Document Number : POWT-D60B-25FS-U2NQ

National Institute of Medical Device Safety Information

#303-1, Mario Tower, 28, 30-gil, Digital-ro, Guro-gu, Seoul, Korea(08389),
Tel: +82-2-860-4450, Fax: +82-2-860-4479

Certificate of Free Sales

20250118621
\

No. of Certificate
Republic of Korea

Exporting(certifying) country

Importing(requesting) country Vietnam

The National Institute of Medical Device Safety Information, certifies that the following firm is authorized to manufacture
medical devices under the Medical Device Act, and the following product(s) is(are) permitted to be freely sold in domestic

and overseas markets.
O _Applicant (=Product-license holder)
(This certificate shall not be issued to others than the product-license holder)

OSANG Healthcare Co., Ltd.

- Name
- Address 132 Anyangcheondong-ro, Dongan-gu, Anyang-si Gyeonggi-do
- Registered No Manufacturer IVD-652
Classification

No. and date of
product-license, comments

Hematology analyzer, glycohemoglobin [1]

IVD- 24-1399 /  NOV.12.2024 .
Name of Product : HemoCue HbA1c 501 Analyzer, HemoCue HbA1¢ 501 Dail
Check Cartridge, HemoCue HbA1c 501 Monthly Check Cartridge

% Attached, if necessary (approved product information)
B Model(Export Name) [] Medical Device Accessaries [] Manufacturer/Legal manufacturer

[] Combined/Composite medical device
o Do the facilities and operations conform to KGMP as recommended by the Ministry of Food and Drug Safety?

W Yes ] No
Issued date : JUN. 12, 2025 (Certificate No.20250118621)
Certified by 0 %/ P\};,, =
g ” L‘

Director of Medical Device Certification Department
National Institute of Medical Device Safety Informatidn

The National Institute of Medical Device Safety Information(NIDS) is related organization of Ministry of Food and Drug

Safety and established under Article 42 of the Medical Device Act.
The Minister of Food and Drug Safety authorized the director of NIDS to issue this free sales certificate under the Article 44
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You can verify the Certificate on the Webpage

(https://emedi.mfds.go.kr/msismext/emd/uif/issuDocTruflsEngView.do URL)



Attachment

Product License No. :

Classification :

Meodel(Export Name)

IVD- 24-1399

Hematology analyzer, glycohemoglobin

(NOV. 12. 2024)
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Certificate of Authentication

Spen at t.he Mini_stry of Foreign Affairs of the Republic of Korea.
Va[fd only if submitied to foreign missions in the Republic of Korea.

1. Courfiry : Republic of Korea

Certified

2 To verify the Cerlificate, please refer to the website below,
htips:/fwww.apostille.go.kr

2.3t Seoul 3.the  18/06/2025
4by . The Overseas Koreans Agency

5. No.  XXC2025G9N26P7 .

6. Seal /stamp 7. Signature

el

Lee Dae Young

Y

DAI S QUAN NUGIC CHXHCN VIET NAM TAI HAN QUG
EMBASSY OF THE 5.R. OF VIET NAM IN THE REPUBLIC OF KOREA

CHUPNG NHAN | HOP PHAP HOA LANH SU
CONSULAR AUTHENTICATION

o Vigt Nam
1. Quéc gia
Country
Gidy e, tai ligu nay
This public document
2.do Ong (B3) Lee Dae Young K

has been signed by ;- .
s ey Wién chirc lanh sy

acting in the capaci ¥ a3 o
4. va con ddu caa gangaﬂl glao Himn Quoc
bears the seal/stamp of

dwgc chirng nhan / hg'p phap hoa lanh sy

g Certified
HinQuéc UM 230612005

5. tai

af

7. Co quan cp..

BSQ nuge CHXHCN Viet Nam tai Han Quéc




