=EL-BRTERIETODT 7 ~
R TE R E TS

A4 R T7HF

2013 % 11 A

MILITBUEA
EI = 15 448 (JICA)
IR i

£

N

JR

13-125







1412 R THIE
Em-BEmTeERieInozo b
FHEETER ERERES

2013 £ 11 A

MWITITBGEAN
E 517 7148 (JICA)
YN EE: S5






H &

WeEER (RAh e - EHELHH)

ava iR =3

o1
1—1
1—2
1—3
1—4

2
2—1
2—2
2—3
2—4
2—5
2—6
2—7
2—8
2—9
2—10
2 —11

3
3—1
3—2
3—3
3—4
3—5
3—6
3—7

4=
4—1
4—2
4—3

5=
5—1

gi%m%l»@‘%ﬁ::gﬂﬁmmg ................................................................................. 1
AT [ YR I O FRAEE & v o vvveemmomee e e e et e 1
ST F R v orer o ere e 2
B R - e e 3
jzgﬁ%é% ............................................................................................... 5

LY RRYT DA IR TR0 D ELR L FRIE v oeerrrerrrr e e 8
ﬁ&ié%ﬁﬁ:%@j—é{ﬁ%@%ﬁé{ﬁ%{ﬂ ............................................................ 8
I N R e 0 T 8
I Y | ey e o T PP 15
BROE=LZ ) T ROEERRT — 2 DD D THRI—E R oo 16
BRI DIER - BB - a3 a=F—a cHHE 19
SRR TS B TR OER « B - EBS AT OB & RS oo 20
B B AT BT B SIS o R T o 7 oo 22
A2 R T AR OSTBHZ BT % RIS > AT I ORI & R oo 23
£ AT TAR D E R E A B OBLR LS e 27
DODIE D TEEBIR L e 34
R D R e e 34

/]’:/]\Z\\Q/T‘@@%l%/i\ﬁﬁﬁuezi\;”‘éﬁ%&% Eﬂ:_E .................................................. 36
%ﬁﬂ%‘lﬁl; ................................................................................................. 36
AL « TP B DB R e 36
[ S H ) |2 B9 2 B OO BB Io v eeem e eme e et 38
[ S T FR R D AR - v e e e e 41
E%;ﬂ%fﬁ%ﬂﬁ:ﬁﬁé%E%&Iﬁﬁ:%ﬁgf?@fﬁ%k%%% ................................... 59
BODNE DD TTARIR L v v 67
R T D S B Rl e e 69

T 7 N D e 72
A A N Y = I 5 P 72
A B N = - PP 72
T 2T NI R D BRI oo r et 75

A S T E T J B BT R E B oo e 79

%gﬁi .................................................................................................... 79



5—9 7@@]‘[‘% .................................................................................................... R0

5—13 @JX‘I‘% .................................................................................................... 82
T B G N N P )
5—5 :Il:%f(ﬁjj_:ﬁ‘l‘i .................................................................................................... 83
"‘E‘g 6 % E/Tﬁ%ﬁf%ﬁ@?@ ........................................................................................ 85
6 —1 E@TE‘@ ................................................................................................. 85
6 — 2 T}%ﬁ%%lg; (ﬁlﬂ%) F)]’»)“ﬁ\_‘z ................................................................................ 86
6 —3 Hiizs (@%Eﬁ]) @T}EZ ............................................................................. 87

& ER
1. FEH R R A S o o e 91



e A Al
AEGFS ASEAN Expert Group on Food Safety BNEEITIE D ASEAN HH5 7
="
ASEAN Association of South-East Asian Nations W7 T HEES
BPOM (A > R 7 #E) Badan Pengawas Obat dan | [E 5 38 A& 0 B T
Makanan
(J%3E) National Agency for Drug and Food
Control : NADFC
CCP Competent Contact Point =V - AN N N 7 N
>k
EU European Union R
EURASFF | European Union Rapid Alert System for Food and | BN B A & 5 & OV EHZ B4 % F
Feed 2 > 2T L
FAO Food and Agriculture Organization of the United ESREG S g Y e
Nations
FSER Food Safety Emergency Response BT RIS D BEFHREO XL
GAP Good Agricultural Practice A PE TREE R
GDP Good Distribution Practice A A OO i 1 L YE
GDP Gross Domestic Product WA E
GHP Good Hygienic Practice 10 1 7 A
GMP Good Manufacturing Practice AMEOELEE I E OB BRI
B9 % M
HACCP Hazard Analysis Critical Control Point i R oy M & W ZEE B
INFOSAN | International Food Safety Authority Network BREMEZEYRHAYy hU—7
INRASFF | Indonesia Rapid Alert System for Food and Feed | 1 o R > 7 & & & OV BHZ B4
D RIER T AT L
IUU Illegal, Unreported and Unregulated EE - B -
IT Information Technology F BT
LCCP Local Competent Contact Point H—Hh)earvrs b arsH
7 ke ARA R
MACG Multiagency Coordination Group SRR 7 —
NCP National Contact Point FraFearF T bR A v
I
NQCLDF | National Quality Control Laboratory of Drug and | [E 7 [ 35L& 5L oL B & BT 22
Food
SOP Standard Operating Procedure EXESESE )R
US-FDA United States Food and Drug Administration KEELEELE
WHO World Health Organization S LR fa i B
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AEFI Adverse Event Following Immunization T T RS ORERESR
ASEAN Association of South-East Asian Nations W7 27 i EES
BPOM (A4 > R 7 iE) Badan Pengawas Obat dan | [E 5 [ 3 5 & 5 BT
Makanan
(J<FE) National Agency for Drug and Food
Control : NADFC
CIOMS Council for International Organizations of EHEREZH A& ®HS
Medical Science
EU European Union LYQAPERES
GCP Good Clinical Practice = 3 5 OO i R R Bk 0D S0 0 JL e
GDP Good Distribution Practice [ 3 5 0D i 1E i a8 Ak Y
GDP Gross Domestic Product [ R A=
GMP Good Manufacutring Practice = K 5 A oo il VS S P AL YE
ICH International Conference on Harmonization of H K EU [ 35 5 8L 38 Ao (= PR i
Technical Requirements for Registration of
Pharmaceuticals for Human Use
PV Pharmacovigilance % K B 22 A PR R AR
QMS Quality Management System ME~Y R A RV AT A
USAID United States Agency for International K [ [E B BE 7T
Development
USP United States Pharmacopeia T AV R
SOP Standard Operating Procedure FRYEAE S FIE
WHO World Health Organization PR A i BE
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1—1 REAREDCEZELEH

A RxrvTmE (T, T4 Rxrv7 ) EiEd) ORMPETE, MEBELTWDSIEMD
ZNEEREZHEZLTELT, BTEFORBEHEFOFRKEEZoTND LINTVD, L
LARRLINETA » FRU 7T, Bz RE L 3 2 @FEEE 2RI 585, Zhaile
TRBFE & O TaE LBREBICERELZFEH L, HELREZYSERIAZAT2THDLZ &
MNRE L 72> TN 5,

ZDO7H, 2010 Fn, EEAREEEME (Food and Agriculture Organization of the United
Nations : FAO) K UM SR 4% BS (World Health Organization : WHO) & O 12k 0 | B DR
AHEEOBICEN - BINCEREZRET D200 A > R 7 &5 L OEEHZ B3 2 B2k o
A7 I (Indonesia Rapid Alert System for Food and Feed : INRASFF) & KI5 v A7 A0, B ih
TR ETLEMRETH T M2y FRIZBEAIN TS, A7u v =7 FOEBEETH D
EFERGLELEET (42> K% 755 T Badan Pengawas Obat dan Makanan, LA, “BPOM” &
L) E. BEEFCIEIN IR DB O RN FEET 523, INRASFF TiEA > PR 7 OEN
FALRAE FT i OFRHE e Dok & DIF MO B AFE O TLAEEI ZH > TWD, BREMREICHE S N
LA AR S OBV, BPOM Tl INRASFF b O =— X035 <. bAEICH LT
[ B~ D 2R < FEF L TV D,

Flo, A RRUT OEEMT, WiE - MEEFHERAHSTHD O 2. BERS S HE
S TWDIED, KRR REFT 2 0 & L CERMO RNEYZRER - BREPBAEINDL, Z0
7=, PAEIE 2006~2007 £ T, REEE K OEREMS O Z MR ZH 5 BPOM & FEfitkEd & L
T, EFELMAG 2T Db EE S OB EAHHEE T =7 ) Z2FE L7z, Tk, 2
Nz SHIZERSEDHT207~2012FFE T, ZEREELZBITL 707 b 2%
L7z, ZNODWHIIOFRER, RiEE x5 & L EELGEHSBTFIZON T, 7 AMIZE
W, KD 2R ER GG S X T ADVHENL - K LTz, 7. BPOM (236 1T % R &h K il 43 B
WZOWTIE, ey =2 PREKROLEPREESRBICEINTZZENOLT L H0RNATIE
72 <, O E % W T MU D EGE X R AE I EAED D 5 X TDOR MRy 7D 1 D& ->T
W5,

2O LB RmND, BPOM 22 b o EIZ) L, AT O/ 5 K NEIE SIS D 8E 1M
BT D BN ERE ST,

B RIAE, RREEFICHESE . BN B I NEOREIC LB ERER A INE L, B
f MOV S BRI VT, BRAE - BEMERE <. DAESHRIC XY ZhERIZe )M R i S
NHY 74 —%BBSTHZLEHME LTS,

F2WMETITH | KAETIELFERE S &10, BRI EREELT DL L b, 7F
sSHEICESE, Yayo 7 B OFEFIREHE 21T 72,
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(1) %1 %HA (201345 H 19 H~6 A 8 H)

24 5 By K 4 s
M FE/F & fEH Hh JICA NMHBAZEHE  Hoifrgistk
b /3 4 1 BrE o kT JICA NTHIBHFSORGESE =R FTR A
itz b (E3EM) | =% B IHIEAR BRI R
Hifiz b (fdh) T A (i) =36 L =R A O i TR A R
B g B (BR) 7' m — N )U A4l B - Bl
= Pkl %iE T ) 7oa7r7r=vr WIARER ELHEER

Ko, () 7V277 =076 RHEERFEEIEAR R RO HAHE TSI,

(2) F1S5KHE (BmDH) 20134F9H 1 H~9H 6 H)

FHY 45 B K 4 At &
B e B H—r e "L | By YT Ty rarH gy CEO
— L —WF=

(3) T2 w&kHMAE (2013410 H7 H~10 A 23 H)

24 55 K 4 &
TG/ R S} NN 53 JICA NMHIBHZEH R =5 ik
b /34 B dkr JICA NMHIBAZEH IR EE =5 EAEAR
iz b (EEMN) | =% 8 IR R R
Bz b () FE A (i) =38 SRR SR A B TR AR — R
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1—3

AEAE
(1) %1 %HA (201345 H 19 H~6 A 8 H)

Da Mr. Sato Mr. Uzu Dr. Goto (drug expert) Mr. Misawa Mr. Fukuda Ms. Nitta
Y (food expert) (food expert) and Ms. Tanigaki (drug expert) (drug expert) (mission leader) (mission planner)
D Wiy Narita —Jakarta Narita —Jakarta
(Sun)
20, May 0930 |BPOM (Foreign Bureau)
(Mon) PM  |Documentation work Documentation work
21, May 0900 |BPOM laboratory (food) BPOM laboratory (drug)
(Tue) PM [BPOM (food safety control) BPOM (pre-market evaluation)
0930 BPOM (rapid alert response BPOM (Post Market Surveillance,
22, May system) GMP and drug evaluation)
(Wed) PM BPOM (food safety response for BPOM (GMP, and division that
emerging issues) gives approval to new drugs)
23, May
(Thu)
24, M
(’Fri)ay 0730 |BPOM Provincial office (Serang) BPOM Provincial office (Serang)
25,M . .
) Documentation work Documentation work
(Sat)
26,M D tati k.
- Viay Documentation work Narita —Jakarta ocumel-‘t A lfm wc.)r Osaka — Jakarta Narita —Jakarta
(Sun) Ms. Tanigaki Narita — Jakarta
BPOM (Food Safety Control, Rapid Alret Response
0930 System, Response for Emerging issues) BPOM
27, May ystem, Resp engissu BPOM (GMP & GDP) Narita —Jakarta
(Mon) 0900 |JETRO JETRO
1500 |ASEAN Secretariat (Health and Communicable Diseases Division. Cross-Sectoral Cooperation Directorate. ASEAN Socio-Cultural Community Department)
1000 (WHO
Center for Plant ti d Bio-safety, Ministry of
28, May 1300 en. er for Plant Quarantine and Bio-safety, Ministry o Director of Public Drugs and Health Supplies, Ministry of Health
Agriculture
(Tue)
1600 |[JICA Indonesia Office
29, M
> vay 9.00 BPOM provincial office (Bandung) and PT Bio Farma
(Wed) PM
AM | Vox Trading NIHRD
30, May
(Thu) Mr. Ir. Roy A Sparringa (Head of Deputy IIT: Deputy of . .
PM Food Safety and Hazardous Substance Control) Japan Pharmaceutical Club Indonesia (JPCI)
AM Ministry of Agriculture (Sub-Directorate of Cooperation and
Harmonization) PT. Kimia Farma & PT Bayer Indonesia
31, May
(Fri) PM |Ajinomoto Indonesia
night Leave Jakarta Leave Jakarta
1,7 . L . . . . .
( S:t |;e Documentation work Arrive in Narita Documentation work Arrive in Osaka Documentation work [Documentation work
Zhune Documentation work Documentation work Documentation work [Documentation work
Sun)
Da Mr. Sato Dr. Gd(’}:; (c;rug.exr;:rt) Mr. Fukuda Ms. Nitta
y (food expert) and Ms. Lamgakt (mission leader) (mission planner)
(drug expert)
Ministry of Industry (Directorate
fF Fish
of Food Sea_based and Fishery BPOM Central Lab
Industry, Directorate of Beverage
3, June AM | and Tobaceo Industry)
(Mon)
Courtesy visit to Dr. Slamet, Head of BPOM Head of Foreign Bureau (2) Head of Deputy 1, Therapautic Products, (3)
Head of Deputy 3, Food Safety & Hazardous Substance Control
PM |Masuya Graha Trikencana USAID, US Pharmocepia (USP) Masuya
4, June 08:00 |BPOM Interview BPOM (post-marketing) BPOM Interview
(Tue)  [“pym [BPOM Interview BPOM Interview
1000 |[Report to Japanese Embassy
5, June
(Wed) 1600 |Report to JICA Office
night Leave Jakarta
6, June AM WHO (EPI) Arrive in Narita
(Thu) PM
AM |BPOM Central Lab BPOM Central Lab
7, June M
(Fri)
night (Leave Jakarta Leave Jakarta
& AM  |Arrive in Natia a Arrive in Narita
(Sat)




(2) H1sKHE (BLoOAH) Q01349 H1H~9H6H)

Date Time Schedule
1, Sep. (Sun) Okayama — Jakarta
2. Sep. (Mon) 9:30 JICA Office
9:00 Directorate of Beverage and Tobacco Industry, M inistry of [ndustry
3, Sep. (Tue) 10:00 Directorate of Food Sea based and Fishery Industry, M inistry of
’ Industry
14:00 BPOM
4, Sep. (Wed) PT. Jaddi
5, Sep. (Thu) AM/PM BPOM Central Lab
AM JICA Office
6. Sep. (Fri)
PM Jakarta — Okayama

(3) %

2

WA (20134210 H 7 H~10 H 23 H)

D Dr. Khan Mr. Uzu Dr. Goto Mr. Misawa Ms. Tanigaki Ms. Makimoto Ms. Nitta
ay (food expert) (food expert) (drug expert) (drug expert) (evaluation analyst) (mission leader) (mission planner)
7,0ct AM  |Okayama — Jakarta .
Narita — Jakarta
(Mon) 3
PM Narita — Jakarta
Courtesy visit to BPOM Courtesy visit to BPOM senior Courtesy visit to BPOM
8, Oct AM senior officials. officials. senior officials.
(Tue) ™M 13:00 Courtesy call to 13:00 Courtesy call to BPOM, 13:00 Courtesy call to
BPOM, Deputy 3 Deputy 3 BPOM, Deputy 3
y Meeting and discussion Meeting and discussion on Meeting and discussion
9, Oct 09:00 on Food issue Food issue on Food issue
(Wed) 1300 Meeting and discussion Meeting and discussion on Meeting and discussion
) on Drug issue Drug issue on Drug issue
Presentation on tentative Attend the meeting on food. Presentation on tentative
AM project outline on food project outline on food
10, Oct Meeting and discussion Meeting and discussion on Meeting and discussion
(Thu) 1330 1o Drug Issue Drug Issue on Drug Issue
15:00 Meeting and discussion Meeting and discussion on Meeting and discussion Narita — Jakarta
on Food Issue Food Issue on Food Issue
am [Discussiononoverall g, b pa g 09:30 BPOM Laboratory 09:30 BPOM Laboratory 09:30 BPOM Laboratory
11, Oct project framework.
(Fri) Discussion on overall 13:30 Drs. Bayu Teja Muliawan. 13:30 Drs. Bayu Teja
PM - |14:00 BPOM Laboratory | .o framework M.Pharm, MOH 14:00 BPOM Laboratory Muliawan, M.Pharm, MOH
lfég)d Documentation work Documentation work Documentation work
lé:?]c)t Documentation work Kansai — Jakarta Documentation work Documentation work
14.0ct | AM Ijcx office Natita > Jakarta JICA office
(Mon) M
15,0ct | AM .
Internal
(Tue) PM
16,0 AM |D ion work Di: ion with NQCLDF :30) ,MOH Director, Medical Discussion with NQCLDF (7:30.) Mo D@ctcr,
, Oct Supplies Medical Supplies
(Wed) — - -
PM  |Documentation work (14:30) Meeting with Environmental Health Advisor, WHO
(10:00-12:00) Meeting with Prof. Ratih dewanti, IPB . .
AM Meeting with Dr. Roy, Deputy I
17, Oct Bogor = Y, Deputy
Thu
(Thw) PM  |Discussion on MM. Leave Jakarta Discussion on MM. .la‘kaxv'la  Surabaya (other
mission)
woa | AM fAPﬁM' Discussionon |, i\e in Narita BPOM, Discussion on MM in Surabaya
(Fri) i i . ] .
15:00 :Is);s::sslon on Food Discussion on Food issue Surabaya — Jakarta
19, Oct - .
. Arrive in Kansai
(Sat) D¢ ion work
20, Oct
(Sun)
2Loct | AM (08:00) Meeting with BPOM, Directors, Deputy 1, Legal Section, International Bureau  [(08:00) Meeting with BPOM, Directors, Deputy 1,
(I\/‘[on) Legal Section, International Bureau
PM (14:00) WHO (10:00) MOH Dr. Made
AM 8:30-10:00 Dra. A. Reno Tyas Utami, Deputy I
13:30 Dr. Roy, Deput;
2. 0ct 30 Dr. Roy, Deputy 3
(Tue) | pym JICA Office
Leave Jakarta
23. Oct AM Arrive in Narita Arrive in Kansai Arrive in Narita Arrive in Narita Arrive in Narita
(Wed) PM




1—4 TEBEHRE
Badan Pengawas Obat dan Makanan (BPOM)

(1)

(2)

(3)

(4)

(5)

Dra. Lucky S. Slamet

Dr. M. Hayatie Amal, MPH
Mr. Ronald J.P. Manik

Ms. Retno Tyas Utami

Dr. Roy A. Sparringa
Ms. Moriana Kutabarat
Ms. Siti Asfijah A

Ms. Endang Woro T
Ms. Ega Febrina

Ms. Ade Irma Haryani
Ms. Warto Ginhing

Ms. Eka Purnamasari

Head of BPOM

Permanent Secretary

Head Bureau of International Cooperation

Deputy Chairman for Therapeutic Product, Narcotic,
Psychotropic and Addictive Substance Control

Deputy Chairman III

Deputy Director for Pharmaceutical Manufacturer Assistance
Head for Sub-Directorate of Surveillance and Risk Analysis of
Therapeutic products

Director for Drug and Biological Product Evaluation

Head for Sub-Directorate of New Drug Evaluation

Head for New Drug Path I and III Evaluation

Head for Risk Analysis of Therapeutic Product

Head of Sub directorate of Inspection and Certification of

Therapeutic Products

National Quality Control Laboratory of Drug and Food (NQCLDF)

Drs. Syamsudin

Ms. Ati Setiawati
Ms. Dede Kusimiaty
Ms. Niza Nemara
Ms. Ramadi Eko P

Banten Province BPOM Office
Ms. Retni Sembiring
Ms. Wiwik Amabarwati

Ms. Loise Riani Siraif

Head of NQCLDF

Head of Therapeutic Products and Hazardous Substance Division
Head of Biological Products Division

Head of Food Division

Head of Microbial Contaminant section

(Serang City)

Technical Manager

Head of Toxicology Section
Head of Food safety Section

West Jawa Province BPOM Office (Bandung City)

Mr. Supriyanto Utomo
Mr. Ivie Yustiaji
Dra. Budi Astuti

Ms. Ir Rusiana

Dra. Tri Indraswari Widiastuti

Head of Office

Chief of Sub Department of Administration

Chief of Therapeutic Products, Narcotics, Traditional Medicine,
Cosmetics and Complementary Product testing Division

Chief of food and Hazardous Chemicals testing Division

Chief of Microbiology testing Division

Jakarta Special Capital Province BPOM Office

Ms. Nafri Yenni

Head of Quality Health and Safety Laboratory



(6)

(7

(8)

9)

(10)

(11)

(12)

Mr. Ketut Kusminasm Head of Food Test
Ms. Dewi Shynta Head of Drug Laboratory
Ms. Irma Muliani Bakar Head of Microbiology Laboratory

Ministry of Health and Family Welfare

Drs. Bayu Teja Muliawan Director of Public Medicines and Medical supplies, Director of
Pharmaceutical Services

Dra. Engko Sosialine M, Apt  Director of Directorate General of Pharmaceutical Services and

Medical Devices

National Institute of Health Research and Development (NIHRD)

Ms. Vivi Lisdawati Head of Basic Technology of Health Division
Ms. Indri Rooslamiah Head of Basic Technology of Health and Pharmaceutical Sub
Division

WHO Indonesia Country Office
Dr. Mohammad Shahjahan Technical Officer, Health system

Ms. Nani Sukasediati National Consultant Essential Drug and medicine
Dr. Bardan Jung Rana Medical Officer, EPI
Ms. Oce Boymau Essential Medicins

USAID Indonesia Country Office

Dr. Kendra Chittenden Senior Infectious Disease and Science and Technology Advisor
Mr. Christopher raymond Chief of Party-Consultant, Promoting the Quality of Medicines
Mr. Andy Marsden Senior Resident drug Management Advisor, MSH Indonesia
Bio Farma

Mr. Juliman Production Director

Ms. Dori U Quality Control

Mr. Bangban H Production of Virus

Mr. Hurip Budi Rujanti Chief of Nutrition Section

Ms. Rini M.S. Surveillance and Clinical Division

Kimia Farma

Mr. AYung Kisworo Manager, Business Division
Ms. Chandra H Regulatory Manager

Ms. Sudarwanti Pharmacovigilance Officer
Bayer

Dr. Dewi Muliatin Santoso Head of Medical and Regulatory department



Ms. Sally Lelolita

(13) Bogor Agricultural University
Ms. Ratih Dewanti-Hariyadi

(14) A v Fx>7 HAREKFEE

ik &
K #h

Pharamcovigilance Country Head and

Manager

Professor of Food Safety

LW
i @
i
]L:l_lﬂl
o}

Medical Information
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2—1 BRETE2BEICETIEAFTOEHKR

BB RO, BRETROELOENRER ST, BRETRVEMLOBEIE 25 O PR,
ERE~OFAEZRET S, AV FRUTICB T 5 EERBLOEROCHEHENIL, ORI D8
1% No. 18/2012, @& D 7 ~IVFR R & RGBT 2 BUNFHLH] No. 69/1999, @B D24, fE.
KA ICET D BN HLE No. 28/2004, DEFZ R MEZ 2T v MU — 7 fREEICET 2 E REMLFIERE
4 No.23/2011 Th s, TNETNOMEIILLFO LB,

(1) BICBHT 2BUME No. 18/2012 1%, BMHEE, BROLE, BMEAEICKHT I EIERSE
TR, RIS OEMZ BT LRV ES~OFIKEE LT T D, o, KR
SAEFEF IR LR MERIEY AT LAOEERBEZEOREELRDTND, IHIT, BROR
BEMIBNEBMA—N—="A P —(BLRER &L BLEKBEET) OFRER & EIT,
B A== SN P — T H L SN DEKIC O TEEMICHAL T 5,

(2) BMDO T )VFRIR EREICE T 5 BUMBH] No. 69/1999 (X, MDD 7 ~)VFREINE, B
FRICHT D S F S FRLMBCBMZT TR, 2D OFEHZESF LW EE ~OH| # 4
BEHED TS,

(3) AROZ4e, WWHE., KRBT D EFHE No. 28/2004 1%, BAEFES x5 L35 &%
OELEEHE N W EEPIZE T 5 X% (Good Manufacturing Practice : GMP) . £ b % O 1
P (Good Distribution Practice : GDP) ., i iF HFu4\ #i#: (Good Handling Practice) . i
IEf AL (Good Hygienic Practice : GHP) . JR2E/EPE TR P (Good Agricultural Practice :
GAP) FIZRHT 2 & F I EREMHEM, KO D Z#5F LR WER ~O | E % & o
TV, £, BRVALTREOZEEZM) SEIERAT — 7 RVL — O E2EE L FT
DWW TEMRBICHB L TV,

(4) ExRfiZery bU—7EICHET 5 EREALFHE KRS No. 23/2011 13, 1 > P
T A K O RHC B 5 R 2 2 7 & (INRASFF) K OEERAMZEY[FK Y bV —2
(International Food Safety Authority Network : INFOSAN) OiEH FEOJEEXETH Y | BhEE
JTRIOFHEE S 1k « FEICOWTEKRMIZHEL TWD,

2—2 BRaAFA—LIRIATE

(1) FAO X UWHO ®OHA KF7 A v
FAO & WHO %, &EO&N a2y b —/L Y AT AL DT-dDOHA RT7 4 (LLF,
FAO/'WHO OHA K7 A4 ) #HLTWD, ZORNT, Btz ha—/Ly A7 AOHE
DI, BOLRIFELEELHAORE, EREMH2 ha—Lr 7wl T A0 FET,
YR 7 7a—F (VAZF, VAZER, VA7 - ala=Fr—arixagiy) O
Fehin BB AR O X > AT L OB [FE BRI 22 2 fh = > b e — VB R B~ DS E TR L |
FAEHEE &R H 2 AEICERT OLENDH D L SN TV D,



(2) 4 v Fx¥ T OENEH

AV RRXTT T, BRZEET LI EIEREIT, PIZAITRES . WIFKES, L¥EA.
PN . MREEA . PRIEE . BPOM!', HihF O - | - ) BN, Zn2no&kdE s 5TaH
WREa Y Pr— Y 2T ACEELTWD, flxE, AfERd (BRERY) OmAITE
EAT O ML MOBRAIX BPOM 23T 9, £z, F/MNRO &GN TS ~OfREIX
HTTBOF AT 9 25, INLE S OIE « /hEER ~DOFFEIL BPOM 23T 9, fihd FEHERT & L
T, 2—7 v 7 AZE% (Codex Alimentarius Commission)?’®D 2 > % 7 hiRA > hTh HEFE
FEUESS) (National Standard Agency : NSA) 23d 0, BMMEXLZ S BB REXS T OEZFEH
ERELTWD, EFEERIT, & HEFEITIIT 5 HACCP? (Hazard Analysis Critical Control
Point) KON DEEEAE L E L TV D,

B L e ORE L BETIR2 - 108D,

x2—1 BERTEHEOKIIELERE
B E¥ESH
e BEMT | ARMNT
. . AR D " B " =310 Ready to
W RS | | OB GRS R e T
Ui/ /oo . . P/ /oo erve 0
FE %) FE %) !
Mol.
¥EHD MoA.
MoMAF,
ek VBT W BUT BPOM L RF MoF, MoT MoT WL BT
FRRE MoT
(FREBER )
ﬁ 2875} BPOM, MoA. -~
o BPOM BPOM | %472 L
N MoF MoMAF
MoA Mol BPOM 2 & MoA
OA,
R MOoMAF, MoMAF, |5 RBUFd| BPOM BPOM BPOM
MoMAF
MoF BPOM RS
% MoA. MoA I R/
—= 0A. U 5
N MoMAEF, B BPOM BPOM
N4 MoF BPOM
MoF
P 7Y )
» BPOM BPOM BPOM BPOM BPOM A" BPOM BPOM
N
Mol
MoA. MoA. .
(T3 . s
W MoMAF, MoMAF, BPOM LR ML BPOM LR
MoF MoF
(&)

' BPOM O #H fk #F 22 |

B a v,

/lwww.pom.go.id/index.php/home/en) %S D Z &,
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%Z BPOM IZXHA 9 FHIN H 5,

Fo ML F 5 II &M 2R 72T IR AT, FANTARDIIRA 220 (44 2 L OmE £
EH D), L2rL, MLTEMLOERAIZIE, 2008 £ 3 A 24 HfF BPOM EF HE
No.HK.00.05.23.1455 {2 L Y #i A D 7= TNZ BPOM £'E 5 O A KR Z B2 T iEe b7
WZEIZRo T D, ARROONDLEMEE LTIRNBFT O TS

O etk WE. REERICOWTRERICBWTCHR S 2B 0RER - &AL =17

AL, TOZEDPBIESN TV DREED S OSHAEIETIEH E L TWD
@ A Y FRITICBWCRERNCZEME B KRB OV THEREINLTWD
@ BPOM OREFABELZRALTND ([ FXTTEHNT/HEEEOR TGS
Db 0, BEKREBG., W, EE@%@R@@%A%%<)

MEORRLEMN /Ny r—VICEB LESGACE, PHICMLEEN R THLHE ML
T BUSHEE DS LB &é*ﬁ\W§E®£ELOVT TEMMHBETHrEDRV, ML
B T AN/ NTERG S A R R E AL I N TV D, EHRIC LY TH AR D A SRIZ DO
TH, MAFICL > TUEIMLESIRERRDGNLIGENH D,

IR G OB FE X RO RO OMIT, fixilf BPOM DR —AN—T )6
TGRS (e-Register) & FIRE & 72 o 7223 | A RBRERIT 527> 5 RERN LA S LTV 7220,
MTESLOETHZE - Bk KR TR EEZDOT — X EMEX 2 — 51077,
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HiFT : BPOM Presentation at the FAO Regional Workshop “Modern Principles for
Food Inspection and Certification”. Jakarta, Indonesia, 1-3 April 2008
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2) BMEHHOSZ X
L OM T AR5 - i A TR OB 8O EF R A OB OH| B EHEIZ X 160 DR A LA H 23
H5, 2012 FOM TR MBEMFEITN 1 HiE Tho Tz,

2—7 BRLTR2ICEHITIEENHRY FT—2
(1) BMZEICETLEENR Y FU—7 OHK

2000 4F 5 H O R EER S IZB W T, BOZEMEIZ- DOV T WHO & £ N [E R o #H
kO b & R D HRFEN RIS Tz, 72, 2002 FOHFLREHR ST W T, BOFYEN
FIEE I TRAFEBICEHL TRERBENET SN, HNMUEEOBREREORIGREIOM E &
ZD=HD WHO I XD XN RO Bz, WHO I KD LaAR—F [WHO ORI T 7 Hili
DA N—EIZIIT D INFOSAN O] TH | BOZEMEZ =R 0D 2 LA AR
L2012, SEIEREROBIELRROIG 217 5 HEER R A I = XL EHEE S 2 ME)N
HBHELTWD,

2004 42 WHO IX FAO O o b & | 177 O E O [EF A5 22 2B R o 15§ 3 %
T AT =KL LT INFOSAN % %37 L 72, INFOSAN (% WHO O£ ih 224 « A\ BR 4 i B YL -
£ SRR B (Department of Food Safety, Zoonoses and Food-borne Diseases) 723H10» & 72 D)
HE LT\ 5, INFOSAN X, OB MERITIR D RAFRERAERFORE R FHRAH, O
I BORZRCEET 2HEKZR My 7 IZBT 2 REA ofRE, OIMEEMO W) &
DOHEME, DB DOLZRTEIZIIT DNRIINOEN LY A7 EB AT O DI INRE DR
M EXEEZDODELTND,

2010 4 5 A IR R 2 13 WHO 2B EIZx L. INFOSAN ~O /I, INFOSAN Difl
72 E = | INFOSAN OJEEI~D SN, AT ARFD INFOSAN & O 2 @I A A
=X LORER, BAREXHE %17 9 INFOSAN B2 &7 11 (Emergency Contact Point) D5 7E
HHITH L L BT, INFOSAN O 7 4+ —HIIVKRA v & IERICHEET 2% WHA 63.3
“Advancing Food Safety Initiatives” Z IR L7, Z OWGFEIZHESW T, WHO 2N EIX
INFOSAN (28 L, BRATRER A D INFOSAN & ORE R EMILE A h = X LB HEH L,
BXAWF RIS 21T 9 INFOSAN BRZGHAE 2R 1 &2 ERUCHEE L7, INFOSAN BRAZGH SR 01,
WHO @ INFOSAN FH#Jaj (2 F5 5] & Al RE 72 BR 0 ALRER] T35 & & b, @Yz B A et it
MNTEDHELIINFOSAN ZIB U CTELN A BELZHEICHRTIELLD 5,

(2) A ¥ RRTTIC X D5k OV DR

A v RR U713 2004 427525 INFOSAN ONMAETH Y . BPOM O R fh%E 4 - A EYE &P
R R 23 INFOSAN A > RR U7 ORZHEBEER O LB D T\\WD, 72, BPOM O ME4 -
BEWEEFLERIL, INFOSAN A« > K% ¥ 7 Os3— hF— [INFOSAN (22203 5 EERERT (2
A MEKPES . LA, paEE . hMEE . EFEER%E)) NIZ INFOSAN O 7 4+ —J1/L
RA Y MEEEL TS, INFOSAN A > K3 T7iE, 2008 OB VAR ILF ~D X Z
I UARAFEAE, 2011 O FE RS AR 5 R BT O F L O H AR S O A
B OB MEWE & Vo T BEREOER « T — X 2 RIE LT,

4 WHO. Regional Office for South-East Asia(SEAROQ) . 2012. Overview of the International Food Safety Authority Network (INFOSAN)
in the Member State of the WHO South-East Asia Region. New Delhi, India.



fi5, TWHO OFET V7 HIK D A S —[EHIZF T 5 INFOSAN OEE | (2L &,

INFOSAN A > KR 7N 25 ERiEE LT, AT — 27 R F—0Rem b, Hili .,
HER(LZ X T D, TOMOFEE LT, BBHOEWAM « TEARE., BEREORHRA
B, V—HF— v 7ORMNREZOND,

2—8 AVFRXRITERRUVAHICEHTIRHER A TLOMELRE
(1) 4> R 7 &L OFERNCEET 2 B o 27 & (INRASFF) OREE

BPOM (% 2010 4E/n D, BOLETHIND 5 TEER (REE . MWHEKES. REE. 78
A, LEA, ToMERE) tHH L TREMLERIRIBRAFERBIIHIST O FxUTH
WNOKREIE G ESE D a2 = —2a DI, 73f 7y FMYIZ INRASEF & LiE
NDFy hU—7 %4 LT\ %, INRASFF (X, INFOSAN & R HE A b & OB BE 9
% R > A7 & (Buropean Union Rapid Alert System for Food and Feed : EURASFF) ™%
TN ER— A SN TWD, ERAEAEFTERERFIL 2011 4212, INRASFF & INFOSAN
OIEEXE (BFRBLEEF Yy MU — 7 FICB T 2 ERAE A KR 4 No. 23/2011) %l
E L7, BPOM OBMLESE - HEWYEEHENIX INRASFF OFBERTHH ., 4> R T H
T INRASFF O ZH#HY LT\ 5,

BNEELEOFESENEE LR, 40 FXY T ORMEEII)IND HHEBIL., BE R %
BPOM O #15 XTI # 45 L, BPOM D Hi 7 3T 5 BPOM AHHZHE LT\ 5, B LR AT
BB SNl ENEROMEICKIET U A7 % INRASFF ORBRMFERESMFHME L,
B EEEOFERERE L, WU ISERET D,

BPOM DR LERY —_ A T A « E R JEREIX INRASFF OF v a a7 k-
A4 > I (National Contact Point : NCP) Th V., Bk - iR BRIz 7 - =
v X7 kA2~ (Competent Contact Point : CCP) ZH - T35, F7-. NCP & [HFHAIH#
K7 v —7 v 7 %4795 7291, INRASFF (222032 BPOM LSO EEHEBINIZZZE
U144 @ CCP AR5, NCP O£/ % & F{TI1X., INRASFF (2230 5 EEFEBIN O CCP &
ORMEZEHEMR L BERBEEZ LD RPN L, RRLRIRLIBRAFEEOINEEZRET H Z
L ThHDH, CCP DEREE L EBEMIL, TNEHOHTEHEIIZIV T INRASFF O3 M Ff &
AEMETHLE LB, BWEDO I 40 —T v T E2ITHIZETH D,

INRASFF N CTHRYE L H@EICIE, &AWL EOBEEEITIL U T, “Rejection at the Border”
“Alert” “Information” “News” D 4 FE¥ENH 5,

INRASFF %, CCP L ERZHME N T + 0 —T v T &#ATH I, KM G OH G 47 (Hh
BRF, BERET, ala=7 4k %— (POMHall) %) NizzhZh14De—0)L -
arvvsr hear& 7 b A b (Local Competent Contact Point : LCCP) Z$5E L TW»
%, LCCP O F7o&H &L EMLIT, FBEO 740 —T v T 52{TH L THD,

INRASFF 1%, BENEROEFICKIET Y A7 OFMi 1T 9 72012, BRGEEHEME CHF
B E 5 R FZ B2 (Scientific Committee) & LT, ®BFIFEZES (Expert Team) %X E 3
HZEllhoTnd, EMFEEAROA L A=, BENSEROBEICLIET VA7 OMWE
WL LT, BT, MAeEwT. B REFEOHEMENGEEIND,

Domestic Notification [T 52 I 2=/, — a3 7u0—%X2 — 6 12”7,
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Relevant CCP
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2012 4|2 BPOM I L LD D INRASFF OfE#E{E% Tl (Standard Operating
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LBV THS,
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Ykt d & 572010, BREE LOERIUZLI TR TOBELRETHT —FX— 2 %
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¥HE. N EE, HAEEE) 2T O0NERD D,

HRE ATl BPOM OB MBRE - SRERIIIM LIRS Or v FEEOAEZRLEHEL TNDH I &
ME, BETIIRWELOHRFERAZ hL—29 52 LN TR, BPOM X, HAOE
mAEEORE ZRE " HEFE HAESZEIIL T, ZE2TEH2VWELONL—HEY T ¢ &
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A EOfEEDRADOHIEICHERREICB VT, YN EFEFT I L TRERMEE
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THEIBORTIER LRV LTV D,



AARDOREMBEAEEOR =T, BRMEFEE (BLE LT AR L., #iE L,
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IR EE (LIF THRERME] L)) 1220 T, BHLOEFEIZBWTENLL DZ4
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JEA B D 22 A D ffelR . BIRFER S O H EMd 0 FEhaE OO LR E AT D K 95
ORFT R B7Rn ] LR RTWN 5D,

BPOM 73 H ARD R MFEAIEOE = " HEE “HASZ I LT Lo WEE T
WEMDO L —H YT o) a—LHlEEKX2 - 8IZRT,

| Food Business Operators’ Obligation in Preserving Records

(Related to Paragraphs 2 and 3 of Article 3, Japan Food Sanitation Act )
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HFT : BPOM
K2—-8 BPOMMWHANEMBEZIOE=ZFE_RELE=ZHESEICLTEMRLEL
RETRHBEVERO FL—HEYT &Y a—LHE

BETEHROVEHZTSENO ) a— AT 57O L —% U T ¢ il B % i 012 AH
THICE, BETERVWELOBEIL— FEEETILENRDH L, BETITLRVRMOBE
L — M ET D201, T X TORMMATHIE 1 B2 (one step forward and one step back) |
TEBATEE THIT, BZE L BUFIZW D722 5 &5 THAUEIZEH L TARMEA LofiEx
RMT U, RERREAZ DR T2 ENRREL D, T ANTZEMEEN 7 > N HENL
TEZNLETONHENITE, —BEERTOFEFICH N TE (one step back) , FHFEFH
e LTCHM LI DN EZITIT oo —BEHROFEEF ~ LB TE L (one step
forward) ., FEYEIZEDRNA » RR U TRE « HEFME 2 > 7o Z 2 TIER VR LD A
PE/ME, EHAZIED D Z ENAREE R D,



BPOM [%, INFOSAN, EURASFF, US-FDA, #[E & hEH S (Korea Food and Drug
Administration : KFDA) % EWRZHEZIT>TEY ., HAROEBMEZEHEE & 13T > T2
WS, TEALALETREICR Y NV =7 ZHE LT WER TH 5, BPOM (FHE - [EERAY 722
R % > N U — 7 LEERR AR L TS, flE, s RER Ry hU—2 T
H 5. BMEEITIH D ASEAN B 7L — 7" (ASEAN Expert Group on Food Safety : AEGFS)
LHHEE Lo TWD, A > KR T7 1L AEGFS @ ASEAN £ L2 2] L&+ E (ASEAN Food
Safety Improvement Plan : AFSIP) O NWHEZFOSHE K N RNU—A v N Fa s T L

(Consumer Participation and Empowerment Program) | ® UV — FEZEH TW\5, Z DI
(2, INRASFF IZEEN 2 BME Ry NV —27 ThH S FAO/WHO @ INFOSAN, £ /H7E4
D= DERZ TS A7 A (Emergency Prevention System for Food Safety : EMPRES Food
Safety) L iHiffiz L > Ty 2%, INRASFF (2014 4512, ASEAN &5 K& OV EHZ B3 5 F44
5% > 27 . (ASEAN Rapid Alert System for Food and Feed : ASEAN RASFF) & %% % [X]
HTETHD,

INRASFF O =2 IZLL FICE L OB D,

R LN DTA RTA IER SR TWEN, #IFL~_LDH A KT A T ER S
TV

cBMEZE EOFERRORE - EFH - FRAME, 2l a=F—va VAT IENEND
7T FRE PR STV

- Downstream Notification #¢ & tt~~% & | Upstream Notification (%4721

CRETIEROVELDO FL—H VT ¢ &V a— LHlER I E ST 720y

- Mg - [EHEER Ry NU— 2 L O#EEEAR R

- WBE - AMEO AR R

2—-9 RAZX2EBHIIRIBREEZEREEBEFORKELREE
(1) ‘L EIR D IEFEOBRE

BROZET, (MMEITANDDANZ DREEFELZE)NL TWAH RN REETH D, ZOMMEITE
HEE IV BRE EEIZEERATH S, HRE EOEA TlX, 22 TIERWELKEZ B &
TORFDIZOIZAER 220 FALD A2 Bzt LTEBY, £DHH 190 HFABFELT
b5, MO THE, BOLZRINPDLLEE FLOMELZLZ THnL 8 08E, & EE
BRTI80 HAIZH RS, 7 V7 KIFEHIRZ T TH . BFEK 70 T A D D N2 BEERCKD
ZRENFKR THET L TWDS, BOZEOHFEITHEZH - BFMICEEN LD AL IZET L
TWo, L0biIghl (IR EgER) A RKAE, BmEEL T Ax ARESE
Hils (A7 L), (B0 Ul (T 3EHR) TN KE W,

BOLZET, AV FPXAYTEHROBELZE» LT TOWLMBETS H %, Ratih
Dewanti-Hariyadi and Eko Hari Purnomo O 3* 2 kD & A & RR U TICB T &M EEA &

> World Health Organization (WHO). 2008. Food Safety. Geneva, Switzerland.

% WHO. 2004. Food Safety at risk in Asia and the Pacific. Geneva, Switzerland.

7 Prabhakar, S.V.R.K., D. Sano, and N. Srivastava. 2010. Food Safety in the Asia-Pacific Region: Current Status, Policy Perspectives and
a Way Forward. In Sustainable Consumption and Production in the Asia-Pacific Region:Effective Responses in a Resource Constrained
World. Institute for Global Environmental Strategies, White Paper III, pp 215-238. Institute for Global Environmental Strategies,
Hayama, Kanagawa, Japan.

8 Ratih Dewanti-Hariyadi and Eko Hari Purnomo. Global Food Safety Hand Book:Case Study.Indonesia.



TAHRBHEIT., BRIV LBV EIN TS EHA SN D, Suratmono® 32 2 — 4 v 5
HELZEZA,.2001~2009 DA > RR U TITBIT B R ME I &+ 255K OB ER T
7 T LA 7T 122 1, SEAER A EL 5,808 . EWAEMETELIL 36 ATH D,

R2—4 2001~2000 FDA VKAV TICEITE2BEREENETEERD
TorITLAOE, REHH. BTEH

GE 2001 | 2002 | 2003 | 2004 | 2005 | 2006 | 2007 | 2008 | 2009*
TORT LA 7K 26 43 34 164 184 159 179 197 109
A 1,955 | 3,635 | 1,843 | 7,366 | 8,949 |8,733 | 7,471 |8,943 | 3,050
FELCEH 16 10 12 51 49 40 54 79 17

*2009 4F 11 H £ TOHE#K
HAFT : Suratmono. 2010. Food Safety in Food Service Industry. Presented in “Safety of Food Service Industry” Seminar
organized by Kulinologi Indonesia Magazine in Jakarta on 18 March 2010 (in Bahasa Indonesia)

2009 4 11 H £ TG SN2 109 RO R ZEST ETDRMROT U FT LA 7D b,
36.7% B FERI A FWEIT, 202%0MEFIAEWEIC, £ 404% 08 T ABORE
RPN THEICELRVBOITER L TWD, £z, BMEHENETIHEBOT Y b7
LA 7O OFEKFIF, F—2 UV 7% —2RHELZIEME & F RN

(Ready-to-serve £ih'%) ThH 5D Z LN STV 5D, ZiuiL, Ready-to-serve £ ih & HE T
HES. R R AEEHICL VY LERT LWV o EMEERFEAEREMIZIBA LI ENE
RIRKRTH LD LB 2 545 (Suratmono 2010), A > RR I TIZEIT 2B HFIFO FE 22K
I% Ready-to-serve B TH L2, HARTIIRALEE THEOLNLTWDLANR, EIE, KETOR
HHMERBGEIC LD BT EmFEIERHIE L TV D,

Ratih Dewanti-Hariyadi and Eko Hari Purnomo D& 302 L5 & {HEE L. AFEE N HIHEE
FTH7— RFF =— 22K (Farm-to-table continuum!') TRALED?H LD LFEHED (HE
1y - 1”5(@5%%9’] LFR)) AEWENEMITEALZWZ E 2R L TWD, HEE DR
ZR#ETHTDIE, 7= FF == BEOTRTORAT =7 Ay — (BR, LEE/RE
BN %Jl%%’f\ w2, HHEE, WEES . EES . laES, HE¥ER, ek
F., HEEAKRELZET) PREREHELZLL L LB, 7T RTF o — U 2EROKEE (4
PE, BE, THEY) ([CB W TR M E AR L 722 il gm\ BRIy br— T RT AL,
TRTDOAT =T RNV E =D ))& BEREER 2T, HEFORFEZRET DLV )
B AR T D Z DLV,

B D 7= b O FEEERL 1T O [E B AYFEAM (International Assessment of Agricultural Knowledge,
Science and Technology for Development : AASTD) | [E[& B %81 # (United Nations Development
Programme : UNDP) , E#EEZHEEE (United Nations Environment Programme : UNEP) | [E#
BFESCEHEES (United Nations Educational, Scientific and Cultural Organization : UNESCO) ,

? Suratmono. 2010. Food Safety in Food Service Industry. Presented in “Safety of Food Service Industry” Seminar organized by
Kulinologi Indonesia Magazine in Jakarta on 18 March 2010 (in Bahasa Indonesia) and Ratih Dewanti-Hariyadi and Eko Hari Purnomo.
Global Food Safety Hand Book:Case Study:Indonesia.

P HENUDEMHLTHY, RNTZRFRTREND Z LR ARERAEMN, YA VA MRLE,

N REOREVIEEEPOHBEENEFTLET, REVCTHRENEBE L CHERTRE LW BT, ZORMBITITHE

FOFEICBWTREMEOEREZIT) 2L b EENTV D,



HRER1T. WHO, HIERERBE~ 7 2 U 7 ¢ (Global Environment Facility : GEF) DO#%EH 725 3 [A]
THRELTEZMEEICLD L, BRI LENLTOWAIHIEAIR A TWHIREROLZEMEDIZE A
i, ERRO X AR BMBHIRR RN AL L TND Z EIZRIFT 512

Prabhakar et al D I KD & —[EHORMZEHEBEIIENO &2 5T ERE 2 ARG EI
Lo THEER, BORZAOME L BMEBN & T 25K OTHICEY HieE 24 5,
L7l o T, AR TRLOEBREE S ENHEMT D2 o0, BN ZEEBEIIROL S
2030 5 il & K5 E - R T 5 LIRS, AIRBZR RV BRI C7 — R F = — 20§
TDAT =7 KRNV E = ZBOLEICETHERERETILEND S,

FAO & WHO I%, BOLERMWE., KEMZ M ELSE 57D, & EEIZBW TRFER
OHER R TA RTA4 L ICHESWERER Ty b — LY 2T LD AZFTE L TW5H, FAO
EWHO DITENOEM Y ha— Ly AT ABIbDOT=5DDH A K5 A4 B3 (LLF . [FAO/WHO
DHA RTA ] LV IZkdE, Bihary he— 27 A%, ORMOEKROHH O
i, OQR/RM =z br— bR T A b OBEY—E X [faFBRERSH & LHEEHA
(HACCP) 77 v RO ZDFEmOFIZ Eie), @BMOE=FV 7 R OEFN T —
DIEODOT R —EA, OfF#H - HE - 23a2=F—var-- hb—=27L0H 5507
0y 7wl AT, B LR TR 5720, FAO/WHO O A RIA4 ik b &, ERO
BHary b=V AT LAOERAMITIUTOLEEBY TH D,

cBEREHN LT HHEFO Y AT KT X D AREAE DR

- R REEAET, RYFRETIIRMDIRA LoD O IHE R O

cERaY PR VU AT ASOWHEE OEEER, XKORLOEN - EERES &0

2k oRERE~DFE

IERB 72 B ERAM &2 AW EAR e BEFIERC BEOBRB 2 EHICEIY . B¥ED
AEFEMEITAEE (MR L > TR T) L, HEOB(ESCEROKE, EMSZEEOERE L
Wo L RABBEHELSISREI Lz, 72, BEOENLIT, BEICIDZKORMDIHY
K OB ~OEEME ORI T EELEICK T 2 P4AWE O E ORI X 5 3EA
MPELSE, BOLE~OREANRFEEELIETHDLY, BERORE, T, WkoA 77
MARELTWDZ LTz, BOREIZETIHENRHLL TN LS, £ RRXUT
Eate % OF % TINHEZEORDOLEL2ELIS LTWLHERNTHD,

BEMERTOHLUVIENT 7 KFEMIR SR, FrioA v RRUTICB T 28OL2%
BONTHERDLIERE RS> TWVD, ZNHITIX BWERELNODO v U —EBEERO N,
BRI D D VIEXIHRX ORI E TS TERWERAEEL ST I F=— D7 n—r3 1k,
AT TR > THESNTEDSE) NS &~ ~ YT 2 95 JFUR (YRR OE (Bovine
Spongiform Encephalopathy : BSE) %), RO A PE TIH YL S D 9w MERIGE 0157 :
H7, BVRAREMAFT O a ) 72— S hFx BA VTN PO, LIRS
D, BOLEIZET A TIZINSOH LWRIEAZER T2 Z L3 T, aEm

12 MclIntyre, B. D., H. R. Herran, J. Wakhunga, and R. T. Watson. 2009. Agriculture at a crossroads:A global report. Washington D.C.,
USA:International Assessment of Agricultural Knowledge, Science and Technology for Development (IAASTD).

13 Food Agriculture Organization of the United Nations (FAO)/WHO. Assuring Food Safety and Quality:Guidelines for Strengthening
National Food Control Systems. Rome, Italy.

4 Gold, M.V. 1999. Sustainable agriculture : Definitions and terms. Special References Brief Series, Washington D.C., USA : United
States Department of Agriculture (USDA) .
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(2) FEIHAR
BPOM [ZR MO L% @b LIHEFEREZN LSEL2HN T, UAIZOICESS &M=
v ha— v A7 ADOEL, INRASFF Oi#ft, BOL2EDOH L WIRE~ORtIG v AT L1l
DXFEEDONEICERE Lz, BiEOMEE2EK 2 — 512587,

%2—5 BPOMMNLDEFOME (BERATEEHE)

IVASE

B OLZEMRILIZ LV HEENREIND,

DA S

1.

U275 HICHESS ARy hr—LI 2F ADMRL
2. INRASFF ®#a1k,
3. BOLREDOH LVIRE~DOX I AT L DAL

5 &

I-1.
1-2.
1-3.
1-4.
1-5.
1-6.

U R 7 53T EREAZ D030 D AM O FIFk « BB D L B = — - FFf
U A7 GHICESS Efhary ba—L v AT ADFAL

U7 SHTIC RS B a v b e — U IicB4 2 AHE

A R 7 ENTOMEDE &

& +RRFE DAL 2

TEERRICR D5 - 74 —7 v

2-1.
2-2.
2-3.

2-4.
2-5.

HITOBREZEE IS AT LD L E o— - 3

B2 AEE BRI 2 N E e

BEAT — 7 ANV —MOROZELOFEGLaIa=r—va ot tT—
HR—=ANR D IT R— AL AT LD[H E

A2 KRR 7 EWTOHEGHDE &

TEERRICR D5 - 74— v

3-1.

3-2.
3-3.
3-4.
3-5.

VA7 a7 MESSBOLEOH LWVRE~OENO R ML RIS =
v hE— Y AT ADR%E - Eh

BOREOH LWV I B 5 WMo &

PR S A T I FE N D PN RS

BOREDH LWFRED U R 7 3

TEERCRICAR D5l - 742 —T v

(3) A v FxvT ORATSOB A & RE

A v Ry T RanERE R ATREERE RS E IS L D &0 2009 O A 2 KR T OREHR
O GEBALIL, M 605 KT (K55 kM) LR SN D, BEORFEMESCRBIE X
OO IE, 2020 FEO BB TTISHEIE 1,925 kv v (17.5 KH) (ZET 5 & Aid
FND, ZOHROMOMNHAL L TH, 2030 4121% 3,382 JkL 7 (30.8 JEM) (L. [FIAR
ZFHR LBED R AOREHL O TS (33.5 kM) ICIEHT 2 BB E T2 & TRl S

o,

S M HENRRESE T X —, SERR24E3 A, A v R U7 R EEE R TRt RS, B
https : //www.shokusan.or.jp/wp-content/uploads/2019/03/ovs-275pdf7.pdf

ZIMBBIHENRTHWAIE—E I H=110 VT REH I T3,



xK2—6 AVFRIUTOEMNBHIHHRE

L VA 2009 4= 2020 4 2030 4
LA T HEREH | vEeET 217,720 637,488 1,038,401
IN=! 100 5 A 231.5 251.6 271.5
ik 31k Jk T 604.8 1925.1 3382.9
35 AR JEHM 55 17.5 30.8

(1) ®BHE R HOMONE 2020 4£FE T, 2005~2009 ZE DT (4E 10.26%) .
THREE, A omONIEREA OO TRIME (2030 412 2 8 7,150 T A) £ T,

TR,

2030 FFE TIFFESWE L
FERTMOD L L

HIET « MEE NS PESR Y 72—V 24 43 A T4 o R o7 i e 36 rTae e A s 5 ) O

1 AN4720 Ao I 2005~2009 £ £ TO 4 EMT48% EH L TE Y, 2009 4
D1 NYT-0 Ao AERE I 217,720 v 87 (1,979 ) 7> TW5b, £~ BR#H X
HORNT, LA - B~ XN, 20 4 FERICEEET 1T EFIC LR L, 2ok

FTHIZED D2EEE 21.6% 005 25.0%I12 FH-LTnb,

#2—7 1ANHYARHEOEBHEXH
(A7 . L ET)
2005 4 2007 4% 2009 4

Bk 147,311 174,028 217,720
HEIZHICHED 2 BEEDOLE (%) 51.4 49.2 50.6
9 BN AN, 31,847 37,030 54,326

MTEROR (%) 21.6 21.3 25.0

IEERE 139,430 179,393 212,345
T2 ST 286,741 353,421 430,065

AT : MENEANRSEEE L Z—F 24 3 H T4 Fxrv 7 RamEEEN TR A RE ] Hn

HADWMBEDHEGHIN LD L. 2009 FD B ANL RN T V7 #EHEE (Association of
South-East Asian Nations : ASEAN) 2K ~O & fhfi 134 208 (@M TH L1, A FxrT 7
OB O 14 8 1,300 52T E 0,

£2—8 2009 FENDHEAMNDS ASEAN £2EADEH S H
(BAZ 0 100 FH. %)
4 i HH 48 xR
TR A 20 0.1
HURTT 3 0.0
A KRxVT 1,413 6.8
S = 64 0.3
~L—v7 2,435 11.8
Sy v— 1 0.0
% 1,744 8.4
U R—L 8,464 40.9




4 i 11 48 g
2 A 4,146 20.0
N R A 2,416 11.7
ASEAN & 20,706 100.0
ax 13,219
KIE] 39,949

HAT : MEEAREREE Y o # — 24 E3 H T4 v Rx o7 &5 FEEHE H AT RE
PERA S E ) R

A2 KRR T ~OREHLE 51T 2000 FF LR 2 [ ONT X 72238, 2008 0 23 & 2,000 17
HAZ2Ev—27122% L. 2010 Z£121% 2000 FEDOKLEIZRE > TWbD, ZOFEOHFRIZIEK., V—
<~ a7 T MLHIE (A& 5 OGS E) EHOMILRH 5,

(Bum) WES
=N
oo W

M2-—9

2000 2001 2002

T T

T
2003 2004 2005 2006

T T T 1

AR E ] B
BEAMNGA UV ERITAOEBHRBHIEDER

2007 2008 2009 2010 (4F)
DAENE NS ERE X =P 24 3 T Ry
T B b E SR H AT REME

A RRAUTITRBIT LML - ]k« 2 XafilESo 2010 F£4 B EWNKRAEE (Gross
Domestic Product : GDP) I, 465 Jk 1,328 (/L7 (93 JK 9,480 (&M, 1 HL BT =84.9 )
L IAE GDP &K D 7.2% % 5 H ARIZE 1T 5 [FIZERE GDP O 3 E D /KHEIZH 5,2006~2009

AT TUE, JFOBMM RS o = i %

AR L7z 2010 4%
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RERESEOHEFICL D &, A v FRU T OFREMAM LA - EEGCEHTE (RO
IR « By R ECEHZE £97) 13, 2010 FFEBF AT 219 kA ETIZE#E L TV 5, 2005~2010 4|2
T T OEFBHRERDK 15% TH > 7= D% L, 2010~2015 FI2 T TIERE LK 6%
IR T2 8500, 2015 FOHHBEIIR 290 KV E T ~EIERT D L TFHISATWD,

(JEILET)
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[=41] ([FAN

BE R

20 Namras

200

150
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50

0

2005 2006 2007 2008 2009 2010|2011 2012 2013 2014 2015 (&)

(1) HIECRB TR - By RACE 2 BR <,
HAT: MEEARREXE ¥ — P24 E3 A T4 FRUTREM
PEFEEH FTREMERE SRS T HR

M2—-11 RERMIEHM  FHREKHOHISHE

FREAMT AN - EEREETHHICBT 2 EEL T Y —OHEBHRE LD 2010~2015 F0
FEBEEFRTINEIK 2 —12 0L B0 Thd, BER ML RE L TR BOSERICHE
VY, 2010~2015 FITNT T, AR =Y RECE, FRERIN LS, MR - BN LEML R 2
BETELEAENRROLNTND =y FREHOTGILRNAEND,

(EKILET) (%)

30 14
[mIgm]| [ERERHE]
25 2010 IS RS (X 8h) 12
—— EFYRRETACEH) 0
2 |
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16
10 + |;
St 12
o L= . - 0
N EZ oz o» AN @ oA Bk OF R R
I F o® A E O & =B 2 B R
] 2] fh 2] | . . fn % 8 |
Y 7 0#® & I #oH Y
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Foow m & &
T 5 #
2
AR

AT MEEARSER L o F — PR 24 53 A T4 > R 7 &b pESEEH
ATREVERR AR ) AU

2—12 FEHFIY—DOHBRERY 2010~2015 FOEFHRKEEF



EAEBEEDT—ZICLBHE, A RRIT D BARSDOHAA SO A 5L A 8 AR
EARBEHRARITIER2 —9DLBYTHA,

R2—9 AVEXRVTHLEBEANOHMARGRDBEGBERERBH EFTERAR

2013 FEDH | EXE MK SN

1 A 2 Ry HEsE R A (2 1F)

2 A 2 By RS R A (2 1)

3 H 0 —

4 A 6 By RS R A (1 4F)
fREs e (5 14F)

54 1 EREERES (1 14)

6 H 0 —

7A 2 BT BRE AN A (1 1)
e w1 1F)

8 H 3 Ry HEsE R A (2 1F)
BB < - BRI EORAE (1 4)

9 A 3 Ry s R A (3 1F)

2t 19

HET © JEA 9784 (available at:http://www.mhlw.go.jp/topics/yunyu/ihan/)

F2—9MHLbLND LI, 2013FE1ANLIHETOAL Y R THhHHRE~D 19 14
DENE T ORI . OB AR EASZFHIC, ENBAORATEZELZ LN TE R
77

2—10 HHEDOXZEKR
B EICRB VLTI, 2007 FEEEMANHE RN ZEBURIE - I —] 12 1 4. 2011
FEEEMUHME RMETEERTE - BH) 214, 41V FXUThBEMENR WS,

2—11 FF—OXEKR
(1) FAO/H A7t H4
HARBUFIZ R OB OZEMZH ESE5 2 & & BB, FAO/H AREEEE T L
2o FAODT U7 « KIPEHUBREBITIZ Z v E TIZ, FAO/B ARFREEEOEEZTEHA L TLL
To7FueY s hEFEKLE,

A=/ # A TR
Coordination of Special Programme for Food
Security (SPFS) Activities in Bangladesh, Indonesia, | 2001 4= 5 A ~2007 4 9 A 2,837,988 USD
Lao PDR and Sri Lanka
Special Programme for Food Security in Indonesia 2001 4 9 A ~2007 49 H 3,099,637 USD
Support to the FAO Programme on Capacity
Building in Food Safety in Selected ASEAN 2007 45 1 A ~2009 4 12 A 513,228 USD
Countries




VARVES/ A 4 O TR
Enhancing Food Safety by Strengthening Food

2007 £ 2 H ~2012 4 2 1,543,000 USD
Inspection Systems in ASEAN Countries F2A F2A

Support to the FAO Programme on Capacity

2007 2 H ~2012 £ 2 825,000 USD
Building in Food Safety F2A 24 ’

ER7TeT2s MI, BOZRICET DEERREEE TA NI A4 20 g - 857 L,
ASEAN MUEEORLBRE L AT 2E#ILTHZ 2 BNICHBTF VWS, ZhbD7eyx
7 ME, BEEEAN LT AEFE DO ASEAN MR EROEEAF#E L. HEETSICBIT S
BREGREOBMEFGESIMIEZDS LTS, FYrY=7 FOEREHIL, BAHREICH
TOT—ARALT 4 LT~ =2 T VOER, BmRERDOm BICmTZRE0my &
DEITH & & BT, ASEAN NMBEICEBWTREOZRIIN PO L BRMREH YT L35 L+
H0—0vay IR == TOEBTH D,

(2) BkJN#EAS (European Union : EU)

(EU-Indonesia Trade Support Program (TSP II))

TSP I3 2013 S L B4GT 2 4 FROEEE ST 0 77 ATHY . EU OHEH OIEEE,
TA, EIEOBEOMR & RELELZHF L, BU &4 v R U7 S mOBIMImT A~
RATTOIEIERBEBRITOIMELIT) ZLEANE LTS, THRE 1,500 o —n
DT BT T LD 2011 ENSIEESNTEY . A PRI T o0t mOMEOm B A~
77 D%, EUZIILHETHERTE~DT 7 v A E2D S LTND,

TSPIL XA & RR T RGEANHBEE LB, LR, BEER . WFKEY . EFREER.
BPOM & W o 72701 > K3 v 7 #%B¢ (Indonesian Institute of Sciences) HEH5- L TV 5,
TSPLIZZNETICUTOMRZ H7D LT,

YA TANOTTT hFvrEYAL A XV UDRAZIZ, BU ~OF Y 2 7 O
Hn

- BU D& E « s - #EH1H|  (Illegal, Unreported and Unregulated : TUU) 3816290
2T, TUU ifZEDRG Ik, ik K OV

EFEEMEEWE =41 777 (National Residue Monitoring Plan) ¢ SZJifi % i# U T,
A ¥ RXR LT OKREREE L& ORZEEOHR, F7'7 DL EEEIX, EU OHEHE
DEREMRT DD, A RRU T b BU ~al L7-fdH, =8, ZOMKEE
B ALY EU OB EA R 25724 & 0 MERREZITY 2L Th D,

-l FEE D EU 21X 0 & T 2T 1 C s Uz R & AN T 2 W e AT
TXLEREH L AT ADORR%

10 PEWREINHET DT NCOWMMENGE L, TUURERZRIEE 3 5 KEYN EURNICAIRT 5 Z & 2051k, ik &K U
MT D EAZEMIZ 201041 A 1 B2 D 2EMICHIT SN CTWD, AFANZ XX, EU ~@iH 3 23 X CoKERE (%
JEfa, RS EZRS) IOV T, ERICHEESNTZ LD TH D Z & MO EENFER 2 EEEHZORMN N RE ST
H5ILTWD,




ETBIE AV FXRVUTOEERLBRANICKBITAEIR EHE

3—1 EREE
(1) [EZH 5 0 R OV i e 5 1

AV KR TEFIL 2010~2014 4 £ TOEFZFHIBHIEE O 22> T, EREDNMELEHRED 1
DEMESITTEY, 2011 F 8 HICKESINT T B — N~V AL =0T 7 0 THEIIGIZERB D
THILV=T LHBEETOERE D TeoTWND,

MM Z T, RFEFEDOMRAEE OBMSIZ L > T, HIV/AIDS K OVERE TR, TRARE G m, v
YoWET 4 T U TR, B 2 T v W e EEh S GRIE G R A & B 6 IR G I A3 52
M S AL, FRICKBEBES No.29/2011 12 & » T, {RIEEIZEL T OPRIEE SEIRE R D 72D D T 5
B 37e STV 5D,

IR RO AR CRIER T O, RERKEEERE~OT 72 A0HRME | HARK

72 VR OR G 2 U CORER T

« FIRFTE Y — A DR k& A N—ROENNC X 2 F R E OGN

- EBEMICEEI N D EEERE O E | REER oMk

VX v I EEUERLA~ADT 7 A0WEE AFFEON

s AV RRTT O E BRI EE O FE i

(2) BEI AR OBUR
1) EREEAEEE (2010~2014 1)
- ASEAN MUl IZ B W TEEY - B OEFH 2 EAIITVA » RX T NAOKEAE %

R 5.
* ASEAN HUICI 1T 2Ky U =2 ZBL T, A ¥ PRy 7 ERM - R0EFHE EiET
LREEOERALE EBT 5,
CEIR - RMEHAEREMT D720, AX v T ORS, WEEN LS, SR LEAME
WET %,
* BPOM WO R TOEBICOWT, mBEEHEETT 5,

2) ERITE

FRROAEZERT D ZOOHELTEHILL TO LB,

It M OVFLIR L 5 TREAT O/ R ORI & SRR & FE D,
CRBREBEZUGET D,

CREEME L L BIT, BYYE K OERRGEIR
cEREMEORMOATF, R, AP WE
HZAT I,

raybha—i4 5,

Zla) b X, RIS R &K OVE L
3—2 HME-FEOREK

2008 A= LLEE D 4 Efa ot R 7 Fe A2 IR OB 2 50 F . 2009 4ED A > K327 @ GDP il

720004 9 AOEME I L =7 A « ¥ I v b TEHRENTZEEI L =T LEHES T, 1990 FRICHE S - TEERSES TR
RENZEERAEEELHEAS SN TWVD, RESEFICB WL TIE, 2015 £ % TITHHIR - EER DT RO KD . HIV/AIDS,
~ T VTR EDFERZAOBOEEHEL LTV,



X 4.6% LML L=t DD, FEEORFEMEZRIL 2010 F1Z 6.1%., 2011 Fi% 6.4% & NAEFH 7 B
ZRLTWD, AV FRUTOEE~ 7 affiEOHR 2% 3 — 11TR L2, xHMEBF% R /GDP
I, 97~98 O T U7 B EEHELIATIX 60% A1 THER L TV 223, 2011 4EI21E ASEAN Tl ¥
14 (30.7%) R~ L —7T (329%) LV HIRVIKAEIZE THEL TS,

K3I—1 AVFRVTOEETI OEERO#ER

i 2009 2010 2011 2012 2013 2014 2015 2016
FHE GDP (I EF%) 4.6 6.1 6.4 6.3 6.7 7.0 7.0 7.0
ENRTFEE (EA$E%) 5.2 5.7 6.4 6.7 7.0 7.3 7.6 7.6
P E R E S (GDP %) | 28.6 27.4 25.2 23.9 22.6 21.3 20.1 18.9
UL (10 /& USD) 13.6 5.6 1.5 -1.4 -6.6 -9.4 -142 | -18.1
xtMER (10 f& USD) 172.8 | 202.4 | 216.1 | 230.0 | 241.7 | 253.9 | 266.3 | 278.9
(X 4MEH D GDP k) 32.1 28.6 25.9 24.6 23.4 223 21.3 20.2

HAET : T4 RO T RMERZICEE T 2 BEYREIZET 2 EHINE - EREAEY 7 AT AL LVAR—b 25—
BB . ZEEE : 2011 4£ [IMF4 S&ctaims &) kb

IO XS RRBD 72, BPOM OERTH B E 3 — 21205 Lz & 912, 2010~2013 4 % TIEH
ML TWD, ZOENIECABERGOSIE LFIZEo2b0LHHAIh TN D,

#3—2 BPOMFEDIR

H 2010 2011 2012 2013
IDR 6,277,000,000 9,288,000,000 | 125,466,000,000 | 133,244,000,000
USD 627,700 928,800 12,546,600 13,324,400

£ : 1 USD=IDR 10.000
H AT : BPOM #EHL& B

2014 TR E LT 2013 & AIRRE D PRI R ZITo 7223, 2014 4£.0 BPOM TH X 1,069 &1
7LD U LI SN TWD R, BPOM 12 Z O TRESIC L 5 HEFH ~OEBIIR
WERIH LTS,

FRICEIR G ORZ MM (Pharmacovigilance : PV) ZHMF 55O THIX, £3 —31ZxRLEz
L OB E T L TWAHA, 2014 4£121% 929,458,000 /L BT 1T LT 4,

#®3—3 PVEFHEDHER

4 2010 2011 2012 2013
IDR 1,405,630,000 1,549,750,000 1,213,500,000 1,187,450,000
USD 140,563 154,975 121,350 118,745

7 : 1 USD=IDR 10.000
HFT : BPOM 2% sk

# 3 — 4 ICEHFEENENMEEEIFEAY (LLF, NQCLDF) O THRZR L7z, &flfa#go
AT RETEIIED L, TOEENSEEMAIZIEH D (2013 £, 2014 £ I2OWTITEERZ A

'® Warta Ekonomi,2013.9.5 fF @ FC 4 Pagu Anggaran 2014 BPOM Rpl,1 triliun (2 &£ %

(http://wartaekonomi.co.id/berital 6175/pagu-anggaran-2014-bpom-rp11-triliun.html)
!9 National Quality Control Laboratory of Drug and Food



FTERMoT2) 2, 2012 FICRICEHEE O FHEIZMA T EU 72 E D 128,368US KALXDE 447
&), M IEEIT> T\ b,

%3—4 NQCLDF PED#F

Currency Period (%)
2008 2009 2010 2011 2012
IDR 161,818,101,000 48,952,852,000 30,415,911,000 47,567,783,000 50,905,820,000
USD 16,181,810 4,895,285 3,041,591 4,756,778 5,090,582

Catatan : 1 USD=IDR 10.000
HFT - BPOM L& k)

3—3 EXERRGEICEIIETOERRKR
BPOM D [ 3£ S BT B9~ 2 A 22 DWW TE, lEES TED b BANIHE - THEE S
NTW2, HHELOEFIEZPVIZOVWTTHY | {EFOMATIZ 20124 1 H, BPOM il & DI HI
1545 (Head of NADFC Regulation No. HK.03.1.23.12.11.10690 of 2011 on Implementation of PV for
Pharmaceutical Industry) (Z#¢V > C . Technical Guidance of PV for Pharmaceutical Industry 3% Hi S 4,
2014 FE E TR E DO FEM M THIM & iz, 2D DEFITEY . TN TORIEMEZFETZ DN
(Z PV HEE ZE L, EHAYIC BPOM ARICERMOFEFEERII OV THRET S RENRED
iz,
Bt 5 D EVER AU 20 DI
DECREE OF THE MINISTER OF HEALTH REPUBLIC OF INDONESIA
NO 1799/MENKES/PER/X1/2010 ON DRUG REGISTRATION
1. Decree of the Head of NADFC No. HK.03.1.23.12.11.1.10690 of 2011 on IMPLEMENTATION
OF PHARMACOVIGILANCE FOR PHARMACEUTIAL INDUSTRY
2. ACTD/ACTR Requirement & Implementation
3. Decree of the Head of NADFC No. HK.03.1.23.12.11.10217 of 2011 on Mandatory Drug Testing
Equivalences
4. Decree of the Head of NADFC No.3 of 2011 on Amendment of Decree of the Head of NADFC No.
HK.03.1.23.10.11.08481 of 2011 on Drug Registration

T OMDEZRGIZE T DERBIZOWTIIU T LBY
B2 38 SR BRI D DB
DECREE OF THE MINISTER OF HEALTH REPUBLIC OF INDONESIA
NO 1010/MENKES/PER/X1/2008 ON DRUG REGISTRATION
1. The Law on Prescription Drugs (State Gazette of 1949 No. 419);
2. Law Number 23 of 1992 on Health (State Gazette of 1992 Number 100, Supplement to State
Gazette Number 3495);
3. Law Number 5 of 1997 on Psychotropic Drugs (State Gazette of 1997 Number 10, Supplement to
State Gazette Number 3671);
4. Law Number 22 of 1997 on Narcotics (State Gazette of 1997 Number 67, Supplement to State

2 NQCLDF OEEIZIZ & 5



Gazette Number 3698);

5.Law Number 8 of 1999 on the Consumers Protection (State Gazette of 1999 Number 42,
Supplement to the State Gazette Number 3821);

6. Government Regulation Number 72 of 1999 on the Supply of Pharmaceutical Presentation and
Health Instrument (State Gazette of 1998 Number 138, Supplement to State Gazette number 3778)

7. Government Regulation Number 38 of 2007 on the Division of Governmental Tasks amongst the
Central Government, Provincial Government and Kabupaten / City Government (State Gazette of
2007 Number 82, Supplement to State Gazette number 4737)

8. Presidential Decree Number 9 of 2005 on the Position, Responsibility, Function and Organizational
Chart and Work Procedure of State Ministries as have been updated and lastly with the Presidential
Decree Number 94 of 2006;

9. Decree of Minister of Health Number 1575/Menkes/Per/X1/2005 on Organization and Work
Procedure of Ministry of Health, as has been updated by Decree of Minister of Health Number
1295/Menkes/Per/X11/2007.

B AR GRAEZE IS D I D IES
1. Law No. 36 of 2009 on Health
2. Law No. 35 0of 2009 on Narcotics
3. Law No. 8 of 1999 on Customer Protection
4. Law No. 5 of 1997 on Psychotropics
5. Regulation of the Minister of Health No.1010/MENKES/PER/X1/2008 on Drug Registration
6. Regulation of the Minister of Health No.1799/MENKES/PER/XII/2010 on Pharmaceutical
Industry
. Decree of the Head of NADFC No. HK.03.1.23.10.11.08481 of 2011 on Drug Registration
. ACTD/ACTR Requirement & Implementation
9. Decree of the Head of NADFC No. HK.03.1.23.12.11.10217 of 2011 on Mandatory Drug Testing
Equivalences
10. Decree of the Head of NADFC No.3 of 2011 on Amendment of Decree of the Head of NADFC
No. HK.03.1.23.10.11.08481 of 2011 on Drug Registration

[C BN |

22 3K 5 oD B R BRI YE (GMP) ICBA DA

1. Law No. 36 Year 2009 regarding Health

2. Government Regulation No. 72 Year 1998 regarding Safeguarding of Pharmaceutical Products and
Medical Devices

3. Decree of Minister of Health No.245/Menkes/SK/V/1990 regarding Provision and Procedure to
Implement The Granting of Business License of Pharmaceutical Industry

4. GMP guidelines based on Decree of The Head of NADFC No0.HK.00.05.3.0027 Year 2006
regarding The Implementation of Guidelines of Good Manufacturing Practices for Medicinal
Products Year 2006

5. Decree of The Head of NADFC No.HK.00.05.3.1950 Year 2003 regarding Criteria and Procedure



of Drug Registration The Therapeutic Products

. Joint Decree Minister of Health of The Republic of Indonesia and Minister for State Apparatus

Reform  of The  Republic of Indonesia  No.264A/Menkes/SKB/VII/2003  and
No.02/SKB/MPAN/7/2003 Year 2003 regarding Duties, Functions and Authorities of Drug and

Food Control Sector

. Decree of The Head of the National Agency of Drug and Food Control No.05018/SK/KBPOM year

2001 regarding the Organization and Working Procedure of Functional Unit in National Agency of
the Drug and Food Control

. Decree of The Head of NADFC No.HK.00.05.23.3874 Year 2003 regarding Implementation of

Reporting on Pharmaceutical Industry Information

. Decree of The Head of NADFC No.HK.00.06.331.3.1665 Year 2004 regarding Determination of

Batch/Lot Release Procedure of Vaccine for Human

10. Decree of The Head of NADFC No.HK.00.05.21.4231 Year 2004 regarding Organization and The

Management of NADFC

11. Decree of President No.103 Year 2001 regarding Position, Duties, Functions, Authorities,

Organization Structure and Working Procedure of the Non Departmental Government Institution

12. Government Regulation No.25 Year 1980 regarding Amendment to Regulation of the Government

No.26 Year 1965 regarding Dispensaries

13. Decree of Minister of Health No.1332/Menkes/SK/X/2002 Year 2002 regarding Amendment to

S8 S
. Drug Ordinance Stbl. 1949 No.419
. Criminal Code (Kitab Undang-undang Hukum Pidana)

-

Decree of Minister of Health No.922/Menkes/Per/1X/1993 regarding Provisions and Working

Procedure for Dispensary License Issuance

Jiti® (GDP)2NZBI¥ 2L

1
2
3. Law No. 5 of 1997 on Psychotropics
4,
5
6

Law No. 35 of 2009 on Narcotics

. Law No. 36 of 2009 on Health

. Government Regulation No. 72 of 1998 on Controlling Pharmaceutical Preparations and Medical

Devices

. Government Regulation No. 51 of 2009 on Pharmaceuitical Practices

8. Ministry of Health Decree No. 1191/MENKES/SK/IX/2002 on the Amendment of Ministry of

Health Decree No. 918/MENKES/Per/X/1993 on Pharmaceutical Wholesalers

. Ministry of Health Decree No.1332/MENKES/SK/X/2002 on the Amendment of Ministry of

Health Decree No. 922/MENKES/PER/X/1993 on Provision and Procedures for Issuance of

Permission for Pharmacy

10. Ministry of Health Decree No. 1331/MENKES/SK/X/2002 on the Amendment of Ministry of

Health Decree No. 167/Kab/B VIII/1972 on Drug Retailers
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1. Second Amendment of Head of NA-DFC Regulations Number 05018/SK/KBPOM year 2001 about
Organization and Work Procedure of Technical Implementer Unit in NA-DFC environment.

2.Head of NA-DFC Circular Letter Number OT.01.01.21.3724 date Mayl4 2007 about
Implementation of Head of NA-DFC Decision Number HK.00.05.21.3592 date May 9 2007 about
Second Amendment of Head of NA-DFC Decree Number 05018/SK/KBPOM year 2001 about

Organization and Work Procedure of Technical Implementer Unit in NADFC environment.
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22 Effective drug regulation, a multi country study, WHO 2002
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MINUTES OF MEETINGS
BETWEEN THE DETAILED PLANNING SURVEY TEAM
AND
NATIONAL AGENCY FOR DRUG AND FOOD CONTROL
OF THE GOVERNMENT OF REPUBLIC OF INDONESIA
ON JAPANESE TECHNICAL COOPERATION
FOR
PROJECT FOR ENSURING DRUG AND FOOD SAFETY

The Japan International Cooperation Agency (hereinafter referred to as “JICA™)
dispatched the Detailed Planning Survey Team (hereinafter referred to as “the Team”),
headed by Ms. Saeda Makimoto, Director, Health Division 3, Human Development
Department, JICA, to the Republic of Indonesia from October 7 to 23, 2013 for the purpose of
discussing the framework of the requested technical cooperation project entitled the Project
for Ensuring Drug and Food Safety (hereinafter referred to as “the Project”).

During its stay in Indonesia, the Team exchanged views and had a series of
discussions on the Project with the Indonesian authorities concerned.

As a result of the discussions, both sides agreed upon the matters in the document

attached hereto.

Jakarta, October 22, 2013

d@%h

dr. M. Hayatie Amal
Permanent Secretary
National Agency for Drug and Food

92 3 IR

Ms. Saeda Makimoto
Mission Leader
Detailed Planning Survey Team

Japan International Cooperation Agency Control
The Republic of Indonesia
Witnessed by:
%

Dra. A. Retno Tyas Utami

Deputy Chairman for Therapeutic
Products and Narcotics, Psychotropic
and Addictive Substance Control
National Agency for Drug and Food
Control

The Republic of Indonesia

Dr. Roy A. Sparringa

Deputy Chairman for Food Safety and
Hazardous Substance Control
National Agency for Drug and Food
Control

The Republic of Indonesia



ATTACHED DOCUMENTS

1. PROJECT DESIGN MATRIX
The Project Design Matrix (hereinafter referred to as “PDM”) was elaborated through

discussion between JICA and the Indonesian authorities concerned. Both sides agreed to-

recognize the PDM as the implementation tool for project management, and the basis of
monitoring and evaluation of the Project. The PDM will be utilized by both sides throughout
the implementation of the Project. The PDM is attached in Annex L

The PDM is subject to change within the framework of the Record of Discussions (hereinafter
referred to as “R/D”) when necessity arises in the course of implementation of the Project by
mutual consent. The draft R/D is attached in Annex IV. The Indonesian side will review the
draft R/D and inform to JICA any points for clarification by November 12, 2013,

2. PLAN OF OPERATIONS
The Plan of Operations (hereinafter referred to as “PO”) has been formulated according to the

PDM, on conditions that the necessary budget will be allocated for the implementation of the
Project by both sides. The PO consists of a timetable, planned input of the Project. The
schedule is subject to change when necessity arises in the course of implementation of the
Project. The PO is attached in Annex IL

3. MEASURES TO BE TAKEN FOR THE SMOOTH IMPLEMENTATION OF THE

PROJECT
For the smooth implementation of the Project, both Indonesian and Japanese sides will

elaborate to create common recognition and understanding at any occasions with mutual

respect. ,

(1) Head of National Agency for Drug and Food Control (hereinafter referred to as “BPOM”), The
Republic of Indonesia, will be responsible for assuring that Indonesian Counterparts fully
understand the result of agreement.

(2) Regarding the usage of the budget borne by JICA, Indonesian side will strictly follow the
regulation of JICA. Allowances for the staff of the counterpart organizations will be
strictly managed.

(3) Both Indonesian and Japanese sides will elaborate to follow the designated timeline for
the smooth implementation of the Project.

(4) The Indonesian authorities shall allocate necessary human resources and budget for the

effective implementation of the Project.

4. THE IMPLEMENTATION STRUCTURE OF THE PROJECT
(1) The Joint Coordinating Committee (hereinafter referred to as “JCC”) shall be established

in accordance of the R/D.
(2) Both Indonesian and Japanese sides have confirmed the implementation structure of the



Project as attached in Annex III.

5. OTHERS
(1) Payment criteria for the project activities are to be developed in accordance with relevant

regulations of the Government of Indonesia and JICA at the beginning of the Project.
(2) Indonesian side will reallocate the budget of 2014 for the Project activities referring to the
Project.
(3) Two or three pilot provinces will be selected through reviewing situation at the beginning
of the Project.
(4) BPOM will submit the following information to JICA Indonesia Office:
- budget information on 2010-2013 by November 12, 2013
- budget and activity plan on 2014 by October 28, 2013
- manuals and SOP for current PV and new PV by October 28, 2013
- PV five-year plan and INRASFF three-year plan by the end of December 2013

Annex L: PDM ver.0 (draft)

Annex II: PO ver.0 (draft)

Annex IIT: Implementation Structure of the Project
Annex IV: Draft R/D

B
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ANNEX IV

RECORD OF DISCUSSIONS
ON
PROJECT FOR ENSURING DRUG AND FOOD SAFETY
IN

THE REPUBLIC OF INDONESIA

AGREED UPON BETWEEN
NATIONAL AGENCY FOR DRUG AND FOOD CONTROL
AND

JAPAN INTERNATIONAL COOPERATION AGENCY

Jakarta, , 2013
“Mr. Atsushi Sasaki dr. M. Hayatie Amal
Chief Representative Permanent Secretary
Japan International Cooperation National Agency for Drug and Food
Agency Control
Indonesia Office The Republic of Indonesia
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Based on the minutes of meetings on the Detailed Planning Survey on the
Project for Ensuring Drug and Food Safety (hereinafter referred to as “the
Project”) signed on October 22, 2013 between National Agency for Drug and
Food Control (hereinafter referred to as “BPOM”) and the Japan International
Cooperation Agency (hereinafter referred to as “JICA”), JICA held a series of
discussions with BPOM and relevant organizations to develop a detailed plan of
the Project.

Both parties agreed the details of the Project and the main points discussed as
described in the Appendix 1 and the Appendix 2 respectively.

Both parties also agreed that BPOM, the counterpart to JICA, will be responsible
for the implementation of the Project in cooperation with JICA, coordinate with
other relevant organizations and ensure that the self-reliant operation of the
Project is sustained during and after the implementation period in order to
contribute toward social and economic development of the Republic of
Indonesia.

The Project will be implemented within the framework of the Colombo Plan
Technical Cooperation Scheme between the Government of Japan (hereinafter
referred to as “GOJ”) and the Government of the Republic of Indonesia
(hereinafter referred to as “GOI").

Appendix 1: Project Description
Appendix 2: Main Points Discussed
Appendix 3: Minutes of Meetings on the Detailed Planning Survey
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Appendix 1

PROJECT DESCRIPTION

Both parties confirmed that there is no change in the Project Description agreed
on in the minutes of meetings on the concerning Detailed Planning Survey on
the Project signed on October 22, 2013 (Appendix 3).

I. BACKGROUND

In Indonesia, a large proportion of the processed food is considered not meeting
the safety standard and posing health risk to the citizens. Also, the safety of
pharmaceutical products is deemed not sufficient enough, leading to various
health problems.

The high burden of diseases caused by unsafe food and drugs within the country
as well as the expanding export and import of both food and drugs have brought
increasing demands from the citizens to ensure that food and drugs presented in
both the domestic and international markets have acceptable safety and quality.

In the food sector, Indonesia is the leading country of the “Consumer

Participation and Empowerment Program” under “ASEAN Expert Group on Food
Safety”. In order to strengthen food safety control system for internal and
regional food safety, pilot system of Indonesian Rapid Alert System for Food and
Feed (INRASFF) has been introduced by the collaboration among relevant
Ministries, FAO, and WHO since 2010. INRASFF plans to develop its guideline
for local level for strengthening its system in 2014. BPOM has an important role
of INRASFF as National Contact Point and a coordinating role.

In the pharmaceutical sector, BPOM, together with the Ministry of Health,
implemented a JICA technical cooperation project named “Project to Provide
Safe Drug to People in Indonesia” from 2007 to 2012 in order to improve the
performance of pre-market and post-market management for drugs in BPOM
and model local branch offices. In 2012, BPOM established a new regulation of
pharmacovigilance (PV) for pharmaceutical industries and will move forward to
its full-scale implementation in 2014. In order to meet this new regulation, BPOM
needs to establish and adapt a consolidated PV system.

With aim to implement a larger scale capacity building to meet the demand for
securing safety of processed food products as well as pharmaceutical products,
GOl submitted a formal request to the GOJ for further technical cooperation
project in order to strengthen the response systems of BPOM for processed food
products and pharmaceutical products.

Il. OUTLINE OF THE PROJECT
Details of the Project are described in the Project Design Matrix (hereinafter
referred to as “PDM”) (Annex 1) and the tentative Plan of Operation (hereinafter

3
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referred to as “PO”) (Annex I).

1. Implementation Structure
The Project implementation structure is given in the Annex lil. The roles and
assignments of relevant organizations are as follows:

(1) BPOM
(a) Project Director
Project Director will be responsible for overall administration and
implementation of the Project. The Project Director will be Permanent
Secretary of BPOM.

(b) Co-project Managers

Co-project Managers will be responsible for managerial and technical
matters of activities. Deputy Chairperson of Deputy |, Deputy Chairperson of
Deputy 1ll, and Head of National Laboratory of Drug and Food Control
(hereinafter referred to as “NQCLDF”) will take roles of the Co-project
Managers.

(2) JICA experts
The JICA experts will give necessary technical assistance, advice and
recommendations to BPOM on any matters pertaining to the
implementation of the Project.

(3) Joint Coordinating Committee

Joint Coordinating Committee (hereinafter referred to as “JCC") will be
established in order to facilitate inter-organizational coordination. JCC will
be held at least once a year and whenever deems it necessary. JCC will
approve an annual work plan, review overall progress, conduct monitoring
and evaluation of the Project, and discuss and take necessary measures to
major issues that arise during the Project. Outline and a list of proposed
members of JCC is shown in the Annex IV.

(4) Project Management Group
Project Management Group will be established in order for smooth
implementation on everyday basis of the Project. The Project Management
Group will meet periodically and whenever deemed necessary. The
members of the Project Management Group from Deputy |, Deputy Ill, and
NQCLDF will be decided at the beginning of the Project.

2. Project Sites and Beneficiaries

(1) Project Sites
Jakarta and pilot provinces

(2) Beneficiaries
Staff of BPOM, NQCLDF, BPOM Regional Offices in the pilot provinces,
Pharmaceutical and Food Industries (Manufacturers, Traders, Distributors,
Wholesalers, etc.), other governmental institutions, and Indonesian
Citizens
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3. Duration
The duration of the Project will be five (5) years from the date of the first dispatch

of a JICA expert.

4. Reports

BPOM and JICA experts will jointly prepare the following reports in English.
(1) Progress Report on biannual basis until the project completion
(2) Project Completion Report at the time of project completion

5. Environmental and Social Considerations

BPOM agreed to abide by ‘JICA Guidelines for Environmental and Social
Considerations’ in order to ensure that appropriate considerations will be made
for the environmental and social impacts of the Project.

lll. UNDERTAKINGS OF BPOM
1. BPOM with the prevailing laws and regulations in Indonesia will take

necessary measures to:

(1) ensure that the technologies and knowledge acquired by the Indonesian
nationals as a result of Japanese technical cooperation contributes to the
economic and social development of the Republic of Indonesia, and that the
knowledge and experience acquired by the personnel of the Republic of
Indonesia from technical training as well as the equipment provided by JICA
will be utilized effectively in the implementation of the Project;

(2) grant privileges, exemptions and benefits to the JICA experts referred to in
ANNEX | above and their families, which are no less favorable than those
granted to experts of third countries performing similar missions in the
Republic of Indonesia under the Colombo Plan Technical Cooperation
Scheme;

(3) provide security-related information as well as measures to ensure the
safety of the JICA experts;

(4) permit the JICA experts to enter, leave and sojourn in the Republic of
Indonesia for the duration of their assignments therein and exempt them
from foreign registration requirements and consular fees;

(5) exempt the JICA experts from taxes and any other charges on the

- equipment, machinery and other material necessary for the implementation
of the Project;

(6) exempt the JICA experts from income tax and charges of any kind imposed

“on or in connection with any emoluments. or allowances paid to them and/or
remitted to them from abroad for their services in connection with the
implementation of the Project, in accordance with the prevailing laws and
regulations in Indonesia; '

(7) meet taxes and any other charges on the equipment, machinery and other
material, referred to in ANNEX | above, necessary for the implementation of
the Project;

(8) provide information as well as support in obtaining medical service;

(9) provide credentials or identification cards; and

(10) provide necessary facilities to members of the JICA missions for the

5
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remittance as well as utilization of the funds introduced into the Republic of
Indonesia from Japan in connection with the implementation of the Project.

2.BPOM will bear claims, if any arise, against the JICA experts resulting from,
occurring in the course of, or otherwise connected with, the discharge of their
duties in the implementation of the Project, except when such claims arise
from gross negligence or willful misconduct on the part of the JICA experts.

IV. EVALUATION .
JICA and the BPOM will jointly conduct the following evaluations and reviews.

1.Mid-term review at the middie of the cooperation term
2. Terminal evaluation during the last six (6) months of the cooperation term

JICA will conduct the following evaluations and surveys to mainly verify
sustainability and impact of the Project and draw lessons. The BPOM is required

to provide necessary support for them.

1. Ex-post evaluation three (3) years after the project completion, in principle
2. Follow-up surveys on necessity basis

V. PROMOTION OF PUBLIC SUPPORT

For the purpose of promoting support for the Project, BPOM will take appropriate
measures to make the Project widely known to the people of the Republic of
Indonesia.

VI. MUTUAL CONSULTATION
JICA and BPOM will consult each other whenever any major issues arise in the
course of Project implementation.

VIl. AMENDMENTS

The record of discussions may be amended by the minutes of meetings between
JICA and BPOM. ,

The minutes of meetings will be signed by authorized persons of each side who
may be different from the signers of the record of discussions.

Annex | Project Design Matrix (PDM)
Annex |l Tentative Plan of Operation (PO)
Annex Il Project Implementation Structure
Annex IV Joint Coordinating Committee
Annex V Goods / Services

Note: Annex I, Il, and HI will be attached when R/D is signed.
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Annex IV
Joint Coordinating Committee

1. Functions
The JCC will be held at least once a year and whenever deems it necessary. The
functions of JCC are as follows:
(a) To facilitate inter-organizational coordination concerning the Project
(b) To approve an annual work plan of the Project
(c) To review overall progress, conduct monitoring and evaluation of the
Project, and
(d) To exchange opinions on major issues that arise during the Project and
take necessary measures.

2. Chairperson
Permanent Secretary of BPOM

3. Members
[Indonesian Side]
- Deputy Chairperson for Therapeutic Products and Narcotics,
Psychotropic and Addictive Substance Control (Deputy 1), BPOM
- Deputy Chairperson for Food Safety and Hazardous Substance Control
(Deputy HI), BPOM
- Head of NQCLDF, BPOM
- Head of Bureau of International Cooperation, BPOM
- Representatives of BPOM Regional Offices in the pilot Provinces
- Representatives of Local Governments in the pilot Provinces

[Japanese 'Side]
- JICA experts
- Representative(s) of JICA Indonesia Office

[Observers]
- Representative of the Embassy of Japan
- Representative(s) of the Ministry of Health
- Representative(s) of Competent Contact Points of INRASFF
- Related Development Partners
- Other personnel invited by the Chairperson
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Annex V

Goods / Services

Both sides confirmed that the Project is categorized as “Goods / Services”

stipulated in Article 42 (1) ¢ of Government Regulation No. 10/2011. In

accordance with Regulation of Minister of Finance No. 191/ PMK.05 /2011,

. NATIONAL AGENCY FOR DRUG AND FOOD CONTROL (BPOM) shall submit

BAST (handover delivery certificate of goods/services) to the Ministry of Finance

of Indonesia. In order to secure the accuracy of BAST, JICA Indonesia Office will

provide BPOM with data on semester basis as follows.

® Goods: name and price (in effective currency) per item of equipment handed
over during last six months A

® Services: total expenditure (in effective currency) of last six months for
expert, training, and mission

BPOM will make and sign BAST based on the data provided by JICA, and after

obtaining JICA’s confirmation, submit it to the Ministry of Finance.
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Appendix 2

MAIN POINTS DISCUSSED

. JICA will take, at its own expense, the following measures to:

Dispatch long/short term experts

Conduct trainings in Japan or another country

Provide equipment and machines if mutually agreed upon as necessary
Bear operational costs (shared with the Indonesian side)
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