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Our Vision

Our vision is to make Eryigit an example among its class on its way to become the first medical device manufacturer
that comes to mind internationally.

Our Mission

Our mission is to enhance the value that we give to environment, society, customers and company staff continuously
with honesty and efficiency.
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Pharmaceutical Autoclave

CUTTING-EDGE

TECHNOLOGY

Environment and Quality Policy

Since its establishment in 1991, the company offers
high quality, advanced technology and reasonable
price. Always committed to leave a cleaner
environment for the future and to take responsibility
for the community has become the main goal of our
company.

Eryigit always adopts "Quality" as a goal, guarantees
that its products are produced at the highest
international standards in order to meet the
continuous demands and expectations and to ensure
customer satisfaction.

Eryigit’s production is entitled with GMP certificate by
establishing the requirements for good manufacturing
practices.

As Turkey's leading medical device manufacturer,
Eryigit Medical Devices has been proudly serving the
healthcare industry for 26 years..

FOR LIFE

Our company holds ISO 9001 and ISO 13485 Quality
Management Systems and holds as well the environmental
awareness and compliance with legal regulations, being also
certified with 1ISO 14001 Environment Management System.
Furthermore, our company is certified with CE1984 for
Medical Devices Directive and CE1783 for the Pressure
Equipment Directive.

As a result of our work, our steam sterilizers have been
crowned with a Medical Test certificate, which we have
received after the tests conducted by the German accredited
company HYGCEN.

The validation tests have been successfully applied to our
steam sterilizers according to TS EN 17665-1 by HYGCEN
and they continue to be applied.

Eryigit Medical Devices Inc., located in Ankara, Ostim

Ivedik O.S.B and its 10.000 m2 factory, are built with strong
and valuable human capital ensuring that its production
continues among the leading institutions of the domestic and
international health sector, industry and research and
development.

WWW.eryigit.com.tr
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“"We Produce in Turkey. Sell to the World...”

More than 50 countries around the World

1500 Hospitals in 81 cities in Turkey

www.eryigit.com.tr
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B vocen “ The type test and validation services of our products are carried out
=
by Hygcen GmbH, the German accredited organization.



Large Capacity Pharmaceutical Sterilizer

Technical Features

Chamber Dimensions

Generator Technical Features

MODEL STR 2000

MODEL STR 2000

Chamber Volume (It) 2000 Generator Power (3 Phase/400 + 100 VAC)
Diameter (mm) - Installation Power ( kW) 70
Width (mm) 1100 Generator Volume (It) 90
Height (mm) 1230

Depth (mm) 1450

External Dimensions Weight

MODEL STR 2000 MODEL STR 2000

Width (mm) 2786 Device (kg) 2800

Height (mm) 2025 Package (kg) 3200

Depth (mm) 1830

Package Dimensions Chamber Capacity
MODEL STR 2000 MODEL STR 2000

Width (mm) 2950 Chamber Volume (It) 2000
Height (mm) 2190 STU Capacity (It) 24

Depth (mm) 2030

Medical Device Directive

:MDD93/42/EEC,2007/47/EC

Medical Device Type

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

Low Voltage Directive

: 2006/95/EC - EN 60601-2-040

Electromagnetic Compatibility Directive

:2004/108/EC EN 60601-1-2

Pressure Vessels Directive

: PED 97/23/EC : EN 13445-1, -2, -3, -4, -5

High Capacity Sterilizer Directive

: TSEN285:2006 + A2:2011

Quality Management System Requirements 1 1SO 9001
Quality Management Systems Requirements — Medical Devices | : ISO 13485
Environment Management Systems — Requirements for 1 1SO 14001
Manual User

Good Manufacture Practices : GMP

Glass Bottles (121°C) :~ 105 min.
Irrigation Plastics (121°C) : ~ 105 min.
Parenteral Plastics (121°C) : ~ 105 min.
Bowie - Dick Test (134°C) :~ 45 min.
Vacuum Leakage Test .~ 25 min.
Number of Programs - 10

www.eryigit.com.tr
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High Quality Standards

ERYIGIT complies with all sterilizers, Medical Device Directive 93/42 / EEC, Pressure Vessel Directive
97/23 | EEC, 2006/95 / EC Low Voltage Directive, 2004/108 / EC Electromagnetic Compatibility Directive,
2011/65 / EC RoHS Directive 2006/42 /| EC Machine Safety Directive, such as the EN285 Steam Sterilizer
standard, is manufactured in strict compliance with the most stringent and detailed world quality and
service standards.

Large Capacity Autoclave of Pharmaceutical

Produced with superior technology and high performance, our products always follow the needs of our
customers.
It can be produced as 1000 It, 2000 It.

=eryigit
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@ The surface panels of the autoclave are made of AISI 304 quality stainless steel

material.

@ The autoclave has a microprocessor control that is programmabile.

«

When the autoclave is requested, it is capable of being fed either from the central steam
system or from the internal generator system.

10 " touch LCD screen.

ENENEN

There is a turbo fan ventilation system which ensures that materials are cooled after
sterilization and the materials are dried out after the process.

«

AISI 316L quality stainless steel material heat exchanger is available.

W

The autoclave boiler is manufactured from AISI 316 quality stainless steel according to PED
97/23 | EEC directive.

Drainage system for wastewater is available.
The autoclave door is sliding door and has a sensor security system.

EN(EN

[«

The Hepa filter, which holds 99.998% of particles larger than 0.3 ym in diameter, is present in
the air entering the chamber.

W

The autoclave has one validation port, one boiler, one glass bottle temperature sensor and
one boiler pressure sensor.

«

Autoclave’s temperature sensor is of type PT100 and its accuracy is + 0,1 ° C.

[«

The pipe on the autoclave is made of AISI 304 quality stainless steel material.
@ Hot water and steam pipes are insulated with vinyl covered cellulose foam.

[« A built-in printer is available.

@ USB or RS232 or RS485 input is available in autoclave.

Emergency Stop Button

Open and Close Button

Printer

Touch LCD Screen <—

www.eryigit.com.tr Pharmaceutical Autoclave
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Our Certificates

TURK STANDARDLARI ENSTlTUHU

CERTIFICATE OF FULL QUALITY
ASSURANCE MODULE
NCLUOWO DESON EXANATION)

ERYIGIT ENDUSTRIYEL MAK. VE TIBBI CiH.
IML. ITH. IHR. INS. Tic. A8,

IVEDIK ORG. SAN. OZANADOLU SAN. SIT. 1463. SOK. NO: 3 OSTiM
ANKARA

ERVIGIT: vadernar
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97/23/EC ~ Pressure Equipment D-recllve

Full Quality Assurance Module — Module H1 (Annex Ill) .

oy conmidering the e cuses of T8 EN 160 9001 2008

Notifed Body Number 7

Examination Kapart Number 222960
Oata { Raason of the Cartiicate evision 0052012 Ro
e Tt Quely mlem meets reUrUAnS of w lechneal reguisions |

o 7 company » suPonend &l CE o

Certificate Number: 1783 - PED - 014
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pp. Diractor Of Olvoeves

THE Product Cortiication Conter
'ANKARA Rov.01 0910872012

TC
TURK PATENT ENSTITUSO

FAYDALI MODEL BELGESI

No: TR 2014 06828 Y

Bu Belge 551 Sayili Patent Haklarmin Korunmas: Hakkinda
Kanun Hukmande Kararname'nin 162 nci maddesi uyannca
12.06.2014 tarihinden itibaren 10 yul sare ile verilmistir.
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TC.
TURK PATENT ENSTITUSO

FAYDALI MODEL BELGESH

No: TR 2014 06828 Y

Bu Belge 551 Sayili Patent Haklariun Korunmas: Hakkinda
Kanun Hokmiinde Kararname'nin 162 nci maddesi uyarinca
12.06.2014 tarihinden itibaren 10 yal sare ile verilmistir,
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eryigit
ERYIGIT ENDUSTRIYEL

TC
TORK PATENT ENSTITUSU

FAYDALI MODEL BELGESH

No: TR 2014 06828 Y

Bu Belge 551 Sayili Patent Haklarmin Korunmas: Hakkinda
Kanun Hikminde Kararname'nin 162 nci maddesi uyarinca

12.06.2014 tarihinden itibaren 10 yul stre ile verilmistir,
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T.C.
TORK PATENT ENSTITUSO

FAYDALI MODEL BELGESI

No: TR 2014 06828 Y

Bu Belge 551 Sayils Patent Haklarnm Korunmas: Hakkinds
Kaaun Hkminde Kararpame'ni 162 oci maddest wyarica

06.2014 taribinden itibaren 10 yul sare ile verilmigtr.
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TORK PATENT ENSTITUSO

FAYDALI MODEL BELGESI

No: TR 2014 06828 Y

Bu Belge 55! Sayil Patent Haklarmin Korunmass Hakkinds
Kanun Hikmande Karsrname'nin 162 oci maddesi uyarinca

12.06.2014 taribinden sibaren 10 yu sare ife verilmistr
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ERYIGIT ENDUSTRIYEL
MAKINE VE YIIBI cINAzLAn IMALAT ITHALAT Iulucn Iusn‘r TICARET AS.

o BN 143 8 3 00

1SO 9001:2008
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: MAKINE VE TIBBI CIHAZLAR IMALAT ITHALAT IHRACAT mwr TICARET A S.
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'DEVICES. BURGERY TABLES AND' 'AITS, SURGERY CEILING LAMPS, GYMECOLOGKC, UROLOGC.
DELIVERY ANO EXAMNATION TABLES. WOSSTTAL STERIZATION STANLESS EGUPENT AN ENT CHAR

ISO 13485:2003
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Enclosure of the Certificate: Page 1/1
Full Quality Assurance System according to

Concornes medica devices:
ame of the product: Si0am Staritaers
Types ; £, STR, STERLTURK
WModels: 75, 75V, MO7S, 447V, 4430V, 44105, 5530, SS10V, 55100, 55335,
S 4130, 64205, 6410, 6100, 413, 41V G130, 7125,
7158, T7ASV, TS0, TTATS, TV, TIATO
Tros vy
Modets: 75, 75V, 1205, 120V, 3605, 160V, 2598, 290V, 2500,
3000 422, 412, 100, 5505, 350,300, 758, 75V, . v v,
5400, 10005, 3000V,
Name of the prosuc: Hydrogen perousde plawms sicnléers
Type: TURSTLRL
Medels: TSP 80, 159 120, TSP 135, TSP 160, 15P 200
e
Modele: G 80, G# 130, GP 135, GP 160, 6 200
Type : TERSTE
Miodels: TSY 150, TSY 225, TSY 200, TSY 2900, T5Y 360

Tpe:
Models: GY 150, GY 225, GY 2908, GY 7900, GY 360

21 Moy 2014, istanbed, Tirkey Wead of Notified Body

6.
TORK PATENT ENSTITOSO.

MARKA TESCIL BELGESI

Marka No 2009 0919 Ticaret

igit

TIBBI CIHAZLAR A.S.

Marks Sahibi (ERYIGIT ENDUSTRIVEL MAKINA VE TIBBI
CIHAZLAR IMALAT ITHALAT IHRACAT INSAAT
TICARET ANONIM s
TORKIYE CUMHURIYETI
Ivedik Osb, 1453.S. N:3 Venimahale ANKARA
£10,11

Kararnameye gore 28/02/2009
07062010 tarihiode teseil edilmistie.

ERYIGIT TIBBi CIHAZLAR A.S.

IVEDI ORGANZE SANAY| BOLGES! 1453 SOKAK NO-3
‘OSTIN - ANKARA - TORKIVE

HASTANE
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ERYIGIT END. MAK. VE TIBBI CiH.
iM. ITH. iHR. iNS. TiC. AS.

IVEDIK ORGAMZE SANAYI BOLGESI $453. SOKAK MO 3 05370
OSTAM - ANKARA - TORRIVE

AYENE
HASTANE STERILIZASYON PASLANMAZ EXIPMANLAR), KBS
KOLTUGU TASARIMI, IMALATI, SATISI VE SERVISI

1SO 14001:2004

‘standartina uygun be safern kurmugius.
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TC.
TURK PATENT ENSTITUSO

MARKA TESCIL BELGESI

MarkaNo © 201371943 - Ticaret

microgen

Marka Sahibi :ERYIGIT ENDOSTRIVEL MAKINA VE
CIMAZLAR IMALAT TTHALAT TRACAT INSAAT
TICARET ANONIM SIRKETI
TORKIYE CUMHURIYETI
Ivedik Osb, 1453. 5. N:3 Yeaimahalie ANKARA

Iyiktedie.

meye ghre 27/U8/2013 tarihinden itibaren ON YIL
Tviaete mriads o edilmiytir.

Sube Madard

6.
TORK PATENT ENSTITOSO.

MARKA TESCIL BELGESI

Marka No 2009 0919 Ticaret

GOLDBERG
-

Marka Sahibi (ERYIGIT ENDUSTRIVEL MAKINA VE TIBBI
CIHAZLAR IMALAT ITHALAT IHRACAT Nsut
TICARET ANONIM SIRKE'
rnmu comHuRlver
1453.5, N:3 Venimahalle ANKARA

Kararnameye ghre 2802/2009
07062010 tarihide teseil edilmistie.

CERTIFICATE

©
ERVIGIT TIBBI CIHAZLARAS.

Cleaning and Disinfection Devices
TEXSTERIL TSY 369 (Double Door)
Brand name GOLDBERG GY 340 (Double Door)
1118 hareby certibed st the 300ve ~amed machne.

HygCen - Centrum fr Hyglene und

18,
TORK PATENT ENSTITOS]

MARKA TESCIL BELGEST

MarkaNo ¢ 2012 8185 - Tiearet

aD

Marka Sabibi :ERYIGIT ENDOSTRIYEL MAKINA VE T1BSBI
THRACAT INSAAT
TICARET ANONIM

cu Tl

fvedik Oub, 1453. 5. N:3 Yenimahalle ANKARA
10,11
om0 e i s s e A s
e . . Vg e 6yt e s
e b et okt et e, At
i o s e i e e 4 e e e
o e e e o ot e et b

Kararnameye giiee 27/06/2012 taribinden itibaren ON YIL milddetie
140672013 taribinde tescil edilmiytir.

. Leel

medizinische Produktsicharhelt

Certificate

for the company
ERYIGIT :m.uuuw-rlulnh Ing. AS.
06370 Yemimatnate ! Avkara  TURKEY
manutacturing
sarios of sterizors (160 Mres (0 840 Mros)
STR 4410V, STR 5510 V, STR 5512 V, STR 6610 V,
STR 6613V, STR 7712 V, STR 7715 V
smuw!.msws.msmz&m-n!.
138, STR 7712 8, STR 7715
muwn.mnnn.munmm-nn.
STR 94130, $TA 712 D, $TR 77180

‘can bo certified that these machines fulill the roquirements and therolors
n-m-—uau 285 (2009)
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