CDSCO Registration: Complete Guide for
Medical Devices

Introduction

CDSCO Registration is a mandatory requirement for manufacturers, importers, and distributors
dealing with regulated medical devices in India. The Central Drugs Standard Control
Organization (CDSCO), under the Ministry of Health and Family Welfare, is responsible for
ensuring that medical devices sold in India meet quality, safety, and performance standards.

Whether you are manufacturing medical devices in India or importing them from another
country, obtaining the required CDSCO approval is essential for legal business operations. If
you are looking for expert guidance, Agile Regulatory offers complete support for CDSCO
registration, documentation, application filing, and regulatory compliance.

This guide explains everything you need to know about CDSCO registration, its benefits,
eligibility, required documents, and the registration process.



https://www.agileregulatory.com/service/cdsco-online?
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What is CDSCO Registration?

CDSCO Registration is the official approval issued by the Central Drugs Standard Control
Organization for regulated medical devices and pharmaceuticals. The registration ensures that
products comply with the Medical Devices Rules, 2017, and other applicable regulations before
they are manufactured, imported, or sold in India.

Manufacturers and importers must complete CDSCO medical devices registration before

introducing regulated products into the Indian market.

Why is CDSCO Registration Important?

Obtaining CDSCO registration provides several benefits, including:

Legal authorization to manufacture or import medical devices.
Compliance with Indian medical device regulations.

Improved customer confidence.

Better product credibility.

Smooth customs clearance for imported products.


https://www.agileregulatory.com/blogs/medical-device-registration

e Increased market opportunities across India.

Without CDSCO approval, regulated medical devices cannot be legally marketed or imported
into India.

Who Needs CDSCO Registration?

CDSCO registration is required for:

Indian medical device manufacturers
Foreign medical device manufacturers
Authorized Indian Agents

Medical device importers

Distributors of regulated medical devices
Healthcare equipment companies

Any business involved in manufacturing or importing notified medical devices must complete the
registration process before commercial sale.

Types of CDSCO Licenses

Depending on your business activity, different CDSCO licenses may be required:
1. Manufacturing License
Required for Indian manufacturers producing regulated medical devices.

2. Import License

Foreign manufacturers importing products into India must obtain a CDSCO medical device
import license through an Authorized Indian Agent.

3. Loan License

Issued to manufacturers using another licensed manufacturing facility.
4. Test License

Required for clinical investigation, testing, or evaluation purposes.
Medical Device Classification

Medical devices are classified according to their risk level:


https://www.agileregulatory.com/blogs/what-is-medical-devices-import-certificate
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Class A

Low-risk medical devices

Class B

Low to moderate risk devices

Class C

Moderate to high-risk devices

Class D

High-risk medical devices

The registration process depends on the risk classification of the device.

Documents Required for CDSCO Registration

The following documents are generally required:

Company Incorporation Certificate

PAN Card

GST Registration

Manufacturing License

ISO 13485 Certificate

Device Master File (DMF)

Plant Master File (PMF)

Free Sale Certificate (for imported devices)
Power of Attorney

Authorized Indian Agent Agreement
Product Labels

Product Catalogue

Test Reports

Quality Management System Documents
Import Export Code (IEC) for importers

Additional documents may be required depending on the product category.
CDSCO Registration Process

Step 1: Device Classification



Determine the medical device risk category.

Step 2: Documentation

Prepare all required technical and legal documents.

Step 3: Online Application

Submit the application through the CDSCO online portal.

Step 4: Document Review

CDSCO officials examine the submitted documents.

Step 5: Query Resolution

Respond to any observations or clarification requests raised by CDSCO.

Step 6: Approval

After successful verification, the CDSCO license is granted.

Benefits of CDSCO Registration

Obtaining CDSCO registration offers numerous advantages:

Legal compliance

Increased product credibility
Faster market access
Improved customer trust
Smooth import process
Better business opportunities
Regulatory confidence
Competitive advantage

It also helps companies expand their presence in India's rapidly growing healthcare industry.

Common Challenges During CDSCO Registration

Many applicants face difficulties such as:

e |ncorrect documentation
e Wrong product classification
e Technical file preparation



e Delays in application review
e Regulatory updates
e Import documentation issues

Professional consultancy can significantly reduce delays and improve approval success.
Why Choose Agile Regulatory?

Agile Regulatory is a trusted regulatory consultancy providing complete assistance for CDSCO
registration across India.

Our services include:

Eligibility assessment

Product classification
Documentation support
Technical file preparation
Online application filing

Query management
Compliance guidance
End-to-end regulatory support

Our experienced consultants ensure a smooth and hassle-free registration process for
manufacturers and importers.

Conclusion

CDSCO Registration is an essential requirement for businesses involved in manufacturing,
importing, or selling regulated medical devices in India. Proper registration ensures compliance
with Indian regulations while enhancing product credibility and market acceptance.

Whether you require CDSCO medical devices registration or assistance with obtaining a
CDSCO medical device import license, choosing experienced professionals can simplify the
entire process. Agile Regulatory provides reliable end-to-end support, helping businesses obtain
approvals quickly and efficiently while ensuring full regulatory compliance.

Frequently Asked Questions (FAQSs)

1. What is CDSCO Registration?

CDSCO Registration is the approval required for regulated medical devices and certain
healthcare products before they can be manufactured, imported, or sold in India.

2. Who issues CDSCO Registration?


https://www.agileregulatory.com/

The Central Drugs Standard Control Organization (CDSCO), under the Ministry of Health and
Family Welfare, Government of India.

3. Is CDSCO registration mandatory?

Yes. It is mandatory for regulated medical devices covered under the Medical Devices Rules,
2017.

4. How long does CDSCO registration take?

The approval timeline depends on the device category, document completeness, and regulatory
review. It generally takes several weeks to a few months.

5. Can foreign manufacturers apply directly?

Foreign manufacturers must appoint an Authorized Indian Agent to apply for the required import
license.

6. Does Agile Regulatory provide CDSCO registration services?

Yes. Agile Regulatory offers complete assistance with documentation, application filing,
compliance management, and post-approval support.
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