Document Number : OMAS-CSNM-QZMH-LP7T

Osong Health Technology Administration Complex,
187 Osongsaengmyeong2-ro, Osong-eup, Heungdoek-gu,
Cheongju-si, Chungcheongbuk-do, Korea, 28159

Tel: +82-43-719-3772, Fax: +82-43-719-3750

No. of Certificate : 20190048139 Date : 2019/04/03
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Exporting{certifying) country :  Republic of Korea
Importing(requesting) country

The Ministry of Food and Drug Safety, certifies that the following firm is authorized to
manufacture medical devices under the Medical Device Act and the following item(s) is(are)
permitted to be freely sold in domestic and overseas markets.

Manufacturer (Registered No. @ 1431)

LAXTHA Inc.

4F, 106, Techno 2-ro, Yuseong-gu, Daejeon

Product-License No. Classification

Electroencephalograph [2]
16—-4837

#Attached : List of Product Classification and Model

j—unﬂ ., Jinee.

Director of Medical Devices Policy Division
Department of Medical Device Safety Bureau
Ministry of Food and Drug Safety

This medical device is approved by National Institute of Medical Device Safety Information(NIDS)
establ ished under
Article 42 of Medical Device Act.

% This certificate is issued on the Internet, you can check whether to forge or modify in homepage(emed.mfds.go.kr).
Furthermore, You can also check it by barcode exploiting document check program for scanner
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Document Number : OMAS-CSNM-QZMH-LP7T

Osong Health Technology Administration Complex,
187 Osongsaengmyeong2-ro, Osong-eup, Heungdoek-gu,
Cheongju-si, Chungcheongbuk-do, Korea, 28159

Tel: +82-43-719-3772, Fax: +82-43-719-3750

No. of Certificate : 20190048139 Date : 2019/04/03
Product License No. : 16-4837 (2018/06/11 )
Classification : Electroencephalograph

Model (Export Neme)

- neuroNicle FX2

¥ Attached : Information Product and Model

Furthermore, You can also check it by barcode exploiting document check program for scanner



Document Number : OMAS-CSNM-QZMH-LP7T

Osong Health Technology Administration Complex,
187 Osongsaengmyeong2-ro, Osong-eup, Heungdoek-gu,
Cheongju-si, Chungcheongbuk-do, Korea, 28159

Tel: +82-43-719-3772, Fax: +82-43-719-3750

No. of Certificate : 20190048139 Date : 2019/04/03
Product License No. : 16-4837 (2018/06/11 )

Manufacturer : not applicable

Legal manufacturer : not applicable

Combined medical device

+ Electroencephalograph
+ Sphygmograph
- Pulse rate meter

Composite medical device

- not applicable

# Attached : Medical Device Accessaries

2]6

AR A AR N BN AT 2 R 5
forge or modify in homepage(emed.mfds.go.kr).
Furthermore, You can also check it by barcode exploiting document check program for scanner
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# ThIS certificate is |ssued on the Internet, you can check whether to forge or modify in homepage(emed.mfds.go.kr).
Furthermore, You can also check it by barcode exploiting document check program for scanner
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# Th|s certlfrcate is issued on the Intemet you can check whether to forge or modrfy in homepage(emed mfds go. kr)
Furthermore, You can also check it by barcode exploiting document check program for scanner
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# Th\s certlflcate is issued on the Internet you can check whether to forge or modlfy in homepage(emed mfds go. kr)
Furthermore, You can also check it by barcode exploiting document check program for scanner
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ou can check whether to forge or modify in homepage(emed.mfds.go.kr).
Furthermore, You can also check it by barcode exploiting document check program for scanner
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