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CT-7 LEG TRACTION SPLINT
ADULT / PEDIATRIC / BELOW KNEE APPLICATION

The CT-7 leg splint has been SIMPLIFIED; applies in 3 easy steps. It
has a SHORTER footprint and no longer extends beyond the
patient’s foot. It has been made more rigid and indestructible with
thicker carbon tubes. The traction mechanism is easy, fast and super
precise by means of an acme threaded polycarbonate rod system.
We are confident that this leg traction splint is the best choice for any
medic.

NSN: 6515-01-706-4198. FDA, MDR/CE. Made in USA.
*THE CT-6 IS ALSO STILL AVAILABLE

IMPROVEMENTS

-No longer extends beyond the patients foot.

-Traction mechanism forces controlled & precise method of traction.
Much safer for the patient.

-Simplified layout; no lines, less Velcro, one piece ankle hitch.
-Compact & lighter than the CT-6/any traction splint on the market.
-Increased Diameter of carbon tubing+ 35%. More Rigid fixation.
-Applies traction to patient in under 30 seconds.

-Easier to re-pack, uses new Tactical bag

-One piece ankle hitch with rubber grip/non-slip interior.

FEATURES & BENEFITS

-ADULTS, PEDIATRICS & BELOW KNEE
APPLICATION

-ACME SCREW TRACTION TECHNOLOGY
SUPER PRECISE, STRONG AND ACCURATE.
-CARBON TUBING. X-RAY SAFE.

-COMPACT, LIGHT WEIGHT DESIGN.
-SUPER CLEAN AND EASY TO USE.
APPLICATION: GOES ON IN 30 SECONDS

|

SPECIFICATIONS:
SIZE: 12 x 4 x 4in.
WEIGHT: 1 LB
MATERIALS: CARBON TUBING, NYLON &
ELASTIC WEBBING
COLORS: BLACK
BAG: TACTICAL BLACK or CAMO
ZIPPER & MOLLE STRAPS

1610 West Jackson St.

Unit 6

Painesville OH 44077 USA

+1 440 350 9510 www.FareTec.com

Service@FareTec.com
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440.350.9510

,_ RESPONDER PRODUCTS EMERGENCY CARE | MILITARY | CIVILIAN

NEW CT-7 LEG TRACTION SPLINT
NEXT GENERATION LEG KIT

DESIGNED FOR ADULTS, PEDIATRICS & BELOW KNEE APPLICATION

The CT-7 has been tested and used in the harshest conditions around the world by an array of first
responders and medics. The CT-7 splint has been SIMPLIFIED and IMPROVED. It has a smaller footprint |
and no longer extends beyond the patient’s foot. All excess straps, lines and velcro have been minimized.
The CT-7 is rigid and indestructible with 35% thicker carbon tubes. The traction mechanism is easy, fast
and super precise by means of an acme threaded polycarbonate rod system. We are confident that this leg
traction splint is the best choice for any medic. Availble in both Civilian version: Orange bag and straps and
Military version: Black straps and Bag. -

FEATURES & BENEFITS

-ADULTS, PEDIATRICS & BELOW KNEE
APPLICATION

-ACME SCREW TRACTION TECHNOLOGY
SUPER PRECISE, STRONG AND ACCURATE.
-CARBON TUBING.

-COMPACT, LIGHT WEIGHT DESIGN.
-SUPER CLEAN AND EASY TO USE.

APPLICATION: GOES ON IN 30 SECONDS.

SPECIFICATIONS:

: : IMPROVEMENTS |
\?\;Ellié:ﬁ__xfl_)émn. -No longer extends beyond the patients foot. .
- -Simplified layout; no lines, less Velcro, one piece iia]
I\EAI'_A\;[SE'II'?I@I\_/\?ESQE%ON TUBING, NYLON & ankle hitch, ischial strap and just 1 or 2 legs
straps. [customizable]
COLORS: BLACK, ORANGE (STRAPS)

] -More compact & lighter than the CT-6/any
BAG: TACTICAL BLACK, TAN, BLUE. traction splint on the market.

-Increased Diameter of carbon tubing+
-Applies to patient in under 30 seconds.
-Easier to repack, uses new Tactical bag.

BELOW KNEE APPLICATION

1610 West Jackson St.
Unit 6
Painesville OH 44077 USA

+1 440 350 9510 S
www.FareTec.com 55
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CT-7 LEG TRACTION SPLINT
A=A SO\ [9 FOR ADULT PEDIATRIC AND BELOW KNEE APPLICATIONS
RESPONDER PRODUCTS INSTRUCTIONS FOR USE

1.) PREPARE:

Open zipper. Remove ankle
hitch from bag, this will be
CT-7LEG TRACTION SPLINT applied first.
Remove splint from bag. Hold
upright and allow tubes to

intersect . Lay alongside
patients injured leg.

2.) SIZE THE SPLINT

Top of splint should be near the patient’s hip crest, bottom near the
patient’s foot. If necessary, remove Ischial Cap and add or subtract
a tube to shorten/lengthen the splint. Replace cap.

[-1 tube section (shown), works for most adults 5ft - 6’2ft]

3.) APPLY HITCH
On the ankle hitch, make sure the buckle is pointed
toward patient’s foot.

Wrap TIGHTLY around base of ankle. Buckle
should be on OUTSIDE of leg.

4.) ATTACH SPLINT
Connect buckle at bottom of
splint to the ankle hitch.

5.) ATTACH GROIN/ISCHIAL STRAP
Unclip one side of the Ischial Strap
and wrap around the top of the
patients inner thigh. Clip buckle back
onto splint.

440-350-9510 service@faretec.com 1610 West Jackson St.#6 Painesville OH 44077 USA



CT-7 LEG TRACTION SPLINT
A=A SO\ [9 FOR ADULT PEDIATRIC AND BELOW KNEE APPLICATIONS
RESPONDER PRODUCTS INSTRUCTIONS FOR USE

7.) TIGHTEN GROIN STRAP

Locate tail of strap, stabilize with free hand,
and pull TIGHT away from buckle. Should fit
snug around patients leg.

8.) ATTACH LEG STRAPS

Slide one end of each strap beneath the
patient’s injured leg (use crevice below knee),
place other side of strap on top the leg. Move
in position above the knee and connect strap
with medium pressure. Repeat this process,
applying the second strap below the knee.
(No straps directly over a break)

9.) TRACTION

Spin traction mechanism in direction of
arrows until appropriate traction is applied.
-Legs should be equal length.

-Reduce swelling at point of injury
-Increase patient comfort/relief.

Same process for below the knee
application. Shorten splint accordingly and
wrap ankle hitch tightly to proximal calf or
patella position.

MONITOR: CSM (circulation, sensation and motor function)
closely and adjust as needed.

CT-7LEG TRACTION SPLINT

ADULT & PEp AT

(3

Cleaning and Disposal Instructions:
The CT-7 should be thoroughly cleaned by washing with warm water and disinfectant and then wiped down with a clean rag
after each use. If the device is heavily contaminated, place in bio-hazard bag and dispose according to your hazardous waste
protocol. Individually contaminated Ischial/groin strap, leg straps or ankle hitches, can be removed from the device and
laundered or be specifically replaced.

Contraindictions and Warnings:

Traction should not be used for hip, pelvis or humerous fractures unless a test spin of traction provides immediate pain relief or
return of perfusion. Also, traction should be avoided for grossly open and contaminated fractures. If the splint comes in contact
with toxins like organophosphates, radioactive material or excessive bodily fluids, then it should be disposed of as deemed
appropriate for hazardous materials or biological wastes. If it can be washed and sanitized then reuse is acceptable.

440-350-9510 service@faretec.com 1610 West Jackson St.#6 Painesville OH 44077 USA



CERTIFICAT A
EC |REP ECREP20230607.4 CMC)

Ver: CERT-202303.V1

CMC MEDICAL DEVICES & DRUGS S.L

A CONFIRMAT CA CMC MEDICAL DEVICES & DRUGS S.L. este
Reprezentantul autorizat pentru Europa al

FareTec Inc.
1610 West Jackson St. #6, Painesville, OH, SUA

Certificatul ramane valabil pana la data expirarii acordului CE REP sau pana cand sunt
modificate conditiile de fabricatie, sistemul de calitate sau legislatia relevanta. Valabilitatea este
supusa rezultatelor pozitive ale auditurilor periodice de supraveghere.

Raspunderea pentru produs revine producatorului in conformitate cu directiva/regulamentul
aplicabil mentionat in anexa | la acest certificat si cu standardele aplicabile. Dupa indeplinirea
cerintelor relevante ale legislatiei UE, producatorul aplicd marcajul CE corespunzator modelelor

relevante ale dispozitivelor medicale mentionate mai jos.

Aceste produse incluse in Anexa | au fost inregistrate Tn Ministerul Sanatatii Spaniole (AEMPS),
dacé este cazul. In acest caz, coloana clasificatad ca RPS se refera la numarul lor de
nregistrare.

Semnatura autorizata
/Semntatura indescifrabild/
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EC |REP M)

Ver: CERT-202303.V1

CERTIFICAT

ECREP20230607.4

ANEXA |

Denumirea

produsului REGULAMENT CLASA RPS Situatia RPS Modelul

Orteze de tractiune REGULAMENTUL |[ClasA RPS/1633/2021 nregistraté la QD-3 Orteza de tractiune
MDR 2017/745 (Regula 1) AEMPS picior, Pedi, MulataQD-4
Orteza de tractiune picior,
Adult, Mulata QD-3 Orteza
de tractiune picior, Pedi,
Aluminiu QD-4 Orteza de
tractiune picior, Adult,
Aluminiu CT-6 Orteza de
tractiune tactica CT-6
Orteza de tractiune militara,
Carcasa neagra, Catarama
GT Cobra CT-6 Orteza de
tractiune militara, Carcasa
Camuflaj, Catarama mulata
CT-6 Orteza de tractiune
militara DOD CT-6 EMS
Orteza de tractiune picior
CT-6 EMS Orteza de
tractiune cu curele lungi CT-
7 Orteza de tractiune tactica
picior CT-7 Orteza de
tractiune tactica W/2 picior
bretele elastice CT-7 Orteza
de tractiune militara picior
CT-6 MidMed Orteza de
tractiune CT-7 Orteza de
tractiune civila CT-7 Orteza
de tractiune civila cu 2
bretele elastice picior CT-6
EMS Orteza de tractiune
bilaterala CT-7 Orteza de
tractiune, Bretele portocalii,
Carcasa neagra QD Kit
piaptan, Orteza de tractiune
picior, Mulat QD Kit
combinat, Orteza de
tractiune picior, Aluminiu

@)
m
Py
-
L
O
>
—
@)
o
Y
-
L
O
>
o
O
@
m
Py,
-
il
=
>
_|
@)
m
Y
-
L
O
>
—
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CMC Medical Devices & Drugs S.L.
Cl Horacio Lengo N°18, CP29006, Malaga-Spain
www.cmcmedicaldevices.com
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CERTIFICAT

ECREP20230607.4

EC

er: CERT-202303.V1

REP

Denumire produs REGULAMENT CLASA RPS

Orteza Redi REGULAMENT Clasa I RPS/1633/2021
MDR -2017/745 (Regula 1)

Liant pelvian REGULAMENT Clasa | RPS/5272/2022
UL MDR- (Regula
2017/745 ment 1)

LifeBox 50 REGULAMENT Clasa I RPS/1633/2021
MDR - (regulament
2017/745 1)

Data emiterii;: 07/06/2023

CMC Medical Devices & Drugs S.L.
Cl Horacio Lengo N°18, CP29006, Malaga-Spain
www.cmcmedicaldevices.com

Stuatia RPS

Tnscrisa
AEMPS

inscrisa
AEMPS

Inscrisa
AEMPS

la

.CMC)

Modelul

Orteza universala Redi,
Ultracompacta, Neagra, Orteza
Redi plata 2, Compacta,
Neagra, Orteza Redi plata 2
Compacta, Neagra, Box of 4
Redi Splint, Mare, Neagra, Box
of 4 Redi Splint, Mare, Neagra,
Orteza universala Redi plata,
Ultracompacta, Neagra, Orteza
Redi pliabila 2 Compacta,
Neagra, Orteza Redi pliabila,
Mare, Neagra, Orteza Redi
pliabila, Mare, Neagra, Fieldtex
Orteza universala
Redi,Compacta, Neagra,
Orteza universala Redi plata,
Compacta, Neagra, Orteza
universala Redi pliabila, Mare,
Neagra, Orteza universala Redi
pliabila, Mare, Neagra, Orteza
universala Redi rulou,
Ultracompacta, Neagra, Orteza
universala Redi pliabila, XXSM,
Neagra, 3x14, plata

LifeBox 50 Standard
LifeBox 50 Standard
LifeBox 50 Standard
LifeBox 50 Ultracompacta
LifeBox 50 Compacta
LifeBox 50 Compacta
LifeBox 50 Compacta
LifeBox 50 Mare

LifeBox 50 Compacta
LifeBox 50 Ultracompacta
LifeBox 50 Caseta
LifeBox 50 Mare

LifeBox 50 Caseta
LifeBox 50 Economica
LifeBox 50 Economica
LifeBox 50 Economica

Data expirarii: 14/06/2024

Cod de verificare




e [REP|SERTEICAT (e

Ver: CERT-202303.V1

Efon d“u”;{jﬁfi‘ REGULAMENT | CLASA RPS Situatia RPS Modelul
IFAK Kit de prim ajutor |REGULAMENT Pachet =~ |RPS/1633/2021 nscrisa la IFAK 1; IFAK 2; IFAK 3;
Individual MDR - procedura AEMPS IFAK 4; IFAK 5;
2017/745
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Subsemnatul CIUHU BOGDAN CONSTANTIN,
baucator autorizat cu nr. 7319/2002 certific exactitatea traducerii cu textul documentului, redactat in
limba engleza si vizat de mine.

Data emiterii: 07/06/2023 Data expirarii: 14/06/2024

Cod de verificare

CMC Medical Devices & Drugs S.L. EzREE]
Cl Horacio Lengo N°18, CP29006, Malaga-Spain @
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www.cmcmedicaldevices.com



CERTIFICATE Agt
EC |REP ECREonzsosog \/’; :

Ver: CERT-202303.V1

CMC MEDICAL DEVICES & DRUGS S.L.

CONFIRMED THAT CMC MEDICAL DEVICES & DRUGS S.L. Is the
European Authorized Representative of

FareTec Inc.
1610 West Jackson St. #6, Painesville, OH, USA

The certificate remains valid until the expiration date of the EC REP agreement, or
until manufacturing conditions, quality system or relevant legislation are modified.
The validity is subject to positive results of periodic surveillance audits.

The product liability rests with the manufacturer in accordance with applicable
directive/regulation mentioned in Annex | of this certificate and the applicable
standards. After fulfilling the relevant EU legislation requirements, the manufacturer
shall affix the appropriate CE marking to the relevant models of the medical devices
mentioned below.

These products included in the Annex | have been registered in the Spanish MOH
(AEMPS) if applicable. In this case, the column categorized as RPS reffers to their
registration number.
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Issue date: 07/06/2023 Expiration date: 14/06/2024

Verification code
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CMC Medical Devices & Drugs S.L.
C/ Horacio Lengo N°18, CP29006, Malaga-Spain
www.cmcmedicaldevices.com




CERTIFICATE Az ]
EC | REP | ccrerzozmnra '/ ZC:MC

\ - 3¢ -\_!.;!I:\‘Il t
Ver: CERT-202303.V1 N
NN
Product Name REGULATION CLASS RPS Status RPS Model
Traction Splints MDR - Class | RPS/1633/2021 Registered QD-3 Leg Traction
REGULATION (Rule 1) with AEMPS Splint, Pedi, Molded
2017/745 QD-4 Leg Traction

Splint, Adult, Molded
QD-3 Leg Traction
Splint, Pedi, Alum QD-4
Leg Traction Splint,
Adult, Alum CT-6
Tactical Traction Splint
CT-6 Military Traction
Splint, Black Case, GT
Cobra Buckle CT-6
Military Traction Splint,
Camo Case, Molded
Buckle CT-6 Military
Traction Splint DOD
CT-6 EMS Leg Traction
Splint CT-6 EMS
Traction Splint W/Long
Straps CT-7 Tactical
Leg Traction Splint
CT-7 Tactical Traction
Splint W/2 Leg Slings
CT-7 Military Leg
Traction Splint CT-6
MidMed Traction Splint
CT-7 Civilian Traction
Splint CT-7 Civilian
Traction Splint w/2 Leg
Slings CT-6 EMS
Bilateral Traction Splint
CT-7 Traction Splint,
Orange Straps, Black
Case QD Comb Kit, Leg
Traction Splint, Molded
QD Comb Kit, Leg
Traction Splint, Alum
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EC

REP

Ver: CERT-202303.V1

CERTIFICATE

ECREP20230607.4

C:MC

TEDICAY DEVICEY

=
*
=%

X {

Product Name

REGULATION

CLASS

RPS

Status RPS

Model

Redi Splint

MDR -
REGULATION
2017/745

Class |
(Rule 1)

RPS/1633/2021

Registered
with AEMPS

Redi Universal Splint,
Extra Small, Black, flat
Redi Splint 2, Small,
Black, Flat Redi Splint 2
Small, Black, Box of 4
Redi Splint, Large,
Black, Box of 4 Redi
Splint, Large, Black,
Flat Redi Universal
Splint, Extra Small,
Black, Fold Redi Splint
2 Small, Black, Folded
Redi Splint, Large,
Black, Folded Redi
Splint, Large, Black,
Fieldtex Redi Universal
Splint,Small, Black, Flat
Redi Universal Splint,
Small, Black, Folded
Redi Universal Splint,
Large, Black, Folded
Redi Universal Splint,
Large, Black, Rolled
Redi Universal Splint,
Extra Small, Black,
Folded Redi Universal
Splint, XXSM, Black,
3x14, Flat

Pelvic Binder

MDR -
REGULATION
2017/745

Class |
(Rule 1)

RPS/5272/2022

Registered
with AEMPS

LifeBox 50

MDR -
REGULATION
2017/745

Class |
(Rule 1)

RPS/1633/2021

Registered
with AEMPS

LifeBox 50 Standard
LifeBox 50 Standard
LifeBox 50 Standard
LifeBox 50 Extra Small
LifeBox 50 Small
LifeBox 50 Small
LifeBox 50 Small
LifeBox 50 Small
LifeBox 50 Small
LifeBox 50 Extra Small
LifeBox 50 Briefcase
LifeBox 50 Large
LifeBox 50 Briefcase
LifeBox 50 Economical
LifeBox 50 Economical
LifeBox 50 Economical

Issue date: 07/06/2023

CMC Medical Devices & Drugs S.L.
C/ Horacio Lengo N°18, CP29006, Malaga-Spain
www.cmcmedicaldevices.com

Expiration date: 14/06/2024

Verification code




CERTIFICATE

rr?' Ec RE P ECREP20230607.4

~ Ver: CERT-202303.V1

-
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g Product Name REGULATION CLASS RPS Status RPS Model

"" IFAK Individual MDR - Procedure | RPS/1633/2021 Registered IFAK 1; IFAK 2; IFAK 3;

m First-Aid Kit REGULATION Pack with AEMPS IFAK 4; IFAK 5;
2017/745
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Fracture an e

Inc.

on Equipment

EC Declaration of Conformity

Manufacturers Name:
Manufacturers Address:
Manufacturer SRN:

Authorized Representative
Name:

Authorized Representative
Address:

Authorized Representative
SRN:

Basic UDI-DI:
Name of the Device:

Intended Use:

Classification:

Conformity assessment
route:

Standards Applied:

FareTec Inc.

1610 West Jackson St, Painesville, OH 44077 USA

CMC Medical Devices & Drugs S.L.
C/ Horacio Lengo n18
C.P 29006 Malaga-Spain

ES-AR-000000293

++B5411126W3
Traction Splints

Traction Splints is a group of mechanical splinting
devices intended to provide support and traction to mid-
shaft femur fractures during the pre-hospital care and
patient transport

Class I, Rule 1

FareTec Inc. uses the following procedures for the CE-
labeling of their products according to the Regulation
MDR 2017/745:

Class I: Declaration of Conformity (Annex 1V); CE
Marking (Annex V); Technical Documentation (Annex I
and III)

EN 1041:2008 Information supplied by the
manufacturer of medical devices

EN ISO 14155:2011 Clinical investigation of medical
devices for human subjects - Good clinical practice
(ISO 14155:2011) EN ISO 14155:2011/AC:2011

EN ISO 14971:2019 Medical devices - Application of

1610 West Jackson St, # 6, Painesville OH. USA
440 350 9510 voice 440 350 9520 fax



Far Inc.

Fracture an e on Equipment

risk management to medical devices

EN ISO 15223-1:2016 Medical devices - Symbols to be
used with medical device labels, labelling and
information to be supplied - Part 1: General
requirements (ISO 15223-1:2016, Corrected version
2017-03)

This declaration of conformity is issued under the sole responsibility of FareTec Inc. We hereby
declare that the medical device(s) specified above meet the provision of the Regulation (EU)
MDR 2017/745 for medical devices.

All supporting documentation is retained at the premises of the manufacturer.

Signature: Place and date of issue:

kAot

1610 West Jackson St, # 6 Painesville, OH

CEO, FareTec 44077 USA

Name & Function (Signed for) 14 June 2021

1610 West Jackson St, # 6, Painesville OH. USA
440 350 9510 voice 440 350 9520 fax



Far

Fracture an e

Inc.

on Equipment

Attachment to Declaration of conformity for Redi Splint

UDI-DI Production Number Model Description
B54111265120 1126512 QD-3 Leg Traction Splint, Pedi, Molded
B54111265140 1126514 QD-4 Leg Traction Splint, Adult, Molded
B54111265220 1126522 QD-3 Leg Traction Splint, Pedi, Alum
B54111265240 1126524 QD-4 Leg Traction Splint, Adult, Alum
B54111266240 1126624 CT-6 Tactical Traction Splint

CT-6 Military Traction Splint, Black
B5411126624A0 1126624-A Case, GT Cobra Buckle

CT-6 Military Traction Splint, Camo
B5411126624C0 1126624-C Case, Molded Buckle
B5411126624MOK 1126624-M CT-6 Military Traction Splint DOD
B541112662600 1126626 CT-6 EMS Leg Traction Splint

CT-6 EMS Traction Splint W/Long
B5411126626L0 1126626-L Straps
B54111266270 1126627 CT-7 Tactical Leg Traction Splint

CT-7 Tactical Traction Splint W/2 Leg
B541112662720 1126627-2 Slings
B5411126627M0 1126627-M CT-7 Military Leg Traction Splint
B54111266280 1126628 CT-6 MidMed Traction Splint
B54111266290 1126629 CT-7 Civilian Traction Splint

CT-7 Civilian Traction Splint w/2 Leg
B541112662920 1126629-2 Slings
B54111266320 1126632 CT-6 EMS Bilateral Traction Splint

CT-7 Traction Splint, Orange Straps,
B54111266360 1126636 Black Case

QD Comb Kit, Leg Traction Splint,
B54111267160 1126716 Molded
B54111267260 1126726 QD Comb Kit, Leg Traction Splint, Alum

1610 West Jackson St, # 6, Painesville OH. USA
440 350 9510 voice 440 350 9520 fax
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Declaratie de conformitate CE

Producator:

Adresa producatorului:
SRN producator:
Reprezentant autorizat:
Adresa reprezentantului
autorizat:

SRN reprezentant
autorizat:

UDI-DI de baza:

Denumirea echipamentului:

Scopul:

Clasificarea:

Calea de evaluare a
conformitatii:

Standarde aplicate:

FareTec Inc.

1610 West Jackson St, Painesville, OH 44077 SUA

CMC Medical Devices & Drugs S.L.
C/ Horacio Lengo n18
C.P 29006 Malaga-Spania

ES-AR-000000293

++B5411126W3
Orteze de tractiune

Ortezele de tractiune sunt un grup de dispozitive
mecanice de ateld destinate sa ofere sprijin si tractiune

prespitalicesti si transportului pacientului
Clasa |, Regula 1

FareTec Inc. utilizeaza urmatoarele proceduri pentru
etichetarea CE a produselor lor conform
Regulamentului MDR 2017/745:

Clasa I: Declaratie de conformitate (Anexa IV); Marca
CE (Anexa V); Documentatia tehnica (Anexele Il si 1ll)

EN 1041:2008 Informatii furnizate de
catre producatorul echipamentelor
medicale

EN ISO 14155:2011 Investigarea clinica a dispozitivelor
medicale pentru subiecti umani - Buna practica clinica
(ISO 14155:2011) EN ISO 14155:2011/AC:2011

EN ISO 14971:2019 Dispozitive medicale — Aplicarea

1610 West Jackson St, # 6, Painesville OH. USA
Tel.: 40 350 9510 Fax: 440 350 9520



Far Inc.

Fracture an e on Equipment

managementului de risc la dispozitive medicale

EN ISO 15223-1:2016 Dispozitive medicale - Simboluri
care trebuie utilizate cu etichetele dispozitivelor
medicale, etichetarea si informatiile care trebuie
furnizate - Partea 1: Cerinte generale (ISO 15223-
1:2016, Versiunea corectata 2017-03)

Aceasta declaratie de conformitate este emisa sub responsabilitatea exclusiva a FareTec Inc. Prin
prezenta declaram ca dispozitivele medicale specificate mai sus indeplinesc prevederile
Regulamentului (UE) MDR 2017/745 pentru dispozitivele medicale.

Toata documentatia justificativa este pastrata la sediul producatorului.

Semnatura: Locul si data emiterii:

1610 West Jackson St, # 6 Painesville, OH
CEO, FareTec 44077 SUA

Nemele si functia (Semnat pentru) 14 iunie 2021

1610 West Jackson St, # 6, Painesville OH. USA
Tel.: 40 350 9510 Fax: 440 350 9520
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Anexa la Declaratia de conformitate pentru Redi Splint

UDI- Numar Descrierea modelului
DI productie

B54111265120 1126512 QD-3 Orteza de tractiune picior, Pedi, mulaj
B54111265140 1126514 QD-4 Orteza de tractiune picior, Adult, mulaj
B54111265220 1126522 QD-3 Orteza de tractiune picior, Pedi, Aluminiu
B54111265240 1126524 QD-4 Orteza de tractiune picior, Adult, Aluminiu
B54111266240 1126624 CT-6 Orteza tactica de tractiune

CT-6 Orteza militara de tractiune, Cutie
B5411126624A0 1126624-A neagra, GT Catarama Cobra

CT-6 Orteza de tractiune militara, CamoCase,
B5411126624C0 1126624-C mulaj Buckle
B5411126624MOK 1126624-M CT-6 Orteza de tractiune militara DOD
B541112662600 1126626 CT-6 EMS Orteza de tractiune picior

CT-6 EMS orteza de tractiune cu curele lungi
B5411126626L0 1126626-L
B54111266270 1126627 CT-7 Orteza tactica de tractiune picior

CT-7 Tactical orteza de tractiune W/2 LegSlings
B541112662720 1126627-2
B5411126627M0 1126627-M CT-7 Orteza de tractiune picior militara
B54111266280 1126628 CT-6 Orteza de tractiune MidMed
B54111266290 1126629 CT-7 Orteza de tractiune picior civila

CT-7 Orteza de tractiune picior civila cu doua
B541112662920 1126629-2 benzi elastice de picior
B54111266320 1126632 CT-6 EMS orteza de tractiune bilaterala

CT-7 orteza de tractiune, Benzi portocalii,
B54111266360 1126636 carcasa neagra

QD Comb Kit, Orteza de tractiune picior,
B54111267160 1126716 mulaj
B54111267260 1126726 QD Comb Kit, Orteza de tractiune picior, Aluminiu

Subsemnatul CIUHU BOGDAN CONSTANTIN,
traducator autorizat cu nr. 7319/2002 certific exactitatea traducerii cu textul documentului,
redactat in limba engleza si vizat de mine.

[

1610 West Jackson St, # 6, Painesville OH. USA
Tel.: 40 350 9510 Fax: 440 350 9520
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