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Orthopedic Equipments

UYGUNLUK BEYANI

ORTOPEDIK EKIPMANLAR URETIiCiSi WINGMED MARKASININ SAHiBI
DOGAM MEDIKAL KOZMETIK GIDA TEKSTIL iTHALAT iHRACAT SANAYi
VE TiC. LTD. STi. OLARAK BELIRTILEN PEDIATRIK GRUBU URUNLERIN
ASAGIDAKI STANDARTLARA UYGUNLUGUNU
BEYAN EDERIiZ

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 86811903900UZ)
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Orthopedic Equipments

EK DOSYASI NO.1
URUN GRUBU: PEDIATRIK URUNLER GRUBU

URUN AGIKLAMASI URUN KODU GMDN KODU URUN UDI-DI KODU
SUNGER BOYUNLUK (PEDIATRIK) WP 901 41039 8681190367894
NELSON BOYUNLUK (PEDIATRIK) WP 902 41039 8681190367900
NELSON BOYUNLUK KUMAS KAPLI (PEDIATRIK) WP 903 41039 8681190360611
PHILADELPHIA BOYUNLUK (PEDIATRIK) WP 904 41039 8681190367924
PHILADELPHIA BOYUNLUK TRAKEOSTOMISI AGIK (PEDIATRIK) WP 905 41039 8681190367931
GOCUK UYKU GOZ BANDI (PEDIATRIK) WP 906 35063 8681190367948
GOCUK KEPGE KULAK BANDI (PEDIATRIK) WP 907 34864 8681190367955
BEYZBOL ATEL (PEDIATRIK) WP 934 16210 8681190360628
BASIT BILEKLIK (PEDIATRIK) WP 908 16210 8681190367962
EL BILEK ATELi (PEDIATRIK) WP 909 16210 8682692601936
BASPARMAK DESTEKLI EL BILEK ATELI (PEDIATRIK) WP 910 16210 8681190367986
KOL ASKISI FILELi (PED-1=XXS) WP 911-PED1 13622 8681190367993
KOL ASKISI FILELi (PED-2=XS) WP 911-PED2 13622 8681190361557
KOL ASKISI LUKS (PED-1=XXS) WP 912-PED1 13622 8681190368006
KOL ASKISI LUKS (PED-2=XS) WP 912-PED2 13622 8681190361564
KOL ASKISI PRATIK (PEDIATRIK) WP 913 13622 8681190368013
DIRSEK KONTRAKTOR ORTEZi (SAG)PEDIATRIK) WP 939-SAG 41053 8681190361694
DIRSEK KONTRAKTOR ORTEZIi (SOL)PEDIATRIK) WP 939-SOL 41053 8681190360635
KLAVIKULA BANDAJI (PED-1=XXS) WP 914-PED1 13622 8681190368020
KLAVIKULA BANDAJI (PED-2=XS) WP 914-PED2 13622 8681190361571
OMUZ TESPIT BANDAJI WP 915 13622 8681190368037
VELPO BANDAJI (PED-1=XXS) WP 916-PED1 13622 8681190368044
VELPO BANDAJI (PED-2=XS) WP 916-PED2 13622 8681190361588
DORSELOMBER KORSE WP 938 41442 8681190360642
NEOPREN POSTUREKS KORSE WP 937 41442 8681190360659
DiK DURUS BANDAJI PLUS WP 942 41442 8681190360673
FITIK BAGI (SAG)PEDIATRIK) WP 941-SAG 35409 8681190360703
FITIK BAGI (SOL)PEDIATRIK) WP 941-SOL 35409 8681190360666
PATELLA DESTEKLI DIZLiK WP 917 41065 8681190368051
LIGAMENT DESTEKLI DIiZLiK WP 918 41065 8681190368068
AGI AYARLI DIZLIK WP 936 41065 8681190360680
IMMOBILIZER DIZLIiK (20 CM)(PEDIATRIK) WP 919-20 41472 8681190368075
IMMOBILIZER DIZLiK (25 CM)(PEDIATRIK) WP 919-25 41472 8681190361595
iIMMOBILIZER DIZLiK (30 CM)(PEDIATRIK) WP 919-30 41472 8681190361601
iIMMOBILIZER DIZLiK (35 CM)PEDIATRIK) WP 919-35 41472 8681190361618
iIMMOBILIZER DiZLIiK (40 CM)(PEDIATRIK) WP 919-40 41472 8681190361625
AYAK BILEKLIGi WP 920 36206 8681190368228
MALLEOL DESTEKLI AYAK BILEKLIK WP 921 36206 8681190368235
LIGAMENT DESTEKLI AYAK BILEKLIK WP 922 36206 8681190368242
HALLUKS VALGUS GECE ATELI (SAG)(PEDIATRIK) WP 923-SAG 13544 8681190368266
HALLUKS VALGUS GECE ATELI (SOL)PEDIATRIK) WP 923-SOL 13544 8681190368259
ALCI TERLIGI WP 924 10667 8681190368273
PECTUS CARINATUM ORTEZi (GUVERCIN GOGSU) WP 944 41031 8682692601967
FREJKA YASTIGI (PLASTOZATLI)SMALL) WP 925-S 36228 8681190368280
FREJKA YASTIGI (PLASTOZATLI)MEDIUM) WP 925-M 36228 8681190368297
FREJKA YASTIGI (PLASTOZATLI)(LARGE) WP 925-L 36228 8681190368303
FREJKA YASTIGI (PLASTOZATLI)(X LARGE) WP 925-XL 36228 8681190368310
FREJKA YASTIGI (PLASTOZATLI)XX LARGE) WP 925-XXL 36228 8681190368327
FREJKA YASTIGI KUMAS KAPLI LUKS (12-13 CM.) WP 926-12/13 36228 8681190368334
FREJKA YASTIGI KUMAS KAPLI LUKS (14-15 CM.) WP 926-14/15 36228 8681190368341
FREJKA YASTIGI KUMAS KAPLI LUKS (16-17 CM.) WP 926-16/17 36228 8681190368358
FREJKA YASTIGI KUMAS KAPLI LUKS (18-19 CM.) WP 926-18/19 36228 8681190368365
FREJKA YASTIGI KUMAS KAPLI LUKS (20-21 CM.) WP 926-20/21 36228 8681190368372
FREJKA YASTIGI KUMAS KAPLI LUKS (22-23 CM.) WP 926-22/23 36228 8681190368389
FREJKA YASTIGI KUMAS KAPLI LUKS (24-25 CM.) WP 926-24/25 36228 8681190368396
FREJKA YASTIGI KUMAS KAPLI LUKS (26-27 CM.) WP 926-26/27 36228 8681190368402
FREJKA YASTIGI KUMAS KAPLI LUKS (28-29 CM.) WP 926-28/29 36228 8681190368419
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URUN AGIKLAMASI URUN KODU GMDN KODU URUN UDI-DI KODU

DKC ORTEZi (SMALL) WP 935-S 36228 8681190368426
DKC ORTEZi (MEDIUM) WP 935-M 36228 8681190368433
DKC ORTEZi (LARGE) WP 935-L 36228 8681190368440
FONKSIYONEL KALGA ABDUKSIYON ORTEZi (SMALL) WP 945-S 36228 8682692601974
FONKSIYONEL KALGA ABDUKSIYON ORTEZi (MEDIUM) WP 945-M 36228 8682692601981
FONKSIYONEL KALGA ABDUKSIYON ORTEZI (LARGE) WP 945-L 36228 8682692601998
PAVLIK BANDAJI (STANDART) WP 927 36228 8681190368488
PAVLIK BANDAJI (X SMALL) WP 927-XS 36228 8681190360697
PAVLIK BANDAJI (SMALL) WP 927-S 36228 8681190368457
PAVLIK BANDAIJI (MEDIUM) WP 927-M 36228 8681190368464
PAVLIK BANDAJI (LARGE) WP 927-L 36228 8681190368471
TUBINGER ORTEZi (SMALL) WP 943-S 36228 8682692601943
TUBINGER ORTEZi (MEDIUM) WP 943-M 36228 8682692601950
GOCUK GOBEK FITIK BAGI WP 928 41031 8681190368495
COCUK KORSAN GOZ BANDI WP 930 35063 8681190368501
DENiS BROWN ATELI SABIT (KISA)PONSETI) WP 931-KISA 36206 8681190368518
DENIS BROWN ATELIi SABIT (UZUN)(PONSETI) WP 931-UZUN 36206 8681190368525
DENiS BROWN ATELI HAREKETLI (KISA)YPONSETI) WP 932-KISA 36206 8681190368532
DENiS BROWN ATELI HAREKETLI (UZUN)PONSETI) WP 932-UZUN 36206 8681190368549
DENiS BROWN BOTU (NO:12) WP 933-12 36206 8681190368556
DENiS BROWN BOTU (NO:13) WP 933-13 36206 8681190368563
DENiS BROWN BOTU (NO:14) WP 933-14 36206 8681190368570
DENiS BROWN BOTU (NO:15) WP 933-15 36206 8681190368587
DENiS BROWN BOTU (NO:16) WP 933-16 36206 8681190368594
DENiS BROWN BOTU (NO:17) WP 933-17 36206 8681190368600
DENIiS BROWN BOTU (NO:18) WP 933-18 36206 8681190368617
DENiS BROWN BOTU (NO:19) WP 933-19 36206 8681190368624
DENiS BROWN BOTU (NO:20) WP 933-20 36206 8681190368631
DENiS BROWN BOTU (NO:21) WP 933-21 36206 8681190368648
DENiS BROWN BOTU (NO:22) WP 933-22 36206 8681190368655
DENiS BROWN BOTU (NO:23) WP 933-23 36206 8681190368662
DENiS BROWN BOTU (NO:24) WP 933-24 36206 8681190368679
DENiS BROWN BOTU (NO:25) WP 933-25 36206 8681190368686
KANUL BAGI PEDIATRIK WP 940 14089 8682692602056
KAFA KORUYUCU KASK (SMALL) WP 946-S 41038 8682692605644
KAFA KORUYUCU KASK (MEDIUM) WP 946-M 41038 8682692605651
KAFA KORUYUCU KASK (LARGE) WP 946-L 41038 8682692605668
KOL ABDUKSIYON ORTEZi (PEDIATRIK) WP 947 41455 8682692605675
TWISTER (TiBIOFEMORAL DEROTASYON KAYISI)SMALL) WP 948-S 10289 8682692605682
TWISTER (TIBIOFEMORAL DEROTASYON KAYISI)MEDIUM) WP 948-M 10289 8682692605699
TWISTER (TIBIOFEMORAL DEROTASYON KAYISI)(LARGE) WP 948-L 10289 8682692605705
CDH ORTEZi (SMALL) WP 949-S 36228 8682692605712
CDH ORTEZi (MEDIUM) WP 949-M 36228 8682692605729
CDH ORTEZi (LARGE) WP 949-L 36228 8682692605736
TWISTER (TiBIOFEMORAL DEROTASYON KAYISI)SMALL) WP 950-S 10289 8682692605743
TWISTER (TIBIOFEMORAL DEROTASYON KAYISI)MEDIUM) WP 950-M 10289 8682692605750
TWISTER (TiBIOFEMORAL DEROTASYON KAYISI)(LARGE) WP 950-L 10289 8682692605767
TWISTER (TiBIOFEMORAL DEROTASYON KAYISI)(X LARGE) WP 950-XL 10289 8682692605774
PECTUS CARINATUM ORTEZi (GUVERCIN GOGSU )(PEDIATRIK) WP 951 41442 8682692605781
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