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EC CERTIFICATE

Full Quality Assurance System

Medical Devices Directive 93/42/EEC Annex Il
(Excluding Section 4)

Company Name  Sterilmed Medical Elektrik Elekironik Otomasyon insaat Gida
Sanayi ve Dis Ticaret Lid. $ti.

Company Address : Baskent Organize Sanayi Bdlgesi 18.Cadde No:43 Malikdy Sincan
ANKARA / TURKEY

Related Directives and Annex  : 93/42/EEC Medical Devices Directive - Annex Il (Excluding Section 4)

Product : Washer Disinfector - Class lib

: 35424

Product Types are altached.

Certificate Number : M.2021.106.14377

Report Number : MD.3655.1B

Initial Assessment Date : 10.08.2020

Registration Date 1 19.03.2021 Auditing Training Centre Industry
Revision Date /No fie and Trade Inc. Co.

Expiry Date :27.05.2024

UDEM hereby declares that the requirements of Annex Il, excluding section 4 of the 93/42/EEC Direclive have been 4
met for the fisted products. The above named manufacturer has established and appiies a quality assurance system,
which s subject to periodic surveiliance audits, defined by Annex I, section 5 of the forementioned directive, Accarding r

to Annex Il, section 4 an EC design- examination cerlificate is required for placing the Closs lll devices on the market.
UDEM's responsibliity for closs | devices covered by the EC sertificate is imited to manufacturing issues related to é
saleguarding and maintaining sterile conditions, if the device is sterile; and manufacturng issues related to product's 7
conformity with metrological requirements, if it has measurement function. This cerfificate remains as the property of

UDEM International Certification Auditing Training Centre Industry and Trade Inc. Co. to whom it must be refumedupon
request, The above named company and UDEM must keep a copy of this certificate for 5 years from the registration
of the cerlificate. Usage of the CE mark is under the responsibility of the manufacturer with thecompletion of EC
Declaration of Conformity. The above mentioned company must nofify all changes relatedwith the opproved product
to UDEM. If UDEM will not renew the expiry date of this cerfificate in question, thementioned

Address: Mutlukent Mahallesi 2073 Sokak (Eski 93 Sokak) No:10 Cankaya — Ankara — TURKEY
Phone: +90 0312 443 03 90 Fax: +?00312 44303 76
E-mall: info@udemiltd.com.tr www.udem.com.ir




/La MDR CONTRACT CONFIRMATON LETTER
UDEM

22/03/2024

NOTIFIED BODY CONTRACT CONFIRMATION LETTER
CONTRACT CONFIRMATION LETTER NO: CL.CONTRACT.UDEM.0025/P1

Subject: Confirmation of the status of a formal application, written agreement, and appropriate
surveillance in the framework of Regulation EU 2023/607 amending Regulations (EU) 2017/745 and
(EU) 2017/746 as regards the transitional provisions for certain medical devices and in vitro
diagnostic medical devices.

To whom it may concern,

This letteris the official document of UDEM A.S., a Notified Body (NB) designated in accordance with
Regulation (EU) 2017/745 (MDR) and identified in NANDO with the number 2292, in accordance with
the first subparagraph of Chapter 4.3 of Annex VIl of the MDR and confirms that UDEM A.S. has
received an application and has signed a written contract in accordance with the second
subparagraph of Chapter 4.3 of Annex VIl to the MDR with the following manufacturer:

STERILMED MEDICAL ELEKTRIK ELEKTRONIK OTOMASYON iNSAAT SANAY| VE

Company Name: DIS TIC.LTD. STi.
R BASKENT ORGANIZE SANAYi BOLGESI 18.CADDE NO:43 MALIKOY SINCAN
pany . ANKARA / TURKIYE

SRN Number (if any): | TR-MF-000018720

The devices covered by the above-mentioned official application and written contract are defined in
the tables below. Table 1 describes the devices for which an MDR application has been received, a
written contract has been made and UDEM A.S. is also responsible for the appropriate surveillance
of the relevant devices within the scope of the 93/42/EEC Medical Device Directive (MDD). Table 2
identifies devices for which an MDR application has been received and a written contract has been
concluded, but for which UDEM A.S. has not yet taken appropriate surveillance responsibility for the
relevant devices under the MDD.

For devices covered by certificates issued under the MDD which expire after 26 May 2021 and before
20 March 2023 without withdrawal, this letter also confirms that the manufacturer has provided
evidence that the competent authority of the Member State under the MDR up to the date of expiry
of the MDD certificate has granted an exception or exemption from the applicable conformity
assessment procedure in accordance with Article 59(1) of the MDR or Article 97(1) of the MDR for
the devices concerned until 20 March 2023.

The transition timelines that apply to the devices covered by this letter, subject to the manufacturer’s
continued compliance to the other conditions specified in Article 120(3c) of MDR (as amended by
(EU) 2023/607), are shown below:

UDEM ULUSLARARASI BELGELENDIRME DENETIM EGIiTiM MERKEZi SAN. VE TiC. A.S.
Mutlukent Mahallesi 2073 Sokak (Eski 93 Sekak) No:10 Umitkéy Cankaya/Ankara
0(312) 443 03 90
mdr@udem.com.tr
MDRFRM.187-1/00-00/28.11.2023
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/\5’ MDR CONTRACT CONFIRMATON LETTER
UDEM

e 26 May 2026 for Class Il custom-made implantable devices

® 31 December 2027 for Class Il devices and Class Ilb implantable devices excluding Well-
established technologies (WET - sutures, staples, dental fillings, dental braces, tooth
crowns, screws, wedges, plates, wires, pins, clips and connectors)

e 31 December 2028 for class IIb devices other than those covered above, class lla devices and
class | devices placed on the market in a sterile condition or with a measurement function,

e 31 December 2028 for devices for which the conformity assessment procedure in accordance
with Directive 93/42/EEC does not require the involvement of a notified body, for which a
declaration of conformity was issued before 26 May 2021 and for which the conformity
assessment procedure in accordance with the MDR requires the involvement of a notified
body.

UDEM A.S. General
M N -
Su:::fnee:: - MUTYZA“ MQ;.JJL«')O@(_V

Date:

20 .08. 202y

APADAC!

AN ¥t 7 e g -

Stamp-Signature:

UDEM ULUSLARARASI BELGELENDIRME DENETIM EGITiM MERKEZI SAN. VE TiC. A.S.
Mutlukent Mahallesi 2073 Sokak (Eski 93 Sokak) No:10 Umitkéy Cankaya/Ankara
0(312) 443 03 50
mdr@udem.com.tr
MDRFRM.187-1/00-00/28.11.2023
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UDEM

MDR CONTRACT CONFIRMATON LETTER

Table-1 The Devices Covered in the Scope of this Letter and for which UDEM A.S. is
Responsible for the Appropriate Surveillance of the Related Devices within the Scope of the

MDD

MDR Device =

classification (as :::::le I:::::;s: MDD Certificate Reference(s)
Device name or Basic UDI-DI | proposed by the z = 2 ' | of the devices under MDR

Pty identification of the Sros
(under MDR application) manufacturer and % application, and the NB
X corresponding MDD 28
verified at the pre- : Identification
. device
application stage)
; Certificate 1: M.2018.106.10200

STEAM STERILIZER DEVICE Class lla devices N/A Cortificate 1: 2292
WASHING AND Class llb excluding Class N/A Certificate 1: M.2021.106.14377
DISINFECTION DEVICE lIb implantable non-WET Certificate 1: 2292
LOW TEMPERATURE Class ila:di N/A Certificate 1: M.2021.106.14635
STERILIZER DEVICE G Certificate 1: 2292

Tablo-2 The Devices Covered in the Scope of this Letter and for which UDEM A.S. is Not
Responsible for the Appropriate Surveillance of the Related Devices within the Scope of

the MDD
y . MDR Device classification (as e N.[DR devic.e . MDD Certificate
Device name or Basic UDI- a substitute device, .
proposed by the i N s Reference(s) of the devices
DI (under MDR - identification of the gy
application) manufacturer and verified at e ihandina MDD under MDR application, and
PP the pre-application stage) 4 Rencng the NB Identification
device
N/A N/A N/A N/A
CONTRACT CONFIRMATION LETTER REVISION HISTORY
Contract Confirmation Letter Revision S :
Date Revision Explanation
Number
22/03/2024 CL.CONTRACT.UDEM.0025/P1 PEEparstion af Contract conirmBatian

letter

UDEM ULUSLARARASI BELGELENDIRME DENETIM EGITiM MERKEZI SAN. VE TiC. A.S.

Mutlukent Mahallesi 2073 Sokak (Eski
0(312) 443 03 90
mdr@udem.com.tr

VA

93 Sokak) No:10 Umitkdy Cankaya/Ankara
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