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Orthopedic Equipments

UYGUNLUK BEYANI

ORTOPEDIK EKIPMANLAR URETICiSi WINGMED MARKASININ SAHIBI
DOGAM MEDIKAL KOZMETIK GIDA TEKSTIL ITHALAT iIHRACAT SANAYI
VE TiC. LTD. STi. OLARAK BELIRTILEN TABANLIK VE AYAK SAGLIGI
GRUBU URUNLERIN ASAGIDAKi STANDARTLARA UYGUNLUGUNU
BEYAN EDERIZ

EK DOSYASI NO.1’DEKi URUNLER

CE isareti ile isaretlenmis, Avrupa Parlamentosu ve Konseyi'nin 5 Nisan 2017
tarihli tibbi cihazlara iliskin 2017/745 (AB) Yonetmeliginin gereklilikleriyle
uyumlu, kural 1'in Sinif I tibbi cihazidir.

Uygunluk degerlendirmesi, Avrupa Parlamentosu ve Konseyi'nin 2017/745 (AB)
Yonetmeliginin gerekliliklerine uygun olarak gerceklestirilmistir.

Tibbi cihazin glivenligini ve etkinligini gdstermek icin uygunlugu deger-
lendirmek icin asagidaki standartlar kullaniimistir:

ISO 13485:2016
Bu sertifika; Medikal Uriinler Kalite Yonetim Sistemleri, Kanun Hikmiinde
Kararname Gereksinimleri Amac.

1ISO 9001:2015
Bu sertifika; Operasyonel Verimlilik, Risk Yonetimi, Miisteri Memnuniyeti,
Uluslararasi Standart Gereksinimleri.

Uygulanan Harmonize Standartlar:

S % <EN ISO 980: 1996/A1: 1999 Tibbi Cihazlarin Etiketlenmesinde Kullanilan Grafik

Semboller

EN ISO 1041: 1998 Uretici Tarafindan Saglanan Tibbi Cihazlara ilgi

*EN ISO 14971-1: 1998 Maruziyet Yonetimi

«EN ISO 15223-1: 2017-02: Tibbi Cihazlarin Etiketlenmesi ve Bilgilendirilmesi

BU BEYAN ASAGIDA BELIRTILEN URETICi SORUMLULUGUNDA HAZIRLANMISTIR
TASARIM/IMALAT/PAKETLEME YERI (TEMEL UDI-DI 86811903700UP)

Dogam Medikal Kozmetik Gida Tekstil Ithalat Ihracat Sanayi ve Tic. LTD. STI.
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Orthopedic Equipments

EK DOSYASI NO.1
URUN GRUBU: TABANLIK VE AYAK SAGLIGI GRUBU

URUN AGIKLAMASI URUN KODU | GMDN KODU | TEMEL UDi NUMARASI
SILIKON TABANLIK (X SMALL) W 701-XS 33751 8681190365036
SILIKON TABANLIK (SMALL) W 701-S 33751 8681190365043 Ny
SILIKON TABANLIK (MEDIUM) W 701-M 33751 8681190365050 /RN
S?L?KON TABANLIK (LARGE) W 701-L 33751 8681190365067 o)
SILIKON TABANLIK (X LARGE) W 701-XL 33751 8681190365074 L
SILIKON TABANLIK (XX LARGE) W 701-XXL 33751 8681190365081 =4\
ARK DESTEKLI SILIKON TABANLIK (X SMALL) W 702-XS 33751 8681190365098 =
ARK DESTEKLI SILIKON TABANLIK (SMALL) W 702-S 33751 8681190365104 S
ARK DESTEKLI SiLIKON TABANLIK (MEDIUM) W 702-M 33751 8681190365111 X\
ARK DESTEKLI SILIKON TABANLIK (LARGE) W 702-L 33751 8681190365128 (3 ‘>
ARK DESTEKLI SILIKON TABANLIK (X LARGE) W 702-XL 33751 8681190365135 N
ARK DESTEKLI SILIKON TABANLIK (XX LARGE) W 702-XXL 33751 8681190365142 };2‘\‘
YOYO SILIKON TABANLIK (SMALL) W 740-S 33751 8681190368969 4%.%}.
N4 YOYO SILIKON TABANLIK (MEDIUM) W 740-M 33751 8681190368976 lgg‘
%‘:“‘ YOYO SILIKON TABANLIK (LARGE) W 740-L 33751 8681190368983 }.‘:‘(‘
{;Q",:; YOYO S!L!KON TABANLIK (X LARGE) W 740-XL 33751 8681190368990 ‘Xﬁ‘%’.
NSLF] [YOYO SILIKON TABANLIK (XX LARGE) W 740-XXL 33751 8681190369003 ’).,5/‘
')'%;\“ KUMAS KAPLI SILIKON TABANLIK (X SMALL) W 704-XS 33751 8681190365197 );X‘\‘
Qz‘::‘;’ KUMAS KAPLI SILIKON TABANLIK (SMALL) W 704-S 33751 8681190365203 '%‘.’%}.
.“,!%“ KUMAS KAPLI SILIKON TABANLIK (MEDIUM) W 704-M 33751 8681190365210 ‘..,'
').z‘;"(‘ KUMAS KAPLI SILIKON TABANLIK (LARGE) W 704-L 33751 8681190365227 A\
Qi%.%}’ KUMAS KAPLI SILIKON TABANLIK (X LARGE) W 704-XL 33751 8681190365234
.{i{,“ KUMAS KAPLI SILIKON TABANLIK (XX LARGE) W 704-XXL 33751 8681190365241
').x;z‘\‘ KAUGUK TABANLIK (34) W 705-34 33751 8681190365241
Qz%::.:}‘ KAUGUK TABANLIK (35) W 705-35 33751 8681190365258
NS&7] [KAUGUK TABANLIK (36) W 705-36 33751 8681190365265
"'X:‘\‘ KAUGUK TABANLIK (37) W 705-37 33751 8681190365272
4.:.’.3} KAUGUK TABANLIK (38) W 705-38 33751 8681190365289
ﬁ‘ KAUGUK TABANLIK (39) W 705-39 33751 8681190365296 N
X\ ] |KAUGUK TABANLIK (40) W 705-40 33751 8681190365302 I.x;z‘ﬁ‘
KAUCUK TABANLIK (41) W 70541 33751 8681190365319 4%.:!}.
\s%7 | |KAUCUK TABANLIK (42) W 705-42 33751 8681190365326 .‘tj.g,‘
/XN ) [KAUGUK TABANLIK (43) W 705-43 33751 8681190365333 };3“‘
(LD [KAUGUK TABANLIK (44) W 705-44 33751 8681190365340 4%.:%}.
"=/ | |KAUCUK TABANLIK (45) W 705-45 33751 8681190365357 =7
/2X\ ) |ARK DESTEKLI KAUGUK TABANLIK 4/3 (35/36) W 706-35/36 33751 8681190365364 i,“z,ﬁ‘
(| ARK DESTEKLI KAUGUK TABANLIK 4/3 (37/38) W 706-37/38 33751 8681190365371 4%.%;0
\S%7 | |ARK DESTEKLi KAUGUK TABANLIK 4/3 (39/40) W 706-39/40 33751 8681190365388 .“,'v.%‘
[ /Z5\] |ARK DESTEKLI KAUGUK TABANLIK 4/3 (41/42) W 706-41/42 33751 8681190365395 }.zlz‘t"
z.:.:.:} ARK DESTEKLI KAUGUK TABANLIK 4/3 (43/44) W 706-43/44 33751 8681190365401 :.gk’
.“Xfl“ MANTAR TABANLIK EPINLI (19) W 707-19 33751 8682692601646 Nl
/23X MANTAR TABANLIK EPINLI (20) W 707-20 33751 8682692601653 ,I,X;K,(‘
€ MANTAR TABANLIK EPINLI (21) W 707-21 33751 8682692601660 4%.%}.
\s%7 ] |MANTAR TABANLIK EPINLi (22) W 707-22 33751 8682692601677 =7
/223 | |MANTAR TABANLIK EPINLi (23) W 707-23 33751 8682692601684 ',?1,“
(LE() |MANTAR TABANLIK EPINLI (24) W 707-24 33751 8682692601691 4%.%}0
‘<7 ) |MANTAR TABANLIK EPINLi (25) W 707-25 33751 8682692601707 =7
23 | |MANTAR TABANLIK EPINLi (26) W 707-26 33751 8682692601714 );2‘\‘
(STXX > [MANTAR TABANLIK EPINLI (27) W 707-27 33751 8682692601721 4%0%}0
\S</ ) |MANTAR TABANLIK EPINLi (28) W 707-28 33751 8682692601738 l;‘,'v.%‘
%-;’,“ MANTAR TABANLIK EPINLI (29) W 707-29 33751 8682692601745 '2;1,(‘
{4‘.’»3} MANTAR TABANLIK EPINLi (30) W 707-30 33751 8682692601752 o’é}
‘g.l“ MANTAR TABANLIK EPINLI (31) W 707-31 33751 8682692601769 ‘g‘
’g‘,}! MANTAR TABANLIK EPINLI (32) W 707-32 33751 8682692601776 :,‘A;K,:
47’0:3” MANTAR TABANLIK EPINLI (33) W 707-33 33751 8681190365418 4&.5
\2¢7] |MANTAR TABANLIK EPINLi (34) W 707-34 33751 8681190365425 Y
X MANTAR TABANLIK EPINLI (35) W 707-35 33751 8681190365432 X
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Orthopedic Equipments
EK DOSYASI NO.1
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s URUN GRUBU: TABANLIK VE AYAK SAGLIGI GRUBU ‘{'@;g}
S ‘:‘ l URUN AGIKLAMASI URUN KODU | GMDN KODU URUN UDI-DI KODU ’"qx;“:.‘
%01\ [MANTAR TABANLIK EPINLI (36) W 707-36 33751 8681190365449 ‘4?:5»
\>¢/_ | [MANTAR TABANLIK EPINLi (37) W 707-37 33751 8681190365456 l‘g"
2 ‘:‘ [MANTAR TABANLIK EPINLI (38) W 707-38 33751 8681190365463 "'g‘i‘:“
¥1/\ [MANTAR TABANLIK EPINLi (39) W 707-39 33751 8681190365470 ‘4"5:.6”
’}i{‘ [MANTAR TABANLIK EPINLI (40) W 707-40 33751 8681190365487 };:g‘
15:2”’ IMANTAR TABANLIK EPINLI (41) W 707-41 33751 8681190365494 "i&h
N5/ [MANTAR TABANLIK EPINLI (42) W 707-42 33751 8681190365500 V2,895
})io:({ [MANTAR TABANLIK EPINLI (43) W 707-43 33751 8681190365517 })35({
1&?@“ [MANTAR TABANLIK EPINLI (44) W 707-44 33751 8681190365524 5.45\
i’@_g“l [MANTAR TABANLIK EPINLI (45) W 707-45 33751 8681190361533 ""5“
):::’— [MANTAR TABANLIK EPINLI (46) W 707-46 33751 8681190361540 ,“(
! ARK DESTEKLI MANTAR TABANLIK 4/3 (35/36) W 708-35/36 33751 8681190365531
ARK DESTEKLIi MANTAR TABANLIK 4/3 (37/38) W 708-37/38 33751 8681190365548
ARK DESTEKLI MANTAR TABANLIK 4/3 (39/40) W 708-39/40 33751 8681190365555
ARK DESTEKLI MANTAR TABANLIK 4/3 (41/42) W 708-41/42 33751 8681190365562
NS [ark DESTEKLI MANTAR TABANLIK 4/3 (43/44) W 708-43/44 33751 8681190365579
752 |MANTAR TABANLIK LUKS (33/34) W 737-33/34 33751 8681190369058
{ :.' N IMANTAR TABANLIK LL:JKS (35/36) W 737-35/36 33751 8681190369065
oL [MANTAR TABANLIK LUKS (37/38) W 737-37/38 33751 8681190369072
'p;’.;:‘(‘ [MANTAR TABANLIK LUKS (39/40) W 737-39/40 33751 8681190369089
ﬂ%‘.’.‘% [MANTAR TABANLIK LUKS (41/42) W 737-41/42 33751 8681190369096
iéx';ﬁ IMANTAR TABANLIK LUKS (43/44) W 737-43/44 33751 8681190369102
(%) |MANTAR TABANLIK LUKS (45/46) W 737-45/46 33751 8681190369119
15:"5’ CELIK TABANLIK (33) W 709-33 33751 8682692601929
N .
%7 [GELIK TABANLIK (34) W 709-34 33751 8681190369140 N
/>X\ | |GELIK TABANLIK (35) W 709-35 33751 8681190365586 A=)
CELIK TABANLIK (36) W 709-36 33751 8681190365593 ()
CELIK TABANLIK (37) W 709-37 33751 8681190365609 =¥/
GELIK TABANLIK (38) W 709-38 33751 8681190365616 L2\
CELIK TABANLIK (39) W 709-39 33751 8681190365623 z%o‘}
CELIK TABANLIK (40) W 709-40 33751 8681190365630 .“,X(
CELIK TABANLIK (41) W 709-41 33751 8681190365647 ’:.‘-;‘,:‘
CELIK TABANLIK (42) W 709-42 33751 8681190365654 04%,05 )
CELIK TABANLIK (43) W 709-43 33751 8681190365661 l%fl“
GELIK TABANLIK (44) W 709-44 33751 8681190365678 ’{;"‘»}‘
CELIK TABANLIK (45) W 709-45 33751 8681190369157 ‘4:‘,‘5}.
CELIK TABANLIK (46) W 709-46 33751 8681190369164 l“g;'l‘
STARFLEKS TABANLIK (33) W 710-33 33751 8681190365685 "’g‘b}.“
) [STARFLEKS TABANLIK (34) W 710-34 33751 8681190365692 ’4?,:5’!”
STARFLEKS TABANLIK (35) W 710-35 33751 8681190365708 .)84‘
STARFLEKS TABANLIK (36) W 710-36 33751 8681190365715 ""g‘i‘)“
STARFLEKS TABANLIK (37) W 710-37 33751 8681190365722 ‘4"5&7}.
( STARFLEKS TABANLIK (38) W 710-38 33751 8681190365739 })§(€
STARFLEKS TABANLIK (39) W 710-39 33751 8681190365746 RN
)\ [STARFLEKS TABANLIK (40) W 710-40 33751 8681190365753 ’4?;‘:5’9”
)..(‘ STARFLEKS TABANLIK (41) W 710-41 33751 8681190365760 })ﬁ(‘
qﬁ.”s’ STARFLEKS TABANLIK (42) W 710-42 33751 8681190365777 1‘5,:};’.
i’ﬁg“ STARFLEKS TABANLIK (43) W 710-43 33751 8681190365784 \.’@5“
';;2(‘ STARFLEKS TABANLIK (44) W 71044 33751 8681190365791 L
153@’ STARFLEKS TABANLIK (45) W 710-45 33751 8681190369126 SN
i'éwg’!‘ STARFLEKS TABANLIK (46) W 710-46 33751 8681190369133
7525 |UCBL TABANLIK (18/19) W 749-18/19 33751 8681190369706
UCBL TABANLIK (20/21) W 749-20/21 33751 8681190369713
UCBL TABANLIK (22/23) W 749-22/23 33751 8681190369720
UCBL TABANLIK (24/25) W 749-24/25 33751 8681190369737
é‘\
v \ .
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</
EK DOSYASI NO.1 S\
s URUN GRUBU: TABANLIK VE AYAK SAGLIGI GRUBU )
28] URUN AGIKLAMASI URUN KODU GMDN KODU URUN UDI-DI KODU )
( ) [UCBL TABANLIK (26/27) W 749-26/27 33751 8681190369744 b
U=/ | |UCBL TABANLIK (29/29) W 749-28/29 33751 8681190369751 ]
25| [UCBL TABANLIK (30/31) W 749-30/31 33751 8681190369768 s
$ UCBL TABANLIK (32/33) W 749-32/33 33751 8681190369775 )
\>/ | |UCBL TABANLIK (34/35) W 749-34/35 33751 8681190369782 >/
":q“"‘“ UCBL TABANLIK (36/37) W 749-36/37 33751 8681190369799 A‘:.\
4%:5"} UCBL TABANLIK (38/39) W 749-38/39 33751 8681190369805 :.ﬁ”
‘)5(‘ UCBL TABANLIK (40/41) W 749-40/41 33751 8681190369812 "(
"g“%“ UCBL TABANLIK (42/43) W 749-42/43 33751 8681190369829
474'5 /) |UCBL TABANLIK (44/45) W 749-44/45 33751 8681190369836
.Wl‘ SiLIKON TOPUKLUK (SMALL) W 703-S 33751 8681190365159
) SiLIKON TOPUKLUK (MEDIUM) W 703-M 33751 8681190365166
( ) SiLIKON TOPUKLUK (LARGE) W 703-L 33751 8681190365173
SiLIKON TOPUKLUK (X LARGE) W 703-XL 33751 8681190365180
YOYO SiLIKON TOPUKLUK (SMALL) W 741-S 33751 8681190369010
YOYO SiLIKON TOPUKLUK (MEDIUM) W 741-M 33751 8681190369027
YOYO SiLIKON TOPUKLUK (LARGE) W 741-L 33751 8681190369034
KUMAS KAPLI SILIKON EPIN TOPUKLUK (YAPISKANLI)YSMALL) W 714-S 33751 8681190369331
KUMAS KAPLI SILIKON EPIN TOPUKLUK (YAPISKANLI)MEDIUM) W 714-M 33751 8681190369348
KUMAS KAPLI SiLIKON EPIN TOPUKLUK (YAPISKANLI)LARGE) W 714-L 33751 8681190369355
KUMAS KAPLI SILIKON EPIN TOPUKLUK (YAPISKANLI)X LARGE) W 714-XL 33751 8681190369362
EPIN TOPUKLUK KAUGUK (SMALL) W 715-S 33751 8681190369393
EPIN TOPUKLUK KAUGUK (MEDIUM) W 715-M 33751 8682692606115
EPIN TOPUKLUK KAUGUK (LARGE) W 715-M 33751 8681190369409
KUMAS KAPLI SILIKON ARK DESTEK (YAPISKANLI)SMALL) W 713-S 33751 8681190369300
KUMAS KAPLI SiLIKON ARK DESTEK (YAPISKANLI)MEDIUM) W 713-M 33751 8681190369317
KUMAS KAPLI SILIKON ARK DESTEK (YAPISKANLI)LARGE) W 713-L 33751 8681190369324
ARK DESTEK KAUGUK (SMALL) W 739-S 33751 8681190369416
ARK DESTEK KAUGUK (MEDIUM) W 739-M 33751 8681190369423
KUMAS KAPLI SILIKON iG DIS KAMA (YAPISKANLI)YSMALL) W 711-S 41435 8681190369263
KUMAS KAPLI SILIKON i¢ DIS KAMA (YAPISKANLI)YMEDIUM) W 711-M 41435 8681190369270
KUMAS KAPLI SiLIKON i¢ DIS KAMA (YAPISKANLI)LARGE) W 711-L 41435 8681190369287
KUMAS KAPLI SILIKON i¢ DIS KAMA (YAPISKANLI)X LARGE) W 711-XL 41435 8681190369294
KUMAS KAPLI SILIKON METATERSAL DESTEK (YAPISKANLI)YSMALL) W 712-S 33751 8681190369379 N
KUMAS KAPLI SiLIKON METATERSAL DESTEK W 712-M 33751 8682692606108 ',‘A,‘
KUMAS KAPLI SILIKON METATERSAL DESTEK (YAPISKANLI)LARGE) W 712-L 33751 8681190369386 !%og‘
SILIKON METATERSAL PED GEGMELI (CIFT)STANDART) W 725 41435 8681190369539 .“,ﬁ';‘
KUMASLI METATERSAL PED GEGMELI (CiFT)STANDART) W 726 41435 8681190369546 2K\
DERILi LASTiKLi METATERSAL PED (GiFT)STANDART) W 750 33751 8681190360468 (i
SIiLIKON METATERSAL DESTEKLI BUNYON (GiFT)STANDART) W 727 41435 8681190369553 =d
SILIKON PARMAK ARASI MAKARA (GiFT)(SMALL) W 721-S 13544 8681190369478 "g)“)‘
SILIKON PARMAK ARASI MAKARA (GiFT)MEDIUM) W 721-M 13544 8681190369485 Q‘:;Oé”
SiLIKON PARMAK ARASI MAKARA (GiFT)(LARGE) W 721-L 13544 8681190369492 l“,ﬁ'c‘
HALLUKS VALGUS SPLINTi (TEK)STANDART) W 731 13544 8681190369591 "‘:;‘;“)“
HALLUKS VALGUS ATELI PLASTIK (CIFT)STANDART) W 738 13544 8681190369607 4?,"5’!}.
SiLIKON BASPARMAK BUNYON KORUYUCU MAKARA W 717 13544 8681190369430 l‘g{l‘
SiLIKON BASPARMAK BUNYON KORUYUCU+MAKARA+GEKIC W 718 13544 8681190369447 N
SILIKON SERGE PARMAK KORUYUCU (GiFT)STANDART) W 719 13544 8681190369454
SiLIKON SERGE PARMAK BUNYON KORUYUCU+MAKARA W 720 13544 8681190369461
SILIKON TOPUK GORABI (GiFT)(STANDART) W 722 41435 8681190369508
SILIKON GEKIGC PARMAK ATELI (CIFT)(STANDART) W 728 13544 8681190369560
SiLIKON PARMAK DUZENLEYICi (CiFT)STANDART) W 729 13544 8681190369577
'YAPISKANLI SiLIKON NASIR YASTIGI 6'LI (STANDART) W 732 41435 8681190369621
DELIKLI SiLIKON NASIR YASTIGI 6'LI (STANDART) W 733 41435 8681190369614
TRIKO KAPLI PARMAK YUZUGU 15 CM. (TEK) (STANDART) W 734 41435 8681190369638
SIiLIKON TOPUK KORUYUCU (GiFT) (STANDART) W 735 41435 8681190369645
SILIKON BASPARMAK BATIK KILIFI (TEK) (STANDART) W 736 13544 8681190369652
ALGCI TOPUGU KAUGUK (TEK)STANDART) W 716 41435 8681190369669
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