DECLARATION OF CONFORMITY

ACCORDING TO (EU) 2017/745 MEDICAL DEVICE REGULATION

Manufacturer

EU Representative
_ Name: SHENZHEN YKD TECHNOLOGY CO.,LTD.

Address: 6F, Building 6. Huaxinruiming Industrial
Area, Langrong RD,Xinwei Village, Dalang
Community, Dalang Street, Longhua, Shenzhen,

SUNGO Europe B.V.
Olympisch Stadion 24, 1076DE
Amsterdam, Netherlands
SRN: NL-AR-000000247

Information
X
; - p=1 _
Conformity Assessment § : Blogd Pressure Cuff With Hose
o del : CCOP1AY, CCOO1BY, CCOO1CY, CCOO1DY, CCOO1EY,

Conformity Assessment Procedure "% 001FY,- #CCO02AY, CCO002BY, CCO02CY, CCo02DyY,
°'3

Annex lI+111 of Regulation (EU) 2017/745 ) , CCOO2FY, CCO01A, CCO01B, CCOO1C, CCOO01D,

CCO01E, CCOO1F, CCO02A, CCO02B, CCO02C, CCO02D,

Applicable Standards
CCOO2E, CCOO2F, CCOOSA, CCOOSB, CCOO0SC, CCOOSD,

EN ISO 14971: 2019

EN ISO 152231 2018 CCOOSE, CCOOSF, CCOO6A, CCOO6B, CCOO6C, CCOOGD,
EN ISO 20417:2021 CCOO6E, CCOO6F, CCOO7A, CCOO7B, CCO07C, CCOO7D,
EN ISO 10993-1: 2020 CCO07E, CCO07, CCOO7AF, CCOO7BY, CCOO7CY, CCOO7DY,
EN ISO 10993-5: 2009 CCOO7EY, CCOO7FY, CCO08A, CCO09A, CCO10A, CCO10B

EN 1SO 10993-10: 2013 CT001,CT002,CT003,CT004,CTO05,CTO06,CTO07,CTO0S,

CT009,CTO09A,CTO009B,CT015,CT016,CTO18,CTO18B,
CT018C,CT018D,CTO015C,CT015B,CTO15,,CTO19F,CTO19E,
CT019D,CT019C,CTO19BCT021A,CT021,CT021B,CTO21C,
CT025-A,CT024,CT023,CT022C,CT022B-1,CT022B,CT022
CT029,CT028,CT027,CT026,CT037,CT036,CT035,CT034,
CT033,CT032,CT030,CT040,CTO40A,CT040B,CT040C,
CT039,CT038,CT038B,CT045,CTO45A,CT045B,CT044,CT043,
CT042,CT041C,CT041B,CT041,CTO50A,CT050,CT049,CT048,
CT047,CT046B,CT046A,CT059,CT058,CT057,CT056,CTOS5,
CT054,CT053,CT052,CT051,CT068,CT067,CT066,CTO65,
CT064,CT062,CT061,CT060,CTO79,CTO78,CTO77,CTO76,
CT075,CT073,CT072,CT071,CT070,CT069,CT088,CTO87,
CT086,CT085,CT084,CT082,CT081,CT080,CT096,CT0O95,
CT094,CT093,CT090,CT089,CT101,CT100,CT098,CTO97

CT107,CT105,CT104,CT102,CT108,CT111



Remark

The declaration of conformity is valid in connection
with  the  release  technical = document
CE/MDR-Z12030285-01.

All the supporting documentation is refained at the
premises of the manufacturer.

The Declaration of Conformity is exclusively under

the sole responsibility of the manufacturer.

EMDN : 212030285
Basic UDI-DI : 697145973YKD002QY
Classification: Class |, According to Rule 1, Annex

VIII, Regulation (EU) 2017/745
Declaration

We herewith declare that the above-mentioned
products meet the requirements of Medical Device
Regulation (EU) 2017/745 and the applicable

Position: GM Place: Shenzhen/China
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