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EC Declaration of Coniormity

Manuffalcflurer:

bod v bR
Name: Xianning Full Guard Medical Products Co., Lid
Ad‘:dr!es's: i :
Province, China

TellFax: 0715-8200113

SRN: Not available yet
Whose single Authorized Representative:

Name: ZOUSTECHS.L
Address: Pso.Castellana, 141- planta 19, 28046-Macric Spain
TellFax: +34604426446

SRN: ES-AR-000002008

We. the manufacturer, herewith declare that the products

Dlsposable Patient GOWDiigitally signed by Morozov Maria
| gate: 2023.09.16 11:40:53 EEST
e G o eason: MoldSign Signature

Location: Moldova
Product Code: FGPG
BASIC UDI-DI: 1697386655FGPGT9
Product Si;e: XS, 8, M, X, XL, XXL, XXXL, or customer size
Class_ificatjon acc. To MDR Ax. VIll: Class | - Rule 1

Applied Common Specification/Standard:

EN ISO 14971:2019  Medical devices - Application of risk manage nent to medical devices (1S
14971:2019)

SO 10993-1:2018  Biological evaluation of medical devices - Part 1: Evaluation and testing within :

management process

EN ESb 10993-5:2009 Biological evaluation of medical devices - "art 5: Tests for in vitro cytetoxici

(IS0 10993-5:2009)
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EN ISO 10993-10:2013  Biological evaluation of medical devices - Part 10: Tests for irritation and s
sensi‘tizati?n (1SO 10993-10:2010)

EN ISO 152234:2016 Medical devices—Symbols to be used witi medical device labels, labeling « nid
'informatidn tfp be supplied
EN 1041: 2008 Information supplied by the manufacturer of niedical devices

We, the manufacturer, herewith declare under our sole responsibility that the above-

it mentioned product, meet the provision of Regulation (EU) 2017/745 on Medical Devices (ML
All sqpporting documentations are retained under the premises of the manufacturer.

REGULATION

GULATION (EU) 2017/745 OF THE EUROPEAN PARLIAMENT AND OF THE COQUNCIL (15
ril 2017 on medical devices.
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