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Drugs and Cosmetics Act, 1940 and its rules 1945 

Drugs and Cosmetics Act, 1940 and Rules, 1945 

Introduction 

• The Drugs and Cosmetics Act, 1940 regulates the import, manufacture, distribution, and sale 
of drugs and cosmetics in India.  

• Its primary goal is to ensure the quality, safety, and efficacy of these products.  

Historical Context 

• Before 1940, India lacked standardized regulations, leading to substandard and adulterated 
products.   

• Growing concerns for public health necessitated a robust legal framework. 

Key Features 

1. Regulation of Drugs and Cosmetics: 

➢ Drugs: Used for diagnosis, treatment, or prevention of diseases. 

➢ Cosmetics: Applied to the human body for cleansing, beautifying, or altering 
appearance without affecting body functions. 

2. Licensing Requirements: 

➢ Manufacturing License: For production of drugs and cosmetics. 

➢ Wholesale License: For wholesale trade. 

➢ Retail License: For retail distribution. 

3. Standards and Quality Control: 

➢ Establishes standards for quality, potency, and purity. 

➢ Empowers authorities to inspect facilities for compliance. 

4. Labeling and Packaging: 

➢ Specifies labeling requirements to inform consumers. 

5. Advertising Regulations: 

➢ Prohibits false and misleading advertisements. 

6. Offenses and Penalties: 

➢ Defines offenses and prescribes penalties for non-compliance. 

Rules of 1945 

The Drugs and Cosmetics Rules, 1945 provide detailed implementation guidelines: 
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1. Standards and Formulations: 

➢ Specifications for quality and purity. 

2. Licensing Procedures: 

➢ Documentation and processes for obtaining licenses. 

3. Labeling and Packaging Norms: 

➢ Requirements for ingredient details, manufacturing and expiry dates. 

4. Inspection and Enforcement: 

➢ Procedures for inspections and compliance enforcement. 

5. Special Provisions: 

➢ Regulations for categories like Schedule G, H, M, N, etc., classifying drugs based on 
potential abuse. 

Amendments and Updates 

• The Act has undergone amendments to address industry challenges, introducing new drug 
categories, stricter quality controls, and enhanced penalties for violations. 

 

Objective of the Drugs and Cosmetics Act, 1940 

Objectives 

• The Drugs and Cosmetics Act, 1940 (hereafter referred to as “the Act”) is one of the primary 
legislations in India aimed at regulating the import, manufacture, distribution, and sale of drugs 
and cosmetics.  

• Key objectives include:   

 

1. Ensuring safety, efficacy, and quality of drugs and cosmetics sold in India. 

2. Preventing substandard products (adulterated and misbranded drugs/cosmetics) 
from reaching consumers. 

3. Establishing legal standards and guidelines for the manufacture, import, sale, and 
distribution of drugs and cosmetics. 



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

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

 

3 

4. Protecting public health by ensuring that harmful or ineffective substances do not 
enter the market. 

Scope and Importance 

• The Act covers allopathic drugs, homeopathic medicines, and certain aspects related to 
Ayurvedic, Siddha, and Unani drugs (as amended and expanded over time). 

• It contains provisions for penalties for breaches of the law, ensuring deterrence against 
malpractices. 

• The Act empowers both the Central Government and the State Governments to make rules to 
carry out the purposes of the Act. 

 

Important Definitions (Section 3 of the Act) 

• To fully understand the Act, one must be familiar with the definitions it provides: 

Key Definitions (Section 3 of the Act): 

1. Drug: 

➢ Includes medicines for humans or animals used for diagnosis, treatment, prevention of 
diseases, or affecting body structure/function. 

2. Cosmetic: 

➢ Articles for cleansing, beautifying, or altering appearance, including components of 
such products. 

3. Manufacture: 

➢ Processes related to making, altering, packaging, or labeling drugs for sale or 
distribution. 

4. Misbranded: 

➢ Drugs misleading in appearance, falsely claiming higher therapeutic value, or 
improperly labeled. 

5. Adulterated: 

➢ Drugs containing decomposed substances or prepared/stored under insanitary 
conditions. 

6. Spurious: 

➢ Drugs falsely claiming a different manufacturer, imitating another drug, or likely to 
deceive. 

 

 



Click here to visit our website

PHARMACY PREMIUM NOTES

FREE PREVIEW

Complete subject
and semesters are
available on
FirstHope app only. Scan or click here

Click here to get the app >

Available on Google Play

JOIN THE FIRSTHOPE COMMUNITY

Join our Telegram channel

Click here to join Telegram >
Scan or click here

@FirstHopeNotes

Instagram
@firsthope.official

Click here to follow >

YouTube channel
FirstHope-Pharmacy / Live streams

Click here to watch >

WhatsApp channel
Follow FirstHope on WhatsApp

Click here to join >

FirstHope website
firsthopenotes.com

Click here to visit >

B.Pharm  /  D.Pharm  /  M.Pharm  /  Pharm.D

Preview notes. Complete subjects and semesters in the FirstHope app.

https://firsthopenotes.com/
https://play.google.com/store/apps/details?id=co.alexis.viki&pcampaignid=web_share
https://play.google.com/store/apps/details?id=co.alexis.viki&pcampaignid=web_share
https://t.me/FirstHopeNotes
https://t.me/FirstHopeNotes
https://www.instagram.com/firsthope.official/
https://www.youtube.com/@FirstHope-Pharmacy/streams
https://www.whatsapp.com/channel/0029VaDR0TCCXC3J4yJ0Q722
https://firsthopenotes.com/

	Unit 01 preview
	FirstHope app and channels

