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Pirmax
AT UYGUNLUK BEYANI
EC DECLARATION OF CONFORMITY

URETiCi/ MANUFACTURER : PIRUZ SAGLIK HiZMETLERT INSAAT TEKSTiL KUYUMCULUK ITHALAT

IHRACAT SANAYI TICARET LIMITED SIRKETI
ADRES /ADDRESS : Merkez : 23 NISAN MAH. 82020 NOLU SK. SAKICT PARKLINE NO:2 GA/O SAHINBEY GAZIANTER/ TURKIVE

Fabrika : ORGANIZE SANAYI MAHALLESI 22 NOLU CAD. NO:20 MERKEZ / KiLiS / TURKIYE
TELEFON / PHONE : 0 (342) 341 10 74
E-MAIL / WEB : info@piruz.com.tr / www.piruz.com.tr

URUN isMi / PRODUCT NAME

ELEKTRIK TEKERLEKLI SANDALYE - ELECTRIC WHEELCHAIR
MANUEL TEKERLEKLI SANDALYE - MANUAL WHEELCHAIR

URON TiPi / TYPES OF PRODUCT

ELEKTRIK TEKERLEKLI SANDALYE - ELECTRIC WHEELCHAIR : PA200, PA201, PA202, PA203, PA207, PA208, PA210, PA303

ELEKTRIK TAHRIKLi TEKERLEKLI SANDALYE - ELECTRIC WHEELCHAIR : PM110, PM111 PM210, PM220, PM230, PM240, PM250, PM320,
PM321, PM500, PM930, PM931, PM9031C, PM9067, PM9070

UMDNS NO
17620

SINIFLANDIRMA CLASSIFICATION
Sinif I Steril Olmayan, (MDR, Ek VIII), Kural 1/ Class I Non Sterile (MDR, Annex VIII), According To Rule 1

BASIC UDI-DI
86817250468PADN ( ELEKTRIKLI TEKERLEKLi SANDALYE — ELECTRIC WHEELCHAIR )
86817250468PM5 ( MANUEL TEKERLEKLI SANDALYE — MANUAL WHEELCHAIR )

URUN TicARI MARKASI / PRODUCT COMMERCIAL BRAND

&

Pirmax«

BEYAN/STATEMENT

Burada, AB tarafindan siniflandirian Uretici ve Daditici olarak kendi sorumiuludumuz altinda, asadida ismi ve modeli gegen drdnlerin, (AB) 2017/745
Avrupa Tibbi Gihazilar Yonetmeligi - MDR kriterlerine uygun olarak Uretildigini beyan ederiz.

Here, we declare that the products listed above are manufactured under our own responsibility as a Manufacturer and Distributor by the EU, in
accordance with the (EU) 2017/745 of the European Parfiament and of the Council (MDR) and reguiators.

DIREKTIF VE YONETMELIKLER / DIRECTIVES AND REGULATIONS

(AB) 2017/745 / (EU) 2017/745

UYGUNLUK DEGERLENDIRME PROSEDURU / CONFORMITY ASSESSMENT PROCEDURE

Ek IV Uygunluk Beyani (Ek Il ve Ill) / Annex IV Declaration of Conformity (Annex 11&I11)

HARMONIZE STANDARTLAR / :‘fARMONIZE STANDARTS

TR ENG Digitally signed by Cobzari- il

TS EN 12183:2014 EN 12183:2014 Digitally signed by Cobzari Turcan Rodicag

TS EN 12184:2014 EN 12184:2014 Reason: MoldSign Signature

TS EN ISO 14971:2012 EN ISO 14971:2012 Location: Moldova

TS EN 1041:2008+A1:2013 EN 1041:2008+A1:2013

TS EN 62366-1:2015 EN 62366-1:2015

TS EN IS0 15223-1:2016 EN ISO 15223-1:2016

TS EN ISO 10993-1:2020 EN ISO 10993-1:2020

TS EN 1SO 10993-5:2009 EN ISO 10993-5:2009

TS EN ISO 10993-10:2013 EN ISO 10993-10:2013

TS EN 62366-1:2015 IEC 62366-1:2015

TS EN 180 13485:2016 150 13485:2016

Kase ve Imza / Sign & Seal
Yetkili Kigi / Name Of Authorized Representive ! VEYSEL KILING
Unvani / Title : Genel Miidiir @. RUZ SAGLIN ZMETLER]
(General Manager) ¥  in FAATT, CULUK

Tarih / Date :17.11.2021 23 Misar; Mah, T4ro.s7i

Baratine Mo: 7 Sk. Parkline Sa
H 7 LTS
el U742 341 19 -"D Sahinbey / GAZiANTE

' H: inte
»#hinbey V.D. 739 037@0’%'3““0”.‘
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Ek / Annex

(Uriin Agiklamasi / Product Description)

Uriin Grubu /
Product Group

Uriin Modeli / Model
Code

Sinif / Class

Basic Udi-DI

Manuel Tekerlekli
Sandalye

/
Manual Wheelchair

PM110

PM111

PM210

PM220

PM230

PM240

PM250

PM320

PM321

PM500

PM930

PM931

PM9031C

PM9067

PM9070

Sinif 1, Steril Olmayan /
Class I Non Steril

86817250468PM5

Elektrikli Tekerlekli
Sandalye
/

Power Wheelchair

PA200

PA201

PA202

PA203

PA207

PA208

PA210

PA303

Sinif 1, Steril Olmayan /
Class I Non Steril

86817250468PADN
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