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Abstract

he dried or fresh mature fruits of Emblica officinalis Gaertn. are
specified gource of drug named ‘Aamla’. It is commonly known as Indian
goosebefrry or Amla. E. officinalis is an important medicinal plant in Indian System
of Medicines (Ayurveda, Unani and Siddha). It is one of the most important
ingredient in Triphala {an Ayurvedic herbal rasayana formula consisting of equal
parts of three myrobalans, taken without seed in Amalaki (Emblica
officinalis), Bibhitaki (Terminalia bellirica) and Haritaki (Terminalia chebula) }. It
is prescribed for improving digestion and assimilation. The drug is also used in
famous ayurvedic preparation Chyawanprash which is used for cough, bronchitis,
haemoptysis, tuberculosis and as rejuvenating tonic. The drug is highly regarded
for varied therapeutic values and enjoys the official status in Unani Pharmacopoeia
of India, Ayurvedic Pharmacopoeia of India, Siddha Pharmacopoeia of India,
Homoeopathic Pharmacopoeia of India and Indian Pharmacopoeia.
Pharmacopoeial monographs on the drug are regulatory standards and mandatory
for compliance to ensure the quality, safety and efficacy of the drug. This
communication reviews the pharmacopoeial monographs and analytical
parameters specified in different pharmacopoeial and non-pharmacopoeial
publications with a view on harmonization aspect of quality specifications of E.
officinalis Gaertn.

Keywords: Emblica officinalis Gaertn, Pharmacopoeias, Pharmacopoeial
harmonization.

Introduction

The fruits of Emblica officinalis Gaertn. (Family Euphorbiaceae) is commonly
known as Amla and is widely used as ingredient in the herbal and classical
preparation of Unani, Ayurvedic and Siddha system of medicine. The fruit is
common ingredient in many Unani and Ayurvedic formulations. E. officinalis Gaertn.
is a deciduous tree and found natively in India. It is widely cultivated Pakistan,
Bangladesh, Ceylon, Malaya, southern China and the Mascarene Islands. Amla
literally means ‘sour’. The plant species is one of the sacred tree of India. “Kartik
Mahatama orders the worship of the tree and that a Brahmin couple should a
feed under it, whereby all their sins are washed” (Pale, 2006).

Amla is highly nutritious and is an important dietary source of Vitamin C, minerals
and amino acids. It raises immunity, it has properties of stimulating the pancreas
which secretes insulin for reducing blood sugar. Amla seeds or dried amla is
equally invaluable for control of diabetes. It is an excellent antipyretic, antioxidant,
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astringent, laxative, diuretic, aphrodisiac, antacid and haemostatic. It also acts as
a booster for physiological systems of the body.

Observations

The review of Pharmacopoeial monographs on herbal drugs published in Unani,
Ayurveda, Siddha, Homeopathic and Indian Pharmacopoeias reveal that drug
‘Aamla’ or ‘Emblica’ (botanically specified as Emblica officinalis Gaertn.) is
subjected for regulatory standards in Unani Pharmacopoeia of India, Ayurvedic
Pharmacopoeia of India, Siddha Pharmacopoeia of India, Homeopathic
Pharmacopoeia of India, Indian Pharmacopoeia, American Herbal Pharmacopoeia
and British Pharmacopoeia (Table -1).The non-regulatory quality standards on
this drug are also published in Indian Herbal Pharmacopoeia and Quality Standards
of Indian Medicinal Plants. (Anonymous, 1940; 1955; 1986; 1998; 2000; 2002;
2007; 2008 a & b; 2011; 2014; 2013 and 2014). The monographs published in
these pharmacopoeial and non-pharmacopoeial publications are taken into
consideration as per the pharmacopoeial parameters to assess the variability in
quality standards of drug. The format of pharmacopoeial monographs in various
edition of pharmacopoeias consist varied botanical, physico-chemical and other
parameters (Table-2) and pharmacopoeial standards on the drug published in
pharmacopoeias are compiled in Table-3 (A & B) and 4. Non-regulatory quality
standard published in Indian Herbal Pharmacopoeia and Quality Standards of
Indian Medicinal Plants are enumerated in Table-5.

Conclusion

Indian regulatory system on drugs recognizes separate pharmacopoeias for
different systems of medicines (Anonymous, 1940). Indian Pharmacopoeia (IP)
is the first official pharmacopoeia having its first edition in the year 1955 followed
by the publication of other pharmacopoeias viz. Ayurvedic Pharmacopoeia of India
(1986), Unani Pharmacopoeia of India (1998), Siddha Pharmacopoeia of India
(2008b) and Homoeopathic pharmacopoeia of India (1971). All these
Pharmacopoeias provide regulatory standards under Drugs & Cosmetics Act 1940
& Rules thereunder for quality control of drugs of Ayurvedic, Siddha, Unani,
Homoeopathic and modern systems of medicine. Pharmacopoeial standards on
E. officinalis Gaertn. in respect of total ash, acid insoluble ash, alcohol/ethanol
soluble extractives and water soluble extractive varies in different pharmacopoeial
monographs (Table-6).The description (macroscopic and microscopic powder)
to facilitate uniformity in regulatory quality specifications, harmonization of
pharmacopoeial standards is very much needed when acceptability of herbal drugs
in uniform manner is accelerating (Rai and Sharma, 2014).
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Table 4: Comparative account of pharmacopoeial standards on E. officianalis

Gaertn. published in other Pharmacopoeias

Sl. | Quality Specification | American Herbal British
No. Pharmacopoeia Pharmacopoeia
(AHP) 2011 (BP) 2013
1. | Official title Phyllanthus emblica | Phyllanthus Emblica
L. Amla Fruit Pericarp
2. | Botanical species Phyllanthus Phyllanthus
emblica L. emblica L.
3. | Morphologicalpart/ Fruit and seed Dried pericarp of
Official part mature fruits
4. | Description I. Macroscopic I. Macroscopic
II. Microscopic II. Microscopic
lll. Powder lll. Powder
5. | Identity, Purity &
Strength
Foreign matter - 5.0%, Not more than
Total ash - 7.0%, Not more than
Acid insoluble ash - -
Alcohol/ethanol - 15.0%, Not more than
soluble extractive
Water soluble - 50.0%, Not more than
extractive
Loss on drying - 10.0%, Not more than
Heavy metals - -
Microbial - -
contamination
Pesticide residues = =
Aflatoxins = -
6. | Assay - Tannins (expressed as
pyrogallol) - 6.0%,
Not less than
7. | Chromatography - HPLC profile
(TLC/HPTLC/HPLC)
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Table 5: Comparative account of pharmacopoeial standards on E. officianalis
Gaertn. published on non-regulatory quality standards

Sl. | Quality Specification | Indian Herbal Quality Standards of
No. Pharmacopoeia Indian Medicinal
(IHP) 2002 Plants (QCIMP) 2010
1. | Official title Emblica Officinalis Emblica officianalis
Gaertn. (Amalaki)
2. | Botanical species Emblica officianalis | Emblica officianalis
Gaertn. Gaertn.
3. | Synonyms Phyllanthus emblica | Phyllanthus emblica
Linn Linn
4. | Morphological part/ Dried and fresh fruit | Dried and fresh fruit
Official part
5. | Description I. Macroscopic I. Macroscopic
Il. Microscopic II. Microscopic
lll. Powder
6. | Identity, Purity &
Strength
Foreign matter 3.0 %, Not more than| Nil
Total ash 5.0 %, Not more than| 1.0 %, Not more than
(Fresh fruit)
12.0 %, Not more than
(Dried fruit)
Acid insoluble ash 2.0%,Not more than | 0.05%, Not more than
(Fresh fruit)
2.0%, Not more than
(Dried fruit)
Alcohol/ethanol 40.0%, 10.0%, Not less than
soluble extractive Not less than (Fresh fruit)
31.0%, Not less than
(Dried fruit)
Water soluble 40.0%, Not less than | 11.0%, Not less than
extractive (Fresh fruit)
46.0%, Not less than
(Dried fruit)
7. | Assay Quantification Gallic Acid ranges -
not given 0.015 to 0.022
8. | Chromatography - TLC/HPTLC profile
(TLC/HPTLC/HPLC)

"Alcohol (25 percent) soluble matter.
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Pharmacopoeial standards on Emblica officinalis Gaertn. incorporated in various
pharmacopoeias are required to be harmonized with the monographs appeared
in other contentmpoarory pharmacopoeias. The quality of herbal drugs is always
prime issue and dealt with regulatory provisions of pharmacopoeial monographs.
The harmonized pharmacopoeial monographs will be yardstick to ensure the
quality, safety and efficacy of herbal drugs without any ambiguity.
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