EG-Zertifikat /| EC-Certificate

gem. 93/42/EWG Anhang Il onne (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 MaRgabe
des Anhang Il (ohne Abschnitt 4) der Richtlinie 93/42/EWG anwendet. Zusatzlich zur CE-Kennzeichnung muss die Kennummer
der Benannten Stelle angebracht werden. Die Gliltigkeit 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 Il Abschnitt 5. Das Zertifikat ist unter keinen Umsténden Ubertragbar.

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
rH 7 3526 6290 Edition 8
1%
Zertifizierungsstelle fur Medizinprodukte Essen, 2020-04-16

Certification body for medical devices

TUV NORD CERT GmbH Langemarckstrale 20 45141 Essen  www.tuev-nord-cert.de = medical@tuev-nord.de
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Reg.-Nr./ Reg. No. 04 232 980886

Produkte der Klasse llb
Products of class Ilb

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. / Reporf No. 3529 1130
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Zertifizierungsstelle fur Medizinprodukte
Certification body for medical devices

TUV NORD CERT GmbH Langemarckstrafe 20 45141 Essen

Benannte Stelle Kenn-Nr. 0044 / Notified Body ID. No. 0044
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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. 3529 1130 Giltigkeit / Validity
von / from 2021-05-25
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Zertifizierungsstelle fiir Medizinprodukte Essen, 2021-05-25
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
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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

Coronary Artery Retraction Clips

Bericht Nr. / Report No. 3529 1130

.

Zertifizierungsstelle fir Medizinprodukte
Certification body for medical devices

TUV NORD CERT GmbH Langemarckstrae 20 45141 Essen

Benannte Stelle Kenn-Nr. 0044 / Notified Body ID. No. 0044
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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. 3529 1130

0¥

Zertifizierungsstelle fur Medizinprodukte
Certification body for medical devices

TUV NORD CERT GmbH Langemarckstrale 20 45141 Essen

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

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

Meconium Aspiration Connector

ANLAGE/ANNEX

Anmerkung: Fir Produkte der Klasse | steril beschrénkt sich das Zertifizierungsverfahren auf die Aspekte der Herstellungs-

schritte in Zusammenhang mit der Sterilisation und der Aufrechterhaltung der Sterilitét.

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. 3529 1130
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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
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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: Fur Produkte der Klasse | mit Messfunktion beschrankt sich das Zertifizierungsverfahren auf die
Herstellungsschritte in Zusammenhang mit der Kanformitét der Produkte mit den messtechnischen

Anforderungen.
Note: For products of class I 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. 3529 1130 Gultigkeit / Validity
von / from 2021-05-25
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TUVNORD

TUV NORD CERT GmbH, Am TUV 1, 45307 Essen, Germany

BICAKCILAR TIBBI CIHAZLAR SAN. VE TIC. A.S.
Osmangazi Mahallesi, Gazi Caddesi No: 21,

Esenyurt 34522 Istanbul
Turkey

Direct Dial

E-Mail: medical@tuev-nord.de Tel.: +49 201 825 2236

Reference Contact

No.: 8003060047

Notified Body Confirmation Letter
Reference: 8003060047

To whom it may concern,

TUV NORD CERT GmbH

Am TOV 1

45307 Essen
Germany
Phone: +49 201 825 2236

medical@tuev-nord.de
tuev-nord-cert.com/en

TOV®

Date

29 June 2023

Confirmation of the status of a formal application, written agreement, and appropriate surveillance in
the framework of Regulation EU 2023/607 amending Regulations (EU) 2017/745 and (EU) 2017/746 as
regards the transitional provisions for certain medical devices and in vitro diagnostic medical

devices

This letter confirms that, TUV NORD CERT GmbH, a Notified Body (NB) designated against Regulation (EU)
2017/745 (MDR) and identified by the number 0044 on NANDO, has received a formal application in
accordance with Section 4.3, first subparagraph of Annex VIl of MDR and has signed a written agreement in
accordance with Section 4.3, second subparagraph of Annex VII of MDR with the following manufacturer:

BICAKCILAR TIBBI CIHAZLAR SAN. VE TIC. A.S.
Osmangazi Mahallesi, Gazi Caddesi No: 21,
Esenyurt 34522 istanbul

Turkey

SRN Number: TR-MF-000022603

Director
Dipl.-Ing. Wolfgang Wielpiitz
Dipl.-Oec. Sandra Gerhartz

Headquarters
TUV NORD CERT GmbH

Registration Office
Amtsgericht Essen
HRB 9976

Am TUV 1

45307 Essen, Germany

VAT ID No.: DE 811389923
Tax No.: 111/5706/2193

Phone: +49 201 825-0
Fax: +49 201 825-2517
info.tncert@tuev-nord.de
tuev-nord-cert.com/en

Vo &

E ecovadis

G
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© » o charta der vielfalt
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Deutsche Bank AG, Essen
BIC (SWIFT-Code): DEUTDEDEXXX
IBAN-Code: DE26 3607 0050 0607 8950 00

TUVNORDGROUP



TUVNORD

The devices covered by the formal application and the written agreement mentioned above are identified in
the Tables below. Table 1 identifies the devices for which an MDR application has been received, written
agreement concluded and for which the NB is also responsible for appropriate surveillance of the
corresponding devices under the applicable Directive. Table 2 identifies the devices for which an MDR
application has been received and a written agreement concluded, but the NB has not yet taken the
responsibility for appropriate surveillance of the corresponding devices under the applicable Directive.

In the case of devices covered by certificates issued under Directive 90/385/EEC (AIMDD) or Directive
93/42/EEC (MDD) that expired after 26 May 2021 and before 20 March 2023, without having been
withdrawn, this letter also confirms that the manufacturer signed the written agreement under MDR by the
date of MDD/AIMDD certificate expiry; or provided evidence that a competent authority of a Member State
had granted a derogation or exemption from the applicable conformity assessment procedure in accordance
with Article 59(1) of MDR or Article 97(1) of the MDR respectively, by the 20 Mar 2023 for the relevant
devices.

The transition timelines that apply to the devices covered by this letter, subject to the manufacturer’s
continued compliance to the other conditions specified in Article 120.3c of MDR (as amended by (EU)
2023/607), are shown below:

e 26 May 2026 for Class lll custom-made implantable devices

o 31 December 2027 for Class Il devices and Class Ilb implantable devices excluding Well-
established technologies (WET - sutures, staples, dental fillings, dental braces, tooth crowns,
screws, wedges, plates, wires, pins, clips and connectors)

o 31 December 2028 for other Class llb devices, Class lla, Class | devices placed on the market in
sterile condition or have a measuring function

o 31 December 2028 for devices not requiring the involvement of a notified body under MDD but
requiring it under MDR (e.g., class | devices that qualify as re-usable surgical instruments)

On behalf of the Notified Body,

E;%ietraslchrieben von Digii;\&/ll| u:tersﬁhrigbzn
TUVNORD Miihlenberg Kevin . von Mestmacher bodo
V% Datum: 2023.07.05 TUVNORII:? Datum: 2023.07.05

09:16:27 +02'00' " 09:08:26 +02'00'

i. V. Kevin Miuhlenberg i. A. Bodo Mestmacher

Head of Projectmanagement Specialist Management

Medical Devices International Medical Devices International

TUV NORD CERT GmbH TUV NORD CERT GmbH

Notified Body for Medical Devices Notified Body for Medical Devices
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TUVNORD

Table 1: Devices covered by this letter and for which the NB is also responsible for appropriate
surveillance of the corresponding devices under the applicable Directive:

Device name or Basic UDI-DI MDR Device If the MDR device is MDD/AIMDD
(under MDR application) classification (as a substitute device, Certificate
proposed by the identification of the @ Reference(s) of the
manufacturer corresponding devices under MDR
and verified at MDD/AIMDD device application, and the
the pre- NB Identification
application
stage)
Pressure Monitoring Set Class lIb N/A 04232980886
Leukocyte Filter Set Class lIb N/A 04232980886
Gamma Leukocyte Filter Set Class lIb N/A 04232980886
Thoracenthesis Set Class lla N/A 04232980886
Thoracic Catheter Class lla N/A 04232980886
Arterial Needle Class lla N/A 04232980886
Endotracheal Tube Class lla N/A 04232980886
Reinforced Endotracheal Tube Class lla N/A 04232980886
RAE Endotracheal Tube Class lla N/A 04232980886
Nasogastric Catheter Class lla N/A 04232980886
Stomach Catheter Class lla N/A 04232980886
Feeding Catheter Class lla N/A 04232980886
Manifold / Manifold Pressure Class lla N/A 04232980886
Three -Way Stopcock Class lla N/A 04232980886
Tourniquet Set Class lla N/A 04232980886
IV Cannula Class lla N/A 04232980886
Suction Catheter Class lla N/A 04232980886
Microaggregate Filter Set (Blood Class lla N/A 04232980886
Filter Set)
Soft Drain Class lla N/A 04232980886
Oxygen Catheter Class lla N/A 04232980886
Nasal Oxygen Cannula Class lla N/A 04232980886
Oxygen Connecting Tube Class lla N/A 04232980886
Tracheostomy Tube Class lla N/A 04232980886
Extracorporeal PVC Tubing Class lla N/A 04232980886
Extracorporeal Tubing Set Class lla N/A 04232980886
Quick Prime Set Class lla N/A 04232980886
Cardioplegia Set Class lla N/A 04232980886
Wound Drainage Set Class lla N/A 04232980886
Infusion Pump Set Class lla N/A 04232980886
Yankauer Suction Set Class lla N/A 04232980886
Suction Connecting Tube Class lla N/A 04232980886
Surgical Braided Tape Class lla N/A 04232980886
Nelaton Catheter Class lla N/A 04232980886
Tiemann Catheter Class lla N/A 04232980886
Hydrophilic coated uretheral Class lla N/A 04232980886
Catheter
IV Filter Set Class lla N/A 04232980886
Aspirators Class lla N/A 04232980886
Blood Transfusion Set Class lla N/A 04232980886
Rectal Catheter Class lla N/A 04232980886
Umbilical Catheter Class lla N/A 04232980886
Angiographic Kit Class lla N/A 04232980886
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TUVNORD

Device name or Basic UDI-DI MDR Device If the MDR device is MDD/AIMDD
(under MDR application) classification (as a substitute device, Certificate
proposed by the identification of the @ Reference(s) of the
manufacturer corresponding devices under MDR
and verified at MDD/AIMDD device application, and the
the pre- NB Identification
application
stage)
B -Soft Kit Class lla N/A 04232980886
Aortic Punch Class lla N/A 04232980886
Gas Sampling Line Class lla N/A 04232980886
External Drainage Set Class lla N/A 04232980886
Vent Catheter Class lla N/A 04232980886
Vessel Cannula Class lla N/A 04232980886
Coronary Artery Retraction Clips Class lla N/A 04232980886
Urine Collection Bag Class Is N/A 04232980886
Pleural Drainage Set Class Is N/A 04232980886
Central Venous Pressure Set Class Is N/A 04232980886
Guedel Airway Class Is N/A 04232980886
Spigot Class Is N/A 04232980886
Extension Lines Class Is N/A 04232980886
Kapkon Connector Class Is N/A 04232980886
Straight Connector Class Is N/A 04232980886
Straight Luer Connector Class Is N/A 04232980886
Y Connector Class Is N/A 04232980886
Y Luer Connector Class Is N/A 04232980886
Stopper Class Is N/A 04232980886
Instopper Class Is N/A 04232980886
Umbilical Cord Clamp Class Is N/A 04232980886
T.U.R. Set /Arthroscopy set Class Is N/A 04232980886
Transfer Set Class Is N/A 04232980886
Intravenous Infusion Sets Class Is N/A 04232980886
Intravenous Infusion Sets / Class Is N/A 04232980886
Flowmeter
Intravenous Infusion Sets / Class Is N/A 04232980886
Burette
B -Safe Class Is N/A 04232980886
Intubation Stylet Class Is N/A 04232980886
Combi Stopper Class Is N/A 04232980886
Urimeter Class Is N/A 04232980886
Thoracic Drainage Set Class Is N/A 04232980886
Vaginal Specula Class Is N/A 04232980886
ENEMA Set Class Is N/A 04232980886
I.V. Infusion Set w/B-Flow Flow Class Is N/A 04232980886
Regulator
Control Syringe Class Is N/A 04232980886
Meconium Aspiration Connector Class Is N/A 04232980886
Urimeter Class Im N/A 04232980886
C.V.P. Set Class Im N/A 04232980886
Pleural Drainage Set Class Im N/A 04232980886
Volumetric Exerciser (B -Spiro) Class Im N/A 04232980886
Infusion Set w/Burette Class Im N/A 04232980886
Thoracic Drainage Set Class Im N/A 04232980886
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TUVNORD

Table 2: Devices covered by this letter and for which the NB is NOT responsible for appropriate
surveillance of the corresponding devices under the applicable Directive:

Device name or Basic MDR Device If the MDR device is a MDD/AIMDD Certificate

UDI-DI (under MDR classification (as substitute device, Reference(s) of the

application) proposed by the identification of the devices under MDR
manufacturer and corresponding application, and the NB
verified at the pre- MDD/AIMDD device Identification
application stage)

N/A N/A N/A N/A

Confirmation Letter Revision History

Date NB internal reference Action
traceable to each
version of the letter

2023-07-05 Rev. 0 Initial issue
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ERTIFIKA

Sertifika No : 00108/DOR13A
Belgelendirme Tarihi :20.01.2010
Yeniden Belgelendirme Karar Tarihi : 07.01.2022
Yayin Tarihi :11.01.2023
Gegerlilik Tarihi :19.01.2024
Revizyon Tarihi/No :31.12.2018 / 01

Royalcert, asadida bilgileri verilen kurulusun yonetim sisteminin degerlendirildigini ve ilgili standardin
gereklerine uygun oldugunu onaylar.

IS0 13485:2016

DORT-A TIP MALZEMELERI SANAYI iTH. iHR. TiC. LTD. $TI.
Balikhisar Mahallesi, Koy ci Serpmeleri, No:795/A, Akyurt, Ankara, TURKIYE

Scope: Sterilizasyon Rulosu ve Torbalari, Kendinden Yapiskanh Sterilizasyon Zarflari, Bowie-Dick Testi
Paketleri, indikatér Kartlari (H202 (Plasma), Formaldehit indikatér Kartlari, Etilen Oksit indikatér Kartlari,
Kuru Hava indikatér Kartlar, Sinif 4 indikatér Kartlari, Sinif 5 indikatér Kartlari, Sinif 6 indikatdr Kartlari), Sinif
5 integratér, Rapid Buhar Biyolojik Indikatéri, Uzun Siireli Buhar Biyolojik indikatorii, Etilen Oksit Biyolojik
indikatérii, H202 (Plasma) Biyolojik indikatérii, Helix Kiime Testi, Pcd Kiime Testi, Etilen Oksit Yik Kontrol
Testi, Otoklav Bantlari (Buhar, Etilen Oksit, Plasma, Formaldehite), Koter Kalemleri, Koter Zimparasi, Wrap ve
Krep Kaditlari, Viiciit-Yara Atik Sivilari igin Drenaj Sistemleri (Kateterler, Toplama Siseleri), Polypropylene
Mesh, Steril Konteynir Sistemleri, Konteynir Etiketi, Konteynir Kilidi, Konteynir Filtresi, indikatorlii
Dokiimantasyon Etiketleri, Indikatérlii Rulo Barkod Etiketleri; Yikayici Dezenfektérler, Ultrasonik Cihazlar Ve
Cerrahi Aletlerin Yikama Kontrol Testleri (Protest, Hemotest, Washertest, Cannulacontrol Test, Sonicontrol
Test) , lkili Biyolojik indikatér Test Paketi (Biyolojik Indikatér - Type 5 Entegratdr), ikili Yiik Kontrol Test Paketi
( Type 5 Entegratér ve PCD ici Type 6 Indikatér), Uglii Biyolojik indikatér Test Paketi (Biyolojik indikatér, Type
5 Entegratér ve PCD i¢i Type 6 indikatér), Uretimi, Tasarimi, Montaji, Paketlenmesi, Pazarlanmasi ve Satisi,
Tek Kullanimlik Tibbi Malzemelerin Paketlenmesi
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Bu sertifika, belgeli kurulus gizetim denetimleri sartlaring ve RovalCert'in prosedirlerine uydugu stirece gecerlidir. RovalCert Belgelendirme ve Gdzetim A.5
Orjinal belgede hologram etiket bulunur Belgelendirme perivodu 3yidr. Kar Plaza £ Blok K:13 34752
Sertifikanin durumu www.rovalcert.com adresinden ayrica tzerinde kare kod bulunan sertifikalarin gegeriii de Atagehir, Istanbul
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RoYALCERT

CERTIFICATE

Certification No : 00108/DOR13A
Initial Certification Date :20.01.2010
Recertification Date : 07.01.2022
Issue Date :07.01.2022
Expiration Date :19.01.2024
Revision Date / No :31.12.2018 /01

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

1S013485:2016

DORT-A TIP MALZEMELERI SANAYI iTH. iHR. TIC. LTD. $TI.
Balikhisar Mahallesi, K6y l¢i Serpmeleri, No:795/A, Akyurt, Ankara, TURKEY

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 Body-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 > A
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ROYALCERT

This certification was conducted in accordance with the RoyalCert auditing and RovalCert Belgelendirme ve Gizetim A.S
certification procedures and is subject to regular surveilance audits. Kar Plaza E Blok K13 34752
The original certificate contains a security hologram. Atasehir, istanbul
Certification period is 3 vears Verifiable at, www.rovalcert.com T+902166880910

This certification can be verified on TURKAK BDS no. and TBDS turkak.org.r




CERTIFICATE

kiwa

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

Certificate Number: 1984-MDD-20-682
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:

Medbar Tibbi Malzemeler Turizm San. Ve Tic. A.S.
Fatih Mah. 1142 Sokak Sarni¢ No:35 Gaziemir - izmir - Turkey

Products: IV Flow Controller, Extension Line, Karman Cannula and Karman
Cannula Injector, Arthroscopy Set, Spirometer Filtered Mouthpiece, Skin Marking
Set, Mucous Aspirator, Valve Urine Bag, Valve Emesis Bag, Surgical Covers and
Drapes, Endoscopy Mouthpiece, Smear Brushes, Amniotic Pouch Perforator,
Umbilical Cord Clamp, Sterile Luer Connector Cap (Stopper), Arterial Cannula,
Endometrial Suction Curette, Phototherapy Eye Band (Y-Band)

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

Report Number: M.5746.03

Date of first issue: 13 July 2020

Date of last issue: 11 May 2021

Revision Number: 01

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
11 May 2021, Istanbul, Turkey Head of Notified Body

Kiwa Belgelendirme Hizmetleri A.S.

ITOSB 9. Cad. No:15 Tepeéren, 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.tr



kiwa

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

Medical Devices Directive 93/42/EEC Annex-V

Certificate Number: 1984-MDD-20-682, Revision Number: 01

Concerned medical devices;

Product Name Types

IV Flow Controller (Long, Rotary Luer Lock, Without Y Port,
Needle Free)

Cylindrical IV Flow Controller (Long, Rotary Luer Lock, Without
Y Port, Needle Free)

Extension Line (30cm- 50cm- 60cm- 75cm- 90cm- 100cm-
120cm- 150cm)

Pressure Resistant Extension Line (30cm- 50cm- 60cm- 75cm-
90cm- 100cm- 120cm- 150cm)

Karman Cannula (No: 3,4, 5,6, 7, 8,9, 10,12)

Single Valve Manual Vacuum Aspirator Set, Double Valve
Karman Cannula and Karman Cannula Manual Vacuum Aspirator Set, Single Valve Manual Vacuum
Injector Aspirator, Double Valve Manual Vacuum Aspirator
Non-Sterile Single Valve Manual Vacuum Aspirator, Non-Sterile
Double Valve Manual Vacuum Aspirator

Arthroscopy Set Y-Tur Set, Y-Tur Set With Pump

Small (26mm, 30mm, 33mm)

Small With Latch (26mm, 30mm, 33mm)

Big (30mm, 33mm)

Big With Latch (30mm, 33mm)

Skin Marking Set Skin Marking Set, Thin Tipped Skin Marking Set

Mucous Aspirator (15ml, 25ml, 40ml, 100ml)

Mucous Aspirator With Hose (40ml)

Valve Urine Bag White, With Discharge

Valve Emesis Bag Transparent, White

Microscope Drape, Camera Cover, Cardboard Camera Cover,
Telescopic Camera Cover, Circled Camera Cover, Accordion
Surgical Covers and Drapes Folded Camera Cover, Probe Cover, Endoscopy Bag, Scopy
Cover, C Arm Scopy Cover, Fluoroscopy Cover, Light Handle
Cover

Endoscopy Mouthpiece -
Smear Brushes Brush, Spatula
Amniotic Pouch Perforator -
Umbilical Cord Clamp -
Sterile Luer Connector Cap (Stopper) -

IV Flow Controller

Extension Line

Spirometer Filtered Mouthpiece

Mucous Aspirator

Arterial Cannula 18G, 20G, 22G
. . Endometrial Suction Curette, Endometrial Suction Curette With
Endometrial Suction Curette .
Syringe
Phototherapy Eye Band (Y-Band) Small, Medium, Large

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

a@auj

Muhtesem Gokhan Yiicel
11 May 2021, 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.tr



EC CERTIFICATE

AT SERTIFIKA

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

Production Quality Assurance System
Uretim Kalite Glivencesi

Certificate Number: 2195-MED-1816401

Sertifika Numarasi

Manufacturer: R Vent Medikal Uretim A.S. i
Uretici 29 Ekim Mah. Balkan Cad. No:33 Torbali, Izmir, TURKIYE

Product(s): (1) Sterile and Non-Sterile Breathing Circuit Systems
Uriin(ler) (1) Steril ve Steril Olmayan Solunum Devre Sistemleri
(2) Sterile and Non-Sterile Breathing Filters
(2) Steril ve Steril Olmayan Solunum Filtreleri
(3) Sterile and Non-Sterile Catheter Mounts
(3) Steril ve Steril Olmayan Katater Baglantilari
(4) Non-sterile Masks, BVM (Resuscitator), O, & Aerosol Therapy Set
(4) Steril Olmayan Maskeler, BVM (Resusitatér), Oz & Aeresol Terapi Seti
(5) Sterile Closed Suction System
(5) Steril Kapali Emig Sistemi

Reference Report No: MM0687-P004-R01, MM0687-P004-R02, MM0687-P005-R01
Referans Rapor No

Szutest, Notified Body 2195, declares that the aforementioned manufacturer has implemented a quality assurance system
according to Annex V, 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 product(s) and conforms to the provisions
of this Directive. The approved quality system is subject to surveillance pursuant to Annex V, Section 4 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 concerned with the conformity of the devices with metrological requirements.

2195 kimlik numarali Onaylanmig Kurulus Szutest, yukarida belirtilen dreticinin 93/42/AT Tibbi Cihaz Yénetmeligi EK V bélim
3'lne gdre bir kalite y6netim sistemi uyguladigini, bu yénetim sisteminin yénetmeligin sadece bahsi gegen iriiniin tiretiminin glivenlik
kosullarini saglama ve devam ettirme ile ilgili gerekliliklerin karsiladigini beyan eder. Onaylanan bu kalite ybnetim sistemi, 93/42/AT
Tibbi Cihaz Yénetmeligi EK V, béliim 4’e gére periyodik olarak gézetime ve habersiz saha denetimlerine tabidir.

Uretici, driinlerinin tasarniminda ve yapisinda gergeklestirdigi 6nemli degisiklikleri Szuteste bildirmek zorundadir. Steril
kondisyondaki sinif | drdinler igin kalite yénetim sistemi degerlendirmesi diretimin steril kondisyonun saglanmasi ve korunmasiyla
limitlidlir. Olgtim fonksiyonlu sinif | drtinler icin Kalite y6netim sistemi degerlendirmesi diretimin cihazlarin metrolojik sartlara uyumunu
saglamasiyla limitlidir.

S\

This EC certificate is valid till 2024-05-26. N
Bu AT Sertifikas1 2024-05-26 tarihine kadar gegerli

Issue Date/Yayin Tarii: 2018-06-13 woNme 47 Rlikiye BALKAN
Revision No./ Revizyon No.: 02 Rev./Rev. » #IED EOW Deputy General Manager
Revision Date/ Revizyon Tarihi: 2020-06-26 Genel Mudiir Yardimcisi

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

Szutest.com.tr
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AB DECLARATION OF CONFORMITY

Beyanuame No
Declaration Nu:

DOC02-0004

Beyanname Tarihiz
Declaration Date:

03/09/2021

Uretici:
Manufucturer:

& wrkuoz
TURKUAZ SAGLIK HIZMETLERI MEDIKAL TEMIZLIK
KIMYASAL URUNLER SANAYI VE TICARET ANONIM SIRKETI

Mitnferit Kimlik No / SRN:

N/A

Uriin{ler):
Productis):

NON-STERIL ULTRASON JEL
NON-STERILE ULTRASOUND GEL

Temel UDE-DI/ BUDI-DI:

86817153410118

UDI-DI:

8698712450293 20 mL
8698712457094 60 mL
8698712450019 | 230 mL
8681715349572 | 250 mL

8681715349589 | 250 mL
8681715349596 | 250 mL
8681715349602 | 250 mL

8681713349619
3681715349671
8681715349626
8681715349633

250 mb
250 mL
250 ml.

250 mL

8698712430026 | 300 mL
8681715349947 | 500mL

8698712450033
3683229600514
8681715349640

1000 mL
1000 mL
1000 mL

8698712450057 | 5000 mL
8681715349664 | S000 L.
8681715349688 | 5000 mL.
SO0 v
| 8698712450040 | 3000mL
| {Galon)
| 8681715349657 | 2000 mL
| {Calon)

UDE-PL:

[(10) LOT / BATCH N¢
{(11) URT/PRD DATE]
[(17) SKT / EXP DATE]

Referans/Katalog Nos
Reference/Catalogue Number:

NUG-0001 20 Ml
SUG-0002 60 ml
NUG-0003 | 230mL

 Doldimsa No/
| Document Nu: &

352021 3v2021

i
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AB DECLARATION OF CONFORMITY

230 ml.

250 mL

NUG-0006 | 250 mL
NUG-0007 |+ 250 mL

NUG-0008

NUG-0009

NUG-0010

NUG-0011 | 250 ml
NUG-0019 | 500 mL

NUG-0020 | 500 mL

NUG-0012_ | 1000 mL
NUG-0012 | 1000 mL
NUG-0013 | 1000 mL
NUG-0016_| 5000 mL
NUG-0017 | 5000 mL
NUG-0018 | 5000 L.
NUG-0014 | S0
NUG-0015 | SETI

Versivon/Model No:
Version/8odel Number:

YO000.101.0013

20 mL

Y0000.101.0039 60 ml
Y0000.101.0001 | 250mlL
YO000.101.0002 | 250mL
Y0000.101.0003 | 230 mL
Y0000.101.0004 | 250mL

Y0000.101.0032

250 mL

YOO00. 1010059

F30wmL

Y0000.101.0066 250 mL
YO000.101.0077 | 250mL
YO0000.101.0062 250 mL
YOO00.101.0003 500 mL
Y0000.101.0006 | 500 mlL
YO000.101.0016 | 1000 mL
Y00060.101.0018 | 1000 mL
YO000.101.0017 | 1000mL
Y0000.101.0011 | 5000 mL

Y0000.101.0012

5000 mL

Yaym Tatiht/
Release Date:

38230

21

Sayfa No

P -ty o
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TURKUAZ SACLUC HEZMETLER]I MEBIRAL ;W!}'L‘i&g{my ASAL m

Akga Asi
T: 480 212428 6848 1 1
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YOO00.101.0063 | 3000 mL

Lin o 1 2000 mL

YO000.101.0009 (Galon)

L 5000 mL

a0 ;

YO000.101.0010 (Galon)
Marka: i
Trademark: RONIX

Kuollamm Amacs:
Inrended Use:

Nou-Steril Ultrason Jel ultrason uygulamalannda gériintii ve kaydirma
amagl knllanihr,

Uriin Gorseli:
Product Photo:

Non-Sterile Ulrrasound Gel is used for ulirasonic imaging and lubrication.

3920621

w ddate;
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AB DECLARATION OF CONFORMITY

Ortak Ozellikler:
Common Specifications:

EN ISO 13485, FN 150 14971, }ZN IS0 62366, EN ISO 346&4«2, ENISO
10993-1, EN ISO 10993-3, EN 18O 10993-10. EN ISO 15223-1, EN ISO
14698-1, 180 16142-1, ISO/IR 20416, IS0 20417

GMDN:

1532

Jel, ultrasonik baglama

Bir ultrason incelemesi sirasinda deri icinden gecen ultrasonik dalgalarm

alinmast ve verilmesi igin iyilestitiimis temas ve sartlarin sag dﬁdlgl bir
madde. Ayrica operatériin probu mi’{ lzerinde diizetin bir sekilde hareket

ettirebilmesine de vardimer olmakiad

15321

Gel, ultrasonic bonding

A substance thar provides improved contact and conditions for receiving

and transmitting ulirasonic waves that pass through the skin :meg an

ultrasound examination. It also helps the operaior to move the probe

smoothly over the skin,

AB Direktifi ve Mevauat
EU Directive and Legisiation:

= 02.06.2021 Tarih 31499 Savih Mikerrer Resmi Gazete / Tibbi Cihaz
Yonetmeligl
Regulation (EU) 2017/745

Risk Classification:

Risk Sumifi:

Suf L, Bk VI Kural
Class 1 Armex Vill, Rule 1

ITvgumu& Yolu: Conformity
Route:

MDREKIV (Ek O ve Ek 11D
MDR Arnex IV {Avnex 1 and Annex 11

Beyam
Declaration:

isbu AB Uygunluk Bevan, TURKUAZ SAGLIK HIZMETLER
MEDIKAL TEMIZLIK KIMYASAL URUNLER SANAYI VE TICARET
ANONIM SIRKET! sorumlulugunda vaymlanmusti. Bevanda bahse konu

tibbi cibazm, ilaili AB direktifi ve varsa, bir AR Uygunluk bevam

TFo11.01.00002

wyou Turtht/
Date:

322021

3
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AB DECLARATION OF CONFORMITY

diizenlenmesind salavan diger ilgil AB mevzuatyla uvunmilu oldugu bevan
edilmektedir, '

Thix EU Declaration of Conformity is issued under ihe sole responsibility
of the TURKUAZ SAGLIK HIZMETLERI MEDIKAL TEMIZLIK
KIMYASAL URUNLER SANAY! VE TICARET ANONIM SIRKETI. In the
declavarion, it is declared that the medical device in question is in
complicnee with the velevant EU divective and, if any, other relevant EU

Beyan Eden:
Declarant:

legislation enabling the issuance of an EU Declaration of Conformity.
KXT /! OMR

Hantfl Karahan

Bozkurt
Arge ve Kalite
Direktrii
R&D and Qualite
Director

Beyanm Diizenlenme Yeri:
Place of Decluration:

{stanbul / Turkive

Onayvh Kuoralus:
Neotified Body:

N/

AB Sertifikase:
EU Certificare:

Tasarim Sertifikasy:
Design Certificare:

Teknik Dosya No ve Saklama
Adresi:

Technical File Nu and
Retention Address:

AB Yetkili Temsilei:
EU Authorized Representative:

Ek Bilgi:
Additional Information:

Bu uvgunluk de onu {riinlerin pazara arz edildigi tiim Ulkelerde, o
tlkenin dilinde hazrlanmig kullanim kidavoz ve etiketlerivle ve yetkili
ithalatgr veya disteibiitSriindin sorumhiduguyla gecerlidin,

This declaration of conformity is valid with laobels and IFUs prepared in the
local language where the products have been marketed under the
responsibility of the authorised importer or distribuior,

TEO11,01,00,002 | Loy Tarihi/
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