Understanding CDSCO Cosmetic Regulations in
India: Key Requirements

Cosmetic products are an essential part of our daily lives, but ensuring their safety and quality is
crucial. In India, the Central Drugs Standard Control Organization (CDSCO) regulates cosmetic
products to ensure they meet safety standards. Whether you are a manufacturer or an importer,
understanding CDSCO's regulations is essential for compliance. This blog will guide you through the
CDSCO cosmetic import registration, CDSCO cosmetic manufacturing license, medical device
registration, and import license for medical devices in India.
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What is CDSCO and Why is it Important?

CDSCO is the national regulatory body responsible for approving and monitoring drugs, medical
devices, and cosmetics in India. It ensures that cosmetic products meet safety standards before they
reach consumers. Any company that wants to manufacture or import cosmetics must obtain CDSCO
registration in India.

CDSCO Cosmetic Import Registration

If you are planning to import cosmetic products into India, you must obtain a CDSCO cosmetic import

registration. The registration process ensures that imported cosmetics comply with Indian safety and
quality standards.

Steps to Obtain CDSCO Cosmetic Import Registration:
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5.

Identify the Product Category - Ensure that the cosmetic product falls under the CDSCQO's
regulatory framework.

Appoint an Authorized Indian Agent - If the company is based outside India, it must appoint an
Indian representative to handle registration.

Submit an Online Application (Form COS-1) - The application should be filed on the SUGAM
online portal.

Provide Necessary Documents — These include:

o Product formula and composition details

o Labeling and packaging compliance

o Good Manufacturing Practice (GMP) certificate

o Free Sale Certificate from the country of origin

CDSCO Review and Approval - After verification, CDSCO issues the registration certificate.

CDSCO Cosmetic Manufacturing License

If you want to manufacture cosmetic products in India, you need a CDSCO cosmetic manufacturing.
license. This license ensures that the manufacturing process meets government-approved standards.

Steps to Obtain a CDSCO Cosmetic Manufacturing License:
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2.

4.
5.

Choose the License Type - Manufacturing licenses are granted under Form 32 & 32-A.

Apply to the State Licensing Authority (SLA) - Submit an application to the respective state FDA
office.

Submit Required Documents -

o Details of manufacturing facilities

o List of products to be manufactured

o Quality control measures

o GMP compliance certificate

Site Inspection - The state drug authority inspects the manufacturing unit for compliance.
Approval & Issuance of License — Once approved, the license is granted to start manufacturing.

Import License for Medical Devices in India

Companies looking to import medical devices into India must obtain an_import license for medical
devices in India. This is mandatory to ensure that imported devices meet Indian health and safety

standards.

Steps to Obtain an Import License for Medical Devices:

1.

w

4.

5.

Classify the Medical Device — Medical devices in India are categorized into Class A, B, C, and D
based on risk levels.

Appoint an Authorized Indian Representative — Required for foreign manufacturers.

Submit Application (Form MD-14) - File the application through the CDSCQO’s online portal.
Provide Necessary Documents - Including technical details, quality certifications, and Free Sale
Certificate.

CDSCO Review & Approval - Once approved, an import license (Form MD-15) is issued.

Medical Device Registration in India

Apart from the import license for medical devices, medical device registration is crucial for
manufacturers and importers. CDSCO ensures that medical devices adhere to Medical Device Rules,
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2017 before entering the Indian market.
Steps to Register a Medical Device:

Check if Registration is Required - Some devices are exempted, while others need registration.
Submit an Online Application (Form MD-5 or MD-7) — Depending on the risk category.

Provide Required Documents — Manufacturing details, safety reports, and clinical evaluations.
CDSCO Review & Approval — After scrutiny, the registration is granted.
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Conclusion

Complying with CDSCO cosmetic regulations is essential for anyone involved in cosmetic and medical
device businesses in India. Whether you need a CDSCO cosmetic import registration, a CDSCO
cosmetic manufacturing license, an import license for medical devices in India, or a medical device
registration, following the right steps ensures smooth approvals and market entry. Understanding
these regulations helps businesses operate legally while ensuring consumers get safe and high-quality
products.

If you need help with CDSCO registration, feel free to reach out to experts who can guide you through
the process smoothly!

Corpbiz helps businesses navigate the complex legal process seamlessly. Get expert
assistance for CDSCO registration today! 4 =



