SS

etter Signal Solution

BSS MEDICAL SUPPLY CO., LIMITED

Document Number : CE-DC-001 Version: A/l

EC Declaration of Conformity

Manufacturer: whose single Authorized Representative:

BSS MEDICAL SUPPLY CO., LIMITED Wellkang Ltd.

No.18, Shabian Road, Torch Hi-tech Industry Zone, Suite B, 29 Harley Street
Zhonggshan, China. LONDON, W1G 9QR,U.K.
info@bssmedical.com _ info@bssmedical.com

We, the manufacturer, herewith declare that the products

Disposable ECG electrode
GMDN Code:11425

meet the provisions of the Council Directive 93/42/EEC which apply to them.

The medical device has been assigned to class I according to Annex IX of the Directive
93/42/EEC. It bears the mark

Conformity assessment procedure: Annex VII of Directive 93/43/EEC

This Declaration of conformity is valid in connection with the release document for the
respective batch of produced devices.

The above mentioned declaration of conformity is exclusively under the responsibility of
Company: BSS MEDICAL SUPPLY CO., LIMITED

Address: No.18, Shabian Road Torch Hi-tech Industry Zone, Zhongshan, China.

ZHONGSHAN2018/01/01
Place , date :

18-BEY-01 Adult Electrode LOT: 04192018

_No.18,Shabian Road, Torch Hi-te
gég_ltallgjm ned by Cojocaru Vladimir |
(D8&23016)01.20 03:38:43 EET Www.bssig
Reason: MoldSign Signature .
Location: Moldova

+86 76



EG-Zertifikat /| EC-Certificate

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

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

Bigcakcilar Tibbi Cihazlar Sanayi ve Ticaret A.S.

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

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

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

ein Qualitatssicherungssystem fiir die Auslegung, die Fertigung und die Endkontrolle der genannten Produkte nach Malgabe
des Anhang Il (ohne Abschnitt 4) der Richtlinie 93/42/EWG anwendet. Zusatzlich zur CE-Kennzeichnung muss die Kennummer
der Benannten Stelle angebracht werden. Die Giiltigkeit 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 (ibertragbar.

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 Gliltigkeit / Validity

Bericht Nr. / Report No. 3521 8285 von / from 2018-09-17
bis / until 2021-09-16

Y,

Zertifizierungsstelle fiir Medizinprodukte Essen, 2018-07-04
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
{r‘ﬁ{ﬁ‘ﬁ(* Benannt durch/Designated by

Zenlralstelle der Lander 3

* ﬁ? fir Gesundheitsschutz &
= bei Arzneimitteln und
f? Medizinprodukien §

ﬁ*ﬁﬁr‘"‘r ZLG-BS-236.10.16



ANLAGE/ANNEX

Anlage 1, Blatt1 von 7
Annex 1, page 1 of 7

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

Produkte der Klasse Il
Products of class Il

Vent Catheter
Atrial Cannula
Vessel Cannula with / without check valve

Anmerkung: Fur das Inverkehrbringen der in diesem Zertifikat genannten Klasse Il Produkte wird eine glltige
EG Auslegungsprifbescheinigung gemai MDD Anhang Il (4) gefordert.

Note: For the placing on the market of Class Ill devices covered by this certificate, a valid EC design-examination
certificate according to MDD Annex Il (4) is required.

Bericht Nr. / Report No. 3521 8285 Gilltigkeit / Validity

von / from 2018-09-17
] I )

Edition 12
Zertifizierungsstelle fir Medizinprodukte Essen, 2018-08-03
Certification body for medical devices

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

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

f( Benannt durch/Designated by

b *
Zenlralstelle der Lander &
| 4 fiir Gesundheitsschutz 2
* _E_% A bei Aczneinitiein und 3
T’A" 7&' Medizinprodukten ;
6

Hoge ¢ % 716-85-236.10.1



Anlage 1, Blatt 2 von 7
Annex 1, page 2 of 7

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

Produkte der Klasse IlIb
Products of class IIb

Pressure Monitoring Set
Lekocyte Filter Set
Gamma Leukocyte Filter Set

Produkte der Klasse lla
Products of class lla

Thoracenthesis Set
Thoracic Catheter

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

Feeding Catheter

Manifold / Manifold Pressure
Three-Way Stopcock

Bericht Nr. / Report No. 3521 8285

MY

Zertifizierungsstelle fiir Meginprodukte
Certification body for medical devices

TUV NORD CERT GmbH Langemarckstralte 20 45141 Essen

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

ﬁﬁﬁ*i‘,{ Benannt durch/Designated by
Zenlralstelle der Lander &

g!._é j‘; fur Gesundheitsschutz 2

bei Arzneimitteln und 2
* Medizinprodukten z

Z1.G-BS-236.10.16

ANLAGE/ANNEX

Gltigkeit / Validity
von/ from 2018-09-17
Edition 12

Essen, 2018-08-03

medical@tuev-nord.de

www.tuev-nord-cert.de



Anlage 1, Blatt 3 von 7
Annex 1, page 3 of 7

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

Produkte der Klasse lla
Products of class lla

Tourniquet Set

IV Cannulae

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

Oxygen Catheter

Nasal Oxygen Cannulae
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. 3521 8285

Zertifizierungsstelle fﬂ‘r-h%ﬁzin produkte

Certification body for medical devices

TUV NORD CERT GmbH Langemarckstraiie 20 45141 Essen

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

*ﬁ *1}.{* Benannt durch/Designated by

Zentralstelle der Lander 3

| 4 fir Gesundheitsschutz 2
Y ___._ had bei Arzneimitteln und é

}f( ?ﬁi’ Medizinprodukien

*-:ff e t‘(ﬁ ZLG-BS-236.10.16

ANLAGE/ANNEX

Gliltigkeit / Validity
von [/ from 2018-09-17
Edition 12

Essen, 2018-08-03

www.tuev-nord-cert.de

medical@tuev-nord.de



Anlage 1, Blatt 4 von 7
Annex 1, page 4 of 7

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

Bericht Nr. / Report No. 3521 8285

%,

Zertifizierungsstelle fir Medizinprodukte
Certification body for medical devices

TUV NORD CERT GmbH Langemarckstrale 20 45141 Essen

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

*ﬁ Tﬁ'ﬁ* Benannt durch/Designated by
Zenlralstelle der Lander

Y L4 = N fiir Gesundheitsschutz

== bei Arzneimitteln und
75( 7:{ Medizinprodukten %

*ﬁ;}i‘r‘* ZLG-BS-236.10.16

zlg.de

ANLAGE/ANNEX

Giiltigkeit / Validity
von / from 2018-09-17
Edition 12

Essen, 2018-08-03

www, tuev-nord-cert.de

medical@tuev-nord.de



Anlage 1, Blatt 5 von 7
Annex 1, page 5 of 7

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. 3521 8285

LR

Zertifizierungsstelle fur 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(ﬁ'ﬂ( Benannt durch/Designated by
Zentralstelle der Lander 3

|4 | fir Gesundheitsschutz 2

” == ¥ bei Arzneimitteln und g
Medizinproduklen %

6

*ﬁ *aﬁr* ZLG-BS-236.10.1

ANLAGE/ANNEX

Giiltigkeit / Validity
von / from 2018-09-17
Edition 12

Essen, 2018-08-03

www.tuev-nord-cert.de

medical@tuev-nord.de



ANLAGE/ANNEX

Anlage 1, Blatt 6 von 7
Annex 1, page 6 of 7

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

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

B-Safe

Intubation Stylet

Combi Stopper

Urimeter

Thoracic Drainage Set

Vaginal Specula

ENEMA Set

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

Meconium Aspiration Connector

Anmerkung: Fiir Produkte der Klasse | steril beschrankt sich das Zertifizierungsverfahren auf die Aspekte der Herstellungs-
schritte in Zusammenhang mit der Sterilisation und der Aufrechterhaltung der Sterilitat.

Note: For products of class | sterile the certification process is restricted to the aspects of manufacture concerned
with securing and maintaining sterile conditions.

Bericht Nr. / Report No. 3521 8285 Giiltigkeit / Validity

von/ from 2018-09-17

Edition 12
Zertifizierungsstelle fir Medizinprodukte Essen, 2018-08-03
Certification body for medical devices

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

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

‘f(ﬁﬁ*f( Benannt durch/Designated by

Zentralstelle der Lander &

AN for Gesundheitsschutz @
":T ] * bei Arzneimittelnund 3
Medizinprodukten ;

6

a2 ‘;(t‘:* ZLG-BS-236.10.1



ANLAGE/ANNEX

Anlage 1, Blatt 7 von 7
Annex 1, page 7 of 7

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: Fiir Produkte der Klasse | mit Messfunktion beschrénkt sich das Zertifizierungsverfahren auf die
Herstellungsschritte in Zusammenhang mit der Konformitat 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. 3521 8285 Gilltigkeit / Validity
von / from 2018-09-17

'y Edition 12

Zertifizierungsstelle fir Medizinprodukte Essen, 2018-08-03
Cerification body for medical devices

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

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

*‘jﬁrf\"ﬁ(* Benannt durch/Designated by
Zenlralstelle der Lander 2

4] fiir Gesundheitsschulz 2@
* == * bei Arzneimitteln und
7:7 T«A-f Medizinprodukten %
6

ﬁﬁ*ﬁ* ZLG-BS-236.10.1



GIiFTCILER BIRLIK KAGITCILIK ANONIM SIRKETI

3. Organize Sanayi Bolgesi 10. Yol No:79 S&§iithii / Sakarya | TURKIYE

Tek Kullanimitk Kultan-At Driinleri (Streg Film, Aliiminyum Folyo, Buzdolabi Pogeti, Pigirme
Kagdi, Hidrofil Pamuk, Pamukiu Gubuk, Plastik Tabak, Kagik, Catal, Bardak, Cop Sis, Mum
Naftalin, Cop Poseti, Aliminyum Kaplar, Lavabo Agici, Temizlik Bezi, Pipet, Yatak Koruyucu
Ortii, Kaydirmaz Banth Yatak Koruyucu Ortil, Hasta Bezi, Emici Kiilot Hasta bezi, Bebek
Bezi, Alt Degistirme Ortiisii, Hayvan Astima Pedi, Istak Haviu, Tuvalet Kagidi, Jumbo
Tuvalet Kagidi, Haviu Kagit,istak Mendil, Mendil Pegete, Muayene Masa Ortiis, Dispenser
Pegete, Dispenser Haviu, Hareketli Haviu, icten Cekmeli Tuvalet Kaguds, igten Gekmeli
Havlu, Klozet Kapak Ortiisii, Yara ve Cilt Temizleme Haviusu, Sac Yikama Bonesi, Polyester
ve Viskon Kumastan Temizlik Bezi, Tekstil Yiizeyli Hasta Bezi, Hasta Lifi, Viicut Temizieme
Haviusu, Viicut Yikama Kesesi, Perine Temizieme Haviusu ) Uretimi ve Sabs:

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

TCS Belgelendirme tarafindan denetlenmis ve uygulamakia oldugu Medikal Cihaz Yonetim Sisteminin
is audited by TCS Cerification and applied Medical Devices Management System meet the requirements of

1ISO 13485:2016

standardina aga§daki kapsamda uymakta oldufu gozienmigtir.

standard for the following activiies.

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

Saiﬂ:a.(YaynTaill 28002018
Sertifika Son Basim Tarihi / 17.10.2019

Mevout inmenin Gegertik Pertyodu / 55 09 2018-28.09-2021

Kocasinan Cad. Yanardag Sk. No: 9/11 Kiiciikbakkalkoy Atasenir / istanuul
T:0216 573 5553 F: 0216 573 88 01 info@tcscert.com www.icsce !.com

Bu bel IQH mus tHInIF\ TCS pmwdurlerme uyduqu surece qewrhdu
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QUALITY MANAGEMENT SYSTEM
CERTIFICATE

CERTILE O AT

Universal GmbH
Certification Services

This certificate is granted to the organization,

HEGELI ORTOPEDIK URUNLER
SAN. VE TIC. LTD. STI.

Cihangir Mah. Sehit Piyade Er Yavuz Bahar Sok. No:4 Ambarli
Avcilar/ISTANBUL/TURKEY

®)
0
<
O
L
|_
o
L
@)

by review of RA1.004078 numbered report for the scope
MANUFACTURE AND SALES OF ORTHOPEDIC PRODUCTS

to certify that a quality management system in accordance with
standard’s clauses is established and being implemented

DIN EN ISO 9001:2015

Certificate No : QMS 0115 004134
Original Certification Date : 2015-01-19
Issue / Revised Date : 2017-12-27
Expiry Date : 2019-01-18
Certification Period : 3 years (15!year)

CERTIFIGALE

s Oty

Akkreditierungsstelle
D-ZM-16058-01-00

Universal GmbH

LeERTIFLKAT

The authenticity of this certificate can be confirmed online or by e-mail to the Head Office via:
UNIVERSAL GmbH « Wilfried Diekmann Str., 20b, 44536 Liinen Germany « Fon: +49 (0) 231 9931 9960 « info@uni-cert.de » www.uni-cert.de




. ®
TUVRheinland

Certificate

) The Certification Body of
TUV Rheinland LGA Products GmbH

hereby certifies that the organization

Life Medical Equipment
(Guangzhou) Co., Ltd.
5th floor, 13th building Julong
industrial Zone
827 Xicha Road, Baiyun district
Guangzhou
510407 Guangdong
China

has established and applies a quality management system for medical devices
for the following scope:

Design and Development, Manufacture and Distribution of

Medical Devices
(see attachment for products included)

Proof has been furnished that the requirements specified in

EN ISO 13485:2016

are fulfilled. The quality management system is subject to yearly surveillance.

Effective Date: 2019-01-16
Certificate Registration No.: SX 60134524 0001
An audit was performed. Report No.: 17056756 003
This Certificate is valid until: 2021-06-29

Certification Body

(pawas

Akkreditierungsstelle
D-ZM-14169-01-02

Date 2019-01-16

TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Niirnberg

Tel: +49 221 806-1371 Fax: +49 221 806-3935 e-mail cert-validity@de.tuv.com http://www tuv.com/safety

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



Attachment to
Certificate

Registration No.:

Report No.:

Organization:

Scope:

'DAKKS

Date: 2019-01-16

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

TUV Rheinland e

LGA Products GmbH

TillystraBe 2, 90431 Niirnberg

SX 60134524 0001
17056756 003

Life Medical Equipment
(Guangzhou) Co., Ltd.

5th floor, 13th building Julong
industrial Zone

827 Xicha Road, Baiyun district
Guangzhou

510407 Guangdong

China

Products:

Arterial Venous (A.V.) Cannulas
Tracheobronchial Tube Kits
Enteral Feeding Tubes
Enteral Feeding Sets
Needleless Adapters
Stopcocks

IV Infusion Sets

Extension Sets
Decompression Pads
Disinfection Caps

Heparin Locks

Urine Bags

Certification Body

. ®
TUVRheinland

1/1, Rev. 0

Herbert Zhong

10/020d 0208 ® TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.




N ®
TUVRheinland

Certificate

) The Certification Body of
TUV Rheinland LGA Products GmbH

hereby certifies that the organization

Jinhua Huacheng Medical
Appliance Co., Ltd.
No. 186 Qingyu Road
Jindong Industrial Park
Jinhua City
321000 Zhejiang
China

has established and applies a quality management system for medical devices
for the following scope:

Design, Development, Manufacture and Distribution of

Disposable Electrosurgical Pencils, Disposable Neutral

Electrodes, Physiotherapy Electrodes, Disposable ECG
Electrodes, Disposable Skin Staplers

Proof has been furnished that the requirements specified in
EN ISO 13485:2016
are fulfilled. The quality management system is subject to yearly surveillance.

Effective Date:; 2018-09-18

Certificate Registration No.: SX 60131018 0001

An audit was performed. Report No.: 15062970 008

This Certificate is valid until: 2021-09-17

Certification Body

( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-14169-01-02

Date 2018-09-05

TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Niirnberg

Tel.: +49 221 806-1371 Fax: +49 221 806-3935 e-mail.cert-validity @de.tuv.com http://www.tuv.com/safety

10/0200 0408 ®  TUV, TUEV and TUV are reg'stered trademarks. Utilisation and applieation requires prior approval. —_—



Certificate of Registration

This is to certify that

Quality Management System

for Medical Devices
of

MEDBAR TIBBI MALZEMELER
TUR. SAN. VE TIC. A.S.

FATiH MAHALLES| 1142 SOKAK NO:35
SARNIC - GAZIEMIR - iZMIR / TURKIYE.

complies with the requirements of

EN 1SO 13485:2012

This certificate is valid concerning all activities related to:

MANUFACTURING AND SALES OF SURGICAL DRAPES, COVERS AND
GOWNS HOLDERS, GYNECOLOGY PRODUCTS, PHOTOTHERAPY
PRODUCTS, GASTROINTESTINAL PRODUCTS, SURGICAL PRODUCTS
AND CRITICAL CARE PRODUCTS.

CERRAHI KILIFLAR, ORTU VE ONLUKLER, JINEKOLOJi URUNLERI,
FOTOTERAPi URUNLERI, GASTROINTESTINAL URUNLER, CERRAHI
URUNLER, YOGUN BAKIM URUNLERI URETIMi VE SATISI.

MD-0884 Feb. 21, 2018 Feb. 23, 2019
Certificate No. Date of this Certificate *Next Audit Due Date
Feb. 24, 2017 Feb. 23, 2020 %:—J
Date of Initial Registration Certification Expiry Date Managing Director/Director
JAS-ANZ
e

a
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TRANSPACIFIC CERTIFICATIONS LIMITED

Website : www.tclcertifications.com  E-mail : info@tclcertifications.com
Accreditation by Joint Accreditation System of Australia and New Zealand (Accreditation No.M2640303IN)
4 Phipps Close, DEAKIN, ACT 2600, AUSTRALIA
http://www.jas-anz.org/our-directory/certified-organisations
This certificate is only valid if it is available/valid on TCL website at http://tclcertifications.com/client-register/.
The certificate of Registration remains the property of Transpacific Certifications Limited and shall be returned immediately upon request.
*In case if Surveillance Audit is not allowed to be conducted on or before the specified date; the Certificate shall be Suspended/Withdrawn.

Version 1.00




. ®
TUVRheinland

Certificate

) The Certification Body of
TUV Rheinland LGA Products GmbH

hereby certifies that the organization

SCW Medicath Ltd.

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

has established and applies a quality management system for medical devices
for the following scope:

Design and Development, Manufacture and Distribution of
Medical Devices
(see attachment for products included)

Proof has been furnished that the requirements specified in

EN ISO 13485:2016

are fulfilled. The quality management system is subject to yearly surveillance.

Effective Date: 2018-09-18
Certificate Registration No.: SX 60130880 0001
An audit was performed. Report No.: 17047213 005

This Certificate is valid until: 2021-07-08

Certification Body

.~ Deutsche
Akkreditierungsstelle
D-ZM-14169-01-02

(( DAKKs

Date 2018-09-18

TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Niirnberg

Tel.: +49 221 806-1371 Fax: +49 221 806-3935 e-mail.cert-validity@de tuv.com http://www.tuv.com/safety

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



Attachment to
Certificate

Report No.:

Organization:

Scope:

( DAKKS

Registration No.:

Deutsche
Akkreditierungsstelle
D-ZM-14169-01-02

Date: 2018-09-18

TUV Rheinland poc.
LGA Products GmbH

TillystraBe 2, 90431 Niirnberg

SX 60130880 0001
17047213 005

SCW Medicath Ltd.
No. 4 Baolong 6th Road
Baolong Industrial Town

Longgang District, Shenzhen
518116 Guangdong
China

Products:

Hemostasis Valve Sets

Disposable Pressure Transducers
Introducer Sets

Guide Wires

Connecting Tubings

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

Certification Body

. ®
TUVRheinland

1/2, Rev. 0

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




Attachment to
Certificate

Report No.:

Organization:

Scope:

DAKKS

Registration No.:

. Deutsche
" Akkreditierungsstelle
D-ZM-14169-01-02

Date: 2018-09-18

TUV Rheinland
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

SX 60130880 0001
17047213 005

SCW Medicath Ltd.

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

China

Products:

- Dose-control Syringes

- Manifolds

- Stopcocks

- Balloon Inflation Devices

- Colored Piston Specialty Syringes

- Manifold Sets

- Infusion Sets with Needleless Adapters
- Cervical Ripening Ballcon

- Postpartum Balloon

- Pressure Bandages

Certification Body

Doc.

TUVRheinland

2/2, Rev. 0

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




ZERTIFIKAT /| Certificate

DIN EN ISO/EN ISO 13485 : 2016

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 [stanbul
Turkiye

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

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

Geltungsbereich / Scope

Entwicklung, Herstellung, Sterilisation und Vertrieb von medizinischen Einmalartikeln.
Entwicklung, Herstellung und Vertrieb von medizinischen Geraten und deren Zubehor.

Design, Manufacturing, Sterilization and Distribution of Disposable Medical Devices.
Design, Manufacturing and Distribution of Medical Equipments and all their

Accessories.
Reg.-Nr. / Reg.-No. 04 221 980886 Giltigkeit / Validity
Bericht Nr. / Report No. 3521 8284 von / from 2018-09-17

bis / until 2021-09-16

Edition 6
al q

Zertifizierungsstelle fiir Medizinprodukte Essen, 2018-07-04
Certification body for medical devices

TUV NORD CERT GmbH Langemarckstralte 20 45141 Essen www.tuev-nord-cert.de = medical@tuev-nord.de
Benannte Stelle Kenn-Nr. 0044 / Notified Body ID. No. 0044

(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-12007-05-01



EC CERTIFICATE

AT SERTIFIKA

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

Production Quality Assurance System
Uretim Kalite Giivencesi

Certificate Number: 2195-MED-1816401

Sertifika Numarasi

Manufacturer: R Vent Medikal Uretim A.S.
Uretici 29 Ekim Mah. Balkan Cad. No:33 Torbali, [zmir, Tirkiye

Product(s): (1) Steril ve Steril Olmayan Solunum Devre Sistemleri
Uriin(ler) Sterile and Non-Sterile Breathing Circuit Systems
(2) Steril ve Steril Olmayan Solunum Filtreleri
Stenile and Non-Stenle Breathing Filters
(3) Steril ve Steril Olmayan Katater Baglantilari
Stenile and Non-Sterile Catheter Mounts

Reference Report No: MMO0687-P001-R01, MM0678-P001-R02
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 and sterile 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).

2195 kimlik numarali Onayfanmis Kurulug Szutest, yukarida belirtilen dreticinin 93/42/AT Tibbi Cihaz Yénetmeligi EK V béliim
3'ine gore bir kalite yGnetim sistemi uyguladigini, bu ydnetim sisteminin ybnetmeligin sadece bahsi gegen (riiniin iretiminin
givenlik ve steril kogullarin saglama ve devam eltirme ile ilgili gerekliliklerin karsiladigini beyan eder. Onaylanan bu kalite yonetim
sistemi, 93/42/AT Tibbi Cihaz Yoénetmeligi EK V, bolim 4'e gore periyodik olarak gbzetime ve habersiz saha denetimlerine tabidir.

Uretici, triinlerinin tasariminda ve yapisinda gergeklestirdigi 6nemii degisiklikleri Szutest'e bildirmek zorundadir.

This EC certificate is valid till 2021-06-12.
Bu AT Sertifikasi 2021-06-12 tarihine kadar gegerlidir.

- \

N,

Issue Date/Yaymn Tanhi: 2018-06-13

" Genel

SZUTEST UYGUNLUK DEGERLENDIRME A.S.
Szutest Plaza Nato Yolu Cad. Cam Sok. No:7 Umraniye 34775 iISTANBUL / TURKIYE

Szutest.com.tr




SERTIFIKA

Medikal Cihazlar Kalite Yonetim Sistemi
SERTIFIKA NO: 31816401

R Vent Medikal Uretim A.S.

29 Ekim Mah. Balkan Cad. No:33 Torbali, izmir, TURKIYE

EN ISO 13485:2016

Steril ve Steril Olmayan Tek Kullanimlik Solunum Sistemleri Uretimi ve
Dagitimi

Medikal Cihazlar Kalite Yonetim Sistemine yukarida belirtilen kapsam dahilinde sahip oldugunu
onaylar.

Yayin Tarihi 13.06.2018
Gegerlilik Tarihi 12.06.2021
Revizyon Tarih/No 28.01.2019 /1

Bu belgenin dogrulanmasi belge iizerinde bulunan karekodlarin mobil cihazlara okutulmas ttp://public.szutest.com.tr
adresinde gerekli bilgilerin girilmesi veya BDS no kullanilarak https://tbds turkak.org.tr adresinden gerceklestirilebilir.

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

Szutest.com.tr




CERTIFICATE

Medical Devices Quality Management System
CERTIFICATE NO: 31816401

R Vent Medikal Uretim A.S.

29 Ekim Mah. Balkan Cad. No:33 Torbali, Izmir, TURKIYE

EN ISO 13485:2016

Manufacturing and Distribution of Sterile and Non Sterile Disposable
Breathing Systems

Approves that the Medical Devices Quality Management System implemented for above scope.

Issue Date 13.06.2018

Expiry Date 12.06.2021
28.01.2019 /1

Revision Date/No

Depu

The certificate inquiry is made by reading the QR codes by mobile devices, providing necessary information on
http://public.szutest.com.tr or by using BDS No on https://tdbs.turkak.org.tr.

SZUTEST UYGUNLUK DEGERLENDIRME A.S.
Tatlisu Mahallesi, Akif {nan Sk. No:1 Umraniye 34774 ISTANBUL / TURKIYE

Szutest.com.tr



EC CERTIFIC

for the Quality Asgy“r“g’n\ e Syste
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Certified location: s
Lot PT 2677 Jalan Perusanaan 4, 34600 Kanyunting Persk, Malgysia

S
77
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«

system according to the Directive 93/42/EEC Annex |l for the medical :
result of the re-certification audit report no.
lid in connection with the successful

applies a qualty assurance
devices listed in the annex. The approval is based on the
50076-26-00, the decision dated 2017-04-19 and is only va
performance of the annual surveillance audis

This certificate is valid from 2017-06-27 to 2020-06-28@3”' .
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Registration No  50076-16-07 &&éﬁ}
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© Annex to the EC Certificate No. 50076-16-07 4

Revision status: 1

- N ¥ i % :
Vahd from 2017-06-27 to 2020-06-26 “0 G 9 & L 8

Devices/device categories included in the certificate:

2 3 tenan 2018

Class Il a:

Urology Device

<
-
b 4
g « Foley/Haematuria Catheter (Latex)
¢  Foley / Haematina Cathetar (PVC)
« Preconnected Urological System (Latex)
A « Hyperthermia Bladder Silicone Catheter
« Ureteral Connector
« Catheterization Set
« Suprapubic Catheter (PVC)
« Urodynamic Catheter
« Hydrostatic Catheter

+  Silicone Catheter for Radiological Display of Urethra
Respiratory Device

« Breathing Circuits
¢ Catheter Mount
o Heat and Maisture Exchanger

« Bactenal / Viral Filter
e HME with Filter
« Rebreathing bag
: e Multifit Nebuliser System
¢ Nasal Cannula Set
« Endotracheal Tube (with/without Stylel)
Gastrointestinal Device

«  Gastrointestinal Tube

¢ Intestinal Decompression Tube
« Rectal Tube

¢« Sengstaken

Gynaecological Device
«  Word Catheter

Surgical Device

«  Surgical Drainage Tube
+  Gas Filter

LEKRA Curtification BmbH * Fandwer kst




Annex to the EC Certificate No. 50076-1 6-07

tRevision status 1

Valid from 2017-06-27 to 2020-06-26

Devices/device categories included in the certificate’

.

B DEKRA

L]

Class Il b:

Urology Device

Foley Catheter (Silicone)

Latex Foley Catheter (Hydrogel coated)
Preconnected Urological System (Silicone)
Suprapubic Catheter (Silicone)

2 Way All Silicone Temperature Sensor Catheter
Silicone Nephrostomy Catheter

Respiratory Device

« Tracheostomy tube and Accessories
MOSTE AT TIR ¥
e P A
N
¢ ‘\..';‘.7..
Ruth Delbebk-Bayer " W
DEKRA Certification GmbH, Stuttgart. 2Q™1¢: 05,3
Notified Body {D-number- 0124 <3 v
EKRA Carnficanon GMmoh * Handwerkslralis * i 7056¢ iv,;i(g:—"

2 3 lemmu AL
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aicée 10, HOTERLIG 18
<A! v Sy et By Ighas !
& _' " . A A bt ) . y .
s B4 55 - 418 ) 4?3 BELGE MALEZYA, PENANG'DA

s 4% 43 13 ASAGIDAKI NOTER TARAFINDAN
MUHURLENMIS VE UYGUNLUGU ONAYLANMISTIR:

(Noterin Imzasi) 17/11/17

TAN GAIK CHOON

AS l-—i G ! B l D i R Ist Floor, 46, Rango?nof;r(i[;

10400 Penang, Malezya

EC SERTIFIKASI

Direktif 93/42/EEC, Ek II’ye uygun olarak, béliim (4) harig
Kalite Giivence Sistemi i¢in

4 Avrupa Birligi Yetkili Kurumu olarak, DEKRA Certification GmbH, isbu belge ile
asagida belirtilen sirketin

EONE 3¢,

; 0925 ,

Teleflex Medical Sdn. Bhd. «,\' o 4:%\
& 8 =

Lot PT 2577, Jalan Perusahaan 4, 34600 Kamunting Perak, Malezya “ e @ <)

W acelercume.com.ir \
tercume.ece@gmail.com /

Onayl adresi: ransiatice Office
Lot PT 2577, Jalan Perusahaan 4, 34600 Kamunting Perak, Malezya 4©7 POT—— u\cb.__:.'}
L‘P YEN

(PENANG, MALEZYA NOTERI
TAN GAIK CHOON'UN
SOGUK DAMGASI)

3/42/EEC sayilt direktifin ek [I’sine uygun olarak ilisikte listelenmis bulunan

medikal cihazlar i¢in bir kalite glivence sistemi uygulamakta oldugunu tasdik eder.
Bu onay 50076-Z6-00 numarali tekrar sertifikasyon denetim raporu, 19-04-2017
tarihli  karar sonuglarina  dayanmaktadir  ve sadece yillik degerlendirme
denetimlerinde basaril performans ile baglantili olarak gegerlidir.

Isbu sertifika 27-06-2017 tarihinden 26-06-2020 tarihine kadar gegerlidir.
Tescil No: 50076-16-07

(Dekra kasesi)

(Imza) o W Zentralstelle der Lander
w W H
Ruth Delbeck-Bayer ¥e ¥ flir Gesundheitsschutz
e T o g gm . bei Arzneimittlei 4
DEKRA Certification GmbH: W E=\ X oL AZASIMItHeIn un
Stuttgart, 19-04-2017 S Medizinprodukten
W W tarafindan

Yetkili Kurum No: 0124 gorevlendirilmistir.

ZLG-BS-295.10.02

rit-Coftificaton.de

Sayfa 1/1
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1342541



50076-16-07 numaral EC Sertifikasina Ek

Revizyon Durumu: |

27-06

-2017 tarihinden 26-06-2020 tarihine kadar gegerli

Sertifikaya dahil olan tirtinler/iiriin kategorist:

D DEKRA

Il a:

Sinuf

Uroloji Uriinleri

Foley/Hematiiri Kateter (Lateks)

Foley/ Hematiiri Kateter (PVC)

On Baglantili Urolojik Sistem (Lateks)

Hipertermi Mesane Silikon Kateteri

Ureteral Konnektor

Katheterizasyon Seti

Suprapubik Kateter (PVC)

Urodinamik Kateter

Hidrostatik Kateter

Uretra Radyolojik Gériintiileme igin Silikon Kateter

Solunumla ilgili Uriinler

Solunum Devreleri

¢ Kateter Mount

e Isive Nem Degistirici

e Bakteriyei/ Viral Filtre

o Filtreli HME

e Solunum Torbasi

o Multifit Nebiilizator Sistemi
Nazal Kaniil Seti
Endotrakeal Tiip (Stileli/Stilesiz)

Sindirim Sistemi Uriinleri

e o

Gastrointestinal Tiip

[ntestinal Dekompresyon Tiipii
Rektal Tiip

Sengstaken

Jinekoloji Uriinleri

Word Kateter

Cerrahi Uriinler

Cerrahi Drenaj Tiipii
Gaz Filtresi

(PENANG, MALEZYA NOTERI
TAN GAIK CHOON'UN

DEKRA Certification GmbH * Handwerkstrafie 15 * D-70565 5“‘"59"‘m

L g g
s .

Fhons Vel

rerciime Bilirosu

WE!
P 4 * v
O\ § «
~ 0 .5.\\1\ -
o
A d
trung « Trg - '/4_ 4
- A
:"{»“ ht.‘“ o
o 1
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UHRU VE PARAFI)

Sayfa 1/2
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740 N 9
50076-16-07 numarali EC Sertifikasina Ek 2 3 Temmaz ""018

Revizyon Durumu: |
27-06-2017 tarihinden 26-06-2020 tarihine kadar gegerli

Sertifikaya dahil olan tiriinler/iirtin kategorisi:

Sumf 11 b:
Uroloji Uriinleri

B DEKRA

e Foley Kateter (Silikon)
o Lateks Foley Kateter (Hidrojel Kapli)

e On Baglanuli Urolojik Sistem (Silikon)

¢ Suprapubik Kateter (Silikon)

e 2 Yollu Tam Silikon Sicakhk Sensor Kateteri
e Silikon Nefrostomi Kateteri

Solunumla ilgili Uriinler

e Trakeostomi Tiipii ve Aksesuarlari

(PENANG, MALEZYA NOTERI
TAN GAIK CHOON'UN
MUHRU VE PARAFI)

(Imza)

Ruth Delbeck-Bayer
DEKRA Certification GmbH;
Stuttgart, 05-10-2017

Yetkili Kurum No: 0124

DEKRA Certification Gmblt * Handwerkstrafie 15 * D-70565 Stuttgart * dehra-certiticay
. Sayfa 2/2
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SERTIFIKA

Tam Kalite Guvence Sistemi
93/42/AT Tibbi Cihazlar Direktifi Ek Il

Firma Adi : Medbar Tibbi Malzemeler Turizm San ve Tic. A.S.

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

ilgill Yénetmelikler ve Ekler : MDD 93/42/AT Tibbi Cihaziar Yénetmelidi - Ek Il
(Madde 4 Harig)

UrOnler : - Fototerapi Géz Bandi - Sinif Is
- Endoskopi Agizidi - Sinif Is
- Pouch Agacagdi - Sinif Is
- Smear Firgasi - Sinif Is
- Rimel Tipi Smear Firgasi - Sinif Is
- Smear Spatul - Sinif Is
- El Ayak Sabitleyici - Sinif Is
- Trakeostomi Sabitleyici - Sinif Is
- Endotrakeal Tip Sabitleyici - Sinif Is
- Jinekolojik Toplayici - Sinif Is
- Inseminasyon Kan0li - Sinif Is
- Cerrahi Ortl, Kilf ve Onlukler - Sinif Is
- Mikroskop Kilifi - Sinif Is
- Video Kamera Kilifi - Sinif Is
- Cemberli Kamera Kilifi - Sinif Is
- Kartonlu Kamera Kilifi - Sinif Is
- Gobek Klempi - Sinif Is
- Valfli idrar Torbast - Sinif Im
- Valfli Kusmuk Torbasi - Sinif Im
- Mide Yikama Seti - Sinif Im
- Karmen Kantl Enjektdr (Manuel Vakum Aspiratérd) - Sinf lla
- Karmen Kantl - Sinif lla
- Artroskopi Seti - Sinif lla
- Mukus Toplama Kabi - Sinif lla
- Damla Ayar Seti - Sinif lla
- Cilt Isaretleme Seti - Sinif lla
- SFT (Solunum Fonksiyonu Test Cihazi) Filtreli Agizk - Sinif lia
- Arter KanUl - Sinif lia

Sertifika Numarasi : M.2016.106.7000
Rapor Numarasi :MD.3184.1B

Ik Belgelendirme Denetimi :01.07.2016

Tescil Tarihi :03.10.2016
Revizyon Tarihi/No D -

Gecerlilik Tarihi :02.10.2021

UDEM, Listeli UrOnlerin 93/42/AT direktifi Ek I, madde 4 harig gerekliliklerinin karglaci@ini beyan eder. Yukanda adi
gegen Urelici Kalite GUvence Sistemi uyguladigini ve Ek Il madide 5'e gére periyodik gdzetim denefimleri ile sUrekliigini
fo layacagdini beyan eder.Sinif lll olorak piyasaya arz edilecek Oronler igin Ek 1| madde 4'e gdre AT Tasanm
nceleme serlifikas gereklidir. Bu belgenin malkiyet hokki UDEM Uluslararas Belgelendirme Denetim Egitim San. ve
Tic.Lid.sti. 've aittir ve istenildiginde iade edilmelidir. Yukanda adi geﬁen firma ve UDEM bu belgenin bir kopyasini
Tescil tarihinden jtibaren 5 yil stre ile muhafaza etmelidin. CE Markalamanin kullanimi Gretici beyani ile firma
sorumlulugundadir, Adi ge?en firma onaylanmig Grin ile ilgili bOton degisikiikleri UDEM'e bildirmek zorundadir.

DEM bu belgenin gecerliligini yenilemezse adi gegen firma séz kenusu Uriintn pivasaya arzim durduracakii.
Belgenin gegerliigini www.udemlid.com.ir internet sayfasindan kentrol edebilirsiniz.

Adres: Mutlukent Mahallesi 2073 Sokak (Eski 93 Sokak) No:10 Gankaya — Ankara — TURKIYE
Tel: +90 312 443 03 90 Faks: +90 3124430376
E-posta: info@udemltd.com.tr www.udemltd.com.tr
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ZERTIFIKAT ¢ CERTIFICATE ¢

EC Certificate

Full Quality Assurance System

Directive 93/42/EEC on Medical Devices (MDD), Annex Il excluding (4)
(Devices in Class lla, llb or lll)

No. G1 150538814 057

Manufacturer: Well Lead Medical Co., Ltd.

C-4 Jinhu Industrial Estate, Hualong
511434 Panyu, Guangzhou
PEOPLE'S REPUBLIC OF CHINA

EC-Representative: = Shanghai International Holding
Corp. GmbH (Europe)

Eiffestralte 80
20537 Hamburg

GERMANY
Product Tracheostomy Tubes, Urethral Catheters,
Category(ies): All Silicone Foley Catheters,

Foley Catheters with Temperature Sensor,
Tracheostomy Tubes with Inner Cannula,
Prefilled Syringes with Lubricating Jelly,
Foley Catheter Kits, Tracheostomy Tube Kits,
Gastrostomy Tubes

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a guality assurance system for design, manufacture and final
inspection of the respective devices / device categories in accordance with MDD Annex II.
This quality assurance system conforms to the requirements of this Directive and is subject to
periodical surveillance. For marketing of class Il devices an additional Annex Il (4) certificate
is mandatory. See also notes overleaf.

Report No.: SH15080EXT01
Valid from: 2015-09-07
Valid until: 2020-09-06

H-&

Date, 2015-06-15
Hans-Heiner Junker

TUV SUD Product Service GmbH is Notified Body with identification no. 0123
Page 1 of 2

TUV SUD Product Service GmbH - Zertifizierstelle - RidlerstraRe 65 - 80339 Miinchen - Germany

E

Product Service
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ZERTIFIKAT ¢ CERTIFICATE ¢

&)

Product Service
EC Certificate

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex Il excluding (4)
(Devices in Class lla, lIb or )

No. G11505 38814 057

Facility(ies): Well Lead Medical Co., Ltd.
C-4 Jinhu Industrial Estate, Hualong, 511434
Panyu, Guangzhou, PEOPLE'S REPUBLIC OF
CHINA

Well Lead Medical Co., Ltd.
No 47 Guomao Avenue South, 511434 Panyu,
Guangzhou, PEOPLE'S REPUBLIC OF CHINA

Page 2 of 2

. . wn g ®
TUV SUD Product Service GmbH - Zertifizierstelle - RidlerstraBe 65 - 80339 Miinchen - Germany TV
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ZERTIFIKAT ¢ CERTIFICATE ¢

&)

Product Service

EC Certificate
Production Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex V
(Devices in Class lla, lIb or Ill)
No. G2 1505 38814 058
Manufacturer: Well Lead Medical Co., Ltd.

C-4 Jinhu Industrial Estate, Hualong

511434 Panyu, Guangzhou

PEOPLE'S REPUBLIC OF CHINA
EC-Representative:  Shanghai International Holding

Corp. GmbH (Europe)

Eiffestralte 80

20537 Hamburg

GERMANY
Product For detailed information see attachment

Category(ies):

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for manufacture and final inspection
of the respective devices / device categories in accordance with MDD Annex V. This quality
assurance system conforms to the requirements of this Directive and is subject to periodical
surveillance. For marketing of class Ilb and Ill devices an additional Annex Il certificate is
mandatory. See also notes overleaf.

Report No.: SH15080EXT01
Valid from: 2015-08-24
Valid until: 2020-08-23

H-&

Date, 2015-06-15
Hans-Heiner Junker

TUV SUD Product Service GmbH is Notified Body with identification no. 0123
Page 10of 3

i .. ]
TUV SUD Product Service GmbH - Zertifizierstelle - RidlerstraRe 65 - 80339 Miinchen - Germany Tuv
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ZERTIFIKAT ¢ CERTIFICATE ¢

&
Attachment for Certificate No G2 15 05 38814 058

Supplement 001 dated 2015-06-15 Product Service

For the product(s)/product category (ies):

Urethral Catheters and Tracheal Tubes, Nelaton Catheters,

Connecting Tubes with Yankauer Handle, Intubating Stylets,

Laryngeal Mask Devices, Tracheobronchial Tubes,

Reinforced Endotracheal Tubes, Nebulizers, Oxygen Masks,

Non-Rebreath Masks, Tracheostomy Masks, Aerosol Masks,

Multi-vent Masks, Endotracheal Tube Introducers, Nasal Oxygen Cannulas, Stylets,
Disposable Air Cushion Face Masks, Endotracheal Tube Kits,

HMEF(Heat and Moisture Exchanger Filters), Manual Resuscitators, Drainage
Systems, Oxygen Catheters, Silicone Tubes, Endobronchial Blocker Tubes,
Extraction Bags(Operation Use), Ureteral Stent Sets, Silicone Drainage Systems,
Endotracheal Tubes with Evacuation Lumen, Suction Catheters, Feeding Tubes,
Stomach Tubes, Silicone Stomach Tubes, Disposable Self-Catheterization Systems,
Capnography CO, Sampling Masks, O,+ CO, Sampling Cannulas,

Non-invasive Positive Pressure Ventilation Masks, Suction Tubes of Oral Care, Bile
T-Tubes, Fecal Management Systems, Self Hydrophilic Catheters, Ureteral Access
Sheaths, Ureteral Dilation Balloon Catheters, Extracorporeal Circulation Conduct of
Blood Purification Apparatus, Urodynamic Catheters, Rectal Pressure Catheters,

Anesthetic Breathing Circuits

Munich, CRT2, 2015-06-15
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Hans-Heiner Junker
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