EC Certificate Full Quality Assurance System: Certificate KR07/71481

The management system of

HuBDIC CO.,LTD.

301, 191-1, Anyang-dong, Manan-gu, Anyang-si, Gyeonggi-do, Korea
has been assessed and certified as meeling the requirements of

Directive 93/42/EEC

on medical devices, Annex Il (excluding Section 4)
For the following producis

Infrared ear thermometers (Model: TB-100, NET-100);

Infrared forehead thermometers (Model: FS-100, FS-201, FS-300, FS-
301, FS-700, HFS-900 HFS-1000);

Blood pressure monitors (Model: BP-400, HBP-100, HBP-200, HBP-
2000, HBP-3000);

Infrared ear and forehead thermometer (Model: TET-200, TET-201).

Where the above scope includes class Hl medical device(s), a valid EC Design Examination
Certificate according to Annex Il (Section 4) is a mandatory requirement for each device in
addition to this certificate to place that device on the market.

This certificate is valid from 18 September 2016 until 28 March 2021 and
remains valid subject to satisfactory surveillance audits.

Re certification audit due before 12 March 2019

Issue 21. Certified since 28 March 2007

Certification is based on reports numbered WW/PC] 216328

Authorised by

o
3

SGS United Kingdom Ltd, Notified Body 0120

2028 Worle Parkway, Weston-super-Mare, BS22 BWA UK
t+44 (0)1934 522017 f+44 (0)1934 522137 www sgs.com

SGS CE 020215

Page 1 of 1

This document s issued by the Company subject 1o its General Condibons of

Cerfificabon Services accessible at www.sgs comierms_and_conditions.him.

Attention is drawn to the limitations of liabiity, ndemnificaion and jurisdictiona!

issues established therein. The authentisity of this document may be verified at
ireclones/Certified-Chent:

hitp Jivwww.sgs com/en/Our-Comp:
Directories aspx. Any unauthorized alieralion. forgery or falsification of the
content or appearanse of this d 15 uniawful and offenders may be

nmsacited o tha fillest pytant of Ik Law
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Certificate KR07/71482

The management system of

HuBDIC CO.,LTD.

301, 191-1, Anyang-dong, Manan-gu, Anyang-si, Gyeonggi-do, Korea

has been assessed and cerfified as meeting the requirements of

ISO 13485:2003
EN ISO 13485:2012

Far the following activities

Design, Development, and Manufacture of infrared ear thermometers,
infrared forehead thermometers, hlood pressure monitors,
transcutaneous electrical nerve stimulators, blood glucose measuring
systems for selftesting and blood pressure monitoring/blood glucose
measuring systems for selftesting.

This certificate is valid from 7 September 2016 until 28 March 2019 and
remains valid subject to satisfactory surveillance audits.

Re certification audit due before 12 March 2019

Issue 10. Certified since 28 March 2007

Authorised by

o
3

SGS United Kingdam Ltd

Rossmore Business Park Ellesmere Port Cheshire CHB53EN UK
t+44 (0)151 3506666 f-+44 (01151 350-6600 www sgs com

SGS 13485-2 1114

Page 1 of 1

-Company, -Directones/Cerlified-Cliant-

Directories aspx. Any unauthonzed alterabion, forgery or falsification of the
conlent or appearance of this document is unlawful and offenders may be
prosecuted to the fullast extant of the law
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Certificate KR16/02665

The management system of

HuBDIC CO.,LTD.

301, 191-1, Anyang-dong, Manan-gu, Anyang-si, Gyeonggi-do, Korea

has been assessed and certified as meeting the requirements of

1SO 9001:2008

For the foliowing activities

Design, Development, and Manufacture of infrared ear thermometers,
infrared forehead thermometers, blood pressure monitors,
transcutaneous electrical nerve stimulators, blood glucose measuring
systems for selftesting and blood pressure monitoring/blood glucose
measuring systems for selftesting.

Further clarifications regarding the scope of this certificate and the applicability of
1S0 8001:2008 requirements may be obtained by consulting the organisation

This certificate is valid from 7 September 2016 until 14 September 2018 and
remains valid subject to satisfactory surveillance audits.

Re certification audit due before 14 September 2018

Issue 1. Certified since 7 September 2016

Authorised by

o
3

SGS United Kingdom Ltd - Certification and Business Enhancement
Rossmore Business Park Ellesmere Port Cheshire CHE5 3EN UK
t+44 (0151 350-6666 f+44 (0151 350-6600 www.sgs.com

5GS 9001-8 01 0216
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This document is issued by the Company sutyec! to its General Condiions of
Certification Senvces accesaibie atwww.sgs.comAzms_and_condidens. him.
Attenbon s drawn fo the limitations of liabilty, indemnificabon and unsdictonal
1ssues esiablished therein. The authenticity of this document may be verfiad at
hitp:ifwww 595 comven/Our-Company/Certified-Clent-Directones/Certhied-Client-
Directones.aspx. Any unauthonzed alteraion, forgery or falsfication of the
content or appearance of this document 1 uniawluf and offenders may be:
ninzecuted to the fullast extent of the faw
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