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TERMS AND PROCEDURES FOR THE ISSUANCE OF
ANIMAL MEDICINE BUSINESS PERMIT
(Agriculture Minister Regulation No. 18/Permentan/OT.140/4/2009, dated April 8, 2069)

WITH THE BLESSING OF THE ONE AND ONLY GOD,
THE MINISTER OF AGRICULTURE,

Considering:

a.

b,

that with the issuance of Agriculture Minister Decision
Letter No. 324/Kpts/TN.120/4/1994, terms and proce-
dures for the issuance of Animal Medicine Business
Permit had been stipulated,;

that due to changes of the organization of the Depart-
ment of Agriculture, and with the stipulation of Gov-
ernment Regulation No. 38 Year 2007 conceming Divi-
sion of Government Affairs between the Government,
Provincial Government, and Regency/City Government,
it is necessary to review arrangements on tetms and
procedures on the issuance of Animal Medicine Busi-
ness Permit with a regulation of the Agriculture Minis-
ter;

In view of:

1.

Law No. 6 Year 1967 cancerning Main Provisions of
Husbandry and Animal Heaith (Statute Book Year 1967
No. 10, Supplement to R.I. Statute Book No. 2824);
Law No. 8 Year 1999 (BN No. 4013 pages 1A -3A
etc) concerning Consumer Protection (Statute Book
Year 1999 No. 42, Supplement to R.I. Statute Book No.
3821);

Law No. 32 Year 2004 (BN No. 7183 pages 1A-11A4
efc) concemning Regional Government (Statute Book
Year 2004 No. 125, Supplement to R.I, Statute Book
No. 4437);

Government Regulation No, 78 Year 1992 concerning
Animal Medicines (Statute Book Year 1992 Nn. 129,
Supplementto R.L Statute Book No. 3509);
Government Regulation No. 38 Year 2007 concerning
Division of Government Affairs between the Covernment,
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Provincial Reglonal Government, and Regenicy/City
Government (Statute Book Year 2007 No. 82, Supple-
ment to R.1. Statute Book No. 4737);

Presidential Decree No. 187/M Year 2004 (BN No. 7128
pages 30A-31A ) conceming Formation of Indonesia
United Cabinet:

Presidential Regulation No. 9 Year 2005 (8N No. 7182
pages 24-23A) concerning Position, Mission, Func-
tions, Organizational Structure, and Work Procedure
of State Ministries of the Republic of Indonesia, in con-

junction with Presidential Regulation No. 62 Year 2005;

Presidential Regtlation No. 10 Year 2005 concemning

Organization Units and Missions of Echelon - I of State-
Minjstries of the Repubiic of Indonesia;

. Agticulture Minister Regulation No. 29G/Knts/OT 143/

7/2005 concerning Organization and Work Procedure
of the Department of Agriculture, in connection with
Agricutture Minister Regulation No. 11/Permentan/
OT.140/2/2007, and Agriculture Minister Regulation No.
22/Permentan/OT.140/4/2008;

Agriculture Minister Regulation No. 341/Kpts/OT. 140/
9/2005 concerning Organization Accessories and Work
Procedure of the Department of Agriculture, in con-
junction with Agriculture Minister Regulation No. 12/

Permentan/OT.140/2/20607;
DECIDES:

To stipulate :

TERMS AND PROCEDURE ON THE ISSUANCE OF ANIMAL
MEDICINE BUSINESS PERMIT,

CHAPTER I
GENERAL PROVISIONS
Article 1

It thic Regulation, what is meant by:

1. Anima!l ,....




10,

11,

12,

Anjmal medicines are medicines particulary used for
ahimais.

Animal Medicine Business Permit is a statement in
writing issued by the official having the authority to
Indonesian citizens or business entities to carry out
business in the field of production, supply, circulation,
import ard/or export of antmal medicines,

Production is an activity process in the processing,
mixing andfor changing of anirnal medicine raw mate-
rial to become animal medicines.

Supply is an activity process in the procurement, own-
ership, control, and/or storage of animal medicines in
a place or room with the purpose to be circulated.
Circulation Is an acuvity process related with trade,
transportation and/or delivery of animal medicines.
Import of animal medicines, heteinafter referred to as
import, is a series of activities to import animal medi-
cings from overseas into the territory of the Republic
of Indonesia.

Export of animal medicines, hereinafter referred to as
export, is a series of activities to export animal medi-
cines overseas from the territary of the Republic of
Indonesia,

Producers of animal medicines are Indonesian citizens
ar husiness entities performing business on the pro-
duction, supply, and/or circulation of animal medicines,
Importers of animal medicines are Indonesian dtizens
or business entities performing business on the import
of animal medicines from overseas intc the territory of
the Republic of Indonesia.

Exporlers of animal medicines are Indonesian citizens
or business entities performing business an the export
of animal medicines overseas from the territory of the
Republic of Indonesia.

Distributors are Indonesian citizens or business enti-
ties carrying out the supply and/or circulation of ani-
mal medicines from producers or importers.

Animal medicine depot or pet-shop, hereinafter re-
ferred to as depot, is a business unit performing busi-
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13.

14,

15,

16,

ness on the supply and/or circulation of animal medi-
cines from distributars.
Animal medicine stores, hereinafter referred to as
stores, are business units performing business on the
supply and/or circulation of animal medicines other than
strong drugs.
Biological diagnostic substances are biological prepa-
rations used to diagnose diseases on animails.
Head of the Center is the Head of Permits and Invest-
ment Center of the Department of Agriculture,
Service is the agency in charge of functions on hus-
bandry and/for animal health in a province or regency/
city.

Atticle 2

(1) This regulation is purported as a legal basis for the

provision of permits and the performance of animal
medicine business activities for government officers
and business performers.

(2) This regulation has the following objectives;

a. to protect consumers from animal medicines not
meeting requirements of quality, merit, and
safety;

o provide business cerainty for Indopesian citi-
zens or business entities to perform activities in
the field of animal medicine business

1o prevent the entry and spread of contagicus ani-
mal diseases.

CHAPTER I
ISSUANCE OF ANIMAL MEDICINE BUSINESS PERMIT
Article 3

{1) Animal medicine business covers the following activi-

ties:

production of animal medicines;

supply of animal medicines;

circulation of animal medicines;

import of anital medicines from overseas; and/or
export of animal medicines overseas.

P o n g o



(2) The animal medicine business referred to in paragraph

(1) may be performed by Indonesian citizens or busi-
ness entities.

Article 4
(1) Animal medicine business permits are issued by the
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official having the authority to Indonesian citizens or

business entities to perform business in the field of
animal medidnes.

(2) Issuance of Anima! Medicine Business Permit refetred
Lo in parayraph (1) fur producers, imparlers, andfor
exporters is by the Director General of Husbandry on
behalf of the Agricuiture Minister.

{3) Issuance of Animal Medicine Business Permit referred
to in paragraph (1) for distributors is by the Governor.

(4) Issuance of Animal Medicine Business Permit referred
to in paragraph (1) for depots and/or stores is by the
Regent/Mayor.

CHAPTER ITI
REQUIREMENTS OF ANIMAL MEDICINE
BUSINESS PERMIT
Article 6
In order to obtain Animal Medicine Business Per-
mit, Indonesian citizens or business entities must meet ad-
ministrative requirements and technical requirements.

Article 7
The administrative requirements referred to in

Article 6, are as follows:

1. Producers of anima! medicines on biological, pharma-
ceutical, premik and/or natural preparations must pos-
$ess;

a. Taxpayer Basic Number (NPWP = Nomor Pokok
Wajib Pajak};

b. Right of Building Use {HGB = Hak Guna Bangunan);

C. Business Location Permit Letter (SITU = Surat Izin
Tempat Usaha);

d. Nuisance Act Permit (H.0);
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a.
b.
C.

. Company Registration Proof (TDP = Tanda Bukti

Daftar Perusahaan);
Trade Business Permit Letter (SIUP = Surat Izin
Usaha Perdagangan);

- Citizen Tdentification Card / Company Management

Identification Card;

Approval letier on environmental mahagement ef-
forts and monitoring efforts (UKL/UPLY;
Recommendation from Provincial and Regency/City
Heads of Service; and

Recommendation from the local regional manage-
ment of Indonesia Animal Medicine Assodation and/
ar Central Animal Medidine Association.

. Importers must possess:

Taxpayer Basic Number (NPWP);

Right of Building Use (HGB); |

Business Location Permit Letter (SITU);

Nuisance Act Permit (H.O});

Company Registration Proof (TDP);

Trade Business Permit Letter (SIUP);

Citizen Identification Card / Company Management
Identification Card;

Import Identification Number (API = Angka Pengenal
Import);

Rerommendation from Provindal and Regency/City
Heads of Service of the location of the head office
of the company concemed if the location of ware-
houses and office are Ih one province;
Recommendation from Provincial and Regency/
City Heads of Service for Importers using ware-
houses oulside of the jocation of the head of-
fice; and

Recommendation from the local regional manage-
ment of Indonesia Animal Mediane Assoaation and/
or Central Animal Medicine Association.

. Exporters must possess:

Means / equipment to carry out business activities;
Taxpayer Basic Number (NPWP);
Right of Building Use (HGB);



d. Business location permit/business location permit

letter (SITU);

bluisance Act permit (H.0};

Company Registration Proof (TDP);

Trade Business Permit Letter (SIUP);

Citizen Identification Card / Company Managemerit

Identification Card;

i. Recommendation from Pravincial and Regency/City
Heads of Service of the location of the head office
of the company concerned if the location of ware-
houses and effice are in one province;

j. Recommendation from Provincial and Regency/City
Heads of Service for exporters using warehouses
oulside of the lucalion of ils head office; and

s@ oo

k. Recommendation from the local regional manage-
ment of Indonesia Animal Medicine Association and/
or Central Animal Medicine Association.

4, Distributors must possess:

Means / equipment to carry out business activities;
Taxpayer Basic Number (NPWP);

Right of Building Use (HGB);

Business Location Permit Letter (SITU);
Nuisance Act Permit {HO);

Company Registration Proof (TDP);

Trade Business Permit Letter {(SIUP);
Recommendation from Provincial and Regency/City
Heads of Service;

Recommendation from the local regional manage-
ment of Indonesia Animal Medicine Associgtion;

j. Recommendation from Indonesia Central Animal
Medicine Associgliun il Lhere sie ne Indonesia Ani-
mal Medicine Association in the ares,; and

K. Appointment letter from the producer or importer.

5. Depotor Pet—shop of animal medicines must possess:

a. Means / equipment to carry out business activities;

b. Taxpayer Basic Number {NPWP);

¢. Business location permit/business location permit
letter (SITU);

d. Company Registration Proof;

o o pAD oo
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e.

f.

a.
b.

C.

5 are:

Trade Business Permiit Letter (SIUP); and
Recommendation from the local regional man-
agement of Indonesia Animal Medicine Associa-
tion; if there are no Animal Medicine Associa-
tion in the area, then the recommendation shall
be issued by Indonesia Central Animal Medicine
Association,

Stares of animal medicines must pnssess:

Means / equipment to carry out business activities;
Taxpayer Basic Number (NPWPY);

Business lecation permit/business location permit
letter (SITU); and

Trade Business Permit Letter (SIUP).

Article 6
‘The technical requirements referred to in Article

1. Producers of animal medicine biological preparations,
pharmaceutical, premiks and/or natural medicines,
must possess:

a.

Factory of animal medicines, means / equipment
to carry out business activities;

. Quality testing laboratory and storage places of ani-

mal medicines:

Veterinarians and pharmadists working full time as
technical responsible parties.

Producers hot possessing a factory of animal medi-
cines may use the servica of other parties possess-
ing certificate on methods of producing good ani-
mal medicines (CPOHBY), and/or laboratory for test-
ing animal medicine quality of other parties having
been accredited.

2. Importers of animal medicines must possess:

a.

means / equipment to carry out business activi-
ties;

storage places of animal medicines that can as-
sure the maintenance of quality; and

. veterinarians or pharmacists working full tirme as

technical responsible parties.



Exporters of animal medicines must possess:

a. means / equipment to carry out business activities;
b. storage places of animal medicines that can as-
sure the maintenance of quality;

veterinarians or pharmacists working full time as
technical responsible parties.

Distributors of animal medicines must possess:

a.

4

storage placas of animal medicines that can as-

sure the maintenance of quality;

. veterinarians or pharmacists working full time as
technical responsibie patties,

Depot or Pet-shop of animal medicines must possess:

storage piaces of animal medicines that can as-

sure the maintenance of quality;

veterinarians or pharmacists working not oh full ime

basis, or pharmacist assistants working full time as

technical responsible parties.

a.

Stores of animal medicines must possess storage

places to secure the quality, metrit, and safety of ani-
mal medicines.

CHAPTER IV
PROCEDURE ON THE ISSUANCE OF
ANIMAL MEDICINE BUSINESS PERMIT
Article 8
{1) Application for Animal Medicine Business Permit as
meant in Article 4 paragraph (2) shall be submitted to
the Minister thru the i iead of Center with copics to the
Director General of Husbandry, using Model-1 form,
(2) After receiving the application refetred to in paragraph
(1), Head ot the Center shall within a period of no fater
than three {3) work days accounted for from receiving
the application fetter, immediately give an answer
whether it is accepted, postponed or rejected.

Article 9
(1) An application shall be accepted as referred to in Ar-
ticle 8 paragraph (2) if it meets the administrative re-
auirements referred to in Article 6,
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(2} An application shall be postponed as referred to in
Article 8 paragraph (2) if there are still some short-
ages of the administrative requirements referred to in
paragraph (1}, which must be equipped and notified
to the applicant by the Head of the Center in writing
using Model-2 form.

(3) Within a pericd of no later than five (5) work days
accounted for from receiving the notification referred
to in paragraph (2), the applicant must have completeci
the shortages of requirements. .

(4} If within the period refetred to in paragraph (3) the
applicant did not complete the shortage of the admin-
istrative requirements, the application will be deemed
as belng withdrawn,

(5) An application shall be rejected as referred to in
Article 8 paragraph (2) if the administrative re-
quirements referred to in paragraph (1) are not
correct,

(6) Rejection of the application referred to in paragraph
(5) shali be notified to the applicant by the Head of the
Center accompanied with reasons for the rejection in
writing, using Model-3 formn.

Article 10
An application having met the administrative re-
quirements meant in Article 9 paragraph {1) shafl be sub-
mitted to the Director General of Husbandry by the Head of
the Center to be studied as of the fulfillment of its tachnical
requirements.

Article 11

(1) After receiving the application from the Head of the
Center meant in Article 10, the Director General of
Husbandry shalt perform a study on the technical re-
quirements.

{2) Inthe performance of the technical study, the Director
General of Husbandry, within a periad of no later than
20 (twenty) work days, must have provided an an-
swer: accepted, or rejected,.



Artidle 13

(1) An application shall be accepted as referred to in Ar-
ticle 11 paragraph (2), if it meets the technical re-
quirements meant in Article 7.

(2} For an application that is accepted as referred to in
paragraph (1), a business permit will be issued in the
form of a decision of the Agriculture Minister signed by
the Director General of Hushandry on behalf of the
Agriculture Minister as shown in Model-4 form.

(3) The decision referred to in paragraph (2) shall be de-
livered to the applicant thru the Head of the Center.

(4) The business permit referred to in paraqraph (2) re-
mains iri force for the duration the permit holder still
carry on activities.

Article 14

(1) An application shall be rejected as referred to in Ar-
ticle 11 paragraph (2) if the tachnical requirements
meant in Article 7 are not met.

(2) Rejection of an application as referred to in paragraph
{1) will be given by the Director General of Husbandry
1o the applicant accompanied with reasons in writing
thru the Head of the Center.

Article 15
(1) Individuals or business entities intending to expand
business activities must have an expansion permit.
(2} The expansion permit referred to in paragraph (1) can
be obtained in accordance with the terms and proce-
dure referred Lo in Chapters 11T and IV,

Article 16

‘The expansion of business meant In Article 15
covers:
a. expansion of animal medicine business as producer in
the form of adding production units in other places or
locations; andfor
expansion of animal medicine business as producer in
the form of adding the number of production means,
adding the types of anirmal medicines produced.
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Article 17
Holders of Animai Medicine Business Permit re-
ferred to in Article 13 paragraph (2) are obliged to submit
reports periodically once in every three (3) months on its
business activities to the Director General of Husbandry
thru the Head of the Center.

Artidle 18

A permit holder intending to move its location must
notify in writing to the party issuing the permit.

Article 19
{1) The business permit referred to in Article 13 para-
graph (2) may be transferred after receiving an ap-
proval of the party issuing the permit.
(2) The transfer referred to in paragraph (1) shall be per-
formed in accordance with applicable legislations.

Articie 20
Holders of Animal Medicine Business Permit re-
ferred to In Article 13 paragraph (2) are obliged to submit
reports periodically ance in every three {3) months on its
business activities to the Director General of Husbandry
thru the Head of the Center.

CHAPTER V
ROVOCATION OF ANIMAL MEDICINE DUSINESS PERMIT
Article 21
A business permit wili be revoked if:
. It Is proved thal it has nu manpower responsible on
technicalities;
in & period of ane (1) year after the issuance of the
Animatl Medicine Business Permit, no activiies were
performed;
. itis proved that It produced, supplied and/or circulated
animal medicines illegally;
. Iocation of the animal medicine business was remgved
without the approval of the party issuing the permit;
. transferred the business permit without a written ap-
proval from the party issuing the permit;

b.



f. did not meet the provisions set forth in the business
permit;

¢g. did not make any report on activities in succession ina
period of one (1) year;

Article 22

(1) Revocation of Animai Medicine Business Permit as meant
in Article 21 letter a, letter b, or letter g shall be made
after giving a warning in writing three (3) times in suc-
cession with an interval of 50 (fifty) work days respec-
tively, were not heeded by the permit holder.

(2) Revocation of Animal Medicine Business Perthit referred
to in paragraph (1) shall be made in the form of a
dedision of the Agriculture Minister signed by the Di-
rector General on behalf of the Minister as shown in
Model-5 form.

CHAPTER VI
QTHER PROVISIONS
Article 23

For the purpose of protecting the national inter-
est, and to assist the tackling of animal diseases in other
countries, the production of biological preparations where-
in its isolate parent species are not available in Indonesia,
it can be produced under separate requirements and must

meet a high biological safety level.

CHAPTER VII
TRANSITIONAL PROVISIONS
Articie 24
(1) Application for Animal Medicine Business Permit
being under process before the stipulation of this
requlation sh.all be parformed in accardance with
provisions of Agriculture Minister Decision Letter
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No. 324/Kpts/TN.120/4/94 concerning Tesms and
Pracedures for the Issuance of Animal Medicine Busi-
ness Permit.

(2) Animal Medicine Business Permits already issued be-
fore the stipulation of this regulation is declared as still
applicable, however must be conformed to this regu-
fation.

CHAPTER VIII
CLOSING
Article 25
With the stipulation of this regulation, Agriculture
Minister Decision Letter No.: 324/Kpts/TN.120/4/94 con-
cerning Terms and Procedures on the Issuance of Animal
Medicine Businass Parmit, is revoked and declared as not
in effect,

Artidle 26
This regulation commences to come to effect from
the date of stipulation.
For public cognizance, this Agricutture Minister
Regulation shail be announced in the State Gazette of the
Republic of Indonesia,

Stipulated in Jakarta
On April 8, 2009
AGRICULTURE MINISTER,

sad
ANTON APRIYANTONO
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