Drug and Food License Registration:
Step-by-Step Guide

Introduction

Starting a business that deals with medicines, pharmaceuticals, cosmetics, or food products
requires obtaining the necessary licenses from the respective government authorities. A Drug
and Food License Registration ensures that your business complies with Indian laws and
maintains quality and safety standards. Whether you operate a pharmacy, food manufacturing
unit, restaurant, wholesale medicine business, or cosmetic distribution company, obtaining the
correct licenses is essential for legal operations.
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The Drug License is regulated under the Drugs and Cosmetics Act, 1940, while Food Licenses
are issued under the Food Safety and Standards Authority of India (FSSAI). Businesses dealing
with both food and pharmaceutical products may require approvals from both authorities. Agile
Regulatory offers complete assistance with Drug and Food License Registration, helping
businesses complete the process efficiently and remain fully compliant.

What is a Drug and Food License?

A Drug and Food License refers to the regulatory approvals required to legally manufacture,
distribute, stock, sell, or store medicines, cosmetics, and food products in India.
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A Drug License is issued by the State Drug Control Department for pharmaceutical businesses,
while an FSSAI License is granted by the Food Safety and Standards Authority of India for
food-related businesses.

These licenses ensure that businesses maintain prescribed quality, hygiene, and safety
standards while protecting public health.

Who Needs Drug and Food License Registration?

Businesses that generally require these licenses include:

Retail pharmacies

Wholesale medicine distributors
Pharmaceutical manufacturers
Cosmetic manufacturers and sellers
Hospitals and clinics with pharmacies
Food manufacturers

Restaurants and cafés

Food processing units

Cloud kitchens

Food importers and exporters
Packaged food businesses

Obtaining the correct license helps businesses avoid legal penalties and operate without
interruptions.

Types of Drug Licenses

Depending on business activities, different categories of Drug Licenses are available.
Retail Drug License

Required for pharmacies and medical stores selling medicines directly to consumers.
Wholesale Drug License

Issued to businesses supplying medicines to hospitals, retailers, and healthcare institutions.

Businesses requiring a medical store wholesale license must comply with storage, staffing,
and documentation requirements prescribed by the licensing authority.

Manufacturing Drug License

Mandatory for companies engaged in manufacturing medicines or pharmaceutical products.
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Cosmetic Drug License

Businesses involved in manufacturing or selling cosmetics may require a cosmetic and drug
license, depending on the nature of their products and operations.

Types of Food Licenses

Food businesses are categorized according to turnover and business size.
FSSAI Basic Registration

Suitable for small food businesses with limited annual turnover.

FSSAI State License

Required for medium-sized food businesses operating within a state.

FSSAI Central License

Mandatory for large food manufacturers, importers, exporters, and businesses operating across
multiple states.

Step-by-Step Drug and Food License Registration
Process
Step 1: Identify the Required License

Determine whether your business requires a Drug License, Food License, or both based on
your business activities.

Step 2: Verify Eligibility

Ensure your premises, infrastructure, storage facilities, and qualified personnel meet the
regulatory requirements.

Step 3: Prepare Required Documents

Collect all necessary business registration documents, identity proofs, premises details, and
technical documents before filing the application.

Step 4: Submit the Application
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Complete the online application through the respective government portal. If you wish to drug
License apply online, ensure all information is accurate to avoid delays.

Step 5: Document Verification

The concerned department reviews the submitted documents and may request additional
clarification if required.

Step 6: Inspection

Authorities may inspect the business premises to verify storage conditions, hygiene, equipment,
and regulatory compliance.

Step 7: License Approval

After successful verification and inspection, the Drug License or Food License is issued,
allowing the business to operate legally.

Documents Required for Registration

Although document requirements vary depending on the license type, commonly required
documents include:

PAN Card

Aadhaar Card

GST Registration Certificate

Business Registration Certificate

Rent Agreement or Property Ownership Proof
Site Layout Plan

Identity and Address Proof of Applicant
Passport-size Photographs

Qualification Certificate of Pharmacist (for Drug License)
Appointment Letter of Competent Person
Refrigeration Details (where applicable)

List of Equipment and Machinery

Food Safety Management Plan (for Food License)
Declaration Forms

Submitting complete and accurate documents helps speed up the approval process.

Eligibility Criteria

Applicants generally must satisfy the following requirements:
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Legally registered business entity

Commercial premises suitable for business activities
Qualified pharmacist for pharmaceutical businesses
Proper storage facilities

Compliance with applicable safety and hygiene standards
Complete business documentation

Meeting these requirements improves the chances of timely approval.

Benefits of Drug and Food License Registration

Legal Compliance

The license ensures compliance with applicable Indian regulations and prevents legal
complications.

Consumer Confidence

Licensed businesses gain greater trust among customers due to compliance with quality
standards.

Business Expansion

Licensed businesses can expand operations, supply products to larger markets, and participate
in government tenders.

Improved Brand Reputation

Proper licensing demonstrates professionalism and strengthens the business image.

Smooth Regulatory Operations

Businesses can operate without interruptions, penalties, or enforcement actions.

Common Challenges During Registration

Many applicants face delays because of:

Incomplete documentation
Incorrect application details
Improper storage facilities
Lack of qualified personnel
Delayed inspections



e Regulatory objections

Seeking professional assistance helps businesses overcome these challenges efficiently.

Important Forms Under Drug Licensing

Wholesale pharmaceutical businesses dealing with medicine distribution often require the Form
20B & 21B Drug License, which authorizes the wholesale sale of various categories of
medicines in accordance with applicable regulations.

Why Choose Agile Regulatory?

Agile Regulatory is a trusted compliance consultancy providing complete assistance for Drug
and Food License Registration across India. Our experts simplify every stage of the licensing
process and ensure full regulatory compliance.

Our services include:

License eligibility assessment
Documentation support
Application filing

Compliance review

Inspection assistance

Regulatory follow-up

Renewal and amendment support
End-to-end consultancy

Our experienced team helps businesses obtain approvals quickly while minimizing compliance
risks.

Conclusion

Obtaining the appropriate Drug and Food License is essential for businesses involved in
pharmaceuticals, cosmetics, and food products. These licenses not only ensure legal
compliance but also improve consumer confidence and business credibility. By following the
prescribed registration process, preparing accurate documentation, and meeting regulatory
standards, businesses can secure timely approvals and operate without legal obstacles.
Partnering with Agile Regulatory ensures professional guidance throughout the entire
registration journey, making the process simple, efficient, and hassle-free.

Frequently Asked Questions (FAQSs)
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1. What is a Drug and Food License?

A Drug and Food License refers to the regulatory approvals required for businesses dealing with
medicines, cosmetics, and food products in India.

2. Who needs Drug and Food License Registration?

Retail pharmacies, wholesalers, manufacturers, hospitals, restaurants, food processors,
cosmetic businesses, and food importers generally require the applicable licenses.

3. What documents are required for registration?

Common documents include PAN, GST certificate, business registration, premises proof,
identity documents, pharmacist qualification for drug licenses, and other supporting records.

4. How long does the registration process take?

The timeline depends on document verification, inspections, and approval by the concerned
authority. It generally takes a few weeks to a few months.

5. Is inspection mandatory for obtaining the license?

Yes. In many cases, the licensing authority conducts a premises inspection before granting
approval.

6. Can a business require both Drug License and Food License?

Yes. Businesses dealing with both pharmaceutical and food products may require separate
approvals from the respective authorities.

7. Why choose Agile Regulatory for Drug and Food License Registration?

Agile Regulatory provides complete assistance with documentation, application filing,
compliance management, inspection support, renewals, and end-to-end licensing services
across India.
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