Import License CDSCO - Complete Guide
for Registration in India

Introduction

An Import License CDSCO is a mandatory approval required for importing regulated medical
devices, drugs, cosmetics, and certain healthcare products into India. The Central Drugs
Standard Control Organization (CDSCO) is India's national regulatory authority responsible for
ensuring that imported healthcare products meet the required standards of safety, quality, and
performance before entering the Indian market.
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Companies intending to import medical devices or pharmaceutical products must obtain the
applicable CDSCO import licence under the Drugs and Cosmetics Act, 1940, the Drugs and
Cosmetics Rules, 1945, and the Medical Devices Rules, 2017. For medical devices, foreign



manufacturers generally apply through an Authorized Indian Agent, and the licence is issued
after successful evaluation of technical documentation and regulatory compliance.

Obtaining a CDSCO import licence helps businesses legally import products, ensures smoother
customs clearance, and strengthens customer confidence. Since the application process
involves detailed documentation, product classification, and regulatory review, professional
guidance can significantly reduce delays. Agile Regulatory provides complete support for
CDSCO registration, helping businesses obtain approvals efficiently and comply with all
applicable regulations.

What is an Import License CDSCO?

An Import License CDSCO is an official approval issued by CDSCO that permits businesses to
import regulated healthcare products into India. The licence confirms that the imported products
comply with Indian regulatory standards and are approved for sale or distribution in the country.

Depending on the product category, the licence may cover:

Medical Devices

In-Vitro Diagnostic (IVD) Devices
Drugs

Cosmetics

Biological Products

Certain regulated healthcare products

For medical devices, import applications are generally submitted in Form MD-14, and after
approval, the licence is issued in Form MD-15.

Who Needs an Import License CDSCO?

The CDSCO Import License is generally required by:

Medical device importers
Pharmaceutical import companies
Foreign manufacturers
Authorized Indian Agents
Diagnostic equipment importers
IVD device importers

Cosmetic importers

Healthcare distributors

Hospital procurement companies
Medical equipment suppliers
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Businesses importing regulated products into India must obtain the necessary approval before
commercial import.

Benefits of an Import License CDSCO

Obtaining a CDSCO Import License provides several benefits:

Legal permission to import regulated products
Compliance with Indian healthcare regulations
Faster customs clearance

Improved business credibility

Better access to the Indian healthcare market
Increased trust among hospitals and distributors
Reduced regulatory risks

Smooth product commercialization

Enhanced brand reputation

Long-term business growth

A valid import licence also demonstrates that the imported products meet India's quality and
safety requirements.

Documents Required for Import License
CDSCO

The required documents generally include:

Import Export Code (IEC)

PAN Card

GST Registration Certificate

Certificate of Incorporation

Power of Attorney from the foreign manufacturer
Authorization Letter

Wholesale Drug Licence (where applicable)
Device Master File (DMF)

Plant Master File (PMF)

ISO 13485 Certificate

Free Sale Certificate

Product specifications

Product labels and artwork

Test reports

Quality Management System documents
Additional documents prescribed by CDSCO



Document requirements may vary depending on the product type and risk classification.

Import License CDSCO Registration
Process

Step 1: Product Classification

Identify whether the product requires CDSCO approval and determine the applicable regulatory
category.

Step 2: Appoint an Authorized Indian Agent

Foreign manufacturers must appoint an Authorized Indian Agent to represent them before
CDSCO.

Step 3: Documentation Preparation

Prepare all regulatory, technical, and business documents required for the application.

Step 4: Online Application

Submit the application through the CDSCO SUGAM Portal in the prescribed format.

Step 5: Regulatory Review

CDSCO evaluates the submitted documents and may request additional information if required.

Step 6: Licence Approval

Upon successful verification, CDSCO grants the applicable Import License, allowing the legal
import of the approved products into India.

Why is CDSCO Import License Important?

The CDSCO Import License plays an essential role in:

Protecting public health

Ensuring product quality

Regulating imported healthcare products
Supporting safe medical practices

Preventing unauthorized imports

Maintaining compliance with Indian regulations



e Building customer confidence

It is one of the most important regulatory approvals for businesses importing healthcare
products into India.

Why Choose Agile Regulatory?

Agile Requlatory is a trusted regulatory consultancy providing complete support for CDSCO
Import License registration across India.

Our services include:

CDSCO Import License Registration
Medical Device Import Licence Assistance
CDSCO SUGAM Portal Registration
Authorized Indian Agent Support
Documentation Preparation

Technical File Review

Compliance Advisory

Online Application Filing

Regulatory Consultation

End-to-End Registration Support

Our experienced professionals simplify the registration process and ensure accurate
documentation for faster approvals.

Common Challenges During Registration

Businesses often face challenges such as:

Incorrect product classification

Missing technical documentation

Delays in application review

Incomplete regulatory submissions

Errors in online filing

Compliance-related queries from CDSCO

Professional consultancy helps resolve these challenges and improves the chances of
successful registration.

Maintaining Compliance After Approval

After obtaining the CDSCO Import License, businesses should:
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Maintain updated technical documentation
Follow post-market surveillance requirements
Report product changes where required
Renew approvals within prescribed timelines
Maintain import and distribution records
Comply with all CDSCO regulations

Continuous compliance helps ensure uninterrupted business operations.

Conclusion

An Import License CDSCO is a mandatory regulatory approval for importing medical devices,
drugs, cosmetics, and other regulated healthcare products into India. It ensures compliance with
Indian quality and safety standards while enabling businesses to legally import and distribute
their products.

The registration process involves product classification, technical documentation, application
filing, and regulatory review. Agile Regulatory provides complete assistance throughout the
process, including eligibility assessment, document preparation, CDSCO SUGAM Portal
registration, application filing, and post-approval compliance support.

With the expertise of Agile Regulatory, businesses can obtain their CDSCO Import License
efficiently and expand their operations in the Indian healthcare market with confidence.

Frequently Asked Questions (FAQS)

1. What is an Import License CDSCO?
An Import License CDSCO is an approval issued by the Central Drugs Standard Control

Organization that permits the legal import of regulated medical devices, drugs, cosmetics, and
healthcare products into India.

2. Who needs a CDSCO Import License?

Medical device importers, pharmaceutical companies, cosmetic importers, Authorized Indian
Agents, and businesses importing regulated healthcare products generally require this licence.

3. Can foreign manufacturers apply for a CDSCO Import License?

Yes. Foreign manufacturers can apply through an Authorized Indian Agent appointed in India.

4. What documents are required for CDSCO Import License registration?


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

Applicants generally require an IEC, PAN Card, GST Registration, Power of Attorney, Device
Master File, Plant Master File, ISO certificates, Free Sale Certificate, technical documents, and
other supporting records.

5. Why choose Agile Regulatory for CDSCO Import License registration?

Agile Regulatory provides expert consultation, documentation support, CDSCO SUGAM Portal
registration, application filing, compliance guidance, and complete end-to-end import licence
registration services across India.
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