
Manufacturer

European Representative

Product Name

Model

Classification

Conformity Asssermet Route i

. MDD (93/42lE[C) ANNEX VII

I EN 14971:2001 STANDART RISK ANALYS|S OF MEDTCAL pRODUCTS

. IN 98012003 MID]CAL DTV|CE LABELTNG REeUIRtMENTS

General Applicable Directive :

r EDNA Ii{WtI
O IDNA MAXIMUM SUCTION HOLD

Standards Applied

r ISO 9001r2015 QUALTTY MANAGEMf NT SYSTEMS

r IFJ 1497]":2001 STANDABT RISK ANALyStS OF MEDICAL PRODUCTS

} [N 980:2003 MEDICAL DTVICT LABELING REQUIRTMTNTS

Place, Date Of lssue :

PAK'TEN SAGLIK URUNLEBI sANAYI VE TICARET A.5.

DECLANATION OF CONTORMITY

: PAKTIN SAGLIK URUNLERT SANAYT VE TTCARET A,S.

: N/A

: Bed Sheet. Adult Pants, Adult Diaper

: Sarnll, Mediunr, Large and [xtra Large

r Class I (Non - Steril)
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