Regulation on the Labeling of Medicinal Products, etc.
Ministry of Food and Drug Safety Notice No. 2020-82
Amendment by Other Act and Enforcement Date 7. Sep, 2020

Chapter 1. General Provisions

Article 1. (Purpose) The purpose of this Regulation is to prevent dose error of medicinal products
and provide easy and accurate information thereof by defining matters related to medicinal products
subject to imprint code and its registration procedures and methods of labeling such as letter size and
line spacing, etc. on containers, packages, or inserted documents according to Articles 38, 38-2, and
56 to 59 of the Pharmaceutical Affairs Act and Article 31 of the Act on the Safety of and Support for
Advanced Regenerative Medicine and Advanced Biological Products and Article 24-2 of the
Enforcement Regulation of the same Act, and Articles 49-2, 49-3, 60 (1), and 69 (1) 11, Article 69 (8)
and Article 71 subparagraph 14 of the Regulation on Safety of Medicinal Products, etc.. and Article
33 of the Rules on the Safety of and Support for Advanced Biological Products.

Article 2. (Definitions) The terms used in this Regulation shall be as follows:
1. "Point" refers to a unit that displays the size of the printing type as defined by Korea Industrial
Standards: KS A 0201 (the basic dimension of printing type).
2. "Line space" refers to a space between the bottom of the top line letters and the top of the lower line
letters as the space between the lines of the paragraph.
3. "Identification" refers to the act of recognizing a drug itself by distinguishing it from other drugs in
a single state.
4. "Imprint code" means to make a drug appear in the form of a pharmacological method such as
shape, color, letter, number, symbol, or design of a grain so that the drug can be visually distinguished
from other drugs.
5. "Unique identification mark" means a letter or design (such as a mark, logo, or monogram) used by
a pharmaceutical manufacturer or importer to distinguish his/her product from others.
6. "Imprint code registry" (hereinafter referred to as "registry") refers to an institution that receives a

registration form for the registration (change) of imprint codes for drugs, develops and maintains the
database thereof.
7. "Main display surface" refers to a surface where a pharmaceuticals approval holder or an importer
indicates his/her company name, weight, volume or number of units on the package or container and
consumers can typically see at the time of purchase as prescribed in Figure 1.
8. "Information display surface" refers to a surface where necessary information related to consumers’
pharmaceutical use and handling such as active ingredients, indications and usage, and dosage and
administration, etc. is collectively indicated as prescribed in Figure 1.

Chapter 2 Labeling on Containers, Package, or Inserted Document for Medicinal Products
Article 3. (Application) According to the Pharmaceutical Affairs Act (hereinafter referred to as the
"Act"), Act on the Safety of and Support for Advanced Regenerative Medicine and Advanced
Biological Products and the Act on the Control of Narcotics, etc., medicinal products that have been
approved or notified shall be labeled on containers, packages, or inserted documents according to the
methods set out in those Acts. However, any of the following cases shall be excluded:
1. Medicinal products, radioactive or orphan drugs that use containers controlled by the High Pressure
Gas Safety Control Act
2. Medicinal products for export.
Article 4. (Letter Size and Line Space) (1) The letter size of the entry shall be as specified in each of
the following subparagraphs:
1. Container and Package
A. The letter size for product name, expiration date, use-by date, and name, specification, and quantity
of active ingredients, "prescription drugs", "non-prescription drugs", "first-aid drugs," and "drugs
liable to abuse or misuse" shall be at least 7 points.
B. The letter size except A shall be at least 6 points.
2. Inserted Document
A. For non-prescription drugs, the letter size shall be at least 7 points.
B. For prescription drugs, the letter size shall be at least 6 points.

(2) The line space of labeling according to paragraph (1) shall be at least 0.5 point.
Article 5. (Labeling with Easy Terms) (1) When a non-prescription drug is labeled on a container,
package or inserted document, the terms in Annex 1 shall be accompanied with easy terms in
parentheses. However, nonprescriptiondrugs which are indicated as "for prescription" may not be
written with those easy terms pursuant to Article 69 (2) 4 B of the Regulation on Safety of Medicinal
Products, etc. (hereinafter referred to as "Regulation").
(2) Notwithstanding paragraph (1), if the same easy term is used repeatedly, it may be annotated to
indicate the easy term.
(3) Notwithstanding paragraph (1), for first-aid drugs, Hanja (Chinese Character) or technical terms
can be replaced with easy terms. If the use of Hanja or technical term is considered to make
communication of meaning more clear and easier, Hanja or technical terms may be used as they are.
Article 6 (DetailedMethod of Labeling) (1) When a non-prescription drug is labeled on containers or
packages in regard to dosage and usage, precautions for use, and efficacy and effectiveness, etc.
according to Article 69
(8) of the Regulation on Safety of Medicinal Products, etc., if all these contents are written in the
inserted document, it can be written according to the labeling method for external container or
package, etc. of non-prescription drugs in Annex 2-2. In this case, a person who has been approved or
notified for manufacture and marketing of medicinal products or an importer may ask the Minister of
MFDS to review the details of labeling.
(2) The "warning" section in precautions for use shall be labeled in a text box, and titles of other items
may be clearly indicated by using appropriate means, such as bold writing, shadow, color, or text box,
etc.
(3) The weight, volume, or number of units shall be indicated in an approved or notified manner based
on the units sold.
(4) Expiry date or use-by date shall be indicated in a manner of "○○ year○○ month ○○ day",
"○○.○○.○○ " (year. month. day), "○○○○ year ○○ month ○○ day", or "○○○○.○○.○○" (year. month.
day). However, if the order of indicating of the year, month, and day is different from the order in the
leaflet, the order of year, month,and day shall be exemplified in a container or package so as for
consumer to easily understand it.
(5) Composition shall be indicated active ingredients first and additives later to be separate.
Preservatives, tar colors, and animal-origin materials shall be indicated as follows:
1. Preservatives: Name and content (e.g. additive (preservative): benzoate 10 mg)

2. Tar color: Name (e.g. additive (tar color): Yellow No. 5)
3. Animal-origin material: Name of ingredients, origin animal, and parts used
(6) For pediatric drugs, dosage and usage may be indicated in a tabular manner according to age and
the month's age.
(7) In oral liquids for infants or children without coloring substance, the word "Dye-Free" may be
indicated on a container or external package. However, it shall not be indicated with a letter size
bigger than that of "nonprescription drugs", "prescription drugs", or "drugs liable to abuse or misuse."
(8) Labeling shall be written in a color that is distinguishable from the background color so that each
letter does not overlap by using easy-to-read Hangul characters such as Gothic style and inks, stamps,
or postmarks that are not erased. However, this shall not apply in cases where it has to identify the
contents by using markers or stamps to prevent the tampering of some labeling items such as the
expiry date.
(9) A way to identify the detailed information of marketing authorization or notification(e.g., see the
manufacture r 's website or Integrated Information System of the Ministry of Food and Drug Safety
Drug (https://nedrug.mfds.go.kr) shall be indicated on the container and package.
(10) Labeling or letter for name or trademark, etc. of marketing authorization holders, importers, or
manufacturers shall be indicated to be the same or larger than other company names or trademarks.
(11) Figures, letters, and drawings may be additionally provided to facilitate understanding of dosage
and administration and other precautions required for use or handling.
Article 6-2. (Standard Form for Non-Prescription Drugs) (1) The external containers and packages
of nonprescription drugs corresponding to any of the following shall be labeled separately by
distinguishing the main display surface and the information display surface as shown in Figure 1:
However, the container or package of non-prescription drugs corresponding to Article 69 (2) 4, items
B to D of the Regulation shall not be applied.
1. First-aid drugs;
2. Oral solids with 10 tablets or capsules or more in a packing unit;
3. Patches, cataplasma.
(2) According to paragraph (1), labeling items indicated separately in main display and information
display surfaces shall be as follows, but the items that are not separately prescribed may be possible to
be indicated in either surface.

1. Main display surface: Company name of a marketing authorization holder or an importer, product
name, weight, volume or number of drugs, the letter of "non-prescription drug" [as for first-aid drug
“nonprescription(first-aid) drug"].
2. Information display surface: Name of all ingredients (in case the active ingredient is not clear, its
essence and summary of manufacture method) indicated in marketing authorization certificate or
marketing notification certificate, amount of active ingredient, amount of preservative, indication and
usage, dosage and administration, precautions for use or handling, storage, expiry date, or use-by date.
(3) The font size of the labeling in the main display surface shall be indicated in accordance with
Article 4.
(4) The labeling in the information display surface shall be indicated in accordance with the standard
form, font size, and labeling instructions in [Figure 2]. However, the following containers and
packages may be exceptionally labeled as follows:
1. Even though the content is summarized according to Article 6 (1), containers and packages that
cannot be displayed in a manner of the standard form and letter size in accordance with subparagraph
1 of [Figure 2] shall be applied with only the standard form of [Figure 2] and can be displayed in
letter size in accordance with the provisions of Article 4.
2. As for containers and packages that cannot be properly labeled in accordance with the standard
form of [Figure 2] when indicated in accordance with subparagraph 1, the standard form may not be
applied.
Article 7. (Labeling of Injections) (1) As for injections, each of the following is additionally labeled
unless separately prescribed in the container, package or inserted documents:
1. Deleted
2. The items which are specified in item P of General Rules of Preparation 3.1 Injections in the
Korean Pharmacopoeia.
(2) In case of printing directly on the surfaces of an ampule ≤ 2 mL or an equivalent container, an
ampule > 2mL to ≤ 10mL, or glass or other similar material containers of such same size, it can be
labeled according to the specification of item F of General Rules of Preparation 3.1 Injections in the
Korean Pharmacopoeia.
Article 7-2. Deleted
Article 8. (Exceptions) (1)A container or a package that cannot indicate some of the labeling items

because of narrow area which is specified in Article 69 (2) of the Regulation on Safety of Medicinal
Products, etc. refers to a case that cannot be indicated more than 60 percent of labeling items when
they are indicated in the labeling area in accordance with this Regulation. However, even in case of a
container or a package on which more than 60 percent of the labeling items can be indicated, if the
Minister of Ministry of Food and Drug Safety (hereinafter referred to as "Minister of MFDS")
approves a case such as aerosols, etc., in which the enlargement or the change of the area of a
container or a package is difficult, exceptions can be made.
(2) In accordance with Article 56 of the Act and Article 69 (2) 1 of the Regulation on Safety of
Medicinal Products, etc., even though all the labeling items are omitted except the name of product,
lot number, expiry date, use-by date and company name of a marketing authorization holder or an
importer, if the area of a container or a package is small, the provisions of Articles 4 and 5 do not
apply.
Article 9. (Recommendations)(1) To provide consumers and medical professionals with accurate and
easy drug information in addition to labeling items that have been approved or notified, it is
recommended that each of the following items be indicated on a container or a package, or in an
inserted document in consideration of the characteristics and users of the drug:
1. For drugs where instructions are needed to provide for storage, etc. after preparation, such as a
syrup desiccant, etc., among the drugs supplied for preparation, directly indicate the items related to
preparation such as preparation method and storage on the container.
2. As for home medicines for the right use of the blind people, contain Braille marks of product name
and main content of user’s guide, etc.
3. Add a warning statement of "The drugs should be kept out of the reach of children."
4. Add a warning statement of "Do not use expired medicines."
5. If an inserted document is enclosed, indicate "Read the inserted document and keep the inserted
document."
6. For externally applied products that contain steroids, indicate on the outside of container or package
a statement of "Because it contains steroids, you need to pay attention to misuse and abuse."
7. For drugs that adhere to the skin such as patches or cataplasma, etc., indicate the method of safety
use such as means of removal and attachment.
(2) It is recommended that medicines composed of a single ingredient, such as Annex 3, which are
used by a lot of consumers, may be summarized in accordance with the labeling instructions for

external containers or packages of non-prescription drugs of Annex 2-2 under Article 6 (1).
(3) If the information display surface according to Article 6-2 is larger than the labeling items, it is
recommended to indicate them with the enlarged letter size.
(4) External containers and packages of non-prescription drugs that are not subject to Article 6-2 (1)
may also be labeled in accordance with Article 6-2.
(5) It is recommended that preservatives, tar colors and animal-origin materials specified separately
pursuant to Article 6 (5) shall be labeled before other additives and, when other additives are
displayed, Korean ascending order shall be followed in labeling.
(6) For the inserted documents for consumers, at least 9-point letter size is recommended.(7) For
containers, packages, or inserted documents of drugs, it is recommended to indicate the
announcement that the relief application for side effects can be done to the Korea Institute of Drug
Safety and Risk Management.

Chapter 3. Drug Imprint Code
Article 10. (Objects of Imprint Code) (1) The scope of drugs subject to imprint code shall be, as the
ones manufactured in Korea or imported, oral solids such as tablets and capsules, etc.
(2) Notwithstanding the provision of (1), as for drugs that fall under any of the following
subparagraphs, imprint code may not be used. However, in the case of medications falling under
subparagraphs 4 and 5, specific reasons must be submitted to the Minister of MFDS to be approved
before marketing.
1. Powders, granules, pills, dry syrups, orally disintegrating films, and chewing gums;
2. Radioactive drugs;
3. Orphan drugs;
4. Drugs for which imprint code is recognized unnecessary,such as drugs that must be prepared in a
pressthrough-pack state or drugs that show the order of use by date on the press-through-pack;
5. Other drugs for which imprint code is pharmacologically impossible or unnecessary.
Article 11. Deleted
Article 12. (Registration of Imprint Code) (1) Deleted
(2) Notwithstanding the provisions of Article 49-3 (1) of the Regulation, a marketing authorization

holder of drug subject to imprint code under the provisions of Article 10 may preregister by attaching
a sample or drawing of the shape of a grain able to confirm the imprint code of the relevant drug in
accordance with Article 49-3 (1) of the Regulation and by submitting the application for preliminary
(change) registration of imprint code according to Form No. 1 to the head of the imprint code registry
before application of product (change) approval or product (change) notification is filed, where
necessary. However, if the imprint code is not be registered (changed) and five years after the date of
the preliminary registration (change) have passed, the effect shall be lost according to the article 49-4
(1) of the Regulation.
(3) If a marketing authorization holder who has been preregistered for imprint code pursuant to (2)
intends to sell the relevant drug in the market, he/she shall sell it after registering it in accordance with
Article 49-3 (1). In such a case, if the content of the imprint code differs from that of the preliminary
registration, it is regarded that the marketing authorization holder cancels the preliminary registration.
(4) Deleted
(5) According to the provisions of Paragraph (2) or (3) and Article 49-3 (1) and (2) of the Regulation,
the head of an imprint code registry who has received the application for imprint code (change)
registration or the application for business imprint code (change) registration is required to verify that
the method, etc. of imprint code of the relevant drugs is suitable for this Regulation; and if it is
suitable, after he/she enters the required information into the imprint code database, he/she shall
notify the applicant of the result within seven days from receipt of the application by attaching
(change) registration certificate pursuant to article 49-3 (3) of the Regulation or preliminary (change)
registration certificate according to Form No. 2; if not suitable, he/she shall notify the applicant of the
fact within three days from the application date. However, if it is necessary to determine and adjust
the validity on the imprint code or business imprint code applied, he/she shall state the reasons and
notify the applicant within three days from the application date;then he/she shall hold the imprint code
council meeting and notify the applicant of result of registration within seven days of the council
meeting.
Article 13. (Imprint Code Registry, etc.) (1) The registry that carries out the imprint code
registration in accordance with Article 24-2 of the Enforcement Decree of the Pharmaceutical Affairs
Act shall be "Korea Pharmaceutical Information Center."
(2) Deleted
(3) Deleted
Article 14.(Imprint Code Council) (1) If the head of the registry determines that the imprint code is
ambiguous or overlapped with other drugs so that there is a need to be adjusted after receiving the

imprint code (change) registration application or the business imprint code (change) registration
application, he/she can adjust it through the decision of the Imprint Code Council.
(2) The Imprint Code Council shall consist of no more than 15 members including one person or more
who are recommended by the President of Korea Drug and Bio-Pharma Manufacturers Association,
the President of the Korea Association for Drug Export and Import, the President of the Korea Global
Drug Industry Association, the Chairman of the Korean Medical Association, the Chairman of the
Korean Drug Association and the President of Korea Hospital Drug Association, and the Minister of
Ministry of Food and Drug Safety (MFDS).
(3) The head of the registry shall decide the composition and the operation of the Imprint Code
Council and determine the validity and adjusting method of imprint codes through the consultation of
the Imprint Code Council.
Article 15. (Information Disclosure, etc.) The head of the registry shall disclose the imprint code
information to the medical experts and the public pursuant to the provision of Article 12 (5) so that
they can access it when necessary.
Article 16. Deleted
Article 17. (Other Provisions) In addition to the provision set out in Article 14 (3), the head of the
registry, if it is necessary to smoothly carry out the registration task of imprint code by this Notice,
may set up detailed provisions separately through the consultation with the President of Korea Drug
and Bio-Pharma Manufacturers Association, the President of the Korea Association for Drug Export
and Import, the President of the Korea Global Drug Industry Association, and the Minister of MFDS.
Article 18. (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 regulation and take improved actions every 3 years (by June 30 of
every third year) starting July 1, 2017.

ADDENDUM <No.2020-12, Feb 25, 2020>
This Notification shall be effective from the date of notification.

