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Our company is a professional consulting firm focused on providing comprehensive 

product registration and regulatory compliance services in Indonesia.

We assist domestic and international businesses in securing the necessary licenses 

and approvals for a wide range of regulated products, including medical devices & 

IVD, cosmetics, processed food and beverages, food supplements, traditional 

medicine, household health products, halal certification, include import/export 

support.

About Us

Expert Regulatory Consultants

Specialized Licensing Knowledge

Process Optimization & Strategic Planning

Client-Centric Service Model



Our Services

• Medical Device Distribution License
• Good Distribution Practice Certificate
• Product License Holding
• Import License

IVD & Medical Device Registration

Cosmetic Product Registration

• Facility Building Inspection Visit
• Product Information Files (PIF)
• Product License Holding
• Import License

Health Supplement Registration

• Facility Compliance for Foreign Manufacturers
• Product License Holding
• Import License

Food & Beverages Registration

• Food Safety Management Certificate 
(SMKPO)

• Product License Holding
• Import License

Halal Certification

• Halal Certification for Goods & Services
• Halal License Holding
• Halal Supervisor
• BPJPH Accreditation Support

Distributor / Local Partner Selection

• B2B Partner Matching Service
• Engagement & Screening
• Meeting Arrangements
• Commercial Due Dilligence
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https://docs.google.com/document/d/1B6Qz3UIdZoNCur1MtF-lY-m2ugc9EnNbgJpZw28wGlQ/edit#heading=h.79uu9s4fizdg
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Statutory Framework & 
General Provisions
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• This ebook is governed by BPOM Regulations concerning the Criteria and Governance of Health Supplement 

Registration.

• Health Supplements are products intended to supplement nutritional needs, maintain, or improve health functions 

through vitamins, minerals, amino acids, or other non-plant materials.

• All supplements distributed in Indonesia must possess a valid Izin Edar (Distribution Permit) obtained via electronic 

registration.

• Every product must strictly meet standards for safety, benefit, and quality, as well as precise labeling requirements.

• Registration is restricted to licensed Pharmaceutical Industries, Traditional Medicine Industries, Food Industries, 

Importers, or qualified marketing bodies.

• A standard Izin Edar is valid for 5 years, provided the product remains compliant with current regulations.

Statutory Framework & General Provisions
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Quality Control & 
Stability Standards
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• All ingredients must meet the standards of the Indonesian Pharmacopoeia, Indonesian Herbal Pharmacopoeia, or 

other recognized international scientific references.

• Manufacturing facilities must hold valid certifications for Good Manufacturing Practices (CPOB), Traditional 

Medicine GMP (CPOTB), or Food Production GMP (CPPOB).

• Safety and benefits must be substantiated through empirical data, non-clinical trials, or clinical trials aligned with 

current technological progress.

• Stability Testing (Zone IVb): Products must undergo stability testing at 30 + 2oC and RH 75 + 5% to ensure quality 

throughout their shelf life.

• If a product is unstable at Zone IVb, the producer must provide a technical justification and conduct testing at 

appropriate temperature/humidity levels.

• Botanical active compounds must undergo qualitative and quantitative testing to ensure consistency in the finished 

product 

Quality Control & Stability Standards



20
26

Permitted Ingredients & 
Daily Potency Limits

03



09

Name Daily Limit Remarks

Vitamin A 5000 UI (1500 mcg) --

Beta Karoten 15 mg = 25.000 UI --

Vitamin B1 100 mg --

Vitamin B2 40 mg --

Asam Nikotinat 15 mg --

Nikotinamid 450 mg --

Asam Pantotenat 200 mg --

Vitamin B6 100 mg --

Vitamin B12 0,6 mg --
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Name Daily Limit Remarks

Biotin 0,9 mg

Asam Folat 0,9 mg

Vitamin D 1000 UI
In the form of vitamin D3 (cholecalciferol) May be combined with other ingredients without 
exceeding a dose of 800 IU/hair Doses of more than 800 IU to 1000 IU/day are only 
permitted in single form.
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Question Answer

What ingredients are not allowed to be used 
in cosmetic products?

Ingredients that are not allowed to be used in cosmetic products are: 
• Ingredients that do not comply with the limitations and requirements 

set forth in BPOM Regulation 
• Coloring Agents that are not listed in BPOM Regulation 
• Preservatives that are not listed in BPOM Regulation 
• Sunscreen Agents that are not listed in BPOM Regulation 
• Ingredients whose use in Cosmetics is prohibited in BPOM Regulation 
• Ingredients that are not proven to meet the safety, efficacy, and quality 

requirements for cosmetic products.

What is meant by a positive list ingredient?

Positive list ingredients are substances that are permitted to be used only if 
they are listed in BPOM Regulation concerning Technical Requirements for 
Cosmetic Ingredients, namely coloring agents, preservatives, and sunscreen 
agents. Ingredients other than those listed in these attachments may not be 
used as coloring agents, preservatives, or sunscreen agents

10



11

Question Answer

Is it permissible to use natural raw materials 
originating from Indonesia?

Yes, provided that the notification applicant must submit supporting data to 
the counter for further evaluation. The supporting data submitted consists 
of CoA, MSDS, and supporting data on the safety and efficacy of the natural 
raw material originating from Indonesia in cosmetic products.

Can natural ingredients be used as coloring 
agents, preservatives, or sunscreen agents 
(e.g., turmeric as a coloring agent, kencur as 
a sunscreen agent)? 

Based on BPOM Regulation, natural ingredients in Indonesia can be used as 
coloring agents, preservatives, or sunscreen agents for cosmetics 
manufactured in Indonesia, provided they are accompanied by empirical or 
scientific evidence. 

What paraben compounds are currently 
banned in Europe?

Isopropylparaben, isobutylparaben, phenylparaben, benzylparaben, and 
pentylparaben.
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Question Answer

What are the things that the 
notification applicant must consider in 
self-verification related to ingredient 
concentration?

• The concentration of each ingredient must not exceed the maximum 
concentration required in BPOM Regulation concerning Technical 
Requirements for Cosmetic Ingredients or other official references. 

• If the formula contains a raw material and/or its derivative that is included in 
BPOM Regulation concerning Technical Requirements for Cosmetic 
Ingredients, it must comply with the type of preparation, maximum 
concentration, and other requirements listed in the Regulation. 

• If the formula contains a coloring agent that is included in BPOM Regulation 
concerning Technical Requirements for Cosmetic Ingredients, the product's 
area of use group, as well as the maximum concentration and other 
requirements (if any), must be considered. 

• If the formula contains a preservative that is included in of BPOM Regulation 
concerning Technical Requirements for Cosmetic Ingredients, it must comply 
with the maximum concentration, limitations, and/or other requirements listed 
in the Regulation. 

• For ingredients that exceed the maximum concentration in other official 
references outside of BPOM Regulation concerning Technical Requirements 
for Cosmetic Ingredients, safety data for the ingredient at that concentration 
must be available
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Question Answer

How to register a cosmetic product 
containing nanomaterial raw material if the 
ingredient is not listed in BPOM Regulation 
concerning Technical Requirements for 
Cosmetic Ingredients?

Products containing nanomaterial ingredients not listed in concerning 
Technical Requirements for Cosmetic Ingredients can be submitted through 
the BPOM website. BPOM may conduct clarification. This clarification can 
also be done through a National Committee meeting with the Expert Team. 

The notification applicant needs to provide supporting data for the 
nanomaterial raw material. Ensure that the nanomaterial raw material in 
question complies with the Regulation's definition, i.e., a substance that is 
insoluble or biopersistent and intentionally manufactured with 1 (one) or 
more external dimensions, or internal structure, on a scale of 1 (one) to 100 
nm (one hundred nanometers), or on a scale of more than 100 nm (one 
hundred nanometers) but possessing characteristics significantly different 
from the initial substance.

What are the requirements for using the raw 
material Arbutin in cosmetic products?

If the cosmetic product contains ingredients in the form of alpha arbutin 
and/or beta arbutin, the Product Information Document must be 
accompanied by data in the form of hydroquinone content test results on 
the Cosmetic Certificate of Analysis and Cosmetic stability test. In addition, 
the Cosmetic Labeling must include storage conditions.
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Question Answer

Can imported cosmetics containing 
parabens banned in Europe not be notified 
in Indonesia?

Based on BPOM Regulation concerning Technical Requirements for 
Cosmetic Ingredients: 
• In the case of imported cosmetics containing Cosmetic Ingredients in the 

form of isopropylparaben, isobutylparaben, and/or benzylparaben, the 
following provisions must be met: 

• isopropylparaben, isobutylparaben, and/or benzylparaben are permitted 
as Cosmetic Ingredients in the country of origin; and 

• Do not contradict the requirements as listed in BPOM Regulation, in order 
to be notified in Indonesia.

What should be considered if a product 
contains the ingredient AHA?

Products containing AHA must include a sunburn warning: This product 
contains alpha hydroxy acid (AHA) which may increase your skin's sensitivity 
to the sun and particularly the possibility of sunburn. Use sunscreen, 
sun-protective clothing, and limit sun exposure during and for a week after 
using this product. 
• For products containing AHA>10%-20% total as acid, with a finished 

product pH ≥3.0, they should only be applied by a doctor. 
• For products containing AHA>20% total as acid, with a finished product 

pH ≥3.0 and a total concentration up to 30% as acid, they should only be 
applied by a dermatologist and venereologist.
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Question Answer

Why does cosmetic containing Pueraria 
mirifica root extract have specific 
requirements?

The ingredient Pueraria mirifica root extract has a phytoestrogen effect, so 
cosmetic products containing this ingredient must meet certain 
requirements. 

What are the requirements that cosmetics 
containing Pueraria mirifica root extract 
must meet?

The requirements that must be met are:  
• Dosage≤100mg/day  
• Particle size must not be less than 100nm. 
• The cosmetic must not claim to have estrogen effects or activity.

What products can the ingredient Pueraria 
mirifica root extract be used for?

This ingredient is typically used in feminine hygiene and breast cream 
preparations.
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Question Answer

What must be filled in the Notifkos template 
for the cosmetic formula?

The Cosmetic Formula includes:  
• Name and concentration of ingredients 
• Function of each Cosmetic Ingredient

What are the requirements for filling in the 
formula on the Notifkos template?

• Each ingredient must be written with the International Nomenclature 
Cosmetic Ingredients (INCI) name or another name in accordance with 
internationally accepted references. 

• Each coloring agent must be listed using the Color Index (CI) number, 
except for coloring agents that do not have a CI number. 

• Each ingredient must be listed with a quantitative concentration in 
percentage, totaling 100%. 

• The function of each cosmetic ingredient must be listed.

How to list the allergen components of 
perfume ingredients on the Notifkos 
template?

The fragrance allergen components of perfume ingredients can be listed on 
the Notifkos template and labeling. Example: citronellol, linalool, etc. 
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Question Answer

What should the notification applicant do if 
there is an error in filling out the ingredient 
formula during the cosmetic product 
registration?

• If the product template is still in draft form, the notification applicant can 
correct the formula or create a new product template. 

• If the product template has been submitted, the notification applicant 
must re-submit a new product notification according to the formula used. 

• It is recommended that the notification applicant recheck before 
submitting the notification template.
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Question Answer

Can the product name include ingredient 
name claims, such as "Papaya", "Aloe Vera", 
"Tea Tree", and others? 

The product name can include ingredient name claims, such as "Papaya," 
"Aloe Vera," and "Tea Tree," if supported by the presence of these 
ingredients in the notified formula. 

Can the product name include the claim 
"Organic"? 

The product can include the claim "organic" if the raw materials in the 
formula are organic ingredients proven by an Organic Certificate. The 
Organic Certificate should be kept with the Product Information Document.

Can natural raw materials originating from 
Indonesia be used as sunscreen agents?

It is possible, subject to the provision that the ingredient has scientific or 
empirical evidence and is listed in the Product Information Document. 

What are the fragrance concentration 
requirements for each fragrance preparation 
category?

For Fragrance Preparations, the fragrance concentration must comply with 
the concentrations listed in BPOM Regulation concerning Criteria and 
Procedures for Cosmetic Notification. Examples:
• Eau de toilette fragrance concentration 4-10%  
• Eau de parfum fragrance concentration 7-15%  
• Eau de Cologne fragrance concentration 2-5%  
• Perfume fragrance concentration 15-30%
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Question Answer

What ingredients can be added to the 
formula to maintain the stability of the 
product or other ingredients in the product?

• Ingredients with an antioxidant function can maintain the stability of 
preservatives. Example: magnesium nitrate and magnesium chloride to 
maintain the stability of the preservative mixture 
Methylchloroizothiazolinone and Methylizothiazolinone. 

• UV absorber ingredients can maintain the stability of fragrance 
ingredients by protecting the product from the effects of UV light. 
Example: Benzophenone, homosalate. 

• Ingredients with a buffering function can maintain the stability of the 
solution's pH medium (within a narrow range) despite the addition of 
acid/base, and also maintain the product's pH at the desired level. 
Example: aminopropanediol.

What is meant by MoS (Margin of Safety)?
MoS is one method for determining the safety of a cosmetic raw material. 
The result of the MoS calculation for the raw material can be one factor in 
the assessment or evaluation of the cosmetic product's safety.

How to obtain NOAEL data?
The NOAEL value data can be obtained or known from literature. NOAEL 
data can also be known through a sub-chronic toxicity study of a minimum 
of 28 days, performed on sensitive species and with the appropriate dose. 
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THANK YOU
www.PRODUCTREGISTRATIONINDONESIA.com

Phone: +6221 5086 5603 | Mobile: +62813 8543 0755
info@productregistrationindonesia.com

Head Office

Plaza 3 Pondok Indah Blok A no. 1
Jl. TB Simatupang, South Jakarta 12310

Jakarta, Indonesia

Sales & Marketing Office

Grand Slipi Tower 9 floor, Blok G
Jl. Letjen S. Parman No. 24, West Jakarta 11480

Jakarta, Indonesia

WeChat QR Code


