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Medizinisches Kiuhipflaster
Medical cooling patch

) Einsatzbereich
~J
ﬂ Le 8 O

Fieber senken, abkiihlen, bei Zahnschwellung und Beseitigung von nach einer HNO-OP  bei Weichteilverletzungen und
Hitze lindern Schmerzen Augenddemen After ENT surgery Hamatomen nach einer OP
Reduces fever, cools down,  Tooth swelling and pain Eliminates eye edema Soft tissue injury

relieves heat Post-surgical hematoma
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DECLARATION OF CONFORMITY

ACCORDING TO (EU) 2017/745 MEDICAL DEVICE REGULATION

Manufacturer

EU Representative

Name:SICHUAN Al DOCTOR MEDICALTECHNOLOGY
CO,.LTD.
Address: No0.2000, Section 3, Wenquan Avenue,

SUNGO Cert GmbH
Harffstr. 47,40591 Diisseldorf, Germany

Chengdu Cross-strait Science and Technology Indust
Contact: Frank Xu (Mr.) Wiie it Science an ay ry

_ Development Park, Wenjiang District, 611130 Chengdu
City, Sichuan Province, P.R. China.
Product Information

Name: MEDICAL COOLING PATCH
Model:HS1017E,HS1016E,KQ-1,KQ-II,KQ-IIl, KQ-IV,ET-,
ET-ILET-IILET-IV,BQ-I

GMDN: M9001

Basic UDI-DI: 697161168 patch001V9

uDI-DI:

000000

(01)06971611685808 (11)211020 (17)231019 (10)202111020

Conformity Assessment

Conformity Assessment Procedure
Annex II+11l of Regulation (EU) 2017/745

Applicable Standards
EN ISO 14971: 2019
EN ISO 15223-1: 2016
EN 1041:2008+A1:2013

ISO 10993-1: 2018 Classification: Class |, According to Rule 1, Annex VIII,
EN ISO 10993-5: 2009 Regulation (EU) 2017/745
Declaration

EN ISO 10993-10: 2013

Remark We herewith declare that the above-mentioned products
The declaration of conformity is vabd in connection meet the requirements of Medical Device Regulation (EU)
with the release technical document CE/ 2017%@%‘3”9 standards above.
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MDR-M9001-01 A
All the supporting documentation is retained at the
premises of the manufacturer

The Declaration of Conformily is exclusively under

the sole responsibility of the manufacturer

Position: Place:Chengdu /China
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