CERTIFICATE

Full Quality Assurance System
Medical Devices Directive 93/42/EEC Annex Il (Excluding Section 4)

Company Name . : Dért A Tip Malzemeleri San. ith. Ihr. Tic. Lid. Sti. ;
Company Address : Balikhisar Mah. Kéyici Serpmeleri No:795/;\ Akyurt ANKARA / TURKEY

Related Directives and Annex  : 93/42/EEC Medical Devices Directive - Annex Il (Excluding Section 4)

Product : - Sterile Polypropylene Mesh - Class b
- Sterile Esu Pencil - Class llib
- Sterile T Drain - Class lla
- Sterile PVC Straight Drain (normal- blue x-ray line) - Class lla
- Sterile Silicone Straight Drain (normal- blue x-ray line) - Class lla
- Sterile PVC Thorax Drain (blue x-ray line ) - Class lla
- Sterile Silicone Thorax Drain (blue x-ray line ) - Class lla
- Sterile Flat Drain (normal/ blue x-ray line) - Class lla
- Sterile PVC Redon Drain (blue x-ray line) - Class lla
- Sterile Sificone Redon Drain (blue x-ay line ) - Class lla
grilexChannel Drain (normal/ blue x-ray line)
i und ) - Class lla

Digitally signed by Cojocaru Vera Prain Suction Set (Yankuer Set) Vacuum/
Date: 2021.09.26 14:43:03 EEST b cuuim - Classs

Reason: MoldSign Signature s \
Location: Moldfva - /3 2 Penrose Drain (blue x-ray line ) - Class lla

- Sterile Silicone Hemovac Drain Set Single/ Double - Class lla
- Sterile PVC Hemovac Drain Set Single / Double - Class lla

- Sterile Esu Pencil Cleaner - Class Is
- Sterile Aspiration Tube - Class Is

- Sterile Passive Chest Drainage Bottle 2000ml - Class Is
- Sterile Bomb Reservoir - Class Is

GMDN 1 44681, 60300, 35118, 35824, 11305, 11301, 35917, 4464

Certificate Number :M.2016.106.7276
Report Number : MD.3334-YB
Initial Assessment Date :31.07.2012
Registration Date :05.12.2016
Recertification Assessment Date : 26.07.2017
Reissue Date :24.10.2017/01
Revision Date /No :09.06.2020/01

Expiry Date :07.08.2022

UDEM hereby declares that the requirements of Annex Il, excluding section 4 of the 93/42/EEC Direcive have been met

for the fisted products. The above named manufocturer has establshed and appled a quallty assurance system, which s

subject to periodic survellonce audits, defined by Annex i, section 5 of the forementioned directive. According to Annex

1, section 4 an EC desigrr-exarmination cerfificate s requied for placing the Class il devices on the rarket, UDEM's responsiolity ,

for class | devices covered by the EC cerfificate s imited to manufactuing ssues related to safeguarding and maintaining

sterle conditions, f the device & sterle; and manufactuing issuss reloted to product's conformily with metrological requirements,

if it has measurement function, This cerfificate remains as the property of UDEM Infemational Certification Auditing Training

Cenire Industry and Trade inc. Co. fo whom it must be refumed upon request, The above named company and UDEM

must keep a copy of this cerdificate for 5 years from the regisiration of the certificate. Usage of the CE mark is under the
of the manufacturer with the completion of EC Declaration of Conforrmily. The above rmentioned company

must notify all changes related with the approved product fo UDEM. F UDEM wil not renew the validity of this certificate

in question, the mentioned company should stop plocing the product on the market, The validity of the

certificate can be checked through www.udem.com.ir.

Address: Mutiukent Mahallesi 2073 Sokak (Eski 93 Sokak) No:10 Cankaya - Ankara - TURKEY
Phone: +90 0312 443 03 90 Fax: +900312 4430374
E-mail: info@udemlid.com.tr www.udem.com.ir

s

and Trade Inc. Co.
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CERTIFICATE

kiwa

AT Sertifikasi
Uretim Kalite Giivence Sistemi

Tibbi Cihaz Yonetmeligi 93/42/AT Ek-V

Sertifika Numarasi: 1984-MDD-18-508
Asagida bahsi gecen kurulusun iiretim kalite glivence sistemine ait incelemesinin,

tibbi cihazlara dair 93/42/AT yonetmeligi Ek-V gereksinimlerine gére yapildigini
beyan ederiz. Uretim kalite giivence sisteminin yukarnida bahsi gecen
yonetmeligin ilgili kosullarina uygunlugunu tasdik ederiz.

Kurulus:

CEREN URETIM PLASTiK URUNLERI
SANAYi VE TICARET ANONIM SiRKETi

Zafer Mah. 143 Sok. No.8a- 8/3 Esenyurt, istanbul, Tiirkiye

Uriinler: Tek Kullanimlik Steril ve Steril Olmayan Anastezi ve Drenaj Uriinleri

Uriinler, sertifikanin bir pargasi olan ekte tanimlanmis olup, ek iki sayfadan
olusmaktadir. Sertifika son kullanma tarihine kadar gegerli olup periyodik gozetim
denetimlerinin bagar ile tamamlanmasina tabidir. Detaylar igin lutfen Kiwa
Belgelendirme Hizmetleri'ne basvurunuz.

Rapor No: M.4428.06
ilk Yayim Tarihi: 24 Nisan 2018
Son Yayim Tarihi: 03 Eylil 2020

Revizyon Numarasi: 02

Son Gegerlilik Tarihi: 27 Mayis 2024

Kiwa Belgelendirme Hizmetleri A.S., bu sertifika kapsamindaki Sinif Im drlinler
cihazlar i¢in Tibbi Cihaz Yonetmeligi Ek V'e uygun olarak metrolojik sartlara sahip
cihazlarin uygunlugu ile ilgili Gretim yonleri ve Sinif Is cihazlar igin steril sartlarin
glivence altina alinmasi ve muhafaza edilmesi ile ilgili tiretim yonleriyle ile sinirl
olan kalite sistemini denetlemis ve kalite sisteminin Tibbi Cihaz Yonetmeligi Ek
V'deki uygulanabilir sartlari karsiladigini tespit etmistir.

a@wﬂ

Muhtesem Goékhan Yiicel
03 Eyliil 2020, istanbul, Tiirkiye Onaylanmis Kurulus Baskani

Kiwa Belgelendirme Hizmetleri A.S.

iITOSB 9. Cad. No:15 Tepedren, Tuzla, Istanbul, Tirkiye
Tel.: 490 216 593 25 75 , Faks: +90 216 593 25 74
Web: www.kiwa.com.tr , e-posta: posta@kiwa.com
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CERTIFICATE |

kiwa

AT Sertifikasi Eki: Sayfa 1/2
Uretim Kalite Giivence Sistemi

Tibbi Cihaz Yonetmeligi 93/42/AT Ek-V

Sertifika No: 1984-MDD-18-508, Revizyon Numarasi:02

Illgili tibbi cihazlar;

Uriin: Nazal Oksijen Kandili
Model Numarasi: A-2030 2006, P-2030 2007, 1-2030 2018

Uriin: Oksijen Maskesi
Model Numarasi: A-2030 2003, P-2030 2004, 1-2030 2005

Uriin: Rezervuarh Oksijen Maskesi
Model Numarasi: A-2030 2011, P-2030 2012

Uriin: Steril ve Steril Olmayan Oksijen baglanti Hortumu
Model Numarasi: $2020 2070, NS2020 2070

Uriin: Nebulizer Set
Model Numarasi: A-2030 2008, A-2030 2013, P-2030 2009, P-2030 2014, 1-2030
2010

Uriin: Agizlikh Nebulizer Set
Model Numarasi: 2030 2019, 2030 2020

Uriin: Steril Vajinal Spekulum
Model Numarasi: $2060 111, S2060 112, S2060 113

Uriin: Steril Aspirasyon Seti
Model Numarasi: 52050 211, S2050 212, S2050 214, S2050 215

Uriin: Steril Kamera Kilifi
Model Numarasi: S2016 020

MQJM,W

Muhtegem Gdékhan Yiicel
03 Eyliil 2020, istanbul, Tiirkiye Onaylanmis Kurulus Baskani

Kiwa Belgelendirme Hizmetleri A.S.

ITOSB 9. Cad. No:15 Tepetren, Tuzla, Istanbul, Tirkiye
Tel.: +90 216 593 25 75, Faks: +90 216 593 25 74
Web: www kiwa.com.tr , e-posta; posta@kiwa.com



CERTIFICATE

kiwa

AT Sertifikasi Eki: Sayfa 2/2
Uretim Kalite Giivence Sistemi

Tibbi Cihaz Yonetmeligi 93/42/AT Ek-V
Sertifika No: 1984-MDD-18-508, Revizyon Numarasi: 02

ilgili tibbi cihazlar;

Uriin: Steril Aspirasyon Hortumu
Model Numarasi: S2050 222, S2050 223, S2050 224, S2050 225

Uriin: Steril Gégiis Drenaj Seti
Model Numarasi: S2014 305, S2014 304

Uriin: Steril idrar Torbasi - Pediatrik
Model Numarasi: $2010 2012, $2010 2011

Uriin: Steril Smear Firgasi
Model Numarasi: $2013 304, S2013 305

Uriin: Atomizer Chamber
Model Numarasi: S-2030-2060, M-2030-2061, L-2030-2062

Uriin: Steril Olmayan Kusmuk Torbasi
Model Numarasi: 2016 010

Uriin: Steril Olmayan Suni Solunum Cihaz
Model Numarasi: ALS 2030 2070, AMS 2030 2071, ASS 2030 2072, AL 2030 2070,
AM 2030 2071, AS 2030 2072

Kiwa Belgelendirme Hizmetleri A.S. Tibbi Cihaz Yénetmeligi 93/42/AT altinda bir
onaylanmis kurulus olup kimlik numarasi 1984’tir.

uu@m,)

Muhtesem Gokhan Yiicel
03 Eyliil 2020, istanbul, Tiirkiye Onaylanmis Kurulus Bagkani

Kiwa Belgelendirme Hizmetleri A.S.

ITOSB 9. Cad. No:15 Tepedren, Tuzla, Istanbul, Tirkiye
Tel.: +90 216 593 25 75 , Faks: +30 216 593 25 74
Web: www kiwa.com.tr , e-posta: posta@kiwa.com



CERTIFICATE

kiwa

EC Certificate
Production Quality Assurance System according to
Medical Devices Directive 93/42/EEC Annex-V

Certificate Number: 1984-MDD-18-508
We hereby declare that an examination has been carried out following the
requirements of the national legislation to which the undersigned is subject,
transposing Annex-V of the Directive 93/42/EEC on medical devices. We certify
that the production quality system conforms with the relevant provisions of the
aforementioned legislation.
Organization:

CEREN URETiM PLASTiIK URUNLERI
SANAYi VE TICARET ANONiM SIRKETi

Zafer Mah. 143 Sok. No.8a- 8/3 Esenyurt, Istanbul, Turkey

Products: Disposable Sterile and Non-Sterile Anaesthesia and Drainage Products

The products defined at the enclosure which is the part of this certificate and
contains two page. The certificate is valid till expiration date, subject to successful
completion of periodical surveillance audits. Please contact Kiwa for details.

Report Number: M.4428.06

Date of first issue: 24 April 2018

Date of last issue: 03 September 2020

Revision Number: 02

Expiry Date: 27 May 2024

Kiwa Belgelendirme Hizmetleri A.S. has audited the quality system restricted to the
aspects of manufacture concerned with the conformity of the devices with
metrological requirements for Class Im devices and with securing and maintaining
sterile conditions in accordance with MDD Annex V for Class Is devices covered by
this certificate and found that the quality system meets the applicable

requirements in MDD Annex V.

Muhtesem Gokhan Yiicel
03 September 2020, Istanbul, Turkey Head of Notified Body

Kiwa Belgelendirme Hizmetleri A.S.

ITOSB 9. Cad. No:15 Tepetren, Tuzla, Istanbul, Turkey
Tel.: +90 216 593 2575 , Fax: +90 216 593 25 74
Web: www.kiwa.comn.tr , e-mail: posta@kiwa.com



CERTIFICATE

kiwa

Enclosure of the EC Certificate: Page 1/2
Production Quality Assurance System according to

Medical Devices Directive 93/42/EEC Annex-V

Certificate Number: 1984-MDD-18-508, Revision Number: 02

Concerned medical devices;

Product: Nasal Oxygen Cannula
Model Number: A-2030 2006, P-2030 2007, 1-2030 2018

Product: Oxygen Mask
Model Number: A-2030 2003, P-2030 2004, 1-2030 2005

Product: Oxygen Mask With Reservoir
Model Number: A-2030 2011, P-2030 2012

Product: Sterile and Non-Sterile Oxygen Connection Line
Model Number: S2020 2070, NS2020 2070

Product: Nebulizer Set
Model Number: A-2030 2008, A-2030 2013, P-2030 2009, P-2030 2014, 1-2030
2010

Product: Nebulizer Set with Mouthpiece
Model Number: 2030 2019, 2030 2020

Product: Sterile Vaginal Speculum
Model Number: 5$2060 111, 52060 112, S2060 113

Product: Sterile Suction Kit
Model Number: S2050 211, S2050 212, S2050 214, S2050 215

Product: Sterile Camera Cover
Model Number: S2016 020

uu@o,w,j

Muhtesem Gokhan Yiicel
03 September 2020, Istanbul, Turkey Head of Notified Body

Kiwa Belgelendirme Hizmetleri A.S.

ITOSB 9. Cad. No:15 Tepetren, Tuzla, Istanbul, Turkey
Tel.: +90 216 593 25 75 , Fax: +90 216 593 25 74

Web: www.kiwa.com.tr , e-mail: posta@kiwa.com



CERTIFICATE

kiwa

Enclosure of the EC Certificate: Page 2/2
Production Quality Assurance System according to

Medical Devices Directive 93/42/EEC Annex-V

Certificate Number: 1984-MDD-18-508, Revision Number: 02

Concerned medical devices;

Product: Sterile Suction Tube
Model Number: S2050 222, S2050 223, S2050 224, S2050 225

Product: Sterile Thorax Drainage Set
Model Number: $2014 305, S2014 304

Product: Sterile Urine Bag - Pediatric
Model Number: $2010 2012, S2010 2011

Product: Sterile Smear Brush
Model Number: S2013 304, S2013 305

Product: Atomizer Chamber
Model Number: S-2030-2060, M-2030-2061, L-2030-2062

Product: Non-Sterile Vomit Bag
Model Number: 2016 010

Product: Non Sterile Artificial Respirator
Model Number: ALS 2030 2070, AMS 2030 2071, ASS 2030 2072, AL 2030 2070,
AM 2030 2071, AS 2030 2072

Kiwa Belgelendirme Hizmetleri A.S. is Notified Body under Council Directive
93/42/EEC concerning medical devices with identification number: 1984

a@m,)

Muhtesem Gokhan Yiicel
03 September 2020, Istanbul, Turkey Head of Notified Body

Kiwa Belgelendirme Hizmetleri A.S.

ITOSB 9. Cad. No:15 Tepedren, Tuzla, Istanbul, Turkey
Tel.: +90 216 593 25 75 , Fax: +90 216 593 25 74

Web: www.kiwa.com.tr , e-mail: posta@kiwa.com



EG-Zertifikat / EC-Certificate

gem. 93/42/EWG Anhang Il ohne (4) | acc. 93/42/EEC Annex Il without (4)

Hiermit wird bescheinigt, dass die Firma / This certifies, that the company

Bigakcilar Tibbi Cihazlar Sanayi ve Ticaret A.S.

Osmangazi Mahallesi, Gazi Caddesi No: 21,
Esenyurt 34522 Istanbul
Tiirkiye

fur die Produkte / die Kategorie: Liste der Produkte siehe Anlage 1
for the products / product category: List of products see annex 1

Medizinische Einmalartikel und Absauggerate
Disposable medical devices and devices for aspiration and vacuum extraction

ein Qualitatssicherungssystem fiir die Auslegung, die Fertigung und die Endkontrolle der genannten Produkte nach Malgabe
des Anhang Il (ohne Abschnitt 4) der Richtlinie 93/42/EWG anwendet. Zusétzlich zur CE-Kennzeichnung muss die Kennummer
der Benannten Stelle angebracht werden. Die Gltigkeit dieses Zertifikats beruht auf der Aufrechterhaltung des Qualitéts-
sicherungssystems in Ubereinstimmung mit den Anforderungen der Richtlinie und seiner Uberwachung durch die Benannte
Stelle gem. Anhang |l Abschnitt 5. Das Zertifikat ist unter keinen Umsténden Obertragbar.

has established a quality system for design, production and final testing acc. to the requirements of Annex Il (without section 4)
of the directive 93/42/EEC. Additional to the CE-marking the notification number of the Notified Body has to be affixed. The
validity of this certificate is based on the maintenance of the quality system in accordance with the requirements of the directive
and its surveillance by the Notified Body according Annex Il section 5. The certificate may not be transferred under any
circumstances.

Reg.-Nr. / Reg.-No. 04 232 980886 Giiltigkeit / Validity
Bericht Nr. / Report No. 3524 7139 von [/ from 2020-04-16
3526 6208 bis / until 2023-09-16
W 7 3526 6290 Edition 8
(%
Zertifizierungsstelle fir Medizinprodukte Essen, 2020-04-16

Certification body for medical devices

TUV NORD CERT GmbH Langemarckstralle 20 45141 Essen  www.tuev-nord-cert.de = medical@tuev-nord.de

Benannte Stelle Kenn-Nr. 0044 / Notified Body ID. No. 0044
*ﬁ*‘ﬁ’* Benannt durch/Designatad by

Zenlralstelle der Lander 2

?g.__é ﬁ% fir Gesundheitsschutz g‘
= 3

bel Arzneimitteln und =
Medizinproduklen %

H ok +* #% 716-8S-236.10.16



Anlage 1, Blatt 1 von 6
Annex 1, page 1 of 6

Reg.-Nr./ Reg. No. 04 232 980886

Produkte der Klasse llb
Products of class IIb

Pressure Monitoring Set
Leukocyte Filter Set
Gamma Leukocyte Filter Set

Produkte der Klasse lla
Products of class lla

Thoracenthesis Set
Thoracic Catheter

Arterial Needle
Endotracheal Tube
Reinforced Endotracheal Tube
RAE Endotracheal Tube
Nasogastric Catheter
Stomach Catheter

Feeding Catheter

Manifold / Manifold Pressure
Three-Way Stopcock

Bericht Nr. / Report No. 3524 7139
3526 6208

=

Zertifizierungsstelle fiir Medizinprodukte
Certification body for medical devices

TUV NORD CERT GmbH Langemarckstrafte 20 45141 Essen

Benannte Stelle Kenn-Nr. 0044 / Notified Body ID. No. 0044

Benannt durch/Dasignated by

 alalad’

#

* ELE
* n
Vo

Zentralstelle der Lander
far Gesundheitsschutz
bei Arzneimitteln und
Medizinproduklen

ZLG-BS-236.10.1

o www.zlg.de

ANLAGE/ANNEX

Giiltigkeit / Validity
von / from 2020-04-20
Edition 15

Essen, 2020-04-20

medical@tuev-nord.de

www.tuev-nord-cert.de



Anlage 1, Blatt 2 von 6
Annex 1, page 2 of 6

Reg.-Nr./ Reg. No. 04 232 980886

Produkte der Klasse lla
Products of class lla

Tourniquet Set

IV Cannula

Suction Catheter
Microaggregate Filter Set (Blood Filter Set)
Soft Drain

Oxygen Catheter

Nasal Oxygen Cannula
Oxygen Connecting Tube
Tracheostomy Tube
Extracorporeal PVC Tubing
Extracorporeal Tubing Set
Quick Prime Set
Cardioplegia Set

Wound Drainage Set
Infusion Pump Set
Yankauer Suction Set
Suction Connecting Tube
Surgical Braided Tape
Nelaton Catheter

Tiemann Catheter

Bericht Nr. / Report No. 3524 7139
3526 6208

W =

Zertifizierungsstelle fir Medizinprodukte
Certification body for medical devices

45141 Essen

TUV NORD CERT GmbH Langemarckstrafie 20

Benannte Stelle Kenn-Nr. 0044 / Notified Body ID. No. 0044

1}{1’3‘( ff"zfr‘#r Benannt durch/Designated by
g Yr  Zenlralstelle der Lander

'ﬁ' !._ * fiir Gesundheitsschutz
'ﬁ{ F— — 12? bei Arznaimitteln und

Medizinproduklen
LT

o www.Zlg.de

ZLG-BS-236.10.1

ANLAGE/ANNEX

Gliltigkeit / Validity
von [/ from 2020-04-20
Edition 15

Essen, 2020-04-20

www.tuev-nord-cert.de

medical@tuev-nord.de



Anlage 1, Blatt 3 von 6
Annex 1, page 3 of 6

Reg.-Nr. | Reg. No. 04 232 980886

Produkte der Klasse lla
Products of class lla

Hydrophilic coated uretheral Catheter
IV Filter Set
Aspirators

Blood Transfusion Set
Rectal Catheter
Umbilical Catheter
Angiographic Kit
B-Soft Kit

Aortic Punch

Gas Sampling Line
External Drainage Set
Vent Catheter

Vessel Cannula

Bericht Nr. / Report No. 3524 7139
3526 6208

f.H ‘k 3526 6290

Zertifizierungsstelle fiir Medizinprodukte
Certification body for medical devices

TUV NORD CERT GmbH Langemarckstraiie 20 45141 Essen

Benannte Stelle Kenn-Nr. 0044 / Notified Body ID. No. 0044

)ﬁ' 'j;\' ‘iﬁ'ﬂ{ﬁ Benannt durch/Designated by

‘h * Zeniralstelle der Lander
| i W lir Gesundheitsschulz 2

* = * bei Arzneimitteln und 3
‘ﬁ’ ‘k Medizinprodukten §

e * #% 216-8S-236.10.16

o.de

ANLAGE/ANNEX

Giiltigkeit / Validity
von / from 2020-04-20
Edition 15

Essen, 2020-04-20

www.tuev-nord-cert.de  medical@tuev-nord.de



ANLAGE/ANNEX

Anlage 1, Blatt 4 von 6
Annex 1, page 4 of 6

Reg.-Nr./ Reg. No. 04 232 980886

Produkte der Klasse Is (steril)
Products of class Is (sterile)

Urine Collection Bag

Pleural Drainage Set

Central Venous Pressure Set
Guedel Airway

Spigot

Extension Lines

Kapkon Connector

Straight Connector

Straight Luer Connector

Y Connector

Y Luer Connector

Stopper

Instopper

Umbilical Cord Clamp

T.U.R. Set / Arthroscopy set
Transfer Set

Intravenous Infusion Sets
Intravenous Infusion Sets / Flowmeter
Intravenous Infusion Sets / Burette

Bericht Nr. / Report No. 3524 7139 Gilltigkeit / Validity
3526 6208 von / from 2020-04-20
ry 7 3526 6290 Edition 15
. ?
Zertifizierungsstelle fir Medizinprodukte Essen, 2020-04-20

Certification body for medical devices

TUV NORD CERT GmbH Langemarckstralie 20 45141 Essen www.tuev-nord-cert.de  medical@tuev-nord.de

Benannte Stelle Kenn-Nr. 0044 / Notified Body ID. No. 0044

‘é{ﬁ ﬁ*ﬁ' Benannt durch/Designated by

Yr  Zentalstelle der Lander 3

EZH fur Gesundheitsschulz 2

¢ == * bei Arzneimitteln und 3
‘i’-r Medizinproduklen %

s ﬁﬁ* ZLG-BS-236.10.16



Anlage 1, Blatt 5 von 6
Annex 1, page 5 of 6

Reg.-Nr./ Reg. No. 04 232 980886

Produkte der Klasse Is (steril)
Products of class Is (sterile)

B-Safe

Intubation Stylet

Combi Stopper

Urimeter

Thoracic Drainage Set

Vaginal Specula

ENEMA Set

I.V. Infusion Set w/B-Flow Flow Regulator
Control Syringe

Meconium Aspiration Connector

ANLAGE/ANNEX

Anmerkung: Fur Produkte der Klasse | steril beschrénkt sich das Zertifizierungsverfahren auf die Aspekte der Herstellungs-
schritte in Zusammenhang mit der Sterilisation und der Aufrechterhaltung der Sterilitat.
Note: For products of class [ sterile the certification process is restricted to the aspects of manufacture concerned

with securing and maintaining sterile conditions.

Bericht Nr. / Report No. 3524 7139
3526 6208

fy ‘k 3526 6290

Zertifizierungsstelle flir Medizinprodukte
Certification body for medical devices

TUV NORD CERT GmbH Langemarckstralle 20 45141 Essen

Benannte Stelle Kenn-Nr. 0044 / Notified Body ID. No. 0044

ﬁ*ﬁ( *ﬁ* Benannt durch/Designated by

¥ Y Zentralstelle der Landar

* |4 | * fiir Gesundheitsschulz
—_—= bai Arznaimitteln und

'ﬁ ‘f-{ Medizinproduklen

,grt‘r* 2LG-BS-236.10.1

o www.zlg.de

Giiltigkeit / Validity
von / from 2020-04-20
Edition 15

Essen, 2020-04-20

www.tuev-nord-cert.de

medical@tuev-nord.de



ANLAGE/ANNEX

Anlage 1, Blatt 6 von 6
Annex 1, page 6 of 6

Reg.-Nr./ Reg. No. 04 232 980886

Produkte der Klasse Im (mit Messfunktion)
Products of class Im (with measuring function)

Urimeter

C.V.P. Set

Pleural Drainage Set
Volumetric Exerciser (B-Spiro)
Infusion Set w/Burette
Thoracic Drainage Set

Anmerkung: Fir Produkte der Klasse | mit Messfunktion beschrankt sich das Zertifizierungsverfahren auf die
Herstellungsschritte in Zusammenhang mit der Konformitét der Produkte mit den messtechnischen
Anforderungen.

Note: For products of class | with measuring functions the certification process is restricted to the aspects of
manufacture concerned with the conformity of the devices with metrological requirements.

Bericht Nr. / Report No. 3524 7139 Gultigkeit / Validity
3526 6208 von / from 2020-04-20
Edition 15

! l ’ 3526 6290
;

Zertifizierungsstelle fir Medizinprodukte Essen, 2020-04-20
Certification body for medical devices

TUV NORD CERT GmbH Langemarckstrafie 20 45141 Essen www.tuev-nord-cert.de  medical@tuev-nord.de

Benannte Stelle Kenn-Nr. 0044 / Notified Body ID. No. 0044

‘ﬁ'{(ﬁ'* Benannt durch/Designated by

Zenlralstelle der Lander 3

* fur Gesundheitsschutz &

== bei Arznaimitteln und ;
“ﬁ' Medizinproduklen 2
6

7*“‘;*: ﬁﬁ* ZLG-BS-236.10.1



CERTIFICATE

kiwa

EC Certificate
Full Quality Assurance System according to

Medical Devices Directive 93/42/EEC Annex-Il Section 3

Certificate Number: 1984-MDD-10-075
We hereby declare that an examination of the under mentioned full quality assurance
system has been carried out following the requirements of the national legislation to
which the undersigned is subjected, transposing annex Il (with the exemption of section
4) of the Directive 93/42/EEC on medical devices. We certify that the full quality
assurance system conforms with the relevant provisions of the aforementioned
directive.

Organization:

METKO MEDIKAL VE TIBBi CIHAZLAR
DIS TiCARET LIMITED SiRKETI

ivedik OSB Agag isleri San. Sitesi 1354. Cadde 1358. Sokak No:9 06378
Yenimahalle, Ankara, Turkey

Products: Sterile and Non-Sterile Pulse Oximetry (SpO2) Sensors and Medical
Temperature Probes, Sterile Disposable Pressure Transducer

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

Report Number: M.3393.10

Date of first issue: 23 December 2010

Date of last issue: 16 April 2019

Revision Number: 09
Expiry Date: 20 November 2020

Kiwa Certification Services Inc. is Notified Body under Council Directive
93/42/EEC concerning medical devices with identification number: 1984

MQJJMﬂ

16 April 2019, Istanbul, Turkey Head of Notified Body

Kiwa Certification Services Inc.

- ITOSB 9. Cad. No:15 Tepebtren, Tuzla, Istanbul, Turkey
- Tel.: +80 216 593 25 75, Fax: +90 216 593 25 74

Web: www.kiwa.com.tr , e-mail: posta@kiwa.com.tr



SERTIFIKA

Uretim Kalite GUvence
93/42/AT Tibbi Cihaz Direktifi Ek V

Firma Adi : Honnes Sadlik ve EnduUstriyel Urlnleri A.S.

Firma Adresi : Cumhuriyet Mah. Karayel Sokak No:14 Cayirova KOCAELI / TURKIYE

ligill Ydnetmelikler ve Ekler 1 93/42/AT Tibbl Cihazlar Yénetmelidi - Ek V

UrGnler : Steril Hazr Pansuman Orti(Nonwoven polilretan) - Sinif Is
Steril G&z Pedi - Sinif Is
Steril Hemostatik Basi Bandi - Sinif Is

Steril Kateter Sabitleme Bandi - Sinif Is
- Nonwoven, seffaf

- Politretan nonwoven pedli

- Seffaf pedii

- PoliGretan pedii

GMDN 134864, 11661

Sertifika Numarasi :M.2018.106.9658
Rapor Numaras! : MD.3508.YB

Ik Belgelendirme Denetfimi :19.01.2016

Tescil Tarihi :10.05.2018
Yeniden Belgelendirme Denetimi :05.12.2018
Yeniden Belgelendirme Tarihi/No 1 27.02.2019/01
Revizyon Tarihi/No -

Gegerlilik Tarihi : 07.02.2024

UDEM, Listeli Orinlerin 93/42/AT direklifi Ek V, gerekiiiklerinin kargiadigim beyon eder, Yukanda ad gger,:en Orelici Kalite

Glivence Sisterni uyguladi@in ve Bk v madde 4'e gére pervodik géretim denetimler ile streklligini sogloyocogin be{m
eder. Belge kapsaminda yer alan sinif | Drnler ile figili UDEMin sorumiulugiu Grin steril ise, 5!en§<url{onn glvence alfina
alinmas ve sdrdlrGimesi ile iI%ili‘ imalat konulan; &lctm fonksivoniu ise, Grinlerin metrolojik gereklere uygunluduyla iigil
imatat konulan ile sinridir. Bu belgenin milkivet hcikl UDEM Uluslararas Belgelendime Denetim Editir Son. Ve Tic. A5,
;Fre aitfir ve istenilciginge lade edimelidir, Yukanda ad gegen fima ve UDEM bu belgenin bir kopyasini Tescl tarihinden
ftibaren 5 v sire lle muhalaza etmelidir. CE Morkalarnanin kullanimi Oretici beyan ile firrna Sorumiulugundadin. Adh gegen
firma onayvianmig Crin ile igil bitin degiskliklen UDEM'e bildmek zorundads. UDEM bu belgenin geg eriigini yerlemezse
adi gecen firma $8z konusu Urindn piyasaya araine durduracoktin. Belgenin gecediliging www.udem.com.ir intemet
saylasindan kontrol edebilirsiniz,

Adres: Mutlukent Mahallesi 2073 Sokak (Eski 93 Sokak) No:10 Cankaya — Ankara - TURKIYE
Tel: +90 312 44303 90 Faks: +90 312 4430376
E-posta: info@udemitd.com.ir www.udem.com.ir




CERTIFICATE

Production Quality Assurance
Medical Devices Directive 93/42/EEC Annex V

Company Name : Honnes Saglik ve EndUstriyel UrOnleri A.S.

Company Address : Cumhuriyet Mah. Karayel Sokak No:14 Cayirova KOCAELI / TURKEY

Related Directives and Annex  : 93/42/EEC Medical Devices Directive - Annex V

. Product : Sterile Ready To Use Wound Dressing (Nonwoven Polyurethane) - Class
Sterile Eye Pad - Class Is
Sterile Haemostatic Pressure Band - Class Is

Steril Catherer Fixation Band - Class Is
- Nenwoven, Transparent

- Polyurethane Nonwaven With Pad

- Transparent With Pad

- Polyurethane With Pad

GMDN : 34864, 11661

Certificate Number : M.2018.106.92658
Report Number : MD.3508.YB
Initial Assessment Date :19.01.2016
Registration Date :10.05.2018
Recertification Assessment Date : 05.12.2018
Reissue Date / No 1 27.02.2019/01
Revision Date /No -

Expiry Date :07.02.2024

UDEM hereby dedlares that the requirements of Annex V of the direclive 93/42/EEC have been met for the
isted products. The above named manufaciurer has established and opplies o qudiity asurance systern, which
i subject to perodc sunvallance audits, defined by Annex V, section 4 of the aforementioned direclive. UDEM's
;??msebﬂh‘y for closs | devices covered by the EC serfificate is limited to manufactuing issues related 1o
ing and mdntonng sterile condifions, If the dev.ce is sterle; and manufac issues relafed fo
t's conformity with metrological requirements. If it has measurement funiction. This cerfificate remains os
1r'e property of UDEM rmemcﬂ Cerﬂficcilon Audiing Training Cenire Industry and Trade Inc. Co. lowhom -
it must be refumed upon requ doove named company and UDEM must keep a copy of ihis cerfificale
for 5 years from the reg|strcmm or the cerlificate. Usage of the CE mark s under the responsibiity of the
manufaciurer with the completion of EC Declaration of Conformity. The above mentioned company must
oe%vdldwmgesrﬁm‘adwnh the oved product fo UDEM. If UDEM will not renew the date of this
fe in question, fhe mentioned cormpany shouid stcp pic.clng the product en fhe maket. The valicity
of the certificate can be checked trrougw www.udem.

Addrres: Mutiukent Mahallesi 2073 Sokak (Eski 93 Sokak) No:10 Cankaya - Ankara — TURKEY
Phone: +90 0312 443 03 20 Fax: +900312 4430376
E-mail: info@udemlid.com.fr www.udem.com.ir




EC Certificate TOVRheinland
Directive 93/42/EEC Annex Il, excluding Section 4
Full Quality Assurance System
Medical Devices

Registration No.: HD 60144232 0001

Report No.: 17047213 010

Manufacturer: SCW Medicath Ltd.
No. 4 Baolong 6th Road
Baolong Industrial Town
Longgang District, Shenzhen
518116 Guangdong
P.R. China

Products: Medical Devices

(see attachment for products included)

Replaces Approval, Registration No.: HD 60139711 0001

Expiry Date: 2024-05-26

The Notified Body hereby declares that the requirements of Annex II, excluding section 4 of the directive
93/42/EEC have been met for the listed products. The above named manufacturer has established

and applies a quality assurance system, which is subject to periodic surveillance, defined by Annex II,
section 5 of the aforementioned directive. For placing on the market of class Il devices covered by

this certificate an EC design-examination certificate according to Annex Il, section 4 is required.

Effective Date: 2020-05-26

Date: 2020-05-26

concerning medical devices with the identification number 0197.

W0 D 0408 @  TUV, TUEV and [V are registerad iradermarks. Unlieatan snd sppleatio

s prior pprval



Attachment to
Certificate

Registration No.:

Report No.:

Manufacturer:

Products:

. ®
TUVRheinland

TUV Rheinland Hegs 1% Beve B
LGA Products GmbH
TillystraBe 2, 90431 Nirnberg

HD 60144232 0001
17047213 010

SCW Medicath Ltd.

No. 4 Baolong 6th Road
Baolong Industrial Town
Longgang District, Shenzhen
518116 Guangdong

P.R. China

- Disposable Pressure Transducers

- Introducer Sets

- Guide Wires

- Angiographic Syringes

- Hemodialysis Catheterization Kits

- Patient-Controlled Analgesic Infusion Pumps
- Disposable Infusion Pumps

- Tracheostomy Tube Kits

- Percutaneous Nephrostomy Sets

- Ureteral Stent Sets

- Drainage Catheter Sets

- Transradial Introducer Sets

- Introducer Needles

- I.V Cannulas

- Cervical Ripening Balloon
- Postpartum Balloon

Date: 2020-05-26

Notified Body

Fuxiu Sheng

100704 0408 @ TLW, TUEV and TUV are registernd tragarmarkcs, Uiliisation and application requires prior aoproval,




Attachment to
Certificate

Registration No.:

Report No.:

Manufacturer:

Products:

TUV Rheinland e

LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

HD 60144232 0001
17047213 010

SCW Medicath Ltd.

No. 4 Baolong 6th Road
Baolong Industrial Town
Longgang District, Shenzhen
518116 Guangdong

P.R. China

- Locking Drainage Catheters
- Percutaneous Access Sets

- ERCP Guidewires

- Manifolds
- Stopcocks

- Manifold Sets

- Connecting Tubings

Aspects of manufacture concerned with securing and
maintaining sterile conditions:

- Dose-control Syringes

- Balloon Inflation Devices

- Colored Piston Specialty Syringes

- Infusion Sets with Needleless Adapters
- Pressure Bandages

- Hemostasis Valve Sets

- Injection Caps

Date: 2020-05-26

Notified Body

% ®
TUVRheinland

2/2, Rev.0

Fuxiu Sheng

\ """inzur““‘.

10020d D408 @ TUWV, TUEV and TUV arg ragestared trademarks, Utilisanion and application raguires priar eppreval,




SERTIFIKA

Tam Kalite GUvence Sistemi
93/42/AT Tibbi Cihazlar Direktifi Ek I

Firma Adi : Kordon Tip Sadlik Arag Geregleri MUh. Pri. ith. San. Tic. Ltd. $ti.

Firma Adresi : 10006/1 Sokak No:43 A.O.S.B. Cigli iZMIR / TURKIYE

ligili Yonetmelikler ve Ekler : MDD 93/42/AT Tibbi Cihazlar Yonetmeligi - Ek i
(Madde 4 Harig)

: Etilen Oksit Sterilizatdri — Sinif lib
Etilen Oksit Sterilizasyon Kartuslan — Sinif lib
Etilen Oksit Sterilizasyon Kartus Kitleri — Sinif Il

Urtn Cesitleri Ek'tedir.

Sertifika Numarasi :M.2017.106.7586
Raper Numarasi : MD.3232.1B

Ik Belgelendirme Denetimi 1 14.10.2016

Tescil Tarihi :17.01.2017
Revizyon Tarihi/No D -

Gegerlilik Tarihi 1 16.01.2022

UDEM, Listeli Orlinlern 93/42/AT direkiifi £k |, modde 4 hanr; erekliliklerinin karsladigin beyan eder. Yukanda adi
agecen Uretici Kofite GOvence Sisterni wguk:ld ini ve Ek |l mud e §'e giire periyodik gizetim denetimiari ile sOrekiiigini
sadloyacofin beyan eder.Sinif Il olarak pivasaya arz edllecek rinler igin Bk Il madde 4'e gbre AT Tasanm
Inceleme sertifikasi gereklidir. Bu belgenin milkivet hakki UDEM Uluslararas Belgelendimme Denetim Egitim Son. ve
Tic.Lid§ii. e aiftir ve istenildifinde jode ediimelidir. Yukanda ad geien firma ve UDEM bu belgenin bir kapyasini
Tescil farihinden itibaren 5 yil sire ile muhofaza etmelidi.CE Markalamanin kullarimi Orefici beyvan lle firma
sorumiulugundadic. Ach ge en firma onaylanmig Grin ile ilgill bolin degisikikler UDEM'e bildimmek zorundadr.
UDEM bu belgenin gecerli Qﬁm venilemezse adl gecen firma séz konwsu BrOnbn piyosayo arenl durduracokhr,
Belgenin gegerliigini www udemitd.com.ir intermet asndan kontrol edebilisiniz.

Adres: Mutiukent Mahallesi 2073 Sokak (Eski 93 Sokak) No:10 Gankaya — Ankara — TURKIYE
Tel: +90 312 44303 90 Faks: +70 312 44303 76
E-posta: info@udemitd.com.ir www.udemitd.com.ir




V*" UDEM Uluslararasi Belgelendirme Denetim Egitim Merkezi San. ve Tic. Ltd. Sti. 2292 Kimlik Numarast ile
& 93/42/EEC Tibbi Cihazlar Yonetmeligi’'nde Onaylanmis Kurulus olarak faaliyet gostermekte olup, Bu bir
/L* sayfalik dokiiman “Kordon Tip Saglik Ara¢ Geregleri Miih. Prj. ith. San. Tic. Ltd. Sti.” firmasina
— == dlizenlenmis olan 17.01.2017 Tescil Tarihli M.2017.106.7586 Numarali Belge’nin Eki'dir.

UDEM

Etilen Oksit Sterilizatorii Etilen Oksit Sterilizasyon Etilen Oksit Sterilizasyon
Kartuslar Kartus Kitleri
Model Model Model
AX 60 AXS AR 5
AX 135 AX B AR 6
AX 160 AXT7 AR 7
AX 200 AX 8 AR B8
AX 225 AXS AR9
AX 400 AX 10 AR 10
AX 450 AX 11 AR 11
AX 1000 AX 12 AR 12
AX 2000 AX 13 AR 13
AX 4000 AX 14 AR 14
AX 6000 AX 15 AR 15
AX 9000 AX 16 AR 16
AX17 AR 17
AX 18 AR 18
AX 19 AR 19
AX 20 AR 20
AX 21 AR 21
AX 22 AR 22
AX 23 AR 23
AX 24 AR 24
AX 25 AR 25
AX 26 AR 26
AX 27 AR 27
AX 28 AR 28
AX 29 AR 29
AX 30 AR 30
AQS ARQ 5
AQ6 ARQL6 \
AQ7 ARQLT
AQ8 ARQE
AQY ARQ 9
AQ 10 ARQL10
AQ11 ARQ1L
AQ 12 ARQ 12
AQ13 ARQL13
AQ 14 ARQ 14
AQLLS ARQ 15
AQ 16 ARQ 16
AQ 17 ARQUL7
AQ.18 ARQ 18
AQ 19 ARQ19
AQ20 ARQ 20
AQL 21 ARQ 21
ACL22 ARQ 22
AQ 23 ARQ 23
AQ 24 ARQ 24
AQ 25 ARQ 25
AQL 26 ARQL 26
AQ 27 ARQ 27
AQL28 ARC 28
AQ,29 ARG 29
AQ.30 ARQ.30
ALT
AL 25
AL 67
AL 100
AX 67
AX 100
AX 127
AX 134
AQL70
AQ 120
AQ 130
AQ 170
AQ 200
AQ 230

UDEM Uluslararas! Belgelendirme Denetim Egitim Merkezi San. ve Tic. Ltd. Sti,

Mutlukent Mahallesi 2073. Sokak (Eski 93 Sokak) No:10 Umitk&y — Cankaya — ANKARA

T:03124430390 F:03124430376 info@udernltd.com.tr www,udemltd.com.tr
Sayfal/1




SERTIFICATE

GIFTGILER BIiRLIK KAGITGILIK ANONIM SIRKETI

3. Organize Sanayi Blgesi 10. Yol No:79 Sagiithii / Sakarya | TURKIYE

Tek Kullanimhik Kultan-At Oriinleri (Streg Film, Aliiminyum Folyo, Buzdolabi Pogeti, Pigirme
Kadidh, Hidrofil Pamuk, Pamuklu Gubuk, Plastik Tabak, Kagk, Catal, Bardak, G5p Sis, Mum,
Naftalin, Cop Pogeti, Aliminyum Kaplar, Lavabo Agici, Temizlik Bezi, Pipet, Yatak Koruyucu
Ortii, Kaydirmaz Banth Yatak Koruyucu Ortii, Hasta Bezi, Emici Killot Hasta bezi, Bebek
Bezi, Alt Degistirme Ortiisii, Hayvan Alistirma Pedi, Istak Haviu, Tuvalet Kagids, Jumbo
Tuvalet Kagidi, Haviu Kagit istak Mendil, Mendil, Pegete, Muayene Masa Ortiisii, Dispenser
Pegete, Dispenser Haviu, Hareketli Haviu, igten Cekmeli Tuvalet Kagud, icten Celameli
Haviu, Klozet Kapak Ortiisii, Yara ve Cilt Temizleme Haviusu, Sag Yikama Bonesi, Polyester
ve Viskon Kumastan Temizlik Bezi, Tekstil Yiizeyli Hasta Bezi, Hasta Lifi, Viicut Temizleme
Havlusu, Viicut Yikama Kesesi, Perine Temizieme Haviusu ) Uretimi ve Satis:

Production and Sales of Disposable Products (Stretch Film, Aluminum Foil, Freezer Bag, Baking
Underpad, Non-Slip Underpad, Adult Diaper, Pull Up Adult Diaper, Baby Diaper, Baby Diaper
Changing Mat, Dog Training Pad, Wet Towel, Toilet Paper, Jumbo Toilet Paper, Kifchen Towel,
Wet Wipes, Handkerchief, Napkin, Examination Table Cloth, Dispenser Napkin, Dispenser Towel,
Emotion Towel, Centerfeed Toilet Paper, Centerfeed Towel, Toillet Seat Cover Cloth, Wound and
Skin Cleaning Towel, Hair Wash Cap, Polyester and Viscose Cleaning Cloth, Textile Surface Adult
Diaper, Hygenic Fiber, Body Cleaning Towel, Perineal Area Cleaning Towe!

TCS Beigelendirme tarafindan denetienmis ve uygulamakia oldufu Medikal Cihaz Yonetim Sisteminin
is audited by TCS Certification and apphed Medical Devices Management Sysiem meet the requirements of

1ISO 13485:2016

for the follow s

Sertifika No / Cerdificaie No: MDM-00 90 180661-TR

W‘Y”“Tﬂ*’m_ugma

Sertfika Son Baswn Tahi/ 17 15 5519

o,

\ T: 0216 573 5553 F: 0216 573 88 D1 info(a




IEC SYSTEM FOR MUTUAL RECOGNITION OF
CERTIFICATES FOR ELECTRICAL EQUIPMENT (IECEL)

CI3 SCHINI

CB TEST CERTIFICATE

Product
Produit

Name and address of the applicant
Nom et adresse du demandeur

Name and address of the manufacturer
Nom et adresse du fabricant

Name and address of the factory
Nom et adresse de |'usine

Note  Hilen more thar one factory, please report o page 2
Note Lorsgee of v plus d'vire g, veutdfes wtlser Ja 2" page

Ratings and principal characteristics
Valeurs nominales et caractéristiques principales

Trademark (if any)
Marque de fabrique (si elle existe)

Type of Manufacturer's Testing Laboratories used
Type de programme du laboratoire d'essais constructeur

Model / Type Ref.
Ref. De 1ype

Additional information (if necessary may also be reported
on page 2)

Les informations complémentaires (si nécessaire., peuvent
étre indiqués sur la 2°" page

A sample of the product was tested and found
to be in conformity with

Un échantillon de ce produit a éte essayé et a éte
considéré conforme a la

As shown in the Test Report Ref. No. which forms part of
this Certificate

Comme indigué dans le Rapport d’essais numéro de
référence gui constitue partie de ce Certificat

TEST

Ref. Certif. No.,

FI-18868

SYSTEME CEI D'ACCEPTATION MUTUELLLE DIE
CERTIFICATS DESSALS DES EQUIPENIENTS
LELECIRIQULS (IECELE) METTIODE OC

CERTIFICAT D’ESSAI OC

Alternating Pressure Mattress

Guangdong Yuehua Medical Instrument Factory Co., Ltd.
Rongsheng Science and Technology Zone, Daxue Road,
Shantou, Guangdong,

China

Same as applicant

Same as applicant

[ Additional Information on page 2

230V a.c.; 50 Hz /60 Hz; 0,1 A; IP21; Class II

YHMED

QDC-308, QDC-300, QDC-301, QDC-500, QDC-501,
QDC-800, QDC-303B, QDC-300B, QDC-301B, QDC-500B,
QDC-501B, QDC-800B

[ Additional Information on page 2

IEC 60601-1: 2005 + A1: 2012 (Ed.3.1)
IEC 60601-1-11: 2010 (Ed.1.0)

|IEC 60601-1-6: 2010 + A1: 2013 (Ed. 3.1)
IEC 62366: 2007 + A1: 2014(Ed. 1.1)
National Differences:

GZME1505600038201
GZME150500038202
GZME150700068701
GZME150700068702

I'his CB Test Certificate is issued by the National Certification Body
Ce Certificat d essai OC est établi par |'Organisme National de Certification

SGS Fimko Ltd.
Sarkiniementie 3
FI-00210 Helsinki, Finland

Date: 2015-09-10

SGS

Signature:

SGS Fimko Ltd.

Issued 2009-03 1/1 LTR362 150910

This certificate is issued by the company under its General Conditions for Certification Services accessible at hit -and-Conditions aspx
Altention (s drawn to the limitations of liability defined therein and in the Test Report here above mentioned which ﬁndmgs are reflected in this certificate. Any unauthorized aiteration,

forgery or falsification of the content or appearance of this document is unlawful and offenders may be prosecuted to the fullest extent of the law.



( CIFTCILER
=

Orta Mahallesi ,Marifet Sokak, No: 15/1A Kartal / Istanbul-Turkey

Tel: +90 (216) 45100 00 Fax: 4-90 (216) 452 00 00

EC DECLARATION OF
CONFORMITY

Medical Devices Directive 93/42/EEC

We,

CIFTCILER BIRLIK KAGITCILIK ANONIM SIRKETI
Herewith declare that Adult Diaper, Underpad and Pull Up Adult Pants for medical use

FLEXI LIFE (MEDIUM, LARGE, X LARGE)
FLEXI LIFE PLUS (MEDIUM, LARGE, X LARGE)

are produced in our manufacturing place,

CIFTCILER BIRLIK KAGITCILIK ANONIM SIRKETI

3.0rganize Sanayi Bolgesi, 10.Yol , No: 79

Sogitli Sakarya Turkey

according to harmonize standards,

TS ENISO 13485:2016 -TS EN ISO 9001:2015 - TSEN IS0 22716:2007 ( GMP )

and according to

Medical Devices Directive 93/42/EEC Annex VII Declaration of Conformity Product
Classification: Class 1 (93/42/EEC Annex IX, Rule 1)

Issued Date : 28.10.2019
ISTANBUL




EN ISO 13485:2016

DEKRA Certification GmbH hereby certifies that the company

IT Dr. Gambert GmbH

Scope of certification:

Design and developme
equipment

e -
e
e S S
—————

-
v s

Certified location:

-
S
W,

e

o

TR

agement sysien ccoramg
it report no, 50403-26-00.
/_/‘ ﬁ%

This certificate is valid from: 201 -
Registration No.: 50403-14-00

A
(( DAKKS

= £ \\"s—f—// Eiﬁxrt?erungsstelle
Ruth Delb k'BaM D-ZM-16029-08-00

DEKRA Certification GmbH Stuttgart; 2018-08-31

DEKRA Certification GmbH * Handwerkstraf3e 15 * D-70565 Stuttgart * www.dekra-certification.de
page 1 of 1


http://www.dekra-certification.de

CERTIFIGATE

Certification No : 00108/DOR09B
Initial Certification Date : 20.01.2010
Recertification Date :31.12.2018
Issue Date :22.01.2021
Expiration Date :19.01.2022
Revision Date / No :31.12.2018 / 01

RoyalCert International Registrars, certifies that the management system of the organization has been assessed and
found to be in accordance with the requirements of the related standard.

IS0 9001:2013

DORT-A TIP MALZEMELERI SAN. iTH. iHR. TiC. LTD. $Ti.

Balikhisar Mahallesi Kéyici Serpmeleri No:795/A Akyurt / ANKARA, TURKIYE

Scope: Production, Design, Assembly and Packaging of Sterilization Reels and bags, Self Adhesive Sterilization Pouches, Bowie-Dick Test
Packages, Indicator Strips ( H202 Indicator Strip, Formaldehyde Indicator Strip, Ethylene Oxide Indicator Strip, Dry heat Indicator Strip,
Type 4 Indicator Strip, Type 5 Indicator Strip, Type 6 Indicator Strip ), Type 5 Integrator, Rapid Steam Biological Indicator, Longtime
Steam Biological indicator, Ethylene Oxide Biological Indicator, H202 ( Plasma ) Biological Indicator, Helix Group Tests, PCD Group
Tests, Ethylene Oxide Load Control test, Autoclove Tapes (Steam, Ethylene Oxide, Plosma, Formaldehyde), ESU Pencils, ESU Pencil Tip
Cleaner, Wrap and Crepe Paper Sheets, Drainage Systems for Bady-Wound Liquid Wastes (Catheters, Storage Bottles), Polypropylene
Mesh, Sterile Container System, Container Label, Container Seal, Container Filter, Documentation Labels with Indicator, Reel Barcode
Labels with indicator, Washer Disinfectors, Ultrasonic Devices and Washing Control Tests of Surgical Instruments (Pro Test, Hemo Tests,
Washer Test, Cannula Control Test, Sonicontrol Test ), Double Biological Indicator Test Package (Biological Indicator-Type 5 Integrator),
Double Load Control Test Package (Type 5 Integrator and Inner PCD Type 6 Indicator), Triple Biological Indicator Test Package
(Biological Indicator, Type 5 Integrator and Inner PCD Type 6 Indicator) and Packaging, of Disposable Medical Products

General Manager

TURKAK BDS NO
YS-CDDC-C45(

This eartification was conducted in anonrdance wilh (e RovalGer auditing and HayalCert Raigelandirme ve Gozetim A S
certification procedures and is subjent (o regular surve lance audits, ar Plaza € Blok 13 34752
The ariginal cerincate contains a security hologram. Masenlr, istanbul
ertification period s 3years Verifianle al: wwweroyolcerLoom 1+00 2166860310

This certification can he verified on TORIAK BOS no. and TBDS turkak.org 1



RoYALCERT

GERTIFIGATE

Certification No :00108/DOR13A
Initial Certification Date : 20.01.2010
Recertification Date :31.12.2018
Issue Date :22.01.2021
Expiration Date :19.01.2022
Revision Date / No :31.,12.2018 / 01

RoyalCert International Registrars, certifies that the management system of the organization has been assessed and
found to be in accordance with the requirements of the related standard.

150 13485:2016

DORT-A TIP MALZEMELERI SAN. iTH. iHR. TiC. LTD.
STi.

Balikhisar Mahallesi Kéyigi Serpmeleri No:795/A Akyurt / ANKARA, TURKIYE

Scope: Production, Design, Assembly and Packaging of Sterilization Reels and bags, Self Adhesive Sterilization Pouches, Bowie-Dick
Test Packages, Indicator Strips { H202 Indicator Strip, Formaldehyde Indicator Strip, Ethylene Oxide Indicator Strip, Dry heat Indicator
Strip, Type 4 Indicator Strip, Type 5 Indicator Strip, Type 6 Indicator Strip ), Type 5 Integrator, Rapid Steam Biological Indicator,
Longtime Steam Biological indicator, Ethylene Oxide Biological Indicator, H202 ( Plasma ) Biological Indicator, Helix Group Tests, PCD
Group Tests, Ethylene Oxide Load Control test, Autoclave Tapes (Steam, Ethylene Oxide, Plasma, Formaldehyde), ESU Pencils, ESU
Pencil Tip Cleaner, Wrap and Crepe Paper Sheets, Drainage Systems for Bady-Wound Liquid Wastes (Catheters, Storage Bottles),
Polypropylene Mesh, Sterile Container System, Container Label, Container Seal, Container Filter, Documentation Labels with
Indicator, Reel Barcode Labels with Indicator, Washer Disinfectors, Ultrasonic Devices and Washing Control Tests of Surgical
Instruments (Pro Test, Hemo Tests, Washer Test, Cannula Control Test, Sonicontrol Test ), Double Biological Indicator Test Package
(Biological Indicator- Type 5 Integrator), Double Load Control Test Package (Type 5 Integrator and Inner PCD Type 6 Indicator), Triple
Biological Indicator Test Package (Biolegical Indicator, Type 5 Integrator and Inner PCD Type 6 Indicator) and Packaging, of Disposable
Medical Products

General Manager
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This certificalion was conducted in accordance with the RovalGert auditing and RoyalCert Belnelendirme ve Gozetim AS
cerlification procedures and i3 subject 1o regular survelance audits. \{ar Plaza £ Blok 11334752
The original certiicate conteins & security holoorm. flasehr, Istanbul
Cerlification period is 3 years Verifiable al, www.rovalcerL.com [:+00 716 688 00 10

This gerlification can be verified on TURKAK A0S no. and TOOS 1urkak.org e



MANAGEMENT SYSTEM

1SQ/1EC 17021-1:201%

This is to certify that

Quality Management System
for Medical Devices

of

KORDON TIP SAGLIK ARAC GERECLERI
MUHENDISLIK PROJE iTHALAT LTD. STi.

10006/1 NO:43 A.0.S.B. CiGLi - iZMIR 7 TURKIYE
Branch: 354. SOK NO:4 2. SANAYi SITESi BORNOVA - iZMiR / TURKEY

complies with requirements of

ISO 13485:2016

This certificate is valid concerning all activities related to;

MANUFACTURING, DESIGN AND SALES OF ETHYLENE OXIDE STERILIZERS AND ETHYLENE OXIDE CARTIDGES. PRODUCT REALIZATION
AND SALES OF BIOLOGICAL INDICATORS, STERILIZATICN REELS, CHEMICAL INDICATORS, AUTCCLAVE TAPES, STERILIZATION
DOCUMENTATICN LABEL CHEMICAL INDICATCRS, ETHYLENE OXIDE CARTRIDGE STORAGE CONTAINERS, WASHER INDICATORS,
AUTOMATIC CARTRIDGE ACTIVATORS AND CONTAINERS, ETHYLENE OXIDE DETECTORS, AUTCCLAVEABLE BIOHAZARD BAGS, PATIENT
TRANSFER SYSTEM, BOWIE & DICK TEST PACKS, WRAP PAPERS, BIOLOGICAL INDICATOR INCUBATORS, CHEMICAL VAPOR INDICATOR
CLASS V FEED,EQ INDICATOR CHEMICAL CLASS V FEED, RESIDUAL PROTEIN TEST, ULTRASONIC WASHING INDICATOR, STERILIZATION
ENVELOPES,SELF ADHESIVE CHEMICAL THEY INDICATOR, HELIX CARGO CONTROL INDICATOR, LABEL GUN, WASH INDICATOR
APPARATUS, PCD APPARATUS, STERILIZATION VALIDATICON AND CALIBRATION SERVICE, STERILIZATION REEL SEALING, CUTTING AND
PRINTING MACHINE, NEUTRALIZATORS, HEADER BAGS, WORK STATIONS, HANGER - CUTTER APPARATUS

ISO 02 795 488 Jan. 6, 2021 Jan. 2, 2022
Certificate No. Date of this Certificate Certification Expiry Date
Dec. 29, 2020 Jan. 3, 2020 le“‘ 7
Date of Audit Date of Registration Managing Director / Director

——

Medicert Ulusiararasi Orin Ve Sistem Belgelendirme Ltd. St Esﬁm
Tersane Mah. Cemal Giirsel Cad. Na:11/3 Holide Hnm. Apt. Karsiyaka / izmir
Tel: 0232 327 33 44 www.medicert.com.tr info@medicert.com.tr

This certificate is anly valid if it is available/valid an Medicert website at www . medicerr.com.cx Eﬁ

This certificate of Registration remains the property of Medicert Certificate Ltd and shall be returned immediately vpan request
* In Case if Surveillance Audit is not allowed to be canducted on ar before the specifed date; the Certificate shall be Suspended/Withdrawn



MANAGEMENY SYSTEM
1SQ/1EC 17021-1:201%
NAC-002-MS

Bu Sertifika,

Medikal Cihazlar i¢in
Ralite Yonetim Sistemi

gereksinimlerine uygun olarak

KORDON TIP SAGLIK ARAC GERECLERI
MUHENDISLIK PROJE iTHALAT LTD. STi.

10006/1 NO:43 A.0.S.B. CiGLi - iZMIR 7 TURKIYE
Sube: 354. SOK NO:4 2. SANAYI SITESI BORNOVA - iZMIR / TURKEY

yukarida adi gegen kurulusa,

ISO 13485:2016

Sartlarina uygun bir Kalite Yonetim sistemine asagida
belirtilen kapsam dahilinde sahip oldugunu onaylar;

ETILEN OKSIT STERILIZATORLERI VE ETILEN OKSIT KARTUSLARI, URETIMI , TASARIMI VE SATISI. BiYOLO)IK iINDIKATORLER,
STERILIZASYON RULCLARI, KIMYASAL iINDIKATORLER, OTOKLAY BANTLARI, STERILIZASYON DOKUMANTASYCON ETIKET KiIMYASAL
INDIKATORLERI, ETILEN OKSIT KARTUS SAKLAMA KONTEYN IRI, YIKAMA iINDIKATORLERI, OTOMATIK KARTUS AKTIVATORLERI VE
KONTEYNIRLARI, ETILEN OKSIT DEDEKTORU, OTOKLAVLANABILIR TIBBi ATIK TORBASI, HASTA TRANSFER SISTEMi, BOWIE & DICK TEST
PAKETLER], WRAP KAGITLARI, BIYOLO)iK INDIKATOR iINKUBATORU, BUHAR KIMYASAL INDIKATOR CLASS V ILERLEMELI, EO KIMYASAL
INDIKATOR CLASS V ILERLEMELI, PROTEIN KALINTI TESTi, ULTRASONIC YIKAMA INDIKATORU, STERILIZASYON ZARFLARI, KENDINDEN
YAPISKANL) KIMYASAL INDIKATORLER, HELIX YUK KONTROL INDIKATORU, ETIKET TABANCASI, YIKAMA INDIKATORU APARATLARI, PCD
APARATLARI, STERILIZASYON VALIDASYON VE KALIBRASYON HiZMETI, STERILIZASYON RULOSU KAPATMA / KESME VE YAZIC) CIHAZLAR,
NOTRALIZATORLER, HEADER BAG, CALISMA ISTASYONLARI, ASKI - KESME APARATI, FASON ORETIMININ GERGEKLESTIRILMES] VE SATIS)

ISO 02 795 488 Oca. 6, 2021 Oca. 2, 2022

Sertifika No. Sertifika Tarihi Sertifika Gegerlilik Tarihi

Ara. 29, 2020 Oca. 3, 2020 (—_jzl"’ /
Denetim Tarihi Kayit Tarihi Genel Miidtir '

Medicert Ulusiararas: Uriln Ve Sistem Belgelendirme Ltd. St Ehﬁ@
Tersane Mah. Cemal Giirsel Cad. Na:11/3 Holide Hnm. Apt. Karsiyaka / fzmir

Tel: 0232 327 33 44 www.medicert.com.tr info@medicert.com.tr -
This certificate is only valid if it is available/valid on Medicert website at www.medicert.com.tr E‘

This cerdificate of Regjstration remains the property of Medicert Certificate Ltd and shall be returned immediately vpan request
* In Case if Surveillance Audit is not allowed to be canducted an or before the specifed daxe; the Certificate shall be Suspended/Withdrawn



CERTIFICATE

TURKAK BDS NO

Y¥S-1D43-339E

kiwal

é‘.
AN
cerenuretim

CEREN URETIM PLASTIK URUNLERI
SANAYI VE TICARET ANONIM SIRKETi

ZAFER MAH. 143. SOK. NO: 8A - 8/3 ESENYURT - ISTANBUL - TURKIYE

TEK KULLANIMLIK STERIL VE STERIL OLMAYAN
ANESTEZI, DRENAJ, JINEKOLOJi URUNLERININ
TASARIMI VE URETIMI

kapsaminda

EN ISO 13485:2016

Tibbi Cihazlar - Kalite yonetim sistemleri — Diizenleyici amaclar icin gereklilikler

“Standardm asagida verilen maddeleri harig tutulmugtur
“7.5.3" "7.5.4" “7.5.92" “7510"

Sertifika No M 11284

ilk Belgelendirme Tarihi : 05 Temmuz 2019

Yenileme Tarihi : 05 Temmuz 2019

Son Gegerlilik Tarihi : 04 Temmuz 2022
Genel Miidiir

Kiwa Belgelendirme Hizmetleri A.S.
ITOSB 9. Cadde No. 15 Tepetren Tuzla - [stanbul - Tarkiye
Tel: + 90 216 593 25 75 Faks : + 90 216 593 25 74
Web: www kiwa.comtr E-mail: infolakiwa com.ir

Sertifikalar periyodik ara denetimlerin basanih ile tamamlanmas: kaydiyla gegerlidir.
Detayh bilgi igin yukaridaki numaralara basvurulabilir.

Sertifika Son Guncelleme Tarihi : 05 Temmuz 2019 - R 00



CERTIFICATE

TURKAK BDS NO
YS-1D43-339E

kiwa¥

aw
AN
cerenuretim

CEREN URETIM PLASTIK URUNLERI
SANAYI VE TICARET ANONIM SiRKETI

ZAFER MAH. 143. SOK. NO: 8A - 8/3 ESENYURT - ISTANBUL — TURKEY

with a scope of

DESIGN AND MANUFACTURING OF DISPOSABLE
STERILE AND NON-STERILE ANAESTHESIA,
GYNAECOLOGY, DRAINAGE PRODUCTS

Medical devices - Quality management systems - Requirements for
regulatory purposes

“Following elements of the standard are excluded"
“7.5.3""7.54" 7592 "7510"

EN ISO 13485:2016

Certificate No M 11284

Initial Certification Date 105 July 2019
Renewal Date : 05 July 2019
Expiration Date : 04 July 2022

MQ.QQUL,]

General Manager

Kiwa Certification Services Inc.
ITOSB 9. Cadde No. 15 Tepeoren Tuzla - Istanbul - Turkey
Tel: +90216 59325 75 rd](b + 90216 593 2574
Certificate is valid till expxmﬂon dare subjecr to successﬁd wmp!etmn of perwd:ca! surveillance audits.
Please contact above numbers for detailed information.

Last Modified: 05 July 2019 -R 00



Certificate TOVRheinland

Quality Management System
EN ISO 13485:2016

Registration No.: SX 2095157-1

Organization: SCW Medicath Ltd.
No. 4, Baolong 6th Road, Baolong
industrial Town, Longgang District
Shenzhen
518116 Guangdong
P.R. China

Scope: Design and Development, Manufacture and Distribution of Disposable
Pressure Transducers, Introducer Sets, Guide Wires, Angiographic
Syringes, Hemodialysis Catheterization Kits, Patient-Controlled Analgesic
Infusion Pumps, Disposable Infusion Pumps, Tracheostomy Tube Kits,
Percutanecus Nephrostomy Sets, Ureteral Stent Sets, Drainage Catheter
Sets, Transradial Introducer Sets, Introducer Needles, |.V Cannulas,
Cervical Ripening Balloon, Postpartum Balloon, Manifolds, Stopcocks,
Manifold Sets, Connecting Tubings, Dose-control Syringes, Balloon
Inflation Devices, Colored Piston Specialty Syringes, Infusion Sets with
Needleless Adapters, Pressure Bandages, Hemostasis Valve Sets, Locking
Drainage Catheters, Percutaneous Access Sets, ERCP Guidewires,
Injection Caps

The Certification Body of TUV Rheinland LGA Products GmbH certifies that the organization has established and applies a
guality management system for medical devices.

Proof has been fumished that the requirements specified in the abovementioned standard are fulfilled. The quality
management sysiem is subject to yearly surveillance,

\5“6\-‘:}\ f‘l"od
Report No.: 10918574-100
Effective date: 2021-07-09
Expiry date: 2024-07-08 wvﬁhemt
Issue date: 2021-07-05
"m,,,m‘.#" pl.-Ing. W. Hsu
Rhelnland LGA Products GmbH
(( DAKKS Tillystrale 2 - 90431 Numberg - Germany

Deutsche
Akkreditierungsstelle
D-ZM-14169-01-02 111

L
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ZERTIFIKAT / Certificate

DIN EN ISO/EN ISO 13485 : 2016

Hiermit wird bescheinigt, dass die Firma / This certifies, that the company

Bicakcilar Tibbi Cihazlar Sanayi ve Ticaret A.S.

Osmangazi Mahallesi, Gazi Caddesi No: 21,
Esenyurt 34522 Istanbul
Tirkiye

ein Qualitdtsmanagementsystem nach der Norm DIN EN ISO 13485 : 2016 / EN 1SO 13485 : 2016 - Medizinprodukte -
Qualitdtsmanagementsysteme - Anforderungen fiir regulatorische Zwecke - eingefiihrt hat und aufrechterhalt.
Dieses Zertifikat stellt nicht den erforderlichen Nachweis zur Anbringung der CE-Kennzeichnung dar.

has established and maintains a quality management system that meets the requirements of DIN EN ISO 13485 : 2016/
EN ISO 13485 : 2016 - Medical devices - Quality management systems - Requirements for regulatory purposes.
This certificate is not an authorisation to affix the CE mark.

Geltungsbereich / Scope

Design, Manufacturing, Sterilization and Distribution of Disposable Medical
Devices.

Design, Manufacturing and Distribution of Devices for Aspiration, Devices for
Vacuum Extraction, Surgical Lights, Examination Lights, Surgical Tables,
Orthopedic Traction Systems, Stretchers, Gynecological Tables, Blood Donor
Chairs, Eye Surgical Tables, |.V. Stand, Examination Tables.

Reg.-Nr. / Reg.-No. 04 221 980886 Giiltigkeit / Validity

Bericht Nr. / Report No. 3529 9434 von / from 2021-09-17
bis / until 2024-09-16

piL - =

Zertifizierungsstelle fir Medizinprodukte Essen, 2021-09-16

Certification body for medical devices

Die Giltigkeit kann unter https://www.tuev-nord.de/de/unternehmen/zertifizierung/zertifikatsdatenbank verifiziart werden.
Validity can be verified at https://www.tuev-nord.de/de/unternehmen/zertifizierung/zertifikatsdatenbank.

TUV NORD CERT GmbH Langemarckstralle 20 45141 Essen  www.tuev-nord-cert.de  medical@tuev-nord.de

Benannte Stelle Kenn-Nr. 0044 / Notified Body ID. No. 0044

(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-12007-05-01
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TURKAK

B
TURKAK BDS NO
YS-694E-E7CB

kiwa

MEDBAR TIBBi MALZEMELER TURIZM
SANAYI VE TICARET ANONIM SIRKETI

FATIH MAH. 1142 SOK. NO: 35 SARNIC GAZIEMIR - IZMIR — TURKIYE

CERRAHI KILIF URUNLERI, DAMLA AYAR SETi URUNLERI, KARMAN
KANUL URUNLERI, ENDOSKOPI AGIZLIGI, MUKUS TOPLAMA KABI
URUNLERI, IDRAR TOPLAMA URUNLERI, ARTROSKOPI SETI
URUNLERI, KUSMUK TORBASI URUNLERI, CERRAHI TIRNAK
FIRCALARI, FILTRELiI AGIZLIK URUNLERI, SMEAR FIRCALARI,
POUCH ACACAGI, PARAKON TUP, YOGUN BAKIM URUNLERININ
URETIMi, PAKETLENMESI, STERILIZASYONU, DEPOLANMASI,
DAGITIMI VE EN ISO 11135 STANDARDINA UYGUN ETILEN OKSIT
STERILIZASYON HiZMETLERI

kapsaminda

EN ISO 13485:2016

Tibbi Cihazlar - Kalite yénetim sistemleri — Duzenleyici amaglar igin gereklilikler

“Standardn asagida verilen maddeleri hari¢ tutulmugtur*
“7.3.3" 7547 7592

Sertifika No M 11326

ilk Belgelendirme Tarihi : 03 Ekim 2019
Sertifika Tarihi : 03 Ekim 2019
Son Gegerlilik Tarihi : 02 Ekim 2022

w@.@wﬂ

Genel Miidiir

Kiwa Belgelendirme Hizmetleri A.S.
ITOSB 9. Cadde No. 15 Tepeoren Tuzla - Istanbul - Turkiye
Tel: + 90216 593 25 75 Faks : + 90 216 593 25 74
Sertifikalar periyodik ara denctimlerin basaril ile tamamlanmas: kaydiyla gegerlidir.
Detayl bilgi igin yukanidaki numaralara basvurulabilir.

Sertifika Son Giincelleme Tarihi : 03 Ekim 2019 - R 00



SERTIFIKA

Tam Kalite Guvence Sistemi
93/42/AT Tibbi Cihazlar Direktifi Ek Il (Madde 4 Harig)

Firma Adi : Medbar Tibbi Malzemeler Turizm San ve Tic. AS.

Firma Adresi : 1142 Sokak No:35 Sarnic Gaziemir IZMIR / TURKIYE

ligili Yénetmelikler ve Ekler 1 93/42/AT Tibbi Cihazlar Yénetmelidi - Ek II (Madde 4 Harig)

Urbnler : Fototerapi Gz Bandi - Sinif Is
Trakeosotomi Kanvl Sabitleyici - Sinif Is
Endotrakeal Tip Sabitleyici - Sinif Is
El Sabitleyici - Sinif Is
Ayak Sabitleyici - Sinif Is
El ve Ayak Sabitleyici Cocuk/Bebek - Sinif Is
Jinekolojik Toplayici - Sinif Is
Mide Yikama Seti - Sinif Im
Arter Kanudl - Sinif lla

GMDN : 45189, 35752, 35815, 12102, 12094, 12097, 32655, 58985, 34893

Serfifika Numarasi 1 M.2016.106.7000
Rapor Numarasi :MD.3184.1B

Ik Belgelendirme Denetimi :01.07.2016

Tescil Tarihi :03.10.2016 P
Revizyon Tarihi/No : 10.07.2020/02 San. ve Tic. A.§.
Gecerlilik Tarihi :02.10.2021

UDEM, Listel Urinlerin 93/42/AT direktifi Ek I. madde 4 hang gerekiikiednin kargladiGin beyan eder. Yukanda ad) en
trafici Kalite Glvence Sistemi uyguladign ve Ek || madde 5'e gbre periyodik gozetim denefimier lle s?re figini
mgm'mcag\m beyan eder. Sinif Il olorak piyosayo oz edilecek Griinker xg'n k Il madde 4'a gore AT Tasanm inceleme
sertifikas gerekidir, Belge kopsaminda yer alon sinif | Orlnler ile i[ac)lli UDEMIn sorumiuiugu Oron stearil ise, sterl sartiann

lctim fonksiyonlu ise, Oriinlern metrolojik gereklere

elendirme

givence athna alinmas ve sird0rdimest e ilalll imalat konularg;
uyguniuguyla ilgil imalat konular lle simridr. Bu belgenin milldyet hakki UDEM Uluslararast Belgelendimme Denefim EGifim
San, Ve Tic. A5, 've aitiir ve steniidifinde lade ediimelidir, Yukanda ad) gegen firma va UDEM bu belgenin bir kopyasmi
Tescil tarhinden fibaren 5yl sire s muhaloro etmeldi, CE Markalarmann klllanim Crefici bayari fie fimna sorumiulugundads.
Adi gecen fimna anaylanmg Grin le ligii bitin degigkikied UDEM'e bildimek zorundadr. UDEM bu belgenin gecerligini
yenllemezse adi gegen firmo stiz konusu (rindn piyosoyo aramn durduracakir. Belgenin geceriginl www.udem.com.ir
internet sayfosindon kontol edabilrsiniz

Adres: Mutiukent Mahallesi 2073 Sokak (Eski 93 Sokak) No:10 Cankaya — Ankara - TURKIYE
Tel: +90 312 44303 90 Faks: +90 312 44303 76
E-posta: info@udemitd.com.ir  www.udem.com.ir




Medical Filcration
Solutions Lcd

EU Declaration of Conformity

Version: 4.0
Date: 2021-07-20

Declaration of Conformity

for MO3

Regulation (EU) 2017/745 of the European Parliament and of the Council of 5 April 2017

concerning Medical Devices

The undersigned declares that the products described in this document meet the Council provisions
that apply to them and the CE Mark may be affixed.

General Product Name:

MO03

Legal Manufacturer: (Name
on Label)

Medical Filtration Solutions Ltd, 72 Roman Way Industrial Estate,
Longridge Road, Preston, LANCS, PR2 5BE, UK.

Manufacturer’s SRN:

Not Yet Available

Basic UDI-DI:

506055490M03CG

Variants:

As per Appendix Il (This document) — Product Listing/Schedule

intended Purpose

A filter to protect suction / aspirator medical device/ circuit from
fluids and secretions from a patient.

MD Regulation
Classification:

Class |

Notified Body:

Not Applicable for Class |

EC Certificate:

Not Applicable for Class |

EU Authorised
Representative:

Advena Limited. Tower Business Centre, 2™ Fr., Tower Street,
Swatar, BKR 4013 Malta.

Tel: + 356 2546 6689.

Email: info@advenamedical.com

EU Authorised
Representative SRN:

MT-AR-000000234

Medical Device Regulation
Assessment Route:

Issuing of the Declaration of Conformity in accordance with Article
19 after drawing up the technical documentation laid out in
Annexes Il and Ill of the EU MDR 2017/745.

Name Karl Howard

Position Director

Signed ;K/ W

Onthe 2021-07-20
date

Page1of3



Medical Filecration

Solutions Lcd Version: 4.0

EU Declaration of Conformity Date: 2021-07-20

In Preston, Lancashire, United Kingdom for and on behalf of Medical Filtration Solutions Ltd.

Who is the natural and legal person with responsibility for the design, manufacture, packaging and labelling before the
device is placed on the market under this manufacturer’'s name regardless of whether these operations are carried out by
the manufacturer or on his behalf by a third party.

Appendix | — Applicable Standards

This present declaration is also in conformity with the following European standards and Common Specifications:

Standard/Document Name Description

REGULATION (EU) 2017/745 OF THE EUROPEAN PARLIAMENT AND
OF THE COUNCIL of 5 April 2017 on medical devices, amending
Regulation (EU) 2017/745 Directive 2001/83/EC, Regulation (EC) No 178/2002 and Regulation
(EC) No 1223/2009 and repealing Council Directives 90/385/EEC and
93/42/EEC

Medical Devices — Quality Management Systems — Requirements for

EN ISO 13485:2016
Regulatory Purposes

EN 1SO 14971:2019 Medical Devices — Application of Risk Management to Medical

Devices

EN ISO 15223-1:2016 Medical devices — Symbols to be used with medical device labels,
labelling and information to be supplied

ISO 10079-1:2015 Medical suction equipment.
Part 1: Electrically powered suction

EN ISO 20417:2021 Medical Devices- Information to be supplied by the manufacturer.

Appendix Il — Product Listing/Schedule

Part/Catalugue Description/Name GMDN Code
Number
MO03.1.003 65mm syctmn housing, 8mm barb 37798
connections
M03.1.004 65mm suction housing, 11-15mm 37798
barb connections
M03.1.009 90mm suction housing, 11-15mm 37798
barb connections
MO03.1.018 65mm suction housing, 11-15mm 37798
barb one side and 15mm other side.

Page 2 of 3



Medical Filcration
Splutions Ltd

EU Declaration of Conformity

Version: 4.0
Date: 2021-07-20

Version History

Version Compiled by Date Description

1.0 John Keegan 2019-06-13 First issue

2.0 Karl Howard 2020-12-21 Second Issue- Authorised Representative added for
post “Brexit”,

3.0 Karl Howard 2021-07-13 Third issue- Changes for transition to Regulation (EU)
2017/745

4.0 Karl Howard 2021-07-20 Updated to address errors and assessment route

Page 3 of 3
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