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LEGAL STATUS OF IPLEGAL STATUS OF IP

▪▪ The Indian Pharmacopoeia is published The Indian Pharmacopoeia is published 

in fulfillment of the requirements under in fulfillment of the requirements under 

the Drugs and Cosmetics Act 1940 and the Drugs and Cosmetics Act 1940 and 

Rules their under  for specifying the Rules their under  for specifying the 

standards of drugs produced and/or standards of drugs produced and/or 

marketed in India.marketed in India.

▪▪ It contributes in the control of the quality It contributes in the control of the quality 

of the pharmaceutical products.of the pharmaceutical products.
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▪▪ The standards of this    The standards of this    

pharmacopoeia are mandatory and pharmacopoeia are mandatory and 

legally enforceable under the    legally enforceable under the    

statute.statute.

▪▪ It is a reference document for   It is a reference document for   

various stake holders like   various stake holders like   

enforcement agency, industry, enforcement agency, industry, 

labs,  academic institutions etc. labs,  academic institutions etc. 
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HERBS AND HERBAL PRODUCTSHERBS AND HERBAL PRODUCTS

Herbs and products containing herb(s) have been Herbs and products containing herb(s) have been 
in trade and commerce and are currently used for in trade and commerce and are currently used for 
a variety of purposes. As a country, India has a a variety of purposes. As a country, India has a 
rich history of use of herbs, processed herbs and rich history of use of herbs, processed herbs and 
formulations containing herbs both from traditional formulations containing herbs both from traditional 
wisdom as well as cultural usage. Herbs and wisdom as well as cultural usage. Herbs and 
herbals products are also regulated by various herbals products are also regulated by various 
laws. For the purposes of pharmacopoeial laws. For the purposes of pharmacopoeial 
standards various considerations have been given. standards various considerations have been given. 
This monograph provides a general outline and This monograph provides a general outline and 
policies towards the same. policies towards the same. 
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HERBS AND HERBAL PRODUCTSHERBS AND HERBAL PRODUCTS

● Three different forms of herbs are

i.Crude Herbs

ii.Processed Herbs

iii.Herbal Formulation
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CRUDE HERBS CRUDE HERBS 

This term means, unless specified This term means, unless specified 
otherwise, mainly whole, fragmented or otherwise, mainly whole, fragmented or 
cut, plants, parts of plants, algae, fungi, cut, plants, parts of plants, algae, fungi, 
and lichen in a form which is not processed. and lichen in a form which is not processed. 
Herbs are usually in dried form, but Herbs are usually in dried form, but 
sometimes, when specified, may also be in sometimes, when specified, may also be in 
a fresh form.a fresh form.
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PROCESSED HERBS PROCESSED HERBS 

Processed herbs means preparations Processed herbs means preparations 
obtained by subjecting herbs to treatment obtained by subjecting herbs to treatment 
such as extraction, distillation, expression, such as extraction, distillation, expression, 
fractionation, purification, concentration fractionation, purification, concentration 
and partial or full fermentation. and partial or full fermentation. 
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HERBAL FORMULATIONS HERBAL FORMULATIONS 

Herbal formulation shall mean a dosage Herbal formulation shall mean a dosage 
form consisting of one or more herbs or form consisting of one or more herbs or 
processed herb(s) in specified quantities to processed herb(s) in specified quantities to 
provide specific nutritional, cosmetic provide specific nutritional, cosmetic 
benefits, and/or other benefits meant for benefits, and/or other benefits meant for 
use to diagnose treat, mitigate diseases of use to diagnose treat, mitigate diseases of 
human beings or animals and/or to alter human beings or animals and/or to alter 
the structure or physiology of human the structure or physiology of human 
beings or animals. beings or animals. 
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HERBS AND HERBAL PRODUCTS HERBS AND HERBAL PRODUCTS 

OF IP 2007OF IP 2007

• Specific importance are given for herbal   

monographs. 

• Kept in Volume III in separate segment.

• Marked with green coloured strips to make   

user friendly.
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HERBAL MONOGRAPHS OF IP 2007HERBAL MONOGRAPHS OF IP 2007

Total No. of Herbs and Herbal 

Products Monographs                  : 58

● New Monographs of Herbs 

and Herbal Products : 23
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Herbal Monographs of IP 2007Herbal Monographs of IP 2007
AcaciaAcacia Acacia niloticaAcacia nilotica

AmalakiAmalaki Emblica officinalisEmblica officinalis

AmraAmra Mangifera indicaMangifera indica

Arachis OilArachis Oil Arachis hypogaeaArachis hypogaea

ArjunaArjuna Terminalia arjunaTerminalia arjuna

Artemisia Artemisia Artemisia annuaArtemisia annua

AshwagandhaAshwagandha Withania somniferaWithania somnifera

Belladonna Dry ExtractBelladonna Dry Extract Atropa belladonnaAtropa belladonna

Belladonna LeafBelladonna Leaf Atropa belladonnaAtropa belladonna
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Herbal Monographs of IP 2007Herbal Monographs of IP 2007
BhibhitakiBhibhitaki Terminalia belericaTerminalia belerica

BhringrajBhringraj Eclipta albaEclipta alba

BhuiamlaBhuiamla Phyllanthus amarusPhyllanthus amarus

BrahmiBrahmi Bacopa monnieriBacopa monnieri

Castor oilCastor oil Ricinus communisRicinus communis

Clove oilClove oil Syzygium aromaticumSyzygium aromaticum

ColeusColeus Coleus forskohliiColeus forskohlii

Eucalyptus oilEucalyptus oil Eucalyptus globulusEucalyptus globulus

GarciniaGarcinia Garcinia cambogiaGarcinia cambogia
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Herbal Monographs of IP 2007Herbal Monographs of IP 2007
GokhruGokhru Tribulus terrestrisTribulus terrestris

Guar gumGuar gum Cyamopsis tetragonolobusCyamopsis tetragonolobus

GudmarGudmar Gymnema sylvestreGymnema sylvestre

GuduchiGuduchi Tinospora cordifoliaTinospora cordifolia

Guggul resinGuggul resin Commiphora wightiiCommiphora wightii

GugulipidGugulipid Commiphora wightiiCommiphora wightii

HaridraHaridra Curcuma longaCurcuma longa

HaritakiHaritaki Terminalia chebulaTerminalia chebula
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Herbal Monographs of IP 2007Herbal Monographs of IP 2007
Hydrogenated Hydrogenated Ricinus communisRicinus communis

castor oilcastor oil

Ispaghula huskIspaghula husk Plantago ovataPlantago ovata

KalmeghKalmegh Boswellia serrataBoswellia serrata

KunduruKunduru Boswellia serrataBoswellia serrata

KutkiKutki Picrorhiza kurroaPicrorhiza kurroa

LasunaLasuna Allium sativumAllium sativum

Malt extractMalt extract

MandukaparniMandukaparni Centella asiaticaCentella asiatica
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Herbal Monographs of IP 2007Herbal Monographs of IP 2007
ManjisthaManjistha Rubia cordifoliaRubia cordifolia

Maricha Maricha Piper nigrumPiper nigrum

Mentha oilMentha oil MenthaMentha

OpiumOpium Papaver somniferumPapaver somniferum

Opium powderOpium powder Papaver somniferumPapaver somniferum

PapainPapain Carica papayaCarica papaya

Pippermint oilPippermint oil Mentha piperitaMentha piperita

Pippali LargePippali Large Piper longumPiper longum

Pippali SmallPippali Small Piper longumPiper longum
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Herbal Monographs of IP 2007Herbal Monographs of IP 2007
PunarnavaPunarnava Boerhaavia diffusaBoerhaavia diffusa

Senna leafSenna leaf Cassia sennaCassia senna

Senna podsSenna pods Cassia sennaCassia senna

SarpagandhaSarpagandha Rauwolfia Serpentina Rauwolfia Serpentina 

ShatavariShatavari Asparagus racemosusAsparagus racemosus

ShatiShati Hedychium spicatumHedychium spicatum

ShellacShellac Laccifer laccaLaccifer lacca

StarchStarch Zea maysZea mays

SunthiSunthi Zingiver officinaleZingiver officinale
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Herbal Monographs of IP 2007Herbal Monographs of IP 2007
Tolu balsamTolu balsam Myroxylon balsamumMyroxylon balsamum

TragacanthTragacanth Astragalus gummiferAstragalus gummifer

TulasiTulasi Ocimum sanctumOcimum sanctum

VasakaVasaka Adhatoda vasica Adhatoda vasica 

YastiYasti Glycyrrhiza glabraGlycyrrhiza glabra
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New Herbal Monographs of IP New Herbal Monographs of IP 

Addendum 2008Addendum 2008

AjwainAjwain Trachyspermum ammiTrachyspermum ammi

AnantmulaAnantmula Hemidesmus indicusHemidesmus indicus

Daruharidra RootsDaruharidra Roots Berberis aristataBerberis aristata

Daruharidra StemsDaruharidra Stems Berberis aristataBerberis aristata

Kalmegh Dry ExtractKalmegh Dry Extract Andrographis paniculataAndrographis paniculata

SaunfSaunf Foeniculum vulgareFoeniculum vulgare

Senna Dry ExtractSenna Dry Extract Cassia sennaCassia senna

Senna TabletsSenna Tablets Cassia sennaCassia senna

Yasti Dry ExtractYasti Dry Extract Glycyrrhiza glabraGlycyrrhiza glabra
IPC-GZB
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A Typical Monograph of Ajwain A Typical Monograph of Ajwain 

AjwainAjwain
BishopBishop’’s weeds weed
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Ajwain consists of the dried fruits of Ajwain consists of the dried fruits of 
Trachyspermum ammi Mill. (Fam. Apiaceae).Trachyspermum ammi Mill. (Fam. Apiaceae).

Ajwain contains not less than 1.0 per cent w/w of Ajwain contains not less than 1.0 per cent w/w of 
thymol, calculated on the dried basis.thymol, calculated on the dried basis.

Description. Description. The fruits are ovalThe fruits are oval--oblong, greenish oblong, greenish 
brown to yellowish brown in colour. They have an brown to yellowish brown in colour. They have an 
aromatic characteristic odour and the taste is sweet aromatic characteristic odour and the taste is sweet 
aromatic.aromatic.

Identification Identification 

A.A.Macroscopic Macroscopic —— The fruit consists of two portions The fruit consists of two portions 

each called mericarp and connected by central stalk each called mericarp and connected by central stalk 

(carpophore). A single seed is seen in each(carpophore). A single seed is seen in each
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mericarp. Fruit surface is glabrous and the five mericarp. Fruit surface is glabrous and the five 

primary ridges of each mericarp are prominent, primary ridges of each mericarp are prominent, 

straight and pale straw coloured.straight and pale straw coloured.

B. B. Microscopic Microscopic —— Epicarp is composed of polygonal Epicarp is composed of polygonal 

cells. In the mesocarpic region, reticulate and cells. In the mesocarpic region, reticulate and 

lignified parenchymas are seen at vascular strands. lignified parenchymas are seen at vascular strands. 

Tracheids show helical thickening. Endocarp Tracheids show helical thickening. Endocarp 

consists of narrow elongated cells having a consists of narrow elongated cells having a 

parquetry arrangement. Polyhedral, thick walled parquetry arrangement. Polyhedral, thick walled 

endosperm contains aleurone grains and oil endosperm contains aleurone grains and oil 

globules. Vittae are six in number, four on the globules. Vittae are six in number, four on the 

dorsal surface at the mesocarpic region below the dorsal surface at the mesocarpic region below the 

secondary ridges and two on the commissural secondary ridges and two on the commissural 

surface of the mericarp. Vittae long, slender surface of the mericarp. Vittae long, slender 

composed of thin walled polygonal cells and is linedcomposed of thin walled polygonal cells and is lined
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by an epithelium of small polygonal tubular cells; 10by an epithelium of small polygonal tubular cells; 10--

15 separate, septum transverse or curved.15 separate, septum transverse or curved.

C. Determine by thinC. Determine by thin--layer chromatography (2.4.17), layer chromatography (2.4.17), 
coating the plate with coating the plate with silica gel G.. silica gel G.. 

Mobile phase.  A mixture of 93 volumes of toluene Mobile phase.  A mixture of 93 volumes of toluene 

and 7 volumes of ethyl acetate.and 7 volumes of ethyl acetate.

Test solution. To 1 g of the coarsely powdered Test solution. To 1 g of the coarsely powdered 

substance under examination, add 25 ml of substance under examination, add 25 ml of 

dichloromethane, reflux for 15 minutes, cool and dichloromethane, reflux for 15 minutes, cool and 

filter. Reflux the residue further for two times with 25 filter. Reflux the residue further for two times with 25 

ml of dichloromethane, cool and filter. Combine all the ml of dichloromethane, cool and filter. Combine all the 

filtrates and concentrate under vacuum to 25 ml.  filtrates and concentrate under vacuum to 25 ml.  
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Reference solution. To 1 g of the ajwain RS, add 25 Reference solution. To 1 g of the ajwain RS, add 25 

ml of dichloromethane, reflux for 15 minutes, cool and ml of dichloromethane, reflux for 15 minutes, cool and 

filter. Reflux the residue further for two times with 25 filter. Reflux the residue further for two times with 25 

ml of dichloromethane, cool and filter. Combine all the ml of dichloromethane, cool and filter. Combine all the 

filtrates and concentrate under vacuum to 25 ml.  filtrates and concentrate under vacuum to 25 ml.  

Apply to the plate 10 Apply to the plate 10 µµl of each solution as bands 10 l of each solution as bands 10 
mm by 2 mm. Allow the mobile phase to rise 8 cm. mm by 2 mm. Allow the mobile phase to rise 8 cm. 
Dry the plate in air, spray with a Dry the plate in air, spray with a anisaldehyde anisaldehyde 

solution. Heat at 110solution. Heat at 110°° for 10 minutes and examine for 10 minutes and examine 

the plate in daylight. The chromatographic profile of the plate in daylight. The chromatographic profile of 

the test solution is similar to that of the reference the test solution is similar to that of the reference 

solution.solution.
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TestsTests

Foreign organic matter Foreign organic matter (2.6.1). Not more than 2.0 (2.6.1). Not more than 2.0 
per cent.per cent.

EthanolEthanol--soluble extractive soluble extractive (2.6.2). Not less than (2.6.2). Not less than 
2.0 per cent.2.0 per cent.

WaterWater--soluble extractive soluble extractive (2.6.3). Not less than (2.6.3). Not less than 
15.0 per cent by method I.15.0 per cent by method I.

Ash Ash (2.3.19). Not more than 15.0 per cent.(2.3.19). Not more than 15.0 per cent.

AcidAcid--insoluble ash insoluble ash (2.3.19). Not more than 7.0 per (2.3.19). Not more than 7.0 per 
cent.cent.
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Heavy metals Heavy metals (2.3.13). 1.0 g complies with the limit (2.3.13). 1.0 g complies with the limit 
test for heavy metals, Method B (20 ppm).test for heavy metals, Method B (20 ppm).

Loss on drying Loss on drying (2.4.19).  Not more than 10 per cent, (2.4.19).  Not more than 10 per cent, 
determined on 5 g by drying in an oven at 105determined on 5 g by drying in an oven at 105ºº..

Microbial contamination Microbial contamination (2.2.9). Complies with the  (2.2.9). Complies with the  
microbial contamination tests.microbial contamination tests.

AssayAssay. Determine by gas chromatography (2.4.13).. Determine by gas chromatography (2.4.13).

Test solution. Weigh 2.0 g of the coarsely powdered Test solution. Weigh 2.0 g of the coarsely powdered 

substance under examination, add 50 ml of methanol, substance under examination, add 50 ml of methanol, 

and reflux on a waterand reflux on a water--bath for 15 minutes, cool and bath for 15 minutes, cool and 

filter. Reflux the residue further with methanol till thefilter. Reflux the residue further with methanol till the
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extract turns colourless, cool and filter. Combine all extract turns colourless, cool and filter. Combine all 

the filtrates and concentrate to a volume slightly less the filtrates and concentrate to a volume slightly less 

than 100 ml. Dilute with methanol to 100.0 ml. than 100 ml. Dilute with methanol to 100.0 ml. 

Reference solution. A 0.01 per cent w/v solution of Reference solution. A 0.01 per cent w/v solution of 

thymol RS in methanol.thymol RS in methanol.

Chromatographic systemChromatographic system
–– a capillary column 30 m x 0.25 m x 0.25 a capillary column 30 m x 0.25 m x 0.25 

mm, packed with  methyl polysiloxane, mm, packed with  methyl polysiloxane, 
–– temperature:temperature:

oven 90oven 90°° to 260to 260°° @10@10°° per minute per minute 
(Initially and finally hold for 5 minutes respectively),   (Initially and finally hold for 5 minutes respectively),   

injector 240injector 240ºº,,
detector 280detector 280ºº, , 
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–– flow rate. 0.8 ml per minute,flow rate. 0.8 ml per minute,
–– split flow 20 ml per minute.split flow 20 ml per minute.

Inject 1 Inject 1 µµl of the reference solution.  The test is not l of the reference solution.  The test is not 
valid unless the relative standard deviation for the valid unless the relative standard deviation for the 
replicate injections is not more than 10.0 per cent.replicate injections is not more than 10.0 per cent.

Inject 1 Inject 1 µµl of the test solution and the reference l of the test solution and the reference 
solution.solution.

Calculate the content of thymol.Calculate the content of thymol.

StorageStorage. Store protected from light in well. Store protected from light in well--filled filled 
containers, at a temperature not exceeding 30containers, at a temperature not exceeding 30ºº..



AjwainAjwain

RS   TESTRS   TEST

TLC Chromatogram of AjwainTLC Chromatogram of Ajwain



AjwainAjwain

Gas Chromatogram of thymol RSGas Chromatogram of thymol RS




