LSRR A TR A H] RADIANT INNOVATION INC.
P R

2024/7/31 T43:54 isopro.radiantek.com.tw:81/CoverPageURL2PDF_2.aspx?SeriallD=1S02024717-104710&Print=Y

EEEIRE KR T IEEE DL

X R QDOCCB-0011 xtreg |0 Declaration of Conformity
bR 2 005 HEER 2
EREAEBFY X EHI O A ## {32 Paggy
BITHE 2024/07/23
_ EENE Bt 2 18
1 FX QDOCCB-0011-DOC IET-MDR_005.docx
hRR PR R A B{THH
005 Add new models 2024/07/23
004 Add Intended purpose 2024/06/27
003 E/SMDR:REE - 8&171IETUARDOC 2024/05/07
002 ERfS RIS 2022/07/29
001 2022/04/15
SR ng DCC 4;
< RECEIVE 16
® |juL232024 | °
# g

To XHEBES
% L s
* XHEAT &

T ®

s
RER
ES

Bri2L

ynn

0O

202410 2024/0

71220 7/5203_. 211:
9:08:06 ’

ol

AR
RIl

ESAEN]
ames

B ERE

isopro.radiantek.com.tw:81/CoverPageURL2PDF_2.aspx?SeriallD=1S02024717-104710&Print=Y 11

HERET TOSDBB-0001 {RZAERR 1082 FEEAEEE [OSDDB-0002 (FRAVEEE (0111 07/01/2021



INNOVATION

RADIANNT

EC Declaration of Conformity

Manufacturer: whose single Authorized Representative:
SRN: TW-MF-000007935 SRN: DE-AR-000000085
Radiant Innovation Inc. Medical Technology Promedt Consulting
GmbH

1F, No. 3, Industrial E. 9t Rd., Science-BasedIndustrial

Park, HsinChu, Taiwan 300.
Ernst-Heckel-StralRe 7, D-66386 St. Ingbert,

Additional facilities: Germany

KunShan Radiant Innovation Co., Ltd.

No.20, TaiHong Road, WuSongJiang Development
Zone, YuShan Town, KunShan City, JiangSu, China.

We, the manufacturer, herewith declare that the products

Infrared Ear Thermometer:

TH709LE, TH809, TH809S, TH809J, TH819SJE, TH839S, TH889S, TH889SE, TH889J, THi09Z, THP59J(UV),
THP79JU, Comfort quick (00000656000000), MD1882, THIR-2, TH839, 42302041, 25575, 100-00102-00

Intended purpose:
The infrared ear thermometer is electronic thermometer using an infrared detector (thermopile detector) to
detect body temperature from ear canal in people of all ages.

Basic UDI-DI: 471081045IETES8
meet the provisions of MDR (EU) 2017/745 which apply to them.

Applied harmonised standards, nationalstandards or other normative documents

EN 20417:2021, EN 1SO 15223-1:2021, EN 60601-1-2:2015+A1:2021, EN 60601-1:2006+A1:2013, EN 60601-1-
11:2015, EN I1SO 14971:2019, EN ISO 10993-1:2020, EN 1SO 10993-5:2009, EN 1SO 10993-10:2013, EN
60601-1-6:2010+A1:2015, EN 62304:2006+A1:2015, EN 62366-1:2015+A1:2020, EN I1SO 80601-2-
56:2017+A1:2020

The medical device has been assigned to class Ila, according to Annex VIII Section 6, 6.2, rule 10 of the
MDR (EU) 2017/745. It bears the mark

C E 1639

The product concerned has been designed and manufactured under a quality management system according
to ANNEX 1X excluding Chapter Il of MDR (EU) 2017/745.

Compliance of the designated product with the MDR (EU) 2017/745 has been assessed and certified by the
Notified Body

Notify body : SGS Belgium NV

Address: Noorderlaan 87 2030 Antwerp Belgium
Country : Belgium

Certificate No.: TWwW24/00000261

Issue date: 26 March 2024

Expiry date: 26 March 2029

The above mentioned declaration of conformity is exclusively under the responsibility of
Radiant Innovation Inc.

gé”"/g'l%@/
HsinChu, July. 17, 2024 James'Huang / Gepgfal Manager
ate
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