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The Enforcement Rules for the Control of Veterinary
Drugs, Etc.

[Enforcement Date: March 14, 2016] [Ordinance of the Ministry of Agriculture, Food and Rural
Affairs No.309, March 14, 2018, Partial Amendment]

Ministry of Agriculture, Food and Rural Affairs (Animal Health Management Division) 044-201-2372, 2373
Ministry of Oceans and Fisheries (Fisheries Infrastructure & Aquaculture Policy Division) 044-200-5622, 5623

Chapter 1 General Provisions

Article 1 (Purpose) The purpose of this Notice is to prescribe matters related to the national
lot release of veterinary drugs and matters related to the manufacture, import, and
sales of veterinary drugs, veterinary quasi-drugs, and veterinary medical devices pursuant
to Article 85 of the Pharmaceutical Affairs Act and Article 46 of the Medical Device
Act.

[Amendment of the Entire Article 1/4/2013]

Article 2 (Definitions) @ Terms used in this Notice shall be defined as follows: (Amended
on 11/7/2000. 8/16/2006, 6/15/2011, 9/27/2012, 1/4/2013, 3/24/2013, 10/5/2015, 3/14/2018)
1. The term “veterinary drugs means drugs intended for use only in animals, including
drugs for beekeeping, silkworms, fisheries and pets (including ornamental fish.

The same shall apply hereinafter).

2. The terms “veterinary drugs for beekeeping”, “veterinary drugs for silkworms™ and
“veterinary drugs for fisheries” refer to veterinary drugs intended for use in honey
bees, silkworms, and shellfish, respectively.

3. The term “veterinary quasi-drugs’ means products corresponding to any of the
following items, which are designated and notified by the Commissioner of the
Animal and Plant Quarantine Agency (hereinafter referred to as the “Commissioner
of the APQA) or the President of the National Institute of Fisheries Science

(hereinafter referred to as the “President of the NIFS").
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a. As a product whose impact on animals is minimal or which does not directly
act on animals such as pet products including petroleum cures, detergents,
deodorants, etc. as well as animal disinfectants, insect repellents and vitamins
as nutritional supplements, those that are not devices or machines and those
that are similar to these.

b. Textile, rubber or similar products used for the treatment, reduction, treatment
or prevention of animal diseases.

4. The term ‘“veterinary medical device” means a medical device intended to be used
for animals, which is determined and announced by the Commissioner of the APQA.

5. The term “veterinary drug substance” means drugs used for manufacturing veterinary
drugs, which are in compliance with the standards and specifications recognized
by the Commissioner of the APQA or the President of the NIFS.

6. The term “feed additive” means veterinary drugs or veterinary quasi-drugs used
for the purpose of preventing diseases, supplementing deficiencies and improving
feed efficiency, promoting growth, etc. by adding vitamins, furovitamins, antibiotics,
antimicrobials, antioxidants, antifungals, enzymes, probiotics, amino acids and trace
minerals, etc. to feeds.

7. The term “mixed feed additive for order” means feed additive produced by an
order placed by manufacturing plants, etc. with main ingredients such as vitamins,
trace minerals, amino acids, probiotics, yeast, and enzymes

8. The term “veterinary pharmacy means a pharmacy intended for handling veterinary
drugs.

9. The term “biological preparations for self-farming” means biological preparations
produced from microorganisms separated and extracted from livestock farms, soil,
etc. by an order place by a person raising the livestock (hereinafter referred to
as the “autogenous vaccine”).

10. The term “veterinary drugs for prescription” medicines’ means veterinary drugs
that cannot be sold without the prescription from a veterinarian or a fisheries
disease specialist.

@ Of the feed additives prescribed under Paragraph @ 6, those which do not need
to be controlled as veterinary drugs or veterinary quasi-drugs or those which fall short
of ingredients while being managed as feeds pursuant to the Livestock and Fish Feed
Control Act shall not be considered as veterinary drugs or veterinary quasi-drugs. (Newly

established on 1/19/1999, 9/20/2011, 3/14/2018)



e Korean Laws and Guidelines on Veterinary Drug regulation

of A%

2 SEgoorelE

o]

S

FEE FE - o

ol

o

)

@ =82 =717|9 Az Y-l

g, A7z

kel

G- Al4

A|29z0f| wt

T=

k)

A3

ol

A24ZA|1

OO]—v

A17=2AI1

A2,

&}

A16EA1

O(J-’

A9=A4

OO]—v

9J245

70

X
a3
T Y
wmu o
o =
o —_
._o_l o

ﬂAl
\ N
of >~
o 03
J) 8
B
R
o Gl
— Hin
R
N L._._l
F o
el of
ol oo

o
{ .
ol Ha
b 2

o)
= oo
ol %
b 0
B ojo
v W
O )
B! {
J) o
En_ ot
HoR
& w
. . J
W Er
< T @
T o @

Hjny
o

=

o

fol Apo] 5-4kkst

5]

XA 2013. 3. 24.]



Article 2-2 (Jurisdictions for Veterinary Drugs and Veterinary Quasi-Drugs) ) Among the
work related to manufacturing, importing and selling veterinary drugs and veterinary
quasi-drugs, tasks related to agriculture and forestry, beekeeping, silkworms, pets
(excluding ornamental fish) and those that are related to a combined purpose of agriculture
and fisheries shall fall under the jurisdiction of the commissioner of the APQA. And
tasks related to the exclusive use for fisheries (including ornamental fish) shall fall under
the jurisdiction of the President of the NIFS.

@ Tasks related to the manufacture, import and sale of animal medical devices shall
fall under the jurisdiction of the Commissioner of the APQA.

@ If the President of the NIFS requests the details about the application, notification,
or notification of changes with regard to the veterinary drugs and veterinary quasi-drugs
for combined purpose of agriculture and fisheries, the Commissioner of the APQA shall
inform the President of the NIFS of them pursuant to Articles 5 ® and @), 4, 7-2 ®,
9@, 16 ® and @, 17 @, 24 @ 3, or 29.

(® When evaluating safety/efficacy of veterinary drugs and veterinary quasi-drugs for
the combined purpose of agriculture and fisheries pursuant to Article 7 @, the
Commissioner of the APQA shall listen to the opinions of the President of the NIFS.
[This Article is newly established on 3/24/2013]
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Chapter 2 Establishment of Veterinary Pharmacies

Article 3 (Application for Registration of Establishment of Veterinary Pharmacies) @ A person
who intends to register establishment of veterinary pharmacies pursuant to Article 20
@ of the Pharmaceutical Affairs Act (hereinafter referred to as the “Act”) shall to the
mayor of the special self-governing city, mayor, governor, or head of the district
(hereinafter referred to as the “mayor, governor, or head of the district”) the application
in Annex Form No. 1. {Amended on 9/20/2011, 1/4/2013)

@ Notwithstanding paragraph @), if a person who has registered the establishment of
a pharmacy pursuant to Article 20 of the Act desires to sell veterinary drugs, he/she
shall attach a copy of the registration certificate for establishment of a pharmacy to
the declaration form in Annex Form No. 2 and submit to the mayor, governor, or head
of the district. (Amended on 5/19/2008)
® Mayor, governor, or head of the district in receipt of the application or notification
of registration for establishment of veterinary pharmacies pursuant to Articles 1 or 2
shall record the following matters in the register of registration of establishment of
veterinary pharmacies and issue the certificate of registration in Annex Form No. 3.
(Amended on 5/19/2008)
A. Registration number for establishment of veterinary pharmacies and the date of
registration.
B. Name, license number and resident registration number of the person establishing
a veterinary pharmacy.
C. Name and location of the veterinary pharmacy.
@ When submitting an application form under Paragraph @O, the officer in charge shall
confirm the pharmacist’s license through the joint use of administrative information
pursuant to Article 36 @ of the Electronic Government Act. However, if the applicant
does not agree with the confirmation, a copy of the pharmacist’s license shall be attached.

{Newly established on 9/20/2011)
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Chapter 3 Manufacture, Import, Etc. of Veterinary Drugs, Etc.

Article 4 (Application for the License of Manufacturing Business of Veterinary Drugs) @ A

person who desires to obtain a license for manufacturing business of veterinary drugs

or veterinary medical devices should the application in Annex Form No. 4 and a person

who desires to register the manufacturing business of veterinary quasi-drugs should

use the registration form on Annex Form No. 4-2, and submit it to the Commissioner

of the APQA or the President of the NIFS along with relevant documents in each of
the followings pursuant to Article 31 @ and @ of the Act or Article 6 @ of the Medical
Device Act. {Amended on 8/16/2006, 5/19/2008, 6/15/2011, 9/20/2011, 1/4/2013, 3/24/2013)

1. Manufacturer of veterinary drugs or of veterinary quasi-drugs:

a.

Medical certificate from a doctor certifying that it does not fall under Article

5 @ and ® of the Act.

. Documents in item a that are related to the person who manages the manufacturing

work pursuant to Article 36 of the Act (hereinafter referred to as the “production

manager’).

. Deleted. ¢9/20/2011)

d. Documents showing the structure and equipment of the manufacturing facility

and the details of the facility (including the outline of the structure and the details

of the devices that control harmful substances when discharging them).

. Deleted. ¢9/20/2011)

f. Deleted. ¢9/20/2011)

. Application form for a marketing authorization or registration form of veterinary

drugs or veterinary quasi-drugs.

2. Manufacturer of veterinary medical devices:

a.

Medical certificate from a doctor certifying that it does not fall under Article

6 @ 1 and 3 of the Medical Device Act (excluding corporations)

. Documents that can confirm the structure and equipment of the manufacturing

facility and the details of the facility (including the outline of the structure and

the details of the devices that control harmful substances when discharging them).

c. Deleted. <9/20/2011)
d. Deleted. <9/20/2011)

. Application form for license of manufacturing veterinary medical devices or

registration form of manufacturing veterinary medical devices.
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(2 When submitting an application form under Paragraph @, the officer in charge shall
confirm each of the following items through the joint use of administrative information
pursuant to Article 36 @ of the Electronic Government Act. However, if the applicant
does not agree with confirming the pharmacist’s license, a copy of the pharmacist’s
license shall be attached. Amended on 9/20/2011

1. Certificate of registration of corporations (corporations only);

2. Production manager’s pharmacist license or a certificate of production manager's

approval (copy).

@ A person who desires to obtain a license for manufacturing business of or register
the manufacturing business of veterinary drugs, veterinary quasi-drugs, or veterinary
medical devices (hereinafter referred to as the “veterinary drugs, etc.”) shall apply for
license or registration for at least one product belonging to the business type at the
same time. {Amended on 11/7/2000, 8/16/2006, 5/19/2008)
@ When approving the manufacturing business of veterinary drugs, etc. (excluding
veterinary drug substance and powders such as feed additives, etc.), the Commissioner
of the APQA or the President of the NIFS may add conditions such that test facilities
and quality control standards pursuant to Article 13-2 shall be installed within one year.

{(Amended on 11/7/2000, 5/19/2008, 6/15/2011, 3/24/2013)

Article 4-2 (Registration of the Contracted Manufacture and Sales Business of Veterinary Drugs)
(D A person who intends to register the contracted manufacturing and sales business
of veterinary drugs shall attach the following document to the application form for
the contracted manufacturing and sales business of veterinary d drugs in Annex Form
No 4-3 (including electronic documents) and submit to the Commissioner of the APQA
or the President of the NIFS pursuant to Article 31 ® of the Act.

1. A medical certificate from a doctor certifying that the person is not a person who
falls under Article 5 @ of the Act, or a medical certificate from a specialist certifying
that the person corresponds the proviso of the same subparagraph.

2. Medical certificate from a doctor certifying that the person is not a person falling
under Article 5 ® of the Act.

3. Documents that can verify the qualification of a person who carries out post-sales
safety management work for veterinary drugs pursuant to Article 37-3 of the Act

(hereinafter referred to as “the person in charge of safety management”).
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@ When a registration form under Paragraph @ is submitted, the Commissioner of
the APQA or the President of the NIFS shall verify the certificate of registration of
corporations (corporations only) through the joint use of administrative information
pursuant to Article 36 @ of the Electronic Government Act.

@ A person who intends to register the contracted manufacture and sales business of
veterinary drugs shall simultaneously apply for a marketing authorization for one or
more products pursuant to Article 31 ® of the Act.

[This Article is newly established on 10/5/2015.]

Article 5 (Application for a Marketing Authorization of Veterinary Drugs, Etc.) @ The veterinary
drugs that must have a marketing authorization (for veterinary medical devices, it means
a manufacturing authorization) pursuant to Article 31 @ and @ of the Act and Article
6 @ of the Medical Device Act shall be as follows: (Amended on 1/4/2013)

1. Veterinary drugs.

2. Veterinary quasi-drugs falling under Article 2 @ 3 a (excluding products notified
pursuant to Article 2 ®).

3. Veterinary medical devices that are classified as Class 2, 3 or 4 as designated in
accordance with Paragraph ® and Annex 8.

4. Veterinary medical devices whose structure, principle, performance, purpose of
use or method of use, etc. are not inherently the same as the products that are
already approved or registered among products that are designated as Class 1
pursuant to Paragraph ® and Annex 8.

@ The veterinary drugs that must be registered (for veterinary medical devices, it means
a manufacturing registration) pursuant to Article 31 @ and @ of the Act and Article
6 @ of the Medical Device Act shall be as follows: {Amended on 1/4/2013, 3/24/2013)

1. Veterinary quasi-drugs falling under Article 2 @ 3 b.

2. Veterinary medical devices whose structure, principle, performance, purpose of
use or method of use, etc. are inherently the same as the products that are already
approved or notified among products that are designated as Class 1 pursuant to
Paragraph ® and Annex 8.

3. Other products that are acknowledged to be without problems in safety and efficacy
and notified by the Minister of Agriculture, Food and Rural Affairs or the Minister

of Oceans and Fisheries.
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@ A person who intends to obtain a marketing authorization of veterinary drugs, etc.

pursuant to Paragraph @ shall submit the application in Annex Form No. 5 or 5-2

to the Commissioner of the APQA or the President of the NIFS along with the relevant

documents of products based on the categorization of the following subparagraphs:
(Amended on 1/4/2013, 3/24/2013, 10/5/2015, 3/14/2018)
1. Products falling under @ 1 and 2.

a.

Documents related to the product name, quantity of the raw materials,
appearance/manufacturing methods, effect/efficacy, directions for use/dose,
packing unit, storage method, expiration date, precautions, test standards and

methods of the pertinent product (including the pertinent product if necessary).

. Documents required for the safety and efficacy assessment of the pertinent products.

Documents related to the manufacturing process of the pertinent product.
If the dosage form is different from the product that is already approved, or
if the manufacturing facility/testing facility or testing equipment is different,
documents about the details of the facilities and the testing equipment.

For veterinary drugs to be sold after they are manufactured by contract to the
manufacturers of veterinary drugs pursuant to Article 31 @ and ® of the Act,
a contract for contracted manufacture which include the name, location, etc.

of the contracted manufacturer.

2. Products falling under @ 3 and 4

a.

Product name (name of the form), classification number (Class), appearance/structure,
raw materials or ingredients/quantity, manufacturing methods, performance, purpose
of use, method of operation or directions for use, packing unit, storage method/use-by
date, precautions, test specifications, manufacturer (only when the entire manufacturing
process is contracted), etc. of the pertinent product.

Technical documents and documents required for the evaluation of safety/efficacy

of pertinent products.

. Test report issued by the inspection agency designated by the Minister of

Agriculture, Food and Rural Affairs pursuant to Article 51-3.
When contracting the manufacturing process, documents certifying that the

contractee is a person who can be entrusted.
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@ A person who intends to file a registration of veterinary drugs, etc. pursuant to Paragraph
@ shall submit the registration form in Annex Form No. 5-3 or 5-4 to the Commissioner
of the APQA or the President of the Korean Animal Health Products (for products
announced pursuant to Article 5 @ 3, the Chairman of the Korea Animal Health Products
Association) by attaching documents based on the categorization of the following
subparagraphs. (Amended on 1/4/2013, 3/24/2013)

1. Veterinary drugs (limited to products notified under Article 5 @ 3) and veterinary
quasi-drugs falling under Article 2 @ 3 b.

a. Documents falling under Paragraph ® 1 a.

b. Documents that are required for the evaluation of safety and efficacy of the
pertinent products (excluding products that are considered to have no issues
in their safety and efficacy and are notified by the Minister of Agriculture, Food
and Rural Affairs or the Minister of Oceans and Fisheries).

c. Documents related to the manufacturing process of the pertinent product.

d. If the manufacturing facility/testing facility or testing equipment is different from
the product that has been already approved or registered, documents about the
details of the facilities and the testing equipment.

2. Veterinary medical devices whose structure, principle, performance, purpose of
use or method of use, etc. are inherently the same as the products that are already
approved or registered among products that are designated as Class 1 pursuant
to Paragraph ® and Annex 8.

a. Documents falling under Paragraph ® 2 a.

b. When contracting the manufacturing process, documents certifying that the
contractee is a person who can be entrusted.

(® Application for approval of manufacture of veterinary drugs shall be filed separately
for animals, beekeeping, silkworms, fisheries, and pets. In this case, the application
for veterinary drugs for prescription shall be filed separately. (Amended on 3/14/2018)
® The standards and procedures for classification and designation of the classes of
veterinary medical devices pursuant to Article 3 @ of the Medical Device Act shall be
as shown in Annex 8.

[Amendment of the Entire Article 9/20/2011]
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Article 5-2 (Exemptions from the Approval or Registration of Manufacturing Business and Marketing
Authorization of Veterinary Drugs) Under Article 31 ® of the Act or Article 10 @ of the
Medical Device Act, veterinary drugs falling under any of the following items shall be
excluded from being subject to the approval/registration of manufacturing business
and marketing authorization pursuant to the provisions of Articles 31 @ through @
of the Act or Article 6 @ and @ of the Medical Device Act.

1. Veterinary drugs, etc. for clinical trials whose plan is approved pursuant to Article
7 ®.

2. Veterinary drug substance or raw materials used in clinical trials or control drug
lincluding placebo] used in clinical trials.

3. Veterinary drugs, etc. used in testing for approval/registration of veterinary drugs.
[This Article is newly established on 10/5/2015.]

Article 6 (Production of Formula Feed Additives for Order) @ Deleted <11/7/2000)
@ Formula feed additives for order shall be produced based on a written contract between
the fiber feed processor among the formula feed manufacturers and single ingredient
feed manufacturers pursuant to the Livestock and Fish Feed Control Act and the actual
end user (refers to livestock farms with a formula feed manufacturing facility that produces
a formula feed for their own or for a member, producers organization pursuant to
Article 3 @ of the Framework Act on the Fisheries and Rural Community, and Food
Industry and Article 3 ® of the Framework Act on Fishers and Fishing Villages Development
and the agricultural association corporation pursuant to Article 16 of the Act on Fostering
and Supporting Agricultural and Fisheries Business Entities) and the manufacturers of
veterinary drugs. {Amended on 11/7/2000, 8/16/2006, 5/19/2008, 12/9/2009, 12/23/2015)
® The autogenous vaccine shall be produced based on a written contract between the
farmer who raises the livestock.and the manufacturer of veterinary drugs.
@ When applying for a marketing authorization of veterinary drugs for export, etc.,
some of the documents referred to in Article 5 ® and @ may be waived. (Amended
on 9/20/22011
[Title amended on 11/7/2000]
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Article 7 (Evaluation of Safety and Efficacy of Veterinary Drugs) (O A person who wishes
to obtain a marketing authorization or approval of changes to products or register products
or register the changes to products for veterinary drugs or veterinary quasi-drugs shall
prepare the following materials and receive the evaluation of safety and efficacy for
the product pursuant to Article 31 @, @, and @ of the Act and Articles 42 @ and @
of the Act. In this case, details of the items to be evaluated, guidelines for preparing
the materials, requirements of the materials, scope of waiver and evaluation standards,
etc. shall be determined by the Commissioner of the APQA or the President of the
NIFS. {Amended on 11/7/2000. 8/16/2006, 5/19/2008, 6/15/2011, 9/20/2011, 1/4/2013, 3/24/2013)

1. Data about the origin or details of discovery/development.

Data about the structural determination and physicochemical properties.

Stability data.

Toxicity data.

Data about pharmacological actions.

Data about clinical study report.

Data about the status of use, etc. in other countries.

Comparative review with similar domestic products and data about other characteristics.

O 0 N0 Vs RN

Residue data.
10. Test data about biological equivalence.

@ A person who intends to receive the evaluation of safety/efficacy pursuant to Paragraph
(D shall submit the following materials to the Commissioner of the APQA or the President
of the NIFS. And the Commissioner of the APQA or the President of the NIFS may
have the feasibility of these materials reviewed by a testing agency designated by the
Commissioner of the APQA or the President of the NIFS (hereinafter referred to as
the “testing agency”). {Amended on 11/7/2000, 5/19/2008, 6/15/2011, 3/24/2013)

@ A person who intends to conduct a clinical trial pursuant to Article 34 of the Act
or Article 10 of the Medical Device Act shall establish a clinical trial protocol and obtain
approval from the Commissioner of the APQA or the President of the NIFS. The same
is true when changing the clinical trial protocols that have been approved. (Amended

on 11/7/2000, 8/16/2006, 5/19/2008, 6/15//2011, 3/24/2013)
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@ A person who intends to obtain a license for manufacture, approval for changes

to manufacture or register manufacture or register changes to manufacture for veterinary

medical devices shall prepare the following materials and receive the evaluation of

safety and efficacy of the corresponding product pursuant to Articles 6 @ and ®, 12,

and 15 @ and ® of the Medical Device Act. In this case, details of the items to be

evaluated, guidelines for preparing the materials, requirements of the materials, scope

of waiver and evaluation standards, etc. shall be determined by the Commissioner of

the APQA. (Newly established on 9/20/2011, 1/4/2013, 3/24/2013)

1. Data about each of the following items that are related to technical documents.

o o 0 T P

=

. Data about the purpose of use.

. Data about the physical and chemical characteristics.

. Data about the electromechanical safety.

. Data on the radiation and biological safety (if applicable).

. Data about the electromagnetic disturbance (if applicable).

Data about performance.

. Data on test standards for verifying performance and safety of the product, the

basis of such establishment, and the actual measurement.

2. Data about each of the following items that are related to safety and efficacy.

However, these items may be omitted in the case of products that are essentially

equivalent to the products that are already approved in terms of the structure,

principle, performance, purpose of use, method of use, etc.

0

-

. Data about the origin, discovery, or details of development.

a
b.

Data about stability.

Data on clinical study results (including safety test results for the target animals).
Data on the status of use in other countries.

Data on the comparison and review with similar products in Korea and

characteristics of the corresponding product.

[Title amended on 9/20/2011]

_’|2_
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Article 7-2 (Reexamination of New Drugs) (O Reexamination period of products that should
be reexamined pursuant to Articles 32 @ and 42 @ of the Act or Articles 8 and 15
® of the Medical Device Act shall be as follows: {Amended on 5/19/2008, 6/15/2011, 1/4/2013,
3/24/2013)

1. Products in each of the following items: 6 years from the date of approval of products.

a. New drugs or newly developed veterinary medical devices.

b. Products with different kinds of “active ingredients” or different target animals
when compared with other veterinary drugs that have been already approved.

2. Products in each of the following items: 4 years from the date of approval of products.

a. Veterinary drugs whose active ingredients are the same as veterinary drugs that
are already approved, but have different administration routes/mixing ratios or
added efficacy and effects.

b. Other veterinary drugs and veterinary medical devices of which the Commissioner
of the APQA or the President of the NIFS considers necessary to conduct
re-assessment.

(@ When granting a marketing authorization of veterinary drugs and veterinary medical
devices pursuant to Paragraph @ (for medical devices, it refers to approval of manufacture
or approval of import. The same shall apply hereinafter), the commissioner of the APQA
or the president of the NIFS shall record the period of application for re-assessment
and notify it before this period arrives. Amended on 6/15//2011, 1/4/2013, 3/24/2013)
@ Notwithstanding the provisions of paragraph @, the Commissioner of the APQA or
the President of the NIFS may exempt from reexamination veterinary drugs and veterinary
medical devices falling under any of the following subparagraphs: {Amended on 5/19/2008,
6/15/2011, 3/24/2013, 10/5/2015)
1. Veterinary medical devices for in vitro diagnosis that are not directly applied to
animals.
2. Those that are acknowledged by the Commissioner of the APQA or the President
of the NIFS to not require reexaminations for lack of novelty.
3. Those of which sufficient safety and efficacy are recognized by the Commissioner
of the APQA or the President of the NIFS.
4. Those that are difficult to satisfy reexamination requirements because the scope

of the investigation pursuant to Paragraph @ is narrow.

_’|3_
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@ With regard to the reexamination pursuant to Articles 32 @ and 42 @ of the Act
or Articles 8 and 15 ® of the Medical Device Act, the Commissioner of the APQA or
the President of the NIFS may determine the details such as the scope of items subject
to investigation, methods for preparing the materials for investigation, etc. {Amended
on 5/19/2008, 6/15/2011, 1/4/2013, 3/24/2013)
(® A person who intends to receive reexamination of new drugs, etc. pursuant to Articles
32 @ and 42 @ of the Act or Article 8 and 15 ® of the same Act shall submit to the
Commissioner of the APQA or the President of the NIFS an application in Annex Form
No.6-2 for each product to be reexamined such as new drugs, etc. by attaching the
following materials obtained during the reexamination period. (Amended on 5/19/2008,
6/15/2011, 1/4/2013, 3/24/2013)

1. Data about safety and efficacy based on the investigation results after being marketed

in Korea.
2. Besides the subparagraph 1, data on reports about domestic and foreign safety
related to side effect, etc.

3. Reports on safety, including domestic and foreign literature and academic information, etc.

4. Data on domestic and foreign sales status and overseas license status.
® A person who intends to apply for reexamination of a new drugs, etc. under paragraph
® shall conduct a post-marketing investigation as prescribed by the Commissioner of
the APQA or the President of the NIFS and prepare the reexamination material data
pursuant to Paragraph ® for each product. (Amended on 6/15/2011, 3/24/2013)
(@ With regard to the reexamination products under Paragraph &), the Commissioner
of the APQA or the President of the NIFS shall conduct the reexamination in accordance
with the reexamination standard established by the Commissioner of the APQA or the
President of the NIFS pursuant to Article 7 @M and issue a notice of the reexamination
results for veterinary drugs and veterinary medical devices using the Annex Form 6-3.
(Amended on 6/15/2011, 3/24/2013)
A person who has received the notice of the reexamination results for veterinary
drugs and veterinary medical devices pursuant to Paragraph @ shall take necessary
measures such as the application for approval of changes to the marketing authorization
within one month from the date of notification based on the reexamination results.
@ A person who has applied for reexamination of a new drugs, etc. under paragraph
® shall pay a fee determined and notified by the Commissioner of the APQA or the
President of the NIFS. (Amended on 6/15/2011, 3/24/2013)
[This Article is newly established on 8/16/2006.]

_’|4_
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Article 8 (Restrictions on Processing of License or Registration for Manufacture or Import of
Veterinary Drugs) @ Pursuant to Articles 31 @ and 42 ® of the Act and Articles 6 @ and

15 ® of the Medical Devices Act, veterinary drugs for which processing of license or

registration for manufacture or import (in the case of veterinary medical devices, refers

to the process of import license or registration) is not allowed are as follows:. (Amended

on 11/7/2000. 8/16/2006, 5/19/2008, 6/15/2011, 9/20/2011, 1/4/2013, 3/24/2013, 10/5/2015)

1.

Preparations containing ingredients that are prescribed by the Commissioner of
the APQA or the President of the NIFS to have problems with safety and efficacy.
However, special products that are not directly applied to animals, such as medical
devices for in vitro diagnosis, etc. shall be excluded.

Preparations made by mixing three or more antibiotics or antimicrobial agents
as raw materials. However, mastitis ointments and uterine injections shall be
excluded.

Preparations that are recognized to be of significant concern for misuse or abuse.

4. Preparations in the form that is made by mixing herbal medicines by cutting or

crushing them in their original forms.

Ingredient preparations that are the same as the product for which license is canceled
in the pertinent business and one year has not elapsed since the date of the
cancellation of license.

Preparations whose sales are prohibited due to safety/efficacy issues in the country
of manufacture.

Products that use or contain raw materials that are likely to cause infection by
diseases that may cause harm to the public health such as bovine spongiform
encephalopathy (BSE) and others and which are prescribed and notified by the
Commissioner of the APQA or the President of the NIFS.

Preparations that are announced by the Commissioner of the APQA or the President
of the NIFS to be subject to reexamination pursuant to Article 33 of the Act of
which the result is not made public. However, products submitted for reexamination

pursuant to Article 33 of the Act shall be excluded.

_’|5_
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@ The process of marketing authorization or registration (in the case of veterinary
medical devices, refers to the process of registration for manufacture or import) shall
not be conducted with the product names of veterinary drugs corresponding to any
of the following pursuant to Articles 31 (11) and 42 ® of the Act or Articles 6 @ and
15 ® of the Medical Device Act. (Amended on 11/7/2000, 8/16/2006, 5/19/2008, 1/4/2013)

1. Names that are not suitable for veterinary drugs, names that may be mistaken
for other products, or names that are more exaggerated than the reality.

2. Names indicating the indications or efficacy/effect of veterinary drugs as is
(excluding special products such as diagnostic reagents).

3. Names containing only a part of the ingredient for preparations mixed with two
or more active ingredients.

4. When trying to use a foreign trademark, names of veterinary drugs that do not
include the relevant documents related to the permission to use the trademark
from a trademark owner.

@ Paragraph @ shall not apply to products for which license application has been
submitted for export purposes. (Amended on 5/19/2008)
[Title amended on 1/4/2013]

Article 8-2 (Designation of Testing Organizations of Veterinary Drugs, Etc.) @ A person who
intends to be designated as the following organizations (hereinafter referred to as the
“testing organizations of veterinary drugs, etc.”) shall satisfy the designation requirements
prescribed and notified by the Commissioner of APQA or the President of the NIFS
such as the facilities, expert human resources, equipment, etc. that are necessary for
each testing area of the testing organization.

1. Veterinary clinical testing organizations for veterinary drugs or bioequivalence test
organizations under Article 34-2 @ of the Act.

2. Non-clinical testing organizations for veterinary drugs under to Article 34-3 @
of the Act.

3. Veterinary clinical testing organizations for veterinary medical devices under Article
10 @ of the Medical Devices Act.

4. Non-clinical testing organizations for veterinary medical devices under Article 10-2
@D of the Medical Devices Act.

@ A person who intends to be designated as a testing organization of veterinary drugs,

etc. shall submit an application for designation of a testing organization of veterinary drugs,
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etc. in Form 6-4 (including an electronic application) attached with the following documents
(including electronic documents) to Commissioner of the APQA or the President of the NIFS.

1. Documents on the status of human resources (including documents proving
qualifications and experience).

2. Documents on the status of equipment, apparatus and facilities.

3. For non-clinical testing organizations in paragraphs @ 2 and 4, documents certifying
the results of the non-clinical trials conducted for each relevant test area as prescribed
and announced by the Commissioner of the APQA or the President of the NIFS.

@ If the person who filed the application under paragraph @ is a corporation, the
Commissioner of the APQA or the President of the NIFS shall confirm the certificate
of registration of a corporate through the shared use of administrative information
pursuant to Article 36. @ of the Electronic Government Act.

@ When the Commissioner of the APQA or the President of the NIFS receives the
application under paragraph @), he/she may conduct a survey on actual conditions to
evaluate whether the contents of the application meet the specified requirements.
(® When the quarantine director or the head of the fisheries department prescribes
a testing agency such as an animal medicine, the applicant shall issue a test administration
agency designation, such as animal medicine,

® When changing the matters that have been designated, the testing organization of
veterinary drugs, etc. shall submit an application for change of designation for veterinary
drugs, etc. in Form 6-4 attached with a designation form for testing organizations of
veterinary drugs, etc. and documents that can verify matters that have changed to the
Commissioner of the APQA or the President of the NIFS within 30 days from the day
of the occurrence of the cause of changes.

(D When changing the designation of testing organization of veterinary drugs, etc., the
Commissioner of the APQA or the President of the NIFS shall write matters that have
changed in the designation form for testing organizations of veterinary drugs, etc.
When the Commissioner of the APQA or the President of the NIFS has designated
or changed the designation of testing organizations of veterinary drugs, etc. pursuant
to paragraphs 5 or 7, he/she shall announce the name, location, representative, etc.
of the testing organization of veterinary drugs, etc. on the internet homepage of the
APQA or the NIFS.

@ A person who intends to apply for designation or change of designation of a testing

organization of veterinary drugs, etc. pursuant to paragraphs @ or ® shall pay a fee
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determined and notified by the Commissioner of the APQA or the President of the NIFS.
In addition to the matters prescribed in paragraphs @ to ©), the details necessary
for the designation, operation, management, etc. of testing organizations of veterinary
drugs, etc. shall be prescribed and notified by the Commissioner of the APQA or the
President of the NIFS.

[This Article is newly established on 3/14/2018.]

[Enforcement Date: 9/15/2019 ] Article 8-2

Article 8-3 (Terms of Compliance for Testing Organizations of Veterinary Drugs)

“Matters prescribed by the Ordinance of the Prime Minister” in each of the Articles 34
@ 3 and 34 ® 3 of the Act and Articles 10 ® and 10-2 ® of the Medical Devices Act
respectively shall mean the following:

1. Prepare a protocol for veterinary clinical trials, a protocol for bioequivalence tests,
or a protocol for non-clinical trials, and conduct the veterinary clinical trials,
bioequivalence tests, or non-clinical trials according to the protocols.

2. Veterinary clinical trials, bioequivalence tests, or inspection and auditing to verify
the reliability of non-clinical trials shall be conducted by persons who are not
the stakeholders of the relevant veterinary clinical trials, bioequivalence tests or
non-clinical trials.

3. It shall be possible to demonstrate that veterinary clinical trials, bioequivalence
studies, or non-clinical trials have been conducted in accordance with the good
laboratory practices (GLP) for veterinary clinical trials, bioequivalence studies or
non-clinical trials prescribed and notified by the Commissioner of the APQA or
the President of the NIFS.

4. The data and records related to the test shall be kept for three years from the date
of approval of manufacture, sale and import of the relevant veterinary drugs, etc.

@ The details of the terms of compliance for testing organizations of veterinary drugs,
etc. pursuant to paragraph @ shall be prescribed and notified by the Commissioner
of the APQA or the President of the NIFS.

[This Article is newly established on 3/14/2018.]

[Enforcement Date: 9/15/2019] Article 8-3
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Article 9 (Application for Conditional License) (D A person who intends to obtain a conditional
license for manufacture of veterinary drugs or veterinary medical devices pursuant to
Article 35 @ of the Act or Article 7 @ of the Medical Device Act shall attach the documents
in each subparagraph of Article 4 @ and the following documents to an application
in Annex Form No. 4 and submit to the Commissioner of the APQA or the President
of the NIFS. (Amended on 11/7/2000, 8/16/2006, 5/19/2008, 6/15//2011, 3/24/2013)

1. A copy of the document proving the right to use if it is a new building, and the
land is owned by another person.
2. If you are using an existing building which belongs to someone else, a copy of
the lease agreement or other document proving your right to use.
(2 When submitting an application form under Paragraph @), the officer in charge shall
confirm each of the following subparagraphs through the joint use of administrative
information pursuant to Article 36 O of the Electronic Government Act. However, if
the applicant does not agree with confirming the pharmacist’s license, a copy of the
pharmacist’s license shall be attached. (Amended on 9/20/2011, 1/4/2013)
1. Certificate of registration of corporations (applicable to corporations only).
2. Production manager’s pharmacist license or certificate of production manager’s
approval (copy).
@ Products for which a conditional marketing authorization is allowed pursuant to Article
35 @ of the Act or Article 7 @ of the Medical Device Act shall be products requiring
new facilities. (Amended on 8/16/2006, 5/19/2008)
@ A person who wishes to obtain a conditional marketing authorization pursuant to
Paragraph ® shall attach documents in each subparagraph of Article 5 @ or each
subparagraph of @ and, if necessary, documents in @O 1 or 2 to the application in
Annex Form No. 5 or 5-2 and submit to the Commissioner of the APQA or the President
of the NIFS. In this case, Paragraph @ shall apply mutatis mutandis. {Amended on 11/7/2000,
8/16/2006, 6/15/2011, 9/20/2011, 1/4/2013, 3/24/2013)

_’|9_



| e Korean Laws and Guidelines on Veterinary Drug regulation

rok
Hl
o
MHO
19
il
oo
fon
o
08
=1
oz
A

H10=(ZA2| O)) O A352ANT E= T2=7]71H,) A72AIFl WE 2719 o717k =
ARS7IARE TEEO%E e 558257719 AxAsI7Iel oiA= 1delu, F=35171
UM = 6HoHHZYS7E D F5517H SAl0l ot A-fole 1delW)E St i3 2000.
11. 7., 2006. 8. 16., 2008. 5. 19.

@ =FE&YFESY RUFA XA 7Y 2AFES7HE W2 A7F 279 o]g7|7o] 1 &
AL olFT = ¢S "olls 1 7IXWEE 30YA7HA] "B T ARG EolA 270]
Y7179 g A5l 1 SR1& ofok gt o] AH§ Aok 71X sj7hg Al ARt &
9] o|Y7|17+& 23t & Qltk. BA 2000. 11. 7., 2013. 1. 4., 2013. 3. 24.)

@AFB7RE T2 A7 2017l I 242 ofet Hols AA}le]l BA] A6 A4

ol
—_
=,
et
38
o
pas
)
oX,
[\
)
S
©
—
=
~
[\e]
)
—_
=
N
—_
N
(W)
(@]
—
o
o
(W)
e~
N

o] sj7k5ol 7|Ajstelok dt,
[AE7HA 2018. 3. 14.]

_20_



Article 10 (Implementation of Conditions) (D The period of implementation of the conditions
under Article 35 @ of the Act or Article 7 @ of the Medical Device Act shall be within
one year for license of manufacturing business for veterinary drugs or veterinary medical
devices and within six months for marketing authorization (within one year if license
for manufacturing business and marketing authorization are made at the same time).
(Amended on 11/7/2000, 8/16/2006, 5/19/2008)

@ If a person who obtained a conditional license of manufacturing business or a
conditional marketing authorization cannot implement the conditions within the
implementation period of the conditions, he/she shall apply for extension of the
implementation period of conditions by 30 days before the expiration and obtain the
approval from the Commissioner of the APQA or the President of the NIFS. In this
case, the period of extension shall not exceed the implementation period with the
conditions set at the time of the license. (Amended on 11/7/2000, 1/4/2013, 3/24/2013)
@ If the person who has obtained the conditional license fulfills the conditions within
the implementation period of conditions, he/she shall report to the Commissioner of
the APQA or the President of the NIFS without delay by attaching the following documents
to the report form in Annex Form No. 6. And the Commissioner of the APQA or the
President of the NIES in receipt of the report may have the testing agency to verify
the status of implementation of conditions. (Amended on 11/7/2011, 6/15/2011, 3/24/2013)

1. Certificates of conditional license for manufacturing business and product to be

manufactured.

2. Documents that can verify the implementation of approval conditions.

Article 10-2 (Conditions of Approval of Products) When granting the license for manufacture
and import of products that contain preparations with substances that are likely to
remain in the animal’s body and cause harm to the human health and of which the
permissible residue standards are not prescribed as an active ingredient (except for
the case where the evaluation of permission of residues is exempted from the safety
and efficacy evaluation standards for products such as veterinary drugs prescribed by
the Commissioner of the APQA or the President of the NIFS under latter parts of each
subparagraph of Article 7 @), the Commissioner of the APQA or the President of the
NIFS shall add conditions that corresponding product shall be manufactured/imported
and sold after the maximum residue limits (MRLs) are established and record the details
in the certificate of license in Annex Form No 8. (Amended on 3/24/2013)
[Amendment of the Entire Article 3/14/2018]
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Article 11 (Register of License and Certificate of License) @ When the Commissioner of
the APQA or the President of the NIFS grants the license for manufacturing business
or a marketing authorization for veterinary drugs, etc. pursuant to the provisions of
Article 4 or 5, he/she shall record the following matters in the register of license and
issue the certificate of license using the Annex Form No. 7 for the license of manufacturing
business and Annex Form No. 8 for the marketing authorization. (Amended on 11/7/2000,
6/15/2011, 1/4/2013, 3/24/2013)

1. For the license of the manufacturing business

a. Authorization number and date of authorization;

b. The name and resident registration number of the manufacturer (for corporations,
it means the representative);

c. Name and location of the manufacturing plant;

d. Name of the production manager, his/her qualification and date of birth (if the
manufacturer himself is the production manager, it refers to that fact and the
category qualification).

2. For the marketing authorization

a. Authorization number and date of authorization;

b. Product name.

(2 When there is a registration for the manufacturing business or the contracted
manufacturing business, or a registration for products pursuant to Articles 4 @ and
4-2 @ or Article 5 @, the Commissioner of the APQA, the President of the NIFS, or
the Chairman of the Korea Animal Health Products Association shall record the following
matters in the register of report (registration) and issue certificate of registration in
the form in Annex Form No. 7 for registering the manufacturing business, Annex Form.
No. 7-2 for registering the contracted manufacturing business, and Annex Form 8 for
registering the product. {Amended on 11/7/2000. 8/16/2006, 6/15/2011, 9/20/2011, 1/4/2013,
3/24/2013, 10/5/2015)
1. For registration of a manufacturing business

a. Registration processing number and date of processing;

b. The name and resident registration number of the manufacturer (for corporations,
it means the representative);

c. Name and location of the manufacturing plant;

d. Name of the production manager, his/her qualification and date of birth (if the
manufacturer himself is the production manager, it refers to that fact and the

category qualification).
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2. For registration of a contracted manufacturing business
a. Registration processing number and date of processing;
b. The name and date of birth of the contracted manufacturer (for corporations,
name and date of birth of the representative);
c. Name and location of the contracted manufacturing plant;
d. The name, qualifications and the date of birth of the person in charge of safety
management pursuant to Article 37-3 of the Act.
3. For registration of product

a. Registration processing number and date of processing;

b. Product name.
® When the Commissioner of the APQA or the President of the NIFS granted a conditional
license pursuant to the provisions of Article 9, he/she shall record the matters in each
item of Paragraph @ 1 and approval conditions in the register of license and issue
a conditional certificate of license in Annex Form 7 or 8. (Amended on 11/7/2011, 6/15/2011,
3/24/2013)
@ When the implementation of conditions pursuant to Articles 4 ® and 10 ® are
acknowledged based on the verification of their implementations, the Commissioner
of the APQA or the President of the NIFS shall replace the conditional certificate of
license with a relevant certificate of license pursuant to the provisions of Paragraph
@. {(Amended on 11/7/2011, 6/15/2011, 3/24/2013)
® Details on the license of a manufacturing business, registration of a manufacturing
business, registration of a contracted manufacturing business, license and registration
of manufactured product shall be determined and notified by the Commissioner of the

APQA or the President of the NIFS. {(Amended on 11/7/2000, 6/15/2011, 3/24/2013, 10/5/2015)
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Article 12 (Production Managers) (O The manufacturers of veterinary drugs or the manufacturers

of veterinary quasi-drugs falling under Article 2 @ 3 a shall have at least one production
manager for each manufacturing plant pursuant to Article 36 @ of the Act. (Amended
on 11/7/2000, 8/16/2006, 5/19/2008)
@ The manufacturers of veterinary quasi-drugs which fall under Article 2 @ 3 b shall
have at least one production manager in each plant pursuant to Article 36 @ of the
Act, and the people who can become the production manager are as follows: Amended
on 8/16//2006, 5/19/2008, 9/20/2011)

1. Doctors/veterinarians/pharmacists or people who graduated with related majors
such as chemistry, chemical engineering, textile engineering at four-year universities,
or those with an equivalent academic background; or

2. A person who has engaged in the manufacture of veterinary quasi-drugs at least
for two years after graduating with related majors listed in Subparagraph 1 in a
two-year college. However, if he/she has graduated from a 3-year college with
a major in Subparagraph 1 pursuant to Article 48 of the Higher Education Act,
he/she shall have work experience in the manufacture of veterinary quasi-drugs
at least for one year.

@ A person who intends to obtain approval as a production manager of a biological
product pursuant to the proviso

to Article 36 @ of the Act or Paragraph @ or a person who intends to obtain approval
as a production manager of a veterinary quasi-drugs corresponding to Article 2 @ 3
shall attach documents that can prove the qualifications and doctor’s letter verifying
that he/she does not fall under items 1 and 3 of Article 5 to the application form in
Annex Form No. 9 and submit to the Commissioner of the APQA or the President of
the NIFS. If the qualification is recognized, the Commissioner of the APQA or the President
of the NIFS shall record the matters about the approval in the register of approval
and issue the certificate of approval in Annex Form No. 10. (Amended on 11/7/2000,
8/16/2006, 5/19/2008, 6/15//2011, 3/24/2013)

@ When a manufacturer of veterinary drugs, etc. has two or more production managers
pursuant to Paragraph @, the work shall be divided, and the limit of liability shall be
clarified. (Amended on 5/19/2008)
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Article 13 (Matters to Be Complied by Production Managers) Matter to be observed by the
production manager of veterinary drugs and veterinary quasi-drugs pursuant to Article
37 @ of the Act shall be as follows: (Amended on 8/16/2006, 5/19/2008, 3/14/2018)

1. Prevent intrusion of insects, cross contamination or pollution from the outside
through a hygienic management of the manufacturing plant so that there is no
harm to public health.

2. Thoroughly check the health and hygiene status of employees and focus on education
and supervision for production of quality veterinary drugs and veterinary quasi-drugs.

3. Produce precisely based on the production control standard documents and product
master file, etc.

4. The production area shall not contain any object that could cause a hazard and
should not release or discharge substances that are harmful to the public health.

5. Thoroughly carry out the necessary test or inspection from the receipt of raw
materials and packing materials to the delivery of finished products, and to prepare
and keep the production control record and quality control record and keep them

for at least three years from the date of production.

Article 132 (Good Manufacturing Practices (GMP) for Veterinary Drugs) (O The good manufacturing
practices (GMP) for veterinary drugs shall be as shown in Annexes 5 and 6.
@ Under Articles 6 @, 15 @ and 16 @ of the Medical Device Act, facilities and product
quality control system that are required for a person who intends to obtain a license
of manufacture or import or make a registration for veterinary medical devices or a
person who intends to register a repair business for veterinary medical devices shall
be as shown in Annex 6-2. {Amended on 5/19/2008, 1/4/2013)
® The manufacturers of veterinary drugs shall have test facilities and quality control
standards for each product that are required for production control, self-testing, etc.
pursuant to Article 31 of the Act or Articles 6 @, 15 ®, 16 ® of the Medical Device
Act. (Amended on 5/19/2008, 1/4/2013)
@ Details related to the application of the standards under Paragraphs @ and @ and
details related to the quality control such as test facilities and quality control standards,
etc. under Paragraph ® shall be prescribed and notified by the Commissioner of the
APQA or the President of the NIFS. (Newly established on 5/19/2008, 6/15/2011, 3/24/2013)
[This Article is newly established on 8/16/2006.]
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Article 13-3 (Safety Control Managers) () A contracted manufacture seller of veterinary drugs
shall have at least one safety control manager pursuant to Article 37 ® 1 of the Act.
(@ When there are two or more safety control managers pursuant to Paragraph @, the
work shall be divided, and the limit of liability shall be clarified.

(® Matters to be observed by the safety control manager shall be as follows pursuant
to Article 37-3 @ of the Act:
1. Thoroughly conduct safety control after the marketing such as the management
of information about the safety of veterinary drugs.
2. Do not engage in duties that may interfere with the safety control of veterinary
drugs such as the sales of veterinary drugs, etc.
3. Collect, evaluate and analyze information about the safety of veterinary medicines
and prepare a corresponding record about safety control measures, etc., and keep
them for at least three years from the date of completion of safety control measures.

[This Article is newly established on 10/5/2015.]

Article 13-4 (Education of Production Managers, Etc.) O The contents of the education
(hereinafter referred to as the “education”) that should be received by the production
manager, the safety control manager, and the managers of veterinary drugs wholesalers
(hereinafter referred to as the “production managers, etc.”) respectively pursuant to
Article 37-2 ®, 37-4 3, and Article 85 shall be as follows:

1. Ensure safety and efficacy of veterinary drugs, etc.

2. Manufacture and quality control of veterinary drugs, etc.

3. Post-marketing safety control of veterinary drugs, etc.

4. Other matters to be determined by the Commissioner of the APQA or the President

of the NIFS.

@ Education period shall be more than 8 hours a year.
® The educational organization designated pursuant to Article 13-5 @ (hereinafter
referred to as the “educational organization”) shall issue a certificate of completion
to the production managers, etc. who has completed the education and record the
details of the education such as the list of people who have completed the education
for two years from the date of completion.
@ The educational organization shall make and provide a textbook containing the contents
of the education under Paragraph @ to the trainees.

® The educational organization shall report a record about the previous year's education
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to the Commissioner of the APQA or the President of the NIFS by January 31 of each
year.

® In addition to the matters prescribed in Paragraphs @ through ®), the details necessary
for education shall be prescribed and notified by the Commissioner of the APQA or
the President of the NIFS.

[This Article is newly established on 3/14/2018.]

[Enforcement Date: 9/15/2019] Article 13-4

Article 13-5 (Designation of Educational Organizations) 1 Among organizations for veterinary
drugs, etc. under Article 67 of the Act and professional organizations and groups related
to veterinary drugs, the Commissioner of the APQA or the President of the NIFS may
designate a group or an organization meeting the requirements notified by the
Commissioner of the APQA or the President of the NIFS such as the organization, human
resources, facilities, equipment, etc. necessary for the education as the educational
organization.

@ A person who intends to be designated as an educational organization shall submit
an application for designation as the educational organization for production managers,
etc. of veterinary drugs, etc. in Form 11 (including an electronic application) attached
with the following documents and data (including electronic documents) to the
Commissioner of the APQA or the President of the NIFS.

1. Data on the operating organization and the human resource for conducting the

education.

2. Data on the status of educational facilities and equipment,

3. A plan for conducting education.

4. Regulations on the enforcement of education.

5. Basis for calculating the tuition fees.
® When in receipt of the application under paragraph @, the Commissioner of the
APQA or the President of the NIFS may conduct a survey on actual conditions to evaluate
whether the application satisfies the designation requirements.
@ When designating an educational organization, the Commissioner of the APQA or
the President of the NIFS shall issue the designation of an educational organization
for production managers, etc. of veterinary drugs, etc. in Form 12 to the applicant.
® If the educational organization has changed any of the following items, it shall submit

an application for change of designation of educational organizations for production
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managers, etc. in Form 11 (including an electronic application) attached with a designation
form for testing organizations for production managers, etc. and documents that can
verify matters that have changed to the Commissioner of the APQA or the President
of the NIFS within 30 days from the day of the occurrence of the cause of changes.
1. Name and location of educational organization
2. Representative
® When changing the designation of educational organizations, the Commissioner of
the APQA or the President of the NIFS shall write matters that have changed on the
designation form for educational organizations.
(@ When designating or changing the designation of the educational institution pursuant
to paragraphs @ or 6, the Commissioner of the APQA or the President of the NIFS
shall publicize the name, location, representative, etc. of the educational organization.
The educational organization can receive the tuition fee from the trainees in
consideration of the cost necessary for education such as teaching materials, field training,
instructor's wages, etc.
@ If the educational organization falls under any of the following subparagraphs, the
Commissioner of the APQA or the President of the NIFS may cancel the designation.
However, if it falls under subparagraphs 1, 2 or 5, the designation shall be canceled.
1. If the designation has been granted through false or other illegal methods.
2. Issuing a certificate to someone who has not completed the education.
3. Failure to issue a certificate to a person who has completed the education in violation
of Article 13-4 ® or to maintain a record of education.
4. Failure to report records of conducting education pursuant to Article 13-4 .
5. Failure to provide education following the educational implementation plan pursuant
to paragraph @ 3 without a valid cause, or not conducting the education course
for more than one year.
6. Failure to apply for change of designation for matters that have been designated
pursuant to paragraph 6.
In addition to the matters provided for in paragraphs @ to @, the details of the
designation, management, etc. of educational organizations for production managers,
etc. shall be determined and notified by the Commissioner of the APQA or the President
of the NIFS.
[This Article is newly established on 3/14/2018.]
[Enforcement Date: 9/15/2019] Article 13-5
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Article 14 (Matters, Etc. to Be Followed by Manufacturers) @ Matters to be complied by
the manufacturers of veterinary drugs. pursuant to Article 38 @ of the Act and Article
13 @ of the Medical Device Act shall be the items in each subparagraph of Article
13 and the following items: (Amended on 11/7/2000, 8/16/2006, 5/19/2008, 9/20//2011,
1/4/2013, 3/14/2018)

1. Inspect the quality of products thoroughly and ship only the products that have
passed the inspections.

2. Deleted. <5/19/2008)

3. As for containers of products (except for veterinary medical devices and veterinary
quasi-drugs under Article 2 @M 3 b), those manufactured only for relevant products
shall be used. In the case of aseptic preparations, new containers shall be used.

4. When having obtained new data or come to know of information, etc. (including
side effect) related to the safety/efficacy of the product that has been licensed
or registered, seek necessary safety measures.

5. The manufacturers of veterinary drugs shall sell the veterinary drugs that have
been manufactured after being determined to comply with the good manufacturing
practices (GMP) for veterinary drugs in Annex 5 (including veterinary drugs that
have been determined to comply with the standards in the same table among
veterinary drugs manufactured for the purpose of evaluating the implementation
status following the standards in Annex 5) for each type of preparations (feed
additives, powders, granules, tablets, injections [liquid, powderl, liquid for external
use, liquid for internal use, injections, ointments, pellets, biologicals and other
form types) in which veterinary drugs are intended to be produced. And a person
who intends to manufacture biologicals, DNA recombinant veterinary drugs or drugs
for cell culture animals (hereinafter referred to as “biological products, etc.”) shall
sell biologicals, etc. manufactured after they are judged to comply with the good
manufacturing practices (GMP) for biologicals, etc. in Annex 6 in addition to the
standards in Annex 5 (including veterinary drugs that are judged to comply with
the standards among veterinary drugs produced for the purpose of GMP assessment
in Annexes 5 and 6). However, this shall not apply in the case of veterinary drugs
not directly applied to veterinary drug substances and animals.

6. Do not manufacture veterinary drugs that have been found to infringe the patent

rights of others.
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7. Do not store veterinary drugs in a place other than the authorized manufacturing
plant.

8. Manufacturers of veterinary drugs shall comply with the good manufacturing
practices (GMP) for veterinary drugs in Annex 5, and manufacturers of biologicals
shall comply with the good manufacturing practices (GMP) for biologicals in Annex
6 in addition to the good manufacturing practices (GMP) for veterinary drugs in
Annex 5. However, this shall not apply in the case of veterinary drugs not directly
applied to animals and veterinary drug substances.

9. Veterinary drugs with conditions attached pursuant to Article 10-2 shall be
manufactured and sold after the maximum residue limits (MRLs) are established.

(2 Under Article 38 @ of the Act or Article 13 @ of the Medical Device Act, the manufacturers
of veterinary drugs, etc. shall notify the matters that he/she has become aware of pursuant
to Paragraph @ 4 to the Commissioner of the APQA or the President of the NIFS without
delay. (Amended on 11/7/2000, 8/16/2006, 6/15/2011, 1/4/2013, 3/24/2013)
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Article 15 (Report of Import Business of Veterinary Drugs and Veterinary Quasi—Drugs) @
A person who intends to report the import business of veterinary drugs or veterinary
quasi-drugs pursuant to Article 42 @ of the Act shall submit a report of veterinary
drugs, etc. in Form 12-2 attached with the following documents (including electronic
documents) to the Commissioner of the APQA or the President of the National Institute
of Fisheries Science.

1. Medical certificate by a doctor certifying that the applicant is not a person falling
under Article 5 @ of the Act or a medical certificate by a medical specialist verifying
that he/she is a person corresponding to the proviso to the same subparagraph.

2. Medical certificate by a doctor certifying that the applicant is not a person who
falls under Article 5 ® of the Act.

3. Approval of an import manager of veterinary drugs, etc. in Form 10 or documents
that can confirm the import manager’s qualification.

4. Detailed statement of facilities and equipment necessary for import and quality
control.

@ The Commissioner of the APQA or the President of the National Institute of Fisheries
Science in receipt of the report pursuant to paragraph @ shall verify the following
documents through the shared use of administrative information pursuant to Article
36 @ of the Electronic Government Act. However, in situations corresponding to the
subparagraph 2, if the reporter does not agree with the verification, he/she shall attach
a copy thereof.

1. Certificate of registration of a corporate (applicable only to corporations)

2. Pharmacist’s license (applicable only if the import manager is a pharmacist)
@ A person who intends to report an import business of veterinary drugs, etc. pursuant
to paragraph @ shall request an approval of import or report import of one or more
products belonging to that type of business.

[This Article is newly established on 3/14/2018.]
[Existing Article 15 is moved to Article 16-2 <3/14/2018).]

_30_



SIESEOMES S| ot HP™E o Korean Laws and Guidelines on Veterinary Drug regulation

HN6X(SEEOIHES FUESNS) O ¥ Ad22A1F 9 "=/, A152A230 whet
TUEFES]7HE Wolof o= T EEFET ASEANY 7 59 5E&YAEG2E opH, o
Mg 520 5E80FE5Y TUFE7IE Hods wols EA A5 Ee= HA] A5
D O2449] A A0l thE 2t 9] R whet s MRS RSt A2 B 4ttet
Ao A AlEslodok ghek. (A 2011. 9. 20., 2013. 1. 4., 2013. 3. 24., 2015. 10. 5., 2018. 3. 14.)

1. 5589%E 9 ARXANFABRS 7FHEAHSZA A3 Sl whet TAIE FE2 A Qg
fFots s =&t E
7v ABSZRARFAN &7 U5 sigste AR
L. o =9 Al 9 wajo] &t 1) " 2)9 AR
1) 5=89%E6S Aishs =7Holst “AAt="ol2} qtth o] AR(TT F57F 1Y - $1=
St 7|13 ZIRITHoA s F=o] BAe] WP AsiA AXEHIL A= 5
SH= ARTHAXFLRE 29 ofio]l et Znt sid3ich)
2) ®F &0l 517t —t— ﬁEl 5117},1 HE (7 HE7} 919 oJekst 7] we E3ksH)o]

ot A 2018. 3. 14.

ot 9] T2 wE e E59 1]53 L
oheE, olw] 491 S|7Fe &5l 2 =
Ue TZ-AH9] ARG S
7|0l Aot al AYERY T At o] QIS AXAE AR YA

o= olF HAE & AU

_3’|_



Article 16 (Import License of Veterinary Drugs, Etc.) (D Veterinary drugs requiring a license
for import pursuant to Article 42 @ of the Act and Article 15 @ of the Medical Device
Act shall be veterinary drugs, etc. under Article 5 @M. When obtaining a license for import
of veterinary drugs, etc. for the purpose of selling, an application in Annex Form No.
5 or 5-2 shall be submitted to the Commissioner of the APQA or the President of the
NIES along with the following documents based on the categorization of each
subparagraph. (Amended on 9/20/2011, 1/4/2013, 3/24/2013, 10/5/2015, 3/14/2018)

1. Veterinary drugs and veterinary quasi-drugs falling under Article 2 @ 3 a (except
for products notified pursuant to Article 5 @ 3)

a. Documents under Article 5 ® 1 a and b.

b. Documents in 1) and 2) concerning the manufacture and sales of the corresponding
products:

1) Certificate of manufacture by the government (including the organization
entrusted/contracted by the government) of a country producing veterinary
drugs, etc. (hereinafter referred to as the “producing country”) verifying that
the corresponding product is properly manufactured in accordance with the
laws and regulations of the producing country (only those issued within two
years from the date of application).

2) Certificate of sales by the government (including the organization en-
trusted/contracted by the government) of a country where the pertinent product
is approved or registered verifying that sales is conducted properly in accord-
ance with the laws and regulations of the country (only those issued within
two years from the date of application).

a. Deleted. (3/14/2018)

b. Materials necessary for judging compliance with the GMPs of the relevant products
according to the following categories. However, this may be waived for
manufacturing plants with products of which the import is already approved
(except when there is a change in the structure or facility that may affect the
quality of products after the products are approved) or for importers who own
manufacturing plants that are judged by the Commissioner of the APQA or the
President of the NIFS to be in compliance with the same standards through an

inspection on actual conditions, etc.
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1) For finished veterinary drugs (including injections, ointments, sterile water for
injection, liquid drug, powders, tablets, feed additives and other dosage forms)
excluding biological products, the GMPs for veterinary drugs in Annex 5.

2) In the case of biological products, the GMPs for veterinary drugs in Annex
5 and the GMPs in Annex 6.

2. Veterinary medical devices to which classes assigned pursuant to Article 5 ® and
Annex 8 are 2, 3, or 4. Or among products of Class 1, veterinary medical devices
whose structure, principle, performance, purpose of use or method of use, etc.
are not inherently the same as the products that are already approved or registered.

a. Documents under Article 5 ® 2 a and b.

b. Documents under Paragraph @ 1 b.
@ Veterinary drugs requiring a registration of imported products pursuant to Article
42 @ of the Act and Article 15 @ of the Medical Device Act shall be veterinary drugs,
etc. under Article 5 @. And a person who intends to file a registration of imported
veterinary drugs shall submit the registration form in Annex Form No. 5-3 or 5-4 to
the Commissioner of the APQA or the President of the NIFS (for products that are
announced pursuant to Article 5 @ 3, the Chairman of the Korea Animal Health Products
Association) along with the relevant documents based on the categorization of the
following subparagraphs. (Amended on 9/20//2011, 1/4/2013, 3/24/2013)

1. Veterinary drugs (limited to products notified under Article 5 @ 3) and veterinary
quasi-drugs under Article 2 @ 3 b.

a. Documents under Article 5 ® 1 a and b.
b. Documents under Article 16 @ 1 b and c.

2. Veterinary medical devices whose structure, principle, performance, purpose of use
or method of use, etc. are inherently the same as the products that are already approved
or registered among products that are designated as Class 1 pursuant to Article 5 ®.

a. Documents under Article 5 ® 2 a.

b. Documents falling under Paragraph @ 1 b.
@ The provisions of Article 5 ® and Article 11 ® shall apply mutatis mutandis to the
marketing authorization or registration of imported veterinary drugs, etc. In this case,
“manufactured products” shall be considered as “imported products.” (Amended on
11/7/2000, 8/16/2006, 9/20/2011, 1/4/2013)
@ The Commissioner of the APQA, the President of the NIFS, or the Chairman of the
Korea Animal Health Products Association granting the marketing authorization for
imported products or in receipt of registration of imported products, shall issue a
certificate of license or a certificate of registration using the Annex Form No. 8. (Amended
on 11/7/2000, 8/16/2008, 6/15/2011, 3/24/2013)
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Article 16-2 (Import Managers, Etc) @ Article 36 of the Act and Article 12 of this Notice
shall apply mutatis mutandis to the qualifications of the person who manages the import
duties pursuant to Article 42 @ of the Act (hereinafter referred to as “the import manager’).
In this case, the “manufacturer” shall be considered as the “importer” and the “production
manager  as the “import manager.” {Amended on 11/7/2000, 5/19/2008)

@ When the manufacturer of veterinary drugs imports veterinary drugs, he/she may
have the production manager to conduct a dual role as the import manager. {Amended
on 11/7/2000»

3 Deleted. <(5/19/2008)

[Title amended on 11/7/2000]
[Moved from Article 15 (3/14/2018)]

Article 17 (Notification of Import of Investigational Veterinary Drugs) (D A person who intends
to import veterinary drugs, etc. to be used for purposes of veterinary clinical trials,
manufacturing tests, research studies, samples, etc. (hereinafter referred to as the
“investigational veterinary drugs’) or import veterinary drugs, etc. for compensation
for the sales purpose shall report to the Commissioner of the APQA or the President
of the NIFS. (Amended on 3/14/2018)

@ The scope of investigational veterinary drugs under Paragraph @ shall be as shown
in Annex 6-3. (Newly established on 3/14/2018)
@ A person who intends to make a report under Paragraph @ shall submit 2 copies
of the report form in Form 13 along with the following documents to the Commissioner
of the APQA or the President of the NIFS. (Amended on 11/7/2000, 6/15/2011, 9/20/2011,
3/24/2013, 3/14/2018)
1. Copy of the invoice or hold notice.
2. Labeling indicated in Korean.
3. Plan for use, test plan, or distribution plan.
4. Product insert package.
5. Documents that can prove that they are for compensation (only when they are
for compensation).
6. Recommendation letter from the Korean Veterinary Medical Association (hereinafter
referred to as the “Korean Veterinary Medical Association”) pursuant to Article

23 O of the Veterinarians Act (limited to the veterinary hospital treatment)
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@ When the Commissioner of the APQA or the President of the NIFS has received a
report pursuant to the provisions of Paragraph O, he/she may require submission of
documents under Article 16 @ in addition to the documents specified in Paragraph
@), if it is necessary to identify the matters related to the ingredient, efficacy, etc. of
relevant veterinary drugs. (Amended on 11/7/2000, 6/15/2011, 3/24/2013, 3/14/2018)

(® When it is considered risky that the animal epidemics or animal infectious diseases
may spread pursuant to Articles 2 @ and 52 of the Act for the Prevention of Contagious
Animal Diseases, the Commissioner of the APQA may limit the product or quantity
of veterinary drugs, etc. that are subject to the report pursuant to the provisions in
Paragraph . (Amended on 11/7/2000, 9/24/2003, 8/16/2006, 6/15/2011, 3/24/2013, 3/14/2018)
® The Commissioner of the APQA or the President of the NIFS in receipt of documents
pursuant to the provisions of Paragraph 3 may have the testing agency to review the
validity of these documents. (Amended on 11/7/2000, 9/24/2003, 8/16/2006, 6/15/2011,
3/24/2013, 3/14/2018)

@ A person who imports live microorganisms for the first time to Korea shall submit
the quantity that is left over after using them in tests to the Animal and Plant Quarantine
Agency (APQA) or the National Institute of Fisheries Science (NIFS). {Amended on 11/7/2000,
6/15/2011, 3/24/2013, 3/14/2018)

[Title amended on 3/14/2018]

Article 18 (Veterinary Drugs Excluded from Being Subject to Approval and Notification of Imported
Products) Veterinary drugs which are excluded from being subject to approval and
notification of imported products by the Commissioner of the APQA or the President
of the NIFS shall be as follows: (Amended on 11/7/2000, 6/15/2011, 1/4/2013, 3/24/2013,
3/14/2018)

1. The raw materials imported for the manufacture of veterinary drugs, etc. pursuant
to Article 31 of the Act. However, products that subject to safety/efficacy evaluation
pursuant to Article 7 @ shall require an approval.

2. Veterinary drugs that are recognized by the Minister of Agriculture, Food and Rural
Affairs or the Minister of Oceans and Fisheries as intended to be for emergency
disease control.

[Title amended on 3/14/2018]
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Article 19 (Matters to Be Complied by Importers) (U Articles 13, 14 and 26 (D shall apply mutatis mutandis
to the importers (refers to an import business for veterinary medical devices. The same shall apply
hereinafter.) or import managers under Article 42 @ of the Act or Article 15 @ of the Medical
Device Act. In this case, “manufacture” or “production” is considered as “import,” “manufacturers’
as ‘importers,” “production managers” as ‘import managers,” and ‘manufacturing plant” as “sales
office (including warehouses and laboratories).” Amended on 8/16//2006, 5/19/2008, 1/4/2013)

@ The importers pursuant to Article 42 @ of the Act or Article 15 ® of the Medical
Device Act shall comply with the import and export guidelines for veterinary drugs,
etc. notified by the Minister of Trade, Industry and Energy pursuant to Article 12 of
the Foreign Trade Act and submit the standard customs clearance report through an
electronic document exchange method pursuant to the Electronic Trade Facilitation
Act by attaching documents prescribed by the Commissioner of the APQA or the President
of the NIFS. (Amended on 8/16/2006, 5/19/2008, 6/15//2011, 1/4/2013, 3/24/2013, 3/14/2018)

Article 19-2 (License of Import Business for Veterinary Medical Devices) 1 A person who
intends to obtain a license for import business for veterinary medical devices pursuant
to Article 15 @ of the Medical Device Act shall submit an application for license of
import business in Annex Form 13-2 to the Commissioner of the APQA by attaching
the following documents. (Amended on 6/15/2011, 9/20/2011, 1/4/2013, 3/24/2013)

1. Medical certificate from a doctor certifying that it does not fall under Article 6
@ 1 and 3 of the Medical Device Act for which six months have not passed since
the date of issuance (exempted for corporations).

2. Details about the facilities and equipment required for the import and quality control.

3. Application for license or notification of the import of veterinary medical devices.

2 When an application under Paragraph @ is submitted, the public official in charge
shall verify the certificate of registration of corporations (corporations only) through
the joint use of administrative information pursuant to Article 36 @ of the Electronic
Government Act. {Amended on 5/19/2008, 9/20/2011, 1/4/2013)

® Where the application for the license under Paragraph (O is appropriate, the
Commissioner of the APQA shall record the following items in the register for license
of import business and issue a certificate of import business license in accordance with
Annex Form 13-3. {Amended on 6/15/2011, 3/24/2013)

1. Authorization number and date of authorization.

2. The name and date of birth of the importer (for corporations, name and date
of birth of the representative).

3. Name and location of the company.

[This Article is newly established on 8/16/2006.]
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Article 20 (Application for License of Veterinary Drugs Wholesalers) ) A person who intends
to obtain a license of veterinary drugs wholesalers pursuant to Articles 44 @ and 45
of the Act shall attach the following documents to the application in Annex Form 14
and submit to the mayor, governor, or head of the district. {Amended on 8/16/2006, 5/19/2008,
9/20/2011, 1/4/2013, 12/31/2013)

1. Medical certificate from a doctor certifying that it does not fall under Article 5

@ and ® of the Act.
2. Documents about the managing pharmacist in No.1 (except when the representative
of wholesaler is a pharmacist and manages the wholesaler business).

3. Deleted. <5/19/2008)

4. For corporations, articles of incorporation.

5. Deleted. <10/5/2015)

6. Status of equipment such as transportation vehicles, etc.
(2 When submitting an application form under Paragraph @), the officer in charge shall
confirm the certificate of registration of corporations through the joint use of
administrative information pursuant to Article 36 @ of the Electronic Government Act
(corporations only). However, if the applicant does not agree with confirming the
pharmacist's license, a copy of the pharmacist’s license shall be attached. (Amended
on 9/20/2011.>
® When granting a license for the wholesaler business of veterinary drugs, the mayor,
governor, or head of the district shall issue a certificate of license in Annex Form No.15.
(Amended on 8/16/2006, 1/4/2013)
@ When a person who has obtained a license for wholesaler business of veterinary
drugs changed the managing pharmacist, he/she shall report to the mayor, governor,
or head of the district with a notification form in Annex Form 16 by attaching a copy
of the medical certificate from the doctor certifying that the changed pharmacist does
not fall under Article 5 @ and ®. In this case, the public official in charge who has
received the notice shall confirm the certificate of license and the pharmacist’s license
of the changed pharmacist through joint use of administrative information pursuant
to Article 36. @ of the Electronic Government Act. However, if the notifying person
does not agree with the confirmation, a copy of the pharmacist’s license shall be attached.

{Amended on 9/20/2011, 1/4/2013)
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Article 21 (Matters to Be Complied with When Waiving the Prescription of Veterinary Drugs
for Prescription) In case of selling without the prescription from a veterinarian or fisheries
disease manager pursuant to Article 85 ® of the Act, methods of sales, management
of records, scope of buyers, matters to be complied with, etc. shall be in accordance
with the following. (Amended on 3/24/2013)

1. A person who has obtained a license for veterinary drugs wholesalers and a person
who opened the veterinary pharmacy and the veterinary hospital shall sell the
drugs after verifying that the buyer falls under one of the following:

a. If the purchaser is a livestock farmer or aquaculture farmer who raises livestock,
fish, etc. in an island and remote areas pursuant to Article 85 1.

b. When using veterinary drugs for the purpose of emergency disease control pursuant
to Article 85 ® 2 of the Act.

2. When selling veterinary drugs pursuant to subparagraph 1 a, they shall be sold
in the range of quantities for five days for one animal depending on the number
of animals owned by the purchaser. In this case, the quantity shall depend on
matters related to the license of products or registration made for corresponding
veterinary drugs.

3. The person who sells veterinary drugs pursuant to Subparagraph 1 shall record
the date of sales, quantity, purpose of use, seller, etc. with a method specified
by the Minister of Agriculture, Food and Rural Affairs or the Minister of Oceans
and Fisheries and keep them for three years.

4. When the Minister of Agriculture, Food and Rural Affairs, Minister of Oceans and
Fisheries, mayors of a special city, metropolitan city, governor of Do, or governor
of the special self-governing Do (hereinafter referred to as the “mayors and
governors’ ) order the use of veterinary drugs for emergency disease control pursuant
to Article 85 ® 2, following matters shall be observed.

a. The purchaser should bring with him/her documents related to the emergency
quarantine order when purchasing or receiving the relevant drugs.

b. The seller shall conduct sales after marking corresponding drugs or their package
with a label that they are for emergency disease control.

[This Article is newly established on 1/4/2013.]
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Article 22 (Matters to Be Followed By the Manufacturers of Veterinary Drugs) (O A person

who has obtained a license for manufacturing business of veterinary drugs, contracted

manufacturer and distributor, importer, a person who has opened the veterinary

pharmacy, a person who has opened a veterinary hospital selling veterinary drugs, a

person who has obtained a license for veterinary drugs wholesalers or a person dealing

with veterinary medical devices shall comply with the following items pursuant to Articles
47, 85 @ and @ of the Act or Articles 13 @, 15 ®, 16 @, and 18 of the Medical Device

Act. A person who has obtained permission from an animal medicine wholesaler or

an animal medical device handler shall observe the following matters. {(Amended on

11/7/2000, 8/16/20006, 5/19/2008, 1/4/2013, 3/24/2013, 10/5/2015, 3/14/2018)

L.

Do not sell, store, or display for sale veterinary drugs of which the license of
manufacture or license of import of veterinary drugs, etc. has not been obtained,
or registration of manufacture or registration of import has not been made.

Do not sell or display for sale veterinary drugs whose expiration date has passed,

that have spoiled or have been damaged.

. Do not sell or display for sale veterinary drugs in places other than the manufacturing

business, contracted manufacture-sales business, import business, veterinary
pharmacy, veterinary drugs wholesalers, veterinary hospital selling veterinary drugs,
or the retailers.

No gift goods such as presents, gifts, etc. shall be provided for the purpose of

promoting sales of veterinary drugs.

. A person who has opened a veterinary hospital shall sell veterinary drugs after

treating animals pursuant to the Veterinarians Act. And when using special drugs
for humans after purchasing from a person who has opened a pharmacy, he/she
shall prepare a receipt and payments ledger following the Annex Form No.16-2,
record the receipts and payments status and keep them for one year.

To ensure safety and efficacy of veterinary drugs, etc., distribute and keep them
in a manner stipulated in this Notice.

Do not sell veterinary drugs of which recall or disposal is ordered or display them
for the purpose of sale.

The managing pharmacist of veterinary drugs wholesalers and a person who has
opened a veterinary pharmacy shall wear sanitary clothes and a badge and shall
not have non-pharmacist employees wear sanitary clothes that may mistakenly

make them look like pharmacists.
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9. Veterinary drugs wholesalers and a person who has opened a veterinary pharmacy
(including employees) shall not sell veterinary drugs through actions that inspect
animal conditions by incorporating behaviors, machines, equipment, etc. that have
diagnostic purposes.

10. With regard to the own names of veterinary hospitals, veterinary pharmacies and
veterinary drugs wholesalers, matters prescribed in the following items shall not
be carried out.

a. Indicating that they are professionally treating veterinary drugs that are related
to specific diseases or making a similar indication.

b. Putting labels that can make veterinary hospitals confused as veterinary
pharmacies or veterinary drugs wholesalers and veterinary pharmacies and
veterinary drugs wholesalers as veterinary hospitals.

11. A person who has opened a veterinary pharmacy or veterinary drugs wholesalers
shall not display or advertise the following items:

a. Labeling or advertisements that indicate or imply that they are professionally
handling specific veterinary drugs or veterinary drugs related to specific diseases.

b. Labeling and advertisements that indicate or imply that they are professionally
handling prescriptions for particular veterinary hospitals.

c. Labeling and advertisements that may deceive consumers or cause consumers
to misunderstand through a display or advertisements that exaggerate, reduce,
or conceal facts unlike the reality.

12. A person who has obtained a license for the manufacture of veterinary drugs,
importer, and veterinary drugs wholesaler, or a person who has opened a veterinary
pharmacy, veterinary hospital, or a fishery disease management center shall not
conduct the following behaviors.

a. Providing money, entertainment, and other economic benefits to veterinary
hospitals or fisheries disease management center in exchange for prescribing
certain veterinary medicines.

b. Selling veterinary medicines by cornering the market or adjusting the amount
of sales to take unfair advantage or impede the preparation and administration
of drugs.

c. Providing veterinary drugs only to certain veterinary drugs wholesalers, veterinary
hospitals, or veterinary pharmacies, promoting the collusion between veterinary

hospitals and veterinary wholesalers or veterinary pharmacies.
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13.

14.

15.

16.

17.

18.

When veterinary drugs wholesalers or a person who has opened a veterinary
pharmacy sells prescription veterinary drugs pursuant to Article 85 ® of the Act
and the proviso to Article 85 @), he/she shall sell veterinary drugs based on a
prescription from a veterinarian or a fishery disease manager.

When veterinary drugs wholesalers and a person who has opened a veterinary
pharmacy has sold prescription veterinary drugs pursuant to Subparagraph 13,
he/she shall keep the prescription and sales record of the pertinent drugs for
three years in methods prescribed and announced by the Minister of Agriculture,
Food and Rural Affairs or the Minister of Oceans and Fisheries.
Manufacturers, importers and repairers of veterinary medical devices shall comply
with the facilities and quality control standards for veterinary medical devices
in Annex 6-2.

Repairers of veterinary medical devices shall not repair veterinary medical devices
by modifying differently from the matters reported, and when the veterinary medical
devices are repaired, he/she shall indicate the repairer’s trademark and address
on the container or exterior of the corresponding veterinary medical device.
Sellers of veterinary medical devices shall not buy veterinary medical devices from
a person who is not a manufacturer, importer, or seller. However, this shall not
apply when the purchase is made from a closing medical institutions or veterinary
hospitals under Article 17 of the Veterinarians Act.

Veterinary drugs wholesalers shall comply with the distribution and product quality

control standards for veterinary drugs in Annex 6-4.

@ The Commissioner of the APQA or the President of the NIFS may prescribe and

notify handling guidelines for the following veterinary drugs, etc. of which the use need

to be restricted as they are likely to cause harm to the livestock, fish or humans. (Amended

on 11/7/2000, 8/16/2006, 5/19/2008, 6/15//2011, 3/24/2013)

1. Hormone products

Antibiotic (antimicrobial) agents for animals

3. Biological products (limited to products specified by the Commissioner of the APQA

or the President of the NIFS among biological products whose purpose is to prevent
endemic diseases that are infected by humans and animals at the same time.)
Veterinary drugs containing narcotic drugs pursuant to Article 2 @ of the Narcotics

Control Act.

. Anesthetics for animals
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6. Other products whose main ingredients are the ingredients recognized by the
Commissioner of the APQA or the President of the NIFS as requiring the use to
be restricted.

@ When selling veterinary drugs falling under each subparagraph of paragraph @,
manufacturers, contracted manufacturer-sellers, and importers of veterinary drugs: a
person who has obtained approval for veterinary drugs wholesalers; and a person who
has opened a veterinary pharmacy or a veterinary hospital shall keep records related
to the date of sale, quantity, purpose of use, seller (actual buyer), etc. at least for one
year. However, this shall not apply when sales records are made pursuant to Paragraph
(D 14. {Newly established on 8/16/2006, 1/4/2013, 10/5/2015)

[Title Amended on 11/7/2000, 8/16/2000]

[Enforcement Date: 9/15/2019 | Article 22 @ 18

Article 22-2 (Registration of Repair Business of Veterinary Medical Devices) () A person who
intends to run a repair business for veterinary medical devices pursuant to Article 16
D of the Medical Device Act shall submit a notification form in Annex Form 16-3 attached
with a medical certificate from a doctor certifying that he/she does not fall under Article
6 @M 1 and 3 of the Medical Device Act and not exceeding six months from the date
of issuance to the Commissioner of the APQA. Amended on 6/15//2011, 1/4/2013, 3/24/2013)
(2 When an application under Paragraph @ is submitted, the public official in charge
shall verify the certificate of registration of corporations (corporations only) through
the joint use of administrative information pursuant to Article 36 @ of the Electronic
Government Act. {Amended on 5/19/2008, 9/20/2011, 1/4/2013)

@ Where the registration is processed pursuant to Paragraph @, the Commissioner
of the APQA shall record the following items in the register for registration of the repair
business and issue a certificate of registration in accordance with Annex Form 18-3.
(Amended on 6/15/2011, 3/24/2013)
1. Registration processing number and date of processing
2. Types of medical devices subject to repair
3. The name and resident registration number of the repairer (for corporations, it
means the representative)
4. Name and address of the repair company (in the case of a corporation, the location
of the main office)

[This Article is newly established on 8/16/2006.]
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Article 22-3 (Sales of Opened Veterinary Drugs) Cases where opened veterinary drugs may
be sold pursuant to Article 48 3 of the Act shall be as follows:

1. When a person who has opened a veterinary pharmacy or the veterinary drugs
wholesaler sells veterinary drugs according to the prescription by a veterinarian
or fishery disease manager.

2. When a veterinarian who has opened a veterinary hospital (including a veterinarian
engaged in treatment services in a veterinary hospital) directly prepares a vaccine
for FMD and lets livestock farms vaccinate themselves.

[Amendment of the Entire Article 3/14/2018]
[Enforcement Date: 9/15/2019] Article 22-3

Article 22-4 (Operation of Prescription Control System) The Minister of Agriculture, Food
and Rural Affairs may support operating a system for prescription management by the
Korean Veterinary Medical Association pursuant to the Veterinarians Act to manage
veterinary drugs that are subject to prescriptions. (Amended on 3/24/2013)

[This Article is newly established on 1/4/2013.]

Article 23 (Registration of Sales Business of Veterinary Medical Devices) O A person who
intends to register a sales or leasing business of veterinary medical devices pursuant
to Article 17 @ of the Medical Device Act shall submit the notification form in Annex
Form No.17 to the mayor, governor, or head of the district. {Amended on 11/7/2000,
8/16/2006, 1/4/2013)

@ The mayor, governor, or head of the district shall issue a certificate of registration
in Annex Form No.18 to a person who has notified a sales or leasing business for veterinary
medical devices pursuant to Paragraph . (Amended on 11/7/2000, 8/16/2006)

[Title Amended on 11/7/2000, 8/16/2000]
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Article 24 (Changes of Approved Matters) (O Under Articles 20 @), 31 ©, 42, 45 @, and
85 M of the Act or Articles 12, 15 ®, 16 @, 17 ® and 46 of the Medical Device Act,
if a person who has opened a veterinary pharmacy, manufacturer/contracted
manufacturer-seller/importer of veterinary drugs, etc., a person who has obtained a
license for veterinary drugs wholesalers, or a repairer/seller or renter of veterinary medical
devices desires to change the matters that have been approved or registered of, he/she
shall submit the application (notification) form within 30 days from the day of changes
(excluding the changes to the matters approved or registered of for products to be
manufactured or imported) as shown in the following. However, with regard to the
changes to the approval or registration of products, products for which the Commissioner
of the APQA or the President of the NIFS require that changes to the approval or registration
of products are completed by a certain date pursuant to Article 76 @ of the Act and
Article 36 @ and @ of the Medical Device Act according to the re-evaluation of new
drugs, etc. under Article 32 of the Act and Article 8 of the Medical Device Act, re-assessment
under Article 33 of the Act and Article 9 of the Medical Device Act, or the results of
safety information management under Article 14 @ based on the results of the evaluation
of safety and efficacy under Article 7 shall be considered as products for which changes
are approved or registrations are processed by the Commissioner of the APQA or the
President of the NIFS. (Amended on 1/4/2013, 3/24/2013, 10/5/2015)

1. Changes in the matters registered or notified of regarding the establishment of
veterinary pharmacies: submit the application (notification) form in Annex Form
No.18-2 attached with a certificate of registration or notification to the mayor,
governor, or head of the district.

2. Changes in the manufacturing business: submit the application (notification) form
in Annex Form No.19 along with documents in Paragraph @ 1 to the Commissioner
of the APQA or the President of the NIFS.

2-2. Changes in the contracted manufacturing and sales business: submit the
notification form in Annex Form No.19 along with a certificate of registration
of a contracted manufacture-sales business to the Commissioner of the APQA
or the President of the NIFS.
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3. Changes in the approval/registration of manufactured products or imported
products: submit the application (notification) form in Annex Form No.20 along
with documents in Paragraph @ 2 to the Commissioner of the APQA, the President
of the NIFS, or the Chairman of the Korea Animal Health Products Association.

4. Changes in the veterinary drugs wholesalers or import business, repair business,
sales business and rental business for veterinary drugs: submit the application
(notification) form in Annex Form No.21 along with documents in Paragraph @
3 to the Commissioner of the APQA, the President of the NIFS, or the mayor,
governor, or head of the district.

@ Documents to be attached to the application or notification form under Paragraph
@ shall be as follows: (Amended on 11/7/2000, 8/16/2006, 5/19/2008, 1/4/2013)

1. When moving or changing manufacturing facilities of veterinary drugs, etc.

a. Documents and facility statements indicating the structure and facilities of the
changed manufacturing facility
b. Deleted. <9/20/2011)
2. When changing the matters of approval or registration of manufactured or imported
veterinary drugs

a. Documents required for the review of changes and a letter of reasons for changes

b. Deleted. <9/20/2011)

3. For other changes to the approval, registration or notifications

a. When transferring a building or changing the structure or facilities of a building,
documents showing the structure and facilities of the transferred or changed building
and the layout (except for repairers, sellers or renters of veterinary medical devices)
b. If the representative is changed, the medical certificate from a doctor certifying
that the changed representative does not fall under Article 5 @ and ® of the
Act or Article 6 ® 1 and 3 of the Medical Device Act (except for repairers, sellers
or renters of veterinary medical devices) and documents certifying the changes

c. Deleted. €9/20/2011)
® When approving changes to the matters approved or registered or registering the
changes, or when in receipt of notification of changes in the registered matters, the
Commissioner of the APQA, the President of the NIFS, or the mayor, governor, or head
of the district shall record the changes in the register of approval, register of registration
or register of notification and reissue the certificate of approval, certificate of registration

or certificate of notification. <{Amended on 11/7/2000, 6/15/2011, 1/4/2013, 3/24/2013)
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@ When changing the production manager, safety control manager, or import manager,
a person who has obtained an approval of a manufacturing business of veterinary drugs
or made registration of a manufacturing business or contracted manufacturing-sales
business of veterinary drugs, etc., and an importer of veterinary drugs, etc. (hereinafter
referred to as the “manufacturers of veterinary drugs”) shall submit the notification
form in Annex Form No.16 along with the following documents to the Commissioner
of the APQA or the President of the NIFS within 20 days from the date of changes.
(Amended on 11/7/2000, 5/19/2008, 6/15/2011, 9/20/2011, 3/24/2013, 10/5/2015)

1. Deleted. <9/20/2011)

2. A copy of the authorization pursuant to Article 12 ® (except when the pharmacist’'s
license can be verified through the joint use of administrative information pursuant
to Article 36 @ of the Electronic Government Act or when a copy of the pharmacist's
license is submitted)

3. Medical certificate from a doctor certifying that the changed person does not fall
under Article 5 @ and ® of the Act.

Article 24-2 (Establishment and2 Operation of Veterinary Pharmacists Review Committee)
@ In order to investigate and deliberate on the following matters related to veterinary
pharmacists, the Veterinary Pharmacists Review Committee (hereinafter referred to as
the “Committee”) shall exist as subsidiary to the Commissioner of the APQA and the
President of the NIFS respectively. (Amended on 3/3/2008, 6/15/2011, 9/20/2011, 3/24/2013)

1. Matters related to the standards, specifications, and classification of veterinary
drugs, etc.

2. Matters related to the investigation, research and evaluation of safety and efficacy
of veterinary drugs, etc.

3. Matters related to the technical guidance and education for safe use and risk of
veterinary drugs, etc.

4. Other matters added to the deliberation by the Minister of Agriculture, Food and
Rural Affairs, Minister of Oceans and Fisheries, the Commissioner of the APQA,

or the President of the NIFS.
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@ The committee shall consist of no more than 30 members, including one chairperson
and one vice chairperson. The chairperson shall be a member of the committee, and the
vice chairperson shall be a member appointed by the chairperson. The members shall be
appointed or commissioned by the Commissioner of the APQA or the President of the NIFS
among people who fall under the following: (Amended on 1/4/2013, 3/24/2013, 3/14/2018)

1. Public official related to veterinary pharmacists

2. A person recommended by the head of the veterinary pharmacist related organization

3. A person who has rich knowledge and experience in veterinary pharmacists.
® The term of office of the members shall be two years, and the term of office of
the member who is a public servant shall be the period of serving in the relevant position.
@ The chairperson shall represent the committee, oversee the committee's work, convene
the committee meetings, and become the chairman. However, if the chairperson cannot
perform his(her) duties for unavoidable reasons, the vice chairperson shall perform the duties.
® The chairperson shall convene a meeting without delay when there is a request by
the Minister of Agriculture, Food and Rural Affairs, the Minister of Oceans and Fisheries,
the Commissioner of the APQA, the President of the NIFS, or more than one-third of
the committee members. The committee meeting shall be held in the presence of more
than half of the registered members, and the decision shall be made by votes from more
than two-thirds of the attending members. {Amended on 3/3/2008, 6/15/2011, 3/24/2013)
(® When necessary, the committee may have a subcommittee and no more than five research
members. And except when the chairperson considers that the matters reviewed by a
subcommittee need to be reviewed again, it shall be considered that the decision is made
by the committee.
(D While there shall be one secretary in the committee, he/she shall be appointed by
the Commissioner of the APQA or the President of the NIFS among the affiliated civil
servants. And the secretary shall process the committee’s work by receiving orders from
the chairperson. (Amended on 6/15/2011, 3/24/2013)
The Commissioner of the APQA or the President of the NIFS may pay the allowance, travel
cost and other necessary expenses within the budget to the members who attend the meetings
of the committee and subcommittees, and the research expenses and other necessary expenses
to the research committee members. {Amended on 6/15/2011, 3/24/2013, 3/14/2018)
@ In addition to the matters stipulated in this Notice, matters related to the composition
and operation of the committee and subcommittees and the appointment of research
committee members, etc. shall be determined by the Commissioner of the APQA or
the President of the NIFS. (Amended on 6/15/2011, 3/24/2013)
[This Article is newly established on 8/16/2006.]
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Article 25 (Re-issuance of Certificate of License) 1) When manufacturers of veterinary drugs,
persons who have opened a veterinary pharmacy, persons who have received a license
for veterinary drugs wholesalers or importers of veterinary medical devices, and persons
who have filed a registration of repairing, sales and leasing business (hereinafter referred
to as the “person handling veterinary drugs, etc.”) have lost the certificate of license,
certificate of registration, certificate of notification or certificate of approval of products
or notification of products, or they have become worn out to be unusable, and desires
to request re-issuance, they shall submit the application in Annex Form No. 22 to the
Commissioner of the APQA, the President of the NIFS, the Chairman of the Korea Animal
Health Products Association, or the mayor, governor, or head of the district. (Amended
on 11/7/2000, 8/16/2006, 6/15/2011, 9/20/2011, 1/4/2013, 3/24/2013>

1. Deleted. <9/20/2011)

2. Deleted. <9/20/2011)
@ To renew the certificate of approval or certificate of registration of manufacturers
of veterinary drugs or persons handling veterinary drugs pursuant to Article 80 of the
Act or Article 49 of the Medical Device Act, the Commissioner of the APQA, the President
of the NIFS, the Chairman of the Korea Animal Health Products Association, or the
mayor, governor, or head of the district shall determine the subject and period of renewal
and notify the manufacturers of veterinary drugs or persons handling veterinary drugs,
etc. of them. (Amended on 11/7/2000, 8/16/2006, 6/15/2011, 1/4/2013, 3/24/2013)
@ If there is a notice or announcement pursuant to Paragraph @, the manufacturer
of veterinary drugs or a person handling veterinary drugs, etc. shall submit an application
form in Annex Form No. 22 to the Commissioner of the APQA or the President of the
NIES, the Chairman of the Korea Animal Health Products Association, the mayor,
governor, or head of the district within the renewal period. (Amended on 11/7/2000,
8/16/2006, 5/19/2008, 6/15/2011, 9/20/2011, 1/4/2013, 3/24/2013)
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Article 26 (Report of Production and Import Records of Veterinary Drugs) @O A person who
has obtained a license for veterinary drugs pursuant to Article 38 @ of the Act (including
when Article 42 ® of the Act is applied mutatis mutandis) and Article 13 @ (including
when Article 15 ® of the Same Act is applied mutatis mutandis), manufacturers of
veterinary quasi-drugs for animals, importers of veterinary drugs and quasi-drugs,
manufacturers of veterinary medical devices and importers of veterinary medical devices
shall report the annual production, import/export, and sales records to the Commissioner
of the APQA or the President of the NIFS through the Chairman of the Korea Animal
Health Products Association within fifteen (15) days of the end of each year, as determined
by the Commissioner of the APQA or the President of the NIFS. However, for veterinary
drugs (biologics) that require the national lot release pursuant to Article 28 (D or veterinary
antibiotics or antimicrobial agents, the monthly records of production, import and export,
and sales shall be submitted to the Commissioner of the APQA or the President of the
NIFS through the Chairman of the Korea Animal Health Products Association within
fifteen (15) days after the end of each half-year. (Amended on 5/19/2008, 6/15/2011, 1/4/2013,
3/24/2013, 3/14/2018)

@ A person who has obtained the license for veterinary drugs that are reported pursuant
to Paragraph @, a manufacturer of veterinary quasi-drugs, an importer of veterinary
drugs or quasi-drugs, a manufacturer of veterinary medical devices, and an importer
of veterinary medical devices shall keep documents relating to the production or import
records of veterinary drugs for two years. {(Amended on 3/14/2018)

[Amendment of the Entire Article 8/16/2006]

[Title amended on 3/14/2018]

Article 26-2 (Assessment of the Risk Level and Submission of the Recall Plan) @ When sellers
of veterinary drugs, persons who have opened a veterinary pharmacy, persons who
have opened a veterinary hospital, or sellers/repairers/renters of veterinary medical
devices find that the veterinary drugs being sold or handled have issues with safety
and efficacy pursuant to Article 39 @ of the Act or Article 31 @ of the Medical Device
Act (hereinafter referred to as the “veterinary drugs, etc. subject to recall”), they shall
immediately suspend the sales or handling of the pertinent veterinary drugs, etc. and
report them to the manufacturer, contracted manufacturer-seller, or importer of the

pertinent veterinary drugs, etc. {Amended on 1/4/2013, 10/5/2015)
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(@ When veterinary drugs manufactured or imported by the manufacturer, contracted
manufacturer-seller, or importer of veterinary drugs are suspected as the veterinary
drugs, etc. subject to recall, he/she shall evaluate the risk of the corresponding veterinary
drugs, etc. based on the following standards without delay. {(Amended on 1/4/2013, 3/24/2013,
10/5/2015)

1. Risk Level 1

a. If the use of veterinary drugs causes serious, incurable side effects or leads to
death.

b. When fatal ingredients are mixed.

c. If the labeling on veterinary drugs, etc. is done incorrectly so that it can affect
life.

2. Risk Level 2

a. If the use of veterinary drugs. causes side effects that are temporary or can be
completely cured in a veterinary manner.

b. If the quality standards prescribed and notified by the Commissioner of the APQA
or the President of the NIFS are not met, or the situation is non-deadly such
as containing excess amount of active ingredients.

3. Risk Level 3

If the use of veterinary drugs rarely causes side effects, but there is a problem with

safety and efficacy due to the deterioration of color or taste or deformation of the

packing material.
(® Manufacturers, contracted manufacturer-sellers, or importers shall take necessary
measures for veterinary drugs falling under Paragraph 2 such as immediate suspension
of sales, etc. And they shall submit the recall plan in Annex Form No. 23-2 to the
Commissioner of the APQA or the President of the NIFS within five days from the date
of becoming aware of the issues about the safety and efficacy if the risk level is 1
pursuant to Paragraph @ 1 and within 15 days if the risk level is 2 or 3 pursuant to
Paragraph @ 2 or 3. In this case, manufacturers, contracted manufacturer-sellers, or
importers of veterinary drugs, etc. may submit the recall plan using the computer program
determined by the Commissioner of the APQA or the President of the NIFS. {(Amended
on 9/20/2011, 3/24/2013, 10/5/2015)

@ When submitting the recall plan referred to in Paragraph ®), the following documents
shall be attached:
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1. Records such as a copy of the manufacture/import record of the corresponding
product and the quantity of sales, date of sales, etc. of each seller.

2. Notification of the recall plan to be notified pursuant to Article 26-3 ®.

3. Documents describing the reasons for recall.
(® When preparing a recall plan pursuant to Paragraph @), the manufacturers, contracted
manufacturer-sellers, or importers of veterinary drugs, etc. subject to recall shall set
the expected date of recall completion to be within 30 days from the recall start date.
However, if it is deemed that it is difficult to terminate the recall within 30 days, the
recall period may be set to exceed 30 days by specifying the reasons. <(Amended on
10/5/2015.)
® If the recall plan submitted pursuant to Paragraphs @ and @ is considered to be
insufficient, the Commissioner of the APQA or the President of the NIFS may instruct
the manufacturer, contracted manufacturer-seller, or importer of the pertinent veterinary
drugs, etc. subject to recall to supplement the recall plan. (Amended on 9/20/2011, 3/24/2013,
10/5/2015)
[This Article is newly established on 5/19/2008.]

Article 26-3 (Announcement of the Recall Plan) (D When receiving the order for announcement
pursuant to Article 72 @ of the Act or Article 34 @ of the Medical Device Act, the
manufacturers, the contracted manufacturer-sellers, and the importers of veterinary
drugs, etc. subject to recall shall make announcement according to the following standards.
(Amended on 9/20/2011, 1/4/2013, 3/24/2013, 10/5/2015)

1. Risk Level 1: Announcement on veterinary, livestock and fisheries magazines or
equivalent media.
2. Risk Levels 2 & 3: Announcement on the company’s own homepage or equivalent
media.
@ The Commissioner of the APQA or the President of the NIFS may place the name
of the manufacturer/importer of the veterinary drugs, etc. subject to recall, the product
name, the lot number, the date of manufacture, the use-by date or the expiration date
and the reasons for recall on the homepage pursuant to Paragraph @. (Amended on
9/20/2011, 3/24/2013)
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® The manufacturers, the contracted manufacturer-sellers, or the importers of veterinary
drugs, etc. subject to recall shall notify the sellers handling veterinary drugs, etc. subject
to recall, persons who have opened a veterinary pharmacy, persons who have opened
a veterinary hospital, and sellers/repairers/renters of veterinary medical devices
(hereinafter referred to as the “persons handling veterinary drugs, etc. subject to recall”)
of a recall plan through visits, mail, phone call, telegram, e-mail, and others, and
announcement on the press media. and shall keep materials that can prove the notification
for two years from the recall completion date. (Amended on 1/4/2013, 10/5/2015)

@ A person handling veterinary drugs, etc. subject to recall who has received the recall
plan pursuant to Paragraph ® shall return veterinary drugs, etc. subject to recall, prepare
the verification of recall in Annex Form No. 23-3, and send it to the manufacturer,
the contracted manufacturer-seller, or the importer of veterinary drugs, etc. subject
to recall. (Amended on 10/5/2015.)

(% The Commissioner of the APQA or the President of the NIFS may recommend that
a computer program providing information, etc. about veterinary drugs, etc. subject
to recall be constructed and operated and recommend the person(s) handling veterinary
drugs, etc. subject to recall to install it. (Amended on 9/20/2011, 3/24/2013)

[This Article is newly established on 5/19/2008.]

Article 26-4 (Disposal of Recall Products) (D The manufacturers, the contracted manufacturer-seller,

or the importers of veterinary drugs, etc. subject to recall shall dispose of recalled or returned
products or take measures to prevent other hazards and prepare an evaluation report in
Annex Form No. 23-4. {Amended on 10/5/2015.)
@ When conducting disposal pursuant to Paragraph @, the manufacturer, the contracted
manufacturer-seller, or the importer of veterinary drugs, etc. subject to recall shall submit
the disposal request form in Annex Form 23-7 to the mayor/governor within the jurisdiction,
conduct disposal according to the environmental laws and regulations in the presence of
the relevant civil servants of corresponding cities/provinces, prepare confirmation of disposal
in Annex Form 23-5 and keep it for two years. {(Amended on 9/20/2011, 1/4/2013, 10/5/2015)
@ When the manufacturer, the contracted manufacturer-seller, or the importer of
veterinary drugs, etc. subject to recall has completed the recall, he/she shall attach
the following documents to the recall completion notification in Annex Form 23-6 and
submit to the Commissioner of the APQA or the President of the NIFS. {(Amended on
9/20/2011, 3/24/2013, 10/5/2015)
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1. A copy of the certificate of recall in Annex Form 23-3.

2. A copy of the evaluation report in Annex Form 23-3.

3. A copy of the disposal confirmation in Annex Form No.5 in Annex 23.

@ Upon receiving the notification of recall completion, the Commissioner of the APQA
or the President of the NIFS shall take measures prescribed by the following. (Amended
on 9/20/2011, 3/24/2013, 10/5/2015)

1. If it is considered that the recall of veterinary drugs, etc. subject to recall was
conducted properly based on the recall plan, confirm that the recall has completed
and notify the manufacturer, the contracted manufacturer-seller, or the importer
of the relevant product in writing.

2. If it is judged that the recall has not been conducted effectively, order the
manufacturer, the contracted manufacturer-seller, or the importer to take further
measures necessary for recall.

(5 When the disposal under Paragraph @ is completed, the mayor/governor shall notify
the Commissioner of the APQA or the President of the NIFS of this fact. (Newly established
on 1/4/2013, 3/24/2013)

[This Article is newly established on 5/19/2008.]

Article 26-5 (Report of Closure of Business) (O When a person who has opened a veterinary
pharmacy, veterinary drugs wholesalers, manufacturers and importers of veterinary drugs,
etc., and the repair business, sellers, and leasing companies of veterinary medical devices
intends to report the closure of business, suspension of business, or resumption of business
vendors, pursuant to Articles 22 and 40 of the Act (including when Article 42 ® of
the Act is applied mutatis mutandis) and Article 14 of the Medical Devices Act (including
when Articles 15 ®, 16 @ and 17 ® of the Act are applied mutatis mutandis), he/she
shall submit the report of closure of business in Form 23 (including an electronic form
of report) attached with a certificate of registration of veterinary pharmacy, certificate
of approval or certificate of report (including the certificate of approval or certificate
of report of all products when reporting the closure of business) to the Commissioner

of the APQA, the President of the NIFS, or the mayor/county governors/head.
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@ If a person who intends to report closure of business pursuant to paragraph @ intends
to report closure of business pursuant to Article 8 ® of the Value-Added Tax Act at
the same time, he/she shall submit the report of closure of business pursuant to paragraph
(D with the report of closure of business in Form 9 of the Enforcement Rules of the
Value-Added Tax Act together, or submit the report of integrated report of closure
of business pursuant to Article 12 of the Enforcement Decree of the Civil Petitions
Treatment Act. In this case, the mayor/county governors shall immediately send (including
the submission through an information network. The same shall apply hereinafter in
this Article.) the report of closure of business or the integrated report of closure of
business to the superintendent of the tax office within the jurisdiction without delay.
® When the superintendent of the tax office within the jurisdiction receives a report
of closure of business and sends it to the mayor/county governors/head pursuant to
paragraph 1 of Article 13 ® of the Enforcement Decree of the Value-Added Tax Act,
it shall be considered that the report of closure of business has been submitted.
@ If the manufacturer, importer, or contracted manufacturer and seller of veterinary
drugs or veterinary quasi-drugs has abolished the production manager, the import
manager or the safety control manager, he/she shall submit a report of abolishment
of production manager, import manager or safety control manager in Annex 23-8
(including an electronic form of report) attached with a certificate of approval or a
certificate of report to the Commissioner of the APQA or the President of the NIFS.
(5 When the Commissioner of the APQA, the President of the NIFS, or the mayor/county
governors/head has received a report pursuant to paragraphs @ and @), he/she shall
write the reported matters in each of the corresponding register and the certificate
of approval or the certificate of report.

® Where information on the attached documents under paragraphs @ and @ can be
verified through the shared use of administrative information under Article 36 @ of
the Electronic Government Act, the verification can be replaced with the attached
documents.

[This Article is newly established on 3/14/2018.]
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CHAPTER 4 National Lot Release of Veterinary Drugs <Amended on 1/4/2013)

Article 27 (Designation of National Lot Release Agency) The Minister of Agriculture, Food
and Rural Affairs or the Minister of Oceans and Fisheries shall designate the Animal
and Plant Quarantine Agency or the National Institute of Fisheries Science as the national
lot release agency for veterinary drugs (hereinafter referred to as the “lot release agency’)
pursuant to Article 53 0. However, if it is deemed necessary for the smooth implementation
of the national lot release (hereinafter referred to as the “national lot release”), the
other lot release agency may be designated from among other testing agencies. (Amended
on 3/24/2013, 3/14/2018)

[Amendment of the Entire Article 1/4/2013]
[Title amended on 3/14/2018]

Article 28 (Scope of Veterinary Drugs Subject to the Lot Release) @ The scope of veterinary
drugs subject to the national lot release pursuant to Article 53 @ of the Act shall be biological
products. However, products that are designated and notified by the Commissioner of
the APQA or the President of the NIFS as being unable to assign lot numbers or for which
it is difficult to approve the lot release shall be excluded. (Amended on 3/24/2013)

@ Notwithstanding Paragraph @), veterinary drugs which are biological products for
which lot release is waived shall be as follows. In this case, however, the Commissioner
of the APQA or the President of the NIFS may conduct the lot release if requested
by the manufacturer of veterinary drugs. (Amended on 3/24/2013, 3/14/2018)

1. Veterinary drugs for export.

2. Products designated and notified by the Commissioner of the APQA or the President

of the NIFS for which lot release is waived.

[Amendment of the Entire Article 1/4/2013]
[Title amended on 3/14/2018]

Article 29 (Application for Lot Release) A person who wishes to obtain an approval from
the lot release pursuant to Article 53 (D of the Act shall submit a lot release application
in Annex 24 along with a self-test report form prescribed in Annex 25 and reference
materials for each veterinary drug with the same lot number and submit to the lot
release agency under Article 27.

[Amendment of the Entire Article 1/4/2013]
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Article 30 (Storage of Products for Lot Release) @O A person who wishes to apply for the
lot release shall store the veterinary drugs in the lot release product storage before
submitting the lot release application pursuant to Article 29.

@ The storage method under Paragraph @ shall be determined and announced by the
Commissioner of the APQA or the President of the NIFS. (Amended on 3/24/2013)
[Amendment of the Entire Article 1/4/2013]

Article 31 (Collection of Samples) (O When there is an application for lot release pursuant
to Article 29, the head of the lot release agency shall have the affiliated public official
or an animal pharmacist inspector collect samples necessary for testing among veterinary
drugs for which the lot release has to be made and seal all of the veterinary drugs
corresponding to the quantity that is requested for lot release.

@ The affiliated civil servant or animal pharmacist inspector who has collected samples
pursuant to Paragraph @ shall put the collected samples in a suitable container, seal
it, and label the container with the name of the manufacturing plant, product name,
lot number, date of manufacture and the amount collected.

® Sampling amount, methods of sampling, and other necessary details pursuant to
Paragraph @ shall be determined and announced by the Commissioner of the APQA
or the President of the NIFS. {Amended on 3/24/2013)

[Amendment of the Entire Article 1/4/2013]

Article 32 (Standards of Lot Release) (D If there is an application for lot release pursuant
to Article 29, the head of the lot release agency shall conduct testing and authorize
lot release according to the standards prescribed and notified by the Commissioner
of the APQA or the President of the NIFS. {(Amended on 3/24/2013)

@ After reviewing the self-test report submitted by the applicant for lot release, if it
is necessary to omit a part of the test for smooth lot release or if it is deemed necessary
for emergency disease control, the head of the lot release agency may conduct testing
by designating only the necessary items among the standards under Paragraph Q.
@ If the applicant for lot release is equipped with laboratory animals, breeding facility,
and testing personnel that are judged to be suitable for the testing, the head of the
lot release agency may conduct testing of the entire or part of the testing items jointly
with the pertinent manufacturer and authorize the lot release.

[Amendment of the Entire Article 1/4/2013]
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Article 33 (Lot Release of Biological Products) (1 For biological products, lot release may be
approved after the Commissioner of the APQA or the President of the NIFS designates
a an animal rearing facility other than the lot release agency which is proper for conducting
the testing as a national testing premise (hereinafter referred to as the “testing premise”)
and conducts testing. In this case, the Commissioner of the APQA or the President of the
NIES shall specify and announce necessary details such as the location and facility standards
of the testing premise, management of laboratory animals, etc. {(Amended on 3/24/2013)
@ If a person who has the facility that meets the criteria of the testing premise under
Paragraph O intends to receive designation of a testing premise for self-testing, he/she
shall submit the application form in Annex 26 along with the following documents to
the Commissioner of the APQA or the President of the NIFS. (Amended on 3/24/2013)

1. Location and layout of facilities of testing premises.

2. Lease agreement (applicable only when verification cannot be made through a

land register or forest land register).

3. Operation plan such as the laboratory animal supply plan, etc. in the testing premise.
(® When submitting an application form under Paragraph @), the officer in charge shall
confirm the land register or the forest land register through the joint use of administrative
information pursuant to Article 36 @ of the Electronic Government Act.

@ When there is an application pursuant to paragraph @), the Commissioner of the
APQA or the President of the NIFS shall issue the designation form in Annex 27 if it
is acknowledged to be suitable for the standards in the latter part of Paragraph @ after
verifying the actual location. (Amended on 3/24/2013)

[Amendment of the Entire Article 1/4/2013]

Article 34 (Notification of Lot Release) @ When the head of the lot release agency has
decided to authorize lot release, he/she shall notify the applicant with the lot release
result form in Annex Form No. 25-2 without delay.

(2 Matters related to the labeling methods for which the lot is released from the national
lot release of veterinary drugs shall be prescribed and announced by the Commissioner
of the APQA or the President of the NIFS.

® A person who has been notified of the lot release results pursuant to paragraph
(D may open the seal of veterinary drugs which has been sealed pursuant to Article
31 @. (Newly established on 3/14/2018)

[Amendment of the Entire Article 1/4/2013]

[Title amended on 3/14/2018]
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Article 35 (Disposal of the Products Unauthorized from Lot Release) (D In regard to products
that have not been authorized from the testing by the lot release agency, if the applicant
who applied for lot release fails to reapply pursuant to Article 36 @, the head of the
lot release agency shall order measures for disposal or return (only applies to imported
products).

@ Disposal of unauthorized products under Paragraph @ shall be done by incineration,
burial or autoclaving, etc., taking into account the characteristics of the pertinent product.
@ When disposing of a product which has not been approved from the lot release
pursuant to paragraph @, it shall be incinerated, buried or sterilized under high pressure
in consideration of the nature and condition of the corresponding product or shall
be treated in methods determined and notified by the Commissioner of the APQA or
the President of the NIFS. (Amended on 3/14/2018)

[Amendment of the Entire Article 1/4/2013]

[Title amended on 3/14/2018]

Article 36 (Reapplication for Lot Release) @ If a person who has applied for lot release
has objected to the lot release result under Article 34 (D and desires to receive re-testing,
he/she may apply for a re-test by submitting a reapplication form for lot release in
Annex Form No. 24 along with a letter of explanations to the head of the lot release
agency that has notified the lot release result within 14 days from the date of notification
of the lot release result.

@ A person who re-applies for lot release may ask the head of the relevant lot release
agency to allow him/her to attend the testing if re-testing is carried out.

@ If re-testing is carried out, the head of the lot release agency shall notify the reapplicant
of the result without delay.

@ In regard to the products that have failed the re-test, the head of the lot release
agency shall order disposal measures or have them returned (only applies to imported
products) without delay pursuant to Article 71 of the Act.

[Amendment of the Entire Article 1/4/2013]
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Article 37 (Indication of Product Contents) () A person who intends to obtain an authorization

of lot release for biological products shall indicate the following items on the relevant

product.

1.

9.

S A AT O

Product Name

Date of manufacture

Lot number

Expiration date

Storage method

Whether or not the included pathogens are dead or alive

Characteristic about the appearance of biological products

If materials other than the biological product itself such as preservatives, etc. are
contained, names of its ingredients and the quantity

Dose, directions for use, and other precautions for use

@ The expiration date under Paragraph O 4 shall be calculated from the date of completion

of manufacture and shall be the expiration date determined when lot release was granted

pursuant to Article 31 @. However, if the head of the lot release agency considers that

it is necessary to shorten the expiration date, the expiration date may be shortened.

[Amendment of the Entire Article 1/4/2013]

Article 38 (Health Examinations of Laboratory Animals) A person who wants to be tested

for biological products shall always carefully observe the conditions of animals being

reared for self-testing and carry out health examinations every day from the date of

beginning a self-test to the date of finishing the self-test.
[Amendment of the Entire Article 1/4/2013]
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Article 39 (Disposal of Laboratory Animals, Etc.) @ In order to incinerate animals (including
animal carcasses. The same shall apply hereinafter.) or materials used for the self-test
or lot release, manufacturers of lot released veterinary drugs or the head of the lot
release agency shall dispose of them properly according to the standards and methods
for medical waste among designated waste products in Subparagraph 5 in Annex 5
of the Enforcement Rules of the Wastes Control Act. To conduct burial, it should be
processed within the pertinent manufacturing premise or organization pursuant to the
regulations of Articles 22 and 23 of the Act on the Prevention of Contagious Animal
Diseases. However, when it is deemed that the animals used for the self-test or lot
release are not likely to transmit infectious diseases, the corresponding animals may
be heat-treated and used as ingredients of feed for animals or fertilizers, or industrial
raw materials pursuant to Article 8 of the Enforcement Decree of the Act on the Act
on the Prevention of Contagious Animal Diseases.

@ If the methods for disposal of animals or products under Paragraph (O are prescribed
by other laws and regulations, those regulations shall be followed.

[Amendment of the Entire Article 1/4/2013]

Article 40 (Containers and Sealing Methods for Products Authorized from the National Lot
Release) The final container of the biological product shall be suitable for maintaining
the appearance of the product, and the container shall be sealed so that the biological
product would not be deteriorated, corrupted or degraded in quality.

[Amendment of the Entire Article 1/4/2013]

Article 41 (Fees and Laboratory Animals for Lot Release) (O A person who applies for lot
release shall pay a fee when applying for the lot release (except for reapplication) and
also provide laboratory animals required for the test.

@ The fees under Paragraph O shall be paid by cash, electronic communication network
through methods such as electronic money, electronic payment, etc. for the amount
determined and notified by the Commissioner of the APQA or the President of the
NIFS. {(Amended on 3/24/2013)

® Details concerning the submission of laboratory animals under Paragraph @ shall
be determined by the head of the lot release agency within the scope of criteria set
forth in Article 32 @.

[Amendment of the Entire Article 1/4/2013]
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Chapter 5 Handling and Quality Control of Veterinary Drugs

Article 42 (Labeling of Veterinary Drugs, Etc.) @ In containers, packages and attached
documents of veterinary drugs, etc. (limited to cases where there are attached documents.
The same shall apply hereinafter.), veterinary drugs shall be labeled as “veterinary drugs,”
veterinary quasi-drugs as ‘veterinary quasi-drugs,” and veterinary medical devices as
“veterinary quasi-drugs’ respectively so that they can be distinguished from other letters.
However, among veterinary drugs, veterinary drugs for beekeeping, silking, fisheries
and pets shall be labeled as “veterinary drugs for beekeeping,” “veterinary drugs for
silking,” “veterinary drugs for fisheries” and “veterinary drugs for pets’ respectively.
And veterinary drugs subject to prescription shall be separately labeled as veterinary
drugs subject to prescription. <{Amended on 11/7/2000, 8/16/2006, 3/24/2013, 3/14/2018)
The prescription animal medicines are to be labeled as prescription animal medicines.
@ Items to be stated in containers, package and attached documents of veterinary drugs,
etc. pursuant to Article 56, Subparagraph 10; Article 58, Subparagraph 4; and Article
65, Subparagraph 8 shall be as follows: However, if the items in Subparagraph 4 are
stated in containers or packages, the description may be omitted in the attached
documents. (Amended on 5/19/2008, 1/4/2013, 3/14/2018)

1. Storage method, withdrawal period, contraindications, precautions for use, side
effects, etc. determined at the time of approval of products.

2. Separate labeling of products under paragraph @

3. Deleted. <3/14/2018)

4. If all manufacturing processes are contracted, or if all processes except weighing
of raw materials and packing are contracted, indicate name and address of the
manufacturer (the indication method shall be such that contractor shall be “requestor
of the manufacture,” and the contractee shall be “manufacturer.”).

5. Indications and usage.
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® Following items shall be stated in the documents attached to veterinary medical devices
pursuant to Article 22 @ 4 of the Medical Device Act. (Newly established on 5/19/2008,
1/4/2013)

1.
2.

AN

Items in Subparagraphs 1 through 3 and 5 of Article 20 the Medical Devices Act
Labeling for “veterinary medical device”

Product’s purpose of use

Storage methods

Labeling for “disposable” if the product is disposable

If manufactured by contracting all manufacturing processes, indicate name and
address of the manufacturer or importer (the indication method shall be such that
the contractor shall be “requestor of the manufacture,” and the contractee shall
be “manufacturer.” For overseas cases, indicate name of the country and name
of the company).

When packing in groups of individual products, indicate the model name and the
name of the manufacturer on the minimum packing unit.

For medical devices that are reusable after sterilization, information about proper
procedures for reuse, including cleaning, disinfection, packaging, re-sterilization
methods, and restrictions on the number of reuses

In the case of veterinary medical devices that release radiation for therapeutic
purposes, matters related to the characteristics, type, strength, dispersion, etc. of

the radiation

10. Other matters related to the technical information such as characteristics, etc.

of medical devices

@ In cases where items in Paragraph ® 1 through 7 are stated on the container, exterior,

or package, they may be omitted in the attached document. {Newly established on 5/19/2008)
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Article 43 (Precautions for Description) () Matters stated in Article 42 @ 1 shall be clearly

marked so that they can be distinguished from other texts, designs, etc. shown in the

container, package or attached documents of pertinent veterinary drugs. (Amended on
5/19/2008)

(2 Matters pursuant to Articles 56, 58 and 65 of the Act or Articles 20 through 22 of
the Medical Device Act, and Article 42 @ through ® of this Notice shall be written

in Korean or mixed with Chinese characters. However, in the case of veterinary drugs

for export, other characters may be used. Amended on 8/16//2006, 5/19/2008, 1/4/2013)

@ Precautions taken when indicating information on the container, package, or attached

document of veterinary drugs pursuant to Article 23 of the Medical Device Act shall

be as follows: (Amended on 8/16/2006, 5/19/2008, 6/15//2011, 1/4/2013, 3/24/2013)

1.

The location of the manufacturer or importer may only include the name of the
city or province, but the address shall be specified on the container, package or

attached documents.

. The quantity of the contents shall state the amount that does not include the weight

of the container or package itself.

. The characteristics of the product shall be sufficiently objective within the permitted

scope.

Indicate the specifications of active ingredients.

5. Do not list the pharmacological effects that give impression that the efficacy or

effect is false or exaggerated.
For composite drugs, do not list the efficacy, effects, and related diseases for each
ingredient. To express the effect, it should be based on the objective evidentiary

material.

7. Precautions for use shall be stated clearly so that they are easy to understand.

8. Exceptional data, etc. shall not be expressed as if it is a general fact.

9. When explaining or quoting animal experimental data, specify the type of laboratory

animals, etc., and do not express the result of the experiment as if it guarantees
the safety, efficacy, etc. with regard to the animals or humans. However, this shall
not apply when the Commissioner of the APQA or the President of the NIFS

acknowledges the result of the experiment.

10. When stating comparative data against other veterinary drugs, it should be based

on objective evidence. And the veterinary drugs subject to comparison shall use

generic names of the active ingredients.
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@ If the area of a container or package of veterinary drugs is narrow or if it's unavoidable,
matters to be stated pursuant to Article 20 of the Medical Device Act except the items
listed below may be omitted. (Amended on 11/7/2000, 8/16/2006, 5/19/2008, 1/4/2013,
3/14/2018)
1. Product name
1-2. Trademark (including the use of abbreviations) and addresses of manufacturers
or importers
Lot number, expiration date or use-by date
Weight or dose
Deleted. <11/7/2000)

RARE I S

Storage method, withdrawal period, contraindications, precautions for use and side
effects determined at the time of approval of the product. However, if
contraindications, precautions, and side effects are described in the attached

document, it may be omitted in the containers or package of veterinary drugs, etc.

Article 43-2 (Sealing) Sealing of the containers or packages of veterinary drugs under Article
63 of the Act shall be such that containers or packages cannot be opened without breaking
it and shall not be easily restored to its original shape after being opened.

[This Article is newly established on 10/5/2015.]
[Enforcement Date: 9/15/2019 ] Article 43-2
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Article 44 (Scope of Advertisement of Veterinary Drugs, Etc.) @ The media or means of
advertisement of veterinary drugs and quasi-drugs pursuant to Article 68 ® of the Act
shall be as follows:

1. Newspapers, broadcasts or magazines

Fliers, brochures, samples or admission tickets

Internet or computer communication

Posters, signboards, neon signs, ad balloons, or electronic signboards

Videos, music records, books, publications, movies or plays

Ads via visits or demonstrations

N W

Containers and packages for their veterinary drugs and quasi-drugs, or containers
or packages of other products (except for labeling or matter to be stated pursuant
to Articles 56 through 61, 65 and 66 of the Act)

8. Other media or means similar to those of Subparagraphs 1 through 7.
(2 Matters to be complied with when advertising veterinary drugs, etc. pursuant to Article
68 ® of the Act or Article 24 3 of the Medical Device Act shall be as shown in Annex
7. {Amended on 1/4/2013)
@ An organization under Article 25 @ of the Medical Device Act shall be a corporation
or an association designated and announced by the Commissioner of the APQA among
corporations or associations related to veterinary medical devices that are approved
for incorporation by the Minister of Agriculture, Food and Rural Affairs pursuant to
Article 25 @ of the Medical Device Act, Article 32 of the Civil Act, or Article 32 of
the Small and Medium Enterprise Cooperatives Act. Amended on 6/15//2011, 1/4/2013,
3/24/2013)
[Amendment of the Entire Article 5/19/2008]

Article 45 (Official Compendium and Standard Documents of Veterinary Drugs) The Commissioner
of the APQA or the President of the NIFS may prescribe and notify the specifications
and other necessary standards of veterinary drugs (hereinafter referred to as the “official
compendium and standard documents of veterinary drugs, etc.”) pursuant to Article 52
of the Act or Article 19 of the Medical Devices Act. {Amended on 5/19/2008, 6/15/2011,
1/4/2013, 3/24/2013)

[Amendment of the Entire Article 8/16/20006]
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Article 46 (Standards for Safe Use of Veterinary Drugs) If it is considered necessary to prevent
public health hazards resulting from the use of veterinary drugs, the Commissioner
of the APQA or the President of the NIFS may prescribe and notify the standards for
safe use of veterinary drugs with regard to the following items pursuant to Article 85
@ of the Act. {(Amended on 11/7/2000, 5/19/2008, 6/15/2011, 3/24/2013)

1. For veterinary drugs that are added during the manufacture of formula feed, the
animals subject to its use, the amount added, the relevant formula feed, etc.
2. Animals subject to their use, directions for use, dose, prohibition period, etc. to

prevent misuse and abuse of veterinary drugs.

Article 47 Deleted. <8/16/2006)

Chapter 6 Supplementary Rules

Article 48 Deleted. <11/7/2000)

Article 49 (Return of Certificate of License) ) The manufacturers of veterinary drugs, etc.

or person(s) handling veterinary drugs, etc., in receipt of measures for revocation of
license/revocation of registration, or measures for closure of the manufacturing plant
or measures for suspension of business pursuant to Article 76 of the Act or Article
36 of the Medical Device Act, shall return the certificate of license/certificate of
registration or certificate of notification to the Commissioner of the APQA, the President
of the NIFS, the Chairman of the Korea Animal Health Products Association, or the
mayor, governor, or head of the district within 10 days from receiving the measures.
{Amended on 11/7/2000, 8/16/2006, 6/15/2011, 1/4/2013, 3/24/2013)
(2 When the person in receipt of suspension of business pursuant to Paragraph @ has
returned the certificate of license, certificate of registration, or certificate of notification,
the Commissioner of the APQA, the President of the NIFS, the Chairman of the Korea
Animal Health Products Association, or the mayor, governor, or head of the district shall
record the main points of the disposition on the back of the corresponding certificate
of license, certificate of registration, or certificate of notification and return them when
the period disposition expires. {Amended on 11/7/2000, 8/16/2006, 6/15/2011, 1/4/2013, 3/24/2013)
[Title amended on 11/7/2000]

_65_



-G™E o Korean Laws and Guidelines on Veterinary Drug regulation

i
ofn
1Ho
10
o
o2
Ton
ror

|

[BOR(SSAMZAIY) OH #A78% T 87174, A40ze whe FEoAg 9 &

ERIVIARCIS FROPHIAIZE e & AR, Sk, A2y

1375 mE T 2ETRAF S} B BEOPAL] Bt 443t Feo] 9

ik I

>~

= Aol dEth. I 2006. 8. 16., 2008. 3. 3., 2008. 5. 19., 2011. 9. 20., 2013. 1. 4,
2013. 3. 24
@ EHAIYY A= o ZF 29F Zo). (B 2006. 8. 16., 2008. 3. 3., 2011. 9. 20.,
2013. 1. 4., 2013. 3. 24., 2018. 3. 14.)
AYER Ee A 4250 SERARIAIY: U2 ZF 59] A& oigt, A2 B
it Hasittal QIEshs wole 4% SEARIAIYS R Stojw =
Ty, = AL EE80oRES Biske s Y- AT Y Be 5E8Y
=271719] AR} A A disto] SFARIAIE SHAl & 4= Utk
7F FEEYNES ARAAS 2 5=E&E71719 ARt iRt QFANEEH) A
L. 3E8Y%ES AAAIZIHY] A4 F TR gt ofAF ZHA
ot F=8YFESY A - A
2. A EAAR B A2 e AT 50| FEARIAIY: B
T, 5E AR 5E8EE wliote sEH Y AN
7194 T AA; = ARl tieh SFARAL il Al XA 9 A2 B ?Zé%*—:
ETJP = H’Jr‘é‘}%l_%-‘ﬂ AA] 7} U Holls &% =AYl FE89%Ee
Q Az
3. A (2013. 1. 4.)

)
1&
g
FO
Kt
fu
N
N
I
.l
i)
)
_|>~_l‘
)
i)
-
K
(o]
=
S
>
i
—0\1'4
X
e
1
30,
T

_66_



Article 50 (Animal Pharmacist Watchdog) @ For veterinary pharmacist observers and
inspectors for veterinary medical devices pursuant to Article 78 of the Act or Article
40 of the Medical Device Act (hereinafter referred to as the “veterinary pharmacist
observer”), the Commissioner of the APQA, the President of the NIFS, mayors/provincial
governors, or the mayor, governor, or head of the district shall appoint among affiliated
public officials a veterinarian, a pharmacist, or a person with knowledge and experience
in veterinary pharmacist. {Amended on 8/16/2006, 3/3/2008, 5/19/2008, 9/20/2011, 1/4/2013,
3/24/2013)

@ The scope of the work of the veterinary pharmacist observer shall be as follows:
(Amended on 8/16/2006, 3/3/2008, 9/20/2011, 1/4/2013, 3/24/2013, 3/14/2018)

1. Veterinary pharmacist observers affiliated with the APQA or the NIFS: Following
duties. However, if it is considered necessary by the Commissioner of the APQA
or the President of the NIFS, he/she may have the affiliated veterinary pharmacist
observer carry out pharmacists’ surveillance over veterinary drugs wholesalers, a
person who has opened a veterinary pharmacy, veterinary hospitals or the fisheries
disease management center selling veterinary drugs, and sales or leasing business
for veterinary medical devices.

a. Pharmacists’ surveillance over the manufacturers, etc. of veterinary drugs, etc.
and the repairers, etc. of veterinary medical devices.

b. Pharmacists’ surveillance over the place of work for testing organizations of
veterinary drugs, etc. and related persons.

c. Collection and testing of veterinary drugs.

2. Veterinary pharmacist observers affiliated with the mayors/provincial governors
and mayor, governor, or head of the district: Pharmacists’ surveillance over
veterinary drugs wholesalers, a person who has opened a veterinary pharmacy,
veterinary hospitals or the fisheries disease management center selling veterinary
drugs, and sales or leasing business for veterinary medical devices within the
jurisdiction. However, if there are instructions from the Commissioner of the APQA
or the President of the NIFS, the mayors/provincial governors and mayor, governor,
or head of the district may have the affiliated veterinary pharmacist observers
conduct pharmacists’ surveillance over the manufacturers, etc. of veterinary drugs

and the repairers, etc. veterinary medical devices.
3. Deleted. <1/4/2013)
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® The manufacturers of veterinary drugs, etc. or a person handling veterinary drugs,
etc. shall dispose of veterinary drugs, etc. of which the expiration date has passed,
that have deteriorated or been damaged, or that have been disapproved of lot release
by incineration, burial, or high-pressure sterilization, etc. based on the results of the
surveillance of the veterinary pharmacist observers. (Amended on 1/4/2013)

@ The mark indicating the identity of the veterinary pharmacist observer under Paragraph

(D shall be as shown in Annex Form No. 28. {Amended on 8/16/2006.)
Article 51 Deleted. <1/6/2015)

Article 51-2 (Recall/Disposal Order) @ Under Article 71 @ of the Act, if it is considered
that a risk to the public health or the animal health has occurred or is likely to occur
due to veterinary drugs, etc. (excluding veterinary medical devices), the Commissioner
of the APQA, President of the NIFS, mayors/provincial governors, or the mayor, governor,
or the head of the district shall assess the level of risk of veterinary drugs, etc. based
on the classification in each Subparagraph of Article 26-2 @ and order the manufacturer,
contracted manufacturer-seller or importer of veterinary drugs, etc. to recall, conduct
disposal or take other measures with methods that can prevent harm to the public
health based on the assessment result. In this case, Article 26-3 @ shall apply mutatis
mutandis to the method of promulgation under Article 72 @ of the Act. {Amended on
1/4/2013, 3/24/2013, 10/5/2015)

@ Under Article 34 @ of the Medical Device Act, if it is considered that the use of
veterinary medical devices is likely to cause a serious damage or deadly impact on
public health or animal health, the Commissioner of the APQA or the mayor, governor,
or the head of the district shall assess the risk level of veterinary drugs, etc. based
on the classification in each Subparagraph of Article 26-2 @ and order the person
handling veterinary medical devices to recall, conduct disposal or take other measures
with methods that can prevent harm to the public health based on the assessment result.
In this case, Article 26-3 (D shall apply mutatis mutandis to the method of promulgation
under Article 34 ® of the Medical Device Act. {(Amended on 1/4/2013, 3/24/2013)
[This Article is newly established on 5/19/2008.]
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Article 51-3 (Designation of Quality and Test Inspection Agency and Inspection Order) () The
Minister of Agriculture, Food and Rural Affairs or the Minister of Oceans and Fisheries
may separately prescribe matters related to the designation, etc. of inspection agencies
for quality inspection of veterinary drugs, etc. or test/inspection of safety and
performance. (Amended on 1/4/2013, 3/24/2013)

@ The Commissioner of the APQA or the President of the NIFS may order the
manufacturers, the contracted manufacturer-sellers, or the importers of veterinary drugs,
etc. to receive an inspection by the designated quality and test inspection agency pursuant
to Paragraph @ in regard to the quality, safety, performance, etc. of the veterinary
drugs, etc. {Newly established on 1/4/2013, 3/24/2013, 10/5/2015)

® When the Commissioner of the APQA or the President of the NIFS instructs the quality
and testing organizations designated pursuant to paragraph @ to conduct a pharmacist’s
surveillance pursuant to Article 50 @ 1, a quality inspection may be carried out on
the test items specified by the Commissioner of the APQA or the President of the NIFS.
(Newly established on 3/14/2018)

[This Article is newly established on 5/19/2008.]

[Title amended on 1/4/2013]

Article 52 (Standards of Administrative Disposition) ) The standards for administrative
disposition under Article 76 @ of the Act or Article 36 @ of the Medical Device Act
shall be as shown in Annex 3. {Amended on 8/16//2006, 5/19/2008, 1/4/2013)

@ If the facilities standards are insufficient in applying Article 81 D of the Act or Article
38 @ of the Medical Device Act, the Commissioner of the APQA, the President of the
NIFS, mayors/provincial governors or mayor, governor, or head of the district may not

impose fines. {(Amended on 11/7/2000, 8/16/2006, 6/15/2011, 1/4/2013, 3/24/2013)
Article 53 Deleted. (11/7/2000)

Article 54 (Procedures for Collecting Fines and Penalties) Enforcement Rules of the Management
of the National Funds Act shall apply mutatis mutandis to the procedures of collecting
fines under Article 81 of the Act or Article 33 of the Medical Device Act and penalties
under Article 98 of the Act or Article 47 of the Medical Device Act. In this case, the
notice of payment of the penalties shall state the methods, periods, etc. of making

an objection. (Amended on 8/16/2006, 5/19/2008)

Article 55 Deleted. <11/7/2000)
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Article 56 (Fees) D Fees for license, etc. under Article 82 of the Act or Article 50 of the
Medical Device Act shall be as shown in Annex 4. (Amended on 8/16//2006, 5/19/2008,
1/4/2013)

@ The fees under Paragraph @ shall be paid by cash, revenue stamp, or electronic
communication network through methods such as electronic money, electronic payment,
etc. by the amount determined by the Commissioner of the APQA or the President
of the NIFS. However, if the authority is delegated to the mayors/provincial governors
pursuant to Article 84 of the Act or Article 44 of the Medical Device Act, it shall be
paid by a revenue stamp or electronic communication network of the pertinent local
self-governing organization through methods such as electronic money, electronic

payment, etc. {Amended on 8/16/2006, 5/19/2008, 6/15//2011, 1/4/2013, 3/24/2013)

Article 57 (Request for Disposition) If disposition by the Commissioner of the APQA or
the President of the NIFS is deemed necessary for the manufacturers, etc. of veterinary
drugs within the jurisdiction pursuant to Article 76 of the Act or Article 36 of the Medical
Device Act, the mayors/provincial governors or mayor, governor, or head of the district
may request disposition to the Commissioner of the APQA or the President of the NIFS
by specifying the reasons. (Amended on 11/7/2000, 6/15/2011, 1/4/2013, 3/24/2013)
[Title amended on 11/7/2000]

Article 58 (Report of Matters of License and Registration) Mayors/provincial governors shall
frequently report matters related to license, registration, notification and modifications
of the parties handling veterinary drugs, etc. within the jurisdiction to the Minister of
Agriculture, Food and Rural Affairs or the Minister of Oceans and Fisheries. {Amended

on 11/7/2000, 3/3/2008, 3/24/2013)
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Article 58-2 (Succession of Status of the Manufacturers of Veterinary Drugs) @O A person
who intends to report succession of status of a person who has obtained a license for
manufacturers and importers of veterinary drugs, etc., contracted manufacturer-sellers
of veterinary drugs, repairers/sellers/renters of veterinary medical devices or a person
who has obtained a license of veterinary drugs wholesalers pursuant to the partial text
in each subparagraph of Article 89 ® and Article 47 of the Medical Devices Act shall
submit the notification of succession of status in Annex Form No. 31 (including the
electronic document) along with a certificate of license or certificate of registration
as well as the following documents (including electronic documents) to the Commissioner
of the APQA, the President of the NIFS, or the mayor, governor, or head of the district.
(Amended on 3/14/2018)

1. A copy of the document certifying the transfer (only applicable to the transferee)

2. Statement of the amount of the business capital used by the transferee (only
applicable to the transferor/transfer of veterinary drugs wholesalers)

3. Certificate of family relationship and documents certifying that he/she is the heir
under Article 15 @ 1 of the Act on the Registration, Etc. of Family Relationships
(only applicable to the cases of inheritance)

4. Documents which can prove that succession of status happened for other pertinent
reasons

5. Medical certificate from a doctor proving that the person who has succeeded the
status does not fall under the main text of Subparagraph 1 of Article 5 of the
Act, or a medical certificate from a doctor certifying that he/she falls under the
proviso to the same paragraph and a medical certificate from a doctor certifying
that he does not fall under Subparagraph 3 of the same Article.

@ The Commissioner of the APQA, the President of the NIFS, mayor, governor, or the
head of the district in receipt of the notification under Paragraph @ shall verify the
certificate of registration of corporations (corporations only) through the joint use of
administrative information pursuant to Article 36 @ of the Electronic Government Act.

[This Article is newly established on 12/31/2013.]
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Article 59 (Processing of Civil Complaints by Electronic Documents) (O For civil complainants,
etc. to be processed according to this Notice, the Commissioner of the APQA, the President
of the NIFS, mayor, governor, or the head of the district, and the Chairman of the
Korea Animal Health Products Association shall accept it when the complainant makes
a request, report or submission through an electronic document other than paper
documents. Amended on 6/15//2011, 1/4/2013, 3/24/2013)

@ After processing civil complains, etc. accepted through electronic documents pursuant
to Paragraph @, the Commissioner of the APQA; the President of the NIFS; mayor,
governor, or the head of the district; and the Chairman of the Korea Animal Health
Products Association shall notify the result of the processing by an electronic document.
However, if the complainant desires, or if there is a special reason, notification can
be made through a paper document. Amended on 6/15//2011, 1/4/2013, 3/24/2013)
[This Article is newly established on 8/16/2006.]

Article 60 (Electronic Processing of Various Registers) When electronically processing
preparation and management of registers that fall under each of the following in accordance
with the electronic information processing organization, the register files (meaning
magnetic disks and registers which record and store through similar methods) shall be
deemed as registers that correspond to the following: (Amended on 10/5/2015, 3/14/2018)

1. A register for veterinary pharmacies that have opened pursuant to Article 3 ®

2. A register for license of a manufacturing business or marketing authorization for
veterinary drugs, etc. pursuant to Article 11 @

3. A register for registration of a manufacturing business or marketing authorization
for veterinary drugs, etc. pursuant to Article 12 @

3-2. A register for notification of a contracted manufacture-sales business pursuant

to Article 11 @

4. A register for approval of a production manager for veterinary drugs, etc. pursuant
to Article 12 ®

5. A register for approval of an import manager for veterinary drugs, etc. pursuant
to Article 16-2 @

6. A register for approval of an import business for veterinary medical devices pursuant
to Article 19-2

7. A register for notification of a repair business for veterinary medical devices pursuant
to Article 22-2

[This Article is newly established on 8/16/2006.]
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Article

61 (Processing of Sensitive Information and Unique Identification) The Commissioner

of the APQA, the President of the NIFS, and mayor, governor, or the head of the district

(including the delegated or entrusted person if the relevant authority is delegated or

entrusted) may process information related to health under Article 23 of the Personal

Information Protection Act, materials corresponding to the criminal history data under

Article 18 @ of the Enforcement Decree thereof, or the resident registration or alien

registration number under Article 19, Subparagraph 1 or 4 of the same Decree in order

to carry out the following work smoothly. (Amended on 3/24/2013)

1.

10.

11.

12.

Work related to the registration of establishment or changes of veterinary pharmacies
pursuant to Article 20 of the Act.
Work related to the notification of closure, suspension, and resumption veterinary

pharmacies pursuant to Article 22 of the Act.

. Work related to the license, notification, approval of changes, notification of changes

of a manufacturing business of veterinary drugs, etc. pursuant to Article 31 of
the Act or Articles 6 and 12 of the Medical Device Act.
Work related to the conditional license of a manufacturing business pursuant to

Article 35 of the Act or Article 7 of the Medical Device Act.

. Work related to the recovery of recall veterinary drugs to pursuant to Article 39

of the Act.
Work related to the temporary closure, closure, resumption or changes pursuant
to Article 40 of the Act or Article 14 of the Medical Device Act.
Work related to the approval and changes of veterinary drugs wholesalers pursuant
to Article 45 of the Act.
Work related to the report and inspection pursuant to Article 69 of the Act or
Article 32 of the Medical Device Act.
Work related to the administrative disposition pursuant to the provisions of Articles
70 through 76 of the Act and Articles 34 through 37 of the Medical Device Act.
Work related to the hearing pursuant to Article 77 of the Act or Article 39 of
the Medical Device Act.
Work related to the pharmacist inspector and medical devices inspector pursuant
to Article 78 of the Act or Article 40 of the Medical Device Act.
Work related to the renewal such as approval, report, registration, etc. pursuant
to Article 80 of the Act or Article 49 of the Medical Device Act.
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13.

14.

15.

16.

17.

18.

[This

Work related to imposing and collecting fines pursuant to Article 81 of the Act
or Article 38 of the Medical Device Act.

Work related to the succession of status by manufacturers, etc. pursuant to Article
89 of the Act or Article 47 of the Medical Device Act.

Work related to the payment of bounty pursuant to Article 90 of the Act.
Work related to the approval, conditional approval, approval of changes as well
as temporary closure, closure, resumption, notification of changes, etc. of an
importing business pursuant to Article 15 of the Medical Device Act.

Work related to the notification, notification of changes as well as closure,
temporary closure, resumption, and notification of changes of the repair business
pursuant to Article 16 of the Medical Device Act.

Work related to the notification, notification of changes as well as closure,
temporary closure, resumption, and notification of changes of the sales and leasing

businesses pursuant to Article 17 of the Medical Device Act.
Article is newly established on 1/4/2013.]

Article 62 (Reexamination of Regulations) The Minister of Agriculture, Food and Rural Affairs

shall

examine the appropriateness of the following matters every three years beginning

on each of the following reference dates (referring to the day before the same date

as the reference date every third year) and take measures for improvement, etc.:

L.

[This

Documents to be submitted when applying for license of a manufacturing business
for veterinary drugs, etc. pursuant to Article 4 @: 1/1/2016.

Documents to be submitted when applying for license of veterinary drugs wholesalers
under Article 20 @: 1/1/2016

Article is newly established on 1/19/2016.]
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Supplementary Provisions (No.309, 3/14/2018)

Article 1 (Enforcement Date) This Regulation shall be effective from the date of promulgation.
However, Articles 8-2, 8-3, 13-4, 13-5, Article 16(01d1), 22018, 22-3, 43-2, individual
standards 69 through 72 and 74 in Annex 3 II, and the amended regulations in Annex

6-4 shall take effect one year and six months after the date of promulgation.

Article 2 (Transitional Measures Concerning the Report of Import Business) A person who
has obtained the approval of imported products or reported imported products of
veterinary drugs, etc. pursuant to the previous regulations at the time of the enforcement
of these regulations shall report the import business within one year from the enforcement

date of these regulations pursuant to the amended regulations in Article 15.

Article 3 (Transitional Measures Concerning Applicants for the Approval of Imported Products
for Veterinary Drugs, Etc.) Notwithstanding the amended regulations of Article 16D1(d),
for a person who has applied for approval of imported products or reported imported
products of veterinary drugs, etc. following the previous regulations pursuant to proviso

to Article 1 of the Supplementary Provisions, previous regulations shall apply.

Article 4 (Transitional Measures Concerning the Application of Administrative Disposition
Standards) When applying administrative disposition standards to violations before the

enforcement of this regulations, the previous regulations shall apply.
[Annex 1] Deleted <8/16/2006)

[Annex 2] Deleted <8/16/2006.)
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[Annex B] (Revised as of January 4, 2013)

Good Manufacturing Practices (GMP) for Veterinary Drugs
(Related to Article 13-2 and Article 14 @ 5 and 8)

1. The meanings of the terms used in this Annex are as follows:

A. “Control number” refers to numbers, letters, or a combination thereof, assigned
to manage materials that cannot be controlled as a lot.

B. “Calibration” refers to an act to identify whether the error is within an acceptable
range by comparing the values of measuring instruments, test equipment, or recording
devices to the true values of the standard instruments, and to adjust the values
to the acceptable range if exceeding the acceptable error range.

C. “Deviation” refers to an action that has been carried out outside of established
written procedures in the manufacturing or quality control process.

D. “Out-of-specification result” refers a test result which is out of the established
specification.

E. “Intermediate product” refers to an in-process material which must be further
processed to be a finished product.

F. “Veterinary drug” refers to a product for animal use in its finished dosage form
which has completed all production steps.

G. “Finished product” refers to a veterinary drug substance or a finished veterinary
drug that has undergone all manufacturing processes.

H. “Raw material” refers to any substance (excluding materials) used in the production
of a finished product, including substances which may not be left in the finished
product.

[. “Veterinary drug substance” refers to any substance produced by synthesis,
fermentation, extraction, or a combination thereof, in order to use for the manufacture
of a veterinary drug.

J. “Raw packaging material” refers to both raw materials and packaging materials.

K. “Theoretical production amount” refers to the quantity of intermediate or finished

products theoretically calculated from the input of the raw materials used.
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L.

M.

N.

“Packaging material” refers to any material used in packaging and labeling, such
as containers, labeling materials, accompanying documents, and packaging materials.
“Reprocessing” refers to the action of processing an intermediate product that shows
out-of-specification results by repeating on or more established production steps.
“Manufacture” refers to all operations (including packaging and labeling) performed

to produce veterinary drugs.

. "Lot” refers to a defined quantity of veterinary drugs produced in the same processes

so that it is expected to be homogeneous.
“Lot number” refers to the numbers, letters, or a combination thereof, assigned to

a defined quantity of products to identify the complete history of production distribution.

. “Major process” refers to a process that affects the quality of the product.

“Major equipment” refers to the machines that affect the quality of products.

“Clean zone” refers to an area where the introduction or retention of air-bone particles
and microorganisms is controlled to maintain their levels below specified limits.
“Cleanliness grade” refers to a grade assigned to define the environment control

level of a clean zone.

. Premise and Environment

A.

Premise: The manufacturing facilities of veterinary drugs shall conform to the facility

standards set out in the Facility Regulations and be regularly inspected in accordance

with the following standards to be maintained, managed, and recorded without any

breach of GMP.

1) Equipment in production areas should be placed in the sequence of production
processes.

2) Identification numbers or codes should be assigned for classification to major
equipment used in production.

3) Sufficient quantity of pharmaceutical water with desired quality should be provided.

4) Pipes should be labeled to indicate the contents and the direction of flow.

5) Lubricants, refrigerants, and other substances should be controlled so as not to
adversely affect the quality of veterinary drugs.

6) Drains in production areas should be able to prevent backflow and disinfected
regularly.

7) Any defective equipment should be removed from production area or labeled

as defective.
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B. Environmental Control: The manufacturing facilities of veterinary drugs should be
maintained and controlled to assure appropriate environment conditions and such
maintenance and control should be documented in order to prevent the facilities
from being contaminated.

1) Clean zones and cleanliness grade should be established with the consideration of
types and dosage forms of veterinary drugs, production methods and facilities; and
clean zones should be regularly checked out to be maintained in an established
cleanliness grade.

2) HVAC systems should be regularly inspected for performance and cleanliness grades
and pressure differentials between the work rooms should be maintained (provided
that there is an air conditioner).

3) Temperature and humidity levels should be regularly checked out to ensure that

appropriate conditions for production and storage are maintained.

3. Organization
A. Structure of Organization

1) Manufacturers of veterinary drugs must have a production department and a quality
department that are independent from each other and an independent manager
for each in the manufacturing plant, and in this case, the manager must not have
dual roles for both. However, for a business entrusting all items such as a marketing
license holder, the manager may have the dual roles.

2) The person in charge of under 1) should be a veterinarian or pharmacist with
sufficient knowledge and experience of this Regulation.

3) There should be an adequate number of employees who are able to properly
carry out production and quality controls. Such employees should be trained

for this Regulation and their particular jobs.
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B. Manager of Production Department

The Manager of Production Department is responsible for production process, hygiene,

and storage control, and his/her duties are as follows:

1) He/she should write his/her name and signature on Product Master Files, Production

2)

3)

4)

Control Standard Documents, and Hygiene Control Standard Documents, and those
documents should be approved and maintained for production control.
He/she should order production operations according to the production
instructions under Section 4. A. 14), verify if the production operations satisfy
the rules of the production instructions, and investigate and document the
deviations found during the production of veterinary drugs.

He/she should verify if hygiene and storage controls are carried out in accordance
with the written procedures.

He/she should designate the person responsible for the control of raw and

packaging materials and finished products.

C. The Manager of Quality Department

The Manager of Quality Department is responsible for the quality control of raw and

packaging materials, intermediate and finished products, and his/her duties are as follows:

1)

2)

3)

4)

5)

0)

7)
8)

He/she should write his/her name and signature on Product Master Files and
Quality Control Standard Documents, and those documents should be approved
and maintained for quality control.

He/she should order testing operations according to the test instructions under
Section 4. D. 1), verify if the testing operations satisfy the rules of the test
instructions, and investigate and document the deviations and out-of-specification
results if they are found.

He/she should approve and manage environmental controls specified in Section
2. A.

He/she should review test records and lot production records as specified in
Sections 6. A. 1) and 7. A. 1), and approve the product release.

He/she should approve or reject the use of raw materials or packaging materials,
the process implementation, or product release based on the test results, and
notify the results to relevant departments according to the written procedures.
He/she should ensure that rejected products are disposed of according to the
written procedures.

He/she should manage complaints and recalls as specified in Section 10.

He/she should plan and conduct a self-inspection as specified in Section 11.
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D. Committee

In order to establish and revise the standard documents and facilitate their implementation,

a committee should be organized and a written procedure including the following items

should be made:

1)
2)

3)

Purpose of the committee;

Organization (including chairpersons, commissioners and executive secretary)
and its responsibilities; if necessary, sub-committees may be established for
individual areas.

Operation of meetings.

4. Standard Documents

In order to carry out production control and quality control of veterinary drugs properly,

the Product Master Files, Quality Control Standard Documents, Production Control

Standard Documents, and Hygiene Control Standard Documents should be written and

maintained, and the licensed (registered) parts in the documents should be the same

as the contents of the license (registration).

A. Product Master File

This File should be prepared for each product and include the following information:

)
2)
3)
4)

5)

6)
7)
8)

9)

Product name, dosage form, and appearance;

Dates of license (registration) and changes;

Indications and usage, dosage and administration, and precautions for use;
Names and amounts of raw materials approved, standard amounts of raw materials
for each lot, and if necessary, adjustment of such standard amounts;
Production process flow, detailed description of production processes and
in-process controls (and the scope of contracted processes, if the production
operations are done by another company under contract);

Theoretical production amounts for individual processing steps:

Precautions during operations;

Specifications and test methods for raw and packaging materials, intermediate
and finished products (additional specifications and test methods may be
established for raw and packaging materials likely to be contaminated with foreign
materials, insects, or microorganisms);

Facilities and equipment required for production and quality controls;
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10) Storage;
11) Expiry date or shelf-life date;
12) Traceability;
13) Date of preparation;
14) Production instructions, including the following information:
a) Document number of Product Master File;
b) Product name, dosage form, and characteristics and properties;
c) Lot number, date of manufacture and expiry date or shelf-life date;
d) Lot size;
e) Test number of each raw material used, amount of raw materials approved,
and standard amounts for each lot;
f) Detailed description of production methods and packaging operations and
precautions for operations;
g) Name of the person who orders production and the date of the order;
h) Others.
B. Production Control Standard Documents
The Documents should include the following items:
1) Production process controls
a) Restricted access to the production areas;
b) Methods for in-process controls and double-checking of major processes,
such as weighing, addition of raw materials, and sterilization:
c) Verification of raw materials for their approval or rejection;
Reprocessing.
2) Facilities and equipment
a) Frequency and methods for regular inspection;
b) Identification of facilities and equipment in operation;
c) Actions to be taken in case of accidents, such as equipment failure;
d) Specifications and calibration of measuring instruments.
3) Raw materials
a) Examinations of incoming raw materials for name, specifications, quantity, and
container damage, and actions to be taken when container damage is found:
b) Storage areas andg conditions;
c) Disposal of raw materials rejected according to the test results;

d) Measures to prevent confusion and contamination during handling;
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e) Methods for release of materials on the first-in, first-out basis and labeling
of containers for weighed or measured materials;

f) Inventory control;

g) If necessary, in-house standards (including quality assurance methods) and
re-testing methods, if quality is expected to be adversely affected owing to
exposure to environmental conditions or other problems during long-term
storage.

4) Packaging materials

a) Examinations of incoming packaging materials for quantity, specifications,
quantity and package damage, and actions to be taken when damage of
packaging materials is found;

b) Storage areas and conditions;

c) Disposal of raw materials rejected according to the test results;

d) Methods for release of packaging materials and verification of gantities of
labeling materials returned after use;

e) Actions to be taken when labeling information is changed;

f) Measures to prevent confusion and contamination during handling;

g) Inventory control;

h) If necessary, in-house standards (including quality assurance methods) and
re-testing methods, if quality is expected to be adversely affected owing to
exposure to environmental conditions or other problems during long-term
storage.

5) Finished products

a) Procedures for verification of approval or rejection on warehousing and
distribution of finished products;

b) Storage areas and methods;

c) Procedures for distribution of finished products on the first-in, first-out basis.

6) Contract manufacture

a) Supply of raw and packaging materials, and transportation and storage of

intermediate or finished produts;

b) Evaluation of lot production records documented by contract manufacturers.
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C. Hygiene Control Standard Documents
The Documents should include the following items:

1) Control of personnel health, methods for check of health conditions and actions
to be taken;

2) Hygiene instructions, such as hand washing and disinfection;

3) Standards for garments, and laundry and gowning methods;

4) Methods for cleaning of production rooms (including disinfection, if necessary)
and cleaning frequency;

5) Chemicals and materials used in cleaning of production rooms and others;

6) Evaluation of cleanliness after cleaning;

7) Methods for prevention of insects and rodents, and inspection frequency.

D. Quality Control Standard Documents
The Documents should include the following items:
1) Test order, including the following information:
a) Product name, lot or control numbers, date of manufacture;
b) The number of test order, name of the person who orders, and date of order;
c) Test items and standards;

2) Sample collector, sample volume, sampling locations, sampling methods, precautions
for sampling (such as aseptic techniques), and measures to prevent potential
contamination during sampling;

3) Methods for notification of test results to the relevant departments;

4) Inspection of testing equipment and apparatus;

5) Stability test;

6) Control of reserve samples of active substance, finished products and others;

7) Control of reference standards and reagents;

8) Methods for delivery of samples and evaluation of test results in the case of
contracted analysis or manufacture;

9) Others, such as detailed procedures to fulfill the responsibilities of the Manager

of Quality Department as specified in Section 3. C.
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5. Documentation
A. Preparation of Documents

1) Documents should be prepared in a easily readable manner and the documents
should be signed and dated by Managers of Production Department or Quality
Department.

2) Personnel who prepare, review (or verify), and approve documents should register
their signature prior to use.

3) All records should be completed at the time each action is taken and made with
the indelible ink. If any entries are corrected, a line should be drawn over the
words or sentences to be changed so that original information can be easily
readable. The reason for correction, date of correction, and the signature of
the person who made corrections should be recorded.

4) When a document is revised, the reason for revision and date of revision should
be recorded. The revised document should be approved by Managers of Production
Department or Quality Department. The documents should be regularly reviewed
and kept up-to-date. The documents of old version should be maintained for
appropriate periods.

B. Control of Documents

1) All records (including electronic records) should be maintained for one year after
expiry date or shelf-life date of the product. However, if the maintenance period
may be separately established, the reason and maintenance period should be
clearly defined.

2) For electronic document control system, only the authorized person should enter,
modify, or delete the data. Magnetic tapes, microfilms, and other appropriate
backup methods should be employed to prevent inadvertent loss or erasure of

data. If necessary, electronic data should be printed out in a readable manner.
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6. Quality Control

A. Laboratory Control

D

2)

3)

4)

5)

0)

7)

For each test request, test records including the following information should be
prepared. Test records may be prepared or managed in combination with test
request and test orders.

a) Product name, lot or control numbers, date of manufacture;

b) Test number;

c) Dates of receipt, testing, and judgment;

d) Test items, specifications, results and clear statement of conformance or

non-conformance for each test item;
e) Judgment;
f) Name of the person who performed the test, signature of the person who
reviewed the test results.

Raw and packaging materials and intermediate and finished products should be
used or distributed only after they are approved. Any out-of-specification results
should be investigated to identify root causes, and corrective actions should be
taken.
If raw or packaging materials have consistently shown acceptable quality to ensure
sufficient reliability of the supplier’s test results, the written procedure may be
developed to conduct some necessary test items on receipt of such materials.
However, confirmatory and visual tests should be conducted each time and all
items should be tested on a regular basis.

For lot release of finished products, it must be based on comprehensive review
of lot production records and test results of intermediate and finished products.
All test records (including electronic records), such as graphs and calculations,
should be maintained.
Samples should be collected in a manner to prevent contamination or deterioration,
and after collection, the samples should be packaged in a manner comparable
to their original conditions and indicated to show that they have been taken.
Test equipment, instruments, and recorders should be periodically calibrated

according to a written plan, and such calibrations should be documented.
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8) Reserve samples of active substances and finished products should be taken based
on lot or control numbers; and the reserve samples of active substances should
be maintained for one year after expiry date of last lot of finished products for
which the relevant active substance was used: the reserve samples of finished
products should be maintained for one year after expiry date of the relevant lot.

9) Reserve samples of active substances and finished products should be packed
in the same as for the marketed products; the amount of the samples should
be at least the amount with which all the required tests (sterility test, pyrogen
test, insoluble particulate test, and content uniformity test may be excluded) can
performed twice, and they should be maintained in a specified storage conditions.
However, if a product is marketed in a large packaging system, the small amount
of reserve sample may be stored in the large packaging system or the small
packaging system of the same material as that for the large system may be used.

10) Control of reference standards, samples and major reagents should be recorded.

11) When there are any changes of information, labeling materials should be

examined against specifications, and new and outdated labeling materials should
be maintained.

12) Packaging materials coming to contact with veterinary drugs should be verified

for adverse effects on veterinary drugs or hazardous effects on animals or humans.

13) Pharmaceutical water should be regularly sampled at the points of use and others,

and tested and evaluated according to the established test methods.

14) If raw materials suspected to show quality changes over time are stored for

a long period, they should be retested prior to use.
15) Laboratory animals should be properly handled, and they should be individually

identified and their use should be documented.
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7. Production Control

A. Production Process Control

1

2)

3)

4)

5)

0)

7)

For each lot, lot production records including the following information should
be prepared. Production instructions and records may be conbined in one
document.

a) Product name, dosage form, and characteristics and properties;

b) Lot number, date of manufacture and expiry date or shelf-life date;

c) Lot size;

d) Amount of raw materials, amount actually used for the lot, test numbers,
and if the amount of raw materials actually used are different from the standard
amount, the reason and rationale for such calculation;

e) In-process test results and actions taken when unacceptable results were found;

f) Names of persons performing major production processes, signatures of
persons conducting verifications, and date/time of operation;

g) Test numbers or control numbers of labeling materials used and their samples;

h) Numbers or codes of major equipment used;

i) Others (observations).

Access to production areas by persons not engaged in the relevant operations
should be restricted.

Equipment and devices should be checked up for cleanliness prior to their use.
The name, lot number and other information of the product should be indicated
in the workplace, on storage containers and on equipment under operation.
In order to ensure the homogeneity of the intermediate products, the products
should be tested at appropriate process steps so that they can meet the
specifications of the finished products.

Intermediate products should be processed to complete production steps as soon
as possible, and if they need to be stored, storage should be made in a manner
to prevent deterioration.

In the course of the production of veterinary drugs, care attention should be

made to prevent potential microbiological contamination and maintain appropriate

cleanliness grades.
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8) Intermediate products before and after sterilized process should be handled to
prevent confusion, if the sterilized process is required.

9) The quality of pharmaceutical water should be verified at each operation according
to the written procedure.

10) Reprocessing of intermediate products which showed out-of-specification results
should be approved by the Manager of Quality Department and reprocessing
records should be maintained.

11) Containers or closures used in the production of veterinary drugs which have
to be tested for pyrogen should be cleaned and sterilized to remove pyrogenic
materials.

. Packaging Process

1) When packaging different veterinary drugs or lots simultaneously or consecutively,
appropriate measures, such as segregation of package areas, should be provided
to prevent confusion between different products and packaging materials and
cross-contamination.

2) Before packaging operations, the packaging line should be examined to verify
if there are any packaging materials used in the previous packaging materials.

3) Prior to use, labeling materials should be examined for approval by the quality
department and the correctness of printed information, such as lot number. If prinitng
is done in the course of packaging operation, verification should be conducted
to ensure that printing is correctly done as specified in production records.

4) The name and lot number of the product should be indicated in the operation
rooms, on packaging lines and equipment under operation.

5) Upon completion of packaging operations, the amount of packaging materials
received and used should be reconciled and any discrepancies should be
investigated. Any remained packaging materials should be returned to the
warehouse or destroyed, with documentation of receipt and release of such
materials. However, any labeling materials with lot number and other information
printed should be destroyed.

6) The labeling information and packaging conditions should be examined for
suitability and such examinations should be recorded.

7) After packaging operations, finished products should be held under quarantine
to prevent confusion with other products, until they are approved by the quality

department.
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8) If necessary, veterinary drug containers or packages should be tested for air-tightness
or sealing integrity.

9) Names of persons who conducted packaging operations and signatures of persons
who verified packaging operations should be indicated.

C. Returned Products and Repackaging

1) For returned products, the product name, lot number, quantity returned, reason
for return, the name of company which returned the products, the date of return,
and detailed information on disposal of returned products and date of disposal
should be documented.

2) The products returned in the course of distribution may be re-warehoused or
repackaged if they are met with all of the following items:

a) If it is confirmed that the returned products have been stored under appropriate
conditions;

b) If primary containers are not damaged;

o) If sufficient period is left till expiry date or shelf-life date;

d) If inspection and test results show that the returned products meet specifications
(except for that when inspection or testing is not required).

3) Re-warehousing or repackaging should be approved the Manager of Quality
(Assurance) Department. Repackaging should be ordered for individual products
and lot numbers and conducted according to the established instructions and
records. Repackaged products should be warehoused only after they are approved.

4) The lot number, expiry date or shelf-life daty of the repackaged products should
not be changed.

5) Returned products inappropriate for re-warehousing or repackaging should be
held under quarantine and should be destroyed as soon as possible according

to the written procedure.
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8. Hygiene Control
The hygiene control should be done in accordance with the following:
A. Hygiene of Workers
1) The workers should wear garments, shoes, head covering, mask, and others as
specified for clean zones and types of operation.
2) New and existing workers should be regularly examined for medical conditions.
3) The worker who may adversely affect the quality of veterinary drugs due to his/her
infectious diseases should not be allowed to engage in operations coming to
direct contact with the drugs.
B. Hygiene Control of Production Areas
1) Production areas should be adequately organized to prevent contamination and
confusion, and cleaned to maintain the cleanliness.
2) Production areas should be cleaned according to the written procedures specifying
cleaning methods, frequency and verification of cleanliness.
3) Clean zones should be controled and periodically inspected to maintain
appropriate cleanliness grades.
4) Any act which may adversely affect the product quality, such as the introduction
of foods, or smoking, in production and storage areas should be prohibited.
5) Measures for prevention fo insects and rodents should be provided and regular
inspection and check-up should be conducted.
C. Equipment Cleaning
1) Detergents or disinfectants used in cleaning of production equipment should not
remain on or cause any damage to the equipment surface.
2) After cleaning, production equipment should be maintained in a manner to prevent

contamination until the next use.
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9. Control of Raw Materials, Packaging Materials, and Veterinary Drugs

A. Warehousing

1) Incoming raw and packaging materials should be held under quarantine until they
are tested and approved. However, this requirement does not apply, if there is an
alternative system which will provide assurance to separate materials under quarantine
from approved raw and packaging materials and others.

2) Appearance and labeling of incoming raw and packaging materials and others
should be examined. If they do not have lot numbers, control numbers should
be assigned, and they should be stored after removal of dusts from outer packaging.

3) On receipt of raw and packaging materials and others, samples should be collected
from each lot number or control number, and containers of raw and packaging
materials and others should be marked to show that they are under testing. Sample
containers or packages should be marked to show the name of sampled material,
lot number, date of sampling and the name of the person who collected the samples.

B. Storage

Storage should be done in accordance with the following:

1) Access to storage areas by persons not engaged in the storage operations should
be restricted.

2) Separated areas should be provided for storage of raw materials, packaging
materials, finished products, and rejected and returned products. However, theis
requirement does not apply, if there is an alternative system which will prove
assurance to avoid confusion of raw and packaging materials and finished products.

3) Raw and packaging materials dnd finished products should be stored off the
floor and wall, and they should be well-organized and maintained to ensure their
release on the first-in, first-out basis.

4) Raw and packaging materials rejected after testing should be clearly labeled as
such and controlled in segregation from other raw and packaging materials and
disposed of as soon as possible.

5) Different types of labeling materials for different products should be separately
stored, and when labeling information is changed, actions should be properly
taken to prevent mix-ups between outdated and new ones.

C. Distribution

1) Distribution should be made on the first-in, first-out basis. If this principle cannot
be followed, there should be justifiable reasons.

2) Only raw and packaging materials approved after testing should be shipped to
the production facilities.

3) Finished products approved for release by the Manager of Quality Department should
be shipped and shipping records including the product name, lot numbers, date
of shipment, consignees, quantities and others should be maintained.

_90_



SIESEOMES S| ot HP™E o Korean Laws and Guidelines on Veterinary Drug regulation

SEERRY F4o tigt ERt] A7t b wolls AlEsHAl 2ARe] 1 4Rl skl
HH3 225 Fstofof st o]& 7]Fstojof it
7k Algol oigt Bk GatE o R AHefsty| floto] %ﬂ*ﬂﬂ%ﬂm Z/gotal g otoiof gitt,
L. AHRIERE SR F5et BRolle AEsH ERhE-Z 2AKIe] 11 Rl s, A
A vupAsts AHAoAlE AES 225 6}04°F =g
oh. EWAE7150ls v ARRte] agtE|ojof gttt
D AEE 2 AxHS
2) ETHAIZIALY] o]F W A=A

3) Bt Hedgd

4) E9hf-E
5) EWtAE] 23 5l 2AARY

2k &t Aol SHiet Addol e Afolle Al&s] AL 11 7188 HEstoiof shH, A
A2 s=-sto] Algstoiof it

ot Sl A Basial gl o] wEh 2A[stofof Qit

11. Il—%l‘lg
7t AglE ool AAIF R Alx E F2E)) o] 7|E0] S| ol FAA|AL A 1A
= of

Agrstolof Bk T, Z1ZAgolt AT} M WS 5 SEe ool

=
U ASAES AT S Qe A BARA YR EL BARA AU AR A=A of

7|10l tiek A 4j3} ol S5t Afojofjof sfH, Rt o= 2lF HEZeA 2=t

97 A AA] B9 53 oto] ATt AR AL AAHATARG SOl
w3hel BIAE AAstolof 511, AHATARI] tfstolis 7I3hE Hstel ApMtelof S,

_9’|_



10. Complaints and Product Recalls

When there is a report of complaints for the quality of veterinary drugs, they should

be investigated promptly, the causes should be identified, and appropriate measures

should be taken and recorded.

A.

The written procedures for complaints control should be prepared and implements
to ensure the effective control of complaints.

On receipt of complaints from consumers, they should be promptly investigated
to identify the root causes. Then, measures to prevent recurrence should be developed

and appropriate actions should be taken for the concerned consumers.

. Complaint records should include the following:

1) Product name and lot number;

2) Complainant’s name and contact information;

3) Date when the complaint is received;

4) Description of complaint;

5) Complaint control results and follow-up actions taken.

D. If a serious defect is found in veterinary drugs already distributed, actions should
be immediately taken and the relevant records should be maintained. To prevent
recurrence, the required measures should be developed and implemented.

Recalled products should be stored under quarantine and disposed of according

to the written procedure.

11. Self-Inspection

A.

Regular self-inspections should be conducted in order to monitor the GMP with
the plans established. However, if out-of-specification results or product recalls
frequently occur, special self-inspection should be additionally conducted.

Self-inspection should be conducted by the Manager of Quality Department or persons
designated by the Manager, with sufficient knowledge and experience in this
Regulation. If necessary, external experts may be employed for self-inspection.
The purpose, scope and others of self-inspection should be defined in advance. After
self-inspection, a report summarizing self-inspection results and recommendations for
improvement should be prepared, and for such recommended improvements, corrective

actions should be taken according to the agreed schedule.
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12. Education and Training
The manufacturers of veterinary drugs should regularly provide education and training
to the employees on production and quality controls and other necessary subjects to ensure

that they effectively perform their assigned jobs and improve the quality of the products.

13. On-Site Inspection Application and Judgment
A. Application

1) Any person intending to be evaluated for the implementation of this Regulation
should submit the evaluation application for GMP as specified in the Form 30
to the Commissioner of Animal and Plant Quarantine Agency (APQA).

2) Based on Section 1), any person who intends to evaluate the implementation
of the Regulation has at least three lots of each product manufactured in
accordance with this Regulation.

B. Judgment

The Commissioner of APQA shall conduct an on-site inspection by production plant

and product type based on the documents submitted for evaluation when he/she

is requested for evaluation and shall make a decision for pass or fail on the

implementation status.

14. Others
A. The Commissioner of APQA may define detailed procedures and requirements for
implementation of this Regulation.
B. The commissioner of APQA may request the training on the implementation of
this Regulation to a specialized training institute or other organization.
C. Of the manufacturers of veterinary drugs, the person who produces biological

products should comply with the criteria in Annex 6 other than this Regulation.
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[Annex 6] (Revised as of January 4, 2013)

Good Manufacturing Practices (GMP) for Biological Products
(Related to Article 13-2 and Article 14 @ 5 and 8)

1. Definitions

The meanings of terms used in this Regulation are as follows:

A. “Biological products” refers to vaccines, anti-serum, or diagnostic products and
such similar products directly applied to animals of which formulation, appearance,
efficacy, quality, and storage and other required standards are defined by the
Commissioner of Animal and Plant Quarantine Agency according to the Article 52,
Paragraph 1 of the Law, as veterinary drugs containing organisms of which potency
and safety cannot be fully evaluated by physical and chemical testing, materials
originated from organisms or processed-organisms, or a synthetic product obtained
from a similar manner.

B. “Such similar products” in the Section A refers to recombinant DNA products, cell
culture products for animal use, or products obtained from antigen-antibody
reactions (excluding hormones, antibiotics, and chemicals) and others.

C. “Continuous culture” means a culture method in which media are continuously
supplied to a culture vessel and cell culture is continuously discharged.

D. “Pathogenic microorganisms’ mean bacteria, virus and other microorganisms which
are directly handled in the course of production processes and which are pathogenic
to human beings.

E. “Vaccines’ refers to the products used to derive the active or passive immunity
of animals for the prevent of diseases, reduction of symptoms, or treatment.

F. “Aseptic area” refers to the zone where bioclean materials for aseptic operations

or sterilized containers are exposed to.
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2. Organization
The Managers of Production Department and Quality Department at a manufacturing plant
of biological products should perform the following responsibilities, in addition to those
specified in Section 3. B and C of Annex 5 “Good Manufacturing Practices (GMP) for
Veterinary Drugs’.

A. Manager of Production Department

1) To ensure that access to production areas by persons not engaged in production
of biological products is restricted and careful attention is paid to prevent potential
contamination of biological products in the course of production;

2) To ensure that persons engaged in production operations are not involved in
control of animals;

3) To ensure that in-process controls are conducted outside the aseptic areas, if
possible;

4) To satisfy requirements officially notified by the Commissioner of Animal and
Plant Quarantine Agency (APQA), in order to ensure the safety in the course
of production and quality control of biological products manufactured by using
recombinant DNA technology.

B. Manager of Quality Department

1) To ensure that important tests which cannot be performed on finished products
are conducted at appropriate production steps;

2) To ensure that animals used in testing are always maintained under appropriate
controls and examined for health conditions prior to use;

3) To ensure that environmental monitoring of production conditions, such as
temperature, humidity, microorganisms, and air- borne particles to, is

appropriately carried out.
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3. Standard Documents
A biological product manufacturer should additionally include the following items in
standard documents specified in Sections A to D of Annex 5 “Good Manufacturing Practices
(GMP) for Veterinary Drugs’, to assure appropriate production and quality control of
biological products.
A. Product Master File
1) Specifications of starting materials (including origin, properties and conditions,
purity, ingredients and amounts, production controls, quality controls and control
of microbial strains, cell lines or tissues used in production or testing (“biological
raw materials”));
2) Specifications of animals used in production or testing (including their breed
and pedigree, housing and care methods and genetic characteristics).
B. Quality Control Standard Documents
1) Hygiene control of personnel engaged in testing operations;
2) Control of biological raw materials and animals used in testing operations;
3) Cleaning and disinfection to prevent microbiological contamination of testing
and examination equipment;
C. Production Control Standard Documents
1) Measures to prevent microbiological contamination of products;
2) Process controls established while considering the nature of production processes;
3) Control of biological raw materials and animals used in production (except those
used in testing);
4) Control of seed lots and cell banks (limiting to biotechnological products produced
by using cell lines).
D. Hygiene Control Standard Documents
1) Cleaning and disinfection to prevent microbiological contamination of production
areas, facilities and equipment (except testing and examination equipment);
2) Measures to protect personnel from pathogenic microorganisms;

3) Documentation of hygiene controls.
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4. Documentation

In addition to requirements specified in Section 5 of Annex 5 “Good Manufacturing
Practice for Medicinal Products”, the following requirements should be satisfied to ensure
appropriate preparation and control of documents relating to production and quality
control of biological products.

A. Production, testing, storage, receipt and distribution, and hygiene control records
should be maintained for 5 years from the date of manufacture, in order to assure
appropriate investigation into causes when the use of a biological product results
in harms to a patient’s health.

B. Documents including the following information on production and quality control
of biological products should be maintained.

1) Product name and lot number:

2) Names of personnel engaged in production operations;

3) Dates when production started and ended;

4) Names of biological raw materials (including seed lot and cell bank) used in

production;

5) Production processes;

6) Amount of purified bulk produced:;

7) Total amount of formulated solution prior to filling;

8) Quantity of filled containers per fill volume;

9) Comments on autopsy of animals used in production or testing;

10) Dates and results of laboratory testing;

11) Date when samples were submitted to national lot release program, date when
the national lot release process was completed and results from such national
lot release process;

12) Expiry date.

C. Documents including the following information on biological raw materials used
in production or testing should be maintained.

1) Origin, name, characteristics, storage method and intended use of microbial strain,

and codes assigned to individual containers;

2) Results (including pathogenic information) from testing of biological properties

and conditions and date of testing;

3) Information (status and volume) of preservation and sub-culturing;

4) Names and addresses of persons who transferred and received them (for a

corporation, its name, the name of its representative and address);

5) Date of receipt.
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5. Controls
A biological product manufacturer should satisfy the following requirements, in addition
to those specified in Sections 6 to 9 of Annex 5 “Good Manufacturing Practices (GMP)
for Veterinary Drugs’.
A. Quality Control
1) Samples should be appropriately identified and stored to prevent confusion or
cross-contamination.
2) In cases where production is based on continuous culture technique, quality
controls needed for such method should be additionally employed.
3) In order to maintain the reproducibility and suitability of lots, intermediates from
major processing steps should be sampled and stored under appropriate conditions.
4) Apparatus, materials and animal carcasses contaminated with microorganisms
during testing should be incinerated at the manufacturing site. However, apparatus
and materials appropriately treated to prevent any risks to public health, such
as disinfection, may not be incinerated at the site.
B. Production Control
1) The following requirements should be satisfied to prevent contaminations during
production processes
a) Closed production system or other equivalent ones should be used.
b) Formulation and filling should be performed at different rooms.
c) When different products are processed at the same equipment, it should be
thoroughly cleaned and disinfected to prevent contamination.
d) Tools, materials and others used in production should be cleaned and, if necessary,
disinfected or sterilized. They should be introduced through anteroom.
e) Measures should be provided to prevent spread of aerosols generated in the
course of centrifugation or particles generated during mixing.
2) Tools and materials used in handling of spore-forming microorganisms or mycobacterium
tuberculosis should be labeled and exclusively used for each purpose.
3) Production rooms, tools and materials should be frequently disinfected or sterilized.
4) In the case of biochemical reactions, such as fermentation, process control
parameters, such as temperature and hydrogen ion concentration, should be

continuously measured and recorded.
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5)

0)

7)

8)

9)

In the case of continuous culture, solvents and media should be put into the
reaction vessel after check of transfer line and then, they should be sterilized
in such condition.

In the case of continuous culture, actions needed to maintain culture conditions
in the culture vessel should be taken.

Seed lots and cell banks used in production should be handled only by authorized
persons. Different seed lots and cell banks should be maintained in division and
controlled to prevent cross-contamination.

Living microorganisms should be handled in equipment which is maintained in
a manner of preventing contamination of media and does not have the risk of
contamination during production processes.

When raw materials or products are inactivated during production processes,
actions should be taken to prevent contamination with raw materials or products

not inactivated.

10) Filters and pipes used for addition of liquid raw materials, such as solvents,

should be sterilized in assembled or disassembled condition.

11) Materials which have to be weighed during production, such as buffering agents,

may be stored at the production area, if only a small amount of such materials

is needed.

12) Column chromatography system used in purification process should be dedicatedly

used for specific products. Prior to production of a new lot, it should be cleaned,

sterilized or disinfected and monitored for endotoxin and others, if necessary.

13) Before filling or packaging of biological products, containers or packaging materials

coming into direct contact with biological products should be cooled down to
the same temperature level as that of final bulk solution. However, this requirement
does not apply, when such containers or packaging materials coming into direct

contact with biological products do not adversely affect the product quality.
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14) The following materials that are contaminated or suspected to be contaminated

15)

with pathogenic microorganisms or biological raw materials should be incinerated
at the manufacturing site. However, materials appropriately treated to prevent any
risks to public health, such as disinfection, may not be incinerated at the site.
Incineration of animal carcasses or other wastes may be outsourced to another company
under contract.

a) Materials used in production or testing;

b) Wastes:

c) Animal carcasses

Spore-forming bacteria should be handled at a exclusive facility until inactivation

process is completed.

. Hygiene Control

1)

2)

3)

4)

Personnel should wear the cleaned and disinfected or sterilized garments, shoes,
head coverings and masks appropriate for the air classification grade of the clean
area, prior to entering the production room.

When moving from the area where living cells or animals are handled to the
area where other products or biological raw materials are handled, measures
to prevent contamination, such as change of working garments and shoes, should
be taken.

If a person is likely to contaminate production environment due to abnormal
body conditions (including diarrhea, cold, infectious disease on skin or hair, injury
and fever from unknown causes), the person should not be employed in production
work.

Personnel who can be contaminated with pathogenic microorganisms should be
immunized with proper vaccines, should have regular medical examinations and

should be immunized additionally, as needed.

. Control of Raw and Packaging Materials and Products

1

2)

Biological products should be stored in a manner to maintain the approved storage
temperature at all times using the dedicated refrigerator or freezer with automatic
temperature recorder.

Biological products should be stored in a manner to prevent freezing (except

those which have to be stored in the freezing condition).
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E. Control of Animals

1) Animals used in production or testing should be always checked for health
conditions and animals infected or suspected to be infected with pathogenic
microorganisms should not be used in the production or testing of biological
products.

2) When selecting a company supplying animals to be used in the manufacture
of biological products or when housing and caring animals purchased from such
company, the following requirements should be satisfied:

a) The company’s facilities and management system should be reviewed when
choosing an appropriate animal supplier.

b) Training program for animal care and housing should be developed and
training should be conducted according to the program.

c) Records on receipt of animals should be maintained.

d) Written procedures for appropriate housing and care of animals should be
established.

e) Animals should not be cruelly treated.

3) For animals used at the manufacturing site (except animals used in testing),
requirements for housing and care of production animals, as specified and notified
by the Commissioner of APQA, should be satisfied.

F. Control of Living Modified Organisms

If living modified organisms under Article 2, Sub-paragraph 1 of the Transboundary

Movement, Etc. of Living Modified Organisms Act are used in the manufacture of

biological products, the following requirements should be satisfied:

1) Training program for biological safety of living modified organisms, including
evaluation plan, should be developed and training should be conducted according
to the program. Training records should be maintained.

2) Storage, receipt and release of living modified organisms should be documented
and such records should be maintained.

3) Production and quality controls should be strictly conducted in compliance with
requirements as specified in Sections 5.A to C, in order to prevent exposure

of living modified organisms to natural environment.
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6. Education and Training

The biological product manufacturer should establish and prepare education and training
program including the followings and regularly provide the program to the employees,
and the results of the program should be documented and maintained:

A. Contents related to bacteriology, virology, biology, biological assay, chemistry, medical
science, pharmacology, immunology, veterinary science;

B. Personnel who work in aseptic areas, areas where infectious or highly sensitizing
raw materials or tools are handled or other areas where special attention should
be paid to prevent contamination should be trained in biohazard safety:

C. Others that need for production and quality control of veterinary drugs including

biological products.

7. Others
The manufacturers or importers of veterinary drugs should wholly or partially pay the

required fees of on-site inspections based on the benefit principle.
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[Annex 6 -2] (Revised as of March 24, 2013)

Standards for the Facilities of Veterinary Medical Devices and

Quality Control System
(Related to Article 13-2 @)

I. The Facilities of Veterinary Medical Devices Manufacturing Plant and Quality Control System

1. The Facilities of the Manufacturing Plant
The owner of the manufacturing plant should have following facilities and equipment,
maintain them in a good condition, and regularly inspect them so that the production
and quality controls can be effectively managed:

A. Production areas to conduct manufacturing operations;

B. Laboratories to perform quality controls for raw and packaging materials and

products;

C. Storage for raw and packaging materials and products;

D. Required facilities and equipment for production and quality controls.
2. Standards for the Facilities of the Manufacturing Plant
The manufacturing plants should have the production areas and storages that meet
the following criteria:

A. Production Area

1) Rodents, pests, and dust must be blocked and protected;

2) The ceiling of the area that produces products needed to be sterilized must
be well-finished so that the dust does not fall off, and its floors and walls
must be smooth so that dust or dirt can be easily removed. The surfaces of
ceiling, floor, and wall must be able to withstand spray cleaning of disinfection
solution;

3) The area must have a workbench, and if producing the products requiring
sterilization, it must have sterilization facilities.

B. The storage must be equipped to store raw and packaging materials, products

in a sanitary and safe manner.
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3. The Scope of Contract for Production Control and Testing

When the manufacturer of veterinary medical devices can contract with other veterinary
devices manufacturers for manufacturing or testing or the testing agencies of veterinary
medical devices designated by the Minister of Agriculture, Food and Rural Affairs
Department or the Minister of Oceans and Fisheries Department according to the
Article 51-3 of this Regulation, he/she may not have facilities, equipment, or apparatus
for manufacturing or testing. The scope and requirements of the contractees for
manufacturing and testing veterinary medical devices should be established in detail
and announced by the Commissioner of Animal and Plant Quarantine Agency or the

President of National Institute of Fisheries Science.

II. The Quality Inspection Facilities of Importers of Veterinary Medical Devices and Quality
Control System
1. The Facilities of Importers
The importers should have following facilities and equipment, maintain them in a
good condition, and regularly inspect them so that import and quality control can
be effectively managed:

A. Sales offices performing import business;

&

Warehouse;

C. If a test for quality control is required, the laboratory and facility required for
the test should be equipped. However, in case the test is contracted, the laboratory
or facility related to the contracted test may not be equipped.

2. Standards for the Facilities of Importers
The facilities of the importer should comply with the following criteria:

A. There should be a facility where the conditions of imported products can be
maintained;

B. There should be a low temperature storage or a place protected from light (this
only applies to where the products are required to be stored in a low temperature,
or the products are deteriorated when they are exposed to light).

C. When handling products for which the storage method has been established,

there should be a facility that can meet such requirements.
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II. The Facilities of Repair Shops for Veterinary Medical Devices and Quality Control System
1. Facilities
The repair shop should be equipped with facilities and equipment required for repair
or testing of veterinary medical devices.
2. Repair Records
This repair record of the repair shop should be prepared for each product and include
the following information:
A. Name and type of veterinary medical devices;
B. Manufacturer (importer) of veterinary medical devices and country of
manufacture;
Dates of manufacture and repair;
. Inspection results;

Major repairs;

o om g0

Records on the management of repaired facility.
3. Corrective Action
The repair shop should establish and implement the written procedures to ensure
that when any complaints concerning the quality of the repaired veterinary medical
device have occurred, the root causes can be identified and corrective action taken.
4. Record
The following records should be documented and maintained:

A. Record related to the repair work;

B. Record of repaired facilities, including test equipment;

C. Record of corrective actions;

D. Record of others related to work specified in this Regulation.
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[Annex 7] (Revised as of March 24, 2013)

Code of Practice for the Advertisement of Veterinary Drugs
(Related to Paragraph @ of Article 44)

1. Common Requirements

A. For the name, manufacturing method and usage of veterinary drugs, pursuant to
Articles 31 and 42 of the Act, Article 6 @ of the Medical Device Act and Article
14 @ of the same Act, advertising of veterinary drugs should not include unauthorized
or unapproved claims. However, when referring to a valid literature including a
clinical evidence that is officially-recognized in the areas of veterinary medicine
or pharmacology, it may not be applied. In this case, the referred evidence must
be factual and accurate, and clearly states the researcher’s name, the name and
publishing date of the academic journal, etc.

B. Do not advertise anything other than the approved items about efficacy or performance.

C. Do not advertise or indicate that it can be misunderstood or used as a medicine
or a medical device for human use.

D. Do not advertise in a way that directly or indirectly induces the use of veterinary
drugs, etc. by indicating or implying the results of its use as the excellent therapeutic
effects on efficacy or performance, or other means.

E. Do not advertise in a way that specific veterinarians, animal-related scholars, or
other persons designated, certified, recommended, or used this veterinary drug.

F. Do not advertise in a way that may be suspected of defaming other veterinary drugs
or displays it is similar to or superior to other products. However, this is not the
case when advertising the testing results in comparison with other products that
the Commissioner of APQA or the President of NIFS recognized.

G. Do not advertise in a foreign language that is likely to be misled as a foreign product
or do not advertise using a foreign trademark or a statement of technical alliance
with a foreign manufacturer even if it is domestic product. It does not apply to
the use of a foreign trademark or the technical alliance with a foreign manufacturer
in accordance with the law.

H. Do not advertise in a way that the users may misuse or abuse the veterinary drugs.

I. Do not advertise by way of presenting prizes such as present and gift items.

J. When making outdoor advertising, only the name of the product, the name of the

manufacturer, and the efficacy and effect should be displayed.

K. Do not advertise song lyrics with commercial names, in a manner that the chant

is continuously made, or using vulgar or repulsive expressions.
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2. Veterinary Drugs

A.

Do not advertise in a way that may cheat or mislead consumers in an overall

perspective although they are not true or partially true.

. When advertising the efficacy and performance of the product, do not display or

imply the results of treatment of the product with before and after use comparison

or do not display or imply indications with menacing expression.

. Do not use a user's acknowledgment or experience, or do not advertise using a

rush of purchases, orders, or other similar expressions.

. When advertising the efficacy and effect, do not use the contents such as ‘I guarantee

it surely” or an absolute expression such as “best” or “highest.

E. Do not advertise the efficacy and effect of ingredients other than the active ingredient.

F. For a veterinary drug having side effects, do not advertise using the expressions

that deny its side effects or emphasize undue safety.

. Do not advertise in a way that misleads the veterinary drugs to non-veterinary drugs.

. Do not advertise in a way that collects menacing scenes of symptoms of disease

or surgery in connection with the efficacy and effect of the drug.
Do not advertise using expressions that display or imply it is a processed product

of endangered wildlife or plant.

3. Veterinary Quasi—Drugs or Veterinary Medical Devices

A.

F.

When advertising about the company or its products, provide the information about
size, manpower, production facilities, awards, business plans, business performance,

or technical alliance as it is.

. When advertising raw materials or ingredients used in production, advertise the

facts as true, and do not advertise in a way that misleads the consumer.

. Do not advertise things that cannot be objectively confirmed or are not confirmed

regarding quality and efficacy.

. The comparison statement with competitive products should be made on facts,

and the absolute expressions such as “best” or “highest” should not be used.
Do not advertise in a way that misleads veterinary medical devices into non-veterinary
medical devices.

Do not advertise in a way that misleads the veterinary quasi-drug into the veterinary drug.

G. Do not use a user's acknowledgment or experience, or do not advertise using a

rush of purchases, orders, or other similar expressions.
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[Annex 8] (Revised as of March 24, 2013)

Guidance and Procedure on
Classification and Designation of Veterinary Medical Devices
(Related to Paragraph ® of Article 5)

1. Classification of Veterinary Medical Devices
A. The Commissioner of Animal and Plant Quarantine Agency (APQA) or the Head of

National Institute of Fisheries Science (NIFS) shall classify the veterinary medical

devices into the following 4 categories according to the intended use and the level

of potential risk on the user and animals. In case when a product belongs to more
than one category, the product shall be classified into the highest class of the categories.

1) Class 1: Veterinary medical devices with a very low level of potential risk.

2) Class 2: Veterinary medical devices with a low level of potential risk.

3) Class 3: Veterinary medical devices with a severe level of potential risk.

4) Class 4: Veterinary medical devices with a very severe level of potential risk.

B. Standards of judgment for the potential risks in A are as follows:

1) Duration of contact with animals:

2) Level of invasion;

3) Whether veterinary drug or energy, etc. is delivered to diseased animals or the user.

C. Specifications for potential risks in A and B are as follows:

1) Class 1: Veterinary medical devices with no direct contact with animals or users,
and are unlikely to cause a potential risk in case of contact. Such devices are
likely to have very low impact on animals or humans due to damage or disorder
of the device during operation.

2) Class 2: Veterinary medical devices with a potential risk on animals or users
in case of damage or disorder of the devices during operation. However, such
devices are unlikely to cause a severe harm on living creatures and are unlikely
to face critical malfunction.

3) Class 3: Veterinary medical devices that are implanted in animal bodies for certain
period of time and have a high level of potential risk.

4) Class 4: Veterinary medical devices that are directly contacted with heart, central
nerve, or central blood vessel of animals. Such devices may contain animal tissues
or extracts and use raw materials of having insufficient evidence for safety so

that a severe risk is involved.
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2. Procedures for Risk Level Classification
The Commissioner of APQA or the President of NIFS shall first classify the veterinary
medical devices based on equipment, device, instrument and materials and re-classify
the groups into the subgroup of products with an independent function in accordance
with/in consideration of the similarities of raw-materials, production process and quality
control system and notify their classes by product. In this case, when necessary, the classes

may be determined with the consultation of the Animal Pharmacist Review Committee.

3. Application for Re—Classification and Follow-up Procedure
A. Upon the receipt of application from a stakeholder or when it is deemed to be
necessary for reclassification, the Commissioner of APQA or the President of NIFS
may re-classify the classes of the relevant products. In this case, when necessary,
the classes shall be determined with the consultation of the Animal Pharmacist

Review Committee.

B. When conducting the re-classification, the level of potential risk and the reliability
based on the following standards shall be evaluated.

1) Whether the description for the product and the purpose, usage, principle,
characteristics, and functions of the veterinary medical device concerned fit to
those of similar products;

2) Whether the product concerned ensures the safety and performance in comparison
with the product that has been already classified and approved.

C. A person who intends to apply for re-classification shall prepare the following documents
and submit them to the Commissioner of APQA or the President of NIFS.

1) Technical documents;

2) Data for comparison/analysis of structure, operating principle, intended use, usage,
etc. between the candidate product for re-classification and other similar products.

D. The Commissioner of APQA or the President of NIFS in receipt of application
according to Paragraph C shall review the application and notify the applicant

of his/her decision within 60 days from the date of receipt.

- 108 -






. ‘ . Korean Laws and Guidelines on Veterinary Drug regulation




SIESEOMES S| ot HP™E o Korean Laws and Guidelines on Veterinary Drug regulation

ESUSAEGER 34| A2018-5%

"SEROOKES AIFAASE, AR, A16E D AU6zS] A0 wet FEROOHES ehi.
REH AN B FHL ket ol Al LA,

20184 29 224

SESOIIES O Q&Y MM BE 73

(A9 2018. 2. 22.] [sHSAHAGERIA] A2018-5%, 2018. 2. 22., YHHA.]

- 109 -



Animal and Plant Quarantine Agency (APQA) Notice No. 2018-5

These Regulations on the evaluation of safety and efficacy of veterinary drugs, etc. shall
be amended and notified as follows pursuant to the provisions of Articles 5, 7, 16, and

46 of the Enforcement Rules for the Control of Veterinary Drugs, Etc.
February 22, 2018

Commissioner of the Animal and Plant Quarantine Agency (APQA)

Regulation on the Evaluation of Safety and Efficacy of
Veterinary Drugs, Etc.

Enacted on 3/25/2000 National Veterinary Research and Quarantine Service Notice No. 2000-11
Amended on 1/2/2008 National Veterinary Research and Quarantine Service Notice No. 2007-27
Amended on 12/30/2009 National Veterinary Research and Quarantine Service Notice No. 2009-16
Amended on 6/16/2011 Animal, Plant and Fisheries Quarantine and Inspection Agency Notice No. 2011-13
Amended on 3/23/2013 Animal and Plant Quarantine Agency (APQA) Notice No. 2013-24
Amended on 8/1/2013 Animal and Plant Quarantine Agency (APQA) Notice No. 2013-131
Amended on 1/8/2014 Animal and Plant Quarantine Agency (APQA) Notice No. 2014-2

Amended on 4/27/2015 Animal and Plant Quarantine Agency (APQA) Notice No. 2015-10
Amended on 8/21/2015 Animal and Plant Quarantine Agency (APQA) Notice No. 2015-21
Amended on 11/8/2016 Animal and Plant Quarantine Agency (APQA) Notice No. 2016-98
Amended on 02/22/2018 Animal and Plant Quarantine Agency (APQA) Notice No. 2018-5
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Chapter 1 General Provisions

Article 1 (Purpose) The purpose of this Notice is to provide reasonableness in the evaluation

of safety and efficacy of veterinary drugs, etc. by setting forth the details for the evaluation

of safety and efficacy that need to be attached to the application for a marketing

authorization or a license of import (including approval of changes) of veterinary drugs,

veterinary quasi-drugs, and veterinary medical devices (hereinafter referred to as the

“veterinary drugs, etc.”) pursuant to the provisions in Article 5, 7, 16, and 46 of the

Enforcement Rules for the Control of Veterinary Drugs, Etc.

Article 2 (Definitions of Terms) The terms used in this Decree shall be defined as follows:

1.

The term “novel drug” means a new substance veterinary drug whose chemical
structure or intrinsic composition is completely different from that of veterinary
drugs that are already approved in Korea or composite veterinary drugs containing
new substances as the active ingredient.

The term “drugs requiring submission of materials” means veterinary drugs, etc.
that are not novel drugs of which ingredients, composition, applicable animals,
administration route, dosage form, etc. are changing and require evaluation of

safety and efficacy pursuant to these regulations.

. The term “active ingredient” means the main ingredient or auxiliary ingredient

of which the pharmacological actions included directly or indirectly in the ingredient
itself is expected to be the efficacy/effect (including herbal substances, etc. whose
pharmacologically active ingredients are not identified.).

The term “combination preparations’ means veterinary drugs containing two or

more main ingredients.

. The term “oriental medication” means herbal medicine formulated for therapeutic

purposes of the oriental medicine.

The term “herbal medicinal products” means the products formulated with parts
of animals and plants used for drugs, cell contents (including microorganisms),
secretions, extracts or minerals. However, preparations which are formulated by

purifying a specific ingredient shall not be considered as herbal medicinal products.
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10.

11.

12.

13.

14.

The term “biological product” means a product made by organisms that cannot
be evaluated for its potency and safety by physical or chemical tests only, substances
derived from organisms, or substances produced by using organisms or by an
analogous synthesis of the organisms. It refers to vaccines, serum, or diagnostic
preparations that are applied directly to animals.
The term ‘recombinant DNA technology-derived products” means drugs containing
peptides produced using a genetic engineering technology, proteins, etc. as active
ingredients.
The term “cell culture drugs” means drugs containing peptides produced using
a cell culture technology, proteins, etc. as active ingredients.
The term “in vitro diagnostic reagent for animals” means reagent used in vitro
for the purpose of providing information such as disease diagnosis, observation
of prognosis, determination of blood or tissue compatibility, etc. by testing
substances in the samples that originate from animals without directly applying
to animals. However, formulated reagents prepared and used in laboratories shall
be excluded.
The term “newly developed veterinary medical device” means a medical device
of which the purpose of use, working principle, blue print or design, raw materials,
chemical component, energy source of use (or transfer), performance,
manufacturing process, and the whole or part of other technical characteristics
are new compared to veterinary medical devices that are already approved and
whose safety or efficacy has not been verified.
The term “final bulk” means a product that is manufactured in a container and
can be directly injected into a packaging container and is considered to be uniform
in appearance and quality even if any part of the contents is taken.
The term “cellular therapeutics’ means the veterinary drugs manufactured by
physical, chemical, or biological manipulations of live, homologous, or heterocellular
cells in vitro, such as culturing, multiplying, or selecting. However, cases where
a veterinarian manipulates autologous or allogenic cells during a surgery or treatment
in a medical institution such as a veterinary hospital shall be excluded.
The term “gene therapeutics” means the veterinary drugs containing genetic
materials such as plasmid and others which are put into a living body for the

purpose of treating a diseases, etc.
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Article 3 (Subject of Evaluation) O Subject of evaluation of safety and efficacy of veterinary
drugs pursuant to these regulations shall be veterinary drugs, etc. intending to obtain
a marketing authorization or an import license of veterinary drugs, etc. or intending
to make changes to the marketing authorization or the import license pursuant to the
provisions of Articles 5, 16, and 24 of the Enforcement Rules for the Control of Veterinary
Drugs, Etc. However, any of the following cases shall be excluded.

1. Products with the same type, specifications, and quantity (concentration in the
case of liquid formulations) as the products that are already approved and the
same dosage form, animals to be used, efficacy and effect, dosage and administration,
and the withdrawal period (applicable only to chemical preparations);

2. Biologics, cellular therapeutics, gene therapeutics, recombinant DNA
technology-derived products, and cell culture drugs of which the type, specifications,
quantity (concentration), and dosage form of active ingredients, etc. are the same
as the products that are already approved and the manufacturing plant of the final
bulk is the same:

3. Products included in the official compendium for veterinary drugs and products
of which standards and test methods are separately notified by the Commissioner
of the Animal and Plant Quarantine Agency (except for products not approved
in Korea).

@ Notwithstanding the provision of Paragraph @), in the case of veterinary drugs falling
under any of the following, the evaluation shall be conducted for matters related to
the safety and efficacy.

1. When a new ingredient that has no precedents of being used in Korea is mixed
as supplementary preparations; However, ingredients listed in the Korean
Pharmacopoeia or official compendium for veterinary drugs and ingredients of
which previous use cases can be acknowledged based on the pharmacopoeia in
other countries or other official materials, etc. abroad shall be excluded.

2. When trying to make changes to the matters already approved for safe/efficacy
based on new clinical trial data, safety test data, etc. at home and abroad:;

3. When applying for a marketing authorization by attaching bioequivalence test data

or comparative clinical trial data;
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. When the product is the same as the veterinary drugs of which a reevaluation
is conducted using data, etc. tested in Korea and the result is announced pursuant
to Article 4 @ 2 of the Standards for Conducting Reevaluation of Veterinary Drugs
and Veterinary Medical Devices prescribed by the Commissioner of the Animal
and Plant Quarantine Agency (APQA) pursuant to Article 33 of the Pharmaceutical
Affairs Act and Article 9 of the Medical Device Act;

. Products that are the same as the veterinary drugs and veterinary medical devices
that are designated to be subjects of re-evaluation pursuant to Article 32 of the
Pharmaceutical Affairs Act and Article 8 of the Medical Device Act;

. Products for which the MRLs are not established among antibiotics (antimicrobials),
hormones, or anthelmintics that may cause harm to humans due to the residues
in livestock and fisheries products pursuant to Article 7 @ of the Food Sanitation
Act; however, the preparations for which the Commissioner of the Animal and
Plant Quarantine Agency asks the Minister of the Ministry of Food and Drug Safety
to establish the MRLs shall be excluded.

7. Disinfectants used for the purpose of animal disease control;

8. When trying to make changes to the approval conditions such as changing from
product for export to domestic sales;

. When trying to obtain approval to change any of the following items that may
affect the safety and efficacy of the matters that are already approved (applicable
only to biological products, cellular therapeutics, gene therapeutics, recombinant
DNA technology-derived products, and cell culture drugs):

a. Efficacy/effect;

b. Dosage and administration;

c. Manufacturing methods (For example, host/vector, cell substrate, seed cell strain

(master cell bank), culturing unit, culturing method, recall method, purification
process, additives of bulk/final bulk);

d. When trying to add or transfer the location of a manufacturing plant.
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Chapter 2 Evaluation of Documents

Article 4 (Preparation of Documents) (O The documents necessary for the evaluation of
safety and efficacy of veterinary drugs, etc. shall be prepared for each product, and
data under Articles 5 and 6 shall be attached.

@ The attached documents shall conform to the requirements under the provisions
of Article 7 and shall include the list, index numbers and pages in the order described
in Article 5 for each item. Provided, however, that if any of the submitted documents
is exempted or omitted in accordance with the provisions of each Article, the reasons
shall be specified in detail.

@ The documents from abroad shall be accompanied by a Korean abstract and the
original text, and the submission of a full translation (signed by a translator or verifier
who has a specialist’s knowledge in veterinary medicine, medicine, or pharmacy) may
be required only if necessary.

@ If the product to be manufactured or imported is a novel drug falling under Article
2 @, standard reference material or drug substance (including the certificate of titer)
shall be submitted along with the evaluation material under Paragraph @ in amounts

that are sufficient for testing.

Article 5 (Type and Scope of Submitted Data for Veterinary Drugs, Etc.) @ The scope of the
data attached to the documents for evaluation of safety and efficacy of veterinary drugs,
etc. shall be as shown in each subparagraph below, and some of the data in Annexes
1 through 4 may be waived depending on the characteristics of veterinary drugs. However,
for orphan drugs for animals, domestic clinical trials' data may be waived and, in particular,
and when applied for rare diseases or emergency situations that are life-threatening,
toxicity test data may be replaced with acute, subacute and target periodical toxicity
test data, and the pharmacological test data with efficacy test data.

1. Data about the product development rationale

2. Data on the structure determination and physicochemical properties
3. Stability data

3-1. Long-term storage test, accelerated test data

3-2. Severe test data
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4. Toxicity data

4-1.
4-2.
4-3.
4-4.
4-5.
4-0.

a.

Acute toxicity test data

Subacute toxicity test data

Chronic toxicity test data

Reproductive toxicity test data

Mutagenicity test data

Cancerogen test data

Veterinary drugs for which cancerogen is expected: the chemical structure and
biological activity of the corresponding veterinary drugs are similar to the known
carcinogens or metabolites are similar. Or, cancergen is suspected based on the

results of chronic toxicity/mutagenicity tests;

b. Veterinary drugs that are used clinically for a long period or as feed additives.

4-8.

. Microbiological toxicity test data (limited to veterinary drugs falling under any

of the following subparagraphs)

Microbiologically effective veterinary drugs: residues of the corresponding
veterinary drugs or their metabolites are microbiologically active in the normal
bacterial flora of people, or there are no data related to this;

Veterinary drugs entering into the human colon: residues of the corresponding
veterinary drugs enter into the colon, or there are no data related to this;
Veterinary drugs that enter into the human colon and exhibit microbiological
effect: residues of the corresponding veterinary drugs enter into the colon and
become microbiologically active, or there are no data related to this.

Local toxicity test data

* Only for those that may contact human or animal skins or mucous membrane

accidentally or intentionally based on the characteristics of veterinary drugs.

4-9.

a.

Test data on the abnormalities in the immune system

Immunotoxicity test data: when subacute or chronic toxicity test results show
abnormalitis in the immune function, and immune organs are suspected based
on the subacute or chronic toxicity test results;

Antigenic test data: for drugs working systemically such as macromolecule or
protein veterinary drugs, and if they are likely to act as hapten although they

are low-molecular substances;

. Skin sensitization test data: if there is a possibility for causing abnormal immune

response in the immune system by accidentally or intentionally contacting the

mucous membranes of human and animal skin.
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4-10. Other special toxicity test data
 Toxicity (inhalation toxicity, etc.) test data that are deemed necessary according
to the characteristics of veterinary drugs.
5. Data about pharmacological actions
5-1. Efficacy test data
5-2. General pharmacological test data
5-3. Absorption, distribution, metabolism and excretion test data
6. Data on the clinical trial results (including the safety test results for target animals)
6-1. Clinical trial data
* Clinical trial data for target animals or appropriate animal model with a disease
when inevitable.
7. Residue data
7-1. Evidentiary data for establishing maximum residue limits (MRLs)
7-2. Data on in vivo residue, residue test methods, and withdrawal period
7-3. Data on the assessment of impact on natural environment
8. Data on the status of use in other countries
9. Comparison with other similar domestic products and other characteristics
@ The provisions for veterinary drugs in Paragraph @ shall apply mutatis mutandis
to the type and scope of the data attached to the evaluation of safety and efficacy
of veterinary quasi-drugs, and a part of or the entire data may be waived based on
the characteristics of the product.
1. Deleted.
Deleted.
Deleted.
Deleted.
Deleted.
Deleted.
Deleted.
Deleted.

S A AT O
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@ The type and scope of the data attached to the documents for evaluation of safety

and efficacy of veterinary medical devices and sanitary products shall be as shown in

each paragraph below, and some or all of the data may be exempted depending on

the characteristics of the product.

L.

NN W W

NN W W

Data about the product development rationale;

Data on physical and chemical properties:

Safety data;

Data on clinical trial results (including safety test results for the target animals);
Performance data;

Data on the status of use in other countries;

Data on test specifications for verifying performance and safety of the product,
and the data on the basis of such establishment and the actual measurement;
Data on the comparison and review with similar domestic products and characteristics
of the relevant product;

However, in case of an in vitro diagnostic reagent for animals, the following data
shall be attached.

Data on details about development, measurement principles and methods, and
the domestic and overseas use status;

Data on raw materials and manufacturing methods;

Data about the purpose of use;

Data on the storage method and use-by period (expiration date);

Performance test data;

Document on the safety of the person(s) handling in vitro diagnostic reagents for animals;

Data compared with products that are already approved.

@ In the case of additives for new supplements, the following data shall be attached.

L.

Data on chemico-physical characteristics including the origin, nature, composition,

heavy metals, arsenic content, etc.;

. Toxicological data (in the case of preservatives and tar pigments, data to be submitted

for novel drugs shall be applicable, and for other additives, necessary toxicity data);

Data on the purpose of mixing and purpose of use;

4. Data about stability such as changes on standing;

5. Data on the dissolution test (only for testable products).
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(® Veterinary drugs for development of new products shall be accompanied with data
on clinical trial results, safety test, or bioequivalence test that are necessary for evaluation
based on the characteristics.
® Products that are the same as veterinary drugs for which the results of reevaluation
of veterinary drugs are known pursuant to Article 3 @ 4 shall be accompanied by one
of the following documents.

1. Bioequivalence test data;

2. Data on comparative clinical trials (data on non-comparative (single) clinical trial

results if comparative trials are not feasible theoretically or technically).

(D When manufacturing using genetically modified organisms, data including those in
Annex 5 that are necessary for the risk assessment of the corresponding genetically

modified organisms shall be attached.

Article 6 (Omission of Documents) Notwithstanding the provisions of Article 5, if any of
the following is applicable, some or all of the required documents may be exempted.
1. In the case of veterinary drugs intended exclusively for export, some or all of the
attached data may be waived. However, for the waived data, a specification sheet
required by the importer of the pertinent country shall be submitted to ensure

that a separate examination is not necessary.

2. If the test itself cannot be performed theoretically or technically, or if it is considered
to be meaningless, the corresponding documents may be waived.

3. Among veterinary drugs in Annex 6 which are unlikely to cause harm to humans
by residues remaining in animals, if directions for use is properly established and
safety is recognized, data related to residues may be waived. Except where food
safety accidents have occurred or scientific evidence has been newly established

showing a possibility of harm.

Article 7 (Requirements for Documents) () The requirements for documents submitted
pursuant to Article 5 shall be one of the following:
1. Data about the product development rationale

* Data that are clearly described using a 5Ws principle to assist in the judgement

of the corresponding veterinary drugs.
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2. Data about the structural determination and physicochemical properties

a. As matters related to the evaluation of safety and efficacy to help making decisions
about the basic requirements for veterinary drugs, record the origin of the final raw
materials’ specification, nature, composition, manufacturing method, active ingredients,
content standard, purity test (standard of heavy metal and arsenic content, etc.).

b. Standards and test methods for confirming the quality level, specifications, etc.
of products subject to evaluation. If patent, etc. is obtained at home or abroad,
the relevant document should be attached.

3. Stability data

a. As the data suitable for the “Guideline for the Safety Test of Veterinary Drugs,
Etc.” set forth by the Commissioner of the Animal and Plant Quarantine Agency,
baseline data of tests conducted in Korea shall be preferentially included.

b. For data that have been tested in a foreign country, can be approved when it
is judged that it is possible to secure stability by examining the contents of the
test. Only for imported veterinary drugs, etc. that are not novel drugs (except
for products that are considered to be easily changed over time), use-by period
(excluding the expiration date) should be within two years from the date of
manufacture, and to verify this, the objective evidence such as the manufacture
and sales certificate can be attached.

4. Toxicity data
a. General Information
It shall fall under one of the following.
(1) Documents published in professional journals or presented in conferences.
(2) As data for tests conducted in domestic and foreign professional organizations
such as universities, research institutes, etc., it shall be issued by the head
of the testing organization, and the content (in this case, overview of the
testing facility in the research institute, the main facilities, the composition
of the research personnel, the research history of experimenters shall be
included) shall be able to be recognized as reasonable based on a review.
(3) In the case of foreign documents, as the toxicity test data submitted and
evaluated at the time of approval by the developing country of the
corresponding veterinary drugs, the data should be verified or notarized that
the approval is given by the government (approval or registration organization)

of a developing country.
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b. Test Methods

* The document shall be suitable to the “Guidelines for Toxicological Testing of
Veterinary Drugs, etc.” set forth by the Commissioner of the Animal and Plant
Quarantine Agency. However, the data that are tested in foreign countries shall
be those that can be considered that the safety is ensured by reviewing the test
contents.

5. Data about pharmacological actions

a. General Information

Subject to general information on the toxicity data.

b. Test methods

* As non-clinical trial data, the administration route shall be the same as in clinical
trials. However, in cases where it is deemed impossible to carry out a non-clinical
trial, or considered meaningless, it can be substituted with clinical trial data.

(1) Effect test data: as test data on the pharmacological action supporting the
effect including the efficacy to be evaluated, it shall include the mechanisms
of action for showing the effect.

(2) General pharmacological test data: test data on effects on each part (system)
and function of the animal’s body, excluding toxicity test and effect test and
test on absorption, distribution, metabolism, and excretion.

(3) Data on absorption, distribution, metabolism and excretion tests.

6. Data of clinical trial result
a. General Information
Subject to general information on the toxicity data.
b. Test methods, etc.
Data suitable for “Guideline for Management of Clinical Trials of Veterinary Drugs,
Etc.” established by the Commissioner of the APQA. However, for data that are
tested in foreign countries, those for which it is considered possible to validate
by reviewing the test contents.
c. Others

(1) The clinical trial result data at home and abroad shall be those for which
10 years have not passed since the date of publication in an academic journal.

(2) For sterilizers and disinfectants, clinical trial result data can be replaced with

efficacy test data.
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7. Residue data

a. General Information

Subject to general information on the toxicity data.

b. Test methods

The documents suitable for the “Test Guidelines for Residue in Veterinary Drugs,

Etc.” and the “Guidelines for the Evaluation of Impacts of Veterinary Drugs on the

Natural Environment” established by the Commissioner of the APQA. However, the

data that are tested in foreign countries shall be those that can be considered that

the safety of livestock products is ensured by reviewing the test contents.

8. Data on the status of use in other countries

As the data on the use status of each country in order to help judge the usefulness
of the relevant veterinary drugs, etc., the data shall include one of the following in
order to identify drug substances and quantities (including evidence for specification
data in the case of attached specifications), efficacy and effect, dosage and
administration, precautions for use and the latest information such as the contents
of the investigation of the current status of veterinary drugs of each country and
other measures taken related to safety and efficacy in each country.

a. A copy of the certificate of marketing authorization for veterinary drugs, etc.
issued by the government of the pertinent country or an original copy of the
document certifying that it is manufactured or sold as veterinary drugs, etc.;
it shall be verified by the relevant authority of the manufacturing country or
an organization that is entrusted by the government and shall not have passed
two years as of the filing date.

b. Data that can be verified by the foreign veterinary physician’s desk reference
issued within three years including the corresponding year.

9. Data that compared and reviewed with similar domestic products in Korea and
other characteristics

The data shall include a chart comparing drug substance and its amount, efficacy/effect,

dosage and administration, precautions for use, etc. against existing veterinary drugs

with similar efficacy and compare/review characteristics and defects, etc. in terms

of pharmacological action, side effect and safety.
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10. Bioequivalence test data
The documents suitable for the “Guidelines for Bioequivalence Testing of Veterinary
Drugs, etc.” set forth by the Commissioner of the Animal and Plant Quarantine Agency.
@ Requirements for data on in vitro diagnostic reagents for animals pursuant to Article
5 @ shall be as follows:
1. Data on the product development rationale, measurement principle and method,
the status of use in other countries.
Data related to the development of product, data on the performance of the company's
products, relevant foreign regulations, the status of use at home and abroad; for
an imported product, a copy of the manufacture and sales certificate from the
manufacturing or selling country, or a certificate of marketing authorization or other
similar documents.
2. Data on setting of storage method and expiration date: Article 13 shall apply mutatis
mutandis to its preparation.
3. Performance test data
. Analytical sensitivity (or sensitivity), specificity;

a
b. Cutoff concentration, minimum limit of detection (LOD);

@]

. Interference (interfering substance), cross-reactivity;
d. Precision;
e. Comparison or correlation with existing products.
4. Data on the standard reference materials and reagent/test solutions
Data for specifications, reconstitution methods and management methods of the
standards or positive and negative standards.
5. Efficacy test data
a. Three or more test reports on the standards and test methods of the final product;
b. Based on the characteristics of the product, submit the standard operating
procedure for quality control of the final product and evidence for dosage and
administration.
6. Data on the rationale of establishment of dosage and administration: Article 11
shall apply mutatis mutandis to its preparation.
7. Data on the correlation with other in vitro diagnostic reagents for animal use used
for the same purpose.
8. Data on the establishment of precautions for use: Article 12 shall apply mutatis
mutandis to its preparation.

9. Clinical consideration of test results
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® Requirements for data on veterinary medical devices pursuant to Article 5 @ shall
be as follows:

1. Data about the product development rationale
The documents that can be used to demonstrate the scientific validity of the
principles, methods of use, and manufacturing methods used to develop the
corresponding product.

2. Data on physical and chemical properties
In the case of veterinary medical devices that are in direct contact with animals
by connecting, inserting, or injecting, etc., data on the physical and chemical
characteristics and safety of the relevant parts.

3. Safety data
Data on safety and durability test results, data on retention period, data on test
methods and test results, etc.

4. Data about clinical trial report
Data that have been tested to demonstrate the safety and efficacy for applicable
animals or documents published in professional societies or presented in conference.

5. Performance data
Data that verify the performance test, etc. including the functions, performance,
expiration date, animal experiment etc. of a pertinent product.

6. Data on the status of use in other countries
Data related to the status of use in foreign countries and the details of notification
of products.

7. Data on test specifications for verifying performance and safety of the product,
and the data on the basis of such establishment and the actual measurement.
The test specifications should conform to the performance, safety, etc. of the
product, and the basis for their establishment and the actual measurements should
be reliable.

8. Data on the comparison and review with similar domestic products and characteristics
of the relevant product
Data that compared and reviewed the purpose of use, performance, principles,

etc. with the existing similar products.
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Chapter 3 Evaluation Standards

Article 8 (General Information) The Commissioner of the Animal and Plant Quarantine Agency
shall review each item based on the evaluation documents, attached data, etc. pursuant
to the Guidelines for Manufacture and Approval of Products, Etc. for Veterinary Drugs
and Articles 9 and 13 of these Regulations so that the useful products of which safety,

efficacy and quality as veterinary drugs, etc. are ensured can be used reasonably.

Article 9 (Drug Substance and Quantity) The evaluation standards for drug substances and
their quantity shall be as follows:

1. They should be rational and reasonable in terms of formulation; safety and stability
should be guaranteed; and they should be suitable for efficacy, effect, dosage and
administration, etc.

2. The content of active ingredients should be rational and reasonable from the
viewpoint of pharmacological data, clinical results, etc., and for combination

preparations, the purpose of mixing each ingredient should be approved.

Article 9-2 (Manufacturing Method) @ The manufacturing methods shall be described in
detail in accordance with the “Guidelines for Manufacture and Approval of Products
for Veterinary Drugs, Etc.”@ Veterinary drugs, etc. of herbal medicinal products shall
state the following items in detail:

1. When using the raw herbal substance (only if applicable)

a. The entire manufacturing process;

b. Items and methods of process inspection for each step of process;

c. Specifications of the raw herbal substance (scientific name, family name and
applied part), pretreatment (numerical methods, yields, etc.), fineness or cutting
of the raw herbal substance;

d. Type and quantity of extracted solvent (at extraction and fractionation);

e. Extraction conditions (temperature, time, number of times, etc.) (at extraction
and fractionation):

f. Fraction or filtration conditions (at extraction and fractionation);

g. Concentration method (freeze-drying, drying, etc.) (at extraction and fractionation);

h. Final yield for each step of process (at extraction and fractionation);

i. If additives such as diluting agent, etc. are used to control the marker compound

or to control the extract for other purposes, the type, specifications and quantity.
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2. When using extracted and fractionated products

a. Data on the manufacturing process of extracts and fractions, or a standard and
test report;
b. Manufacturer of extracts and fractions.

3. For veterinary drugs with extracted or fractionated herbal substances
a. In principle, the solvent shall be purified water (Korean Pharmacopoeia), ethanol

(Korean Pharmacopoeia or official compendium for veterinary drugs), and alcohol.

If other solvents are used, data about safety and efficacy shall be submitted.

b. For the above subparagraph a, if the organic solvent does not remain in the

final product, an in-house test report on solvent residues (or a test report from

the inspection agency) and a sample that can be tested three times shall be
submitted instead of the data on safety and efficacy.

® For cellular therapeutics, information on the following matters shall be specified
or related data should be submitted based on the products.

1. Process and quality control related to origin of cells, collection and gathering of
cells, freezing, thawing and primary culture, secondary culture, and cell filling
(storage conditions and duration, etc.).

2. Specific screening information for cell donor animals (status of infectious diseases,
tissue typing, etc.).

3. Evidence of absence of bacteria, fungi, mycoplasma, or adventitious viruses in
the entire manufacturing process (replicable virus test).

@ For gene therapeutics, information on the following matters shall be specified or
related data should be submitted based on the product.

1. Name of the corresponding strain, and establishment and quality control of a seed
stock.

2. Information on the sequence, biological characteristics, and acquisition methods
of the desired genes (unlike a vector, if the sequence of a target gene is different,
it shall be classified as a different substance).

3. A schematic diagram about the information on the vector (target gene carrier)
sequence, restriction enzyme map, regulators, and selective markers.

4. When the virus is used as a seed virus in the manufacture of a therapeutic vector,
methods of establishment and production of a vector including a helper virus,
packaging cell strain, and the cell strain producing a final vector and proof of absence

of bacteria, fungi, mycoplasma or adventitious virus (replicable virus test, etc.)
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Article 10 (Efficacy and Effect) The evaluation standards for efficacy and effect shall be

as follows:

1.

In case that the scope of application is limited by breeding purpose, gender, age,
etc. of each livestock, the details should be stated in principle.
For veterinary medical devices, the purpose of use, efficacy or effect of the

corresponding product shall be stated.

Article 11 (Dosage and Administration) The evaluation standards for dosage and administration

shall be as follows:

1.

Pharmacological and pharmaceutical data, clinical results, etc., should be reasonable
and appropriate based on clear evidence, and they should be suitable for drug
substances and quantity, efficacy and effect, etc.

Dose, application time, directions for use, frequency of use, etc. should be stated
in detail.

It should be stated in clear terms so that there is no possibility of misuse, and
expressions that may cause a risk of abuse or emphasize the characteristics should
not be used.

When used only for a specific category of animal, gender, or age groups,
inappropriate dosage and administration should not be stated considering the
efficacy and effect. In particular, for veterinary drugs that can be used for young
livestock, as a general rule, doses based on the classifications such as the age,
weight, etc. should be clearly specified to make administration convenient. And
except in special cases, expressions such as a reduced amount, etc. should not
be used.

In the case of divided dosing, it should be a formulation or product that is
pharmaceutically acceptable.

In the case of veterinary medical devices, the method of operation or directions

for use of the corresponding product should be described.

Article 12 (Precautions for Use) In principle, the precautions for use shall include all the

latest safety-related matters (including those related to supplements) that are necessary

for safe and reasonable use in addition to the dosage and administration. And they

shall be stated according to the guidelines of the following paragraphs.

1.

WARNING: Describe cases that are fatal or may cause addiction or irreversible

side effect, or where there is a possibility of addiction due to side effects.
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2. Do not administer to the following diseased animals: The livestock to which the
drugs should not be administered in view of the original disease, symptoms,
complications, previous illness, physical characteristics, etc. shall be described.
It can be stated as “Do not administer to the following diseased livestock for a
long time (in large amount),” “Do not administer to the following areas,” etc.

3. The following diseased animals shall be treated with caution: It shall be indicated
when it is necessary to pay a careful attention to the determination of whether
to administer, dosage, etc. due to the high risk of adverse reactions described
in any of the following items in view of the original diseases, symptoms,
complications, previous illness, physical characteristics, etc.; or when it is necessary
to conduct clinical trials or a detailed observation of diseased animals.

If side effects occur quickly;

oo

If the incidence of side effects is high;

If there are side effects from addiction;

oo

If irreversible side effects occur;

If side effects occur by accumulation:

o

)

If tolerance changes:;

g. Others.

4. Side effects: Describe side effects that may occur with the use of veterinary drugs
as follows, with the following categorization, but addictive or irreversible side effects,
or those that can be accompanied by measures such as reduction of dose, withdrawal
of drugs, etc. shall be listed at the first part if applicable. And based on the frequency
of manifestation, they shall be categorized into Rarely (Less than 0.1%), Occasionally
(0.1-5%), or no such terms (5% or more, or frequency is unclear).

a. By areas of manifestation: nervous system, sensory system, digestive system,
circulatory system, respiratory system, blood system, urinary system, endocrine
system, autonomic nervous system, central nervous system, skin, mucous
membrane, eyes, ears, stomach, liver, kidney, reproductive organs, administration
site, etc.

b. By pharmacological effects: male hormone action, female hormone action,
anticholinergic action, etc.

c. By administration method: intermittent administration, long-term administration,

large-dose administration

d. By manifestation mechanism: drug allergy, superinfection, etc.
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5. General precautions: To prevent side effects or accidents by poisoning, basic
precautions that are commonly important for the efficacy group for the preparations,
including, in connection with the efficacy, dosage and administration, dosing period,
scope of diseased animals for administration, and very important information to
judge whether or not to conduct to the test, shall be indicated, and if necessary,
the handling method for side effects shall be included.

6. Interaction: Describe clinically significant matters such as increase or decrease
of the effect of the pertinent veterinary drugs or simultaneously used drugs when
used with other veterinary drugs, etc. Or if strengthened side effects, new side
effects, deterioration of the original disease, etc. occurs.

7. Administration for pregnant, breastfeeding, newborn, young, debilitating livestock,
etc.: Describe matters that are judged to require particular attention in terms of
the form type, efficacy/effect, dosage and administration, etc. compared to other
diseased livestock.

8. Impact on the clinical test value: Describe if there is apparently a change in the
clinical test value without obvious physical or functional impairment as a result
of using veterinary drugs.

9. Treatment for overdose: Describe if treatment for overdose is established.

10. Precautions for application: Describe the necessary precautions such as the
administration route, dosage form, injection speed, areas of administration,
formulation methods, etc.

11. Withdrawal period: A withdrawal period that is sufficient to meet the maximum
residual limit (MRL) that is necessary to secure the safety of the manufactured
livestock products shall be stated for each type of livestock products according
to the livestock type based on the official evidence.

12. Precautions for storage.

13. Others: Describe information or literature from an academic society that has not

been assessed or are suspicious

Article 13 (Storage Methods and Expiration Date (Use—By Date)) The storage method is classified
into sealing, airtight, sealed containers, etc. to ensure stability. Specific storage conditions
(e.g. room temperature, store in the cool and dark place, refrigerate at 2-3C, etc.)
shall be stated together, and the expiration date (use-by date) shall be based on the

stability test data or other official evidence.
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Article 14 (Investigational Veterinary Drugs) (deleted)

Article 14-2 (Evaluation Standards for Cellular Therapeutics) The evaluation standards for
cellular therapeutics shall be as follows:
1. Data on structures, ingredients, etc.
a. Major ingredients and their characteristics of each preparations;
b. Other subsidiary ingredients such as supports, etc. and their characteristics;
c. Ingredients and characteristics of added solvents.
2. Data on physicochemical, immunochemical, biological properties
a. Physicochemical properties;
b. Immunochemical properties: Data analyzed by immunochemical methods (eg,
flow cytometry, immuno electrophoresis, etc.) on cell phenotype, etc.;
c. Biological properties

(1) Data on characteristics such as the morphological characteristics, growth
characteristics, cytogenetic properties, oncogenous properties, etc. of cells
that form the final product and that are used in the culture process although
they are not included in the final product.

(2) Data on the characteristics of the actions expected when a therapeutic effect
appears due to the specific substances in which cells biosynthesize.

(3) Data on the analysis of the compatibility of mixing with cells, when subsidiary
ingredients other than cells are included.

3. Data on manufacturing methods
a. Cell collection

(1) Cell type: Data for the origin, source, and identification of the cell.

(2) Selection standards for cell donor animals: Data for standards for exclusion
of donor animals, characteristics related to donor animals, and clinical history
including serologic and clinical data of donor animals. However, in the case
of autologous cell therapeutics, only data on the exclusion standards of donor
animals shall be submitted.

(3) Tissue typing: Data for tissue compatible antigens, tissue typing procedures
and suitability standards between donor and recipient animals. However, it
shall be limited to the cell therapeutics considered for tissue typing.

(4) Collection procedures, storage and transportation of cells: Site of collection,
collection methods, amount of collection, materials used, storage conditions

and period, transportation container, procedure, etc.
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b. Cell culture

(1) Quality control procedures: Cell culture methods including the culture
conditions, quality control procedures during the cell culture.

) Cell culture medium: Manufacturing methods of a medium including storage methods
after the manufacture, data on composition of medium and its characteristics.

(3) Adventitious microbial test: Data that can prove the absence of contaminated
organisms such as bacteria, fungi, mycoplasma, adventitious virus, etc.

(4) Identification of cells: Data relating to the suitable range of cell composition
at which marker or function of cells has been quantitatively investigated in
according to the cell culture process.

(5) Stability of cell culture: Data that can demonstrate stability over time or period
during the culture period, such as key characteristics of cultured cells.

c. Cell bank preparation: When preparing a cell bank during the manufacturing
process, following data shall be submitted:

(1) Data on the origin and history of cells.

(2) Production procedures of cell bank: Production of cell bank, cell freezing
and thawing procedure, freezing stabilizer, number of vials stored in a single
lot, storage conditions, etc.

(3) Characteristics of the cell: genotype and/or phenotype, identification, purity.

(4) Adventitious microbial test: Data that can prove the absence of contaminated
organisms such as bacteria, fungi, mycoplasma, adventitious virus, etc.

(5) Data on the expiration date of freezing of a cell bank.

(6) Thawed cell test: Identification of cells after thawing and/or amplification,
functional testing of cells, recovery rate of viable cells, sterility test.

(7) Working Cell bank: Identification of cells, adventitious microbial test, etc.

(8) End of production cells (EPC): Identification of cells, adventitious microbial
test, etc.

d. Data on materials used during the production

(1) +Data on the specifications of the materials: Data on identification, purity,
potency, etc. of ingredients including the source and lot numbers and data
that can demonstrate safety, including proof of absence of adventitious
microorganisms for animal-origin substances.

(2) Residue data: Concentration ranges of residues, methods for removing residues,
and tests showing the effectiveness of removal.

e. Manufacturing diagram: Name of the manufacturing process from collection to final

products, required time, quality control items, prevention of cross contamination etc.
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4. Standards and test methods

a. General information

(1) The standards and test methods shall be completed in order in accordance

@)

3)

with each section of the instructions.

If the manufacturing process of drug substances is included in the manufacturing
process, the standards and test methods of drug substances shall be set separately
(eg, in the case of freezing the cells during the manufacture or mixing the
cells with the supporting agents to produce the drug products, it is necessary
to set the standards and test methods of drug substances separately for frozen
cells or cells before mixing with a supporting agent.

If it is deemed unnecessary to set each test item of the guidelines for the
preparation of standards and test methods for drug substance and drug products
in consideration of the scale of manufacture, manufacturing method, process
time, etc., only some test items can be established. (eg, if the drug products
are manufactured oly by washing the cells after manufacturing the drug

substances, some test items such as the verification test, etc. can be waived.)

b. Guidelines for completing standards and test methods for drug substance

(D
2)
3

4)

®)
©)
)
®)
)

Definition

Appearance

Sterility test: It can be set by adjusting the number of samples and the amount
of sample inoculation by reflecting the scale of manufacture.
Mycoplasma test: It is possible to set up a test method that can detect quickly
by taking into account the product’s shipment date.

Endotoxin test

Adventitious virus test

Measurement of total cell count

Cell survival rate test

Verification test: One or more tests are established as a test(s) for showing
that morphologic