro Muscle Stimulation device for Fitness — Wiemspro.

CUMPLE CON LA SIGUIENTE
COMPLY WITH THE FOLLOWING

NORMATIVA APLICADA:
APPLIED STANDARDS:

EN 60801-1-2:2007 CORR:2010. Medical etectrical eq uipment == Parc 1-2: Genarai requirements
for basic safety and essantinl performance — Cottatara
standard,| Elu::rnmugnuu: compatibility = Roqulrnmcn:n and
tests.

lE[_: 60’501—1 +A12012 h."‘nqn:nl electrical equipmant - Pnrt 1: Garlnrnl requirements for basic

safety and essential performance,

1IEC 60601-2-10:2012: Medical alectrical equipmaent - Paie 2-101 Partlebine ragquiraments for the

basic safety and essential performance of nerve and muscle stimulators.

ROHS 2011/65/UE ! Diractive on tha restriction of the use of certain hazardous substances in

sloctrical and slectronic equipmant

ENB0335;: Housenold and similar elactrical appliances, Sarsty. General require ments,

Lugar y recna: |\'1-1=-.19n. 2 ds junio as 2017

Location & date: Malaga, Jun 2™, 2017

MNeombre ¥ FirmaiJosa Fuartes Pana

Name & signature: José Fuertes Peiia

CEDeclaration
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SGS

STATUS LETTER:
TO WHOM IT MAY CONCERN
The firm / company:

Att. José Fuertes Pefia
MEDICAL CABLES

C/ Duque de la Victoria, 6 1°
29015 Mélaga

The equipment Wiemspro has been tested according to the following Standards:
- |EC 60601-1-2:2007
- IEC 60601-1 + A1:2012
- |EC 60601-2-10:2012

From the results of the inspection and tests on the submitted sample, we conclude that it
complies with the requirements of the Standards.

The results of the different tests and conclusions are included in the following Test
Reports:

EMC Test Report No. 2416/0674
Safety Test Report No. 2116/0674
For any question do not hesitate to contact with us.

Best regards,

SGS Tecnos, S.A.
Numero: 0556

02/06/2017
SALIDA

Technical Manager of E&E Laboratory Spain.

t 34913138000 f 34913138093 E-Mall: 595 madrid laboratorio emci@sgs.com
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Ins. Ang. Merc. de Madrid Tomo 3.475. Gral. 2.748. Secc 3.* Libro de Sociedadas. Folio 88, Moja 25066, Inscription 1.4 NLF. A-28345577-Socedad Unipersanal
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Certificate: SGSNA/17/TEC/00006
Test Fleport Numbar: 21168/0674/1

Certified Product: Wireless stimulator
Trademark {if any): S
Modei(s): Epy

Technical Data: 183 V; 125 mA; 1200 Ohm; 5\Mcql|lam';pawm]
IPXD; Type BF

Name and Address of Applicant: Medical Cables, 5.
Calle Dugus de fa Victoria 6, 1* Planta, 29015, Malaga.
Spain

Name and Address of Manufacturer: Medical Cables, 5.1
Calle Duque de la Victoda 6, 1° Planta, 25015, m;‘;i

Name and Address of Factory: Medical Cables, S.L.
Gl Duque de a Victoria 5, 1* Planta, 20015, Mama

This certiflcale supercedes previous cerilicates issued with the same cerificate number, Certification is valid when
products are indicated on e SGS direclory of carfified products &t www.sgs.com. The product is cerlified according e
ISONEC Guide 17067, Comformily assessment - Fundameniss of product certification, System 3, and in sccordance with

ANSUAAMI ESB0601-1:2005 +C1:2000 +A2:2010
CANICEA C22.2 No, 50601-1:08

Effective date: 11 Oclober 2017

Consumer and Retall Services, a division of SG5 Narth America inc.
620 Oid Peachires Road, Sta. 100, Suwanes, GA 30024, LISA

U +1 TTOE70 1800 F +1 770 277 1240 www.5gs.com
Page 1 o 1
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Certificate ES13/13626.01

The management systam of

Medical Cables, S.L.

Cf Dugue de la Victoria, § - 1°
29015 Malaga. Spain

has biben assessed end cerified as mesting the requiements of

ISO 13485:2003
EN ISO 13485:2012

For the following activities
The scope of registration appears on page 2 of this certificate.

This certificate is valid from 26 February 2016 until 17 February 2019
and remains valid subject to satisfactory surveillance audits.

Re cenification audit due before 5 February 2019

Issue 6, Cerified since 18 February 2013

Multiple certificates have been issued for this scope
The main cerfificate is numbered ES13(13626.00

565 United Kingdom Ltd Systems & Senices Carification
Rosseore Business Park Eleamers Porl Cheshie CHES3EN UK
=44 {01151 350-6666 144 (0)151 350-BR00. wwaw ags com

565 13435-2 0614 M2
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medicalce

Innovation & Compatibility for Health

PRODUCT DATA SHEET

ELECTROMIOESTIMULATION CABLE (EMS CABLE)

Reference: COPEMS6
Compatible Suits: Revolution, Comfort Fit y Lithe.
Connector:

o Brand and model: 3M TS-0669 — 10126-3000

o Number of pins: 26 mEdiCEII Cable

o Conductive Material: Copper alloy. .
o Isolation: 80 u" [ 2.0 um ] of Nickel. LS';LQ{>' b)"\jl"'w' &‘% J"'ls 6“3 UL‘:W‘ =
o Exterior insulation material: Reinforced poilyester.
Wiring:
o Conductive material: Copper.
o Insulating Material: PVC.
o Length: between 35cm y 125cm.
Exterior insulation: 43/0.1TC. Spiral
o Exterior diameter: 1.8mm+0.1mm.
Bananas:
o Interior Material: Beryllium copper.
o Exterior Material: PVC.
o Male banana : 2.0mm*14.6mm.
o Female banana : 2.0mm*14.6mm,
Latex free.

Presentation: Individual anti-static bag.




Certificate ES16/19582.01

The: eacvagemrent system of

Medical Cables, S.L.

C/ Dugue de la Victoria, 6 - 1°
29015 Malaga. Spain

has been assetsed and cerified as meeling the mquirements of

ISO 9001:2008

For the icllowing activifies.

The scope of registration appears on page 2 of this certificate.
Further ciificaions regarding the scope of this certificats and the spplicabiity of

150 5001:2008 requirements may be cblained by consuling the crganisation

This certificate is valid from 26 Februgry 2016 unil 15 Septembe
and remains valid subject to satisfactory surveiliance "
Re certification audit due before 5 February 2019
Issue 1. Cerfified since 26 February 2016

Multiple certificates have been issued for this scope
The maln certificate is numberad ES13/13628.00

5ES United Kingdom Lid- Certificalion and Business Enhancement
Rossmone Eusiness Park Eliesmers Port Cheshira CHES 3EM UK
44 (0)151 J50-6666 f-+44 (01151 3506600 www 3oz com

565 00018 01 (216 M2
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