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Drugs and Cosmetics Act, 1940 and its rules 1945

Drugs and Cosmetics Act, 1940 and Rules, 1945

Introduction

e The Drugs and Cosmetics Act, 1940 regulates the import, manufacture, distribution, and sale
of drugs and cosmetics in India.
e Its primary goalis to ensure the quality, safety, and efficacy of these products.

Historical Context

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

. Licensing Requirements:
» Manufacturing License: For production of drugs and cosmetics.
» Wholesale License: For wholesale trade.
» Retail License: For retail distribution.
. Standards and Quality Control:
» Establishes standards for quality, potency, and purity.
» Empowers authorities to inspect facilities for compliance.

. Labeling and Packaging:

» Specifies labeling requirements to inform consumers.
. Advertising Regulations:
» Prohibits false and misleading advertisements.

. Offenses and Penalties:

» Defines offenses and prescribes penalties for non-compliance.

Rules of 1945

The Drugs and Cosmetics Rules, 1945 provide detailed implementation guidelines:

1. Standards and Formulations:

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



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

» Specifications for quality and purity.

. Licensing Procedures:

» Documentation and processes for obtaining licenses.

. Labeling and Packaging Norms:

» Reguirements for ingredient details, manufacturing and expiry dates.
. Inspection and Enforcement:

» Procedures for inspections and compliance enforcement.

. Special Provisions:

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

Amendments and Updates

e 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

e 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:

Ensuring Safety, Efficacy, and Quality

Preventing Substandard Products

Key Objectives for Drug and

Cosmetic Regulation in India o
Establishing Legal Standards

Protecting Public Health

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

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

Establishing legal standards and guidelines for the manufacture, import, sale, and
distribution of drugs and cosmetics.
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4. Protecting public health by ensuring that harmful or ineffective substances do not enter
the market.

Scope and Importance

e 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.

Legal Definitions (Section 3 of the Act)
e 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.

. Cosmetic:

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

. Manufacture:

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

. Misbranded:

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

. Adulterated:

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

. Spurious:

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

Study of Schedules (Focus on Specified Schedules)
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e The Drugs and Cosmetics Rules, 1945, contain several Schedules (AtoY).

e These schedules are essential for implementing provisions of the Act.

e Each schedule deals with specific standards, requirements, or lists of substances.

Let’s study the specified schedules in detail:

Schedule

C&C(1)

E(1)

F &F(1)

F(2)

F(3)

Focus Area

Testing Fees

Biological & Special
Products

Import Exemptions

Ayurvedic, Siddha, Unani
Poisons

Biological Standards

Surgical Dressings

Ophthalmic Standards

Mechanical
Contraceptives

Prescription Drugs

Prescription-Only Drugs

Prohibited Disease
Claims

Exemptions from Sale
Provisions

Good Manufacturing
Practices (GMP)

Pharmacy Premise
Standards

Shelf Life

Vaccine Standards

Key Contents

Charges for chemical,
biological, microbiological
testing

Vaccines, sera, insulin,
ligatures, ophthalmics

Drugs for personal use, trials,
research

Dhatura, Aconite, Nux
vomica

F: Vaccines, sera; F(1):
Insulin, blood products

Cotton wool, bandages,
gauze

Eye drops, ointments

Condoms, diaphragms

Hormones, sulfonamides,
antimalarials

Antibiotics, psychotropics

Cancer, AIDS, Diabetes, etc.

Household remedies, govt-
supplied drugs

Premises, QC, equipment,
records

Space, furniture, storage

Expiry norms for drug
categories

BCG, typhoid, cholera

Important Provisions

Cost recovery by government
labs

Special license, labeling,
expiry, storage rules

Exempts small non-
commercial imports

Warning labels, therapeutic
doses, expert supervision

Storage, purity, labeling,
potency

Must be sterile, absorbent,
meet pharmacopeial norms

Sterile, pyrogen-free,
contamination-proof
containers

Durability, leakage, elasticity,
STD prevention

“Caution” label for medical
supervision

Rx symbol, “sold by
prescription only” label

No false claims or advertising

Reduces burden for low-risk
drugs

Cleanliness, documentation,
quality systems

Ensures hygienic drug storage
conditions

Expiry must be printed on
label

Potency, sterility, stability,
purity
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Patent/Proprietary Labeling, ingredient rules Guidelines for composition &
Medicines permissible ingredients

Govt. Supply Drugs Drugs for govt. distribution Largely merged into Schedules
(obsolete) H/X

Narcotic & Psychotropic Morphine, amphetamines, Strict record-keeping,
Drugs barbiturates duplicate prescription needed

Clinical Trials & Drug GCP, informed consent, data | Scientific/ethical trial norms,
Approval norms marketing approval
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