TURK STANDARDLARI ENSTITUSU

URETIM KALITE GUVENCESI
BELGESI

MEDIKOKIM TIBBI VE KIMYEVi MALZEME SAN.TiC. LTD. STi.

firmasi

IKITELLI O.S.B. DEMIRCILER SAN. SITESI B7 BLOK NO:157 BASAKSEHIR/ISTANBUL TURKIYE
adresinde

SABITLEYICI KORUYUCU DESTEKLEYICI BANTLAR
TRAEGERMED TRAKIYEL KANUL SABITLEME BANDI, TSM TRAKIYEL KANUL SABITLEME BANDI,
BINDERMED BEBEK EL/AYAK SABITLEME BANDI, TSM BEBEK EL/AYAK SABITLEME BANDI,
STAENDERMED ENDOTRAKIYEL TUP SABITLEME BANDI, TSM ENDOTRAKIYEL TUP SABITLEME BANDI,
FESTERMED YETISKIN EL/AYAK/BACAK SABITLEME BANDI, TSM YETiSKiN EL/AYAK/BACAK SABITLEME BANDI,
FIXERBOARD BEBEK BILEK SABITLEME BANDI,

SCHUTZERMED FOTOTERAPI KORUYUCU GOZ BANDI, TSM FOTOTERAPI KORUYUCU GOZ BANDI,
SCHUTZERMED YETISKIN GOZ KORUMA BANDI, STOPPERMED NAZAL TAMPON DESTEK BANDI,
DECKELMED KULAK PEDI DESTEK BANDI, NASOMED BEBEK/COCUK/YETISKIN NAZAL TUP SABITLEME BANDI,
BADMED BiLEK GERGI BANDI

kapsami igin

93/42/AT — Tibbi Cihaz Yonetmeligi/
Uretim Kalite Giivencesi - Modiil D1 (Ek-V)

"in gereklerine gore ve TS EN ISO 13485:2012” in ilgili maddeleri dikkate alinarak tetkik edilmis ve belgelendirilmistir.

Onaylanmis Kurulus Numarasi: 1783

Belge Verilis Tarihi: 27.02.2018

Gegerlilik Tarihi: 27.02.2023

GMDN Kodu 12094, 12102, 12097, 36053, 35752, 35815, 11291, 30881, 41232
Uygulanan Kural ve Simflandirma Tibbi Cihaz Yonetmeligi — Ek-IX, Kural 1 — SmufI-S

Inceleme Rapor Numarasi: 1181-MDD-066/2017-01

Belge Degisiklik Tarih/Nedeni -

Kalite Sisteminin Teknik Diizenleme / Uyumlastirilmis Standard gereklerini kargiladigimi gdsteren isbu belge ile Kurulus; tetkiki yapilan kalite sistemi kapsaminda CE
Uygunluk Isaretini, asagida gdsterildigi sekilde ilistirme ve Onaylanmis Kurulus numarasini kullanmaya yetkilidir. Onaylanmig Kurulus Tibbi Cihaz Yonetmeligi’nin
EK-V , 4. kismina istinaden planli/plansiz gbzetimler yapma hakkina sahiptir.

Belge No: 1783 - MDD — 082

Sezai DOGAN
TSE Direktifler Miidiirii

ANKARA Rev 00, 27/02/2018
Bu belge ancak TSE- Onaylamms Kurulus Numarasi 1783 mihrii ile gegerlidir

www.tse.org.tr / Necatibey Cad. No: 112 Bakanliklar - ANKARA /+90 312 416 62 00

Bu belge higbir suretle tahril edilemez, kismen veya okunmasini zottastiracak sekilde gogalulamaz, kazinti ve stioti yapilamaz
This certificate cannot be altered, partially dublicated or ercased for misunderstanding
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TURK STANDARDLARI ENSTITUSU

CERTIFICATE OF
PRODUCTION QUALITY ASSURANCE

MEDIKOKIM TIBBi VE KIMYEVi MALZEME SAN.TIC. LTD. STI.

located at the adress
IKITELLI O.S.B. DEMIRCILER SAN. SITESI B7 BLOK NO:157 BASAKSEHIR/ISTANBUL
TURKIYE
for the scope of;,
FIXATION, PROTECTION AND SUPPORTING BANDAGES
TRAEGERMED TRACHEAL CANNULA HOLDER, TSM TRACHEAL CANNULA HOLDER,
BINDERMED LIMB HOLDER FOR BABIES, TSM LIMB HOLDER FOR BABIES,
STAENDERMED ENDOTRACHEAL TUBE HOLDER, TSM ENDOTRACHEAL TUBE HOLDER,
FESTERMED LIMB HOLDER FOR ADULTS, TSM LIMB HOLDER FOR ADULTS,
FIXERBOARD LIMB HOLDER FOR BABIES,

SCHUTZERMED PHOTOTHERAPY EYE PROTECTOR, TSM PHOTOTHERAPY EYE PROTECTOR,
SCHUTZERMED EYE PROTECTOR FOR ADULTS, STOPPERMED NASAL TAMPON HOLDER,
DECKELMED EAR PAD HOLDER, NASOMED NASAL TUBE HOLDER FOR BABIES/CHILDREN/ADULTS,
BADMED BLUE ANKLE DISTRACTOR

has been examined and certified to the requirements of

93/42/EEC — Medical Device Directive
Production Quality Assurance Module —
Module D1 (Annex-V)

by considering the related clauses of TS EN ISO 13485:2012

Notified Body Number:
Certificate Issue Date:
Valid Until:

GMDN Code:

Applied Rule and Classification:
Examination Report Number:

Date / Reason of the Certificate Revision

1783
27.02.2018
27.02.2023

12094, 12102, 12097, 36053, 35752, 35815, 11291, 30881,

41232
Medical Device Directive Annex IX, Rule 1- Class I-S
1181-MDD-066/2017-01

This certificate remarks that quality system meets requirements of the technical regulations / harmonized
standards and with this certificate the company is authorized to affix CE Mark, as shown below, and Notified
Body Number on the products in the scope of the examined quality system. Notified Body has the right to carry
out surveillance visits announced or unannounced in accordance with section 4 of Annex V of Medical Device

Directive.
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i< Certificate Number: 1783-MDD-082

Sezai DOGAN
TSE Director of Directives
ANKARA Rev 00, 27/02/2018

A INKARA 149312 416 62 00
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