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AMDD (ASEAN Medical Device Directive) ASEAN
2014 8
API (Angka Pengenal Impor)
ASKES (Asuransi Kesehatan)
ALKES Alat Kesehatan
BKPM (Badan Koordinasi Penanaman Modal)
BPJS (Badan Penyelenggara Jaminan Sosial) JKN

BPM Bobot Manfaat Perusahaan

BPOM Badan Pengawas Obat dan Makanan
CDAKB Cara Distribusi Alat Kesehatan yang Baik
CSDT (Common Submission Dossier Template)

DIV  Alat Kesehatan Diagnostik In Vitro
KBLI Klasifikasi Baku Lapangan Usaha Indonesia
Izin Edar
Izin Industri
IPAK (Izin Penyalur Alat Kesehatan)
INA CBG (Indonesia Case Base Group)
JKN

JAMKESMAS (Jaminan Kesehatan Masyarakat)

JAMSOSTEK (Jaminan Sosial Tenaga Kerja)

JKN (Jaminan Kesehatan Nasional)

Kementerian Kesehatan (MoH)
KSO (Kerja Sama Operasional)

LKPP (Lembaga Kebijakan Pengadaan
Barang/Jasa Pemerintah)
NADFC the National Agency of Drug and Food Control
NIB  Nomor Induk Berusahaan
Obat
PBI (Peserta Bantuan luran)
BPJS

PKRT Perbekalan Kesehatan RUmah Tangga
PMA (Perusahaan Modal Asing)
PNPB (Penerimaan Negara Bukan Pajak)
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PT PMA Perseroan Terbatas Penanaman Modal Asing

Puskesmas (Pusat KesehataiMasyarakat)

RPJMN Rencana Pembangunan Jangka Menengah Nasional
RPJPN Rencana Pembangunan Jangka Panjang Nasional
SDAK  Sertifikat Distribusi Alat Kesehatan

Sertifikat Produksi

Sertifikat Standar

TKDN Tingkat Koponen Dalam Negeri
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3 The World Bank: DataBank - World Development Indicators 2023/11/30
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2000 5 2019 5
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2
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5
1 54
2010 210.7 2020 3615
171% 10 CAGR 5.03% 2020
GDP 3.4 ASEAN
7
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R EEE (2010-20207F)
400.0 g4 40
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2007 266.9 2625 2618 2641 2517 2816 2850 2089 3251 3615
0.0 0.0

2010 2011 2012 2013 2014 2015 201e 2017 2018 2019 2020

R (K P o)

4 10

4World Health Organization: The Global Health Observatory — Global health estimates; Leading causes of death. Cause

specific mortality, 2000-2019

5 3

GDP 2016

ffE et (W GDPLL)

5

2019
5 The World Bank: DataBank - World Development Indicators
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World Development Indicator 77
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8 UN data— A world of information 2023/11/30

® Mahendradhata Y, Andayani NLPE, Hasri ET, Arifi MD, Siahaan RGM, Solikha DA, Ali PB. The Capacity of the
Indonesian Healthcare System to Respond to COVID-19. Front Public Health. 2021 Jul 7;9:649819. doi:
10.3389/fpubh.2021.649819. PMID: 34307272; PMCID: PMC82926109.
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2014 Jaminan

Kesehatan Nasional (JKN) JKN
2019
JKN 84%
58.9%
70%
2016 5% 104 66
2021 8% 180 115
JKN
JKN
CAGR 8.5% 2023 100
64

Ministry of Health; MoH
2023 93.8 60
65% MoH JKN  100%

MoH

JKN
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2022 409

GDP
2027 510 846.6 CAGR
6.9 10
GDP
0.4%
2021 2025 CAGR12%
1 10
19 16 3
CT MRI 100%
X USG
2,803 1,141
54,127( 2,372
14,208
)
1,549 432
422
821 4,290
24 69 A
3 11
2023 10 2 2020

10

11 Indonesia — Japan Cooperation in Achieving Health Technology Transformation (2023/10 /5)
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No
1 /ICU
2
3 cT X
4
5 X
6 AC
7 MRI ( )

8
9 X
10 USsG
4 10 2019-2020 1
JKN IPO
JKN 2014

Badan Penyelenggara Jaminan Sosial BPJS

2023 90

Siloam Mitra Keluarga Hermina

COVID -19 IPO M&A

JKN

JKN BPJS

BPJS 2019
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40%
20 30%
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e e-
Katalog e-Katalog
Lembaga Kebijakan PengadaanBarang/Jasa Pemerintah
LKPP)
2019 27
e-Katalog
e-Katalog
e-Katalog
e-Katalog
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e-Katalog 12

LKPP

16/2020 3 e-Katalog

COoVID -19
20
2019 14

12

13 Ministry of Industry No. 16 of 2020:
14 Ministry of Law and Human Rights Regulation No.3 of 2019:
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18 National Long -Term Development Plan 2005-2025 (Law No.17/2017);
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23 Ministry of Finance Regulation No. 153 of 2020:
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https://g7g20-documents.org/fileadmin/G7G20_documents/2022/G20/Indonesia/Sherpa-Track/Health%20Ministers/2%20Ministers%27%20Annex/The%20Lombok%20G20%20One%20Health%20Policy%20Brief_28102022.pdf
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3
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3
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3
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KRIS

26 Article 14 of Law N0.24/2011:
27 Directive of the President No.11/2022:

2 The Jakarta Post— Jokowi raises BPJS Kesehatan premiums, again (May 13, 2020):
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https://peraturan.bpk.go.id/Details/39268/uu-no-24-tahun-2011
https://peraturan.bpk.go.id/Details/234936/perbup-kab-malang-no-11-tahun-2022
https://www.thejakartapost.com/news/2020/05/13/jokowi-raises-bpjs-kesehatan-premiums-again.html
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Health Omnibus Law; Law No.17 of 2023 on Health 2°
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ALKES3® DIv 3
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29

%0 Alat Kesehatan
31 Alat Kesehatan Diagnostik In Vitro
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PKRT

A
PKRT
A
PKRT
PKRT
No0.6/2023 Presidential Decree N0.6/2023 32
No0.39/2021 33C
34
2024

No

2021 10 17 2024 10 17
2 2021 10 17 2026 10 17
3 2021 10 17 2024 10 17
4 2021 10 17 2026 10 17
5 2021 10 17 2029 10 17
6 2021 10 17 2034 10 17
7 2021 10 17 2026 10 17
8 2021 10 17 2026 10 17
9 | PKRT 2021 10 17 2026 10 17
32
3 2017 62 4
34

4
22
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https://peraturan.bpk.go.id/Details/240597/perpres-no-6-tahun-2023

10 A 2021 10 17 2026 10 17
11 B 2021 10 17 2029 10 17
12 C 2021 10 17 2034 10 17
13 D
7 No0.6/2023
No0.12/2021 Presidential Regulation No.12/2021
TKDN 36
BMP 40%
10 49 Presidential Regulation
N0.10/20213%" N0.49/202138
100%
1980
2016
49 49 10
No KBLI 3°
1 X 26601A
2 CT 26602A
3 MRI 26602B
4 A 21015
8 10 49
PKRT
No KBLI
21011
2 21011A
3 21011B
4 21011C
35
%  Tingkat Kandungan Dalam Negeri
37
38
3 Klasifikasi Baku Lapangan Usaha Indonesia
23
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https://peraturan.bpk.go.id/Details/161828/perpres-no-12-tahun-2021
https://peraturan.bpk.go.id/Details/161806/perpres-no-10-tahun-2021
https://peraturan.bpk.go.id/Details/168534/perpres-no-49-tahun-2021

5 21011D
21012
7 KBLI 21012A
21011A
8 21012B
KBLI 21011B

9 21012C

KBLI 21011C
10 21021 100%
11 21022 100%
12 47721
13 47722

9 10 49
14/2021 % a1
46691

Circular Letter HK.02.02/E/1289/2023 42

2023 9

Medical Device Supervision

Katalog
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42
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24
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MoH Directorate of
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https://peraturan.bpk.go.id/Details/203315/permenkes-no-14-tahun-2021
https://peraturan.bpk.go.id/Details/218295/permenkes-no-8-tahun-2022
https://asiaactual.com/wp-content/uploads/2023/10/Surat-Edaran-HK.02.02-E-1289-2023-Post-Market-Product-Testing-Indonesia.pdf
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https://peraturan.bpk.go.id/Details/112243/permenkes-no-62-tahun-2017
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https://peraturan.bpk.go.id/Details/263098/peraturan-bpom-no-7-tahun-2023
https://jdih.pom.go.id/download/product/617/HK.03.1.23.10.11.08481/2011
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https://peraturan.bpk.go.id/Details/263266/peraturan-bpom-no-15-tahun-2023
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Licensing/ U ATN-AEFEFAIOEREICRT
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Guidelines and Procedures for Risk-based
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MoH Regulation 14/2021
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Minister of Health Decree HK
01.07/MENKES/1258/2022
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+  BKPM: Investment Coordinating Board/Ministry of
Investment; IR ERE S /R ET

«  BPOM: Food and Drug Authority/ BEmEZER R

* CDAKB: Good Methods of Distribution of Medical Devices;
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*  CPAKB: Methods to Produce Food Medical Devices; BEmE
ElEOREAE

+  CPOB: Good Manufacturing Practices for Drugs; EZE 50D
BYREETSIT1A

*  CUKAKB: Good Methods for Clinical Testing of Medical
Devices; EEH OB GERFR R E

+  GR; Government Regulation; BELAFIE A
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«  MD: Medical Device; EZE#2E

*  MoF: Ministry of Finance; S 88T

+  MoH: Ministry of Health; {Ri2&

*  Mol: Ministry of Investment; = & T
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Undang-undang (UU) Nomor 36
Tahun 2009 tentang Kesehatan
uu 2009 36

111

Peraturan Pemerintah Pengganti
Undang-Undang (Perpu) Nomor 2 Tahun 2022
tentang Cipta Kerja

2022
Perpu 2

11/2020

9 I/PUU -XVIII/2020

11 59

2009
1997 5 2009 UU 35

36

11.2

Peraturan Pemerintah (PP) Nomor 72
Tahun 1998 tentang Pengamanan Sediaan
Farmasi Dan Alat Kesehatan

1998 PP 72

113

Instruksi Presiden (INPRES) Nomor 6
Tahun 2016 tentang Percepatan Pengembangan
Industri Farmasi dan Alat Kesehatan

INPRES 2016 6

1131

Peraturan Menteri Kesehatan Nomor
17 Tahun 2017 tentang Rencana Aksi
Pengembangan Industri Farmasi Dan Alat
Kesehatan

17/2017

Inpres 6/2016

1.2

Peraturan Pemerintah (PP) Nomor 39
Tahun 2021 tentang Penyelenggaraan Bidang
Jaminan Produk Halal

2014
11/2020

48

33

2021

30
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https://peraturan.bpk.go.id/Details/38778/uu-no-36-tahun-2009
https://peraturan.bpk.go.id/Details/234926/perpu-no-2-tahun-2022
https://peraturan.bpk.go.id/Details/55373/pp-no-72-tahun-1998
https://peraturan.bpk.go.id/Details/111983/permenkes-no-17-tahun-2017
https://peraturan.bpk.go.id/Details/161927/pp-no-39-tahun-2021

2021 PP 39 A A 2026
A B 2029
A c 2034
A 2026
A oTC oTC 2029
A 2034
1.21 Peraturan Presiden (PERPRES) GR39/2021
Nomor 6 Tahun 2023 tentang Sertifikasi Halal A
Obat, Produk Biologi, dan Alat Kesehatan DNA
A
2023
PERPRES 6
A D
2039
21 Peraturan Menteri Kesehatan Nomor 0SS
26 Tahun 2018 tentang Pelayanan Perizinan
Berusaha Terintegrasi Secara Elektronik Sektor
Kesehatan
26 /2018
211 Peraturan Menteri Kesehatan Nomor 0ss
11 Tahun 2020 tentang Penerbitan Perizinan
Berusaha Terintegrasi Secara Elektronik Sektor
Kesehatan
11/2020

31
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https://peraturan.bpk.go.id/Details/240597/perpres-no-6-tahun-2023#:~:text=Perpres%20ini%20mengatur%20mengenai%20sertifikasi,dan%20cara%20pembuatan%20yang%20halal.
https://peraturan.bpk.go.id/Details/240597/perpres-no-6-tahun-2023#:~:text=Perpres%20ini%20mengatur%20mengenai%20sertifikasi,dan%20cara%20pembuatan%20yang%20halal.
https://peraturan.bpk.go.id/Details/111928/permenkes-no-26-tahun-2018
https://peraturan.bpk.go.id/Details/152510/permenkes-no-11-tahun-2020#:~:text=Permenkes%20No.%2011%20Tahun%202020,Sektor%20Kesehatan%20%5BJDIH%20BPK%20RI%5D

22

Peraturan Pemerintah (PP) Nomor 5
Tahun 2021 tentang Penyelenggaraan Perizinan
Berusaha Berbasis Risiko

2021 PP 5

11/2020

221

Peraturan Badan Koordinasi
Penanaman Modal Nomor 4 Tahun 2021
tentang Pedoman dan Tata Cara Pelayanan
Perizinan Berusaha Berbasis Risiko dan Fasilitas
Penanaman Modal

2021 4

11/2020

GR 5/2021

0SS

PMA /

IDR

100

222

Peraturan Menteri Kesehatan Republik
Indonesia Nomor 14 Tahun 2021 Tentang
Standar Kegiatan Usaha Dan Produk Pada
Penyelenggaraan Perizinan Berusaha Berbasis
Risiko Sektor Kesehatan

2021 14

Baku Lapangan Usaha Indonesia

KBLI

Klasifikasi

31

Peraturan Presiden (PERPRES)
Nomor 49 Tahun 2021 tentang Perubahan atas
Peraturan Presiden Nomor 10 Tahun 2021

Tentang Bidang Usaha Penanaman Modal

2021 49
2021 10

100

3.2

Peraturan Menteri Perindustrian

Nomor 16 Tahun 2020 tentang Ketentuan dan

MOl
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https://peraturan.bpk.go.id/Details/161835/pp-no-5-tahun-2021
https://peraturan.bpk.go.id/Details/168903/peraturan-bkpm-no-4-tahun-2021
https://upk.kemkes.go.id/new/peraturan-menteri-kesehatan-republik-indonesia-nomor-14-tahun-2021-tentang-standar-kegiatan-usaha-dan-produk-pada-penyelenggaraan-perizinan-berusaha-berbasis-risiko-sektor-kesehatan
https://peraturan.bpk.go.id/Home/Details/168534/perpres-no-49-tahun-2021
https://peraturan.bpk.go.id/Home/Details/168534/perpres-no-49-tahun-2021

Tata Cara Penghitungan Nilai Tingkat
Komponen Dalam Negeri Produk Farmasi

2020
16

PMC
PMC

33

Peraturan Menteri Perindustrian
Nomor 31 Tahun 2022 tentang Ketentuan dan
Tata Cara Penghitungan Nilai Tingkat
Komponen Dalam Negeri Alat Kesehatan dan
Alat Kesehatan Diagnostik In Vitro

2022 31

MOI

PMC

PMC

34

Peraturan Menteri Keuangan Nomor
130/PMK.010/2020 Tahun 2020 tentang
Pemberian Fasilitas Pengurangan Pajak
Penghasilan Badan

2020 130/PMK.010/2020

18

35

Peraturan Menteri Keuangan Nomor
96/PMK.010/2020 Tahun 2020 tentang
Perubahan atas Peraturan Menteri Keuangan
Nomor 11/PMK.010/2020 tentang Pelaksanaan
Peraturan Pemerintah Nomor 78 Tahun 2019
tentang Fasilitas Pajak Penghasilan untuk
Penanaman Modal di Bidang-bidang Usaha
Tertentu dan/atau di Daerah -daerah Tertentu

GR 78/2019

33
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https://peraturan.bpk.go.id/Details/166978/permenperin-no-16-tahun-2020
https://peraturan.bpk.go.id/Details/166978/permenperin-no-16-tahun-2020
https://peraturan.bpk.go.id/Details/227761/permenperin-no-31-tahun-2022
https://peraturan.bpk.go.id/Details/227761/permenperin-no-31-tahun-2022
https://peraturan.bpk.go.id/Details/148016/pmk-no-130pmk0102020
https://peraturan.bpk.go.id/Home/Details/143651/pmk-no-96pmk0102020

2019 78 2020
11/PMK.010/2020
96/PMK.010/2020
3.6 Peraturan Menteri Kesehatan Nomor Public-Private-
40 Tahun 2018 tentang Pedoman Pelaksanaan Partnership( PPP) PPP
Kerja Sama Pemerintah dengan Badan Usaha a
dalam Penyediaan Infrastruktur Kesehatan o
C.
d.
40 /2018
3.7 Peraturan Menteri Kesehatan Nomor PPP
27 Tahun 2022 tentang Pedoman Kemitraan a.
Pemerintah dengan Swasta di Bidang b.
Noninfrastruktur Kesehatan C.
d.
e.
2022 27 f.
g.

34
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https://peraturan.bpk.go.id/Details/139666/permenkes-no-40-tahun-2018
https://peraturan.bpk.go.id/Details/139666/permenkes-no-40-tahun-2018
https://peraturan.bpk.go.id/Details/245547/permenkes-no-27-tahun-2022#:~:text=Permenkes%20No.%2027%20Tahun%202022,Noninfrastruktur%20Kesehatan%20%5BJDIH%20BPK%20RI%5D&text=BN.2022%2FNo.1029,go.id%3A%209%20hlm.
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https://www.jetro.go.jp/world/asia/idn/invest_09.html
https://www.jetro.go.jp/world/asia/idn/invest_09.html

PKRT
PKRT
MoH T he National Agency of Drug and Food Control (NADFC
) ALKES*®
DIV*®0 PKRT
3 4 51
A
B
C X
D
15 ALKES
4 Alat Kesehatan
%0 Alat Kesehatan Diagnostik In Vitro
51 ASEAN AMDD: ASEAN Medical Device Directive 4 2017 62
2018 1 12
39
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https://agreement.asean.org/media/download/20141204115621.pdf
https://peraturan.bpk.go.id/Details/112243/permenkes-no-62-tahun-2017
https://peraturan.bpk.go.id/Details/112243/permenkes-no-62-tahun-2017
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HIV HIV
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DIV PKRT IPAK
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Pedoman Pelayan Izin Penyalur Alat Kesehatan (IPAK

41
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https://regalkes.kemkes.go.id/informasi_alkes/Buku%20Pedoman%20Ipak.pdf

>

CDAKB %3
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45 IPAK
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A 1,000,000 IDR 9,000 54

Peraturan Menteri Kesehatan Nomor 1191/MENKES/PER/VI11/2010 Tahun 2010 tentang

Penyaluran Alat Kesehatan 2010
1191/MENKES/PER/VI111/2010
18 IPAK
Izin Edar
DIV PKRT IPAK
Izin Edar
IPAK

MoH Regulation No.64/2019

42
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https://regalkes.kemkes.go.id/
https://peraturan.bpk.go.id/Details/129882/permenkes-no-1191menkesperviii2010-tahun-2010
https://peraturan.bpk.go.id/Details/129882/permenkes-no-1191menkesperviii2010-tahun-2010
https://peraturan.bpk.go.id/Details/129882/permenkes-no-1191menkesperviii2010-tahun-2010
https://peraturan.bpk.go.id/Details/116710/permenkes-no-4-tahun-2014

2024 1 1 Izin Edar
CPAKB Cara Pembuatan Alat Kesehatan yang Baik

55

CPAKB 56
/
57
ID
1 ID NIB
2 A E
58
3
A Rp1.500.000 14,000
B C Rp3.000.000 28,000
D Rp5.000.000 48,000
.
4
PNBP
PNBP
5
A 15
6
B C 30
D 45
SMS
7 24
24

%2023 6 5

%6 https://drive.google.com/drive/folders/IWvkY2zYyl_BIGteVvkTwi8cJdc56f1Xw

57 www.regalkes.kemkes.go.id

58 2017 62 4
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https://regalkes.kemkes.go.id/index.php/home/fileDownload/BERITA_FILE.pdf/1000916
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Indonesian Medical Device Landscape Transformation

44
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https://www.standardsalliance-mdrc.org/wp-content/uploads/2022/07/Panel-2-Fikri-Convergence-in-Medical-Device-Quality-Management-System.pdf

b3

A
A
A
IPAK
A
A
A
A
A
A
Sertifikat Produksi
60 180
3
All 15 10 10 IDR 1,500,000
B/2 30 10 10 IDR 3,000,000
Ccl/2 30 10 10 IDR 3,000,000
D/3 45 15 10 IDR 5,000,000

A Peraturan Menteri Kesehatan Nomor 62 Tahun 2017 tentang Izin Edar Alat

Kesehatan, Alat Kesehatan Diagnostik In Vitro dan Perbekalan KesehatarRumah

Tangga

2017

62

b=

Kementerian Kesehatan Republik Indonesia 2020. Guidelines for Evaluation of

Medical Devices and In-vitro Diagnostic Medical Devices According to the Regulation

of the Ministry of Health of the Republic of Indonesia Number 62 of 2017

2020. 2017

62
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https://peraturan.bpk.go.id/Details/112243/permenkes-no-62-tahun-2017
https://peraturan.bpk.go.id/Details/112243/permenkes-no-62-tahun-2017
https://peraturan.bpk.go.id/Details/112243/permenkes-no-62-tahun-2017
https://peraturan.bpk.go.id/Details/112243/permenkes-no-62-tahun-2017
https://regalkes.kemkes.go.id/informasi_alkes/Indonesia%20Guideline%20for%20Evaluation%20of%20Medical%20Device%20and%20IVD%202020.pdf
https://regalkes.kemkes.go.id/informasi_alkes/Indonesia%20Guideline%20for%20Evaluation%20of%20Medical%20Device%20and%20IVD%202020.pdf
https://regalkes.kemkes.go.id/informasi_alkes/Indonesia%20Guideline%20for%20Evaluation%20of%20Medical%20Device%20and%20IVD%202020.pdf

20 Izin Edar

A Sertifikat Produksi /

)60
(IPAK)
(LOA  Letter of Authorization

CFS Certificate of Free Sale
ISO 13485

DoC Declaration of Conformity)

60

Sertifikat Produksi
60 180 5 3
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21 Izin Edar 61
ALKES DIV
PKRT PKRT E-Katalog
PKRT

61 Guidelines for Evaluation of Medical Devices and In Vitro diagnostic Medica Devices

According to the Regulations of the Ministry of Health of the Republic of Indonesia Number 62 of 2017
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Peraturan Menteri Kesehatan Nomor
1189/MENKES/PER/VIII/2010 Tahun 2010
tentang Produksi Alat Kesehatan dan

Perbekalan Kesehatan Rumah Tangga

1189/ MENKES/PER/VI111/2010

PKRT

PKRT MoH

26/2018

41.1

Peraturan Menteri Kesehatan Nomor
20 Tahun 2017 tentang Cara Pembuatan Alat
Kesehatan Dan Perbekalan Kesehatan Rumah
Tangga Yang Baik

20/2017

PKRT

MoH 1189/2010 CPAKB
PKRT

4.2
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2010
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Kesehatan yang Baik

4/2014

MoH 1191/2010

CDAKB

4.4

Peraturan Presiden (PERPRES)
Nomor 76 Tahun 2013 tentang Pengelolaan
Pengaduan Pelayanan Publik

2013 PERPRES 76

PKRT

PKRT

4.5

Peraturan Menteri Kesehatan Nomor
51 Tahun 2015 tentang Petunjuk Teknis
Jabatan Fungsional Teknisi Elektromedis dan
Angka Kreditnya
51/2015

SAS

45.1

Peraturan Menteri Kesehatan Nomor
7 Tahun 2020 tentang Perubahan atas
Peraturan Menteri Kesehatan Nomor 51
Tahun 2014 tentang Pemasukan Alat
Kesehatan Melalui Mekanisme Jalur Khusus
(Special Access Scheme)

2014 51
2020 7

11 59
2009

MoH

36 1997

51/2014

5

2009

uu

35

4.6

Peraturan Menteri Kesehatan Nomor
54 Tahun 2015 tentang Pengujian dan
Kalibrasi Alat Kesehatan

MoH

26/2018
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https://peraturan.bpk.go.id/Details/116710/permenkes-no-4-tahun-2014
https://peraturan.bpk.go.id/Details/41445/perpres-no-76-tahun-2013
https://peraturan.bpk.go.id/Home/Details/172109/permenkes-no-51-tahun-2015
https://peraturan.bpk.go.id/Home/Details/143145/permenkes-no-7-tahun-2020
https://peraturan.bpk.go.id/Details/116264/permenkes-no-54-tahun-2015

54/2015

4.7

Peraturan Menteri Kesehatan Nomor
60 Tahun 2017 tentang Pengawasan Tata
Niaga Impor Alat Kesehatan, Alat Kesehatan
Diagnostik In Vitro, dan Perbekalan
Kesehatan Rumah Tangga

60/2017

PKRT

PKRT

PKRT

4.8

Peraturan Menteri Kesehatan Nomor
63 Tahun 2017 tentang Cara Uji Klinik Alat
Kesehatan yang Baik

63/2017

4.9

Kepmenkes
HK.01.07/Menkes/1258/2022 tentang
Substitusi Alat Kesehatan Impor dengan Alat
Kesehatan Dalam Negeri pada Katalog

Elektronik Sektoral Kesehatan

HK.01.07/Menkes/1258/2022

Inpres 6/2016
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https://peraturan.bpk.go.id/Details/112239/permenkes-no-60-tahun-2017#:~:text=Permenkes%20No.%2060%20Tahun%202017,Rumah%20Tangga%20%5BJDIH%20BPK%20RI%5D
https://peraturan.bpk.go.id/Details/112244/permenkes-no-63-tahun-2017
https://farmalkes.kemkes.go.id/unduh/kepmenkes-hk-01-07-menkes-1258-2022-tentang-substitusi-alat-kesehatan-impor-dengan-alat-kesehatan-dalam-negeri-pada-katalog-elektronik-sektoral-kesehatan/

Implementation of Health Product
Guidance Sector/\7— L& ZRATER
plVESS]

PR6/2023

KHESEE 20235

Halal Certification of Drugs, Biological
Products and Medical Devices/EEZE R,
A ARE EEBEONS-LZEE

MoH Regulation 14/2021

REERAIE 1420215

Standards for Business Activities and
Productsinthe Implementation of
Health Sector Risk-Based Business

Licensing/ (R B 5 BICHTBUAIA-A
EREORESIsEEERRY
SHEEECHTRE

Other supporting regulations

Income Tax Reduction Facility Grant
meREREREDE

Income Tax Facilities for Investmentin

certain Business Fields
ﬁﬁ%%ﬁ%%\gﬁﬁliﬁ§ﬁf%ﬁ

B

Changes in the Classification of

Psychotropics/ [ FEHEDTIEDEE

MoH Regulation 2

REE R 26/,

Electronic Integrated Business Licensing
Servicesin Health Sector
EE4HFIEIsEFREY IR A1t
JAY-EZ

Moh Regulation 11/2020

FEERAE11/20005

Issuance of Electronically Integrated Business
Licensing forthe Health Sector

EFSELBIEEFREL VRATTEIA
DT

25

Changesin the Classification of

Nercotics/BROD 5 EEDEE

Precursors

BEHE

Custody of Pharmaceuticals and MD/
EXR:MDORE

B iR BI%ES

HEE

Amendment to MoH Reg.

—  1799/2010; fREEERAIE

16/20135 M IE

2nd Amendment to MoH Reg.
- 1148/2011;REEEKAE

1148/2011 5D _EHIE

17 Amendment to MoH Reg.
1148/2011; (REEE R E
1148/2011SNE—EHIE

Pharmaceutical Wholesalers

EXERIEEE

Clinical Trial Approval Procedures

BARABRAI TS

Pharmaceutical Development and
Procurement Based on E-Katalog

Efkatalogligﬁ'ﬁgﬁﬁﬁﬁ%

5

Technical regulations/$filT32 E

Changes in Classification,
Restrictionsand Categories of
Drugs/EZEmO7 . HIE. 7
Ju-nzx=E

On the increase in the Use of

Pharmaceutical Productsthat
Utilize Domestic Raw Materials/
EEREEHBLEEZEROD
EREMIIONT

Narcotics, Psychotropicsand
Pharmaceutical Precursors

FREE. MIETREE. ER R
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Pharmaceutical Work

Inpres 6/2016
KFESHe/20165

Acceleration of the Development of
the Pharmaceutical and MD Sectors/E
En EFRSERORENE

gulation 17/2017

FEEHRAFEL7/20075

Pharmaceuticals and MD Sectors
H» DevelopmentAction Plan/EZE SR - E
EREEFREZEOLODITHHE

Provisions and Procedures forthe

Calculation of Domestic Components

Y Levels for Pharmaceutical Products/

EEZOEPIES LAILOEED
EECETSRERUFHRE

Legend; FL&|

BKPM: Investment Coordinating Board/Ministry of
Investment; IRERESR/ARET

BPOM: Food and Drug Authority/ B EERE

CDAKB: Good Methods of Distribution of Medical Devices;
ER#E0ateianE

CPAKB: Methods to Produce Food Medical Devices; £ & E
EEBOMESE

CPOB: Good Manufacturing Practices for Drugs; EZE 0D
BYREETFIT4A

CUKAKB: Good Methods for Clinical Testing of Medical
Devices; EEMSBORAYILERABRAE

GR; Government Regulation; BLFFE Al

Inpres: Presidential Directive; AFIES

MD: Medical Device; EfEH##z=

MoF: Ministry of Finance; &8k T

MoH: Ministry of Health; {RE2E

Mol: Ministry of Investment; ¥ & T

PKRT: Household Health Supplies

PR: Presidential Regulation: A<t 5E4EHI

M: Regulation related to healthcare industry; NJLVAT 7 E
ZEERE

M: Regulation related to business license; SR 2511
ABIERE

M Regulation related to pharmaceuticals; B 5 & EEH
A

W Regulation related to medical devices; EEE3EEE
#HH

W Supporting Regulation; - MRE|

W Derivative regulation; ;=35 81

= Partially Amended: E34MEE

—: Partially revoked: —&REE 1L



26

Undang-undang (UU) Nomor
5 Tahun 1997 tentang Psikotropika

Uu 1997 5

2/2022

511

Peraturan Menteri Kesehatan
Nomor 10 Tahun 2022 tentang
Penetapan dan Perubahan
Penggolongan Psikotropika

2022 10

5/1997

5/1997

5.2

Undang-undang (UU) Nomor
35 Tahun 2009 tentang Narkotika

2009
uu 35

2/2022

521

Peraturan Menteri Kesehatan
Nomor 36 Tahun 2022 tentang
Perubahan Penggolongan Narkotika

2022 36

35/2009

35/2009

5.3

Peraturan Pemerintah (PP)

5/1997

44

35/2009

52
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https://peraturan.bpk.go.id/Details/45926/uu-no-5-tahun-1997
https://peraturan.bpk.go.id/Home/Details/218298/permenkes-no-10-tahun-2022
https://peraturan.bpk.go.id/Home/Details/218298/permenkes-no-10-tahun-2022
https://peraturan.bpk.go.id/Home/Details/38776/uu-no-35-tahun-2009
https://peraturan.bpk.go.id/Home/Details/38776/uu-no-35-tahun-2009
https://peraturan.bpk.go.id/Home/Details/245556/permenkes-no-36-tahun-2022

Nomor 44 Tahun 2010 tentang
Prekursor

PP 44/2010

54

Peraturan Pemerintah (PP)
Nomor 51 Tahun 2009 tentang
Pekerjaan Kefarmasian
2009
PP 51

5.5

Peraturan Menteri Kesehatan
Nomor
1799/MENKES/PER/XI1/2010 Tahun
2010 tentang Industri Farmasi
2010
1799
IMENKES/PER/XI1/2010

MoH

/
26/2018

551

Peraturan Menteri Kesehatan
Nomor 16 Tahun 2013 tentang
Perubahan atas Peraturan Menteri
Kesehatan Nomor
1799/MENKES/PER/XI11/2010
tentang Industri Farmasi

1799/MENKES/PER/XI11/2010
2013
16

MoH

1799/2010

MoH

26/2018

5.6

Peraturan Kepala Badan
Pengawas Obat Dan Makanan
Republik Indonesia Nomor 21 Tahun
2015 Tentang
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https://peraturan.bpk.go.id/Details/5060
https://peraturan.bpk.go.id/Details/4975/pp-no-51-tahun-2009
https://peraturan.bpk.go.id/Home/Details/129885/permenkes-no-1799menkesperxii2010-tahun-2010
https://peraturan.bpk.go.id/Home/Details/129885/permenkes-no-1799menkesperxii2010-tahun-2010
https://peraturan.bpk.go.id/Details/129892/permenkes-no-16-tahun-2013
https://peraturan.bpk.go.id/Details/129892/permenkes-no-16-tahun-2013

Tata Laksana Persetujuan Uji Klinik

2015 21

5.7

Peraturan Menteri Kesehatan
Nomor 1148/MENKES/PER/VI1/2011
Tahun 2011 tentang Pedagang Besar
Farmasi

2011
1148/MENKES/PER/VI1/2011

26/2018

571

Peraturan Menteri Kesehatan
Nomor 34 Tahun 2014 tentang
Perubahan atas Peraturan Menteri
Kesehatan Nomor
1148/Menkes/Per/V1/2011 Tentang
Pedagang Besar Farmasi

1148/Menkes/Per/VI1/2011
2014
34

5.7.2

Peraturan Menteri Kesehatan
Nomor 30 Tahun 2017 tentang
Perubahan Kedua atas Peraturan
Menteri Kesehatan Nomor
1148/Menkes/Per/V1/2011 tentang
Pedagang Besar Farmasi

1148/Menkes/Per/VI/2011

MoH

67
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https://jdih.pom.go.id/download/product/714/21/2015
https://peraturan.bpk.go.id/Details/129886/permenkes-no-1148menkespervi2011-tahun-2011
https://peraturan.bpk.go.id/Details/117570/permenkes-no-34-tahun-2014
https://peraturan.bpk.go.id/Details/117570/permenkes-no-34-tahun-2014
https://peraturan.bpk.go.id/Details/112085/permenkes-no-30-tahun-2017
https://peraturan.bpk.go.id/Details/112085/permenkes-no-30-tahun-2017

30/2017

5.8

Indonesian Food and Drug
Authority Regulation 34/2018 on
Guidelines for Good Manufacturing
Practice for Drugs (CPOB)

34/2018 CPOB

CPOB

BPOM

CPOB

5.9

Peraturan Menteri Kesehatan
Nomor 5 Tahun 2019 tentang
Perencanaan dan Pengadaan Obat
Berdasarkan Katalog Elektronik

5/2019

BPJS Kesehatan

5.10

Peraturan Menteri Kesehatan
Nomor 28 Tahun 2022 tentang
Perubahan Penggolongan,

Pembatasan, dan Kategori Obat

2022
28

511

Peraturan Menteri Kesehatan
Nomor 5 Tahun 2023 tentang
Narkotika, Psikotropika, dan Prekursor

Farmasi

2023

(d)

0

(e)

(k)

()

(@)

(h)

(b)

(©

@)
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https://jdih.pom.go.id/download/product/1364/34/2018
https://jdih.pom.go.id/download/product/1364/34/2018
https://peraturan.bpk.go.id/Details/129755/permenkes-no-5-tahun-2019
https://peraturan.bpk.go.id/Details/129755/permenkes-no-5-tahun-2019
https://peraturan.bpk.go.id/Details/245548/permenkes-no-28-tahun-2022#:~:text=Permenkes%20No.%2028%20Tahun%202022,Kategori%20Obat%20%5BJDIH%20BPK%20RI%5D&text=BN.2022%2FNo.1005,go.id%3A%203%20hlm.
https://peraturan.bpk.go.id/Details/245548/permenkes-no-28-tahun-2022#:~:text=Permenkes%20No.%2028%20Tahun%202022,Kategori%20Obat%20%5BJDIH%20BPK%20RI%5D&text=BN.2022%2FNo.1005,go.id%3A%203%20hlm.
https://peraturan.bpk.go.id/Details/245565/permenkes-no-5-tahun-2023

5.12 KMK No. HK.01.07 - BPJS
MENKES-1333-2023 ttg Peningkatan
Penggunaan Sediaan Farmasi Yang 52 70

Menggunakan Bahan Baku Produksi
Dalam Negeri

KMK HK.01.07 -MENKES-
1333-2023

69
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https://farmalkes.kemkes.go.id/unduh/kmk-no-hk-01-07-menkes-1333-2023-ttg-peningkatan-penggunaan-sediaan-farmasi-yang-menggunakan-bahan-baku-produksi-dalam-negeri-signed-2/

1.
ASEAN
E-katalog
Original
Equipment Manufacturer OEM TKDN
2020 2 7000
2022 15 25 65
6.9% 15 64 70%
2010 2020
1.23% 0.6%
65 2027 8.1%
2021 ASEAN
ASEAN
2021 20 usbD
61.4
2 116

70
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122-243

131.4-223.4

132-181

192

200.6-215.4

266-291

|l (N0 |b~|®

1,128.15%

NIB
NIB

27 ASEAN &

5110 1

2021 10 ™
1980

NIB  Nomor Induk Berusaha
13
NIB  Nomor Induk Berusaha
NIB

NIK TDP

68

69

70

ASEAN

71
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https://peraturan.bpk.go.id/Details/168534/perpres-no-49-tahun-2021
https://www.jetro.go.jp/ext_images/jfile/country/idn/invest_02/pdfs/idn7A030_kitei2021_49.pdf
https://peraturan.bpk.go.id/Details/168534/perpres-no-49-tahun-2021
https://www.jetro.go.jp/ext_images/jfile/country/idn/invest_02/pdfs/idn7A040_list2021_49.pdf

API

NIB
0SS

2017 62
2020 n

Unit Layanan Terpadu (ULT) Kementerian Kesehatan Rl

Integrated Service Unit of Ministry of Health
8 15
+62-21-52921480
contact@ kemkesgo.id
Prof. Dr. Sujudi Lantai 5 JI. H. R. Rasuna Said Blok X5 Kav. 4-9 Kuningan

Jakarta 12950

upt@depkes.go.id

3
C D subditalkes.kelascd@gmail.com
subdit.pendrak@gmail.com
A B subditab.kemkes@gmail.com
PKRT seksi.pkrt@gmail.com
konsultasiprodukmandiri@gmail.com
28 7

"1 Guidelines for evaluation of Medical Devices and In Vitro Diagnostic Medical Devices According to the Regulation of

the Minister of Health Of the republic of Indonesia Number 62 of 2017

2 Procedure for registering for a consultation from the Directorate of Health Equipment and PKRT

Assessment

72
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mailto:upt@depkes.go.id
https://regalkes.kemkes.go.id/informasi_alkes/Indonesia%20Guideline%20for%20Evaluation%20of%20Medical%20Device%20and%20IVD%202020.pdf
https://regalkes.kemkes.go.id/informasi_alkes/Indonesia%20Guideline%20for%20Evaluation%20of%20Medical%20Device%20and%20IVD%202020.pdf
https://bikinpabrik.id/wp-content/uploads/2019/03/Tata-Cara-Pendaftaran-Konsultasi-Direktorat-Penilaian-Alkes-dan-PKRT-di-Loket-ULT-Kemenkes.pdf
https://bikinpabrik.id/wp-content/uploads/2019/03/Tata-Cara-Pendaftaran-Konsultasi-Direktorat-Penilaian-Alkes-dan-PKRT-di-Loket-ULT-Kemenkes.pdf

73

CFS
Izin Edar
1
) 3 Rp 500,000

2 I1zin

Edar

3 IPAK

4 Izin Edar

5

6,000
3 Rp 500,000
SAS
. 5 Rp 1,000,000
Izin Edar

3 Rp 500,000
3 Rp 500,000
3 Rp 500,000
3 Rp 250,000
3 Rp 250,000

73

http://fesuka.binfar.kemkes.go.id/portal

73
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3 Rp 250,000

RUO 3 Rp 250,000
3 Rp 250,000
3 Rp 250,000
5 Rp 1,000,000
3 Rp 250,000
3 Rp 250,000
20 Rp 250,000
3 Rp 250,000

29 74
3.
e-BPOM

e-BPOM 7

ditwaskmeionappza@pom.go.ideksimonpp@gmail.com
WhatsApp +62 (0)81282349350
+62(0)214244691 1075/1709

eksimkel.otsk@gmail.com oreksimkel_otsk@pom.go.id
WhatsApp +62 (0)81388915110
+62(0)214244691 1044

peredaranpangan.pom.go.id

peredaranpangan@pom.go.ig peredaranpangan@gmail.com
62 (0)813-25264748

eksimkel.kos@gmail.comoreksimkel.kos@pom.go.id
WhatsApp +62 (0)85195150053

74

Household-health Product
75

Guidelines of Certification Service of Medical Devices and

https://e -bpom.pom.go.id/

74
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mailto:ditwaskmeionappza@pom.go.id
mailto:eksimonpp@gmail.com
mailto:eksimkel.otsk@gmail.com
mailto:oreksimkel_otsk@pom.go.id
mailto:peredaranpangan@pom.go.id
mailto:peredaranpangan@gmail.com
mailto:eksimkel.kos@gmail.com
mailto:oreksimkel.kos@pom.go.id
https://regalkes.kemkes.go.id/informasi_alkes/015.%20Pedoman%20Surat%20Keterangan%20Alat%20Kesehatan%20dan%20PKRT%20Bilingual.pdf
https://regalkes.kemkes.go.id/informasi_alkes/015.%20Pedoman%20Surat%20Keterangan%20Alat%20Kesehatan%20dan%20PKRT%20Bilingual.pdf

+62(0)214244691 1040/1041

sasptpk@gmail.comsas_obit@pom.go.id
WhatsApp +62 (0)851-8611-3545
+62(0)214244691 3542

ditwasprod@pom.go.id;yanblik.wasprod@gmail.com

ebpom@pom.go.id

30

e-Katalog 2014

76

Kebijakan Pengadaan Barang/Jasa Pemerintah)

e-Katalog

National e-Katalog
Sectoral e-Katalog

e-Katalog

(LKPP)

e-Katalog

2021 6

76

E-Katalog
e-Katalog
(LKPP
e-Katalog
e-Katalog
2022 2
e-Katalog
e-Katalog
e-Katalog
e-katalog
e-katalog
e-katalog
e-Katalog
e-Katalog
e-Katalog

https://e -bpom.pom.go.id/

75
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mailto:sasptpk@gmail.com
mailto:sas_obit@pom.go.id
mailto:ditwasprod@pom.go.id
mailto:yanblik.wasprod@gmail.com
mailto:ebpom@pom.go.id

TKDN 40% 79

w 2023 10 2 7000
1 6000
2018 29
2021 6
78
e-Katalog
e-Katalog
5.
2019 600 280
oy a3, /_{'G'Jw'&%'l‘f 19
FEtEE 321
HSEE, 22.8
ERRE 23.1
26 79
5% / 10%
3 2

77 ( )
78 ( )
I ThinkWell Strategic Purchasing for Primary HeaklkMdy Car e.
2021." Washington, DC: ThinkWell

76
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https://www.jetro.go.jp/biznews/2021/07/52a23fa8eefe7aff.html
https://www.jetro.go.jp/view_interface.php?blockId=32099086
https://thinkwell.global/wp-content/uploads/2021/05/Health-Purchasing-Factsheet_-Indonesia.pdf
https://thinkwell.global/wp-content/uploads/2021/05/Health-Purchasing-Factsheet_-Indonesia.pdf

2023 8

80

SP 1 2
3 1 SP Pusat Kesehatan
Masyarakat Puskesmas
D 2 SP C B
1 SP 3
3
SP
2,925 63% 1,927
10,205
SP
1
80 https://insightplus.bakermckenzie.com/bm/healthcare -life-sciences/indonesia-health-omnibus-law-series key-

updates-on-pharmaceutical-preparation-and-medical-device-provisions

77
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https://insightplus.bakermckenzie.com/bm/healthcare-life-sciences/indonesia-health-omnibus-law-series-key-updates-on-pharmaceutical-preparation-and-medical-device-provisions
https://insightplus.bakermckenzie.com/bm/healthcare-life-sciences/indonesia-health-omnibus-law-series-key-updates-on-pharmaceutical-preparation-and-medical-device-provisions

HiEE o MBS ILRET
ROERF Ministry of - .
Home Affairs THREINA R
— B/EEE-ES —— B/hirEkE Poskesdes
HbisBhEERT
5 > Palind
 NiRGEEER j R/ ALY —
S A RERAN
2 Pasyandu
. _{%@é‘ . REEITERR ; 5
Ministry of Health | I PR —FH—F
I Pustu
I RERRE
|
|
ey REIYY=yY
BEREEREET
BPOM
HeREGES D kLR LD
- DJSN: National Social — ?li%\{gg*g%ﬁpﬁ) Mllﬂ\"llzﬂ?ﬁéﬁ%
Security Council : e e
: E:G)ﬂt
§ -
KiEtBAAEES H e
— Family Planning & — - [
Fapn i Beae RiEETEACKEE | RiEstEA DHEE
27 a1
2020
82 Pertamedika
IHC PT Pertamina Bina Medika IHC
36 8 39 KSO 8 145
IHC 84 6,500
2 85
2021
PEN TKDN
81 Adawiyah Ra, Boettiger D, Applegate TL,Probandari A, Marthias T, Guy R, et al. (2022) Supply -side readiness
to deliver HIV testing and treatment services in Indonesia: Going the last mile to eliminate mother -to-child transmission
of HIV. Limasalle, Paulina, Prastuti Soewondo, Trihono, Halimah Mardani, Nadhila Adani, Nirwan Maulana,
Anooj Pattnai k. 2022. Subnational Governments' Autonomy vs. Capa

for Health Financing in Indonesia. Case Study Sefes on Devolution, Health Financing, and Public Financial

Management.

82

83 Kerjasama Operational
84 HIMSS https://iwww.himss.org/partner -ihc.

85
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https://journals.plos.org/globalpublichealth/article?id=10.1371/journal.pgph.0000845
https://journals.plos.org/globalpublichealth/article?id=10.1371/journal.pgph.0000845
https://journals.plos.org/globalpublichealth/article?id=10.1371/journal.pgph.0000845
https://thinkwell.global/wp-content/uploads/2022/04/Indonesia-Case-Study-April-2022.pdf
https://thinkwell.global/wp-content/uploads/2022/04/Indonesia-Case-Study-April-2022.pdf
https://thinkwell.global/wp-content/uploads/2022/04/Indonesia-Case-Study-April-2022.pdf
https://thinkwell.global/wp-content/uploads/2022/04/Indonesia-Case-Study-April-2022.pdf
https://www.trade.gov/country-commercial-guides/indonesia-healthcare-medical-devices-equipment
https://www.trade.gov/country-commercial-guides/indonesia-healthcare-medical-devices-equipment

Siloam Hospitals

Siloam Mitra Keluarga PT Primaya
Awal Bros Omni PT
Mayapada (PT ) Pondok
Indah Ciputra ( ) Eka ( )
86
1
2
3
4
31

86 https://www.trade.gov/country -commercial-guides/indonesia-healthcare-medical-devices equipment
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HEYEE

Grosir

. B e
BEE  rragpp-s- [T ARER

T HEyEE
Perkulakan
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28 8788

PMA Perusahaan Penanaman Modal Asing

IPAK Izin Penyalur Alat Kesehatan

89

90

2007 40

87 Indonesia Investment Guidebook 2022

88 Grosir Perkulakan Global
business guide Indonesia "Distributing Goods in Indonesia: What Are the Rules?'
89 2021 10 49
%0 5 KBLI 100
100 1,000
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https://bkpm.go.id/storage/file/pdf/1683512273.pdf
http://www.gbgindonesia.com/en/main/legal_updates/distributing_goods_in_indonesia_what_are_the_rules.php
http://www.gbgindonesia.com/en/main/legal_updates/distributing_goods_in_indonesia_what_are_the_rules.php

91

IPAK

I1zin Industri

92

6.
91 2
IDR50,000,000 40
25 IDR12,500,000
IDR12,500,000 10
1
92 2019 63 2006 11
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32

GAKESLAB Indonesia®?4

Asosiasi Produsen Alat Kesehatan Indonesia ASPAKI 9
ASPAKI

96

% https://gakeslabindonesia.id/
% Ruko Graha Mas Pemuda, Blok AD, No 23, Lantai 1, J| Pemuda Raya, Jakarta Timur, 13220
admin@gakeslabindonesia.id +62 21 2248 0259

% https://aspaki.or.id/
% ASPAKI Member Catalogue (EN) 1 January 2023
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Copyright (C) 202 4-2025 JETRO. All rights reserved.


mailto:admin@gakeslabindonesia.id
https://www.hannovermesse.de/apollo/hannover_messe_2023/obs/Binary/A1249733/ASPAKI%20Member%20Catalogue%20%28EN%29%201%20January%202023_compressed.pdf

D&B

hoovers

D&B hoovers
Professional and Commercial Equipment Wholesale
1 % 500
SIC Standard Industrial Classification %

99 NIB: Nomor Induk Berusaha

D&B hoovers

A Elektromedik Radiasi CT X
A Elektromedik Non Radiasi
A Non Elektromedik Steril
v
A Non Elektromedik Non Steril
A Produk Diagnostik In Vitro

% D&B hoovers

9% US 8-Digit SIC Description 50470000 Medical and hospital
equipment 50470102 Hospital equipment and supplies, nec 50470104 Instruments, surgical and medical
50470200 Dental equipment and supplies 50470300 Medical equipment and supplies 50479900 Medical and
hospital equipment, nec 50490103 Laboratory equipment, except medical or dental

% https://infoalkes.kemkes.go.id/#home/produk/IstPenyalur
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PT. RAJAWALI NUSINDO

2nd Floor RNI Building JI. Denpasar Raya Kav. D.llI

TEL 62-212523820 E-mail humas@nusindo.co.id
http://www.nusindo.co.id 1955
Izin Edar 128 0
Vyaire Medec International Rita Leibinger Medical
Smiths Medical Global Promedika Service Mulya Husada Jaya
ENDO Indonesia Ambu Enesers ZeTTA Pacs
Shiva BMC Medical Shiller Reda Instrumente Fokus Diagnostic
Indonesia DFI Human Diagnostics SINNOWA Sansico Medica
Microlit Norma Abbott Roche ROBERT
RIELE Elo Karsa Utama Poly Jaya Medical Nuritek
Indonesia DGM Pharma Electrolux Cosmogama
Indoensia Kirana Jaya Lestari
34 43 Prinsip Good Corporate Governance (GCG)

PT. SINAR RODA UTAMA

Komplek Duta Merlin Blok C No. 58 , JI. Gajah Mada No. 35 Kel. Petojo Utara, Kec. Gambir
Jakarta- 10130

TEL 62-216336622 E-mail customerservice@sinarrodautama.co.id
https://www.sinarrodautama.com/ 1983
Izin Edar 68 0
PDC
4 24
24

PT. NUGRA KARSERA

Ruko Graha Mas Pemudall. Pemuda Blok. AA No. 10-11 Jakarta

84
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TEL 62-214711607 E-mail info@nugrakarsera.com

http://www.nugrakarsera.com 1990
Izin Edar 129 0
Bentley Boston Scientific Medtronic Merit Medical
NUGRA Abbott NuNED Heraeus Sun Scientific
24

PT. ENSEVAL MEDIKA PRIMA

JI. Pulo lentut No. 12, INDUSTRIAL ESTATE (JIEP), RW.3, Rw. Terate, RW.3, Rawa Terate,
Cakung, East Jakarta City,

TEL 62-2146823234 E-mail customer.care@emp.co.id
http://www.emp.co.id 2007
Izin Edar 690 3
bi oMér i e uThermo Fisher Scientific Beckman Coulter

BMI Biomedical International

IMMUCOR Eppendorf Deme Tech Falc
Instruments INTERSCIENCE JS Research Leonhard Lang
Montavit TSN Tesena Mak
1966 Kalbe 2019
calibration

laboratories

PT. IDS MEDICAL SYSTEMS INDONESIA

17th Floor & 22nd Floor Wisma 76 Building JI. Letjend S. Parman Kav. 76Slipi Jakarta

TEL 62-2125678989 E-mail IDNinfo@idsmed.com
https://www.idsmed.com/id -id/ 2011
Izin Edar 428 3
3M
Christie Medical Holdings Cosmosoft CUTERA Cynosure
85
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http://www.nugrakarsera.com/

GE Healthcare Hamilton Medical

300 1800

PT. TAWADA HEALTHCARE

Infinity Building JI. Raya Kebayoran Lama No. 338Kebon Jeruk, Jakarta Barat

TEL 62-2150865880 E-mail wiwik@tawadahealthcare.com

1999

http://www.tawadahealthcare.com

Izin Edar 563 1
Abbott Baxter Carestream Carestream Dental
De Soutter Medical Drager Guerbet ivoclar Kanohui
KLS Martin Leica Microsystems Medtronic Merit Medical
Sagemax Siemens Healthineers

13

PT. Tawada Biomedical Service

PT. MULYA HUSADA JAYA

JI. Kerinci No. 2A  Petemon, Sawahan East Java

TEL 62-315318020 E-mail marketing@mhj.co.id
https://mhj.co.id/ 1995
Izin Edar 127 0
GE Healthcare DRGEM Boston Scientific
Ambu Schiller KIRAN Medistim
16

PT. DJEMBATAN DUA

3rd Floor, Titan Center Jl. Boulevard Bintaro Blok B7/B1 No. 5 Bintaro Jaya Sektor 7 Tangerang

TEL 62-217454111 E-mail development@djembatandua.com

http://www.djembatandua.com 1962
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Izin Edar 266 0

Analyticon 3M Wellead Medical Vigeo
Stardec SD Biosensor Rossmax Parker Medical
Quidel Pajunk
M edtronic Cardinal Health
44 AAM - PT Anugrah Argon Medica

PT. SURGIKA ALKESINDO

Indra Sentral Building Unit G -H JI. Letjen Suprapto No. 60

TEL 62-214253634 E-mail surgika.alkesindo@surgika.co

contact.us@surgika.com

http://www.surgika.com 1996
Izin Edar 458 0
MEDITERA ATMOS Atrasorb Bicakcilar
Medical BIOLIGHT Boston Scientific CONMED Daesung MAREF
Disera Egemen International ELvation Medical Electro Medical
Systems Erbe Elektromedizin GE Healthcare Geuder Heidelberg
Engineering HEINE Optotechnik Hema Medical Instrument Hurev
insighters KLAPP Cosmetics KLS Martin Leisegang Lumenis
Medicontur Mediland Meril Metrax NeuroLogica
Neusoft Medical Systems Nu-Tek Overline Nantong Pakion Medical
Material Richard Wolf SBM SISTEM SCHMITZ ScienceMedic
SHD ltalia SIGKNOW BIOMEDICAL Sino Medical-Device Technology Shantou
Institute of Ultrasonic Instruments Stephan SUMI Sutter
Medizintechnik Teleflex Terragene TRIMAX  Tutthauer
UFSK-OSYS VIGILENZMedical Devices VITALTEC
WRP
OT-ICU /
500 13
Shopee.co.di TOKOPEDIA

Surgika Store
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PT. GLOBAL MEDIK PERSADA

JI. Kebon Jeruk Raya No. 26 Kel. Kebon Jeruk, Kec. Kebon Jeruk

TEL 62-2150899710 E-mail info@glomeda.co.id

http://www.glomeda.co.id 2012

Izin Edar 55 0
GE Healthcare Philips M edtronic Drager Ambu

Welch Allyn Codonics Shanghai PAX Medical Instrument
MEGASAN Medikal MIPM Verathon Neurovirtual Siare
Geratherm Zondan CU Medical Absology Teleflex Med Captain

AMBULANC Luvis
8

PT. MURTI INDAH SENTOSA

Wisma Murti JI. Sultan Iskandar Muda Kav. 29Kebayoran Lama

TEL 62-217238312 E-mail mist.jkt@murtiindahsentosa.com

1982

http://www.murtiindahsentosa.com

Izin Edar 275 0
New Medical Imaging VISUS
Vital Images BEMEMS POYE CIVCO Medical Solutions
VARIAN MEDICAL SYSTEMS IBA Dosimetry CIVCO
A2J LASER Edan Instruments CUSTOMED
Terumo Cardiovascular System EMS Biomedical
Enraf-Nonius EWAC Medical MOTOmed Movement Therapy LymphaTouch
h/p/cosmos
280 9

CV. COBRA DENTAL

JI. Pakuningratan No. 69 Cokrodiningrat Jetis Yogyakarta

TEL 62-274589455 E-mail cobraden@cobradental.co.id
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http://www.cobradental.co.id 1980

Izin Edar 340 0
3M Biodinamica TehnoDent W H
Gnatus Chuangxin Core deep Woodpecker COXO
Medesy Woson HUGE Dental MEISINGER Huanghua
Promisee Dental Planmeca Protect Ortho Bonart
26 33
Shopee.co.di TOKOPEDIA

CSR

PT. MEDQUEST JAYA GLOBAL

Menara Salemba 6th FI Zone 1, JI. Salemba Rayio. 5 - 5A, Jakarta Pusat

TEL 62-2139842961 E-mail info@medquest.co.id
https://medquest.co.id/ 2004
Izin Edar 189 0
Grifols Ljungberg& K6 g e | DACOR
MANUFACTURING Diagast HemoCue
Cepheid Echosens AMA Hemex Health Abbott Diatron
Sainsmedika Medix Biochemica
Oxford Lab Products Bioevopeak Arctiko Genolution LumiraDx
Tecan Monmouth Scientific Coolfinity EKF Diagnostics
Biochem Chemopharma Genesystem Novapro(CRYSTE)

calibration laboratories

PT. DEMKA SAKTI

JI. Tanah Abang Il No.18A, RT.6/RW.4, Petojo Sel., Kecamatan Gambir, Kota Jakarta Pusat,

Daerah Khusus Ibukota Jakarta

TEL 62-213453422 E-mail info@demkasakti.com

http://www.demkasakti.com 1984
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Izin Edar 263 0

Airon CODAN ARGUS Asetronics Bovie
Brumaba CareFusion Denyers eZono Ginevri Grason-
Stadler Infinium Kazama Linear Mediana St.
Francis
5
PT. TIMUR RAYA LESTARI
Jin. Rawa Kepiting No. 4 KIP RW.3, Rw.Terate, Kec.Cakung, Jakarta Timur
TEL 62-214610154 E-mail timurrayalestari.med@trl.co.id
http://www.timurrayalestari.com 1968
Izin Edar 490 0
CARL TEUFEL Keeler Sumer International
Industry and Trade SciCan Frey S.J Rodenstock OPTOMED
Optotek UNICOS Rodek Accutome Alchimia
Jing Dong Biocare Titan Surgical ZERONE
85%
22
PT. ABADINUSA USAHASEMESTA
JI. Raden Saleh No. 45G JI. Mampang Prapatan Raya No.5 Jakarta
TEL 62-2125037999 E-mail abntoday@abadinusa.co.id
http://www.abadinusa.co.id 1990
Izin Edar 117 0
ABN Analyticon CAMAG DIESSE
Gerhardt Hanson Teledyne Helena Laboratories LAUDA LCTech
Nuve Radiometer Socorex
1

calibration laboratories

90
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PT. AIRINDO SENTRA MEDIKA

Ruko Simprug Gallery Unit | Jalan Teuku Nyak Arief No. 10 Jakarta

TEL 62-2172800673 E-mail airindo@rad.net.id

https://www.airindo.com/ 1983

Izin Edar 23 0
Siemens Healthineers Bayer Dr &g er Medtronic
ZOLL Medical DV Medical Supply SonoSite
Matachana Hocoma BTL Fourier Intelligence EGZOtech
CSSD
5

PT. GRATIA JAYA MULYA

Gratia Building Foresta business Loft 2 no. 32-33, JI. BSD Raya Utama No.21, Pagedangan,

Utara, Kabupaten Tangerang, Banten

TEL 62-2122232343 E-mail office@gratiajm.co.id

https://gratiajayamulya.co.id/ 2001

Izin Edar 36 0
Apelem BOTISS BIOMATERIALS Dr ager Implant
Direct JENA SURGICAL KAVO DENTAL MEDILINK
METALTRONICA PLANMECA Kurnia Selaras Sejahtera SYAS
Technology Persada Abadi Internusa YOSHIGA
ICT

PT. MULTISERA INDOSA

JI. Jend. Sudirman no. 689 Kel. 20 llir D IV. Kec llir Timur | Palembang

TEL 62-711416541 E-mail main@multiseraindosa.net

https://www.multisera.com/ 1987
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Izin Edar 43 0

Biosystem () Alifax ( ) Diestro ( ) Quintus and Swelab
( ) BIO-RO( ) Lowtem International( ) MD Scope( ) Equitron( )
Lameditech ( ) Auto Stainner( ) Amos( ) Video Microscope () Vivolight( ) Voxtur
Bio( )

40 Multisera
PT Elga Tama BioSystems
PT Swelab Indonesia PT Narwastu Medika Swelab Quintus

Boule Medical

PT. FOKUS DIAGNOSTIC INDONESIA

JI. Jati Padang Raya No. 9A Jati Padand?asar Minggu, Jakarta

TEL 62-711416541 E-mail info@fokusdiagnostic.com
https://www.multisera.com/ 2002
Izin Edar 242 0
Abbott Roche Johnson and Johnson
Beckman Coulter HiberGene Diagnostics LG
IT

Fokus Diagnostic®

PT. NEW MODULE INTERNATIONAL

JI. Abdul Muis No. 36 Q Jakarta

TEL 62-213857751 E-mail nmi@nemoint.com
https://www.nemoint.com/ 1973
Izin Edar 17 0
Ivftech Vitrolife

Thermo Fisher Scientific

PT. PRIMA ALKESINDO NUSANTARA

Komp. Perkantoran Gading Bukit Indah Blok C No.12-16, JI. Bukit Gading Raya, Kelapa Gading

Permai, Jakarta
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TEL 62-21451387475

E-mail primed@cbn.net.id

corporate@prima-alkesindo.com

https://www.prima -

alkesindo.com/

1997

Izin Edar 87

QINGDAO ANTECH SCIENTIFIC

HL Haemopack MOLLER MEDICAL
delta T

ANDREAS HETTICH

PHILIPP KIRSCH

Laboratoires

Cryo Life Science Technologies
SEWOON MEDICAL PRESVAC
AXIOM
ANIOS

GENESIS BPS

6

PT. REKAMILENIUMINDO SELARAS

JI. Tomang Raya 51BJakarta

TEL 62-2156308080 62-215637164 E-mail info@ptreka.co.id
https://www.ptreka.co.id/ 1998
Izin Edar 103 0
St. JudeMedical Alvimedica MERIT MEDICAL

SYSTEMS Fehling Instruments

Minntech

Edwards Lifescience

Lifetech Scientific

100 12

St Jude Medical

Lifetech Edward Lifescience

PT. BINABAKTI NIAGAPERKASA

JI. Kebon Jeruk | No. 32 Maphar, Jakarta

TEL 62-212600990992 E-mail contact@binabakti.co.id
https://www.binabakti.co.id/ 1989
I1zin Edar 152 0
Covidien Puritan -Bennett INVOS
DEVILBISS HEALTHCARE FANEM FLEXICARE MEDICAL

LEVENTON

STURDY INDUSTRIAL

Unimax Medical Systems

93

Copyright (C) 202 4-2025 JETRO. All rights reserved.



mailto:primed@cbn.net.id

PT. KARINDO ALKESTRON

JI. Tomang Raya No. 17, Jakarta

TEL 62-215600896 62-215686025 E-mail mail@karindo.com
https://karindo.com/ 1970
Izin Edar 336 0

SHENZHEN COMEN MEDICAL INSTRUMENTS(BOZTRON)
CADWELL INDUSTRIES MAGSTIM neuroConn
( ANSELL ZONTIC
LABOTRON GB Corp

sole distributorship

25

PT. INDOMEDIK NIAGA PERKASA

JI. Raya Kebayoran Lama no 35, Kecamatan Kebon Jeruk, Jakarta Barat, Jakarta Barat

TEL 62-2122058890 62-2122058886 E-mail info@indomedik.com

2015

https://www.indomedik.com/index.php

Izin Edar 126 0
Konfort Dornier
MedTech GE Shenzhen Hawk Medical Instrument Inceler Medikal
Xingchen Hai Medical Medtronic OMPECO
Steris

Indomedik Apps
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Ministry of Health Republic of
Indonesia Kementerian Kesehatan Republik

Indonesia)

Aplikasi Info Alat
Kesehatan & PKRT

Perizinan Sarana

Produksi dan Distribusi Alat Kesehatan

Food and Drug Monitoring
Agency Badan Pengawas Obat dan Makanan

BPOM

e-BPMO

National Consumer Protection
Agency Badan Perlindungan Konsumen

Nasional)

Online Single

Submission

NIB

National Public Procurement
Agency Lembaga Kebijakan Pengadaan

Barang LKPP

e-Katalog

Indonesia Medical

Association lkatan Dokter Indonesia IDI )

Health Insurance Providers

BPJS Kesehatai

95
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https://kemkes.go.id/id/home
https://sertifikasialkes.kemkes.go.id/
https://sertifikasialkes.kemkes.go.id/
http://esuka.binfar.kemkes.go.id/portal
https://www.pom.go.id/
https://e-bpom.pom.go.id/
https://bpkn.go.id/
https://oss.go.id/
https://www.lkpp.go.id/
https://e-katalog.lkpp.go.id/
https://idionline.org/
https://bpjs-kesehatan.go.id/#/

Indonesia Hospital
Association Persatuan Rumah Sakit Indonesia

PERSI)

Indonesia

Pharmaceutical Association GP Farmasi

Indonesia)

Indonesia
Medical Device Association Asosiasi
Produsen Alat Kesehatan Indonesia
ASPAKI )

JETRO
Online Trade Fair
Database (3 messe)
Q&A -
- 2017
2021
33
Indo Health Care 2024 7 31
Indonesia International Laboratory Equipment, 2024 7 30
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https://www.persi.or.id/
https://www.gpfarmasi.id/
https://aspaki.or.id/
https://www.jetro.go.jp/jetro/overseas/idn_jakarta/
https://www.jetro.go.jp/en/database/j-messe/country/asia/id/001/
https://www.jetro.go.jp/world/qa/04J-120401.html
https://www.jetro.go.jp/world/reports/2017/02/86e615e453ca3d86.html
https://www.jetro.go.jp/world/reports/2021/02/b160cea473ddd3c2.html
https://healthcare-international.meti.go.jp/search/
https://indohealthcareexpo.com/
https://inalab-exhibition.net/

Analytical Instruments & Service Exhibition

(INALAV)
Indonesia Pharmaceutical Expo (IPEX) 2024 10 9 12
Hospital Expo 2024 10 16 19

Indonesia Dental Exhibition & Conference (IDEC)

Hospital Procurement Forum & Expo

International Conference and Exhibition on
Indonesian Medical Education and Research

Institute

34
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https://interpharma-indonesia.com/
https://hospital-expo.com/
https://indonesiadentalexpo.com/
https://www.gpfe.id/hospital-procurement-forum-expo
https://imeri.fk.ui.ac.id/ice-on-imeri/

