
 

 

 

EC-Declaration of Conformity 
 

Manufacturer:  
Name :  METKO Medikal ve Tıbbi Cihazlar Dış Ticaret Ltd. Şti. 
Address : İvedik O. S. B. Ağaç İşleri Sanayi Sitesi 1354 Cad. 1358 Sok. No:9 
   06378 Yenimahalle - Ankara \ Turkey 
Tel  : + 90 312 387 12 46 (pbx) 
Fax  : + 90 312 387 12 51 
E-mail : metko@metkoltd.com 
Web : www.metkoltd.com 
                                       

Authorized European Representative: 
Name : Medset Medizintechnik GmbH 
Address : Curslacker Neuer Deich 66 D-21029 Hamburg \ Germany 
Tel  : 0049 40 725 822-   0 
Fax :  0049 40 725 822-11 
E-mail : info@medset.com 
Web : www.medset.com 

Product: Electrosurgery Cables & Accessories  
 
  Electrosurgery Bipolar Cables, (GMDN Code: 35041)   
  Electrosurgery Monopolar Cables, (GMDN Code: 61876)  
  Electrosurgery Dispersive Cables, (GMDN Code: 35041) 
  Electrosurgery Bipolar Adaptors, (GMDN Code: 35041) 
  Electrosurgery Disposable Grounding Plates, (GMDN Code: 11500) 
  Electrosurgery Reusable Grounding Pads, (GMDN Code: 42551) 
  Electrosurgery Reusable Connection Cable for Universal Patient Return Electrodes, (GMDN Code: 35041) 
  Tip Clean Sponge, (GMDN Code: 35043) 
 

Reference Numbers: 
ESU-BP/XXY Series, ESU-BP/CONA, ESU-BP/CONAL, ESU-BP/OWE, ESU-BP/FWE, ESU-BP/BWE, ESU-BP/LWE, ESU-BP/GYR, 
ESU-BP/GYRL (XX variables: AA to ZZ; Y variables: -, L, T, TL) 
ESU-MP/XXY Series (XX variables: AA to ZZ; Y variables: -, L)  
RDC-XXY Series (X variables: A to Z; Y variables: 3, 5, 3A and 5A)  
ESU-ADP/XX Series (XX variables: 01 to 10) 
RGPC-XX Series (XX variables: 00 to 99)  
FMT-MX, FMT-BX and FMT-CXX Series (X variable: A, P), (XX variable: BA, BP, MA, and MP) 
FMT-RGPX Series (X variable: B, M) 
FMT-MDX (X variables: 1 to 9) 
TSC 01  
 
Classification: Class I Medical Device, Annex IX Rule 1 
Conformity Assessment Procedure: Annex VII 

 

       We herewith declare that the above mentioned products meet the Essential  
requirements and conforms to the Medical Device Directive 93/42/EEC.  

 
 

Standards:  
EN 60601-1:2006   Medical electrical equipment, Part 1: General requirements for basic safety and essential performance 
EN IEC 60601-2-2:2018 Medical electrical equipment - Part 2-2: Particular requirements for the basic safety and essential performance of 

high frequency surgical equipment and high frequency surgical accessories 
EN ISO 15223-1:2016 Medical devices - Symbols to be used with medical device labels, labeling and information to be supplied - 

Part 1: General requirements 
EN 1041:2008+A1:2013 Information supplied by the manufacturer of medical devices 
EN ISO 17664:2017 Sterilization of medical devices - Information to be provided by the manufacturer for the processing of  
 re-sterilizable medical devices  
EN ISO 14155:2011   Clinical investigation of medical devices for human subjects - Good clinical practice 
EN ISO 14971:2012 Medical Devices - Application of Risk Management to Medical Devices  
EN 62366-1:2015   Medical devices - Application of usability engineering to medical devices 
EN ISO 9001:2015 Quality management systems-Requirements 
EN ISO 13485:2016 Medical devices - Quality management systems - Requirements for regulatory purposes 
 

Date of issue: 10.02.2020 
 
Signature:  
 
    
 
 
Name: Filiz ERSOY 
Position: Company Manager 

 

http://www.metkoltd.com/
http://www.medset.com/


Attestation of Conformity
No. E8A 101233 0008 Rev. 00

Page 1 of 3
After preparation of the necessary technical documentation as well as the EU Declaration of 
conformity the required CE marking can be affixed on the product. That Declaration of conformity 
is issued under the sole responsibility of the manufacturer. Other relevant EU-directives have to be 
observed.

TÜV SÜD Product Service GmbH • Certification Body • Ridlerstraße 65 • 80339 Munich • Germany

Holder of Certificate: Haining Xinguangyuan Lighting
Technology Co.,Ltd.
No.5 Fenghuang Road,
Qianjiang Industrial
314413 Haining,Zhejiang
PEOPLE'S REPUBLIC OF CHINA

Name of Object: Fluorescent lamps
Fluorescent lamp

This Attestation of Conformity is issued on a voluntary basis according to the Directive 2014/30/EU 
relating to electromagnetic compatibility. It confirms that the listed apparatus complies with all 
essential requirements of the directive and is based on the technical specifications applicable at the 
time of issuance. It refers only to the particular sample submitted for testing and certification. For 
details see: www.tuvsud.com/ps-cert

Test report no.: 708882045504-00

Date, 2020-06-08

( Hui Tong )
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Model(s): XGYT5-UVA-4W, XGYT5-UVA-6W, XGYT5-UVA-8W, XGYPLS-UVC-11W Ozone,
XGYT5-HO-UVA-15W, XGYT5-UVA-14W, XGYT5-UVA-21W,XGYT5-UVA-28W, 
XGYT8-UVA-10W, XGYT8-UVA-15W,XGYT8-UVA-18W, XGYT8-UVA-30W, XGYT8-UVA-36W,
XGYPLS-UVA-5W, XGYPLS-UVA-7W, XGYPLS-UVA-9W,XGYPLS-UVA-11W, 
XGYPLS-UVA-13W, XGYPLL-UVA-18W,XGYPLL-UVA-24W, XGYPLL-UVA-36W, XGYT5-BL-4W, 
XGYT5-BL-6W, XGYT5-BL-8W,XGYT5-HO-BL-15W, XGYT5-BL-14W, XGYT5-BL-21W,
XGYT5-BL-28W, XGYT8-BL-10W, XGYT8-BL-15W,XGYT8-BL-18W, XGYT8-BL-30W,
XGYT8-BL-36W,XGYT10-BL-20W,XGYT12-BL-20W , XGYPLS-BL-5W, XGYPLS-BL-7W,
XGYPLS-BL-9W, XGYPLS-BL-11W, XGYPLS-BL-13W,XGYPLL-BL-18W,
XGYPLL-BL-24W, XGYPLL-BL-36W,XGYT5-BLB-4W,XGYT5-BLB-6W,
XGYT5-BLB-8W, XGYT5-HO-BLB-15W, 
XGYT5-BLB-14W,XGYT5-BLB-21W, XGYT5-BLB-28W, XGYT8-BLB-10W,
XGYT8-BLB-15W, XGYT8-BLB-18W, XGYT8-BLB-30W,XGYT8-BLB-36W, XGYT10-BLB-20W,
XGYT12-BLB-20W, XGYPLS-5W-BLB, XGYPLS-7W-BLB, XGYPLS-9W-BLB,
XGYPLS-11W-BLB, XGYPLS-13W-BLB, XGYPLL-18W-BLB,XGYPLL-24W-BLB, 
XGYPLL-36W-BLB, XGYT5-UVC-4W Ozone, XGYT5-UVC-6W Ozone, 
XGYT5-UVC-8W Ozone,XGYT5-HO-UVC-15W Ozone,XGYT5-UVC-14W Ozone, 
XGYT5-UVC-21W Ozone,XGYT5-UVC-28W Ozone, XGYT8-UVC-10W Ozone, 
XGYT8-UVC-15W Ozone,XGYT8-UVC-18W Ozone,XGYT8-UVC-30W Ozone, 
XGYT8-UVC-36W Ozone,XGYPLS-UVC-5W Ozone, XGYPLS-UVC-7W Ozone,
XGYPLS-UVC-9W Ozone, XGYPLS-UVC-11W Ozone, XGYPLS-UVC-13W Ozone,
XGYPLL-UVC-18W Ozone, XGYPLL-UVC-24W Ozone, XGYPLL-UVC-36W Ozone,
XGYT5-UVC-4W No Ozone, XGYT5-UVC-6W No Ozone,XGYT5-UVC-8W No Ozone,
XGYT5-HO-UVC-15W No Ozone, XGYT5-UVC-14W No Ozone, 
XGYT5-UVC-21W No Ozone,XGYT5-UVC-28W No Ozone, XGYT8-UVC-10W No Ozone,
XGYT8-UVC-15W No Ozone,XGYT8-UVC-18W No Ozone, XGYT8-UVC-30W No Ozone,
XGYT8-UVC-36W No Ozone,XGYPLS-UVC-5W No Ozone, XGYPLS-UVC-7W No Ozone,
XGYPLS-UVC-9W No Ozone, XGYPLS-UVC-11W No Ozone, XGYPLS-UVC-13W No Ozone,
XGYPLL-UVC-18W No Ozone, XGYPLL-UVC-24W No Ozone, XGYPLL-UVC-36W No Ozone

Description of 
Object:
Rated voltage:         AC 220-240V
Rated frequency:    50/60Hz 
Rated power:          See model list

Model list Rated 
power

XGYT5-UVA-4W, XGYT5-BL-4W, XGYT5-BLB-4W, XGYT5-UVC-4W Ozone, XGYT5-UVC-4W No Ozone 4W

XGYPLS-UVA-5W, XGYPLS-BL-5W, XGYPLS-5W-BLB, XGYPLS-UVC-5W Ozone, XGYPLS-UVC-5W No Ozone 5W

XGYT5-UVA-6W, XGYT5-BL-6W, XGYT5-BLB-6W, XGYT5-UVC-6W Ozone, XGYT5-UVC-6W No Ozone 6W

XGYPLS-UVA-7W, XGYPLS-BL-7W, XGYPLS-7W-BLB, XGYPLS-UVC-7W Ozone, XGYPLS-UVC-7W No Ozone 7W

XGYT5-UVA-8W, XGYT5-BL-8W, XGYT5-BLB-8W, XGYT5-UVC-8W Ozone, XGYT5-UVC-8W No Ozone 8W

XGYPLS-UVA-9W, XGYPLS-BL-9W, XGYPLS-9W-BLB, XGYPLS-UVC-9W Ozone, XGYPLS-UVC-9W No Ozone 9W

XGYT8-UVA-10W, XGYT8-BL-10W, XGYT8-BLB-10W, XGYT8-UVC-10W Ozone, XGYT8-UVC-10W No Ozone 10W

XGYPLS-UVA-11W, XGYPLS-BL-11W, XGYPLS-11W-BLB, XGYPLS-UVC-11W Ozone, XGYPLS-UVC-11W No 
Ozone, XGYPLS-UVC-11W Ozone 11W

XGYPLS-UVA-13W, XGYPLS-BL-13W, XGYPLS-13W-BLB, XGYPLS-UVC-13W Ozone, XGYPLS-UVC-13W No 
Ozone 13W
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Model list Rated 
power

XGYT5-UVA-14W, XGYT5-BL-14W, XGYT5-BLB-14W, XGYT5-UVC-14W Ozone, XGYT5-UVC-14W No Ozone 14W

XGYT5-HO-UVA-15W, XGYT8-UVA-15W, XGYT5-HO-BL-15W, XGYT8-BL-15W, XGYT5-HO-BLB-15W, XGYT8-
BLB-15W, XGYT5-HO-UVC-15W Ozone, XGYT8-UVC-15W Ozone, XGYT5-HO-UVC-15W No Ozone, XGYT8-
UVC-15W No Ozone

15W

XGYT8-UVA-18W, XGYPLL-UVA-18W, XGYT8-BL-18W, XGYPLL-BL-18W, XGYT8-BLB-18W, XGYPLL-18W-
BLB, XGYT8-UVC-18W Ozone, XGYPLL-UVC-18W Ozone, XGYT8-UVC-18W No Ozone, XGYPLL-UVC-18W No 
Ozone

18W

XGYT10-BL-20W, XGYT12-BL-20W, XGYT10-BLB-20W, XGYT12-BLB-20W 20W

XGYT5-UVA-21W, XGYT5-BL-21W, XGYT5-BLB-21W, XGYT5-UVC-21W Ozone, XGYT5-UVC-21W No Ozone 21W

XGYPLL-UVA-24W, XGYPLL-BL-24W, XGYPLL-24W-BLB, XGYPLL-UVC-24W Ozone, XGYPLL-UVC-24W No 
Ozone 24W

XGYT5-UVA-28W, XGYT5-BL-28W, XGYT5-BLB-28W, XGYT5-UVC-28W Ozone, XGYT5-UVC-28W No Ozone 28W

XGYT8-UVA-30W, XGYT8-BL-30W, XGYT8-BLB-30W, XGYT8-UVC-30W Ozone, XGYT8-UVC-30W No Ozone 30W

XGYT8-UVA-36W, XGYPLL-UVA-36W, XGYT8-BL-36W, XGYPLL-BL-36W, XGYT8-BLB-36W, XGYPLL-36W-
BLB, XGYT8-UVC-36W Ozone, XGYPLL-UVC-36W Ozone, XGYT8-UVC-36W No Ozone, XGYPLL-UVC-36W No 
Ozone

36W

Tested 
according to:

EN 55015:2013
EN 55015:2013/A1:2015
EN 61547:2009
EN 61000-3-2:2014
EN 61000-3-3:2013
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EC Declaration of Conformity

Manufacturer: whose single Authorized Representative:

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

Shanghai International Holding
Corp.GmbH (Europe)
Eiffestrasse 80, 20537 Hamburg, Germany

We, the manufacturer, herewith declare that the products
Disposable Surgical Active Electrodes (Electrosurgical Pencils)

Hand control Model：HC-EP1-A/70，HC-EP1-B ，HC-EP1-C，HC-EP1-A/100，
HC-EP1-A/120，HC-EP1-A/140

GMDN-Code: [44681]

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

The medical device has been assigned to class IIb by rule 9 according to Annex IX of the
Directive 93/42/EEC. It bears the mark

0197
The product concerned has been manufactured under a quality management system
according to Annex II.3 of Directive 93/42/EEC.

Compliance of the designated product with the Directive 93/42/EEC has been assured via
assessment of the quality management system by the Notified Body

TÜV Rheinland LGA Products GmbH
Tillystraße 2, 90431, Nürnberg, Germany

Certificate No.: HD 60131017 0001
Issue date: 2018-09-18
Expiry date: 2023-09-17

following the procedure relating to the EC Declaration of Conformity set out in Annex II.3 of
Directive 93/42/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

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

Jinhua, China 2018.09.06

Place, date Legally binding signature, Function
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