R

\
4

!'_ AR TIZHEITS

FiE A

it

il

SErk24%F6H22H

Lt

T0fk



AR TIZT

+

o BAUERTHAREKXFEER (1997-2000)

>

REERICET SR E 177
HX B EERTS

ARXEEmMBmEE T (2005-2008)

DAY i




* AKEHORWNE

» RIEBEREFS
n EEMBAH
s VORI ELT-IYUEA
s EEMTHIE




S

O ALD #92(83,7555 A (2010%)

(FE#371)0-14M27.3%, 15-64M67.8%, 65MLLE5.1%

X BARADEFIGERDIRIR & EH

¢ LHW/a Fites.8M., K(£72.81f (20085)
OEMHIRHER 2.2, HEM: 42275 A (2008£F)
O A\OBMNE:1,3%(FEH30077 AEIN) (2008%F)
OETE AATFAHTU6.9(20075F)
OEE L DNZES, QtE%. OBMLE. DREH/FH.ONEHRNOET., ®

WRIR. DA



i B EREE

®1A\E7-)GDP:2,590K /L (20094F)
(—1186F /L (2004%), 478K )L (1998%))
SR E®R 13,3%, REFMUM310075 A (20105F)
(«16.7%(2004%F) , 24,2%(1998%))
XERBIBRFNARIEFBZEEEENTER.
2010 (X1 A &1-\ AMFT#M211,726)LE 7 (#2,100M) AR E /B
®1EFT#®1.25F)LELT:29.4%, 2R JLLLT :60.0%(20074F)



EERERME, BFREIEE
OEME(00s®)
OERIAY-UERELSN/L (OECDEH2964K)L)
O HREREDXGDPLL: 2.0%(0ECDF 8., 9%)

OB FIREIEM(2009F) . EAREMWRTHAMN, tHDASEANHEE & LLIRT S &L

BREUETE
OILRFETE (1MRME) T HE): 25
(B4:7.%L—=L7:9, F41)EV22, RhFL419)
OSMRBFETE(F/X) (MFHE) :37/27
(#4:13/8, TL—LTF:12/10, 741)EV32/21, AhF1427/20)
OIIEMETR(N+GHE) 420
(#4:110, TL—L 762, 711)E 230, AhFL150)




= BRI

XHRE ERRRERF D IR MAESE a
F{EE JAMSOSTEK 4835 N 2.1%
LHBA ASKES 1,7407 A 7.4%
FAERE ASABRI

JAMKESMAS 7,640 A 32.3%
AE= JAMKESDAMh 75 B 3,190 5 A 13.5%
ZDfth EFEERK 1,820 A 7.7%
BRI 37%

JAMKESMAS[SDW\T: —EDEBF—E AN TRM,
ERER: M ERISREFRRUEOMEER (REBFTR, HIRBER., FEERRANE) D
8,967HERL, BEERIE1, 020/ M
FH 20055 2.13KINET(210/8F)
200745 4.63KIET (46012F)
20105 5.1¥KIET(510(BF)



% A EREFHE (F£. BERF) ORED
-
oE LT Lol 1

S ERENRELIME RN,

O H £ (RS BRI £

> S (EMRRAL % IR, BRI, TERE)

> KR ERRRHHIE)

> SBA KA ER(ERRE, £8)

OFrT=7: % E D18 5
12004 FE(C2ERZXRELE-ERRIR., FRME., BBHBT. £, FETHRT

L= HSRERREEZER/T IO BRI FEERECMTS
2004 LR E 40 B HHITE .
2011510 A ISR ERITTA-OICWELRHRRIEREMAERNE R TH

Ro




i HERESHE (€. BEES) OHEQ

OiZBEDRLU~

SEBICEDCGEEMNDARBRAFLLTHERIEREMA (BPIS) 21 E
'BPISIZERRIROREZELTHERRRREEME (BPIS Health) | &F KM
H., Bt ESRUECTRIBEORBZIEL TSI EAREME (BPIS
Employment) /A SHERY

BETE DB XN SO ICFBIT

'BPJS HealthlZ kA EMRIEHIEIL20145F1818. BPIS EmploymentI=&d%¥
WE, ZURMT. FERUETHEBKEL2015F7A18FTICRET S
aSNTLVB,

OIR

SEIDERICEYFTEERREREOREEANAREBISRAESN, FEITIC
R TREGREELESTN AVRRLT DLERN2BAT B AZNN—T 54
RERATAHDICK BERM-OEABRDOAE, BEEADXIG, BRI
EOWMRELDERBRAROBMEERICMBE~DRI VLR,



i =R ek (2008 4F)

R 1,371 (B A 1r698/ER%, FAIL6731ERR)
& R{@FF (Puskesmas/ Y RF ARV TP CIEHMERZESTINS) !
9,005 R (5L MR2,9207E8%, AQ10T AdHT=Y3. 7956, 20105)
M1MERLF ) EEML. 7\, BIEEM8. 7 A, BNEEF9.2A
IRIEFTSTFT: 23,04970E88% EICEIEE 14
it R (FLAL) TEELTLSREERLERGQE
i & RMERAS (Posyandu) . FH{RERA S (Poskesdes) . iiig BN & RR
(Polindes)#%é&
MPosyandu: A 1EEE]. BFRE, RIFMHE., RESE., FIHHEE.
THXRDBRIRRZRNE (70, 046 FF)



i EREZEH. EREDEM

CERMEEE W (20065, FHIMAIFARALOTALYDE)

& Eff:56,938.A(25.46 A) MEBXR: BHHKKH29FA(224.40)

&7 EAT11,289A(5.05A) @K FIEF10,207 A (4.56A)
& EIREM308,306 A (137.87A) @BNEAM79,152A(35.40A)

CERE
®16718F)L (#91.35k[A) 20095

OER—AHT-VOERE
28.1K )L (20044 ) —55.4K )L (2009%)
O XGDPLL 2.4%(20094)

10



= MR RF G E DA EE EROIEM

¥ E/75EE (20074

=)

SEH #HE (%)
1 Hbi 25 R 15.4
2 % 7.5
3 & 1ML E 6.8
4 PR/ E ik 6.5
5 JEEER DIET 6.0
6 VPRI 5.7
7 23 A 5.7
8 FTHigie 8 5.1
9 R I PO R 2R 5.1
10 TRERE 5.1

11



0&@:797?&%4@%#‘?}1&XL1L\60)——:@
115-49MDHIVRER I 0. 2% (B 1Z0. 1%, &1£0.2%) (20095 )

EEHIVER SR E 333,200 A, 5B KE(F25% (20094 ) 20064 (%193, 000A
TAX#RE:21,770 A (201056 A) . 4,128 ADFE T (£ E 33 DB 3200 A S ¥R &)
32,682 A (20045), 11,141\ (2007%)

IAXEE (AR DRI LD(X, SrAILREERIM, /S) M, /8T F M,
GERICKARMEAE. RIEMOIET AN ELREIR,

O WHOIC kM (SRR E (TR HESHI (20104, MIEIR3ML) THY ., BIFADER

SWITEREMLTIND,
12009 $R &5 80292,753 A (2000 D3 . 518) . #HEE R EH#35-52F A,




+ BRIEQ

:'ogg:ﬁezf:fw!ﬁxemg
DX E N EBTRIFEAERELTRLY . REMEAWICSNGITPM, B/
7M. RRY b ASNEE)

OB N)BLUSNDOHIBICEITEREER: AQTFAHT=L18,82(2008%5)
Y2000 (£31.09

O R4V F(HENT): 200557 A [CEIASHRAD D B FI N RSN TLIME, 3=
LEERERLE,

2010ERFTTHRAERL712. 3B LILRT(HATHRIS LV BRAER) . 20105
[ERRREFROR ., IBTEET,

RREENRS VDX, SrAILESERIN, BED YT, S TFUM ., BEO TN,
(BERRENER)

OTUIM. oA ABAINGRENMTHTREN S, BERITELEMER.,
RSB0 136,333 A (20085 ) 2003%(%51,516 A

BRFEBE 0. 86% (20084 ) 20034 (%1.5% 13



N)E 14



NATIONAL AGENCY OF DRUG AND
FOOD CONTROL

ORGANIZATION OF

NADFC

SECRETARY

INSPECTORATE 1. Bureau of Planning and Financing
2. Bureau of International Cooperation

3. Bureau of Legal and Public Relation
4. Bureau of General Affairs

National Laboratory Centre of Drug Centre of Drug Centre of Drug
of Drug and Food and Food and Food and Food
Control Investigation Research Information
I 1

Deputy | Deputy 11 Deputy 111
Therapeutic Product, Narcotics, Traditional Medicines, Food Safety and Hazardous
Psychotropic and Addictive Cosmetics and Compliment Substance Control
Control Products Control
1. Directorate of Drug and 1. Directorate of Traditional 1. Directorate of Food Product

Biological Product Evaluation Medicines, Food Supplement and Evaluation o

; ; Cosmetics Evaluation 2. Directorate of Food Standardization

2. Directorate of Control of Production : s .

Therapeutic Product and Household 2. Directorate of Traditional 3. Directorate of Food Control and

P Medicines, Cosmetics and Certification

Product . Compliment Product -
3. Directorate of Therapeutic Product Standardization 4. Directorate of Product and

Standardization 3. Directorate of Traditional Hazardous Substance Control
4. Directorate of Control of Distribution Medicines, Cosmetics and 5. Directorate of Surveillance and

Therapeutic Product and Household Compliment Product Control and Food Safety

Product _ _ Certification
5. Directorate of Narcotics, Psychotropic 4. Directorate of Indonesian

and Addictive Control Traditional Medicines

1
L Drug and Food Control

Regional Offices 30 Technical Units in Indonesia




Organization of Directorate Of Drug And Bielogical Preduct
Evaluation

Directorate of Drug and Biological
Product Evaluation

[
Sub Directorate of Sub Directorate of Sub Directorate of
New Drug Evaluation Copy Drug and Biological Evaluation on Product
Product Evaluation Therapeutic for Special

Purpose




WHO SHOULD
APPLY?

How to apply
registration for MA?



REGISTRATION CATEGORY

I
NEW REGISTRATION VARIATION RENEWAL

Category 7




ADMINISTRATION DATA FOR DRUG
REGISTRATION

Local Product

PhotoCopy of pharmaceutical industry license

PhotoCopy of CPOB Certificate

Contract

PhotoCopy of pharmaceutical industry license from registrar and contract recipient
PhotoCopy of contract agreement

PhotoCopy of CPOB certificate from contract recipient and registrar

License

Terms/Criterias are the same as local product with addition of:

License Agreement

Import

PhotoCopy of Pharmaceutical Industry license

Selection Letter from abroad product owner

Certificate of Pharmaceutical Product /Free sale certificate (original) from
manufacturer country

Site master file :: manufacturer which product that has not owned distribution
license in Indonesia or certain condition



Technical Data for Drug Registration

A) Form A
New Drug : A,B,C,D,E B) Form B
Copy Drug and Biological Product : A,B,C,E C) Form C1 (Quality and technology Data)
Changes.: | _ D) Form C2,C3,C4,C5,D02,D3,D4,D5
Adding/changing packaging : (Effective and Secured Data )
Different packaging type : A, C, E E) Packet

Different packaging size : A, E
Changing packaging design / logo : A, E
Changing reductional brochure (without testing of preclinic/clinic)

Circulation License number which has expired : A, B, C, E

Circulation License number which has not expired : A, B (which has changed), E
Changing from Local to Import or the other way round : A, B, C, E
Changing manufacturer : A, B, C, E
Changing manufacturer name/ license authority : A, E
Changing Importer : A, E
Changing drug classification : A, B, C, E, supporting data
Changing formulae : A, B, C, E
Changing supply form (With Exception of new supply form) : A,B,C,E

All the above form can be obtained at registration place/booth
20



i NATIONAL COMMITTEE ON DRUG EVALUATION

= Consist of experts in the field of clinical J
pharmacology, pharmacy, biology and relevant BADAN POM RI
clinicians

s Recruited from Universities and other relevant
institutions

= Sign statement of independency (not to have a
conflict of interest)

= Conducting meeting regularly to
discuss the result of evaluation

on the safety, efficacy and quality
of drugs
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REpPOItL O uie reeurng orl riatoridl reguidalory
authority (NRA) networking for new regulatory
pathways 2002

Ind
Dr Lucky Slamet made a presentation on behalf of the Indonesian NRA: emphasis is placed on the rights
and safety of patients in clinical studies, and on lot-to-lot consistency. The NRA works closely with the
Immunization programme people. There is one biological facility in the country (compared with 190
pharmaceutical-manufacturing facilities). The need of the population is considered in the assessment
process — that is, there would need to be advantage over the product already available and registered.
Indonesia has a close relationship with the Therapeutic Goods Administration (TGA), Australia, and they
send their evaluation reports on request. There is a mechanism of appeal and hearings for drugs in the
process of review. There is a task force on immunization safety that is consulted as required. Criteria for
assessment of authorization of new vaccines are referred to by the task force. Approval takes into account
price comparison, so that the product for the public health sector should be affordable. Step-by-step
review is conducted in consultation with the manufacturers. Indonesia has standards of good clinical
practice, and trial approval depends on that. Clinical trials need to be considered and approved by both
scientific committee and ethics committee, and the approval of the NRA will be issued within 10 days if all
IS in order. Protocol changes also need to be approved by scientific and ethics committees. Exchange of
information between NRAs is necessary for the proper conduct of review of new entities for registration
and clinical trial approval. There are limited human resources and a need for good financial resources for
training, and they are looking for a bilateral arrangement, at least in the first instance. External advisory
committees exist for registration approval of biological medicines and of clinical trials. Both a clinical trial
committee and a pre-marketing committee exist. There is a special task force for vaccine trials. The
minister of health or the head of the agency appoints the members of the committee; there are clear rules
for conflict of interests. Manufacturing inspections are conducted (“mostly”) prior to approval of clinical ”
trials.
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ASEAN = Association of Southeast Asian Nations

established = 8 Aug. 1967
size ~ 4.5 mil.Km?

total population ~ 590 million
GDP (2010)~ 1,865 bill.USD

Burma ™
(Myanmar)

Thailand —_,
—Malaywsia—
, L
&
1,

Singapore —
r
"N Mo
s v Indonesia

27



The Goal on Economic

ASEAN Leader Summit
i |

ASEAN Economic Community (AEC)
“by the year 2015..... ASEAN will be
Single Market and Single Production Base

= Free flow of Goods

= Free flow of Services

= Free flow of Investment

= Free flow of Capitals

= Free flow of Skilled Labour

28



The ASEAN- Cooperation “Pharmaceuticals”

ASEAN Summit

A 4 A 4

Economic Cooperation - Political - security Cooperation
- Socio-cultural Cooperation
AEM
AHMM
SEOM :
ACCSOQ ASCC Council
ASOD
WGL1 - Mutual Recognition Arrangements (MRAS) & Standards SOMHD
WG?2 - Accreditation and Conformity Assessment
WES- Sc'em'f'cnnd“Str'a‘ Metrology @GPD — ASEAN Working Gr. on Pharmaceuti@
ev.
) ASEAN Sectoral Working on Traditional Medicine
Pf PWG - Prepared Foodstuff PWG Initiatives on Traditional Medicine

TMHS PWG - Traditional Medicine & Health Supplement PWG
Medical Devices&Equipment PWG

A PWG - Automotives PWG

RB PWG - Rubber-based PWG

29
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APEC LSIF (Life Science Innovation Forum)
APEC MEMBER ECONOMIES

LSIF

AUSTAALIA " ’

Regulatory Harmonization
Steering Committee (RHSC)

Source: APEC



Roadmap to promote MRCT
—MHLW/PMDAZ% H 2% LAPECT A& —

H 42 APECIE I DIRHI B I2 kY. &
DT —2HF AN TR ERE
HEABREHAE,

MRCT Tokyo Workshop Nov.2011
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2004 2005 2006 2007 2008 2009 2010 2011
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Terima kasih

DHVHBE D
Thank youl!




