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Ministry of Foreign Affairs
Republic of Korea

Seen al the Ministry of Foreign Alfairs of the Republic
of Korea. Valid only if submitted to foreign missions in
the Republic of Korea. g

1. Seoul, Kerea 2 17/04/2019
3No.  XXC2019B4NGEVQ
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Document Number : WWXX-DAS8-HIIW-VMBD

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

Tel: 482-43-719-3775, Fax: +82-43-719-3750

No. of Certificate @ 20190045476 Date @ 2019/03/27
Expor tinglcertifying) counlry :  Republic of Korea
impor ting( requesting) country : Vietnam

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. @ 1689)

Saehanui Biotech Co., Ltd.
Room No. 301, Sinwon visiontower, 88, Jeonpa-ro, Dongan-gu, Anyang-si, Gyeonggi-do
Thotacoscope. figid {11 7
03-91
. Otoscopa, doid 1]
03-92
Light system, surgical [1}
07-185
Light, head-wom m
13-240
Light, head-wormn [1]
17-142

#Allacked © List of Product Classification and Modei

j_unj . Jinee.

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

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

# This cutmcate is issuod on the !ntemml you can chack whethef o !ome or rrmdtfy in homepaga(emed mtds go. k:)
Furthermore, You can also check it by barcode exploiting document check pregram for scanner



Oocument Number : WWXX-DAS8-HIIW-VMBD

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

Tel: +82-43-719-3775, Fax: +82-43-719-3750

No. of Certificate : 20190045476 Date @ 2019/03/27
Product License No. : 03-91 (2010/05/13 )

Classification : Thoracoscepe, figid

Model (Expor t Neme)

- ST-05 '
Product License No. : 08-92 (2010/05/13 )
Classification : Otoscope, rigid
Model (Export Name)

- $0-05
Product License No. : 07-195 (MOi&i12 )
Classification : Light system, surgical
Nodel (Export Name)

- SOL
Product License No. : 13-240 (201510:7127)
Classification : Light, head-worn
Mode! (Export Name)

- KS-02 Ks-03 §

- KS-05 ‘
Product License No. : 17-142 (2017162/13)
Classification : Light, head-worn
Mode! (Export Name)

- KS-07

1/1 Ouaemnm‘ﬂ




Document Number ' YIJM9-MLP9-MZVR-10AW

2018-10-16

0Osong Health Technology Administration Complex,
187 Osongsaengmyeong2-ro, Osong-eup, Heungdoek-gu,
Cheongju-si, Chungcheongbuk-do, Korea, 28159

Tel: +82-43-719-1010, Fax: +82-43-719-1000

No. of Certificate : 20180245869 Date : 2018/10/16
]
ifi r

Exporting(certifying) country :  Republic of Korea

Importing(requesting) country : Vietnam

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. @  1699)

Saehanul Biotech Co., Ltd.

Room No. 301, Sinwon visiontower, 88, Jeonpa-ro, Dongan—gu, Anyang-si, Gyeonggi-do

Product-License No. e Classification

Light system, surgical [1]
10-521

Light, head-worn [1]
13-240

%Attached © List of Product Classification and Model

r\l)\ f (
oOnin 0 Sy
Y,

Director of Medical Devices Policy Division
Depar tment of Ministry of Food and Drug Safety

This medical device is approved by National Institute of Medical Device Safety Informat ion(NIDS)
estab! ished under
Article 42 of Medical Device Act.

B oy
73 g o5 B e

% 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




Document Number : YJM9-MLP9-MZVR-10AW

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

Tel: +82-43-719-1010, Fax: +82-43-719-1000

No. of Certificate : 20180245869 Date : 2018/10/16
Product License No. : 10-521 {2015/08/28 )
Classification : Light system, surgical

Model (Export Name)

- GLU-1 g
Product License No. : 13-240 (2015/07/27 )
Classification : Light, head-worn

Model (Export Name)

- KS-02 ' KS-03
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¥ 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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