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 Digitally signed by Cojocaru Vera

Tel.: +90 216 593 25 75, Fax: +90 216 593 25 74 Date: 2023.11.21 12:04:59 EET

Web: www.kiwa.com.tr , e-mail: posta@kiwa.com.tr Reason: MoldSign Signature
Location: Moldova
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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



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

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

w Y  Zentralstelle der Lander
-. fur Gesundheitsschutz

79'{ == ﬁ’ bei Arzneimitteln und
7{' Medizinprodukten §

Fox B #% 2L6-BS-236.10.16

w.zlg.de



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 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

"W

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

ﬁﬂf ‘Af‘ﬁ?ﬁ Benannt durch/Designated by

Zentralstelle der Lander §

| 4 | fur Gesundheitsschutz 2
'ﬁ' —— ‘ié( bei Arzneimitteln urd 3
Medizinprodukten ;

Foke ﬂrﬂrﬁ ZLG-BS-236.10.16

ANLAGE/ANNEX

Gultigkeit / Validity
von / from 2021-05-25
Edition 16

Essen, 2021-05-25

www.tuev-nord-cert.de

medical@tuev-nord.de




ANLAGE/ANNEX

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. 3529 1130 Giltigkeit / Validity
von / from 2021-05-25

B B

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

ﬁ'ﬁrﬁﬂ{* Benannt durch/Designated by
Zenlralstelle der Lander 3

g%_;_é 1{;’ fur Gesundheitsschutz %«
= Fr

= bei Arzneimitteln und
'?ﬁi’ Medizinprodukien §

ok 5&(7.‘:\"’9{ ZLG-BS-236.10.16




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

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

Tﬁf* ﬁ'ﬁﬁ Benannt durch/Designated by
X VA{ Zentralstelle der Lander 3§

|4 | fur Gesundheilsschutz 2
== H el Aczneiminelnund 3
* Medizinprodukten g

*
!
ﬁ*ﬁ*ﬁ ZL.G-BS-236.10.16

ANLAGE/ANNEX

Gultigkeit / Validity
von / from 2021-05-25
Edition 16

Essen, 2021-05-25

www.tuev-nord-cert.de

medical@tuev-nord.de




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. 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

7%“_2{ ﬁv*ﬁ Benannt durch/Designated by
Zenlralstelle der Lander &

| 4 | é ")!T fur Gesundheitsschutz g

bei Arzneimitteln und =
Medizinprodukten §

*wﬁrwaﬁ{* ZLG-BS-236.10.16

ANLAGE/ANNEX

Gultigkeit / Validity
von / from 2021-05-25
Edition 16

Essen, 2021-05-25

www.tuev-nord-cert.de

medical@tuev-nord.de




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

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

N5

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

*ﬁ*ﬁ* Benannt durch/Designated by
Zanlralstelle der Lander

| 4 | é * fir Gesundheitsschutz

bai Arzneimitteln und
}ﬁ' Medizinprodukten

Foxe ‘grﬁ'* ZLG-BS-236.10.1

o www.zlg.de

Glltigkeit / Validity
von / from 2021-05-25
Edition 16

Essen, 2021-05-25

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: 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

R -

Zertifizierungsstelle fur 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

’f{‘ﬁ( ‘sﬁ"ﬂrﬁ_ Benannt durch/Designated by
Zenlralstelle der Lander

*ﬁ!._é ﬁ;{ fur Gesundheitsschutz

bei Arzneimitteln und
'ﬁ' ﬁfx' Medizinprodukten §

™ ,gﬂf.r* ZLG-BS-236.10.16

w.Zlg.de




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
(ionee ] .

oo 3
© » o charta der vielfalt
“oe

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

Page 2 of 5



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

Page 3 of 5



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

Page 4 of 5



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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BICAKCILAR

TIBBi CIHAZLAR SANAYI VE TICARET A.S.

UYGUNLUK DEKLARASYONU
DECLARATION OF CONFORMITY
(Siniff Class llb, lla, Is, Im)

Dokiiman Numarasi DoC-TK? Revizyon No: 34 Tarih: 07.10.2022
Document Number Revision No Date
Uretici Firma . ,
Manufacturer B BICAKCILAR Tibbi Cihazlar San. Ve Tic. A.$.
Firma adresi Osmangazi Mahallesi Gazi Caddesi No:21 Esenyurt 34522
Manufacturer Address ISTANBUL/TURKIYE
Onaylanmis Kurulug & Adresi | TV NORD CERT GmbH
Notified Body & Address Am TUV 1 45307 /Essen-Germany

BIGAKCILAR Tibbi Cihazlar San. Ve Tic. A.$. Yetkili otorite TUV NORD CERT GmbH (N° 0044) tarafindar
degerlendirmistir. .

Bu deklerasyon, Tibbi Cihaz Direktifi 93/42 EEC Ek VIl ve Diizeltme 2007/47/EEC ile uyumlu olarak
hazirlanmigtir.

BICAKCILAR Tibbi Cihazlar San. Ve Tic. A.S. having been assessed by TUV NORD CERT GmbH Notified Body N
0044.

This declaration is made in accordance with Annex VIl of the Medical Devices Directive 93/42 EEC and Amendmen
2007/47/EEC

Uygunluk deklarasyonunda bulunan biltiin iirinler icin/For all products which are mentioned in the DoC.

Sertifikalar Sertifika No Verilig Tarihi Son Kullanma Tarihi
Certificates Certicate No Date of Issue Expiry Date
ENISO 13485 (%) 04 221 980886 27.07.2022 26.05.2024
93/42 EEC Ek Il / Annex Il (4 harig /without 4) 04 232 980886 16.04.2020 16.09.2023

(*) EN ISO 13485: 2016 Tibbi Cihazlar- Kalite Yonetim Sistemleri- Ruhsatlandirma Amagh Gereklilikler / Medical Devices-Quality
Management Systems- Requirements for Regulatory Purposes

Bigakeilar Tibbi Cihazlar A.§, Tibbi Cihazlar Direktifinin 93/42 EEC ve Ek 2007/47/EEC Ek Il maddelerine uygun
olarak agagida belirtilen iriinler igin biitiin sorumlulugu Gstlenir ve riiniin agagida belirtilen standardlara ya da
diger diizenleyici mevzuatlara uygunlugunu deklare eder.

Bigakcilar Tibbi Cihazlar A.$, Declare under our sole responsibility that the products below to which this declaration relates
are in conformity with the following standards or other regulatory laws following the provisions of Medical Device Directive
93/42 EEC and Amendment 2007/47/EEC Annex |l.

e IS0 9001: 2015 Kalite Yonetim Sistemleri — Gereklilikler/ Quality Management Systems- Requirements

e ENISO 13485: 2016 Tibbi Cihazlar- Kalite Yonetim Sistemleri — Mevzuat Amaglari Bakimindan Sartlar / Medical
Devices- Quality Management Systems-Requirements for Regulatory Purposes '

* ENISO 14971 Tibbi cihazlar — Tibbi cihazlara risk ydnetiminin uygulanmasi / Medical devices - Application of risk
management to medical devices

e ISO/TR 24971 Tibbi cihazlar - ISO 14971'in uygulanmasina iligkin kilavuz / Medical devices — Guidance on the
application of ISO 14971

e ENISO 10993 Tibbi cihazlarin Biyolojik Degerlendirilmesi / Biclogical Evaluation of Medical Devices

e EN ISO 11135 Saglik Malzemelerinin Sterilizasyonu-Etilenoksit / Sterilization of Heathcare products-Ethylene
oxide

» ENISO 11607 Son Olarak Steril Edilen Tibbi Cihazlar icin Ambalajlama/ Packaging for terminally sterilized medical
device

1710 13.08.2018 110140-F02_8



BICAKCILAR

TIBBI CIHAZLAR SANAYI VE TICARET A.S.

EN I1SO 11737 Tibbi Cihazlarin Sterilizasyonu-Mikrobiyolojik Metodlar /Sterilization of medical devices -
Microbiological methods

ISO 20417 Tibbi cihazlar - imalatci tarafindan saglanacak bilgiler / Medical devices — Information to be supplied
by the manufacturer

EN ISO 15223 Tibbi cihazlar - Tibbi cihaz etiketlerinde, etiketlemede ve sunulacak bilgide kullanilacak
semboller / Medical devices — Symbols to be used with information to be supplied by the manufacturer

EN 1SO 11138 Saghk Bakim Uriinlerinin Sterilizasyonu- Biyolojik indikatorler / Sterilization Of Health Care
Products - Biological Indicators / Sterilization Of Health Care Products - Biological Indicators

EN 1SO 14644 Temiz odalar ve bunlarla ilgili kontrollii ortamlar / Cleanrooms and associated controlled
environments

ISO/TR 20416 Tibbi cihazlar - Ureticiler igin Pazar Arz Sonrasi Gozetim/ Medical devices — Post-market

surveillance for manufacturers

EN 62366-1 Tibbi cihazlar - Boliim 1: Kullamilabilirlik tekniginin tibbi cihazlara uygulanmasi / Medical devices -
Part 1: Application of usability engineering to medical devices
IEC 62366-2 Tibbi cihazlar - B6lim 2: Kullanilabilirlik tekniginin tibbi cihazlara uygulanmasina iliskin rehberlik

I Medical devices — Part 2: Guidance on the application of usability engineering to medical devices

MDCG 2020-6 Eski cihazlar igin yeterli klinik kanit hakkinda rehberlik / Guidance on sufficient clinical evidence
for legacy devices

MDCG 2021-25 MDR gerekliliklerinin "eski cihazlara” ve 90/385/EEC veya 93/42/EEC Direktifleri uyarinca 26
Mayis 2021'den &nce piyasaya siiriilen cihazlara uygulanmasi / Application of MDR requirements to "legacy
devices" and to devices placed on the market prior to 26 May 2021 in accordance with Directives 90/385/EEC or
93/42/EEC

‘Sinif lib Urtinler / Class llb Products
Uriin - GMDN Sterilite ilgili Uriin Uriin Risk
Sira No Referansi Uriin Adi Kodu Durumu Standardi Kurali
Product GMDN Sterility Related Product | Device Risk
No Reference Product Name Code State Standard Rule
157 00XX 1 | Kural 3/Rule
1 015 20XX 1 Lokosit Filtre Seti 35071 Steril ANSI/AAMI BF 3
157 00XX 1G Leukocyte Filter Set Sterile 64:2012 Kural18 /
015 20XX 1G Rule 18
ISO 8536-4: 2019
> 040 XXXX 1 Basing izleme Seti 35509 Steril 12%'36?261302101 3 Kural 10
400 XXXX 1 Pressure Monitoring Set Sterile EN 60601-2-34- Rule 10
2014
Siniflla ﬂrﬂnleriiﬁ!ass lla Products
Sira | o o GMDN | Sterilite ilgili Oriin Uriin Risk
No Uriin Referansi Urlin Adi Kodu Durumu Standardi Kurah
Product GMDN Sterility Related Product Device Risk
No Reference Product Name Code State Standard Rule
Arteriyal igne .
Steril EN (SO 80369-7 Kural 6
! 0150102 1 Arterial Neade 127471 Sterite (2016) Rule 6
I Inflizyon pompa seti IS0 8536-4
9 104 1001 1 35833 Sterit {2019) Kural 2
010 2XXX 1 Infusion pump set Sterile EN ISO 8536-8 Rule 2
(2015)
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BICAKCILAR

TIBBi CIHAZLAR SANAY! VE TICARET A.S.

i . ISO 8536-4
5 | 30K IV Filre Sef ssory | St (2019) Kural 3
114 XXXX 1 IV Fitter Set Sterile ISO 80369-7 Rule 3
(2016)
ISO 8536-5
Eksternal Drenaj Biiret- 150ml - (2004) s
eri ura
4 11501011 External Drainage Buretfe- 6179 Sterile ISO 20697 Rule 2
150ml (2018)
Eksternal Drenaj Biiret- SO 8536-5
150ml Plakall Steril (2004) Kural 2
5 1150111 1 61796 .
External Drainage Burette- Sterile 1SO 20697 Rule 2
150mi - Wiplate (2018)
Ug yollu musluklu uzatma Ster | lSCz 23:1339'7 el 2
6 123 1XXX 1 Extention Line w/ Three way 12170 Sterile ‘ ISO 8536-9 Rule 2
Stopcock l (2015)
“ EN ISO 10555-1
145 XXXX 1 . (2013-A1:2018)
;| 14600 B-CATLV Kand ugos | Serl | ENISO10S855 | Kurel7
014 XXXX 1 B-CAT 1.V Cannula Sterile (2013) Rule 7
095 10XX 1 | 1SO 80369-7
(2016)
150 XXXX 1 |
151 XXXX 1 . . ISO 80369-7
g | 15401 Kan Transfiizyon Sef sasgo | Sl | (2016) Kural 2
155 XXXX 1 Blood Transfusion Set Sterile ISO 1135-4 Rule 2
015 00XX 1 (2015)
095 12XX 1
o | 155001 Mikroagregat Filre Sef 35071 Steril 1SO 1135-4 Kural 3
156 XXXX 1 Microaggregate Filter Set Sterile (2015) Rule 3
160 XXXX 1 Yankauer Aspirasyon Ucu .
10 161 XX 1 Yankauer Suction Handle 35917 ;:;;;L NA P;t:rlilg
016 XXXX 1
Aspiratér ucu .
Steril Kural 6
" 162 Rp Suction wand 35917 Sterile A Rule 6
164 XXXX 1
165 XXXX1 Yankauer Aspirasyon Seti Steril IS(02(2)210 2)97 Kural 6
12| Je ot Yankauer Suction Set ST Sterite IS0 8836 Rule 6
(2019)
168 XXXX 1
i3 | 168)00x | Aeprasyon Bagiant Hortumu g | St 1SO 20697 Kural 6
169 XXXX 1 Suction Connecting Tube Sterile (2018) Rule 6
B-Vak Doku Drenaj Seti
" g? m 1 B-Vak Mini Doku Drendj Sefi | Steril SO 20697 Kural 7
171 XXXX 1 B-Vak Wound Drainage Set Sterile (2018) Rule 7
B-Vak Mini Wound Drainage Set
I Redon Dren-Trokar s | St 1SO 20697 Kural 7
Redon Drain-Trochar Sterile (2018) Rule 7

3710
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BICAKCILAR

TIBBi CIHAZLAR SANAYI VE TICARET A.S.

Toraks Kateteri —
16 180 XXXX 1 Genigleyen Uglu 47796 Steril ISO 20697 Kural 7
182 XXXX1 Thoracic Catheter w/Flared End Sterile (2018) Rule 7
Toraks Kateteri — |
17 181 XX01 1 Tut Gek Konnektorid Ug 7796 Steril 1SO 20697 Kural 7 |
183 XX01 1 Thoracic Catheter w/Pull Sterie (2018) Rie7 |
Through End
" 800K 1 Toraks Kateteri Trokarli 47796 Steri ISO 20697 Kural 7
Thoracic Catheter w/Throcar Sterile (2018) Rule 7
Aspirasyon Kateteri (Kapkon
19 189 XXXX 1 Konnektorlii) 34923 Steril ISO 8836 Kural 5
019 XXXX 1 Suction Catheter (w/Kapkon Sterile (2019) Rule 5
connector)
0 o Aspirasyon Kateter gz | St 1SO 8836 Kural 5
019 XXXX 1 Suction Catheter Sterile | (2019) Rule 5
Aspirasyon Kateteri-Vakum '|
Kontrollii T
21 191 XX11 1 . 34923 Ster’ll | 1SO 8836 Kural 5
019 XXXX 1 Suction Catheter w/Vacuum Sterile | (2019) Rule 5
Control Connector |
Aspirasyon Kateteri Vakum
Kontrollii Konnektdr Kesik Ug
Delikli Steril ISO 8836 Kural 5
2 | O9SXT | o hon Catheter, wVacuum | 92 | Sterite (2019) Rule 5
Control Connector Beveled Tip
w/Hole
Aspirasyon Kateteri- Kilifli
Aspirasyon Kateteri- Kilifli,
Egimli Ug
Aspirasyon Kateteri-Vakum
190 XXX 1 Kontroll Steri IS0 8836 Kural 5
23 191 XXXX 1 ) 34923 . 5
019 XXXX 1 Sleeved Suction Catheter Sterile (2019) Rule
Sleeved Suction Catheter,
Beveled Tip
Suction Catheter w/Vacuum
Control Connector
g | 193X00K1 Mide Kateter T " Kural 5
019 XXXX 1 Stomach Catheter Sterile Rule 5
g5 | 194 X00K1 Nazogastrik Katater 21 Steril A Kural 5
019 XXXX 1 Nasogastric Catheter Sterile Rule 5
Nelaton Kateter
1E0 0L ¢ Nelaton Female Kateter Steri 1S0 20696 Kural 5
26 195 XX05 1 36125 ) |
019 XXXX 1 Nelaton Catheter Sterile (2018) Rule 5
Nelaton Female Catheter
g | 195001 Tiemann Kateteri B IS0 20696 Kural 5
019 XXXX 1 Tiemann Catheter Sterile {2018) Rule 5

4710
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BICAKCILAR

TIBBi CIHAZLAR SANAYI VE TICARET A S.

B-Soft Hidrofilik Kaph Kateter

Steril

ISO 20696

Kural 5

28 | 196 XXXX1 B-Soft Hydrophilic Coated 125 | oreriie (2018) Rule 5
Catheter
B-SOFT Kit Steril ISO 20696 Kural §
2 || 16X %125 | sterite (2018) Rule 5
s | 1973001 Beslenme Kateterl | St " Kural 5
019 XXXX 1 Feeding Catheter Sterile Rule 5
Beslenme Kateteri- Enfit
Konnektorli .
Steril ISO 20695 Kural 5
3|ttt Feeding Catheter-w/Enfit | %221 | Sterile (2020) Rule 5
Connector
. . IS0 80369-7
s | 198X00K1 bk Katetari orsg | St (2016) Kural 7
019 XXXX 1 Umbilical Catheter Sterile EN 1SO 10555-1 Rule 7
(2013-A1:2018)
s | 199001 Rekial Kateter oy | St EN 12439 Kural 5
019 XXXX 1 Rectal Catheter Sterile (1999) Rule 5
300 XXXX 1
304 XXXX 1
310 XXXX 1
311 XXXX 1 Ekstrakorporeal Tiip Set Steri Isggf 2)76 Kural 2
4 g}é m 1 Extracorporeal Tubing Set 35441 Sterile ISO 80369-7 Rule 2
776 4001 1 (2016)
030 XXXX 1
032 XXXX 1
305 XXXX X
5 | J06X0x | SraoporealPVOHom | g 1S0 15676 Kural 2
307 XXXX X Extracorporeal PVC Tubing Sterile (2016) Rule 2
030 XXXX 1
s | 320X0K1 Hizli Doldurma Sef ssagq | St IS0 15676 Kural 2
032 XXXX 1 Quick Prime Set Sterile (2016) Rule 2
Y Adaptdr / Perflizyon Y-Adaptor .
Steril Kural 2
s SESAR Y Adapter / Perfusion Y-Adapter ey Sterile NA Rule 2
o ISO 80369-7
g | 325001 Kardiopleji Set S (2016) Kural 2
032 XXXX 1 Cardioplegia Set Sterile ISO 1135-4 Rule 2
(2015)
ISO 20697
0 | 330001 MENLREEer e | St (2018) Kural 7
Vent Catheter Sterile 1SO 80369-7 Rule 7
(2016)
Vessel Kandil .
Steril ISO 80369-7 Kural 7
40 | 33002Xx1 Vessel Cannula T8 terite (2016) Rule 7
Kardiyopleji Adaptérii Steri
teril Kural 2
“ Se00SE Cardioplegia Adapter S Sterile Ny Rule 2
o | 330051 LIRS st ooy | S " Kural 7
330 OXXX 1 Tourniquet set Sterile Rule 7
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BICAKCILAR

TIBBI CIHAZLAR SANAYI VE TICARET A.S.

Aortik Punch .
Steril Kural 6
43 332 00X 1 Aortic Punch 47914 Sterile NA Rule 6
135 XXXX 1 Anjiografik Opak Madde
44 138 XXXX 1 Verme Seti 16545 Steril ISO 80369-7 Kural 2
340 XXXX 1 Andioaraphic Kit Sterile {2016) Rule 2
341 XXXX 1 giograp
5 | 420011 NS en 11305 Steril IS0 20697 Kural 7
042 000X 1 Soft Drain Sterile (2018) Rule 7
. ISO 80369-7
© | 42100011 Torasentez Sef w7 | St (2016) Kural 6
Thoracentesis Set Sterile EN ISO 8669-2 Rule 6
(1996)
o | 42500011 Gogis Drenaj Torbasi (0817 Steril " Kural 7
042 0001 1 Pleural Drainage Bag Sterile Rule 7
Arteriyal Filtre Seti .
Steril Kural 2
48 4404001 1 Arterial Filter Set 33309 Sterile NA Rule 2
Endotrakeal Tiip
o gg? ggﬁ 1 (Balonlu/Balonsuz) 46967 Steril EN SO 5361 Kural 5
055 XXX 1 Endotracheal Tube Sterile (2016) Rule 5
(Cuffed/Uncuffed)
RAE Endotrakeal Tiip
50 550 8XXX 1 (Balonlu/Balonsuz) 46967 Steril EN ISO 5361 Kural 5
(Cuffed/Uncuffed)
550 7XXX 1 Spiralli Endotrakeal Tiip
51 551 7XXX 1 (Balonlu/Balonsuz) 46569 Steril EN 1SO 5361 Kural 5
055 XXXX 1 Reinforced Endotracheal Tube Sterile (2016) Rule 5
095 22XX 1 (Cuffed/Uncuffed)
Endotrakeal Tiip
(Balonlu, XX mm Stile) Steril EN ISO 5361 Kural 5
52 551 1XXX 1 46967 .
Endotracheal Tube Sterile (2016) Rule 5
(Cuffed with XX mm Stylet)
Spiralli Endotrakeal Tlip
(Balonlu, XX mm Stile) Steril EN ISO 5361 Kural 5
53 551 20XX 1 46569 )
Reinforced Endotracheal Tube Sterile (2016) Rule 5
(Cuffed with XX mm Sylet)
555 OXXX 1 — EN 1282-2
54 | 55001 Trakeostomi Tip it Steril | (2005-A1:2009) |  Kural5
055 XXXX 1 Tracheostomy Tube Sterile EN ISO 5366 Rule 5
095 22XX 1 (2016)
55 | 560 200X 1 Nasal Oksijen Kandld 35201 Steril " Kural 2
560 2001 1 Nasal Oxygen Cannula Sterile Rule 2
s | 963001 Oksijen Kateteri s0s | St " Kural 2
056 XXXX 1 Oxygen Catheter Sterile Rule 2
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TIBBi CIHAZLAR SANAYI VE TICARET A.S.

. y EN 1617
57 | 565 00K 1 Oksijen Baglant: Hortumu ogrs | St (1997) Kural 2
056 XXXX 1 Oxygen Connecting Tube Sterile ISO 20697 Rule 2
(2018)
s | S730XIX1 Gaz Omeldeme Hatt isgs | Sl | 150803697 Kural 2
057 OX7X 1 Gas Sampling Line Sterile (2016) Rule 2
723 XX70 1 o
sg | 728XX01 Cerrahi Orme Bant oy | S A Kural 7
724 XKXX 1 Surgical Braided Tape Sterile Rule 7
072 XXXX 1 )
s | TB0X0KX1 Ug Yollu Musluk s17y | St 1SO 80369-7 Kural 2
076 XXXX 1 Three Way Stopcock Sterile (2016) Rule 2
6 | 765 X001 Manifold iy | St 1SO 80369-7 Kural 2
076 XXXX 1 Manifold Sterile (2018) Rule 2
6 | 7900011 Redon Dren s | St 1SO 20697 Kural 7
079 XXXX 1 Redon Drain Sterile (2018) Rule 7
Koroner Arter Retraksiyon Klipsi-
3.0mm Steril Kural 6
63 3300450 1 Coronary Artery Retraction 47991 Sterile NA Rule 6
Clips-3.0mm
Koroner Arter Retraksiyon Klipsi-
5.0mm Steril Kural 6
64 33004511 Coronary Artery Retraction Clip- 47991 Sterile NA Rule 6
5.0mm
Sinef Im Ordinler / Class Im Products
Sra | .. - GMDN Sterilite iigili Oriin Oriin Risk
No Urtn Referansi Urtn Adi Kodu Durumu Standardi Kural
GMDN Sterility Related Product | Device Risk
No | Product Reference Product Name Code State Standard Rule
B-Spiro Nefes Egzersiz Cihazi Non-Steril
1 186 XXXX 2 , R 31266 e NA Kural 5
B-Spiro Volumetric Exerciser Non-Sterile Rule 5
Sinif Is Uriinler / Class s Products
Sira | . - GMDN Sterilite iigili Oriin Uriin Risk
No Urtn Referansi Urdn Adi Kodu Durumu Standardi Kurah
Product Sterility Related Product Device Risk
No Reference Product Name GMDN Code State Standard Rule
100 XXXX 1
101 XXXX 1 LV, Infiizyon Set . IS0 8536-4
1 102 XXXX 1 58977 Steril (2019) Kural 2
1. V. Infusion Set Sterile EN SO 8536-8 Rule 2
103 XXXX 1 (2015)
010 XXXX 1
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. ISO 80369-7
, | 1083001 Damla Ayar Sef .y Steril (2016) Kural 2
107 000X 1 Flow Regulator Sterile ISO 8536-4 Rule 2
(2019)
106 000X 1 Infizyon Seti-Damla Ayarli . 180 8536-4
3 107 000X 1 : 58977 N (2019) Kural 2
LV. Infusion Set Sterile ISO 8536-8 Rule 2
010 05XX 1 w/Flowmeter (2015)
120 XXXX 1
121 XXXX 1 Uzatma Hatlari .
Steril 1SO 80369-7 Kural 2
4 122 XK1 Extention Lines 12170 Sterile (2016) Rule 2
012 XXXX 1
1250005 1 Stoper / Instoper Steril ISO 80369-7 Kural 2
S 1250001 1 Stopper/ Instopper 31667 Sterile (2016) Rule 2
012 XXXX 1 pperinsiopp
6 | 12500071 Kombi Stoper 11667 Steril IS0 80369-7 Kural 2
012 XXXX 1 Combi stopper Sterile (2016) Rule 2
1250010 1 Steril Kural 1
7 012 XXX 1 Transfer Set 41222 Sterile NA Rule 1
ISO 80369-1
125 10XX 1 (2018)
130 XXXX 1 Steril ISO 80369-7 Kural 2
8 1 131 x0K 1 B Safe 42ret Sterile (2016) Rule 2
012 XXXX 1 ISO 80369-20
(2015)
132 00XX 1 B Safe Valfli Uzatma- (2018)
Ikili/Uglii/T-Konnektdrlii Steril ISO 80369-7 Kural 2
9 133 XXXX 1 12170 . 2016
Extension Line w/B-Safe Sterile (2016) Rule 2
124 X0X 1 Duo/Triple/T-Connector IS0 80369-20
013 XXXX 1 p (2015)
135 XXXX 1 | Basinca Dayanikli Uzatma 'SO;%S: &7
o Sterile ISO 8536-9 Rule 2
013 80XX 1 Pressure Extention Lines
(2015)
222 XXXX 1 ;
o | 23X0X1 ldrar Torbasi 58921 St ENISO8669-2 |  Kural 1
226 XXXX 1 Urine Collection Bag 58922 Sterile (1996) Rule 1
022 XXXX 1
Bacak ldrar Torbasi Steril K
ural 1
12 | 022 XXXX 1 Log Bag 58924 Sterie NA Bl 1
Lavman Seti
298 XXXX 1 Lavman Torba Steril Kural 5
BT o220 1 Enema Set 35050 Sterile A Rule 5
Enema Bag
230 0001 1 G6bek Kordon Klempi 13098 Steril TS 6782 1989 Kural 1
14 023 0001 1 Umbilical Cord Clamp Sterile (T1:1994) Rule 1
Konik Konnekiér :
15 2350001 1 . 44545 Ste(ll NA Kural 1
023 0001 1 Conical Connector Sterile Rule 1
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Hortum Konnektorii

236 XXXX 1 Steril Kural 2
161 0230001 1 Tubing Connector 4545 Sterile NA Rule 2
Mekonyum Aspiratér
Konnektorii i
17 | 2361001 1 35917 Steri NA Kural 2
Meconium Aspirator Sterile Rule 2
Connector
2380001 1 Kateter Tikaci ;
18 | 23800111 St 31667 SSt?r;;L NA gﬁl 11
023 XXXX 1 P
Kapkon Konnektér "
19 2400001 1 44545 Steltl| NA Kural 1
024 0001 1 Kapkon Connector Sterile Rule 1
430 XXXX 1 Steril ISO 80369-7 Kural 2
20| 043 xxx1 1 TUR Set 46102 Sterile (2016) Rule 2
g | 480%0XK1 1 Artroskopi Set 46102 Steril ISO 80369-7 Kural 2
045 XXXX 1 Arthroscopy Set Sterile (2016) Rule 2
550 0001 1 . ,
gy | 55000021 Entibasyon Stiet 17466 Steril " Kural 5
550 0003 1 Entubation Stylet Sterile Rule 5
055 XXXX 1
Vajinal Spekulum .
Steril TS 5537:1988 Kural 5
23 595 10XX1 Vaginal Specula 37468 Sterile T3:2003 Rule 5
as | 78001 Duz Konnektor 25338 Steril " Kural 2
075 XXXX 1 Straight Connector Sterile Rule 2
g5 | 751X00K1 Dz Luer Konnektdr 35330 Steril " Kural 2
075 XXXX 1 Straight Luer Connector Sterile Rule 2
2 | 7B4X0K1 ROANEKISE 25338 Steril " Kural 2
075 XXXX 1 Y Connector Sterile Rule 2
g7 | 78501 ¥ Luer Konnekior 35338 Steril " Kural 2
075 XXXX 1 Y Luer Connector Sterile Rule 2
28 %%%ééixx: ng:z:zi\;j::lu 42424 Sstterr;'e e '23(3 §364 gﬂ:lzz
090 XXXX 1 y ori (2016)
Kontrol Siringasi .
Steril ISO 80369-7 Kural 2
29 | 03401 Control Syringe 15286 Sterile 2016) Rule 2
Sinif Is-im Uranler / Gass Is & Im Products
Sira | o . GMDN Sterilite figili Uriin Uriin Risk
No Uriin Referansi Uriin Adi Kodu Durumu Standardi Kurah
Product Sterility Related Product Device Risk
No Reference Product Name GMDN Code State Standard Rule
EN ISO 8536-5
010 XXXX1 L.V. Inflizyon Seti-Biiretli Steril (2013) Kural 2
1 105 XXXX 1 , 12159 , ura
1.V, Infusion Set-w/Burette Sterile 1SO 80369-7 Rule 2
095 11XX 1
(2016)
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C.V.P.SET SO 8536-4
5 011 XXXX1 35509 Steril (2019) Kural 2
110 0001 1 Central Venous Pressure Sterile 1SO 80369-7 Rule 2
Monitoring Set (2016)
5 | omxocy | BPDS GOgls drenajsef (0817 Steril IS0 20697 Kural 1
175 XXXX 1 Pleural Drainage Set Sterile (2018) Rule 1
4 | o1xoocq | BTDS Toraks drenajset (0817 Steril 1SO 20697 Kural 1
176 200X 1 Thoracic Drainage Set Sterile (2018) Rule 1
s | 21001 Urimetre 32075 Steril EN 1SO 8669-2 Kural 1
022 XXXX 1 Urimeter Sterile (1996) Rule 1
6 | 0m7oxq | imetelderfomal o Ster ENISO8669-2 |  Kural 1
227 10XX 1 Urimeter w/Urine Bag Sterile (1996) Rule 1
Urimetre 500 Plus - Ignesiz
Num. Portlu-Cek Valf .
7 027 1023 1 ' 30072 Ster.ll EN ISO 8669-2 Kural 1
Urimeter 500 Plus- Sterile (1996) Rule 1
Needleless Sample-Check
Valve
Urimeter 500 Plus Safet Steril EN ISO 8669-2 Kural 1
8 | Czvi4t | Y| s Sterile (1996) Rule 1

Aciklama: XXXX urtintin farkll uzunluk, 6lgi gibi farkhiliklarini ifade etmektedir.

Explanation:XXXX means different length, sizes etc. product.

NA: ilgili iriin standardi bulunmamaktadir./ There is no related product standard.

ONAY / APPROVAL

Yayin Yeri ve imza Tarihi
Signature Date and Place of Issue

TURKEY/ 07.10.2022

Yetkili kiginin ad1, Gnvani, imzasi ve firma kasesi
Name, title, signature of authorized person with company cachet

Kalite Glivence Uzmani
Quality Assurance Specialist

Kalite ve Regiilasyon Yoneticisi
Quailty and Regulatory Exercutive

Selda CAKMAK Aysel YILDIRIM
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ECCERTIFICATE

Full Quality Assurance System

Medical Devices Directive 93/42/EEC Annex I
(Excluding Section 4)

M.2020.106.13505-1 Design Examination Certificate Was Prepared for Class lll Products Defined in This Certificate.

Company Name : Turkuaz Saglik Hizmetleri Medikal Temizlik Kimyasal UrGnler
San. ve Tic. A.S.

Company Address : Akcaburgaz Mah. Muhsin Yazicioglu Cad. No: 45/5, 34522, Esenyurt
ISTANBUL / TURKEY

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

Product : Sterile Catheter Gel with Lidocaine (Konix Lido C Sterile
Catheter Gel) - Class lll

GMDN 1 60796

This certificate has been issued based on Ministry of Health's 68869993-511.14-E8880 numbered scnenhﬂc
opinion taken on 08.04.2020 according fo 93/42/EEC Annex | Art .7.4 :

Certificate Number 1 M.2020.106.13505

Report Number :MD.3561.1B

Initial Assessment Date :21.06.2019

Registration Date :10.04.2020

Revision Date /No :12.03.2021/01

Expiry Date 127.05.2024

UDEM hereby declares that the requirements of Annex Il, excluding section 4 of the 93/42/EEC Directive have been il 3

met for the listed products. The above named manufacturer has established and applies a quality assurance system, w

which is subject to periodic surveilance audits, defined by Annex II, secfion 5 of the forementioned directive. According ‘F-

to Annex I, section 4 an EC design- examination certificate is required for placing the Class lil devices on the market.

UDEM's responsibility for class | devices covered by the EC sertificate is imited to mcnufccfunng issues related to

safeguarding and maintaining sterile conditions, if the device is sterile; and manufact, ues related to product's 7

conformity with mefrological requirements, if d has mecsuremem function. This certi .'\ s as the property of

UDEM International Certificafion i e Inc. Co. 4N st be retumedupon E

f)%i‘féﬁl 5? g%fls certifica® I | K| #om the registration U D M

mplefion of EC L )

Declaration of Conformity. The
to UDEM. If UDEM will not renew %%Wd

Address: Mutlukent Mahallesi 2073 Sokak (Eski 93 Sokak) Na:10 Cankaya — Ankara — TURKEY
Phone: +90 0312 443 03 90 Fax: +90 0312 44303 76
E-mail: info@udemltd.com.ir www.udem.com.ir

request. The above named co! é S
of the certificate, Usage of the QK § rego 5| H e manufactu AL
a ohfy allchanges refd S ANCA

W@cen‘lﬁcc’re in question, thementior's




AT SERTIFIKA

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

M.2020.106.13505-1 Tasarm inceleme Sertifikasi Bu Belgede Tanimh Olan Sinif IIl UrGnler icin Hazirlanmigtir

Firma Adi : Turkuaz Saglik Hizmetleri Medikal Temizlik Kimyasal UrGnler
San. ve Tic. AS.

Firma Adresi : Akcaburgaz Mah. Muhsin Yazicioglu Cad. No: 45/5, 34522, Esenyurt
ISTANBUL / TURKIYE

ilgili Yénetmelikler ve Ekler : 93/42/AT Tibbi Cihazlar Yonetmeligi - Ek Il (Madde 4 Harig)

UrOnler : Steril Lidokainli Kateter Jel (Konix Lido C Steril Kateter Jel) - Sinif I

68869993-511.14-E8880 sayili 08.04.2020 tarihli resmi yazi kapsaminda 93/42/AT Ek | Md. 7.4 geregdi
T.C. Saglik bakanh@inca verilen bilimsel gérise dayali olarak diUzenlenmistir.

Sertifika Numarasi : M.2020.106.13505

Rapor Numarasi :MD.3561.1B

ik Belgelendirme Denetimi :21.06.2019 \

Tescil Tarihi £10.04.2020 <IN
. L Denetim Egitim

Revizyon Tarihi/No :12.03.2021/01 San. ve Tic. A.S.

Gecerlilik Tarihi . :27.05.2024

7~
UDEM, Listeli Grinlerin 93/42/AT direktifi Ek I, madde 4 hari¢ gerekiiiklerinin karsladigin beyan eder. Yukanda adi gegen )

Uretici Kalite GUvence Sistemi uyguladigini ve Ek Il madde 5'e gore periyodik gézetim denetfimleri ile sUrekiiligini w
scg‘loyacagml beyan eder. Sinif lll olarak piyasaya arz edilecek Urlnler icin EK I madde 4'e gre AT Tasarm inceleme r

serfifikasi gereklidir. Belge kapsaminda yer alan sinif | rinler ile ilgili UDEM'in sorumlulugu 0rUn steril ise, steril sartlann

glvence altina alinmasi ve surdiriimesi ile ilgili imalat konular; Slc

uygunlu?_uylc iigillimalat konulan ile siniridir. Bu belgenin mulkiyet hakki UDEM Uluslararasi Belgelendirme Denefim Egitim

San. Ve Tic. A$. 'ye dittir ve istenildiginde iade ediimelidir. Yukanda adi gegen firma ve UDEM bu belgenin bir kopyasini

Tescil tarihinden itibaren 5 yil sUre ile muhafaza etmeldir. CE Markalamanin kulianimi Oretici beyani ile firma sorumiulugundadr.

yenilemezse adi gegen firma séz konusu Urindn plyasaya arzini durduracaktr. Belgenin gegeriligini www.udem.com.ir E

internet sayfasindan kontrol edebilirsiniz. U D M
Adres: Mutlukent Mahallesi 2073 Sokak (Eski 93 Sokak) No:10 Cankaya — Ankara — TURKIYE p S J

Um fonksiyonlu ise, Urnlerin metrolojik %ereklere
oA
Adh gecen firma onaylanmis Urdn ile ilgili bitin degisikiikleri UDEM'e bildirmek zorundadir. UDEM bu belgenin geceriiigini
Tel: +90 312 44303 90 Faks: +90 312 44303 76




AT TASARIM INCELEME
SERTIFIiKAST

93/42/AT Tibbi1 Cihaz Direktifi Ek II, Madde 4

M.2020.106.13505 belgesinin gegerlilik sUresi sona erdiginde, M.2020.106.13505-1
sertifikasinin gegerlilik sGresi de sona erecektir.

Firma Adi : Turkuaz Saglhk Hizmetleri Medikal Temizlik Kimyasal UrOnler
San. ve Tic. A.S.

Firma Adresi : Akcaburgaz Mah. Muhsin Yazicioglu Cad. No: 45/5, 34522, Esenyurt
ISTANBUL / TURKIYE

ilgili Ydnetmelikler ve Ekler  : 93/42/AT Tibbi Cihazlar Yonetmelidi - Ek Il (Madde 4 )

Oron : Steril Lidokainli Kateter Jel (Konix Lido C Steril Kateter Jel) - Sinif 1l

GMDN 1 60796

T.C. Saglk bakanhdinca verilen bilimsel gérise dayali olarak dizenlenmistir.

Sertifika Numarasi : M.2020.106.13505-1
Rapor Numarasi : MD.3561.I1B UDEM Uluslar
ik Belgelendirme Denetimi :21.06.2019 Denetim Egitim
Tescil Tarihi :10.04.2020 SRR

Revizyon Tarihi/No : 12.03.2021/01 @ )
Gecerlilik Tarini 2 1 27.05.2024 ~
Tasanm belgesi yukanda gegen Urnler icin hazranmistr. UDEM, Listeli UrOnlerin 93/42/AT direkdifi Ek Il madde 4 é
R e e e e /‘,A

hakki UDEM Uluslararasi Belgelendime Denetim Egitim San. Ve Tic. A $. 'ye aittir ve istenildiginde iade edimelidir.
Yukanda adi gecen fima ve UDEM bu belgenin bir ko%osml Tescil tarihinden itibaren 5 yil sUre ile muhafaza U D E M
.

etmelidir. CE Markalamanin kullanimi Urefici beyaniile frma Sorumiulugundadir. Adi gecen fima onaylanm
UrOn ile iigii bton degisiklikleri UDEM'e bildimek zorundadir. UDEM bu belgenin geceriigini yenilemezse adi
gecen fimai séz konusu UrinUn piyasaya arzini durduracaktr. Belgenin geceriigini www.udem.com.irintemet
sayfasindan kontrol edebilirsiniz.

Adres: Mutlukent Mahallesi 2073 Sokak (Eski 93 Sokak) No:10 Cankaya ~ Ankara — TURKIYE
Tel: +90 312 443 03 90 Faks: +90 312 44303 76

E-nasta: info@iidemitd com tr - www tidem com tr
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ECDESIGN EXAMINATION
CERTIFICATE

93/42/EEC Directive of Medical Devices Annex II, Section 4

With the expire of the certificate M.2020.106.13505 the validity of the certificate
M.2020.106.13505-1 will also end.

Company Name : Turkuaz Saglik Hizmetleri Medikal Temizlik Kimyasal UrOnler
San. ve Tic. A.S.

Company Address : Akcaburgaz Mah. Muhsin Yazicioglu Cad. No: 45/5, 34522, Esenyurt
ISTANBUL / TURKEY

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

Product : Sterile Catheter Gel with Lidocaine (Konix Lido C Sterile
Catheter Gel) - Class il

GMDN 1 60796

This certificate has been issued based on Ministry of Health's 68869993-511.14-E8880 numbergglssc igni'ﬁg
opinion taken on 08.04.2020 according to 93/42/EEC Annex | Art .7.4 ¢

Certificate Number : M.2020.106.13505-1

Report Number : MD.3561.IB

Initial Assessment Date :21.06.2019 s e :
Registration Date :10.04.2020

Revision Date /No :12.03.2021/01 (" )
Expiry Date . :27.05.2024 ‘-L'J

named manufacturer has established and applies a quality assurance system, which is subject to periodic surveillance y
audits, defined by Annex Il, section 5 of the aforementioned directive. This cerfificate remains as the property of
UDEM International Certification Auditing Training Centre Industry and Trade Inc. Co. to whom it must be retumed U D E M

\ S

The EC desing examination certificate refers to the above mentioned product. UDEM hereby declares that the é
requirements of Annex Il, section 4 of the 93/42/EEC Directive have been met for the listed products. The above

upon request. The above named company and UDEM must keep a copy of this certificate for 5 years from the
registration of the certificate. Usage of the CE mark is under the responsibility of the manufacturer with the completion
of EC Declaration of Conformity. The above mentioned company must notify all changes related
with the approved product to UDEM. If UDEM will not renew the expiry date of this ceriificate in question, the
mentioned company should stop placing the product on the market. The validity of the cerfificate can be checked
through www.udem.com. tr.

Address: Mutlukent Mahallesi 2073 Sokak (Eski 93 Sokak) No:10 Cankaya — Ankara — TURKEY
Phone: +90 0312 443 03 90 Fax: +90 0312 4430376
E-mail: info@Qudemiltd.com.ir www.udem.com.ir




EC Certificate TUVRheinland

Full Quality Assurance System
MDD Annex Il excl. 4

Registration No.: HD 2068388-1

Manufacturer: Intco Medical (HK) Co., Limited
FLAT/RM 19C, LOCKHART CENTRE, 301-307 LOCKHART ROAD,
WAN CHAI, HONG KONG,
P.R. China

Products: Disposable Electrosurgical Active Electrodes (Disposable Electrosurgical
Pencils), Disposable Patient Plates (Grounding Pads)
Replaces Approval, Registration No.: HD 60144580 0001

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 I,
section 5 of the aforementioned directive. For placing on the market of class Ill devices covered by this
certificate an EC design-examination certificate according to Annex Il section 4 is required.

Report No.: 15096008 012 el
_“\ond LG4 A
Effective date: 2020-09-11 »/*""\
D
Expiry date: 2024-05-26 S

—

Issue date: 2020-09-11 ) LYo 4 Vi
'\, Jason Pafi

TOV Rheinlarld LGA Prodtsts.Gmb
Tifiystralde 2 - 90431 Nurnberg -

TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 93/42/EEC concerning medical
devices with the identification number 0197.

Page 1 of 2

10/020 d 0d 08

@& TUM JEV




EC Certificate TUVRheinland

Full Quality Assurance System
MDD Annex Il excl. 4

Registration No.: HD 2068388-1

Manufacturer: Intco Medical (HK) Co., Limited
FLAT/RM 19C, LOCKHART CENTRE, 301-307 LOCKHART ROAD,
WAN CHAI, HONG KONG,

P.R. China
No., Location Product groups manufactured
/01 Shanghai Intco Electrode Disposable Electrosurgical Active Electrodes
Manufacturing Co., Ltd. (Disposable Electrosurgical Pencils),
No. 1358, Hubin Road, Disposable Patient Plates (Grounding Pads)

Fengxian District,
201417 Shanghai

P.R. China
Report No.: 15096008 012
Effective date: 2020-09-11
Expiry date: 2024-05-26 ’
Issue date: 2020-09-11 3 I \

,7‘ i and
fﬁz\/ L Jasor Pan
TUYRheir LGA Products GmbH
Tillystralle 2 - 90431 Nirnberg - Germany
TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 93/42/EEC concerning medical

devices with the identification number 0197.
Page 2 of 2

10/020d 0208 & TUV TUEV and TL




EC Certificate TOVRheinland
Directive 93/42/EEC Annex II, 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 I, 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 Ill devices covered by

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

Notified Body
Effective Date: 2020-05-26

Date: 2020-05-26

Fuxiu Sheng

TUV Rheinland LGA Products GmbH - TillystraRe 2 - 90431 Nirnberg
TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 93/42/EEC
concerning medical devices with the identification number 0197.

10/020d 04.08 ®  TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.



. ®
TUVRheinland

TUV Rheinland - e
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to

Certificate

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:

- 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

Notified Body

Date: 2020-05-26

Z\
v 1‘3\1 S

= )
Fuxiu Sheng el &
“Zertifizte®"

10/020d 04.08 ®  TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.




. ®
TUVRheinland

TUV Rheinland e
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to

Certificate

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:

- 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

Notified Body

Date: 2020-05-26 1\)\'““6‘“\3“

Fuxiu Sheng
°rr:rzieru““

10/020d 0408 ®  TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.




Al
INTCO

Document Number

Name of Manufacturer:
Address:

Tel:
Fax:
SRN:

Name of EU
Representative:
Address:

Tel:

Product Name:
Trade Name:

The Basic UDI-DI:
Classification:

Conformity assessment
route:

Models:

. CE-DC-1

INTCO MEDICAL (HK) CO., LTD.

Website: www.intcomedical.com

Version: A/2

Declaration of Conformity

INTCO MEDICAL (HK) CO., LTD.

FLAT/RM 19C, LOCKHART CENTRE, 301-307 LOCKHART ROAD,
WAN CHAI, HONG KONG

+86 21 57459888

+86 21 57456969

CN-MF-000001554

Lotus NL B.V.

Koningin Julianaplein 10, 1e Verd, 2595AA, The Hague, Netherlands
+31645171879

Disposable ECG Electrodes
/

GMDN code: 35035
697002005-0-ECG-9A
Class |. based on rule 1 of ANNEX Vill Chapter Il of 2017/745 MDR

Annex Il and lll of 2017/745 Medical Device Regulation

See Attachment

We, Intco Medical (HK) Co., Ltd, hereby state that this EU declaration of conformity is issued under our
sole responsibility. The device that is covered by this present declaration is in conformity with 2017/745
Medical Device Regulation and, if applicable, with any other relevant Union legislation that provides for
the issuing of an EU declaration of conformity.

Tm 2‘““?{

GM.

Legally binding signature, Function

J}“a }4 , 207

Date

i

For and on behalf ofm_ :
,_[N'I-CO_ MEDICAL (HK‘) [0 B LIMITED,
L}_ﬁbﬁiﬁ o EEE .ﬁﬁ g} g

b oatt -

113



For. a.nd on behalf of

*
INTCO MEDICAL ( (HK) CO., LI MITED

s e i

-}14— INTCO MEDICAL (HK) CO., LTD. 7§ &0 #id (@ flas
INTCO Website: www.intcomedical.com ek A D)

Attachment: %‘W ”m” Ed fiamten

List of Models:

Product Models

Name

Disposable SFO1 SNO1 SMO1 SvV0o1 SC01 WF01

ECG SFO2 SND2 SM02 SvQ02 SCo2 WF02

Electrodes SFO3 SNO3 SMO03 SV03 SC03 WF03
SFO4 SNO4 SM04 SvV04 SC04 WF0O4
SFO5 SNO5 SMO5 SV05 SC05 WFO05
SF06 SNOB SMO06 SV06 SC06 WF06
SFO7 SNO7 SMO7 SvQ7 SCO7 WFQ7
SFO8 SNO8 SMO08 Sv08 SCO8 WEFQ08
SFO9 SNOS SMO09 SV09 SCO09 WFQ09
SF10 SN10 SM10 SV10 SC10 WF10
SF11 SN11 SM11 SVi1l Sl WF11
SE12 SN12 SM12 Sviz2 oCt12 WEF12
SE13 SN13 SM13 Sv13 S5E13 WF13
SF14 SN14 SM14 Svi4 SC14 WEF14
SF15 SN15 SM15 SV15 SE15 WF15
SF16 SN16 SM16 SV16 SC16 WF16
SF17 SN17 SM17 Sv17 SC17 WE17
SF18 SN18 SM18 SVi18 SC18 WEF18
SF19 SN19 SM19 SV19 SC19 WEF19
SF20 SN20 SM20 Sv20 SC20 WF20
SF21 SN21 SM21 Sv21 SE21 WF21
SF22 SN22 SM22 Svz2 SCZ22 WF22
SEZ3 SN23 SM23 Sv23 SC23 WF23
SF24 SN24 SM24 Sv24 SC24 WF24
SE25 SN25 SM25 SV25 SEZ8 WF25
SF26 SNZ26 SM26 SV26 SC26 WF26
SF27 SN27 SM27 Sv27 SE27 WF27
SF28 SN28 SMm28 Sv28 SC28 WEF28
SF29 SN29 SM29 SvV29 SC29 WF29
SF30 SN30 SM30 SV30 SC30 WF30 |
SE31L SN31 SM31 Sv3l SC31 WF31 |
SERZ SN32 SM32 SV32 832 WERZ. ]
SF33 SN33 SM33 SV33 SE33 WE33 |
SF34 SN34 SM34 SV34 SC34 WF34 |
Skd5 SN35 SM35 SV35 SC35 VWEBS: |
SF36 SN36 SM36 SV36 SC36 WF36 |
SE37 SN37 SM37 Sv37 SERT WES7 ]
SF38 SN38 SM38 SV38 SC38 WF38 |
SF39 SN39 SM39 SV39 SC39 WE39 |
SF40 SN40 SM40 Sv40 SC40 WF40 |
SF41 SN41 SM41 Sv4l SC41 WF41 |
SF42 SN42 SM42 Sv42 SC42 WF42 |
SF43 SN43 SM43 SV43 SC43 WF43 |
SF44 SN44 SM44 Sv4a4 SC44 WF44 |
SF45 SN45 SM45 Sv45 5C45 WEHLS |
SF46 SN46 SM46 SV46 SC46 WF46 |
SF47 SN47 SM47 Sv47 SC47 WF47 |
SF48 SN48 SM48 §v48 SC48 WF48 |
SF49 SN49 SM49 Sv49 SC49 WF49 |
SF50 SN50 SM50 SV50 SC50 WEF50 |
SF51 SN51 SM51 SV51 SC51 WF51 |
Sk52 SN52 SM52 Sv52 SC52 WF52 |
SF53 SN53 SM53 SV53 SC53 WF53
SF54 SN54 SM54 Sv54 SC54 WF54

213

LA



Al

INTCO MEDICAL (HK) CO., LTD.

INTCO Website: www.intcomedical.com
SF55 SN55 SM55 SV55 SCE5 WFB5 |
SF56 SN56 SM56 Sv56 SC56 WF56 |
SF57 SN57 SM57 SV57 SC57 WESY |
SF58 SNS58 SM58 Sv58 SC58 WF58 |
SFhg SN59 SMS59 SV59 SC59 WFS9 |
SF60 SN60 SME0 SVE0 SC60 WF60 |
SF61 SN61 SM61 Sv61l SC61 WF61 |
SF62 SN62 SM62 Sve62 SC62 WF62
SF63 SN63 SM63 SVe3 SC63 WF63 |
SF64 SN64 SM64 Sve4 SC64 WF64 |
SF65 SN65 SM65 Sv65 SC65 WEF65 |
SF66 SN66 SM6E6 SV66 SC66 WF66 |
SF67 SN67 SM67 Sve7 SC67 WE67 |
SF68 SN68 SM68 Sv68 SC68 WF68
SF69 SN69 SM6E9 Sv69 SC69 WFG9 |
SF70 SN70 SM70 SV70 SC70 WF70 |
SF71 SN71 SM71 Sv71 SC71 WETL |
SF72 SN72 SM72 Sv72 a2 WF72 |
SF73 SN73 SM73 Sv73 SC73 WF73 |
SF74 SN74 SM74 Sv74 SC74 WF74 |
SF7§ SN75 SM75 SV75 SC75 WEF75
SF76 SN76 SM76 Sv76 SC76 WF76 |

33

For and on behalf of SR
INTCO MEDICAL (HK) CO., LIMITED]

L ANER

A Rl
Fenrraannrnarssenas

m“mﬁwr?zed Signature(s)
y —_—
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DURICO C&T INC.

2

2

33, Oedap 6-gil, Sangju-si, Gyeongsangbuk-do, Korea

of R

¢

67/

meels the Standaid Kequitemenls & Scope as Jollowing
ISO 13485:2016

Medical Devices - Quality Management Systems

#
/3
7
L/

on Corts

%

Design, Development, Manufacture and Service of Special Paper
(Thermal Paper, Ink-jet Paper, Photographic Paper, Mat Sheet)

Lialy

¢

91

Ke

Certificate No : GK-0233-MD

Valid Period : 05Jui 2021 ~ 04 Jul 2023

Expiry Date  : 04 Jul 2023 Issue Date : 05 Jul 2021
Initial Date : 05 Jul 2014

Signed for and on behalf of GCERTI %
President I.K.Choi

( etlificale of

SYSTEM SERVICE i

MSCB-113

ey +
gitally: ,gﬂedb@r:@mjdéaﬁm 2 il
23/10:29/14119:17, EE &

{MoldSign Sigratuire st

ACCREDITED
Management Systems
Certification Body
MSCB-113

)
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