EC Certificate
Full Quality Assurance System according to

Medical Devices Directive 93/42/EEC Annex-il Section 3
Certificate Mumber: 1884-MDD-20-732
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We hereby declare that sn oxamination of the under mentioned fill gualin

assurance system has been carried out following the requirements of the national
legisiation to which the undersigned is subjected, transposing annex i (with the
exemption of section 43 of the Directive 83/42/FFC an medical devices. We certify

that the full quality assurance system conforms with the relevant provisions of the
aforementioned directive,

. Organization:

IDEAL MAKINA ENDUSTRI URUNLER| SAN. VE TIC. A.S
Esenkent mh. Nato Yolu Cd. No: 277, Umraniye / istanbul / Tirkive

Brand: ideal Makina

Models: IM-COI10/ IM-COZ0/IM-GD 30/ IM-GD 4D /1T 80/ W-GO 100G/

IM-GO 120/ IM-GO 159 / IM-GO 200 / IM-G0O 300 / IM-GO 300 5E / IM-GO 300D /

IV-GO 400 [ [vi-GO 400 SE [ IM-GO 400 D / IM-GO 600 [ 1M-GO 800 / iM-GO 1000 /
IM-GO 1400 / IM-GO 1500 7 iM-GO 2000 / IM-GO 2500 / IM-GO 3000/ IM-GO 4000

The certificate is valid till expiration date, subject 1o successful completion of
periodical surveillance audits. Please contact Kiwa for details.

Report Mumber:  M.5645.03
Euniry Diate: 27 WMay 2024
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wirme Hizmetler! AS i3 Notified Body under Councll Directive

&
83/42/EEC concerning medical devices with identification number: 1984
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Kiwa oeaiges

Muhtesem Gokhan Yice!
18 Decomber 2020, istanbl, Turkive Head of Notified Body

Rawa Bejgseginme Mizmedien A,

ITOSH 8 Cad. No 15 Tepairen, Tuzla. istanind, Turkey
Ted o +80 216 593 35 75 . Fax: +20 216 563 25 74
Welb wwes Krwa oom I o-mat posta@iiwe com
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tC-Deciaration of Contformity, in accordanceto 93/42/tC Annex .3

Medical Devices

e

We hereby certify that the compiete machinery described in the fotowing part is conform to
all pertinent regulations of EC-Directive 2006/42/EC on machinery and fulfis the safety- end

health requisitions of the ECDirectives.

The machinery is moreover conform to all regulations of EC-Directive 2014/35/5U on electrical
equipment and 2014/35/EY on electromagniticai compatibility and on Annex [ of Pressure
Equipment Directive 2014/68/EU and Annex I} Part for the product vessel. The certificate
nuimber for Pressure Equipment Module B is CAC-P-0037-01 and The certificate number
for Pressure Equipment Module D is CAC-P-0037-02

Manufacturer Address IDEAL MAKINA END, URUN. SAN. VE TIC AS.
Esankent Mah, Nato Yolu Cad. No:277 34776
Umraniye — ISTANBUL, TURKEY
Product Designation Oxygen Generator
Type f Modet IM-GO
10/20/30/40/50/60/100/120/150/190/200/
300/300SE/3000/400/4000/600
/800/1000]1400/1500/2000/2500/3000/4000
. Class Ha
- Year buife 2022
Dncl,!ménf_éti_on " The technical docmentation pertaining to this complete
’ " machinery according to Aninex Vit of EC-Directive 2006/42 /EC was
pravided.
Ménuf_actuﬁng " Manufacturing controf according to Annex Vi 2006/42/ECrelies on a
control N certified/company internal Quality Management System.
Birective E - We declare that the machinary corraspond with the directive Q3/42 /REC

~and were subjected to the conformity assessement procedure
Internat Contral of Praduction’

Following harmonised standards in terms of above mentioned birectives have heen appfied:

Reference . EN12100-1, EN 12100-2, EN 349, EN 953, EN 983, ENS99, tN 1037,
EN 1384-1/-29, EN 13850, EN 13857, EN 14121-1, EN 61496-1, EN 60204-1,
EN61000-6-2, ENG10C0-6-4

Reparts/Decisions wvanufacturer acceptance protocot subsequent to perfarmance test
Risk assessment $Q8: EC-Individuat Test Certificate according to
t-Directive 93/42/:C on medicat aevice.

istambul, 03.01.2022

Euenkend 4
Serdari ¥D 476 fLo R
v i ahaRgss

Alpasian Tekin, General Manager
IDEAL MAXINA ENDUSTR URUNLER SAN VETIC ALS



