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DECLARATION OF CONFORMITY ACCORDING TO 2017/745 EU (MDR)

We,

Fiberpak Kagit Sanayi ve Dis Ticaret Limited Sirketi
Organize Sanayi Bolgesi, 14 sk no 5, Merkez

70100 Karaman Tiirkiye

Declare on our sole responsibility that the following listed medical device

86845312234601Y7

| 8684531223460

The kidney dish is used as a basin for body fluids or for transporting
medical/surgical materials or instruments in the non-sterile area

TR-MF-00002054 1

is in conformity with the general safety and performance requirements according to Annex I of EU Regulation
2017/745, including its additions and amendments, as well as the technical documentation and the conformity
assessment procedure according to Annex 1V.

In accordance with the classification provisions by rule 1 of EU Regulation 2017/745 Annex VIII the product is
classified as Class I medical devices.

Regarding to the use and utilization of the listed products, we emphasize that the instruction for use (see
labelling on packaging) as well as the appropriate application and safety rules shall be followed in particular.
The user of the product bears the sole responsibility caused by improper usage or other than the intended use, In
terms of the evidence of conformity all relevant documents are filed in our premises in accordance with current
regulations and availability for the authorities at any time.

MP-001 Dimensions :255x152x45mm GMDN Code: 42871 Emesis ISO 9001:2015
Weight : 22gr (+/- 3g) Bowl, Single-Use ISO 13485:2016

\’@J Material:  100% paper pulp EMDN Code: V0402- Clinical c €

use, Trays and bowls
Capacity:700ml

Color: Natural brown
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Geperal Manager
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2017/745 (AR) MDR'ye Gire UYGUNLUK BEYANI

Biz,

Fiberpak Kagit Sanayi ve Dhs Ticaret Limited Sirketi
Organizre Sanavi Bélgesi, 14 sk no 5, Merkez

70100 Karaman Tiirkiye

Asagidaki listede yer alan tibbi cihazin, tamamen bizim sorumiulugumuzda oldugunu beyan ederiz.

86845312234601Y7
08684531223460

Babrek kab1, viicut sivilart igin bir havuz olarak veya steril olmayan alanda
tibbi/cerrahi malzeme veya aletlerin taginmasi igin kullanilir,

RS  TR-MF-000020541

Ekler ve degisiklikler de dahil olmak iizere 2017/745 AB Diizenlemesi Ek I'e gore genel giivenlik ve performans
gereksinimlerinin yam sira Ek IV'e gore teknik dokiimantasyon ve uygunluk degerlendirme prosediiriine
uygundur.

AB Duzenlemesi 2017/745 Ek VIIl'in 1. kuralindaki siniflandirma hitkiimlerine uygun olarak urtin, Sinif I tibbi
cihazlar olarak simiflandinimistr.

Listelenen ariinlerin kullamm talimatlarina (ambalaj iizerindeki etikete bakin) ve ayrica uygun uygulama ve
guvenlik kurallanina uyulmas: gerektigini 6nemle vurguluyoruz. Uriiniin amacina uygun olmayan kullanimindan
kaynaklanan tim sorumluluk, driiniin kullamcisina aittir. Uygunluk kamt agisindan ilgili tiim belgeler, mevcut
mevzuata uygun olarak tesislerimizde saklanir ve yetkililerin her zaman erigebilecegi sekilde sunulur.

“v'GMDN/EMDN KODU: UYGULANAN
B ’ - STANDARTLAR:
Boyutlar :255x152x45mm GMDN Kodu: 42871 Emesis ISO 9001:2015
Agarlik : 22gr (+/- 3g) Kasesi, Tek Kullamimlik 1SO 13485:2016

Malzeme: %100 kagit hamuru EMDN Kodu: .\/0402' Klinik
kullanim, Tepsiler ve kaseler
Kapasite:700ml

URON URUN ACIKLAVASI:
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Yer ve zaman Sel%: TULEN
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