Three Way Stopcock

» For pressures up to 5 bar (72 PSI)

» 360° rotation

» Color coded arrows indicating flow
direction

» Transparent housing

> Rotating male luer lock and two female
luer lock connectors

> Lipid Resistance

Ref Color

760 3011 1 White =l
7603031 1 Blue el
760 3041 1 Red —=bs

Three Way Stopcock
1200 PSI

> For pressures up to 83 bar (1200 PSI)

> 180° rotation

> Arrows indicating flow direction

> Transparent housing

> Rotating male luer lock and two female
luer lock connectors

: Signature
76031111 Location: Moldova

22:52:45 EET

Manifold

» Flat with cross handle

» Pressure tested

> Arrows to indicate the direction of flow

» Clear housing for maximal visual
inspection

» Color coded

> Female luer connectors

Ref
7650301 1 Trio
7650501 1 Quinto

Manifold
Pressure

» For pressures up to 41 bar (600 PSI)

> Arrows to indicate the direction of flow

» Clear housing for maximal visual
inspection

P Rotating male luer and female luer
connectors

Ref Position
76513011 |[Trio Right




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
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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

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
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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

Page 5 of 5



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