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: Stimer Uluslararas: Sanayi ve Ticaret A.S.
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.
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

A @ 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.

Olgiim fonksiyoniu simif | Gronfer igin Kalite yonetim sistemi dederlendirmesi dretimin cihaziarn metrolojik sartiara uyumuny saglamastyla
limitlidir.

This EC certificate is valid till 2024-05-26.
Bu AT Sertifikasi 2024-05-26 tarihine kadar gegerlidir.
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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

Digitally signed by Carstocea loan-Razvany
Date: 2022.09.14 15:01:02 EEST

SZUTEST UYGUNLUK DEGERLENDIRME AS.
Tatlisu Mahallesi, Akif inan Sk. No:1 Umraniye 34774 [STANBUL / TURKIYE

Szutest.com.tr



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

Szutest.com.tr
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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
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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

Szutest.com.tr




SZUTEST

CERTIFICATE

Medical Devices Quality Management System
CERTIFICATE NO: 31304402

SUMER ULUSLAR ARASI SAN. VE TiC. A.S.

Baskent Organize Sanayi Bélgesi Baskent Bulvari No:81 Malikdy, Sincan / Ankara TURKIYE

EN ISO 13485:2016

Design, Production, Sales and Service of Central Sterilization Units and Steam
Sterilizers (Autoclaves) , Washing Steam Sterilizer, Tabletop Autoclave, Vertical
Autoclave, Washer and Disinfector Devices, Operating Tables and Orthopedic
Traction Set, Blood-Vaccine-Serum-Kit Storage Cabinets and Heating Cabinets,
Oxygen Production and Storage System and Breast Pumps

Approves that the Medical Devices Quality Management System implemented for above scope.

First Issue Date 13.02.2013 T o @
Issue Date 27.12.2021 kSd et | TURKAK
Expiry Date 26.12.2024

Revision Date/No 27.12.2021/6

The certificate inquiry is made by reading the QR codes by mobile devices, providing necessary information on
http://public.szutest.com.tr or by using BDS Mo on https://tdbs.turkak.org.tr.

SZUTEST UYGUNLUK DEGERLENDIRME A.S.
Tatlisu Mahallesi, Akif inan Sk. No:1 Umraniye 34774 ISTANBUL / TURKIYE

Szutest.com.tr
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Identification Number: 13182 GCEN

to
SUMER ULUSLARARASI SAN. VE TiC. A.S..
MERKEZ: FABRIKA:
GMK Bulvar 7/11 IVOKSAN Matbaacilar Sitesi
06440 , Kizilay - ANKARA / 1514 Sok. No 38-40,
TURKEY 06378 Yenimahalle - ANKARA /
TURKEY
manufacturing

the series of washér disinfectors:

Cleaning and Disinfection Devices
SM-YKD 1 100,135,150,175,200,225,250 (Single Door) &

SM-YKD 2 100,135,150,175,200,225,250(Double Door),
WD 1 100,135,150,175,200,225,250 (Single Door) &
WD 2 100,135,150,175,200,225,250 (Double Door)

It is hereby certified that the above named machine

fulfill the requirements and therefore the type test of EN ISO 15883-1 (2009)
»General requirements, definitions and tests*
and EN ISO 15883-2 (2009)

lassware, etc.“

/

' /.of/shofen, 2013-07-05

rof. Dr. med. H.-P. Wemner

Managing Director
Medical Specialist for Hygiene and Microbiology

v Group




=/~ sumer
ADeLa-0T

series

STEAM STERILIZERS
DATASHEET

EEEEE

(]
SZUTEST 15013485 <s> HYG“C‘:"I"E'I"\i": 7{
ce2195 MY C



abDeLa-0T
SERIES

Technical Document

aADeLA-0T series steam sterilizers are designed and manufactured regarding the manufacturing and product standards.

Medical Device Directive

: MDD 93/42/EEC / 2007/47/EC

Medical Device Class

: Class IIb, MDD 93/42/EEC, 2007/47/EC (Annex IX)

Low Voltage Directive

: 2014/35/EU - EN 61010-2-040 — EN 61010-1
EN 60601-1

EMC Directive

: 2014/30/EU EN 60601-1-2 — EN 61326-1

Pressure Equipments Directive

: PED 2014/68/EU : EN 13445-1, -2, -3, -4, -5

Steam Sterilizer Directive - EN285
Quality Mangement System 1 1SO 9001
Medical Devices Quality Mangement System 1 1SO 13485
Enviromental Management Systems 1 1SO 14001

®Type tests” of Siimer A.S. Steam sterilizers are performed and certified according to the directives of
EN 285 and TS EN 17665-1-2 by The German accreditation company HYGCEN GmbH.

ccccccc

HYGCEN'

General Characteristics

Control System

PLC CPU Microprocessor

Operation Mod

Fully Automatic / Button Command

Screen Type Multi-Color TFT, LCD Touch Screen
Screen Size 7,0" (10,0" optional)
Keypad Touch Screen
Printer 40 Character /Line , Thermal Printer

Remote Control and Communication

RS 232 Port / USB , Ethernet (optional)

Warning Sytem

Visual & Audio & Printed

Data Storage

Up to 200 Cycles

Monitoring

Touch Screen, Anaolgue Gauges for Chamber, Jacket, Generator and Air Pressure (Manometer)

Mobility

4 Easy positioning on 4 swivel castors and firm fixing on legs

Steam Generator

with pneumatic valves

Standard Programs

Safety and Quality

Medical & Surgical Instruments (134°C) ~ 60 min < Protects operator from electrical current leaks
Textile Materials (134°C) ~ 60 min v Short circuit protection.

Rubber Articles (121°C) ~ 80 min < Safety valve

Liquids in Glass Container (121°C) ~ 60 min v Hepa filter for air filtration.

Liguids in Glass Container (125°C) ~ 60 min  Water level control via buoy in generator.

Flash (134°C) ~ 20 min \ Pneumatic Valves for precise exhausting.

Prion (134°C) ~ 90 min \ Leak test.

Bowie & Dick Test (134°C) ~ 45 min \ Password protection.

Vacuum Leak Test ~ 25 min \ Sensors against obstructions on the doors pathway
Customizable Program Capacity 99 \ Doors locks under pressure.

Process times are load-dependent and approximate. They refer to full
process including drying with an average load.

\ Emergency stop button.

\ Unable to open both doors at once double door models.

C€Z SOSZUTEST



abDelLa-0T .
Technical Document

Horizontal loading

The loading and unloading of the boxes are carried out through 2 separate doors, intended for the receiving
area of the non-sterile boxes and sterile area 2 doors

Internal construction, sterilization chamber, generator in stainless steel AlSI 316L
Exterior construction, casing, sides in stainless steel AISI 304

Sterilization chamber: rectangular

Vertical automatic pneumatic door opening system

The sealing of the doors must be ensured by silicone gaskets with the help of the pneumatic and vacuum
system

The door must be designed with a safety system to prevent injury to the user
Sterilization procedure: with internal steam generator

Water level monitoring system in the generator

Internal heaters with separate control and short circuit safety

Equipped with water-based vacuum pump, integrated

Equipped with steam generator filling water pump, integrated

Evaporator for drainage system

Internal stainless steel, pneumatic valves

Pressure equalization in the sterilization chamber ensured by HEPA filter
Overheat safety

Safety door opening system in case of pressure in the sterilization chamber
Autoclave door locking system that prevents the cycle from starting if the door is open
The door remains locked until the end of the sterilization process,

Acoustic, visual alarms

Alarms: power failure, low temperature, sterilization cycle failure

Sterilization time adjustable

Preset sterilization regimes = 5 programs

Sterilization regimes that can be programmed by the user = 10 programs

The device must be equipped with software, electrical and mechanical safety protection in case of faults
Interface and menu language Romanian or Russian

Setting by the user of the desired sterilization regime

Tests supported: vacuum (leakage) test and Bowie-Dick test

Electronic control Microprocessor

Independent electronic pressure sensors "for the generator and the chamber
sterilization"

The device must be equipped with an emergency stop button on the front panel
The outer surface should not heat up

Thermal printer

Process monitoring on the LCD touch screen

Real-time monitoring of the temperature in the sterilization room

chamber pressure (digital)

internal pressure (digital)

pressure generator (digital)

sterilization cycle graphics

Sterilization cycle Positive pressure cycle

Vacuum cycle

Selectable pre and post vacuum

Vacuum drying system

Time setting facilities temperature automatic release of vapors printing the results
Support with shelves compatible for the placement of instruments and cases = 2 supports datable shelves
min. 2 pcs. to each support

Accuracy of sterilization time £ 1 min

Temperature range: 121 -134 degrees C

Temperature accuracy + 2°C

(€8 QYSZUTEST
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SERIES

Technical Document

TECHNICAL DATA SHEET
AMBER VO R) AND D O
DOOR DOUBLE DOOR
MODELS
100 L 150L | 250 L 325L | 425L 580L | 150L 250 L 325L 425 L 580L | 718L 900 L
Height (mm) 390 390 500 500 670 670 390 500 500 670 670 670 670
Width (mm) 390 390 500 500 670 670 390 500 500 670 670 670 670
Depth (mm) 700 1000 1000 1300 1000 1300 1000 1000 1300 1000 1300 1600 2000
STU
Capacity ! 15 L5 2 6 8 15 1,5 2 6 8 10 12
DEVICE DIMENSION
SINGLE DOOR DOUBLE DOOR
MODELS
100 L 150L | 250 L 325L 425 L 580L | 150L 250 L 325L 425 L 580 L 718 L 900 L
Height (mm) 1655 1655 | 1765 1765 1935 1935 1655 1765 1765 1935 1935 1935 1935
Width (mm) 885 885 995 995 1165 1165 885 995 995 1165 1165 1165 1165
Depth (mm) 1125 1325 | 1325 1625 1325 1625 1325 1325 1625 1325 1625 1925 2325
PACKING DIMENSION
SINGLE DOOR DOUBLE DOOR
MODELS
100 L 150 L 250L | 325L 425 L 580 L 150 L 250 L 325L | 425L 580 L 718 L 900 L
Height (mm) 1920 1920 2030 | 2030 2200 2200 1920 2030 2200 | 2200 2200 2200 2200
Width (mm) 1070 1070 1180 | 1180 1350 1350 1070 1180 1180 & 1350 1350 1350 1350
Depth (mm) 1280 1580 1580 | 1880 1580 1880 1580 1580 1880 & 1580 1880 2175 2575
DEVICE WEIGHT
SINGLE DOOR DOUBLE DOOR
MODELS
100 L 150 L 250 L 325L 425 L 580 L 150 L 250 L 325L 425 L 580 L 718 L 900 L
Weight (Kg) 500 600 670 770 850 1000 700 800 900 1050 1200 1450 1680
GENERATOR DIMENSION
SINGLE DOOR DOUBLE DOOR
MODELS
100 L 150 L 250 L 325L 425 L 580 L 150 L 250 L 325L 425 L 580 L 718 L 900 L
Generator Power
(3 Phase/400+ 10VAC) 20 20 30 30 40 40 20 30 30 40 40 60 60
Installation Power (kW) 25 25 35 35 45 45 25 35 35 45 45 65 65
Generator 25 25 50 50 75 75 25 50 50 75 75 100 100
Volume(L)

TRANSPORT TROLLEY DIMENSION

SINGLE DOOR DOUBLE DOOR
MODELS
100 L 150 L 250 L 325L 425L 580 L 150 L 250 L 325L 425L 580 L 718L 900 L
Width (mm) 480 480 590 590 660 660 480 590 590 660 660 660 660
Height (mm) 1000 1000 1100 1100 1100 1100 1000 1100 1100 1100 1100 1100 1100
Depth (mm) 880 1180 1180 1480 1180 1480 1180 1180 1480 1180 1480 1780 1780

LOADING CART DIMENSION

SINGLE DOOR DOUBLE DOOR
MODELS
100 L 150L | 250L 325L 425L 580 L 150 L 250 L 325L | 425L 580L | 718L 900 L
Width (mm) 380 380 490 490 660 660 380 490 490 660 660 | 660 660
Height (mm) 365 365 430 430 530 530 365 430 430 530 530 | 530 530
Depth (mm) 660 960 960 1260 960 1260 960 960 1260 960 1260 | 1560 960
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SERIES

Technical Document

Temperature

Range 115°C - 137°C (Chamber) Test Pressure 3,75 Bar
Measurement PT 100 (DIN A Class) Test Temperature 140 °C
Sensor Position Chamber (1) Working Temperature 134 °C
_ Working Pressure 2,5 Bar

Measurement Pressure Sensores (4)

Chamber (1), Jacket(1),
Generator (1), Gasket(1)

Sensor Position

Generator

Source Pump, Water Ring (2.2kW) Test Temperature 150 °C
Pre-Vacuum Yes Working Temperature 144 °C
Working Pressure 3,5 Bar

Water Level Protection *CRES / AISI 304 SS

Body AISI 304 Stainless Steel
Chamber 6mm, AISI 316L Stainless Steel
Jacket 3mm, AISI 316L Stainless Steel
Door 10mm, AISI 304 Stainless Steel
Panel Cover 1-1,5 mm AISI 304 Stainless Steel
Pipes AISI 304 Stainless Steel

Sandblasting,

Chamber Polishing Electropolishing (Standard)

Drainage
Inclined pipe tobe installed onsite

Water with at least 2 m of length

(Diameter: 2" -3")
Steam Pneumatic valve, software controlled
Air Vacuum Motor (Built-in)

INSTALLATION CONDITIONS: At least 60 cm. space is needed
on both lateral sides of the device to provide an effective
technical service. Exhaust fan or ventilation funnel needs to
be placed above the device for an effective evacuation of
heat.

This document is intended for use of Distributors/Dealers/
Customers of SUMER Inc.

Reproduction in whole or in part by any other party is
prohibited

Specifications are given for reference only and are subject to
change without any previous notice.
Accessory/Product images are for illustrative purposes only !

== sumer

Address : Baskent OSB Baskent Bulvari No:81
Malikéy, Sincan, Ankara/Turkiye

Phone  :+90.312.503 08 21

Fax :+90.312.394 61 95

E-mail :sumer@sumeras.com Web : www.sumerinc.com

* CRES: Anti Corrosive Stainless Steel

Siiiner

SUB.02.-7/16.12.2019
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