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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 DIGER 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 868119031000F2)
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Orthopedic Equipments

EK DOSYASI NO.1
URUN GRUBU: DIGER URUNLER GRUBU

URUN AGIKLAMASI URUN KODU GMDN KODU URUN UDI-DI KODU
BURUN KORUYUCU MASKE (STANDART) W 1020 41038 8682692602698
SILIKON GOGUS PROTEZI (60 CM) W 801-60 35676 8681190365807
SILIKON GOGUS PROTEZI (65 CM) W 801-65 35676 8681190365814
SILIKON GOGUS PROTEZI (70 CM) W 801-70 35676 8681190365821
SILIKON GOGUS PROTEZI (75 CM) W 801-75 35676 8681190365838
SILIKON GOGUS PROTEZI (80 CM) W 801-80 35676 8681190365845
SILIKON GOGUS PROTEZI (85 CM) W 801-85 35676 8681190365852
SILIKON GOGUS PROTEZI (90 CM) W 801-90 35676 8681190365869
SILIKON GOGUS PROTEZI (95 CM) W 801-95 35676 8681190365876
SILIKON GOEUS PROTEZi (100 CM) W 801-100 35676 8681190365883
SILIKON GOGUS PROTEZI (105 CM) W 801-105 35676 8681190365890
SILIKON GOEUS PROTEZi (110 CM) W 801-110 35676 8681190365906
SILIKON GOGUS PROTEZI (115 CM) W 801-115 35676 8681190365913
SILIKON GOEUS PROTEZI (120 CM) W 801-120 35676 8681190365920
SILIKON GOGUS PROTEZI (125 CM) W 801-125 35676 8681190365937
SILIKON GOGUS PROTEZI (130 CM) W 801-130 35676 8681190365944
GOGUS PROTEZ SUTYENI (60 CM) W 802-60 35676 8681190365951
GOGUS PROTEZ SUTYENI (65 CM) W 802-65 35676 8681190365968
GOGUS PROTEZ SUTYENI (70 CM) W 802-70 35676 8681190365975
GOGUS PROTEZ SUTYENI (75 CM) W 802-75 35676 8681190365982
GOGUS PROTEZ SUTYENI (80 CM) W 802-80 35676 8681190365999
GOGUS PROTEZ SUTYENI (85 CM) W 802-85 35676 8681190366002
GOGUS PROTEZ SUTYENI (90 CM) W 802-90 35676 8681190366019
GOGUS PROTEZ SUTYENI (95 CM) W 802-95 35676 8681190366026
GOGUS PROTEZ SUTYENI (100 CM) W 802-100 35676 8681190366033
GOGUS PROTEZ SUTYENI (105 CM) W 802-105 35676 8681190366040
GOGUS PROTEZ SUTYENI (110 CM) W 802-110 35676 8681190366057
GOGUS PROTEZ SUTYENI (115 CM) W 802-115 35676 8681190366064 N=¢
GOGUS PROTEZ SUTYENI (120 CM) W 802-120 35676 8681190366071 ).“\
GOEUS PROTEZ SUTYENI (125 CM) W 802-125 35676 8681190366088 {Q‘:’,ﬂ‘
GOGUS PROTEZ SUTYENI (130 CM) W 802-130 35676 8681190366095 \.'év!%!‘
LENF ODEM KOLLUGU ASKILI (NO:1) W 1324-1 30878 8681190367672 )
LENF ODEM KOLLUGU ASKILI (NO:2) W 1324-2 30878 8681190367689 (
LENF ODEM KOLLUGU ASKILI (NO:3) W 1324-3 30878 8681190367696
LENF ODEM KOLLUGU ASKILI (NO:4) W 1324-4 30878 8681190367702 ')§(‘
LENF ODEM KOLLUGU ASKILI (NO:5) W 1324-5 30878 8681190367719 LN
LENF ODEM KOLLUGU ASKILI (NO:6) W 1324-6 30878 8681190367726 ‘47;‘:5’ ”
LENF ODEM KOLLUGU ASKILI (NO:7) W 1324-7 30878 8681190367733 .‘gi‘
SILIKON STRES TOPU (KIRMIZI) W 1001-K 34200 8681190369690 ’ﬁq"‘g‘“
SILIKON STRES TOPU (MAVi) W 1001-M 34200 8681190369676 ‘47,‘3”
SILIKON STRES TOPU (YESIL) W 1001-Y 34200 8681190369683 l)‘,'z"
HASTA SABITLEME KEMERI W 1003 41442 8682692601103 ,’,f,“
HASTA EL SABITLEME KEMERI (GiFT) W 1004 16210 8682692601110 Qg%.gk‘
HASTA AYAK SABITLEME KEMERI (GIFT) W 1005 36206 8682692601127 .%f,“
SUSPANSUVAR KULODU (SMALL) W 1007-S 35409 8681190361649 ")'x;x‘(“
SUSPANSUVAR KULODU (MEDIUM) W 1007-M 35409 8681190361656 “%‘.:%}.
SL:JSPANSUVAR KU LODU (LARGE) W 1007-L 35409 8681190361663 ‘.é_%‘
SUSPANSUVAR KULODU (X LARGE) W 1007-XL 35409 8681190361670 ')'x“
SUSPANSUVAR KULODU (XX LARGE) W 1007-XXL 35409 8681190361687 “g.(»
KORSAN GOZ BANDI YETISKIN (STANDART) W 1008 35063 8682692601141 \‘!év,.;“
UYKU GOZ BANDI (STANDART) W 1009 35063 8682692605965 "g,z“
KULAK BANDI (TEK TARAFLI)STANDART) W 1010 34864 8682692601165 “gﬁ&»
KULAK BANDI (GCIFT TARAFLI)YSTANDART) W 1011 34864 8682692601172 \'ﬁg‘)
CENE KAPAMA BANDI (STANDART) W 1012 34864 8682692601189 l)f; ‘
KANUL BAGI YETISKIN (STANDART) W 1013 34864 8682692601196 "g“g‘
CPAP MASKESI KAFA BANDI (STANDART) W 1025 35171 8682692602377 ’45'@”
ALEZ SIVI GEGIRMEZ TEK KISiLIK W 1021 37455 8682692605972 l“gfc“
ALEZ SIVI GEGIRMEZ GiFT KiSILIK W 1022 37455 8682692605989 ",‘;‘,“
KINESIO BAND 5 CM X 5 METRE W 1033 34864 8682692602384 'Q‘wﬁ:’ﬁ‘
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Orthopedic Equipments

EK DOSYASI NO.1
URUN GRUBU: DIGER URUNLER GRUBU

URUN AGIKLAMASI URUN KODU GMDN KODU URUN UDI-DI KODU
ELASTIK BANDAJ KUTULU (6 CM.) W 1014 10284 8682692601042
ELASTIK BANDAJ KUTULU (8 CM.) W 1015 10284 8682692601059
ELASTIK BANDAJ KUTULU (10 CM.) W 1016 10284 8682692601066
ELASTIK BANDAJ KUTULU (12 CM.) W 1017 10284 8682692601073
ELASTIK BANDAJ KUTULU (15 CM.) w1018 10284 8682692601080
ELASTIK BANDAJ KUTULU (20 CM.) W 1019 10284 8682692601097
ELASTIK BANDAJ POSETLI (6 CM.) W 1034 10284 8682692602544
ELASTIK BANDAJ POSETLI (8 CM.) W 1035 10284 8682692602551
ELASTIK BANDAJ POSETLI (10 CM.) W 1036 10284 8682692602568
ELASTIK BANDAJ POSETLI (12 CM.) W 1037 10284 8682692602575
ELASTIK BANDAJ POSETLI (15 CM.) W 1038 10284 8682692602582
ELASTIK BANDAJ POSETLI (20 CM.) W 1039 10284 8682692602599
HIDROFIL SARGI BEZi 10 CM X 50 METRE W 1029 44898 8682692602483
HIDROFIL SARGI BEZi 15 CM X 50 METRE W 1030 44898 8682692602490
HIDROFIL SARGI BEZi 20 CM X 50 METRE W 1031 44898 8682692602506
KUTULU HIDROFIL SARGI BEZi 10 CM X 100 METRE W 1032 44898 8682692602513
HIDROFIL SARGI BEZi 10 CM X 100 METRE W 1026 44898 8682692602452
HIDROFIL SARGI BEZi 15 CM X 100 METRE W 1027 44898 8682692602469
HIDROFIL SARGI BEZi 20 CM X 100 METRE W 1028 44898 8682692602476
GOGUS PROTEZ SUTYENI SiYAH (60 CM) W 1040-60 35676 8682692605798
GOGUS PROTEZ SUTYENI SiYAH (65 CM) W 1040-65 35676 8682692605804
GOGUS PROTEZ SUTYENI SiYAH (70 CM) W 1040-70 35676 8682692605811
GOGUS PROTEZ SUTYENI SiYAH (75 CM) W 1040-75 35676 8682692605828
GOGUS PROTEZ SUTYENI SiYAH (80 CM) W 1040-80 35676 8682692605835
GOGUS PROTEZ SUTYENI SiYAH (85 CM) W 1040-85 35676 8682692605842
GOGUS PROTEZ SUTYENI SiYAH (90 CM) W 1040-90 35676 8682692605859
GOGUS PROTEZ SUTYENI SiYAH (95 CM) W 1040-95 35676 8682692605866
GOGUS PROTEZ SUTYENI SiYAH (100 CM) W 1040-100 35676 8682692605873
GOGUS PROTEZ SUTYENI SiYAH (105 CM) W 1040-105 35676 8682692605880
GOGUS PROTEZ SUTYENI SiYAH (110 CM) W 1040-110 35676 8682692605897
GOGUS PROTEZ SUTYENI SiYAH (115 CM) W 1040-115 35676 8682692605903
GOGUS PROTEZ SUTYENI SiYAH (120 CM) W 1040-120 35676 8682692605910
GOGUS PROTEZ SUTYENI SiYAH (125 CM) W 1040-125 35676 8682692605927
GOGUS PROTEZ SUTYENI SiYAH (130 CM) W 1040-130 35676 8682692605934
BURUN KORUYUCU MASKE (STANDART) W 1041 41038 8682692606443
LENF ODEM KOLLUGU PARMAKLI VE PARMAKSIZ (NO:1) W 1322-1 30878 8681190367535
LENF ODEM KOLLUGU PARMAKLI VE PARMAKSIZ (NO:2) W 1322-2 30878 8681190367542
LENF ODEM KOLLUGU PARMAKLI VE PARMAKSIZ (NO:3) W 1322-3 30878 8681190367559
LENF ODEM KOLLUGU PARMAKLI VE PARMAKSIZ (NO:4) W 1322-4 30878 8681190367566
LENF ODEM KOLLUGU PARMAKLI VE PARMAKSIZ (NO:5) W 1322-5 30878 8681190367573
LENF ODEM KOLLUGU PARMAKLI VE PARMAKSIZ (NO:6) W 1322-6 30878 8681190367580
LENF ODEM KOLLUGU PARMAKLI VE PARMAKSIZ (NO:7) W 1322-7 30878 8681190367597
LENF ODEM KOLLUGU NOKTA SILIKONLU PARMAKLI VE PARMAKSIZ (NO:1) W 1323-1 30878 8681190367603
LENF ODEM KOLLUGU NOKTA SILIKONLU PARMAKLI VE PARMAKSIZ (NO:2) W 1323-2 30878 8681190367610
LENF ODEM KOLLUGU NOKTA SILIKONLU PARMAKLI VE PARMAKSIZ (NO:3) W 1323-3 30878 8681190367627
LENF ODEM KOLLUGU NOKTA SILIKONLU PARMAKLI VE PARMAKSIZ (NO:4) W 1323-4 30878 8681190367634
LENF ODEM KOLLUGU NOKTA SILIKONLU PARMAKLI VE PARMAKSIZ (NO:5) W 1323-5 30878 8681190367641
LENF ODEM KOLLUGU NOKTA SIiLIKONLU PARMAKLI VE PARMAKSIZ (NO:6) W 1323-6 30878 8681190367658
LENF ODEM KOLLUGU NOKTA SILIKONLU PARMAKLI VE PARMAKSIZ (NO:7) W 1323-7 30878 8681190367665
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