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- HEAD OF SUPERVISORY BODY OF DRUGS AND
~ FOOD OF THE REPUBLIC OF INDONESIA |
- PROCEDURE FOR ISSUING RECOMMENDATION TO
OBTAIN APPROVAL FOR IMPORTING MEDICINES,
TRADITIONAL MEDICINES, HEALTH SUPPLEMENT
AND/OR COSMETICS AS COMPLEMENTARY GOODS
(Regulation of Head of Agency on Drugs and Food
Supervison of R.I Number 27 Year 2016,
‘dated December 23, 2016)

WITH THE BLESSING OF THE ONE ONLY GOD

Considering: .
- Whereas, to implementthat provision in' Article 9 paragraph (4) of Regulation of Minister of Health
Number 14 Year 2016 A'concerning recom‘mendation to obtain approval for lmporting complementar'y goods,

goods for market test, and after sales service, |t is necessary to stlpulate Regulat|on of Head of Agency on

‘Drugs and Food Supervrson on procedure for issuing recommendatlon to obtaln approval for |mport|ng Tradl

tional Medicines, Health Supplement, and/or Cosmetlcs, as complementary goods

In view of:

i 1. Law Number 8 Year 1999, concerning Consumer Protection (Statute Book of the Republic of Indonesia

Year 1999 Number 42, Supplement to Statute Book of the Republic of |ndonesia Number 3821);

2. Law Number 36 Year 2009, concerning Health (Statute Book of the Republic of Indonesia Year 2009 Num-

~ ber 144, Supplement to Statute Book of the Republic of Indonesia Number 5063);

3. Government Regulatlon Number 72 Year 1998, concerning Secunty on Pharmaceut|ca| Preparatlon and

Health appllances (Statute Book of the Republlc of Indonesua Year 1998 Number 138, Supplement to Stat
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ute Book of the Republic of Indonesia Number 3781 );7

Presidential Decree Number 103 Year 2001, concerning Capacity, Duty, Function, Authority, Organization-
al Structure, and Work Procedure of Non-Department Government Iristitution as amended eeveral times and

lately by Presidential Regulation Number 145 Year 2015, concerning the E'igth Amendment to Presidential

~ Decree Number 103 Year 2001, concerning Capacity, Duty, Function, Authority, Organizational Structure,

:and Work Procedure ofNOn'-Department Governr_ner_wt Institution (Statute Book of the Republic of Indonesia

Year 2015 Number 322);

Presidential Decree Number 110 Year 2001, concerning Organizational Unit and Puty ofv Echelor\ | of Non-
Departme‘nt Governmental Institution as amend‘ed several times and Iately amended by Presidential Regula-
" tion Number 4 Year 2013, concernlng Eight Amendment to Presidential Decree Number 110 Year 2001,

concerning Orgamzatronal Unit and Duty of Echelon | of Non-Department Governmental Instrtutron (Statute

Book of the Republic of indonesia Year 2013 Number 11

Regulation Minister of Health Number 11 75/Menkes/Peerll/201 0 Year 2010, concerning License for Cos- |

metics Production as amended by Regulation of Minister of Health Number 63 Year 2013, concerning
Amendment to Regulation of Mlmster of Health Number 1175/Menkes/Per/VIIl/201O Year 2010 con-
' cerning License for Cosmetrcs ‘Production (State Gazette of the- Republrc of Indonesua Year 2013 Number

1317);

Regulation of Minister of Health Number 1176/Menkes/Per/VIII/2010 Year 2010, concerning Notification

on Cosmetcis (State Gazette of the Republic of Indonesiaerar 2010 Number 397);

Regulation of Minister of Health Number 1799/Menkes/Per/XI1/2010, eoncerning Pharmaeeutical Industry
| (State Gazette of the Republlc of Indonesra Year 2010 Number 721) as amended by Regulation Mlnlster

of Health Number 16 Year 2013 on. Amendment to Regulation of the Mrnlster of Health Number 1799/

. Menkes/Per/XI1/2010, -on Pharmaceutlcal Industry (State Gazette of t_he Republic of Indonesia Year 2013
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11.

12.

13.

14.

15.

“16.

Number 442);

- Regulation of'Minister of Health Number 006 Year 2012, concerning Industry and Business on Traditional

Medicines (State Gazette of the Republic of Indonesia Yeaf 2012 Number 225);

Regulation Minister of Health Number 007 Year 2012, concerning Registration of Traditional Medicines

(State Gazette of the Republic of Indonesia Year 2012 Number 226);

Regulation of Minister of Trade Number 70/MDAG/PER/9/2015, concerning Importer Id_ent{ification Number

(State Gazette ef the ‘Republic of Indonesia Year 2015 Number 151 6');

Regulation‘ of Minister of Trade Number 87/MDAG/PER/10/201 5, concerning requirements for Importing

Particular Goods (State Gazette of the Republic of Indonesia Year 2015 Number 1553);.

Regulation of Minister of Trade Number 118/MDAG/PER/12/2015, concerning requirements for Importing

Complemenfary Goods for Market Test, and After Sales survice (State Gazette of the Republic of Indonesia

Year 2015 Number 2001);

Regulation of Minister of Health Number 14 Year 2016, concerning recommendation to obtain approval '

for importing complementary goods, goods for market test, and after sales service (State Gazette of the

Republic of Indonesia Year_201 6 Number 475);

»

Regulatioof Head of Agency on Drugs and Food Supervison Number 14 Year 2014, concerning Organize-
tion and Work Procedure of Technical Operator (State Gazette of the Republic of Indohesia Year 2014

Number 1714);

Regulation of Head of Agency on' Drugs and Food Supervison Number 12 Year 2015, concerning super-
vision on imported medicines and food to the territory of the Uhitary State of the Republic of Indonesia

(State Gazette of the Bepublic of indonesia Year_2015 Number 1373) as afnended by Regulation of Head
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- of Agency on Drugs and Food Supervison Number 25 Year 2016, concérning Amendment to Regulation

of Head of Agenby on Drugs and Food Supervison Number 12 Yéar 2015, on supervision on imported

medicines and food into the territory of the Unitary S_tate of the Republic of Iniionesia (Staté Gazette of the

" Republic of Indonesia Year 2016 Number 1557);

17.

Decision of thé Head of Agency on Drugs and Food SuperVison Number 02001/SI(/KBPOM Year 2001‘,
concerning‘ Organization and _wofk procedure of of Agency on Drugs ‘and Foad Sup.ervison as amended by
Decision of the Head of 'Agency on Drugs and Food Supervison Number HK.O0.05.21 4231 Year 2004, on
Amendment to Decusuon of the Head of Agency on Drugs and Food Supervison Number 02001/SK/KBPOM

Year 2001, concermng Orgamzatlon and work procedure of Agency on Drugs and Food Superwson,

DECIDES:

To stipulate:

REGULATION OF THE HEAD OF AGENCY ON DRUGS 'AND FOOD SUPERVISON CONCERNING PROCEDURE

FOR ISSUING RECOMMENDATION TO OBTAIN APPROVAL FOR IMPORTING TRADITIONAL MEDICINES

HEALTH SUPPLEMENT, AND/OR COSMETICS AS COMPLEMENTARY GOODS

- to examine and investigate physiology and patology systems to'determine diagnosis for prevention, healing,

CHAPTER |
GENERAL PROVISION
~Article 1
What is rheant in this Regulafion of Head of Agency by:

Medicine shall be I'nedicine product, ihclﬁding biological product constituting stuff or combined stuff used
recovering and improving human health and contraception.

Traditional medicine shall be stuff or herbs in the form of plants, animal stuff, mineral, essence preparation

or mixture of the abo\)e stuff which have been utilized in descendens as medication, and appliéd based on

- the norms prevailing within the society.
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Health supplement shall be product meant to supplement the need for nutrition to maintain, improve, and/or

repair heaith functlon is nutritious and/or i rmprove health functlon and/or effect on physiology, contain one
or more stuff in the form of vntamrn, mrneral amino acid and/or other non-plant stuff that may be combined -

with pl'ants_.

. Cosmetics shall be stuff or preparatron used for the outer part of human body (epldermlc, halr, nail, lips,

" and outer part of genital organ) or teeth and mouth mucosa membrane to cleanse, give fragrance, modify

10.

appearance and/or drive away body odor or protect or keep physrcal condmon weII

Pharmaceutical Industry shall be business entity holding License issued by Minister Minister of Health to

operate business activity to manufacture Medicines or Medicinal stuff.

Tradrtlonal Medicine Industry, hereinafter referred to as IOT shall be industry producing all kmds of stuff
for Traditional Medlcrnes
Tradltlonal Me“dlcme Small Busnness, herelnafter referred to as UKOT shall be busmess producrng all kinds

stuff for Traditional Medicines, except preparatlon for tablet and effercense

. Cosmetics Industry shall be industry producing Cosmetics that holds Business License for industry or Indus-

trial Registration Certificate in line with the provisions in the statutory regulation.

'Processed Food Producer shall be individual busmess and/or business entity producmg, processing, chang-

mg the form of, preserving,. re- packmg processed food for crrculatron

Complementary goods shall be goods lmported by Company holdmg Producer-Importer Identlflcatlon Cer-

tlflcate, for the purpose to support line of products originating from and produced by company in overseas

‘that has privilege in the company possessing Producer -Importer Identlflcatlon.Number. .
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11.

Privilege shall be r_elationShip between the_compény possessing Producer-Importer Identification /Number

and the company overseas where either of the parties has capacity to control the other pérty or has signifi-

" cant effect over the othe; party based on the prevailing Standard Accountancy.

12.

13.

14,

Producer-Importer Identification Number hereinafter ’reférred to as API-P, shall be Identification Number as

Producer-importer.

Applicant shall be Pharmaceutical IndUStry in the form of IOT, UKOT, Cosmetics Industry, or Proceséed

Food possessing API-P.

Import Approval shall be approval used as License to import Complementary Goods issued by the Minister

. of Trade.

15.

16

17.

(m

(2)

(3)

Day shall be working days.

. Head of Agency shall be Head of Agency Drugs and Food Supervison.

Deputy shall be Deputy on Theraphetical Product'Supervsion and NAPZA or Deputy on Traditional Medi-

cines, Cosmetics, and Complementarh Product.

Article 2
‘Pharmaceutical Industry, IoT, UKOT, and Cosmetics industfy as holder of API-P méy import Complemen-

tary Goods, as required to develop its business and investment. .

Complementary G'oods as referred to in paragraph (1) cover Traditional Medicines, Health Supp|eméht, and/

or Cosmetics.

Health Supplement as referred to in paragraph (2) ir{cludes Health Supplement imported by Producer of

Processed Food.
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(4) Imported Complementary Goods as referred to in paragraph (1) may be traded and/or transferred to othef

party. -

| Article 3 |
(1) ’The Complementary Goods referred to in Article 2 paragraph (2) must con‘!ply with the ériterié that such
Goods: ' ‘ ‘ '
" a. arenot yet produced byv Applicant as proven by unavailable producing facilitieé in the form of prepara-

tion of Complementary Goods;

b. justify with the Business License on industry or other business of the type owned 'by the Company

possessing API-P;

c. produced by company oversease ‘possessing Right of Privilege with the Applicant possessing API-P;
and

d. | holds License Identification Number for Circulating.

{2)- The Privilege as _r_eferred to in paragraph (1) letter € shall be obtained by Appointment Letter as Distribut.or

and Joint Operation.

CHAPTER Il
o PROCEDURETCS ISSUING RECOMMENDATION
»Article 4
(1) Pharm'aceutical Industry, 10T, UKOT, Cosmetic»lndustry, or. Processed Food Producer intendihg to im-
port _TraditionalvMedicines, Health Supplerﬁent, and/or COSmet_ics must,recommendaiion from the Head of

Agency.

(2) Head of Agency shall grant authority to issue récor_nmendation to obtain approval for importing Traditional

Medicines, Health Supplement, and/or Cosmetics as referred to‘in paragraph (1) to the Deputy based on
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thee respective duty and function.

Article 5

(1) Application for recommendation to obtain approval for importing Traditional Medicines, Health Supplement,

and/or Cosmetics shall be submitted to the Head of Agency.

(2) The application submitted as referred to in paragraph (1) must use the format as"specified in Attachmerrt-,l

'coneﬁtuting inseparable part of Regulation' Head of Agency.

(3) The application referred to in paragraph (1), must be supported by:

a.

photocopy of License Certifrcate on Pharmaceutical Industry, lOT,l UKOT, Cosmetics production or
Processed Food Producer;

photocopy of API-P; _ ‘

photocopy of Obligatory Taxpayer ldentification Number {(NPWP);

Appointment Letter as Agent / Distributor issued by the company overseas and Joint Operation Agree- .

‘ment; and

list of Traditional Medicines, Health Supplement, and/or Cosmetics to be imported.

(4) List of Traditional.Medicines, Health Supplement, end/or- C_osmetics as'referred to in paragraph (3) letter e

using the format as specified in Attachment- Il constituting inseparable part of Regulation Head of Agency

ini.

Article 8

(1) Based on the applrcatron referred toin Artlcle 5, the Deputy may approve or reject to issue recommendation

to obtarn approval for |mport|ng Tradrtronal Medrcrnes, Health Supplement and/or Cosmetrcs

(2) Deputy shall rssue recommendatron to obtain approval for importing Traditional Medicines, Health Supple-

v ment, and/or Cosmetics wrthrn ten (10) days at the latest effective as of the applrcatron referred to in Ar-
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ticle 5 is declared acceptable and authentic.

. (3) If the application for recommendation to obtain approval for importing Traditional Medicinee, Health Supple-

~ment, and/or Cosmetics as referred to in Article 5 is rejected, Deputy shall notify rejection to issue recom-
mendation to import Traditional Medicines, Health Supplement; and/or Cosmetics_witﬁin ten (10) days at

" the latest supported by reason for rejection.

{4} Format of recommendation to obtain approval for importing Traditional Medicines,v Health Supplement and/.
or Cosmetlcs as referred to in paragraph (2) shall be as specified in Attachment—lll constltutmg inseparable

part of Regulatlon Head of Agency ini.

Article 7

Recommendation shall be issued for certain amount_and the ,validity thereof shall comply with the rec-

ommendation of validity of License to circulate for two (2) years as of the date of issue..

CHAPTER Il
REPORTING
Article 8
(1) Pharmaceutical Industry, IOT UKOT, 'Cosn)ectics Industry-,‘ or Proeessed Food Pred‘ucer that has obtained
recommendationshalvl be obliged to subr'nit‘ Report on the implementation of Import, either it has been real-

ized or not yet realized.

- (2). The Report referred to in paragraph (1) must be submitted once in three (3) monthsi within at the latest the

. _ 15th of the first month of the next quarter by electronic and/or in writing to the Mlnlster in charge of Trade

with copy to the Head of Agency

CHAPTER IV
CLOSING PROVISION

Article 9
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This Regulation Head of Agency iakes effect one (1) month asb of the date it is enacted.

For public recognition, this Regulation of the Head of Agency shall be announced by placing it in State

Gazette The Republic of Indonesia.

' ..StipUIatéd in Jékaﬁa
Dated December 23, 2016
_ HEAD OF AGENCY ON DRUGS. AND FOOD SUPERVISON
OF THE REPUBLIC OF IN‘DONESIA,
sgd.
PENNY K. LUKITOROY A. SPARRINGA

Enaéted in Jakarta
Dated December 29, 2016 _
~ DIRECTOR GENERAL OF STATUTORY REGULATION
OF THE MINISTRY OF LAW AND HUMAN RIGHTS
" OF THE REPUBLIC OF INDONESIA,
A o sgd. |
) | WIDODO EKATJAHJANA

' STATE GAZETTE THE REPUBLIC OF INDONESIA
| YEAR 2016 NUMBER 2076
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ATTACHMENT- |

. FORMAT OF APPLICAT!ON FOR RECOMMENDATION

1 Number D erreeeenrrernenes ’ ' : Jakarta, ........... R 20...

Attachment- S
Subject : Application for Recommendation for

Approval; to Import in the name of PT..... :

To.
Deputy of ...

Agency on Drugs and 'Foodb Supervison

"in

Jakarta

Based on Regulétion of the Head of Agency POM Number 27 Year 2016, concerning. Procedure for granting

‘Recommendation to obtain Approval for importing Traditional Medicines, Health Supplement, and/or Cosmetics "'

as Complementary Goods,, we hereby submit application for Reb‘ommendation to obtain Aproval for Importing

Complementary Goods, Traditional Medicine, Health Supplement Cosmetics*) issued by the Director General

.of Overseas Trade.

For information, we héreby submit the data as referred to below:

: 1. Néme of Companyh e P '7 ..................
2. Address ' L : ............. e
3. 'Producer-lmpdrted Identification Number @ ..........ccocccniiiiieiiiinnnnn " (API-P)
‘4. Obligatory Taxpayer Identification Number : e ...............

Attache'd are supporting document covering:

1. photocopy of License on Pharmaceutical Industry, Traditional Medicines, Small Business on Traditional
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Medicine, Cosmetics production or Processed Food Producer®).

2. photocopy of Importer-Producer ldentification Number (API-P).
‘3. photocopy of Obligatory Taxpayer Identifibcation Number (NPWP).

4. Leter of Appointment as Agent / Distributor from overseas company and Joint Operation Agreement ratified
by the Notary. '
5. List of Medicines / Traditional Medici'ne', Health Supplement, Cdsmetics "*) to be imported (softcopy and

hardcdpy) .

Hope this complies with the requirements. -

*): *adjust with the products to be imported._.
HEAD OF AGENCY DRUGS AND FOOD SUPERVISON
OF THE REPUBLIC QvF INDONESIA,
sgd.

" PENNY K. LUKITO
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ATTACHMENT- Il

"List of Medicines, Traditional Medicines, Health Suvpplem_ent, Cosmetics*) to be imported

| No| Name of Number of Validity Number‘HS Producer Exporter Total Loading | Destination
Product License NIE : ' imported | Ports Ports .
Circulation

*): adjust with the produc'ts to be impdrtéd

HEAD OF AGENCY DRUGS AND FOOD SUPERVISON
OF THE REPUBLIC OF INDONESIA,
sgd. |
" PENNY K. LUKITO.

ATTACHMENT- Iil

FORMATOF RECOMMENDATION -

NUMDEE 2 eeeeeeeereieensoens ' ’ JaKarta, oeveerereiveenns 20....

Attachments  : ..oeveeervivrenires

Subjeét : Recoomendation for Aproval- for import in the name of 2 PP
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To.

Director General of Trade Overseas
Ministry ef Trade _ |
In

Jakarta

With regard to Letter of PT , Number........ -... dated ........... .. concerning the above subject

and based on:

1. Regulation Mlmster of Trade Number 118/M- DAG/PER/1 2/201 5 concemlng provisions on Complementary ,

Goods, Goods for Market Test and After Sale Surwce,

2. Regulation of Minister of Health Number 14 Yeer 20186, concerning Recommendation to obtain Approval

for Importing Complementary Goods,

3. Regulatlon Head of Agency POM Number 27 Year 2016, concernlng procedure to be issued Recommen-

Barang-Untuk Keperluan Tes Pasar, dan Pelayanan Purna Jual;

dation to obtam approval for lmportmg Tradltlonal Medicines, Health Supplement_, and/or Cosmetics as

Complementary Goods.

Hereby inform that:.

1.. Name of Company

2. Address . ereerererens
3. Importer-Producer Identi-fication’ Number e e
. (API-P) |

4. Taxable Iden tification Number

.......................................
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Based on the result of evaluation of the application for recommendation, has complied. with requirements to

obtain License for importing Medicines, Tradisional Medicines, Helath Supplement, and/or Cosmectics*) as

Complementary Goods (data on imported products - attached).

This Recommendation is valid for ....... year effective as of issue so long the License Number for Circulation

(NIE) of products is still valid.

This for your kind attention,arid cooperation, thank you.

Deputy of Supervision ...... .. ,
sgd.
" (Complete Name }

NIP.

Copied to:

1. Head of Agency POM

2. Management of Perusahaan PT.....

3. File

Attachment-to Letter Number ...... , dated ........
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List of Medicihés, Traditiohal Medicines, Health Suppilbem'eht, Cosmetics *) that has obtained Recommendation

‘| No | Name of ~ Number of Validity | Number HS | Producer
Product . License ‘ NlIE
Circulation

Exporter

Total -

imported

Loading

Ports

Destination

Ports .

*) : adjust with imported product

Deputy of Supervision
sgd.
(Complete Name)

NIP.

HEAD OF AGENC_Y ON DRUGS AND FOOD SUPERVISON

OF THE REPUBLIC OF-IND:ONESIA,

' sgd.
PENNY K. LUKITO

(BN)
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