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Monographs of Herbal Drugs

Monographs of Herbal Drugs

Introduction

A herbal drug monograph is an official document that provides complete information about the
identity, quality, purity, strength, and safety of a herbal drug.

In Industrial Pharmacognostical Technology, monographs guide raw material selection, quality
control, standardization, manufacturing, and regulatory approval.

They help ensure the correct plant material is used and prevent adulteration and
contamination.

Meaning of Herbal Drug Monograph

e Aherbaldrug monograph is a detailed scientific document that describes the standards for a
medicinal plant or herbal preparation.

e ltincludes information on:

o Plantsource

o Plant part used
Description
Identification tests
Purity tests
Assay methods

o Storage conditions

o Therapeutic uses

¢ Monographs are published in official pharmacopoeias and recognized in herbal reference
books.

Importance of Herbal Drug Monographs

Identification of Herbal Drugs

Standardization of Herbal Drugs

Importance of Herbal Drug

pid Quality Control
Monographs

Safety Assurance

Regulatory Acceptance
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1. ldentification of Herbal Drugs

> Help identify the correct botanical source.

> Prevent the use of wrong species, substitutes, and adulterants.
2. Standardization of Herbal Drugs

> Provide fixed standards for quality control.

> Help maintain batch-to-batch consistency.

3. Quality Control

> Include tests such as:
o Ashvalue
o Moisture content
o Extractive value
o Foreign matter
o Chromatographic analysis
> These tests ensure purity and quality.

4. Safety Assl@irance

> Specify limits for:
o Heavy metals
o Pesticide residues
o Aflatoxins
o Microbial contamination
> Help protect consumers from harmful substances.

5. Regulatory Acceptance

» Support licensing, manufacturing, export, and marketing.

> Facilitate approval by regulatory authorities.

Types of Herbal Monographs

Crude Drug Monograph

N Types of Herbal Monographs == Extract Monograph

Finished Product Monograph

A. Crude Drug Monograph
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> Provides standards for whole, cut, dried, or powdered plant materials.
Focus on:
Botanical identity
Macroscopic characters
Microscopic characters
o Purity tests
B. Extract Monograph
> Provides standards for liquid, soft, dry, or standardized extracts.
Includes:
Extraction solvent
Marker compounds
Assay methods

o Extract specifications
C. Finished Product Monograph

> Provides standards for herbal tablets, capsules, syrups, oils, creams, and other dosage
forms.

Includes:
Dosage uniformity tests
Microbial limit tests
Stability testing

o Active marker content

Contents of an Herbal Drug Monograph

e Botanical name and family
Synonyms and common nhames
Plant part used
Description and identification
Purity tests
Chemical constituents
Assay and standardization methods
Storage conditions
Therapeutic uses

Safety and contamination limits
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Importance in Industrial Pharmacognostical Technology

e Ensures authenticity and quality of herbal raw materials.
Supports standardization and quality control.
Helps maintain product safety and consistency.
Assists industries in meeting regulatory requirements.

Facilitates national and international acceptance of herbal products.

General Parameters of Monographs of Herbal Drugs

Introduction

General parameters are the common quality standards included in most herbal drug
monographs.

They help evaluate the identity, purity, strength, safety, and stability of herbal drugs.

These parameters are used in raw material testing, quality control, and finished product
evaluation.

General Parameters Included in Herbal Drug Monographs

A. Title of theiDrug

> Gives the official name of the herbal drug.

> Mayinclude the common, pharmacopoeial, or traditional name.

B. Synonyms

> Includes other names used for the same drug.

» Mayinclude regional, Sanskrit, Latin, or trade names.
C. Biological Source

> Provides the scientific name and plant family.

> Mentions the plant part used (leaf, root, bark, seed, flower, fruit, rhizome, etc.).
D. Geographical Source

» Describes the regions where the plant is found or cultivated.

» Helps assess quality variations due to climate and soil.

E. Macroscopic Characters

> Describes visible features such as:
o Size

o Shape
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Color
Odor
Taste
Surface texture

o Fracture
F. Microscopic Characters

> Describes internal structures such as:
Stomata
Trichomes
Fibers
Vessels
Calcium oxalate crystals
Starch grains

o Secretory cells

G. Powder Microscopy

> Usedwhenthe drugis in powdered form.

> Helps identify diagnostic characters and detect adulteration.

H. Identification Tests

» Confirm the identity of the herbal drug.
> Mayinclude:
o Chemicaltests
Fluorescence analysis
TLC
HPTLC

o HPLC

I. Foreign Matter

> Refers to unwanted materials such as:
Soil
Stones
Insects
Other plant parts

Foreign plant material
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