
    “FirstHope Pharmacy” YouTube for Video   | Instagram@__firsthope__ | Download Firsthope App 

Copyright © 2025 by Engacy Learning Private Limited. All rights reserved. Reproduction or distribution without written consent is strictly prohibited. 

 

1 

Medicinal and Toilet Preparations Act, 1955 

Medicinal and Toilet Preparation Act-1955 

Introduction and Background 

• The Medicinal and Toilet Preparations (Excise Duties) Act, 1955 is a central legislation 
enacted by the Parliament of India with the primary objective of levying and collecting 
duties of excise on medicinal and toilet preparations containing alcohol, narcotic drugs, or 
other psychotropic substances. 

• Prior to 1955, the manufacturing of medicinal and toilet preparations containing alcohol and 
narcotics was regulated at the state level, leading to inconsistencies, revenue leakage, and 
regulatory confusion.  

• This Act centralizes the control and enables uniformity in levying excise duties across the 
country. 

Objectives of Medicinal and Toilet Preparation Act-1955 

• The Medicinal and Toilet Preparations Act, 1955 was established to regulate the 
manufacture, sale, and distribution of medicinal and toilet preparations in India. 

Its primary objectives include: 

1. Ensuring Public Safety: 

➢ Regulate the quality and safety of medicinal and toiletry products to protect consumers 
from harmful or ineffective substances. 

2. Standardization of Preparations: 

➢ Establish uniform standards for the composition, labeling, and packaging of medicinal 
and toilet products. 

3. Licensing and Control: 

➢ Implement a licensing system to control the manufacture and distribution of these 
products. 

4. Prevention of Adulteration and Misbranding: 

➢ Prevent the sale of adulterated, misbranded, or spurious products. 

5. Facilitating Trade: 

➢ Create a regulated environment that facilitates fair trade practices and supports the 
growth of the pharmaceutical and toiletry industries. 

 

Legal Definitions Under Medicinal and Toilet Preparation Act-
1955 
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• Under Section 2 of the Act, several important legal definitions are provided.  

• These are crucial for understanding the scope and application of the law. 

Alcohol 

• Refers to ethyl alcohol of any strength and purity, including rectified spirit, denatured spirit, or 
any preparation containing alcohol. 

Medicinal Preparation 

• A medicinal preparation means any medicine that contains alcohol or any narcotic drug or 
other similar substance and is intended for internal or external use for the diagnosis, 
treatment, mitigation, or prevention of any disease or disorder in human beings or animals. 

• This includes: 

o Allopathic formulations 

o Ayurvedic, Unani, Siddha preparations (when containing alcohol) 

o Homeopathic tinctures 

Toilet Preparation 

• This refers to any preparation intended for use in the toilet of the human body, or in 
perfuming, cleaning, or beautifying the body. These may include: 

o Aftershaves 

o Perfumes 

o Deodorants 

o Mouthwashes 

o Shampoos and similar products containing alcohol. 

Bonded Manufactory 

• A licensed facility where medicinal or toilet preparations are manufactured under bond, 
meaning the duty is not paid immediately but is payable when the goods are removed from 
the factory. 

Non-Bonded Manufactory 

• A licensed facility where goods are manufactured after paying the excise duty in advance. 

Warehouse 

• A place approved by the authorities for storing finished products or raw materials, especially 
alcohol, under excise supervision. 

Manufacturer: 

• Any person or entity involved in the production, compounding, or preparation of medicinal or 
toilet preparations. 
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Distributor: 

• Individuals or entities involved in the wholesale or retail distribution of these preparations. 

Licensing Authority: 

• Government bodies responsible for issuing licenses, conducting inspections, and enforcing 
the provisions of the Act. 

Adulteration: 

• The act of contaminating or diluting a preparation with inferior or prohibited substances, 
reducing its quality or efficacy. 

Misbranding: 

• Any false or misleading labeling or packaging of a product, including incorrect information 
about ingredients, usage, or benefits. 

 

Licensing Under Medicinal and Toilet Preparation Act-1955 

• Licensing is a critical component of the Act, ensuring that only authorized entities can 
manufacture, distribute, or sell medicinal and toilet preparations. 

Application Process: 

• Submission: Complete prescribed forms with details about the manufacturing facility and 
safety measures. 

• Documentation: Include proof of ownership, equipment, raw materials, and compliance 
certificates. 

• Inspection: Licensing authority inspects the premises for compliance with hygiene, safety, and 
quality standards. 

• Approval and Issuance: License granted after successful inspection, specifying 
manufacturing conditions. 

Conditions of License: 

• Compliance with Standards: Adhere to prescribed quality, safety, and efficacy standards. 

• Proper Record-Keeping: Maintain records of production processes and raw materials. 

• Regular Inspections: Facilitate periodic inspections for ongoing compliance. 

• Renewal: Licenses require periodic renewal based on continued adherence to standards. 

• Modification and Transfer: Changes in ownership or processes need prior approval from the 
licensing authority. 

 

Bonded and Non-Bonded Laboratories 
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Manufacture In Bond 

• Definition: Manufacturing medicinal preparations under a bond, primarily for export purposes. 

• Key Features: 

o Bonded Premises: Facilities authorized to produce goods for export without immediate 
payment of duties or taxes. 

o Tax and Duty Exemptions: Exemptions or deferments on taxes until products are sold 
domestically. 

o Quality Control: Strict adherence to international standards for export. 

o Record-Keeping: Detailed documentation of production, raw materials, and exports is 
mandatory. 

o Regulatory Oversight: Enhanced monitoring by national and international regulatory 
bodies. 

• Benefits: 

o Encourages export-oriented manufacturing. 

o Reduces financial burden by deferring tax payments until domestic sale. 

Manufacture Outside Bond 

• Definition: Manufacturing medicinal preparations for domestic consumption within the 
country. 

• Key Features: 

o Domestic Focus: Products intended for sale within the domestic market. 

o Compliance with National Standards: Adherence to quality, safety, and labeling 
standards as per Indian regulations. 

o Taxation: Manufacturers are liable for taxes and duties on their products. 

o Quality Assurance: Implementation of Good Manufacturing Practices (GMP) for safety 
and efficacy. 

o Distribution Control: Regulated distribution to prevent counterfeit products. 

• Benefits: 

o Ensures high-quality medicines for the domestic market. 

o Supports local pharmaceutical industries and economic growth. 

 

Warehousing 

• Warehousing is a critical element in the administration of excise duties on alcohol-based 
products. 
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