Medical Device Accelerated License for Production (Local Manufacturer) and Distribution
During Covid 19 outbreak.
The Indonesian Ministry of Health has expedited the application process for the licenses required
to produce domestically and distribute certain medical devices to deal with COVID-19. It has
accelerated certification services for production and distribution certificates, and is offering oneday service for Marketing Authorization (Izin Edar) too.
The medical devices prioritized by the MOH:

The MoH announced on April 17th that manufacturers or distributors that wish to produce or
distribute the above medical devices can obtain a production certificate or distribution certificate
(IPAK) within one to two days and also the MoH simplified the required documents and information
upon fulfilling:
1. Make sure the companies business identification (NIB) connected either OSS (Operation
Support System) and MoH portal.
2. Submitting the required administrative documents.
3. The license approval will be one or two days after government fees payment.
4. Production certificate or Distribution certificate will have 1 year validity and can be
extended afterward.
The MoH Relaxes Licensing Requirements to Obtain Marketing Authorization Using
Accelerated Scheme
Especially for local manufacturers that have already obtained a production certificate can obtain
the relevant Marketing Authorization in less than a week upon fulfilling the requirements as
stipulated in the MOH’s Technical Licensing Guidelines for Medical Devices and Household
Supplies. While the MOH has cut the timeline for obtaining Marketing Authorization, it has not
changed the required application documents, in order to ensure the quality of medical devices and
household supplies distributed in Indonesia. In total, manufacturers should be able to start
business operations in approximately one to two weeks.
To accelerate the issuance of production and distribution certificates the MOH is providing services
every day from 8 am to 4 pm, Monday to Friday, and from 8 am to noon on Saturdays and Sundays.
For the one-day service for Marketing Authorization, the MOH is providing services 24 hours a
day, seven days a week until June 30, 2020.
List of products that are expected to be produced in Indonesia:
1. Surgical Mask
2. Surgical Gloves
3. Coverall
4. Hand Sanitizer
5. Ventilator
6. Resuscitator
7. CPAP (Continous Positive Airway Perssure)
8. High Flow Nasal Cannula

Licensing Exemption for Importation and Distribution of Certain Medical Devices
Under new rules issued by the ministry of health No HK.01.07/MENKES/218/2020 dated March
30, the importation of certain medical devices no longer requires import license refers to certain of
HS code (Harmonization standard code) listed on the rules.
The importers will only be required to obtain a recommendation from the National Disaster
Management Agency (BNPB / Badan Nasional Penanggulangan Bencana) which they can apply
for through the Indonesia National Single Window online system (http://insw.go.id) . The list of HS
Codes for medical devices eligible for the licensing exemption is contained in MOH Decree No.
HK.01.07/MENKES/218/2020. These exemptions will apply until June 30, 2020.

Hs Code lists:

