EC CERTIFICATE

AT SERTIFIKA

According to Annex Il of the Directive 93/42/EEC on Medical Devices
93/42/AT Tibbi Cihaz Yénetmeligi Ek II've gére

Full Quality Assurance System
Tam Kalite Giivencesi

Certificate Number; 2195-MED-1 230801

Sertifika Numaras;

' Manufacturer: Simer Uluslararasi Sanayi ve Ticaret AS.
} Uretici Bagkent Organize Sanayi Bolgesi Baskent Bulvar: No:81 Malikoy
{ Sincan/Ankara TURKIYE

Product(s): Products are stated on the following page(s).

Urtinler) Urtinler ilerleyen sayfa(lar)da belirtilmigtir.

i

' Modei(s): Product specifications are stated on the following page(s).
{ Model(ler) Uriin detaylari flerleyen sayfa(lar)da belirtilmigtir,

Reference Report No: MMO0549-P007-R01, MMO0549-P007-R02, MM0549-P007-R03, MMO0549-P008-R01,
Referans Rapor No MMO0549-P008-R04, MM0549-P008-R05

Szutest, Notified Body 2195, declares that the aforementioned manufacturer has implemented a quality assurance system
according to Anriex i (excluding section 4), Section 3 of the directive 93/42/EEC on medical devices. This quality assurance system
covers those aspects of manufacturing concerned with securing and maintaining safe conditions of the respective producl(s) and conforms
to the provisions of this Directive. The approved quality system is subject to survsillance pursuant tc Annex I, Section 5 of Directive
93/42/EEC and unannounced audits.

Szutest must be informed of any significant changes in the design and/or construction of the product(s). For class | devices with
sterile conditions the quality management system evaluation is restricted to the aspects of manufacture concerned with securing and
maintaining sterile conditions. For class | devices with measuring function the quality management system evaluation is restricted to the
aspects of manufacture concemed with the conformity of the devices with metrological requirements

2195 kimlik nurnaraf Onaylanmig Kurulus Szutest, Yyukanida belirtilen dreticinin 83/42/AT Tibbi

93/42/AT Tibbi Cihaz Yénetmeligi EK 1, Madde 5' gore periyodik olarak gézetime ve habersiz saha denetimlerine tabidir.
Uretici, trinlerinin tasanminda ve yapisinda gergeklestirdidii &nemi; degisiklikleri Szuteste biidirmek zorundadir Sterit
kondisyondaki sinif | Grinier igin kalite yénetim sistemi degerfendirmesi tretimin steri! kondisyonun saglanmas: ve korunmasiyia limitlidir.
i Geicin Kalite yonetim sistemi degerlendimmesi Uretimin cihazlarin metrolojik sartiara uyumunu saglamasiyla

limitlidir.

: MoldSign Signature
on: Moldova

Issue Date/Yayin Tarihi: 2012-11-03 Rukiye BALKAN
Revision No./ Revizyon No.: 09 Rev./Rev. Deputy General Manager
Revision Date/ Revizyon Tarihi: 2021-05-17 Genel Midiir Yardimecisi
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SZUTEST

Urin Detaylari

Product Specifications:

Certificate Number: 2195-MED-1230801

Sertifika Numarasi

\

1. Autoclaves / Otokiaviar

nguct Name
Urdin Adi

Prismatic
Autoclave
Prizmatik Otoklav

Models
Modeller
Flywheel Door
Prismatic Autoclave
Series smavk | ELENA 1 or vk ALY
Volan Kap: Prizmatik
Otoklav Serisi
Double Flywheel Door
Prismatic Autoclave
Series sm1cvk | ELENR | oTcwk, g
Cift Volan Kapi Prizmatik
Otoklav Serisi
Sliding Door Prismatic
Autoclave Series ELENA- ADELA-
Kayar Kapi Prizmatik | SM2KK | “ol™ | OT-2KK 2KK
Otoklav Serisi
Double Sliding Door
Prismatic Autoclave
ELENA- ADELA-
Series SM-2CKK 2CKK OT-2CKK 2CKK

Cift Kayar Kapt Prizmatik

100L,1251L,150 L,
175L,200L, 225 L,
250L,300L,325L,
400L,425L,450L,
470L,490L, 500 L,
538L,580L,600L,
628L,670L, 700 L,
718L,760L, 80O L,
900 L, 1000 L, 1200 L

Laboratory Type
Vertical and
Horizontal
Autoclave
Laboratuvar Tip
Dik ve Yatay
Otoklav

Otoklav Serisi

Laboratory Type

fm:: ‘:;“;g‘g_: smap | orav | APELAS | gienaay
Otoklav

Laboratory Type

Otoklav

60L,75L,90L,115L

Autoclave with
Washing
Function

Yikama
Fonksiyoniu
Otoklav

Filywheel Door
Autoclave with
Washing Function
Series
Volan Kapith Yikamali
Otoklav Serisi

SM-4VK

OT-4VK

ADELA -
4VK

ELENA-
4VK

Sliding Door
Autoclave with
Washing Function
Series
Kayar Kapili Yikamal
Otoklav Serisi

SM-4KK

OT-4KK

ADELA -
4KK

ELENA-
4KK

96L,125L,175L,
250 L

SZUTEST UYGUNLUK DEGERLENDIRME AS.
Tatlsu Mahallesi, Akif inan Sk. No:1 Umraniye 34774 ISTANBUL / TURKIYE
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SZUTEST

Certificate Number: 2195-MED-

Sertifika Numarasi

1230801

Product Specifications:
Urin Detaylan:

2. Tabletop Autoclave / Masaiistii Otoklav

Product Name Models
Urtin Adi Modeller

OT 18 QT 23

Tabletop Autoclave Single Door Tabletop Autoclave OT 32 OT 40 181,23 L,

Masadistit Otoklav Tek Kapili Masa(std Otoklav ADELA 18 ADELA 23 32L,40L

ADELA 32 ADELA 40

3. Washer and Disinfector Device / Yikama ve Dezenfeksiyon Cihazi

Proquct Name Models
Uriin Ads Modeller

Single Door Washer and 2001, 2251,

Disinfector Device
Tek Kapil Yikama ve SMYKD-1 | ELENA-1 WD-1 ADELA-1 ?;%% II-_ ZSggll:

Dezenfeksiyon Cihaz

Under Bench Washer
and Disinfector Device

100L,135L,

i
!‘ Tezgahalt) Yikema ve SMYKD-1 | ELENA-1 | WD-1 | ADELA-1 150 L 175 L
! Washer and Disinfector Dezenfeksiyon Cihazi
; Device
Yikama ve Dezenfeksiyon
Cihazi Dental Washer and

Disinfector Device
Dental Yikama ve SM YKD-1 | ELENA-1 WD-1 ADELA-1 40L,60L

Dezenfeksiyon Cihazi

Double Door Washer

200L, 2251,

o Dlsinfector Device | oy s | erenna | wios ADELA-2 | 230L,250L,

Cift Kapil Yikama ve 360 L, 500L
Dezenfeksiyon Cihazi '

4. Blood Bank Refrigerator / Kan Saklama Dolabi

et e D P UITIE ICHOICe O 23T

Prog'ucr Name Models
Uriin Adi Modeller

150L,250 L, 350 L, 450 L,

B""""Ka fg;}:ﬂgzm‘jf‘“ BB-BSR | SMKSD | ADELA | ELENA 550 L, 650 L. 750 L. 850 L.
950 L, 1050 L, 1250 L

SZUTEST UYGUNLUK DEGERLENDIRME AS.
Tatlisu Mahallesi, Akif inan Sk. No:T Umraniye 34774 iSTANBUL / TURKIYE

Szutest.com.tr



..
SZUTEST

Certificate Number: 2195-MED-1230801

Sertifika Numarasi

Product Specifications:
Urdn Detaylari:

5. Breast Pump / Anne Satd Sagma Pompasi

Product Name Models
Uriin Adi Modeller

Breast Pump
Anne SGtd Sagima Pompas BP1, BP2, BP3, BP4, BP5

6. Oxygen Production and Storage System / Oksijen Uretim ve Depolama Sistemi

Product Name Models
Uriin Adi Modeller

Oxygen Production and Storage 30L,50L,70L,100L, 150 L, 200L, 250L, 300 L,
OXYFRESH 400L, 500 L, 600 L, 750 L, 1000 L, 1250 L, 1500 L,

: System
Oksijen Uretim ve Depolama Sistemi 1800 L, 2400 L

SZUTEST UYGUNLUK DEGERLENDiRME A.S.
Tatlisu Mahallesi, Akif inan Sk. No:1 Umraniye 34774 {STANBUL / TURKIYE
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