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Regulation for Supplying Medicinal Products in a Small Package Unit 

 

Ministry of Food and Drug Safety Notice No. 2020-104 

Partially amended on October 28, 2020 and Enforced on January 1, 2021 

 

Article 1. (Purpose) The purpose of this Regulations is to specify the objects and supply methods that should 

be supplied in a small package unit such as press through pack (PTP), etc. among the pharmaceuticals 

manufactured and imported by a person who has been approved for manufacture and marketing or notified for 

manufacture and marketing of medicinal products (hereinafter referred to as "marketing authorization holder") 

or by an importer according to Articles 38 and 42 of the Pharmaceutical Affairs Act and Articles 48 and 60 of 

the Regulation on Safety of Medicinal Products, etc. 

 

Article 2. (Definition) The definitions of terms used in this Regulation are as follows: 

1. "Package unit" means a unit of package which is supplied by a marketing authorization holder or by an 

importer. 

2. "Press through pack (PTP)" means a disposable or FOIL package. 

3. "Small package unit" means the following package units among package units provided by a marketing 

authorization holder or by an importer. 

A. PTP (only for tablets and capsules): not more than 100 tablets or capsules 

B. Bottle package (only for tablets and capsules): not more than 30 tablets or capsules 

C. Syrups (excluding dry syrups): not more than 500mL 

 

Article 3. (Applied Medicinal Products) The medications that are to be supplied in a small package unit by a 

marketing authorization holder or an importer shall be tablets, capsules and syrups (excluding dry syrups). 

However, it shall be excluded from the application if it falls under any of the following items: 

1. Drugs for export, military or government; 

2. Non-prescription drugs not listed in the Drugs Benefit List and Benefit Cap Table set by the Minister of 

Ministry of Health and Welfare (MHLW); 

3. Orphan drugs designated in accordance with the Regulation on Designation of Orphan Drugs prescribed 

by the Minister of Ministry of Food and Drug Safety (MFDS); 

4. “The Management of Shortage Prevention Drugs and Criteria for Preservation of prime cost, which is 

Appendix 5 of 「Criteria for Determining and Adjusting Drugs」prescribed by the MHLW;  

5. Low-cost drugs in Annex 1 of the Determination and Adjustment Criteria of Medications ( MHLW Notice) 

among the drugs listed in the Drugs Benefit List and Benefit Cap Table set by the Minister of MHLW. 
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Article 4. (Supply Methods, etc.) (1) A marketing authorization holder or an importer shall provide 10% or 

more of the annual drug manufacture or import to pharmacies and hospitals, etc. by product in a small package 

unit of Article 2 subparagraph 3. 

(2) Notwithstanding (1), the low demand product for a small package unit may be applied a differential 

application of less than 10% through the distribution status inspection on the annual small package unit 

production. In this time, the supply amount can be calculated including inventory of small package unit products 

already produced but excluding the disposed amount. 

(3) The differentially applied objects and differential application ratios pursuant to (2) shall be decided by the 

committee composed of Korea Pharmaceutical Association, Korea Pharmaceutical Manufacturers Association, 

Korea Medical Association, Korea Pharmaceutical Export and Import Association, Korea Multi-national 

Pharmaceutical Industry Association, Korea Drug Distribution Association, Health Insurance Review and 

Evaluation Institute, and Ministry of Food and Drug Safety (MFDS), and the differential application ratio may 

be set as multiple numbers within the range of 10%. 

 

Article 5. (Exceptions, etc.) (1) Notwithstanding the provisions of Article 4, it may not be supplied in a small 

package unit for any of the following: 

1. If there is a stability issue; 

2. If there is a pharmacological issue; 

3. If there are supply and demand difficulties; 

4. For a medicinal product approved or notified in a current year. 

(2) If a marketing authorization holder or an importer intends to receive the exceptions according to the 

provision of (1), he/she shall obtain approval by submitting his/her statement of reasons and verifying data to 

the Minister of MFDS. However, this is not applied for the case of Paragraph (1) 4. 

(3) The Minister of MFDS may receive consultation from the Central Pharmacist Review Committee to review 

the feasibility of the exceptions. 

 

Article 6. (Cooperation, etc.) (1) A marketing authorization holder and an importer shall actively cooperate to 

increase the quantity of the relevant drug more than the supply amount specified in Article 4 in the pertinent 

year if requested by the President of Korea Pharmaceutical Association or the President of Korea Pharmaceutical 

wholesale Association, etc. 

(2) The Minister of MFDS may recommend or direct the marketing authorization holders, importers, and related 

organizations to increase the supply of small package unit products to ensure smooth supply of pharmaceutical 

in a small package unit. 

(3) The person who received the approval for pharmaceutical, or the importer who were recommended under 



3 

 

the provision of (2) shall strive to fulfill the recommendation, etc. of the Minister of MFDS unless there is a 

particular reason. 

 

Article 7. (Report of Manufacture or Import Performance, etc.) A marketing authorization holder or an 

importer must submit performance data such as total production (import) amount for drugs subject to small 

package unit, small package unit production (import) amount, small package unit inventory, small package unit 

supply wholesale business name, etc. by utilizing the information and communications network to the President 

of Korea Pharmaceutical and Bio-Pharma Manufacturers Association(KPBMA) or the President of the Korea 

Pharmaceutical Export and Import Association within 40 days after the end of each quarter. 

 

Article 8. (Data Disclosure, etc.) (1) The head of relevant organizations shall disclose data submitted under 

Article 7 only to the operators of the pharmacy and medical institution (hereinafter referred to as the 'business-

related person') within two months after the end of each quarter. 

(2) The disclosing method of Paragraph (1) shall be easy for the business-related persons to access such data 

using the website of the relevant organizations, etc. 

 

Article 9. (No Leakage of Confidential Information) A person who obtained confidential business 

information through his/her work from marketing authorization holders, importers, or drug wholesalers pursuant 

to Article 8 shall not disclose it to others or use it for purposes other than prescription or marketing, etc. 

 

Article 10. (Review of Regulation) According to the Framework Act on Administrative Regulations and the 

Regulation on Appointment and Management of Instructions and Rules, the Minister of MFDS shall review the 

validity of this Regulation and take improved actions every 3 years (by December 31 of every third year) starting 

January 1, 2014. 

 

ADDENDUM <No.2020-14, October, 2020> 

Article 1. (Enforcement Date) This Notice shall be effective from January 1, 2021. 


