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MEDICINE, TRADmONAL MEDICINE, COSM.ETlCS, FOOD SUPPlE­
MENT AND FOOD PRODUCTS FROM, CONTAINING OR ORIGINATING

FROM CERTAIN SUBSTANCES AND/OR CONTAINING ALCOHOL
(Regulation of the Head of R.I. Drug and Food Products Control Agency

No. HK.OO.05.1.23.3516, dated August 31, 2009)

Wl1li THE BLESSING OFlliE ONE AND ONLY GOD,

HEAD OF DRUG AND FOODPRODUCTS CONTROL

AGENCY OFTHE REPUBllC Of INDONESIA,

COnsidering :

a. that the publicis required tobe protected fromthe use

of medicine, traditional medicine, cosmetk:s, food

supplement, andfood produdswhlch scientiflcallydo

notmeetrequirements onsafety, quality, and benefit

b. thatthere aremedicine, traditional medicine, cosmet­

ics, food supplement and food productsfrom certain

substances, oontaining ororiginating from certainsub­

stances which acwrdlng to bIamk; law (syariah)~­

tainsubstances notallowed andnotoommonIy used I7t
the Indonesian community, where the majprlly are

Muslims;

c. that Inorder toexercise control on medicineandfood.

It Is necessary· to regulate the drculation permits of

medicine, traditional medicine,~, food supp1e­

ment andfood products from certain substances, CXIfl­

mining or originating from certain substances and/or

containing aJeohol;

d. that Dedsion of the Head of Drug and Food Products

ControlAgencf No. HK.OO.OS.23.0131 Year 2003con­

cerning Inclusion of the Originof certaln Substance,

AIwhol Content, and Expiry Date on Labels of Medl­

dne, Traditional medicine, Food supplement, andFood

Is no more suitable with. the development of science

and technology, therefore it /$ required to be perfed!d;
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e. that based on the considerations referred to in lettera

thru Iet:terd, it is necessary to stipulate a regulation of

the Head of Drug and Food Products COntrol AgertOf

concerning drculation permit of medldne, traditional

mediCine, cosmetics, food supplement, andfoodprod­

ucts containing or originating from certain substances

and/orcontaining alcohol;

In view of:

1. LawNo.23 Year1992 (BNMI. 6320page1&4 and

IJD onjconcemlng Health(StatuteBookof the Repub­

licof Indonesia Year 1992 No. 100, Supplementto Stat­

ute BookNo. JigS);

2. Law No. 7 Year 1996 concerning Food (Statub!'Book of

the Republic of Indonesia Year 1996 No.. 99. Supp1e­

mentto Statute Book No.3656);

3. Law No.8 Year 1999 (BN No. 6321 paIJI!S .1A-7A

andIJDon}conceming ProtectIon of Consumers (Stat-·

ute BookeXthe RepubkdIndonesiaYear 1999No. 42,

Supplement toStatute Book No. 3821 );

4. GovernmentRegulation No. 72 Year 1998 concerning

5ecuring the Supply d Pharmacy and Health instru­

ments(Statute BookYear 1998 No. 138,SUpplement to

statuIE! Book No. 3781);

5. Government Regulation No. 69 Year1999 (BNNo.

6370 JNlges :l4A-:lSA and so on) concerning

Food Label and Advertisement (Statute BookYear

1999 No. 131 Supplement to Statute Book N(j..

3961);
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6. Government Regulation No. 28 Veer 2004 CXJIlCarfliI1g

Food Safety, Quality and NWient(Statute Book"tW

2004 No. 107SupplementtQStatuteBOok~. 44241);

7. Presidential Decree No.103Year 2000 CDnCMling P0­

sition, Mission, Functions, AuthoI1ly, OrganilaUon~

ture, and Work Mechanism OfNon-Department GOV­

ernment Agencies having been amended several tImeS,

lastly by Presidential RegulatJon No. 64 Year2005;

8. R.I. Health Minisrer DedsionNo.82/JIEH~l9fJ6

concerning Inclusion of the Insaiption -HaI8r' on Food

Product Labels;

DECIDES:

To stipulate:

REGULATION OF "THE HEAD OF DRUG ANO FOOD PR()()..

ucrs CONTROL AGENCY OFiHE REPUBUC OF INDONE­

SIA CONCERNING QROJLA1l0N PERMIT ON MEDIONE,

TRADmONAl MEDIONE, COSMETICS, F0009JPPl.EMENT

AND FOOO PROOUCfS FROM CERTAIN SlJB5rANCES,~­

TAINING CERTAIN SUBSTANCESAND/ORCONTAIHING Ak

roHa.

QWJTERI

GENERAL PRtMS10NS

Article 1

InthisRegulatiOn, definitions fS. terms used are:

1. Circulatkm permit is a form d registrat10n approval

for medicine, traditional medidne, c:osmeucs, food

supptement, andfoodproducts issuedWtheDrugand

Food ControJAgency c:I the Republic of Indonesia so

that the products can be legatly dmllatedwlthln the

territory of Indonesia.

2. Medicine isfinished ~icine, including biological prod­

ucts, solely ormixture ofactive substa~, including
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naro)tics and psycho-tropIcs, additional substances,

contraception andhearth Instrumentsoontalning medi­

dne.

3. Addttional substance in medicine ismedidnecompo­

nent used assubstance for filler, solvent, mating,aid,

propellant, andsubStances meantto enhance rts ben­

efit, stabitlty, preserwtlon or as coloring substance,

and having no pharmaeoJogy effect.

4. Traditional medicine Issubstance or ingredients Inthe

formof vegetationsubstance, animalsubstance, min­

eraisubstance, gaienic supply or miXture of those sulr

seances which traditionally areused for medical treat­
mentbased onexperience.

5. Cosmetks Is the substance or supply purported to be

used on human outer parts (epidennis, hair,nalls, Ups,

outer parts of genitalorgan) or teeth andmouth mu­

eosa, particularly to elMn, ~rfume, change the ap­

pearance, and/or improve body odoror protector

maintainthe body tobe ingoodcondition.

6. Foodsupplement Isconcentrate products contaIning

oneormorevitaminsand/or minerals, consumed In

measured small amount,andnot in the formof gen­

eml food products, and marketed in the form of

among others capsute, tablet, powder or liqUid, pur­

perted to fulr~llntake of vitamin and/or minerai of

normal diet.

7. Food products and/or drinks are processed food

achieved from a process using certain methods with

orwithout additional substances.

8. certain substBnces aresubstances containing ororigi­

nating from animals or other living beings solely by

.ltseIf or a mixtureor processed product or Its deriva­

tNe exclUding bee honey, or In Its process, gotIncon­

tact with certain substances.

9. Alc0hoi's ethanol withchemical formula C2HSOH

10. Agency ..
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10. Agency is the Drug and FoodProductsControJ IviJertcY

of theRepublic of Indonesia.

11. Head dthe ftIJenoIls the Head dDrug and Food Prod­

uctsControl Agencyof the RepuI)Itc ofIndonesia.

Artide2
Animals or other Uving beings referred to In Ar­

ticle1 number 8 cover:

a. pig, dog and offspring born from their Inter-marriage;

b. Corpse, including dead animals notdue to beingslaugh­

tered In accordance with Islamic method, exceptfish

and grasshoppers;

c. Any animal deemed andfeft: asdsgusting to be eaten

inaccordance withhuman nat:ure such asWOrms, lice,

leech, and the like;

d. Ally animal withtusk/fangs;

e. Nty animal with claws, and deYouri1g itspreybypounc­

Ing or swooping and seizing;

f. Animals prohibited byIslam to be killed, suchasbees,

Hud-hud bird,frogs, andants;

g. Meatart from a pennitted (hala)1 animal whereas the

animal Isstill alf\le;

h. Nty poisonous animal anddisadvantageous if eDlj

I. Any animal living Intwo natures, such as turtle, croc:o­
dUe, alligator, andthe like; and

j. Blood, urine, faeces, andplacenta.

OiAPTERII

MEDICINE PROOUCTS

Article 3

(1) Medicine products originating from; contaInlngordur­

iogItsproduction process got in contact with oertain

substances maybe provided witha drcuJatlonpennit

if ithas anemergency nature.
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(2) Orculation pennlt for the products referred to Inpell~­

graph. (1) shall be gWen based on an evaWationon

safety, benefit:, qualM¥- andrec:ommendatIon fromthe

Inter-SectorTeamon;Permi$lVeness (l<ehalalan) and

~.

(3) MembershiP of the Int.er-5ector Team ,efemld to in

pwagraph (2) consiStd:

a. Health Department;

b. Drug andFood Products COntrofAgency;

c. Indonesia Muslim leader (Ulama) Coundl ;

d. Group of relatedexpert doctors.

(4) 11leTeamrefelled to inparagraph(3}Isstipulated by

the Head of theAgencyandhas anadhocnature.

(5) The alcohotlevelofmedldne products containing al­

cohol shall be stated on the composition label.

(6) The aIcoholleveJ referred to inparagraph (3) shallbe

stated In percentage.

(7) Information on medfdne products and bio-produdS

originating from plgs/pordne shall bestatedInIts box

with the Inscription -Originating from PigR Inred color

ona whitecolorbaSe as shown In the sampie.

I ORIGINATING FROM PIG

(8) Informatlon on medidne products and blo-produd:s

which In its production process got InoontZId:wtth sub­

stzmc:es originating from plgJporoneshaft best!ltedIn

Its box In red cofor ona white ooIorbese asshown in

the followingsample:

During production process, got Incontact wft:tI

substances originating frompigand had been

purified, hence undetected on theendproducts.

CHAPTER III •• ! ••
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OiAPTERm

TRADmONAL MEDIONE, COSME"rICS, ANO·fOCO

SlIPPI..EMENTflR.dOtJCTS.

Artfde4

(1) Traditional medicine, cosmetk:s, and footf'9upplenw:nt

prodUcts generallydo notMve an emergenc.y nature.
(2) Ifthe productsreferred toIn pat8gr8ph(l~oontIII or

originate from such substal'lO!S,,tshall notbe given a

drculation permit.

ArtIcleS

(1) Thealcohol level of traditional medW:Ine,cosmeticsarv.j

food supplement products containing alcohol not In­

duded inthe provisions meantinArtlde 4 paragraph

(2), mustbestated Inthe oomposltlOn onthe label.

(2) The level of alcohol referred to Inparagraph (1) shall

be stated in ~ntage.

CHAPTER IV

FOOD PRODUCTS AND DRiNk PROOlJC.TS

Artlde6

(1) Food products anddrink Produdsfrom, oontablingor

originating fromcertain substances shall notbegiven

a drcotation permit.

(2) Exempted fromthe provisions referred to Inparagraph

(1), food products anddrink products from, oontaln-·

lng, or originating from pig may be prOYided with.

on:ul8t1on permiton·condition it must meet require­

ments on ~fetyl quality, and nutrient, and Iabe!sof

the food proch.td:s arealso required. to include the in­

saiption andpicture"oontalnlng pig +plcture of pig"

in Itsbox in redcolor on a whitecolor base asshown

Inthe sample:
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(3)The lnsa1p1ion "CONTAINING PIG" referred to Inpara­

graph (2) mustmeet the following provisions:

Minimum Measurementof SurfcKB WIdth cI Main Part

of Label

30on2 or less than 1,5mm

More than300112 but notmorethan 1600112 3 mm

More than 160on2 but not morethan645 0112 4,5

mm

More than64S 002 but notmorethan2580 an2 6mm

Morethan 2580 an2 12,5mm

(4) Level of alcohol contained In food products anddrink

products oontalnlng akxlhol mustbestated in theexm­

position on the label.

(5) The level of alcohol referred to in paragraph (3) shall

bestated In percentage.

OW'TERV

SANCTlONS

Artide7

(1) Any violationon provisions of this Regulationmaybe

ftnposed toadministrative sanctions in the form of:

a. written warning for three (3) times;

b. temporary cessation of production anddIStribution

activities;

c. freezing and/orcancellation of Approval Letter;

d. withdrawal of all products fromcirculation andde­

struction.

(2) Besktes being Imposed to the administrative sandlon

~ to in paragraph (1), aimlnal sandlons can

afsobefmposed Inaa:ordanre with provisionsof pre­

vailing legislations.

CHAPTER. VI .....



CHAPTER VI

lRAHSlTlOHALPROVlSIONS
Artide·7

(1) Bythe time this Regulcftbt·of die Agency Head com­

rnenasto come toefl'ett, dedsb I dthe HeaddOrug

and Food Products Control Agencv No.

HKm.05.23.0131 Yeair20031s revoked anddeClared

asnomore Inetfect.

(2) Medidne, tredItion8t medk:ffte, (XI6Illetics, foodsu~

mentand food products tHIt had~ a drculatlon

pennltand produced before the stipulation of thisRegu­

lation are obligated to be'adjusted withinone(1) year

at the latest fromthestiputltioftdthis Regulation.
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QiAPTERVII

Q.OSING PROVISIONS
Aitic1e 8

T'hi$Regulationc:omes to effect from the dated of

stipulatiQn.
For public cognizance, thisRegulation shall bean­

IlOUI1C:I!d Inthe State Gazette of the RepublIC of Inclonesia.

Stlpulabld inJakarta
OnAugust 31,2009

lliE HEAD OFDRUG AND FOOD PRODUCTS CONTROL
NiBC'f OFlHEA!PUBLIC OF INDONESIA

Sgd

Dr. Husniah Rubiana Thamnn Akib, MS.,M.Kes, Sp.FK
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