DECLARATION OF CONFORMITY
TO CouNnciL DIRECTIVE 93/42/EEC oF 14 JUNE 1993
CONCERNING MEDICAL DEVICES

H MaMNUFACTURER: HETADW TECHNOLOGY Co., LTD

Roam 801, 802, 8O3, 804, 501, 22 Building Scientific Resaarch Canber,
Mo.6 Minfu Road, Liaobu Town, Dongguan City, Guangdong Province, P,
MEDICAL DEVICE: MON-CONTACT INFRARED BoDY THERMOMETER
MODEL: HTDEE13

CLASSIFICATION - ANNEX X CLASS |la, RULE 10

| CONFORMITY ASSESSMENT ROUTE: ANNEX Il (excluding Section 4)

WiE, HETas TeCHxoLooy On, LIn,, AT OUR S0LE RESPONSIBLE HEREWITH
BOOY WMODE OF THE STATED MEDICAL DEWVCES

MEET THE TRANSPOSITION INTO MATIONAL LAW, THE PROVISIONS OF COUNCIL DIREC
14 JUNE 1993 CONCERMING MEDICAL DEVICES,

INCLUDHNG, AT 21 MARCH 2010, THE AMENOMENTS BY COUNCIL DIRECTIVE 20074 T/EEC.

ALL SUPPORTING DOCUMENTATION IS RETAINED AT THE PREMISES OF THE MANUFAC TURER.

AND are In conformity with the national standards fransposing harmonised standards:

EWISD 13485 :2016: EN 150 14971: 2012, EM 1041:2008+41; 2013; EM 62304:2008+41:2015;
EM 60601-1-6:2010+41:2015; EN 62366-1:2015;

VALID TO
31th Dec.

EN 60601-1:2006+A1:2013; EN 60601-1-2:2015; EN 60801-1-11: 2015; EN IS0 B0601-2-56:2017

NOTIFIED BODY:  SGS FIMKO OY
Takomatie 8
DO3E0 HELSINK]
COUNTRY: Findand
Phorne: +358 9 596 381
Fax: +358 § 692 5474
E-MAIL: sgs fimko@sgs.com
Website: wwww fi.egs.com

IDENTIFICATION MUMBER

(EC) CERTIFICATE(S). FI17/07005 c Emn

EuROPEAN REPRESENTATIVE: Share info Consultant Service LLC Représentanzhbiliro

= E Heerdler Lohweg 83, 40549 Disseldorf
e TEL: 0040 1767 OOSTOZZ  Fax: 0049 1767 0057022

STarT oF CE-maRKING: ISSUE DATE OF EC GERT
PLacE, DATE OF DECLARATION: CHINA GUANGDONG PROVIMCE 2021.04.07
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