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Company Profile 



※ Introduction of major domestic business sites and subsidiaries 



R&D Center



Business



Total Solution Provider



Customer-oriented



Global Network

Authorization for 22 countries



Obtained Quality Certifications from Leading Countries 



* Establish an overseas corporation and Local sales

-> Understanding of regulation and Licensing system are highly required.

Operating RA staff in 22 countries

– Understand the laws and regulations of the country in charge and establish a licensing strategy for 

each country. 

It is possible to establish a global expansion plan immediately after the Korean license.

Strengths of Osstem’s RA department



Cases of difficulties and issues in the 
process of overseas licensing



Case #1 China 

▣ Chinese legal requirements require the 

submission of "proof documents" sold by the 

manufacturer

     -> Submitting my MFDS license

▣ Countries other than China Check the

manufacture country's sales and permits with the 

Certificate of Free Sale (CFS/FSC)

    -> Chinese law does not use the word

"certificate of free sale.",

Therefore, the NMPA (china) speculates 

that Korean manufacturers are demanding

a MFDS Certificate to confirm whether the

same product as the product licensed in

Korea is sold in China



Case #1 China 

▣ Also, there is no product description in permits from other countries, but there is in Korea

-> For example, in the United States, products of LISTING are simply identified with the

product's code and there is no description of the product

-> Sales specifications may vary from country to country, but only the same product as the

Korean Certificate can be licensed in China because the characteristics of the product are 

all described in the Korean license



Case #2 Turkiye

CE MDR Trasfer regulation 
(EU 2023/607)

- Completed formal MDR conformity assessment application
to NB (until 24.05.26)

- Written agreement with NB on formal MDR conformity
assessment (until 24.09.26)

EU applies MDR transfer period extension if conditions are that

튀르키예 MDR 전환 유예 공고 재확인 Turkiye UTS Extension Conditions

1. Manufacturer's self-declaration, MDR agreement

2. MDR NB Confirmation Letter

(guarantees monitoring responsibility/authority)

3. Transfer Agreement 

(guarantee monitoring responsibilities/authorities)

Request real data differently from Europe

Gap issue

▣ Differences in regulations related to extention of transition period 

between CE MDR vs UTS Turkiye



Case #2 Turkiye

-> In EU2023/603, Confirmation letter and transfer agreement are not mandatory

-> Many NB’s can’t apply for MDR at that time

-> No procedures or methods have been established 

for the issuance of confirmation letters(C/L) and

the Trasfer Agreement(T/A) 

by the NB agency at that time

=> For the first time in Korea, 

C/L and T/A documents were

proceeded and issued together with NB



Case #3 Veitnam

▣ Issues in which Korea CFS (issued by NIDS) is not accepted

->  In accordance with Vietnamese regulation(98/2021/NĐ-CP), CFS issued in Korea is

legally required as the basis for the fast track licensing through the Reference Agency system

98/2021/NĐ-CP Article 29.2 

-> Korea is issuing CFS by the MFDSand the NIDS according to the class(1~4)

-> However, the Vietnamese regulations state that only CFS issued by the manufacturer’s 

Ministry of Food and Drug Safety is recognized

Do not accept NIDS-issued CFS

▣ In consultation with the MFDS of Korea, NIDS was issued by adding to the CFS issued by NIDS 

that the authority was delegated by the MFDS to explain that the authority was properly issued

by the MFDS



Case #4 Philippines

▣ Reducing licensing costs through grouping registration of  products

-> Previously, medical device permits in the Philippines must be approved based 

on the product name written on the label

*  More permits, more expensive

-> Our RA team submitted an official statement to the FDA in the Philippines

- Grouping system comparison across all ASEAN countries

- the need for a system in the Philippines

- Include an analysis of current Philippine regulations

=> About two months after the submission, the Philippine FDA will release a draft Grouping guideline
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