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.

Digitally signed by Cojocaru Vera
Date: 2024.02.02 13:47:09 EET
Reason: MoldSign Signature
Location: Moldova

10/020d 04.08 ®  TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.
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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.
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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.
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DURICO C&T INC.
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33, Oedap 6-gil, Sangju-si, Gyeongsangbuk-do, Korea
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meels the Standaid Kequitemenls & Scope as Jollowing
ISO 13485:2016

Medical Devices - Quality Management Systems

#
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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
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AB DECLARATION OF CONFORMITY

Beyanuame No
Declaration Nu:

DOC02-0004

Beyanname Tarihiz
Declaration Date:

03/09/2021

Uretici:
Manufucturer:

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

Mitnferit Kimlik No / SRN:

N/A

Uriin{ler):
Productis):

NON-STERIL ULTRASON JEL
NON-STERILE ULTRASOUND GEL

Temel UDE-DI/ BUDI-DI:

86817153410118

UDI-DI:

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

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

8681713349619
3681715349671
8681715349626
8681715349633

250 mb
250 mL
250 ml.

250 mL

8698712430026 | 300 mL
8681715349947 | 500mL

8698712450033
3683229600514
8681715349640

1000 mL
1000 mL
1000 mL

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

UDE-PL:

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

Referans/Katalog Nos
Reference/Catalogue Number:

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

 Doldimsa No/
| Document Nu: &

352021 3v2021

i
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AB DECLARATION OF CONFORMITY

230 ml.

250 mL

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

NUG-0008

NUG-0009

NUG-0010

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

NUG-0020 | 500 mL

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

Versivon/Model No:
Version/8odel Number:

YO000.101.0013

20 mL

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

Y0000.101.0032

250 mL

YOO00. 1010059

F30wmL

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

Y0000.101.0012

5000 mL

Yaym Tatiht/
Release Date:

38230

21

Sayfa No

P -ty o
Hage Ny

H
H

3

® i

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

Akga Asi
T: 480 212428 6848 1 1
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AB DECLARATION OF CONFORMITY

YOO00.101.0063 | 3000 mL

Lin o 1 2000 mL

YO000.101.0009 (Galon)

L 5000 mL

a0 ;

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

Kuollamm Amacs:
Inrended Use:

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

Uriin Gorseli:
Product Photo:

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

3920621

w ddate;
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AB DECLARATION OF CONFORMITY

Ortak Ozellikler:
Common Specifications:

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

GMDN:

1532

Jel, ultrasonik baglama

Bir ultrason incelemesi sirasinda deri icinden gecen ultrasonik dalgalarm

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

ettirebilmesine de vardimer olmakiad

15321

Gel, ultrasonic bonding

A substance thar provides improved contact and conditions for receiving

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

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

smoothly over the skin,

AB Direktifi ve Mevauat
EU Directive and Legisiation:

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

Risk Classification:

Risk Sumifi:

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

ITvgumu& Yolu: Conformity
Route:

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

Beyam
Declaration:

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

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

TFo11.01.00002

wyou Turtht/
Date:

322021

3
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AB DECLARATION OF CONFORMITY

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

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

Beyan Eden:
Declarant:

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

Hantfl Karahan

Bozkurt
Arge ve Kalite
Direktrii
R&D and Qualite
Director

Beyanm Diizenlenme Yeri:
Place of Decluration:

{stanbul / Turkive

Onayvh Kuoralus:
Neotified Body:

N/

AB Sertifikase:
EU Certificare:

Tasarim Sertifikasy:
Design Certificare:

Teknik Dosya No ve Saklama
Adresi:

Technical File Nu and
Retention Address:

AB Yetkili Temsilei:
EU Authorized Representative:

Ek Bilgi:
Additional Information:

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

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

TEO11,01,00,002 | Loy Tarihi/
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