
 
 

MEDICAL DEVICE DISTRIBUTION LICENSE REQUIREMENTS (AKL) 
Risk Class 1A 

Requirement  Description 
1 HS Code Product   

Form A (Administration Data) 
A.3 Copy of POA (Power of Attorney) / LOA (Letter of 

Authorization) as sole agent or sole distributor/ distributor 
who has authorization from principle/ manufacturer to 
register the medical device at Ministry of Health which 
legalized by KBRI ( ID embassy in country of principle/ 
manufacturer). POA needs to listed product codes. 

A LOA with a minimum validity of 2 
years and Apostille certification is 
required. The distribution license 
validity will align with the LOA duration, 
up to a maximum of 5 years. For OEM 
products, the maximum validity is 3 
years. 

A.4 Give the Certificate of Free Sale from authorized institutions  FSC/ Certificate of Exportation of 
Medical Products 

A.5 Original copy / scan license and documents verifying 
conformity to product standards, terms of safety, 
effectiveness and quality systems in the design and 
manufacturing process (ISO 9001, ISO 13485, CE 
CERTIFICATE) 

ISO 13485 is a must 

A.6 Give exclusive summary (Executive Summary) / Summary of 
Product : 
- Executive Summary Product (short) 
- Marketing History / History of Use 
- The intended use 
- Formula / Components 
- History of Use 
- Work mechanism 

Executive summary and history of 
product usage in any marketed 
country, accompanied by proof such as 
a Certificate of Free Sale (CFS) or 
market approval, including screenshots, 
website URLs, and marketing 
authorization or permit documents 

A.7 The standards used and proof of compliance against the 
standard 

Provide the Declaration of Conformity 
of the factory (DoC) along with a list of 
standards used and an explanation. 

A.8 
Brand Registration Brand registration or trademark 

certificate issued by any country 
Form B (Product Information) 

B. 1-
10 

1. Description Product 
2. Description and features of Medical Devices 
3. The intended use 
4. Indication 
5. Instruction For Use 
6. Contraindication 
7. Warning 
8. Attention 
9. Unwanted Potential Effects 
10. Alternative Therapies 

If available 

B.11 Material - Name of Raw Materials 
- Formula Qualitative and Quantitative 



 
 

B.13 Production Process Production process in the form of a 
flowchart 

Form C (Specification and Quality Assurance) 
C.1 Describe the functional characteristics and technical 

performance specifications tool Product’s functions and specs. 

C.2 Provide additional information tool characteristics that have 
not been included in the previous section Brochure/Catalogue 

C.3 Provide a summary of the verification plan and document 
validation 

For Sterile Product : 
Please attach the complete sterilization 
validation protocol from the factory, 
mark the name of the product and the 
results of the sterilization. 
If the sterilization process is carried out 
by a third party, also attach the ISO of 
the sterilization facility. 

C.4 Pre-clinical studies If available 
C.10 Give the specifications and or raw material requirements If available 
C.13 Provide analysis of test results or the results of clinical trials 

and the safety of medical devices (IEC, COA, QC Pass / 
Inspection Report) 

Certificate of Analysis, QC Pass, or 
Inspection Report detailing finished 
product testing, including testing 
methods, standards applied, and test 
results. For quantitative tests, provide 
actual numerical values rather than just 
“PASS” or “compliant.” Additionally, 
include the name and signature of the 
approver or QC personnel as evidence 
of approval. 

Form D (Labeling) 
D.1 Give an example of labeling 1. Please attach a photo of the finished 

product. 
2. Please attach the label design. 
3. Please attach the packaging design. 
4. Please indicate the label placement 
on the packaging. 

D.3 Give and explain user manuals, training materials and 
instructions for installation and maintenance  Instruction For Use 

D.4 Give the production code and meaning In document format 
D.5 List of Accessories / Code / Type / Size  A product list containing the name, 

type/code, specifications, along with 
images and functions of the 
type/accessories. 

 



 
 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 



 
 
 

 

 

 




