ERTIFICATE

7 AT SERTIFIKA

o

Vg ko Annex Il of the Directive 93/42/EEC on Medical 1&5\&5
A 93/42/AT Tibbi Gihaz Yonetmeligi Ek Il ve gore Q)

- Tam Kalite Giivences/

Full Quality Assurance System l\

“Certificate Number: 2195-MED-1230801

Sertifks Numaras

% : Simer Uluslararas: Sanayi ve Ticaret A.S.
retici Bagkent Organize Sanayi Bolgesi Bagkent Bulvan No 81 Malikdy
Sincan/Ankara TURKIYE

Product(s): Products are stated on the following page(s).
Lirtinlet) Uriinler flereyen sayfafiarida belimiimistir

Model(s): Product specifications are stated on the following page(s).
Madel{ler) Ui defayian ledeyen sayfaflarida beliimistic

i % 5 & et )
w2 VA (

Reference Report No: MMO0549-P007-R01, MMO549-P007-R02, MMO548-PD07-R03, MMOS49-PO0R-RO01,
Referans Rapor Mo MMO549-PO0DB-R04, MMODS49-P008-R05

- ey s T
L A

Szulest. Motified Body 2185, declares thai the aforementioned mamutacturer Has mplemented & guallty assurance syslem
gcoording to Annex Il (excluding section 41, Section 3 of the directve B3AZEEC on medical devices. This gualily assurance sysiam
covers thuse aspects of manufacturing concemed with securing and maintainiog sate condiions of the respeclive products) and cantams
¥ 1o the provisions of this Directive. The approved quality system s subject 1o surveillance pursuant fo Annex If, Section 5 of Directive
o7 BATEEC and unannounced Sudits,

! Szutest must be informied of any significant changes in the design andior construction of he producks), For class | devices with
sigrile conditions the quality managemant systam avaliation is restricted to the aspects of manufacture concermed with securing and
mamisining sterie canditions. For class | devices with measuring function the quality management sysiem evaluatian is restricted to the
aspacis of manufacture concamad wilh the conformity of the devices with matralagical requirements

L8|
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2185 kimik numaralt Onaylanmig Kurolig Szulest, yukands beliilen draticing S34ZAT Tibbi Cikaz Yonetmedti EK imacdde 4
farig) madde 3'ine gdre bir kalite ySnatim sistem) iyguisdiding, bu yonetim sisteminm yonatmelidin sedace hahs gecen drinin deatiminia
qlivenith kogullarnr safiams ve devam altirme ks Fgi perekiifklent kargladigin beyen eder. Onayidnan bu kafile pometim sisiem
HIYZAT Tiotd Cinaz Yanetmeldi EK i, Madde S gbre péryodik oiarak gozelime va habersiz saha denatimisning tabidir

Lrelici,  Grdvierialn lasanminds ve yapisinda perpeklestindidl doemll dedisidier Szulezta hidimek rorundadic | Stenl
kondsyondaki simef | drdnier igin kel Sigterm degerendirmes dretirmin steal kandisyonun segianmasi ve kormasila fmitici
Cliiim fonksiyonks sgg ljw Aile yonetim sisferm degerendimmesi Uretimin cihaziarn metrolojik sarises uyumum Sadiamasiyla
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Issue DatelYayn Tarhi: 2012-11-03 TR : RukiyeBALKAN

Revision No./ Revizyon No,. - N ¥ General Manager

Revision Date/ Revizyon Tanihi: . 20 3 X | Geas(MUglr Yardimeisi
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Uriin Detaylan

Product Specifications:

Cortificate Number: 2195-MED-1230801

Sertifikka Numaras:

Product Name

Lirdirs Adi

1, Autoclaves / Otokiaviar

Models ! &
Muodeller

Flywheal Daor
Prismatic Aufoclave
Series
Vialan Kapr Prizmatii

Moklav Serisi

e - - Pl | = T
|  patble Flywhesl Door | | |
| Prismatic Autoclave ) Enl 17
Sarer | swtowe | ELENE | orrcw, | AR | 1L IGE I
| Gt Volan Kapr Frizmatik i
| Diokiaw Sark | 280L. 300 L, 326 L,
Prismatic i e | W ! | | 4D0L 4250 4501,
Asrioolave | | | | A70L, ADD L. 500 L |
Prizmatik Otoklay | - Sfiding Door Prismatic | 5381, 580L. 600L
Autoclave Serfes ELEMNA " ADELA- B2& L. 6T0L, TOOL
d " T2 2 Y
Kayar Kapi Prizmati | S, 2KK Df et 2KK 481 760L BOOL. |

(oklay Sarisi

800 L, 1000 L 1200L

Doubie Sliding Door

STUTEST uvaum UK DESERLENDIRME A5

mranhee JATTA ISTAMILL /

Tacliv

Prismatic Autoclave | 2 |
Series SMICHK | El_é:': OT-2ZCKK | n::-tng'\ |
Gift Kayar Kapt Prizmalik l ' ,:,}
Otklav Seriai | AL |
= | = Et-‘ :
_ | Laboratory Type | &; |
Vertical Autoclave
ey : | E| |
Laborstory Type | | anocanivar Tip Dik EMaD | OT- 3» ﬂi utﬁ
Vertical and ooy | |
Horizontal
Autoclave | iy > — ] 60L. TS LS‘GL.HEL‘
Labaraluvar Tip Laboratary Type |
Dik ve Yatay Horfzontal Autoclave | ; : BDELA- | o
Cokfey Laboratinvar Tip Yatay | add OT-3Y a | ELENA-3Y
—1 Otoklay | |
- —r sl [0 — = = {
Flywheel L‘lﬂor |
l Autoclave with I |
Washing Function _— | ? | ADELA ELEMNA- |
! Series il b ot (BT avK i) | '
Autoclave with | Volan Kapdi Yikamah |
Washing | Otoklay Seqs! . | { ;
Function [ | | | =1 91;1. 1%*&1?5 L.
Yikama | Shiding Door | | | | T o |
Feekalio | Autoclave with | ' . | o5 |
e Washing Function ' | apELA- | ELENAz b ey G
Series l' i T el TP | e -‘r‘ R
Hayar Kapil Yikamal | | [ !
Cckiay. Sevist | |

1 Mgk allsck
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ok e L
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Certificate Number: 2195-MED-1230801

Serifika Numaras:

Product Specifications:

Uriin Detaylari:

2. Tabletop Autoclave / Masalisty D.rakjatf%}

©
ey

qﬁ

N

.ﬁi}

Kan Sakiame Dolat

— ——— —
| Product Name | Models
| Lt Ad | Modellar
L £ = 2 ® ~ il S WA T e |
oF 18 o1 23 |
|
i Tabietop Autociave Single Door Tabletop Autociave ke ol 18L,23L |
istt Tk Kap iFete) MR [ 2 =il
| Masadisti Ooklay Bk Mapd Masadst) Oioklay | ADELA 18 ADELA 28 | 32L 40L |
I |
| ADELA 32 ADELA 40
3. Washer and Disinfector Device / Yikama ve Dezenfeksivon Cikazi I
[ Vi i = i
Produet Name Models |
Chrlan: Ady Modelier
Single Door Washer and | :
Dicinficise Bovice * | [ 2004, 2251,
ir E = e Wl | = | 3
Tk Koo Yikamia va ‘ SMYKD-1 | ELENA=1 | WD ADE LA, zgaiféil.- g%%LL
| Dazenfeksivon Cihaz | :
T o= 1t N [ i
Under Bench Washer | |
and Diginfector Device | : | | i 100 L35 L
Tezgahall Yikema ve S YKD-1 ELENA- W1 ADELAA1 1600 1751
Washaer and Disinfector | Dozenfeksiyon Cihazi |
Device T TS| E— m———m—. | 1 E
Yehama ve Dezenfeksivon | | [ |
itz Dental Washer and \ | |
Disinfoctor Device o R T |
pirgbtstin by SMYKD-1 | ELENA:t ! WO-1 | ADELA1 | 40L,60L
|  Dezenfekziyon Cihan
i i . o= d075
Doubie Door Washer | , o
. W | 2o0L, 2351,
and Disinfectar Device” | oipsnins | genae | woz | aDELA2 | 2301, 2501, |
Cif Kapd Yikama ve | 601 S00L |
Osranfeksivon Cibar | | . |
i s el I | L !
4. Blood Bank Refrigerator / Kan Saklama Dolabr
|
' Product Name
| Ui Adi |
. o e e | _i_ .
’ |
Biood Bank Regrigerator BE-HSR: | SMKSD | ADELA |  ELENA

STUTEST UYGUNLUK DEGERLENDIRME AS.

lriiy Mababos, Al bran 5S4 Mact Umranipe 34T T4 [STARBLR. -'i.'_i.-i..'-.:'-u'|
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Certificate Number: 2195-MED-1230801
Sertifika Ninmarasi

Product Specifications:
Urin Detaylar:

5. Breast Pump / Anne Sitd Sagma Pomgas

' Models
Modelfar

Breast Pump

Anne Siitd Sagma Pompas:! BP1, 8PZ, BP3. BP4 BPS

6. Oxygen Production and Storage System / Oksjen Uretim ve Depolama Sistermi

Product Name Modeis
Uriin Adh Maaetier

Oxygen Produciion and Storage 301,501, 70L. 100 L, 1501, 200 L, 230 L, 300 L,
System DXYFRESH 4p0 L, 500 L, 800 L, 7A0L, 100D L. 1250 L, 1500 L
Dkaiferr Uretir ve Dapolama Sisiemi ‘ 1800 L, 24001

|
i
|
|
t
|
:
{
“
1
!
1.
I=
i
|
|

STUTEST UYGUNLUK DEGERLENDIRME AS.

o hAakabegi. AL baan G Moty Deriraive TATTA ETANSUL f TURKIVE
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CERTIFICATE INFO AMENDMENT
SERTIFIKA BILGI DEGISIKLIGI

According to Article 120(3) of the Regulation (EU) 2017/745 on M i%)avices
(AB) 2017/745 Tibbi Cihaziar Yonetmeligi Madde 120(3) y%

R

Effected Certificate Number(s):  2195-MED-1230801 Y 2B
Etkifenen Sertifika Numarasijlan) *:\*

>

Manufacturer: Stmer Uluslararas: Sanayi ve Ticaret A.S.
Ulratini Bagkent Organize Sanayi Boigesi Baskant Bulvar Ne 81 Malikidy
Sincan/Ankara TURKIYE
Product(s}: 6. Oxygen Production and Storage System
urdn(ler) Oksiien Uretim ve Depolama Sistemi
Model(s): T AL e -
Modei{lar) [
| |
OXYFRESH L S0L T0L, 100L, 750L, 200 L. 7501,
300 L.400 L 500 L 800 L, 7501, 1000 L,
OXY-GEN 1260 L. 1500 L, TRO0L, 2400 L
| :
| — — I S ———— S —
Reference Report No: MMO548-FO12-R01
Referans Rapor No
Definition of the Change: OXY-GEN model has been added to the certificate scope.
Degigikligin Tanmi OXY-GEN modeli sertifikaya eklenmigtir.

SZUTEST, Notfied Body 2185, deciares and the abova maniionsd manufasturer has inftiated an insignificent change acesrding
to Article 120(3) of (ELI) Z017/T45 and MDCG 20203 guidance snd therators T infermation on the afected BIMZEET cenificatels)
has been charped as dascribad above

This dacument is a confirmation for suthorities and cannol be Lsed as other purpases

2185 kimilk numaral Onayianmis Kuralug SZUTEST. yukanda belirtien Graticinin (AR 2017/745 Reglissyony Medde: 120(3)e
va MOCG #020-3 rehber dokumaning gore dnemil oimayan bir degigkil ydrtadanl ve bu cebepls eflenen OI4XAT
sertifika{larhirdaki bigitern yukandaki gibi defigtifin bayan eder

Bu dokiman yetidl atoriiaier i bir onay nifehiBings ciup farki bir amagla killaniamaz

il ot

ukiye BALKAN
Deputy General Manager
Gene! Middr Yardimcis:

SZUTEST UYGUNLUK DEGERLENDIRME A'S.

Makabes AT Ing Hemraoiye 349

TURERYE




EC DECLARATION

2 Simer

Document No Issue Date Revision No Revision Date
TD.OD.ECD. 01 06.04.2020 4 1

C€

EC DECLARATION OF CONFORMITY

Medical Devices Directive 93/42/EEC

Company name . Sumer Uluslararasi Sanayi ve Ticaret A.S
Authorized Person / Title :  Osman CETINEL / General Manager
Headquarters Address :  G.M.K Bulvari 7/9 Kizilay/Ankara TURKEY

Baskent Organize Sanayi Bolgesi, Bagkent Bulvari No:81 Malikdy

Production Address
; Sincan/Ankara TURKEY

Telephone : 03123846173 /0312503 0821
Fax : 03123946195
Web/Mail www.sumerinc.com / sumer@sumeras.com

Olarak, modelleri ve GMDN Kodlar 06.04.2020 ilk Yayin Tarihli TD.OD.TB.02 EK-1 Uriin Model ve GMDN
Kodu Tablosu’nda belirtilen “Medikal Oksijen Uretim ve Depolama Sistemi” cihazimiz igin;

As it is, models and GMDN Codes dated 04/06/2020 Initial Release TD.OD.TB.02 and specified in Annex-1
Product Model GMDN Code Table "Medical Oxygen Production and Storage System" for our device;

Relevant Harmonized Standards

EN ISO 13485: 2016 EN 62366: 2008 EN 15223-1:2016
EN 1041: 2008 EN 60601-1-6: 2010 EN 1SO 14971: 2012
' EN 60601-1: 2006/A1:2013 EN 60601-1-2: 2015 EN 62304: 2006

EN ISO 7396-1:2007/A1:2010 | |
Other Regulations, Legislation and Guidelines

T
Meddev 2.7/1 rev.4: 2016 Meddev 2.12-2 rev.2: 2012 93/42/AT
Meddev 2.12-1 rev.8: 2013 NBOG 2010-1: 2010 2014/68/EU
| EN 13348:2016 EN 286-1:1998+A1:2002+AC:2002

Produced according to harmonized standards and;
Medical Device Directive 93/42/EC Annex Il (Except Article 4)
Full Quality Assurance System
Class llb
(Annex IX of 93/42/EC, Rule 11)

We declare that it complies with its terms.

&P 3T A nkinn awd Panenlting Sarvices Itd Sti. Prepared with Support. Page 1 /2



o= Silmer

Notified Body
Notified Body Address
Notified Body Number

GMDN Code and Description

Certificate No
Certificate Issue Date
Certificate Validity Date
Declaration Date

Place of Declaration
Declaring

Signature

Mhaie A msiems men b im memsnt A e o ca P

Document No
TD.OD.ECD. 01

A

EC DECLARATION

Issue Date Revision No Revision Date

06.04.2020 00

Szutest Uygunluk Degerlendirme A.S.

Tatlisu Mahallesi, Akif Inan Sk. No:1, 34774 Umraniye/istanbul
2195

36271- Medikal Gaz Besleme Sistemi

Acgiklama: Bir kaynaktan tibbi bolumiin gikis ve girislerine basingl
tibbi gaz (oksijen, nitroz oksit, hava) ve vakum kaynagi saglamak
icin tasarlanmig bir sistemdir. Bir sistem bir gaz kaynagi, manifold
birimi, basing diizenleme ve alarm sistemi, boru sistemi, uzak ya
da yerel gostergeler, basing hafifletme vanalari, bélge vanalari ile
duvar ¢ikisi terminal birimlerinden olusabilir. Ayrica

Alarm, bolimlerine bakin.

2195-MED-1230801

2012-11-03

2024-05-26

06.04.2020

Ankara

Osman CETINEL / General Manager
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o~ Silmer

APPENDIX-1 Product Models and GMDN Code Table

Document No.

Release date

Revision Number

Revision date

TD. OD. TB. 02

06.04.2020

01

29.11.2022

Product Brand/Model/Dimension and GMDN Codes Table:

Product name

Product Brand

GMDN Code

GMDN Code Description

Medical Oxygen
Production and Storage
Systems

SUMER OXYFRESH/

OXY-GEN

Product Models (If applicable)

Barcode number

30LT 8698918589797
50 LT 8698918589803
70 LT 8698918589810
100 LT 8698918589827
150 LT 8698918589834
200 LT 8698918589841
250 LT 8698918589858
300 LT 8698918589865
400 LT 8698918589872
500 LT 8698918589889
600 LT 8698918589896
750 LT 8698918589902
1000 LT 8698918589919

36271- Medical Gas

Supply System

It is a system designed to supply pressurized
medical gas (oxygen, nitrous oxide, air) and
vacuum source from a source to the outlets
and inlets of the medical department. A
system may consist of a gas source,
manifold unit, pressure regulation and
alarm system, piping system, remote or
local gauges, pressure relief valves, zone
valves, and wall outlet terminal units. See
also Alarm, sections.

This document Conformed Education and Consulting Services Ltd. Sti. Prepared with Support . Page 1of 2




/™ Qe ; APPENDIX-1 Product Models and GMDN Code Table
== Silmer

Document No. Release date Revision Number Revision date

TD. OD. TB. 02 06.04.2020 01 29.11.2022
1250 LT 8698918589926
1500 LT 8698918589933
1800 LT 8698918589940
2400 LT 8698918589957

Prepared approver
management representative General manager

This document Conformed Education and Consulting Services Ltd. Sti. Prepared with Support . Page 20f 2
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