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ANUFACTURER OF MODERN ORTHOPAEDIC BRACES

DECLARATION OF CONFORMITY EC
No. 68/D/EN/5

THE REH4MAT MANUFACTURER DECLARES THAT

PRODUCT: FINGER SPLINT
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LIST OF ITEMS IN APPENDIX NO.1 (

marked with the CE sign is Class | medical device, of rule 1, consistent with the
requirements of Regulation (EU) 2017/745 of the European Parliament and
of the Council of 5 April 2017 on medical devices.

Conformity assessment was carried out in accordance with the requirements of the
Regulation (EU) 2017/745 of the European Parliament and of the Council.

In order to demonstrate the safety and effectiveness of the medical device, the following
standards were used to assess conformity:

PN-EN 1041+A1:2013-12
Information provided by the producer together with the medical product.

PN-EN 12182:2012
Assistive products for persons with disability - General requirements and research
methods.

PN-EN ISO 15223-1:2017-02
Medical devices Symbols to be used with medical device labels, labelling and information
to be supplied - Part 1: General requirements.

PN-EN 1SO 13485:2016
Medical products - Quality management systems - Requirements for law regulations
aims.

Y
N
e

N
.w)
0»3&9 )

PN-EN 1SO 14971:2020
Medical devices - Application of risk management to medical devices.

THIS DECLARATION HAS BEEN ISSUED ON THE RESPONSIBILITY
OF THE MANUFACTURER
REH4AMAT, 36-060 Gtogdw Matopolski, ul. Piaski 47, Poland

SINGLE REGISTRATION NUMBER (SRN): PL-MF-000009271

o
oS
%‘\"0‘0/(

7
@
Q2

; Gtogdéw Matopolski 13.07.2021
page 1/2




WK
XHAX NN
ARz~

G
RGN
W
0
WS
OPRSRR
SPRIND,
TSR
Pavy s AR,

\“\%

{ <
PRETN
AR
Uy
NS
S
PESS2
4
o
L
PN

%
\v,,,{'f% 2l
7
LS
2 }
RS,
S
()
PN
LS
A\, oA
/’{{;."A‘

NS

XS

‘,/,
A

)

=

SZAR

SSHRY

=
RS

) )
RSN

PRSP
I/

LTSS
‘(«?)

R
SIS
&S A
L=
NG
ARG

PR
S

3
i
s
R

HOIEN

f
o

O
)
PN

%
RIS
A=K
AR
i)
Ho
N
LN
SR
TSI

lawy,
=)
ey
Yo,

S
. N
N
¢ x
R
VHZSN
LS
RS
RSSO
TS
t S
RS
NS
5

40N
s
S22

X

<
s
)

oo\ 4
’i\\""%\'oq S
(B30
2N
PR
SR
>SZX
23

oy
(@

25
W

S
R

B0
SRS
RSN

S5
o o= o

7
R X
IO
PR
SN
'F'ﬁ" ®) h
ARy

o

AN
',/”))
N
X,
2SS
WA
(R
N

A0
Yy K32 \\\\\\'/‘ 3

7% X
G2
\Voss
ooeY
\e'

o
7,
(d
SN
/1')‘.\‘\\

2

X

A3
=2
PR

7

AR s
X7

7
LS
(B
A
GRS
R/ R
4= ((\gb) «e)
o\
IR
NS
(O
Wl
AR
2

s
XSS
Rl
N
W4
BN
DAL

e
S

LTESS
FRESZA
o=

<>
o

:
%

N

%

“0)*‘ \
PN

V4

RPN
=
%

R

AT
N
I

RN

{ S
RIS
R
(R
N\

‘ S

|

LSS

ST

LSS
oy
O\ GOSN,
7 : -
R
X
‘/,/,,'{.’Qs‘\\\ X
) o)
4 CETY
M XS
A
N
S

“
ANUFACTURER OF MODERN ORTHOPAEDIC BRACES
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APPENDIX NO. 1

To declaration of conformity no. 68/D/EN/5 :‘Q»)
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PRODUCT: FINGER SPLINT
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MODELS: («M
FINGER SPLINT REKI AM-D-01 (Basic UDI-DI 590128913AM-D-01XG); Sz 2

oy,
RS LY
EAGN

FINGER SPLINT REKI AM-D-02 (Basic UDI-DI 590128913AM-D-02X]); (((q»;«)))
FINGER SPLINT REKI AM-D-03 (Basic UDI-DI 590128913AM-D-03XL); =
FINGER SPLINT REKI AM-D-04 (Basic UDI-DI 590128913AM-D-04XN);

FINGER SPLINT REKI' AM-D-05 (Basic UDI-DI 590128913AM-D-05XQ);

FINGER SPLINT REKI AM-SP-01 (Basic UDI-DI 590128913AM-SP-01FT);

FINGER SPLINT REKI AM-SP-02 (Basic UDI-DI 590128913AM-SP-02FV);
FINGER SPLINT REKI AM-SP-03 (Basic UDI-DI 590128913AM-SP-03FX);
FINGER SPLINT REKI AM-SP-04 (Basic UDI-DI 590128913AM-SP-04F Z);
FINGER SPLINT REKI AM-SP-05 (Basic UDI-DI 590128913AM-SP-05G3);
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