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ifally signed by Darii Mirela

n: MoldSign Signature
j(t)ion: Moldova

AT UYGUNLUK BEYANI

EC DECLARATION OF CONFORMITY

Uretici / Manufacturer

peva

PEVA TEKSTIL ELK. INS. AMB. SAN. VE TIC. LTD. STI.

Adres | Adress .
Topgular Mah. Sahabeler Cad. Kuggu Plaza No: 1 B Topgular / ISTANBUL — TURKIYE

lletigim / Contact
+90 (212) 674 32 06 / +90 (212) 674 32 07

Beyan/ Declaration

AB tarafindan siniflandintan Uretici, Dagitici / Temsilci olarak kendi sorumlulugumuz altinda, asagida ismi ve
modeli gegen Grlinlerin, 93/42/AT Medikal Cihazlar Yénetmeliginde ve 2001/95/EC Urin Givenligi Direktifine
uygun olarak dretildigini beyan ederiz.

We declare that, under our own responsibility, the following products are manufacturedin accordance with the 93/42/EU
Medical Devices Directive and 2001/95%EU (GPSD) Product Safety Directive.

Uriin Ismi / Product Name
Tek Kullanimlik Pijama / Disposable Pajama

Uriin Tipi / Types of Product
Sinif |, Tek Kullanimlik, Steril oimayan
Class 1, Disposable, Non Sterile

Uriiniin Markasy/ Brand of the Product

pEvo

Direktif ve Yonetmelikler / Directives and Regulations

93/42/AT Medikal Cihazlar Yénetmeliginde / 93/42/EU Medical Devices Directiv
2001/95/EC (GPSD) Oriin Giivenligi Direktifi / Product Safety Directive

Harmonize Standartlar / Harmonized Standards
EN ISO 13485:2016 — EN ISO 9001:2015

Istanbul, Tirkiye, 01.10.2020
Kase, Imza:

TeTYICTZUTeST05 - 07 T fax +30 212 676 32 08
Bayrampasa V.D.: 722 045 2170 Tic Sic No. : 610306
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