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EU DECLARATION OF CONFORMITY

TO REGULATION (EU) 2017/745 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL OF 5
APRIL 2017 ON MEDICAL DEVICES

I Name | Surgnova Healthcare Technologies (Zhejiang) Co., Ltd.

Address No.1 Xinxing Yilu Road, Emerging Industrial Cluster Area, Zonghan

Manufacturer subdistrict, Cixi City, Zhejiang, 315301 China

SRN | CN-MF-000014087

Product Name | Microwave Ablation System

Trade name | Dophi

Microwave Ablation Generator: M150E

Microwave Ablation Electrode Kits: See Appendix A

Model Temperature Probe: SS-TP18G-20

Foot Switch: SJ-B02

The Microwave Ablation System is intended for the use in percutaneous,

Eortendled Porgprtise laparoscopic and intraoperative coagulation and ablation of soft tissue.

Basic UDI-DI | 69723047500026R

Microwave Ablation System, Class ITb, Rule 9, Annex VIII, Regulation
(EU) 2017/745

Microwave Ablation Generator, Class IIb, Rule 9, Annex VIII,
Regulation (EU) 2017/745

Classification | Microwave Ablation Electrode Kits, Class IIb, Rule 9, Annex VIII,
Regulation (EU) 2017/745

Temperature Probe, Class IIb, Rule 9, Annex VIII, Regulation (EU)
2017/745

Foot Switch, Class I, Rule 13, Annex VIII, Regulation (EU) 2017/745

Conformity assessment procedure | Chapters I and III, Annex IX, Regulation (EU) 2017/745

WE, Surgnova Healthcare Technologies (Zhejiang) Co., Ltd., HEREWITH DECLARE THAT THE STATED
MEDICAL DEVICES MEET THE TRANSPOSITION INTO NATIONAL LAW, THE PROVISIONS OF
REGULATION (EU) 2017/745 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL OF 5 APRIL
2017 ON MEDICAL DEVICES;

ALL SUPPORTING DOCUMENTATION IS RETAINED AT THE PREMISES OF THE MANUFACTURER,
AND THE EU DECLARATION OF CONFORMITY IS ISSUED UNDER THE SOLE RESPONSIBILITY
OF THE MANUFACTURER.

STANDARDS APPLIED: Refer to the Appendix B.

Name | BSI Group The Netherlands B.V.
Say Building , John M, Keynesplein 9, 1066 EP Amsterdam, The
Address
Notified Body Netherlands
Identification
number c € 2797
EC|REP Name | Shanghai International Holding Corp Gmbh ( Europe )
European Address | Eiffestrasse 80, 20537 Hamburg Germany
Representative SRN | DE-AR-000000001

(EC) Certificate number | MDR 756375

Place, Date of Declaration | Zhejiang, 02/28/2024

Signature
| -

Name of Authorized Signatory | . )
Position Held in Company | CEO
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Appendix A: Model of Microwave Ablation Electrode Kits

Model Material Out Diameter Needle Length

SS-MWA-2531C 304SS, po!yet}'llene terephthalate, ceramics tube 2 08mm 250mm
and ceramics tip

SS-MWA-2526C 304SS, po!yetl}lene terephthalate, ceramics tube 2 08mm 250mm
and ceramics tip

SS-MWA-2031C 304SS, po!yetl}lene terephthalate, ceramics tube 2 08mm 200mm
and ceramics tip

SS-MWA-2026C 304SS, po!yetl}lene terephthalate, ceramics tube 2 08mm 200mm
and ceramics tip

SS-MWA-1531C 304SS, po!yet}.llene terephthalate, ceramics tube 5 U o
and ceramics tip

SS-MWA-1526C 304SS, po!yetk'llene terephthalate, ceramics tube 2 08mm 150mm
and ceramics tip
304SS, polyethlene terephthalate,

SRl PEEK tube and ceramics tip Lt ol
304SS, polyethlene terephthalate,

SS-MWA-2025P PEEK tubis snd cerantics tip 1.6mm 200mm
304SS, polyethlene terephthalate,

BR-NWA-1525F PEEK tube and ceramics tip Lo tolmin
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Appendix B: Standards Applied

NO. Standards Reference Title

L ASTM F1980 - 2016 Stanc.lard Gulfie for Accelerated Aging of Sterile Barrier Systems for
Medical Devices

2. EN ISO 20417: 2021 Medical devices - Information to be supplied by the manufacturer

3 EN 60601-1:2006/A2:2021 Medical electnca} equipment—Part 1: General requirements for basic
safety and essential performance
Medical electrical equipment—Part 1-2: General requirements for basic

4, EN 60601-1-2:2015 safety and essential performance - Collateral Standard: Electromagnetic
disturbances - Requirements and tests

5. EN 60601-2-6:2015/A1:2016 Mefilcal electrical equipment - Part 2-6: Par.tlcular requirements fpr the
basic safety and essential performance of microwave therapy equipment

6. EN 62304:2006/A1:2015 Medical device software—Software life cycle processes

”, EN 62366-1:2015/A1:2020 MeQmal devices—Application of usability engineering to medical
devices
Packaging for terminally sterilized medical devices. Sealable pouches

8. EN 868-5:2018 and reels of porous and plastic film construction. Requirements and test
methods

0, EN ISO 10993-1:2020 Bl.ol(.)glca'l evaluation of medical devxces—.Part 1: Eyalua’uon and testing
within a risk management process—Technical Corrigendum 1

10. EN ISO 10993-10:2013 Blologllcal evg{uatfon of medical devices—Part 10: Tests for irritation
and skin sensitization

11. EN ISO 10993-5:2009 Blologlggl evaluation of medical devices—Part 5: Tests for in vitro
cytotoxicity

12. EN ISO 10993-7:2008/A1:2022 Blo%o.glcgl evalgatlon of medical devices—Part 7: Ethylene oxide
sterilization residuals

1. ENISO 10993-10:2013 Blolog.lcal evgl.uatl.on of medical devices—Part 10: Tests for irritation
and skin sensitization

14. EN ISO 10993-11:2018 qulqglcal evaluation of medical devices — Part 11: Tests for systemic
toxicity
Sterilization of health care products -- Ethylene oxide -- Requirements

15. ENISO 11135:2014/A1: 2019 for the development, validation and routine control of a sterilization
process for medical devices

16. ENISO 11138-2:2017 St.el'ﬂlZ'atIOI‘l of health care products—.Blologllcal }ndlcators - Part 2:
Biological indicators for ethylene oxide sterilization processes
Packaging for terminally sterilized medical devices—Part 1:

17. EN ISO 11607-1:2020 Requirements for materials, sterile barrier systems and packaging
systems

18. EN ISO 11607-2:2020 Pack.agmg for termma!ly ster11¥zed medical devices—Part 2: Validation
requirements for forming, sealing and assembly processes

10. EN ISO 13485:2016/A11:2021 Medical devices—Quality management systems—Requirements for
regulatory purposes

20. ENISO 14971:2019 Medical devices—Application of risk management to medical devices

) Medical devices - Symbols to be used with medical device labels,
2 BN HS6H 152251 2071 labelling and information to be supplied - Part 1: General requirements
2. EN ISO 780:2015 Packaging - Distribution packaging - Graphical symbols for handling

and storage of packages
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