
CDSCO License 
Profile

Including Medical Device (MD) Forms List



Introduction to CDSCO

• Central Drugs Standard Control Organization (CDSCO) is 
India's National Regulatory Authority (NRA).

• Regulates pharmaceuticals, cosmetics, and medical devices.

• Works under Ministry of Health & Family Welfare.

• Ensures product safety, quality, and efficacy.



Importance of CDSCO License

• Mandatory for 
manufacturing, 
importing, or 

selling drugs and 
medical devices.

• Compliance 
with Drugs & 
Cosmetics Act, 

1940 and 
Medical 

Devices Rules, 
2017.

• Builds trust 
with customers 

and ensures 
regulatory 

compliance.



Medical Device Classification

• Class A: Low risk

• Class B: Low–
moderate risk

• Class C: Moderate–
high risk

• Class D: High risk



CDSCO License Process

1. Identify 
applicable license 

type.

2. Prepare 
documents & 

technical details.

3. Apply via 
CDSCO SUGAM 

portal.

4. Pay applicable 
fees.

5. Site inspection 
by authorities.

6. License issuance.



Documents Required

Application form       
(relevant MD form).

ID & address 
proof.

Site plan & 
layout.
List of equipment 

& machinery.

Product list.



MD Forms Overview

• CDSCO has prescribed Medical 
Device (MD) forms under MDR 2017.

• Forms vary by device class and 
activity type.

• MD-3: Application for 
manufacturing Class A & B devices.



Forms for Class A & B Devices

• MD-1: Application for 
Notified Body 
Registration

• MD-2: Notified 
Body Registration 

Certificate

• MD-3: 
Manufacturer’s 

Licence Application 
(A & B)

• MD-4: Loan 
Licence

Application (A & 
B)

• MD-5: 
Manufacturer’s 
Licence (A & B)

• MD-6: 
Loan 

Licence
(A & B)



Forms for Class C &D Devices

• MD-7: Manufacturer’s Licence Application (C & D)

• MD-8: Loan Licence Application (C & D)

• MD-9: Manufacturer’s Licence (C & D)

• MD-10: Loan Licence (C & D)



Import Forms

• MD-14: 
Import Licence

Application

• MD-15: 
Import Licence

• MD-16: 
Import for 

Test/Evaluation 
Application

• MD-17: Test 
Import Licence

• MD-18: 
Investigational 
Device Import 

Application

• MD-19: 
Licence for 

Investigational 
Device Import



Testing & Clinical Evaluation

• MD-12: Manufacture for Test/Evaluation Application

• MD-13: Test Licence (Manufacture)

• MD-22: Clinical Investigation Permission Application

• MD-23: Permission for Clinical Investigation

• MD-24: Clinical Performance Evaluation Application (IVD)

• MD-25: Permission for IVD Clinical Performance Evaluation



Special Cases & Lab 
Registration

• MD-26: 
Device 

Without 
Predicate 

Application

• MD-27: 
Permission 
for Device 
Without 
Predicate

• MD-28: 
New IVD 
Device 

Application

• MD-29: 
Permission 

for New IVD 
Device

• MD-39: 
Testing Lab 
Registration 
Application

• MD-40: 
Testing Lab 
Registration 
Certificate



Sale & Distribution Forms

• MD-41: 
Application 

to 
Sell/Stock/

Distribute

• MD-42: 
Registration 
Certificate 

to 
Sell/Stock/

Distribute

• MD-11, MD-30 
to MD-38: 

Administratie
formats

• MD-43: 
Inspection 

Book Format



Conclusion

• CDSCO licensing is 
mandatory for medical 

device business in India.

• Correct MD form 
selection is crucial for 

approval.

• Ensures product safety, 
quality, and regulatory 

compliance.
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