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PRESIDENT OE THE REPUBLIC OE INDONESIA

GOVERNMENT REGULATION OE

THE REPUBLIC OF INDONES IA

NUMBER 78 OF 19 92

CONCERNING VETERINARY MEDICINES

THE PRESIDENT OF THE REPUBLIC OP INDONESIA,

whereas, in order to further improve the

health and production of livestock, it is

necessary to provide adequate veterinary

medicines in terms of both quantity and

quality in the manufacture, supply and

distribution;

whereas, with technological advances in the

veterinary medicines, there are current.l-y

many new types of veterinary medicj-nes

found the regulation of whj-ch has not been

acconmodated in Government Regulation

Number L7 of 1973 concernj-ng Manufacture,

Distribution, Supply, Use of Vaccines,

Sera, and Diagnostic Materials for Animals;

whereas, in connection with this matter, it

is deemed necessary to re-regul,ate the

b.

c.



In view of 1

provisions regarding veterinary medicines

by a Government Regulatlon;

Article 5 paragraph (2) of the 1945

Constitutioni

law Number 6 of 1961 concerning Basic

Provisions on Livestock and Veterinary

Heal-th (State cazette of L957 Number 10,

Suppl-ement to the State Gazette Number

282 4) ;

2

3 Gove rnment

concerning

Eradication

Diseases (State Gazette of 1977 Number 20,

suppl-ement to the State Gazette Number

3101) ;

covernment Regulation Number 22 of 1983

concerning Veterj-nary Public Health (State

Gazette of 1983 Number 28, Suppfement to

the State Gazette Number 3253);

coverrunent Regulation Number 7'l /L986

concerning the Authority for Regulation,

Fostering and lndustrial Development (State

Gazette Num.lcer 23/1986, Supplement to the

State Gazette Number 3330 ) ;

DECIDED:

Regulation Number

Rej ection,

and Treatment

15 of 1911

Prevention,

o f Animal-

4

5



To stipul-ate : GOVERNMENT REGUIATION OF THE REPUBLIC OE

INDONESIA CONCERNING VETERINARY MEDICINES.

CHAPTER 1

GENERAT PROVI S IONS

Article 1

In this Government Regul-atj-on, the following terms shall

have meanings assigned to them below:

1. Veterinary medicines mean medicj-nes that are

specifically used for animals.

2. Manufacture means the process of processing, mixing

and changing the form of raw materials for

veterinary medicines into veterj,nary medicines.

3. Supp1y means the process of procurement and/or

ownership and/or possession and/or storage of

veterinary medicines in a place or room with a view

to distribution.

4. Distribution means the process of activities with

regard to trade, transportation and delivery of

veterinary medicines.

5. Business Entity means a state-owned or regionally

owned, private enterprises or cooperatives.

6. Minister means the Minister in charge of veterinary

health.
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Article 2
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(1) The Government conducts research

activities on veterinary medicines

for veterinary medicines.

\2) The Government encourages and

parties to conduct research

and development

and raw materia Is

fosters private

and development

their rawactivit.ies for veterinary medicines and

materials.

CHAPTER II

PURPOSE OE USE, GROUP

AND CLASSIFICATION OE VETER]NARY MEDICINES

Article 3

veterinary medicines according to their intended use are

used for:

a. determining the diagnosis, preventing, curing and

eradicating animal di seases;

b. reducing and elimj-nating symptoms of animal

diseases;

c. helping soothe, numbing, euthanizing, and

stimulating anirnal s ;

d. eliminating abnormalities or beautj-fying the bodj.es

of the animals;

e. spu!ring improvement in the quality and production

of animal products i

f. improving animal reproduction.
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Artic.l-e 4

(1) veterinary medicines are classified in biol-ogica.I,

pharmaceutical

(2) In addition to

and premj-x preparations.

the cLasses of veterinary medicines

in paragraph (1) there are alsoas referred to

classes of naturaf medicines.

(3) Eurther provisions regarding natural medicines as

referred to j-n paragraph (2) shafl be regulated by

the Minister.

Article 5

(1) Biological preparations as referred to in Artj,cle 4

paragraph (1) are manufactured through biofogical

processes in animaLs or anima.L tissues to cause

immunity, diagnose diseases or cure diseases with an

immunologic process.

(2) Pharmaceutical preparations as referred to in Article

4 paragraph (1) include, among others, vitamins,

hormones, antibiotics and other chemotherapeutics,

antihistaminic drugs, antipyretics, anesthetics used

based on pharmacological- performance.

(3) Premj-x preparations as referred to in Article 4

paragraph (1) include animal feed additives and

animal feed suppLements mixed in animaL food or

animal drinks.

YADI
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Articl-e 5

(1) Based on the cl-assification of hazards caused in its

use,

a.

b.

C

veterinary medicines are divided into:

prescrj-ption medicines, veterinary medicines

which if the use is not in accordance vrith the

provisions can cause danger to animals and/or

humans who consume the animal products.

limited over-the-counter medicine s,

prescription medicines for animaLs that are

treated as over-the-counter medicines for

certain types of animals with provided that

they are suppl-ied in number, dosage rules,

dosage forms and certain ways of use and given

a special warning sign.

over-the-counte r medicines, veterinary

medicines that

in animal-s.

12) Further provi s ions

veterinary medicines

can be used freely by everyone

regarding the cfassification of

as referred to in paragraph (1)

sha.II be stapulated by the Minister.

Article 7

(1) The use of prescription medicines must be carried

out by veterinarians or other people with

the supervision ofinstructions from and under

I,
tE\Z

veterinarians.
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12) The use of Ilmited over-the-counter medicines or

over-the-counte r medicines is to be carried out by

everyone by

instructions.

following the prescribed usage

CHAPTER III

MANUEACTURE, SUPPLY AND DISTRIBUTION OE VETERINARY

MEDICINES

Ar:t i cle 8

(1) The manufacture of veterinary medicines includes the

processes of processing raw materiafs, semi-finished

materials, and/or finished materials into ready-to-

use veterinary medicines .

(2\ The manufacture of veterinary medicines as referred

to in paragraph (1) must meet the requirements

regarding raw materials, locations, buildings, room

settings, equipment, experts, and the manufacturing

(3)

process.

Eurthe r

referred

the Minister.

(1) Veterinary medicines

distributed are onfy

medicines.

provisions regarding the requirements as

to in paragraph (2) shall be determined by

Article 9

that can be supplied and,/or

duly registered veterinary



12) Further provisions regarding registrat.ion as

referred to in paragraph (1") shaLl be determined by

the Minister.

Article 10

(1) Veterinary medicines in inventory and/or

distribution must be packaged j-n certain containers

and/or packaging that are equipped with tags and

marked and fabefed with "medicine for animals on1y"

which can be clearly read.

(2) The marking as referred to in paragraph (1) must

also be included in the accompanying brochure.

(3) Further provisions regarding the marking

requirements on packaging, containers, wrappings,

tags and brochures as referred to in paragraph (1.)

and paragraph (2) shall be determined by the

Minister.

Article 11

(1) Business entities and indiv.iduals are prohibited

that arefrom supplying or distributing medicines

not suitable for use.

(2) Veterinary

as re ferred

medicines that are not suitable for use

to in paragraph (1) include:

medicine preparations that do nota. veterinary

pass quality testing based on quality standards



set by the

registration,

distribution;

Government, at the

before di stribution

time of

and in

veterinary medicine preparations that are not

tested for quality, whereas according to the

provisj-ons they must be tested,'

veterinary medicine preparations that have

experienced physical changes;

expired veterinary medicine preparations.

CHAPTER IV

REGISTRAT]ON AND TESTING OF VETERINARY MEDICINE QUALITY

Article 12

(1) In the framework of quality control, veterinary

medicines to be distrj-buted must have passed the

quality testing conducted for registration.

(2) veterinary medicines that have been registered can

be re-tested for quality at any time.

(3) Further provisj-ons regarding the terms and

procedures for testing for registration of

veterinary medicines as referred to in paragraph (1)

shal-1 be determined bv the Minister.

Article 13

b
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(1) Testing of quality of veterinary medicines as

referred to in Article 12 shall be conducted based

on quaLity standards stipulated by the Government.

(21 Qual-ity testing as referred to in paragraph (1)

shafl be carried out by an agency appointed by the

Mini ster -

Article 14

(1) Fees required for registration

quality of veterinary medicines

Article 9 and Article 12 shal1 be

(3) Registration fees as referred

shall constitute state revenue

to the State Treasury.

CHAPTER V

LICENSING

Articl-e L5

(1) Manufacture and/or supply

veterinary medicines by

to in paragraph (1)

and must be depos ited

and/or distribution of

and testing of

as referred to in

borne by the owner

which is toof veterinary medicines, the amount of

be determined by the Minister,

(2) The procedures for collection and the amount of

registration fees shall be determined by the

Minj-ster upon approval by the Minister of Finance.

tTti

B

business entities or



individuals sha.l-l- be carri,ed out based on business

Iicenses granted by the Minister.

(2) Further provisions regarding the terms and

procedures for grantj-ng of business f.icenses as

referred to in paragraph (1) sha11 be determined by

the Minister,

Artic.l-e 16

(1) Research institutions or higher education

institutions conducting research and development of

veterinary medicines for the benefit of science, and

Government agencies which in carrying out their

duties are technically related to veterinary

medicines may perform their activities without

permission.

the manufacture and,/ o r(2) Furthe r

s uppl y

carried

provisions regarding

and,/or dis tribut ion of veterinary

institutions,

medicines

out by research higher

education institutions and Government agencies as

referred to in paragraph (1) shall be stipulated by

the Minister.

Article 17

(1) A business entity or individual holding a business

license for manufacturing and/or supplying and/or

YAO I17r f
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distributing veterlnary medicines can expand its

business.

(2) Expansion of the business

veterinary medicines as re ferred

shalL be in the form of:

a. increasing the number of

and/or

(3)

A business license that

entity or individual as

expire because:

of manufacturing

to in paragraph (1)

has been granted to a business

referred to in Article 15 shall

production units;

b. increasing the number of production equipment;

and/or

c. adding the types of veterinary medj-cines

manufactured.

Expansion of the busj-ness of supplying and/or

distributing veterinary medicines shafl be in the

form of:

a. adding types of veterinary medicines to be

supplied and/or distributed; and/or

b. increasing the area of supply and/or

distribution of veterinary medicines; and/or

c. opening branches of business for the supply

and/or distribution of veterj.nary medicines in

other places.

Article 18



the business entity concerned is disso.l-vedi

the holder of an individual- business license

passes away, and his/her heir does not state

his/her intenti-on to continue the business

within 90 (ninety) days after the death of the

business license holder;

it is revoked by the Minister in case:

f. it does not conduct business activities

within 1 (one) year after the business

License is granted;

2. it no Ionger conducts business activities

for L (one) consecutive year;

3. it does not meet the conditions stated in

the business license and the applicabJ.e

Iaws and regulatj-ons;

4, the business f i-cense has been transferred

without a written approval from the

Minister,

CHAPTER VI

SU PERVI S ION

Article 19

(1) The M:.nister shalI supervise the manufacture,

supply, distribution

medicines.

and use of veterinarv

a

b

C



(2) In the context of carrying out supervision as

referred to in paragraph (1) the Minister may

appoint a veterinary medicine supervisor to carry

out veterinary medi,cine supervision.

(3) The veterinary medicine supervisor as referred to in

paragraph (2) shafl be appointed and dismissed by

the Minister.

(1) In carrying out

referred to .in

Article 20

veterinary medicine supervision as

Article 19, a veterinary medicine

supervisor is authorized to:

a. check the fulfillment of provisions under the

business Iicense for the manufacture, supply

and distribution of veterinary medicines,

b. conduct an examination of how to manufacture

good veterinary medicines;

c. conduct an examination of veterinary medicines,

facil-ities and places of storage in the supply

and distribution, includj-ng the equipment and

means of transportat ion;

d. check the use of veterinary medicinesi

e. take samples of raw materials and veterinary

medicines for testing their efficacy and

safety.

&



(21 If in the examination as referred to in paragraph

(1) an irregularity is found, the Minister or the

veterinary medicine supervisor may instruct to:

a. temporarily stop the animal medicine

manufacturing activities ;

b. prohi-bit the distribution of the veterj-nary

medicines;

c. wj-thdraw the veterinary medi,cines from

d

(3) Further

procedures

paragraph

distribution;

stop the use of veterinary

not in accordance with the

medicines which are

referred to in

provisions.

provisions regarding the terms and

for supervision as

paragraph (2t(1) and shalI be regulated

by the Minister.

CHAPTER VII

TRANSITIONAL PROVISIONS

Articl-e 21

With the enactment of this Government Regulation, a1I

Iaws and regulations as the implementation of Government

Regulation Number 71 of 1973 shalf remain in effect, as

Iong as they do not conflict with this Government

Regulation or have not been amended or revoked based on

this Government Regulation.



CHAPTER VI I1

CLOSING PROVISIONS

Art icle 22

As from the date of entry into force of this Government

Regulation, covernment Regulation Numbe r 17 of L973

concernj-ng Manufacture, Supply, Distribution and Use of

Vaccines, Sera and Biological Diagnostic Materials for

AnimaLs is declared inval-id.

Article 23

This Goverrunent Regulation shall come into force on the

date of promulgation.

Eor public cognizance, this Government Regulation shal1

be promulgated by placing it in the State Gazette of the

Republic of Indonesia.

Stipulated in Jakarta

on December 24, 1992

PRESIDENT OE THE REPUBIIC OE INDONESIA

signed

SOEHARTO

Promulgated in Jakarta

on Decembe! 24, 1992

MINISTER/STATE SECRETARY OE

THE REPUBIIC OF INDONESIA

s igned

MOERDIONO

YAD I
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PRESIDENT OF THE REPUBLIC OE INDONESIA

ELUC I DATION

TO

GOVERNMENT REGULATION OE THE REPUBIIC OE INDONESIA

NUMBER 78 OE 1992

CONCERN]NG

VETERINARY MEDIC INES

GENERAL

Eor the successful implementation of national

development, development in Iivestock has an important

rol-e as one of the efforts to provide sources of animal

protein in the food sector.

To be able to provide good sources of animaL protein in

terms of both quantity and quality, efforts are needed to

increase livestock production. Efforts to increase

Iivestock production cannot be separated from efforts to

improve animal health. In additj.on to dependence on other

factors, the supply of adequate veterinary medicines in

terms of both quantity and quality is one of the very

determining factors in animal health.

The very rapid development in Iivestock in general and

animal health in particular needs to be ba.l-anced with the

development in veterinary medicines at an equal level,



The development in veterinary medicines in line with the

rapid development in animal heafth as mentioned above

needs to be balanced with the best guidance and

regu.l-ation of the manufacturing, supply, distribution and

use activities.

Government Regulation Number 17 /1913 concerning

Manufacture, Distribution, SuppJ.y and Use of Vaccines,

Sera and Biological Diagnostic Materials for Animals only

regul-ates some veterinary medicines in the form of

biological preparations .

Meanwhile, in an effort to improve animal health, in

derived fromaddition to veterinary medicines that are

biological preparat.ions,

pharmaceutj-ca1 preparations

also needed. Guidance by

parties in the manufacture,

of veterinary medicines in

biological, pharmaceutj-ca1

necessary

the public

types, adequate

with affordable

which is expected to

breeders and at the same

through the availabi lity

veterinary medicines from

and premix preparations are

the Governnent to inte rested

supply, distribution and use

the broad sense that incl-ude

and

quantity and quafity and safe j-n use,

prices for the community. This situation

production,

Iivestock

so that the supply of

premix preparations is

veterinary medic j-nes to

can be guaranteed to be smooth at all times in

wilf support efforts to increase Iivestock

increase incomes of

time inprove community nutrition

YADI
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of animaf protej-n in sufficient



quantity and good

manufacture, supply,

medicines wiIl have

general and e fforts

quaJ.ity. Any

distribution and

mistakes in the

use of veterinary

on society in

production in

a negat j,ve impact

to increase Iivestock

particular.

The scope of guidance and regulation in this Government

Regulation covers the activities of manufacturing,

supplying, distributing, and using veterinary medicines

in the sense of includj-ng raw material-s which in their

original condition have been used as veterinary medicines

and their specj-fic purpose in veterinary mediclnes.

Regarding raw materials for veterinary medicines that can

be used both for general heal-th needs and for the

purposes of veterinary medicines, the guidance is

provj,ded in a coordinated and integrated manner by the

Ministry of Health and the Ministry of Agrj,culture.

In addition to the three types of veterj-nary medicines,

natural medici-nes are afso used, which refer to native

medicines both from within the country and those from

other countries. Taki,ng

to the development

distribution and use

into account alI aspects related

of the manufacture, supply,

of veterinary medicines, it is

necessary to make security efforts j-n the form of

provisions that must be adhered to in the manufacturj-ng,

supply, distribution, and use of veterinary medicines as

well as other technical- requirements that must be met



properly by manufacturers, dealers, or use of veterinary

medicines.

This Government Regulation regulates the manufacture,

suppLy, distribution and use of veterinary medicines in a

broad sense, which include biological, pharmaceutical and

premix preparatlons, and it is an improvement to

Government Regulation Number 17 of 1973.

]I. ARTICLE BY ARTICIE

Article 1

Number 1

Se I f-explanatory

Number 2

1n the definj-tion, the processing, mixing and

changing activities of forms can be cumulative

or independent of each other followed by

filling and packaging activities.

The definition of raw materiafs for veterinary

medicines in general are all substances or

chemicals in the form of active ingredients,

additives and auxiliary materials used to

manufacture veterinary med.icines.

there are raw materials as active

which when they are

other ingredients are

not/ not yet

However,

ingredients

mixed with

ItIInfrut

&

veterinary medicines, if



they have been packaged and labeled "drugs for

animals onIy".

Number 3

The definition of procurement covers domestic

and imported production.

Numbe r 4

Se 1f- expl anatory

Number 5

Se] f-explanatory

Number 6

Sel f-explanatory

Article 2

Paragraph

The

(1) and paragraph (2)

research and development of

medicines and their raw materials

new technologies refated to the

manufacturing veterinary medicines

raw materials in order to j-mprove

and safety of veterinary medicines

as weLl as the health of people

materials derived from animal-s.

veterinary

aim to find

process of

and their

the efficacy

for animals,

v,rho consume

The guidance for

raw materials that

medicine purposes

research and deveJ-opment of

can be used for veterinary

and for general health

a coordinated mannerpurposes is carri,ed out in



by

of

the Minlster and other Ministers in charge

public health.

The Government

assistance to

research and

also encourages and provides

private businesses to conduct

development of veterinary

medi-cines.

Articl-e 3

Letter a

Diagnosis is

and groups,

in an e ffort

a1.I activj-ties, both individual,s

in the fj.eId and in the l-aboratory

to determine the type or cause of

an animaf disease.

Prevention of anima.I diseases means all actions

to prevent

of cases of

the emergence, outbreak and spread

animal diseases.

Cure means all actions

veterinary medicines

physiologlcal condition

means a condition in

taken by administering

to restore animal's

to normaL Phys iology

which all organs of

animal,'s body can function in a balanced

manne r .

Eradication of animal di-seases means alI

the emergence or

spread of cases of

actions to eliminate

occurrence, outbreak and

animal- diseases.

Letter b



Sel f-explanatory

Letter c

Euthanasia means an attempt by a veterinarian

to al.Levj-ate the suffering of an incurable,

sick animal by killing it.

Letter d

Se 1f- expl-anatory

Letter e

SeI f-explanatory

Letter f

The meaning of animal reproduction is animal

breeding. Improving animal reproduction means

factors that affect animaL1mprov]"ng

breeding.

diseases,

breeding

va rt-ous

Eor example:

coping with

suppressing

diseases of

infertility

Iarge animal

organs,

Arti- c1e 4

Paragraph (1)

SeI f-expIanatory

Paragraph (2)

The group of natural medicines includes native

Indonesian (domestic) medicines and native

medicines from other countries for animals that

do not contain synthetic chemical-s and have no

cl-inical data and do not include narcotics or

prescription medicines and their efficacy and

5,/2ry)A1



use are known empiricafly (resufting from

experiences or own experiments) .

Paragraph (3)

Se I f-explanatory

Article 5

Paragraph (1)

Biological preparations include vaccines, as

well as (anti-sera) and biological diagnostic

materials.

Vaccine is a biological preparation used to

disease.cause immunity to an anj-mal

Sera (anti-sera) is a biologicaJ- preparation 1n

the form of blood serum containing l-mmune

substances derived from animals used to

prevent, cure

caused by

microorganisms

toxin power.

Paragraph (2)

Self-expfanatory

Paragraph (3)

The meaning of

substance that is

or diagnose diseases in animafs

bacteria, viruses or other

with a view to nulli.fying the

Biological diagnostic material-

preparation used to diagnose

anima I -

is a biological

a di, sease in an

animal feed supplement IS A

naturally contained in anima.I



feed but the amount needs to be increased

through administration in animal- feed, for

exampJ-e vitamins,

The meaning of

substance that

anima.I feed and

minerals and ami-no acids.

animal feed

is naturally

.its intended

additive ls a

not present in

use j,s primarily

substance can beas a growth booster. A new

Article 6

used as a feed additive after going through

scientific studies, for example certain

antibiotj,cs, including bacitracines,

virginiamisina and flavomycin.

Paragraph (L)

Letter a

The meaning of

animals includes

prescription medicines for

veterinary medicines that

contain ant i-biot ics which if used

speci fied

resistance

Letter b

excessively

dose wi-II

(increased

or less than the

pose a danger of

immunity to disease ) .

The meaning of Iimited

medicines for animals

( sulfakuinoxalin ) . UnIess

rules and how to use

counter medicines are

ove r- the - counte r

incl-udes sul fa

there are dosage

them, over-the-

given special



warning Signs such as "do not give to egg

Iaying chickens "

Letter c

The meaning of over-the-counter medicines

is medicines that can be used freely

because there are no si-de effects.

Paragraph (2)

The classificatj-on of veterinary medicines is

based on the results of scientific studi-es.

Article 7

Paragraph (1)

The meaning of use is any actj-vity that

involves the use of veterinary medicines in

accordance with their functions and uses.

Paragraph (2)

Se 1f-expL anato ry

Article I

Paragraph (1-)

Se 1f-explana to ry

Paragraph (2)

Sel f-explanatory

Paragraph (3)

SeI f-explanatory

Articl-e 9

Paragraph (1)

]u ,f
!
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for veter j-nary

domestically and for veterj-nary

imported from abroad.

Paragraph (2)

SeL f-explanatory

Article L0

Supply and,/or

medicines both

Paragraph (1)

Packaging

or weight

medicine

or sign on a

and,/or wrapping,

Paragraph (2)

Self-explanatory

Paragraph (3)

Self-explanatory

distribution of veterinary

medicines made

medicines

is a number that indicates the volume

or a certain amount of a veterinary

preparation 1n one container, either

in severa] contai-nerswrapped or not wrapped or

j-n one wrapping.

A container is an object along with a lid that

is used to place a veterinary medicine and is

in direct contact with the veterinary medicine

that it hoLds, and is not applied,

lirapping is an object used to wrap a container.

Marking is a statement in the form of writi.ng

veterinary medic j-ne

tag and brochure.

contai-ner

Article L1



Paragraph (1)

SeI f-expl-anatory

Paragraph (2)

Self-explanatory

Article 12

Paragraph (L)

Registration of veterinary medicines to be

distributed is made for monitoring the quality

of veterinary medicj-nes. Therefore, testing the

quality of veterinary medicines is made as a

series of registration activities in the

context of licensing simplification.

Paragraph (2)

Re-testing the quality of registered veterinary

medicines to be carried out at a.l,.l, times is

intended to guarantee the quality of the

medicines, so that they remain in accordance

with the standards set by the Government.

Paragraph (3)

SeI f-explanatory

Article 13

Paragraph (1)

Self-explanatory

Paragraph (2)

Sel- f-explanatory

Article 14



Paragraph (1)

The costs of regj,stering and testing the

quality of veterinary medicines are not sol-ely

borne by the Government. Because the

registration and testing activities of

veterinary medicines are essentially services

to the owners of veterinary medicines,

veterinary medicines

costs of regist ratj-on

owners of refevant

charged with the

quality testing.

These costs incfude

the

are

and

costs for the purposes of

medicine quality test ingprocuring the

materials.

Paragraph (2)

Self-explanatory

Paragraph (3)

SeIf-expLanatory

Article 15

Paragraph (1)

The meanj-ng of business license in this

provision is a written statement in a certain

form from the Minister or an appointed official

that gives the right to the person concerned to

do business in manufacturing and/or supplying

and/or distributing veterinary medicines.

9.
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This license is a specj-al license that is

associated with the technical" interests of

veterinary medicines, in addition to Iicenses

issued by other agencies based on applicable

laws and regulations, for example SIUP (Tradj,ng

Business License).

Paragraph (2)

In determinj.ng the conditions and procedures

for business licenses, provisions regarding the

transfer of business Iicenses shaJ.J, also be

regufated.

Article 15

Paragraph (1)

SeL f-expl-anatory

Paragraph (2)

Se I f - explanatory

Article 17

Paragraph (1)

Se 1f-expl anato ry

Paragraph (2)

Letter a

lncreasing the nurnlcer of production units

is increasing the preparation forms from

the existing ones, for example, it

initially only has a powder unit and then

it is added with an oral liquid unit.



Ietter b

Increasing the number of production

equipment certainl-y results in an increase

in instal,led production capacity.

Letter c

Adding the types of veterinary medicines

manufactured means adding the types of

medicines based on pharmacological power.

Paragraph (3)

In the context of expanding the business of

manufacturing and/or suppJ-ying and/or

distributing veterinary medicines, the

requirements and procedures for obtaining a

business expansion license related to the

manufacture and/or supply and/or dj.stribution

of veterinary medicines can be carried out in

various ways, each of which requires different

requirements and procedures,

Article L8

Sel f-expl-anatory

Article 19

Paragraph (1.)

Sel f-explanatory

Paragraph (2)

Sel- f-explanatory

Paragraph (3)

l'T7'flf[
!



Se I f -exp.Ianatory

Article 20

Paragraph (1)

Letter a

S e I f-expI anatory

Letter b

The meaning of how to manufacture good

animal, medicines (good manufacturing

practices) is a system related to making

veterinary medicine manufacturing including:

1. lay-out;

2. regulating the traffic of people, raw

materials and veterinary medicines and

related faci Iities;

3. workforce expertise qualifications;

4. equipment i

5. manufacturing methods, quality testing

and storage;

5. quality testing laboratory;

'l . storage of raw materials and veterinary

nedicines.

letter c

Se 1f-expl anatory

Letter d

The use of veterinary medicines that are

not in accordance with applicable



regulations will have

animals and humans

products (meat, eggs,

exampl-e the inappropriate

will cause resistance, allergies,

infections, the possibility of

others. Therefore, the use of

medicines needs to be monitored.

Letter e

Sel- f-explanatory

Paragraph (2)

SeI f-explanatory

Paragraph (3)

cance r

a negative impact on

who consume anirnal

and milk) , for

use of antibiotics

super

and

veterinary

Provisions regarding the requirements and

procedures for supervj,sion are needed so that

the implementation does not lead to different

perceptions among supervisors.

Article 21

SeI f-explanatory

ArELcIe 22

Se 1f-expf anato ry

Article 23

Se 1f-explanato ry

SUPPIEMENT TO THE STATE GAZETTE OE THE REPUBLIC OE INDONESIA

NUMBER 3509

L Elo Tjahyadi, Swom & Certified Tmnslator and team, hereby d€clare that this document is
an English translation of a document prepared in Indonesian lanSuage. In translating this
document an attempt has been made to translate as literally as possible without jeopardizing the
overall continuity of the text. However differences may occur in translation and if they do the
ori8inal text has precedmce in law.

19,2020


