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Endonezya Hakkinda Genel Bilgiler

¥17.508 Ada *1.9 milyon km2 Yiizol¢limii *D_i_h Baﬁasa Endonezya
*275 milyon Niifus  *Yonetim Bigimi: Cumhuriyet *Turk Nufus: Yaklasik 450

* Miisliman %86,1, Protestan %5,7, Katolik %3, Hindu %1,8, diger %3,4



Endonezya Ekonomik Gostergeler

Genel Ekonomi:

*M *Enflasyon DATA INFLASI =y
2020: 1.059 milyar Dolar 5020: %2 f:""'”‘f.l »
2021:1.120 milyar Dolar 2021: %1,8 £ R s
2022: 1.380 milyar Dolar 2022: %5,5

*GSYIH Bilyiime .

2020: - %2 “ls giici

2021: % 3.6 135 milyon

2022: % 5,3 *igsizlik

*Kisi Basina Diisen GSYiH 2020: %7,1 Rnemployment

2020: 3912 Dolar 2021: %6,2 O\
2021: 4349 Dolar 2022: %5,8 %ﬁ'#:gg

2022: 4783 Dolar



Dogal Kaynaklar:
*Petrol

*Dogalgaz (14. buyik kaynak)

*Komur (5. buyik tretici)

*Kalay (2. biyiik Gretici)

Tarim:

*Pahn\%éliff

*Kahve
*Kakao

*Kokonat



Endonezya Ekonomik Gostergeler

Endonezya Dis Ticaret Verileri (Milyar Dolar)

400
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200 M ithalat
W ihracat
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2019 2020 2021 2022  2023/3
Ihracat ithalat
2019:167,6 2019:171,2
2020:163,3 2020:141,5 o
2021:231,5 2021:196,1 o
IMPOR =~ =~
2022: 291,9 2022:237,4 =

2023/3: 67 2023/3: 54,9



Endonezya Ekonomik Gostergeler

Endonezya Dis Ticaretinde Onemli Uriinler
2022 ihracat ilk 10 Uriin

1 | 2701.19 Komiir (Antrasit ve Bitimli Harig) 35.074.403.751 |305.760.201.716
2 | 1511.90 |Palm yagi ve fraksiyonlari (Ham Yag harig) 24.355.703.159 | 21.546.107.969
3 | 7202.60 |Ferro alasimlar; Ferro-nikel 13.621.270.768 | 5.779.785.224
4 | 2701.12 |[K6mr; Bitimlu, Tozlanmis Olsun veya Olmasin 11.250.640.330 | 52.989.704.692
5 | 2603.00 Bakir Cevherleri ve Konsantreleri 9.243.990.507 | 3.133.925.705
6 | 2702.10 |Linyit (aglomere edilmemis) 7.835.790.647 |106.148.618.939
2 1971111 Petrol Gazlari veUDlger Gaz Hidrokarbonlar; 6.665.740.283 | 10.874.858.757
Sivilastirilmis dogal gaz
Endiistriyel Monokarboksilik Yag Asitleri; Rafine
8 | 3823.19 |[Edilen Asit Yaglari; (Stearik Asit, Oleik Asit veya Uzun | 3.845.806.630 | 3.352.949.548
Yagh Yag Asitleri disinda)
9 | 7501.10 |Nikel 3.820.567.134 257.553.267
10 | 7113.19 |Miicevher; Kiymetli Metallerden (Glimis Haric) 3.699.061.307 80.311
ilk 10 Uriin Toplami 119.412.974.516| 509.843.786.129
2022 Toplam ihracat 291.978.956.991| 647.327.435.371

*Kaynak: Endonezya Ticaret Bakanlig



Endonezya Ekonomik Gostergeler

Endonezya Dis Ticaretinde Onemli Uriinler
2022 ithalat ilk 10 Uriin

1 | 271012 [etrolvebitimenliyaglardan elde edilen hafif 17.050.775.286 | 17.905.550.745
yaglar ve mustahzarlari
2 | 2709.00 |Ham petrol 11.455.427.096 | 15.263.382.542
2710.19 Bitimlu Minerallerden Elde Edilen Petrol ve Yaglari;| 6.347.809.100 | 6.698.459.197
4 1001.99 [Bugday (makarnahk durum bugdayi harig) 3.810.393.482 | 9.459.250.333
5 7108.12 Metaller; Altin, Parasal Olmayan, Islenmemis (ancak 3.517.376.255 61.760
Toz olmayan)
6 8517.70 [Telefon Setleri ve Diger Cihazlar; Parcalar 3.486.020.215 30.916.078
7 2304.00 |Kiispe ve Diger Kati Kalintilar; Soya Yagindan 3.193.789.081 | 5.605.127.163
8 1701.14 |Kati Haldeki Kamis Seker 2.825.118.465 | 5.713.993.524
9 9701.12 Kémdr; Bitimli, Toz hallne' getlrll'm|§ olsun veya 5 776.944.217 | 8.290.843.627
olmasin, ama aglomere edilmemis
10 | 3104.20 (Kil‘;':;f'er' Mineral veya Kimyasal; Potasik, Potasyum) ) ;35 39 551 | 3.216.391.355
ilk 10 Uriin Toplami 56.901.492.748 72.183.976.324
2022 Toplam ithalat 237.447.055.486| 183.235.496.433

*Kaynak: Endonezya Ticaret Bakanhgi



Endonezya Ekonomik Gostergeler

Endonezya’nin ithalat Partnerleri

v Cin Endonezya’nin_lhracat Partnerleri
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Turkiye-Endonezya Dis Ticaret

Tlrkiye — Endonezya Dis Ticaret Hacmi

Deger ($) 2019 2020 2021 2022 2023/3

ihracat 289.372.281 | 213.798.794 | 313.035.092 | 515.183.469 205.938.258

ithalat 1.352.296.393 | 1.184.812.629 | 1.847.385.774 | 2.069.416.317 | 406.084.883

Hacim 1.641.668.674 | 1.398.611.423 | 2.160.420.866 | 2.584.599.786 | 612.023.141
3000

2000
1000

o ihracat
H ithalat




Turkiye-Endonezya Dis Ticaret

Tiirkiye’nin Endonezya’dan ithalati
(2022 Yilinda ilk 10 Uriin

1 1511.90 |Palm yagi ve fraksiyonlari (Ham Yag haric) 512.812.043 458.890.314
Paslanmaz gelik; Yassi haddelenmis, Genislik 600 mm veya Daha Fazla,

2 7219.13 |Sicak Haddelenmis, Rulo Halinde, Kalinligi 3 mm veya Daha Fazla, 151.966.082 58.832.042
Ancak 4,75 mm'den Az

3 5504.10 |Suni devamsiz lifler (Viskoz ipeginden olanlar) 143.017.124 71.641.548

4 4001.22 ([Tabii kauguk (Teknik yonden belirlenmis) 131.964.269 76.512.380
Kaplamasiz Kagit ve Karton; Baski, Yazi veya Grafik, Agirlikca %10 Veya

5 4802.55 |Daha Az Mekanik veya Kimyasal-mekanik islenmis Elyaf, Agirhig 92.795.580 117.570.192
40g/m2 ila 150g/m2, Rulolar halinde
Kagit hamuru; igne yaprakli Olmayan Agactan Kimyasal Odun Hamuru,

6 4703.29 |Soda Veya Silfat (Cozliinen Siniflar Harig), Yari Agartiimis veya 66.158.003 109.807.309
Agartiimis

7 2814.10 |Amonyak; Susuz 58.732.415 67.867.920
Demir veya Alasimsiz Celik; Demir veya Alasimsiz Celikten Yari Mamul

8 7219.12 |Uriinler; Agirlikca %0,25'ten Az Karbon iceren, Dikdértgen (Kareden 56.620.673 21.377.130
Baska) Kesit

9 7218.91 [Paslanmaz gelik; Dikdértgensel (Kare Harig) Kesitli Yari Mamul Uriinler 50.301.877 20.328.300
Demir Veya Alasimsiz Celik; Rulo halinde, Kalipsiz, Kabartmali, Yassi

10 7208.38 |haddelenmis, Genisligi 600mm Veya Daha Fazla, Sicak Haddelenmis, 39.632.693 61.481.068
Kalinligl 3mm Veya Daha Fazla Ama 4,75mm'den Kigik

Toplam 10 Uriin 1.304.000.759 1.064.308.203
Toplam 12 Ay 2.069.416.317 1.520.900.032

*Kaynak: Endonezya Ticaret Bakanhgi




Turkiye-Endonezya Dis Ticaret

Tiirkiye’nin Endonezya’ya ihracati
2022 ilk 10 Uriin

1 9709.00 ngr:?r; Petrol Yaglari ve Bitimli Minerallerden Elde Edilen Yaglar, 62.389.800 87,349 553
) 8710.00 Tanklar ve Diger Zirhli Savas Araglari; Motorlu, Silahli Olup Olmadigi 41.709.783 475.403
ve Bu Araclarin Parcalari
3 9301.90 Askerl.SllahIar; Tabancalar, Tabancalar ve 9307 Pozisyonunda Yer 25 219.477 25 381 626
Alan Silahlar harig
4 2840.19 |Boratlar; Susuz disodyum tetraborat (rafine boraks) 24.253.429 35.959.150
5 2836.20 |Karbonatlar; Sodyum Hidrojen Karbonat (sodyum Bikarbonat) 18.129.709 47.503.685
6 2401.10 [Tiitdn; Kismen veya Tamamen Kaynaklanmis veya Soyulmus 17.964.994 2.821.368
7 8421.31 |Makine; icten Yanmali Motorlar icin Emme Hava Filtreleri 13.126.760 2.510.482
8 2601.11 |Demir Cevherleri ve Konsantreleri; aglomere olmayan 12.218.124 114.233.988
9 2401.20 [Titdn; Kismen veya Tamamen Kaynaklanmis veya Soyulmus 11.608.330 2.311.300
10 2836.30 |Karbonatlar; Sodyum Hidrojen Karbonat (sodyum Bikarbonat) 9.790.429 25.381.626
Toplam 10 Uriin 236.410.835 343.928.181
Toplam 12 Ay 515.183.469 491.542.288

*Kaynak: Endonezya Ticaret Bakanhgi




Faydali Olabilecek Ticari Bilgiler

Endonezya’da Ticari Faaliyet ve Yabanci Yatirim

v" Sirket Kurulumu (PT, CV, PT Tbk)
PT PMA — 10 Milyar Rupiah (yaklasik 700 bin ABD Dolari)
%25 ‘nin yatirilmasi gereklidir.

v" Temsilcilik Agilmasi el
(Genel Ticaret, Dis Ticaret, Miteahhitlik, Dogal gaz, Elektrik) Gelir
getirici faaliyette bulunulamamaktadir.

BUJKA: Miteahhitlik ve Danismalik faaliyeti. Bayuk projelerde yerel
firmalarla is yapilarak is yapilabilmektedir.

v' 2020 yilinda yatirim alani genisletilmistir. «Negatif listenden «Pozitif
Liste»ye gecis olmustur. 245 is alaninda yabancilar icin yatirrm ve
sirket kurulumu hakki taninmistir. Telekominikasyon, ulasim, eneriji, KEMENTERIAN INVESTAS!/
dagitim ve insaat hizmetleri sektorlerindeki yabanci yatirimlara BKPM

uygulanan ciddi yasak ve engellemeler yeni dizenlemeler ile
gevsetilmistir.



Faydali Olabilecek Ticari Bilgiler

Hali Hazirda Karsilasilan Teknik Engeller

v Tarnm Uriinleri: Kontrole tabi iriinler listesi mevcut olup (100 {iriin)
20 adet Urin icin Endonezya Tarim Bakanhgindan uygunluk alinmistir.
Anilan Bakanliktan onayli laboratuvarlarimizdan analiz ile ihracat
mumkanddar.

v'Hayvansal Uriinler ve Tiirevleri: séz konusu Grlnler igin Endonezya
Tarim Bakanligindan Ulke ve firma bazinda onay alinmasi =
gerekmektedir (Et ve et liriinleri, siit ve siit drtinleri, yumurta, bal,
petfood).

Basvuru- On inceleme- Yerinde inceleme- Karar

SNI sertifikasi talep edilmesi.

Turkiye’den ylikleme yapilmadan denetim firmasi tarafindan kontrol
edilmesinin talep edilmesi.

v"Helal Sertifikasi: Helal oldugu belirtilen Grunler icin zorunludur. Bir
planlanma cergevesinde tim urlnler icin zorunlu hale getirilmesi
planlanmaktadir.

v' BPOM: Gida, ilac ve kozmetik uriinleri Endonezya Gida ve ilac
Kontrol Ajansi (BPOM) tarafindan analizleri yapilmakta ve uygunlugu
belgelendirilmektedir.

ALUR SERTIFIKASI : E E
PROSES SERTIFIKASI |
SNI PRODUK* PENERBITAN

NE
anean SPPT SNI

< S

HALAL

INDONESIA



Faydali Olabilecek Ticari Bilgiler

Helal Sertifikasi

v’ Cesitli Grunlerde 2024-2029-2034 yillarina kadar kademeli
olarak gecis dngorulmustur.

vllag, biyolojik trunler (asi dahil), medikal cihazlar, elektrikli
ev esyalari ile diger ilgili Urinlerde de 2026, 2029 ve 2034
villarina kadar kademeli gecisler ngortlmastir

v'BPJPH ile Helal Akreditasyon Kurumu (HAK) arasinda
mutabakat zapti imzalanmis olup, henliz akredite kurum
bulunmamaktadir.



Faydali Olabilecek Ticari Bilgiler

Phase of Halal Certification

FOOD AND Started Oct 17,2019
BEVERAGE

until Oct 17, 2024

until Oct 17, 2026
TRADITIONAL MEDICINE until Oct 17, 2026

® :
. ' 02
P tl/,

HEALTH SUPPLEMENT o
_. )

NON PRESCRIPTION DRUG & until Oct 17, 2029

LIMITED NON PRESCRIPTION DRUG

121

N PRESCIPTION DRUG (EXCEPT .

NON & PSYCHOTROPIC DRUG)
FOOD AND B¢ BIOLOGY PRODUCT REGULATED IN
HAVEINGS ¥ °  (INCLUDING VACCINE) ® PRESIDENTIAL DECREE

& RISK CLASS A

—® f
RISKCLASSB e
RISKCLASSC  —e
REGULATED IN
RISKCLASS D Tl PRESIDENTIAL DECREE

'Y untilOct 17, 2026

Ll i




Faydali Olabilecek Ticari Bilgiler

BPOM Kaydi
v'BPOM kaydi Endonezyali ithalatci tarafindan yapilmaktadir.

v’ Kayit slirecinde gerekli evraklar: distribttoérlik onay dokumani, gerekli
analiz sertifikalari, fatura, vergi disi gelirin 6deme kaniti (PNPB), ihracatgi
dretici firmadan farkli ise mense Uulkedeki Ureticiden alinacak onay
yazisi/mektubu ile asi ve serum Urinleri icin 6zel olarak mense Ulkedeki
yetkili kurumdan alinan izin yazisi, Gretici fabrika tarafindan yayinlanan urin
protokoliiniin 6zeti ve aktif maddenin kaynagini iceren analiz sertifikasi vb.
ek dokumanlar talep edilmektedir.

v'BPOM kaydi 3-6 ay surebilmektedir.

v Etikette yerel dil zorunlulugu
bulunmaktadir




Faydali Olabilecek Ticari Bilgiler

2022 yili 30 ve 90 nolu Fasillar altindaki Dis Ticaret Verileri

Sira a'lii GTP Endonezya 2022 ith | Tiirkiye2022 ihracat Viizde
($) ($)
1 3001 4.158.843 0 0,0%
2 3002 736.051.899 66.999 0,0%
3 3003 39.887.526 0 0,0%
4 3004 705.139.716 623.832 0,1%
5 3005 42.725.357 141.712 0,3%
6 3006 37.327.043 736.333 2,0%
7 9001 107.308.757 0 0,0%
8 9002 42.310.566 795 0,0%
9 9003 40.189.687 0 0,0%
10 9004 46.539.818 1.338 0,0%
11 9005 68.647.685 0 0,0%
12 9006 54.592.906 1.126 0,0%
13 9007 6.426.197 657 0,0%
14 9008 318.712 0 0,0%
15 9010 3.246.589 669 0,0%
16 9011 27.267.681 0 0,0%
17 9012 21.541.568 0 0,0%
18 9013 99.765.034 0 0,0%




Faydali Olabilecek Ticari Bilgiler

2022 vili 30 ve 90 nolu Fasillar altindaki Dis Ticaret Verileri

Sira 4'lii GTP | Endonezya 2022 ith ($) | Tiirkiye2022 ihracat ($) Yiizde
19 9014 20.064.961 2.110 0,0%
20 9015 87.891.448 6.788 0,0%
21 9016 3.490.184 0 0,0%
22 9017 29.351.903 20.504 0,1%
23 9018 719.506.493 3.023.366 0,4%
24 9019 124.456.509 1.613.168 1,3%
25 9020 25.160.147 20.238 0,1%
26 9021 42.686.664 464.348 1,1%
27 9022 249.568.731 281.820 0,1%
28 9023 54.908.646 15.550 0,0%
29 9024 29.889.527 393.216 1,3%
30 9025 60.612.522 10.442 0,0%
31 9026 220.593.761 86.543 0,0%
32 9027 248.501.914 465.135 0,2%
33 9028 92.299.499 2.522 0,0%
34 9029 147.630.745 1.442 0,0%
35 9030 147.968.595 125.337 0,1%
36 9031 328.561.215 327.121 0,1%
37 9032 378.534.038 218.507 0,1%
38 9033 45.567.204 69.006 0,2%




Faydali Olabilecek Ticari Bilgiler

v'2022 yiliilag ithalati yaklasik 1,5 milyar Dolar

v'Medikal cihaz ithalati kapsaminda 2019 yilinda 1,5 milyar
Dolar, 2020 yilinda 2,5 milyar Dolar ve 2021 yilinda 2,6 milyar
Dolarlik ithalat yapilmistir. 90. fasil altinda 2022 vyilinda
toplam ithalat 3,5 milyar Dolardir.

v'Endonezya’da yaklasik 3.000 adet hastane bulunmaktadir.
(%60 6zel-%40 devlet)

v'Devlet alimlarinda/ihalelerinde medikal cihazlar icin yerel
katki genel olarak beklenmektedir (yaklasik %40).



Pazara Giris

v Hedef Bolge: Java, Cakarta giris noktasi
v’ Dagitim Kanallari: Yerel isbirligi "oy
v’ Fuarlara Katiim ve Tanitim < ng;Ré“NG’
v Uzun Gorismeler, Endonezya’ya ziyaretler Wi
v' Rakip Ulkeler: Asya-Pasifik

v’ Vergiler: Gimruk vergisi (ortalama) 31 ve 90 Nolu fasillar icin
%5-%11 / KDV %11 / Gelir vergisi %7,5-10




Endonezya Pazarinda Dikkat Edilecek Hususlar

v'Gorusulen Firma gercek mi ? Kayith mi? Lisanslari mevcut mu?
»Firmalar PT (Limited) veya CV (Adi) olarak ikiye ayrilmaktadir.

»Endonezya’da kurulan firmalar (2019 yilindan sonra) Hukuk ve insan
Haklari Bakanligina tescil ettiriimek durumundadirlar.

>ithalat-ihracat islemi yapabilmek icin de Ticaret Bakanhgindan lisans
almalari gerekmektedir.

>NIB (isletme Kimlik Numarasi): Endonezya’da sirketlere lisans verme ve
yasal olarak ticari faaliyetler ylritme amaciyla verilen bir sertifika

numarasidir.

»Vergi numarasi zorunlulugu



Endonezya Pazarinda Dikkat Edilecek Hususlar

v'Gériisiilen firma temsilcisi gercek mi ? iletisim kanali giivenli
mi?

» Kontak kisinin o firmada ¢alisip ¢alismadigi hususunda dikkatli olunmalidir.
» E-posta iletisimde dikkatli olunmalidir. Yaniltici e-posta adreslerine dikkat!

>is baglantilarinda kisisel iliskiler dnemlidir, Tirkiye-Endonezya ziyaretleri
onemli rol oynamaktadir.

> Fuar katilimlari

> iletisimde kullanilan ifadeler “Yes !”



Endonezya Pazarinda Dikkat Edilecek Hususlar

v'Dost Ulke — Turkiye imaji olumlu

v’ Serbest Ticaret Anlasmasi Mizakereleri (4 Tur Tamamlandi)
v Cifte Vergilendirmeyi Onleme Anlasmasi

v’ Ticari uyusmazliklar kapsaminda taraflar arasinda vyapilan

MoU/Partnership/lyi Niyet vb. sozlesmeler onem arz
etmektedir. Endonezya’da hukuki belge statisitindedir.




OZETLE ENDONEZYA

GUCLU YONLER U ZAYIF YONLER
* Dinamik Nufus _ » Agir Blurokrasi
» Siyasi ve Ekonomik Istikrar
* E-Ticaret Kullanimi

« G-20 Uyesi
Zengin Dogal Kaynaklar

« s Yapma Kultirtinin Pratik
Olmamasi

 Hukumetin Korumaci

Ekonomi Politikasi

Mevzuatlar

FIRSATLAR TEHDITLER

Dunyanin En Buyuk
Musliman Ulkesi

« Tuketim Toplumu

« Bankacilik Islemlerinde
Kolaylik

Cografi Konum

 Asya-Pasifik Ulkelerinin
Pazarda Hakimiyeti

« Tarife Dis1 Engeller — Korumaci

Politikalar

Kuresel Salgin Riski



Yararli Adresler

Yurt Disi Teskilant (https://ticaret.gov.tr/yurtdisi-teskilati)
(https://ticaret.qov.tr/data/6412c89b13b87628d4049302/Ticaret Musavirliklerimiz ve Ataseliklerimiz.pdf)

Miisavire Damisin (https://musaviredanisin.ticaret.gov.tr/)

Dus Talepler Biilteni (https://distalep.ticaret.gov.tr)

Kolay Destek — Ihracat Destekleri (https://kolaydestek.gov.tr/)

Kolay Ihracat Platformu (https://www.kolayihracat.gov.tr/)

Endonezya Giimriik \ergileri (https://www.insw.go.id/intr)

SNI zorunlu diriinler listesi https://bsn.go.id/uploads/download/7._sni_wajib(share)_juli_2022_merged.pdf
Endonezya Yatirum Rehberi https://www.bkpm.go.id/storage/file/pdf/1680508721.pdf
Endonezya Tesvikler https://regionalinvestment.bkpm.go.id/pir/insentif/

Cifte Vergilendirmenin Onlenmesi (https://www.gib.gov.tr/cifte-vergilendirmeyi-onleme-anlasmalari)
Bakanlar ve Bakanliklar https://setkab.go.id/en/cabinet-profile/

Ulusal Standardizasyon 4janst https://www.bsn.go.id/

Ulusal Kamu Alimlar: Ajanst (LKPP) http://www.lkpp.go.id/

Altyapt Yatirimlar: Projeleri https://kppip.go.id/

Endonezya Yatirum Koordinasyon Kurulu— BKPM, Firma Kurulum/Lisans https://0ss.go.id/
Endonezya E-Vize Basvurusu: https://molina.imigrasi.go.id



https://ticaret.gov.tr/yurtdisi-teskilati
https://ticaret.gov.tr/data/6412c89b13b87628d4049302/Ticaret_Musavirliklerimiz_ve_Ataseliklerimiz.pdf
https://musaviredanisin.ticaret.gov.tr/
https://distalep.ticaret.gov.tr) 
https://kolaydestek.gov.tr/
https://www.kolayihracat.gov.tr/
https://www.insw.go.id/intr
https://bsn.go.id/uploads/download/7._sni_wajib(share)_juli_2022_merged.pdf
https://www.bkpm.go.id/storage/file/pdf/1680508721.pdf
https://regionalinvestment.bkpm.go.id/pir/insentif/
https://www.gib.gov.tr/cifte-vergilendirmeyi-onleme-anlasmalari
https://setkab.go.id/en/cabinet-profile/
https://www.bsn.go.id/
http://www.lkpp.go.id/
https://kppip.go.id/
https://oss.go.id/

" TURKIYE CUMHURIYETI
TiICARET BAKANLIGI

TESEKKURLER

Tletisim :

T.C. Cakarta Biyiikelciligi, Ticaret Misavirligi

* Adress: JI.H.R. Said Kav. 1, Kuningan, Jakarta 12950, INDONESIA
 Tel :+6221522 9515 IP Telefon hatti: 0 312 204 80 24 / 82 22

« Faks: +62 21 522 9513

« E-posta: cakarta@ticaret.gov.tr




MEDICAL DEVICE REGISTRATION
IN INDONESIA

Directorate of Medical Device Production and Distribution,
Directorate General of Pharmaceuticals and Medical Devices,
Ministry of Health

2023

(&



Regulation on Medical Device Sector
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Regulation on Medical Device Sector

* Indonesia Medical Device Regulation Based on Regional and

Global Practices

Clinical
Performance
&

AMDD Safety

Ruality
GHWP ‘ : | Management
System

__ WHO, APEC, IMDRF

Bilateral

Standards

Regional and multilateral cooperation

- h Indonesia has e
T . ratified &)
| !

ASEAN

" MEDICAL .
‘ g\ DEVICE Asia-Pacific
/—\ (AMDD). Priotity Working Area:
BEEE e Medical Devices : Pre-
Market, Post-Market and
[z} QMS
f_‘\
— £ 2ITN
k ;.._ {%’ ! XN
o R
e/ p i SEARN
World Health SOUTH-EAST ASIA

Collaboration with
Asia, Middle East Collaboration with South East Asia countries for

and Africa through medical products with one of Working Group is Medical
GHWP. .
Device and IVD.

Organization REGULATORY NETWORK



Regulation on Medical Device Sector
* MD Classification

HIGH RISK

MODERATE HIGH
RISK

T g
LOW MODERATE i g
RISK -,
A
‘fl

LOW RISK

P A
ﬁ bg Low risk
M‘f:_ % :.--..--..--..--..--..--E LOW_MOderateriSk
E Risk Clasg(',ﬁ::g;' c.; ?izf(ed on the E Moderate-High risk
:ll..IIIIIIIIIIIIIIIIIIIE HighriSk



Medical Device online system: https://regalkes.kemkes.go.id/

Registrasi Alat Kesehatan & PKRT Online

' DIREKTORAT PRODUKSI DAN DISTRIBUSI ALAT KESEHATAN
‘ Direktorat Jenderal Kefarmasian dan Alat Kesehatan

—v e 7
"&" Registrasi Alat Kesehatan

Aplikasi Registrasi Alat Kesehatan dan PKRT Oniine ini dibangun untuk memfasilitasi layanan publik dalam proses perizinan yang menerbitkan |zin Edar Produk Alat K dan PKRT (P Kesehatan Rumah Tangga). Silahkan login dengan memasukkan User |D dan Password yang Anda miliki untuk dapat mengakses fasilitas
iersebut.
— ~ - RN e
& Login
KEMENTERIAN ®
KESEHATAN
Wi maklumat Pel <
aklumat Pelayanan s
. -
Dengan ini kami menyatakan sanggup menyelenggarakan Password
pelayanan sesuai dengan standar yang telah ditetapkan, 5

secara profesional, transparan, dan akuntabel.

| 2 7 Lupa Password

Direktorat Penilaian Alat Kesehatan dan Perbekalan k

Direktorat Jenderal
Kementerian
T Berita & Pengumuman Q [ull Statistik Akses Aplikasi Bulan Juni % Link Terkait
« PENGUMUMAN KONSULTASI PENGISIAN KFA + 0Tamu
+ DAFTAR PERUSAHAAN DAN JUMLAH PRODUK BELUM DIKONFIGURASI ¢ Banggoiayean Dnlkes sadth
+ Pengunijung hari ini

» Pengumuman Pemberitahuan Nomenklatur Direktorat . Pengunjung bulan ini
« Permohonan Data Update Rutin Stok Alat Kesehatan
= Surat Edaran Ketentuan dan Tata Cara Pembayaran dan Upload Bukti Bayar

FNBP : - ;

& NIE / SK Yang Sudah Bisa Diambil Q

Crirat CAaran Tantans Mvusan CulindariTahans Nkeinan Kasana




Overview of Medical Device Registration

A

6 New Application

Applicant

= Determine risk class of MD

= Submit medical device registration
application and upload the requirements

= PNBP (fee) payment

A

&
Applicant -

P :
1 REGALKES :
N :

KEMENTERIAN INVESTASI/BKPM

= Login with OSS-
RBA username and

ey Medlical device

password — -
= Submit PB UMKU r——> reglstgred
application Yes | (product license)
r -
! :
!
L L8 B B | E
No > Rejection letter :

Product License Registration +  Login by Regalkes username and password

v Renewal .' . Submit application renewal, variation, renewal with variation

v Variation REGALKES *© PNBP (fee) payment '

v' Renewal with variation ‘ . Evaluation .~ REGALKES

*  Issued product license




Medical Device License Process

Medical devices registration can be applied by the legal Indonesian company namely Licensed Distributor and/or Licensed
Manufacturer. The company address must be in Indonesia.

Foreign
Manufacturer
— MoH
Authorizel g MD registration (o Product License
submission . Approval, or
Registration . * MD review
Local ey | ® (Good Submission process e Refusal of
Distributor Practice) e (Good Review registration*
Practice)
Authorize Local \_ ) \ MoH
Distr/Mfg
Local
Manufacturer

*Refusal of registration can be caused because the product after evaluation does not meet the requirements for safety, quality and benefits.
Or rejection by the system for crossing the timeline.



MEDICAL DEVICE REGISTRATION

Medical devices risk classification determines the registration requirements
that has to be submitted to ensures the safety, quality and

efficacy/performance of medical devices

Lower class >> less requirements
Higher class >> more requirements

Service Level Agreement (SLA) of MEDICAL DEVICES

[

New Registration ]

Medical
Device
Class
A
B
C

D

*1USD = =% IDR 14300

Evaluation timeline

(maximum of working days) Registration

Local Imported Fee
Product Product
0 o oo
0w R
R
w | "R

Registration for renewal , variation,
or renewal with variation

Evaluation timeline

Medical (maximum of working days)
Device Variation or
Class Renewal renewal w/

variation
A 7 10
B 7 10
(o 7 10
D 7 10

All evaluation process, will have 1x additional chance to fulfils any lack of document/data, according to remarks from reviewer.
Evaluation of additional data /information maximum 10 working days except 7 working days for renewal application

Registration Fee

Renewal/
Variation

IDR 500.000
(£ USD 35)
IDR 1.000.000
(£USD 70)
IDR 1.000.000
(+USD 70)
IDR 1.000.000
(xUSD 70)

Renewal w/
variation

IDR 1.000.000
(xUSD 70)
IDR 1.500.000
(xUSD 105)
IDR 1.500.000
(xUSD 105)
IDR 1.500.000
(+USD 105)




REQUIREMENTS OF MEDICAL DEVICE REGISTRATION

P gE g

No

O!

FORM A
Administration

Production license/Standard
Certificate

Distribution license

Letter of authorization
Certificate of free sale
Quality management system
certificate and certificate of
conformity (ISO 13485, CE)
Executive summary
Declaration of conformity
Trademark patent statement
/ releasing agency
Statement of data
authenticity

10. Statement of integrity

FORM B
Product
Information

Product Description
Description and Features of
Medical Devices

Intended purpose
Indications

Instructions for use
Contraindications
Warnings

Precautions

Potential adverse effects

. Alternative therapy
. Material
. Information about

manufacturer

. Manufacturing and QC

Process

FORM C
Specification and
Quality Assurance

1. Product specifications

2. Additional information on
product characteristics

3. Sterile process validation

4. Pre-clinical studies

5. Software validation

6. Biological material
information

7. Clinical evidence

8. Risk analysis and result

9. Raw material specification
and requirement

10. Packaging specifications

11. Stability

12. Testing (IEC), specification,
CoA products, and QC
documents

Form D
Labelling

Medical device labelling
(ex. artwork design,
label, packaging, marking
plate)

Explanation packaging
design and symbol
Instruction of use -
Indonesian and English
version

Lot numbering System
Accessories

FormE
Post Market
Evaluation

Complaint and recall handling
system and procedures

Additional test by accredited

laboratories in Indonesia for

following product:

1. Condom

2. Sterile gauze

3. Sterile Syringe

4. Radiology products (which
contain/emit ionizing
radiation)



Indonesia CSDT Format

ASEAN CSDT FORMAT
(from AMDD)

®* Executive summary

* Essential Principles & Evidence of
Conformity

* Device Description

* Design Verification & Validation

* Clinical Evidence

* Device Labelling

* Risk Analysis

* Manufacturer Information

INDONESIA CSDT FORMAT

Form A: Administration data
Form B: Product information
Form C: Specification and Quality
Assurance

Form D: Labelling

Form E: Post Market Evaluation

“The adoption of the ASEAN CSDT in Indonesia
arranged in different formats but with essentially the
same contents”

¥

Ilndonesia Registration Formsl

- Requirements for product license



Guidance On Medical Device Registration

e ek Risko At Kesehetan

Tentang SIKLARA

SIVLARA meupatan it KasfhsiRsho At
et ang bt enuruk el e

rso it hesehtan et dengan s kot

hesettan g it Gl ASEAN e Device
Dl [AUDD)

Copright 21, Dkt Pl At esehetandan PR - Kementeran fsehitan

Risk Classification Tool —
SIKLARA

SALINAN
jaih kemkes. go.id

MENTERI KESEHATAN
REPUBLIK INDONESIA

KEPUTUSAN MENTERI KESEHATAN REPUBLIK INDONESIA
NOMOR HK.01.07/MENKES/4745/2021
TENTANG
JENIS DAN PENAMAAN ALAT KESEHATAN

DENGAN RAHMAT TUHAN YANG MAHA ESA

MENTERI KESEHATAN REPUBLIK INDONESIA,

Menimbang : a. bahwa berdasarkan Peraturan Menteri Kesehatan Nomor
62 Tahun 2017 tentang Izin Edar Alat Kesehatan, Alat
Kesehatan Diagnostik In  Vitro, dan Perbekalan
Kesehatan Rumah Tangga, telah disusun kategori dan
sub kategori alat kesehatan;

b. bahwa wuntuk memudahkan masyarakat dalam
pengpunaan alat keschatan yang diedarkan, periu
dilakukan pembakuan jenis dan penamaan alat
kesehatan sesuai kategori dan sub kategori;

c. bahwa berdasarkan  pertimbangan sebagaimana
dimaksud dalam huruf a dan huruf b, periu menetapkan
Keputusan Menteri Kesehatan tentang Jenis dan

KMK 4475/2021 - related risk class and

type of medical device

Please check: regalkes.kemkes.go.id >> information

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

P

Medical Device Product
Registration Guidelines



Local production of fop 10 medical devices by volume and

by value*
16 out of 19 top value medical devices can be produced locally, while 3 are still dependent on import
No By Volume By Value
1 |Piston syringe Continuous ventilator (non invasive & invasive/ICU)
2 |Intfravascular administration set Cardiac monitor (including cardiotfachometer and rate alarm)
3 |Surgeon’s glove CT Scan / Computed tomography x-ray system
4 [Infravascular catheter Endoscope and accessories
5 |Gauze & wound dressing Mobile x-ray system
6 |Specimen transport and storage container AC & manual hospital bed
7 |Hypodermic single lumen needle MRI / Magnetic resonance diagnostic device
8 |Alcohol swab Piston syringe
9 |Blood specimen collection device Stationary x-ray system
10 Surgical mask, coverall, surgical gown, shoe cover, cap, USG / Ultrasonic pulsed doppler imaging system

medical goggles / Surgical apparel

Fully dependent on import

Source: LKPP e-Catalogue 2019-2020

*By volume: the most purchased product
*By value: the highest value that has been purchased (price multiplied by quantity)

Low production capacity



Policy to support domestic medical devices manufacturers

Local Content (TKDN): TKDN Preference for Government Procurement
(Presidential Regulation Number 12/2021)

e If there is a product with minimum 40% TKDN, that product should

become the first priority in Government related procurement Opportunities in:
o - Invest on MD
e With minimum 25% TKDN (and procurement of minimum 1 Bn IDR), e R
the product can receive preferential treatment IR AEaE

- Invest on Raw
material supplier in

Indonesia
TKDN calculation for Medical Devices (based on Ministry of e e e
Industry regulation 31/2022) concerning guideline for calculating local MD
the local content component for Medical Device and IVD Medical U e

Device:

Consist of 80% point from manufacture aspects and 20% for
development aspects

' KEMENTERIAN
. KESEHATAN
‘ REPUBLIK

INDONESIA



Development of domestic medical devices
Through joint ventures with the global medical device industry and in the process of technology transfer

1. Electromedic Medical Devices

GE Healthcare (USA)
with PT. PCI Elektronik

Mindray (RRT) wtih

PT. D&V International Mindray (RRT)

Internasional Makmur Gemilang with PT. Hospi
1 USG Niaga Utama
2. Patient monitor I Opergtmg Te?ble 1. USG
(dalam proses izin . 2. Infusion/Syringe
edar) Pump
2. IVD Medical Devices 3. Non-electromedic Medical Devices

Auto Disable Syringe

P LT

SD Biosensor Korea with

PT. SD Biosensor Indonesia
Star Syringe Ltd, Inggris

1. Covid-19 Ag Nasal with PT Oneject Indonesia

2. Dengue NS1 Ag Test

3. Blood Glucose Test Strip ’
KEMENTERIAN

. KESEHATAN 14

REPUBLIK
‘ INDONESIA

FastClear @
Boergue st Ag

[ Wormraaiued
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