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EU Declaration of Conformity

Manufacturer:

Products:

Classification:

Intended use:

SP Medikal San Ltd Sti.,

Sterintech™ Container Filters with Reference numbers:

(Zf 901.001.0100 Container Filter with indicator in centre Diameter: 19 cm
IZ[ 901.001.0500 Container Filter with indicator in centre Diameter: 19 cm
4 901.002.0500 Container Filter with indicator on lash Diameter: 19 cm

The above listed Medical Devices are classified in accordance with Rule 1
of Annex VIII as Class 1 non-sterile, non-measuring devices

The filters are used to prohibit contaminations to enter the container in order
to keep the surgical instrument sterile.

We herewith declare that this declaration of conformity is issued under the sole responsibility of SP
Medikal San Ltd Sti and that the above mentioned products meet the provisions of Regulation Eu
2017/745 for Medical Devices (MDR)

All products have been subjected to conformity assessment procedure according to the EU MDR.

All supporting documentation is retained on the premises of the SP Medikal San Ltd Sti.

The above listed products are produced under the ISO 13485 quality assurance system in place.

Start of CE-marking :
SRN:

Basic UDI-DI:
GMDN:

EMDN:

Place, Date of Issue:

2011-06-01
TR-MF-000027264
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SP Medikal San Ltd Sti , Yenidogan Mahallesi, Erciyes Sokak No:16/2
Bayrampasa / Istanbul

Va1 8 . >
/ N V. ~
[ 1IN

(v
Seda Kiiclkyilmaz Peter M. den Uil (B. Sc.)
5 December 2025 Quality Management Managing Partner
SP Medikal San. Ltd Sti. Tel: +90-212-613 80 54 Bank: Turkiye Cumbhuriyeti Is Bankasi Karagimrik $b
Yenidogan Mah. Erciyes Sok. No. 16/2 Fax: +90-212-613 80 55 (€) TRO5 0006 4000 0021 0703 2665 01
Bayrampasa - Istanbul - Turkiye Email: info@spmedikal.com () TR59 0006 4000 0021 0703 2664 99
VAT: Bayrampasa VD 781 046 3595 Web: _www.spmedikal.com IBAN: ISBKTRISXXX




