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Abstract 

India have well-recorded and well practiced knowledge of traditional herbal medicines under indigenous systems of medicine like Ayurveda, 
Siddha and Unani. On the other hand, with about 6000 plants representing about 75% of the medicinal needs of the third world countries 
India is a major worldwide exporter of raw medicinal and aromatic plants and processed plant-based drugs. Government of India has taken 
various initiatives to improve the herbal drug standards and promote Indian system of medicine. Government of India has been stiffening the 
herbal drug regulations from time to time by establishing various bodies to control the manufacture and sales of herbal drug. It is 
continuously taking various corrective measures by implementing certain acts and rules coping with the developing global standards for 
natural products. A recent major move has been the convertion of The Department of Indian Systems of Medicines and Homoeopathy (ISM 
& H) established in 1995 into the Department of Ayurveda, Yoga & Naturopathy, Unani, Siddha and Homoeopathy (AYUSH) in 2003. The 
Department made steady progress since them and emphasis was laid on implementing the schemes which address the thrust areas identified 
by the Department like up gradation of educational standards, quality control and standardization of drugs, improving the availability of raw 
material, research and development and awareness generation about the efficacy of the systems domestically and internationally. 

Keywords: India, herbal medicines, regulatory affairs, Ayurveda, Yoga, Naturopathy, Unani, Siddha. 

Resumen 

India tiene un uso de medicinas herbarias tradicionales bien documentado y bien establecido bajo diversos sistemas indígenas como el 
Ayurveda, Siddha y Unani. Por otro lado, con mas de 6000 especies de plantas representado el 75% de las necesidades medicinales de países 
del tercer mundo, India es un exportador mundial de drogas vegetales y especias. El gobierno hindú ha tomado varias iniciativas para mejorar 
y endurecer las normas de calidad en el sector y establecer varios organismos de control de su producción y venta. También esta 
continuamente tomando medidas correctivas mediante la implementación de leyes y regulaciones tomadas de organismos reguladores 
internacionales. La mas reciente e importante accion ha sido la reconversión del Departamento de sistemas Indios de medicina y homeopatia, 
establecido en 1995, en el Departamento de Ayurveda, Yoga y Naturopatia, Unani, Siddha y Homeopatía (AYUSH) en 2003. Este 
departamento a hecho progresos continuos en la regulación de sistemas tradicionales con énfasis en aumentar los niveles de educación, 
control de calidad y estandarización de drogas, aumentando la disponibilidad de materiales crudos, investigando y desarrollando así como 
concienciando de la eficacia de los sistemas tradicionales tanto a nivel domestico como internacional. 

Palabras clave: India, medicamentos herbarios, regulación, Ayurveda, Yoga, Naturopatia, Unani, Siddha. 

 

INTRODUCTION 

Despite the achievements of synthetic chemistry 
and the advances towards rational drug design, 
natural products continue to be essential in providing 
medicinal compounds and as starting points for the 
development of synthetic analogues. In some 

particular cases, such as antitumor and antimicrobial 
drugs, about 60% of the medicines currently 
available on the market and most of those in the late 
stages of clinical trials are derived from natural 
products, mainly from higher plants (Calixto, 2000). 
With the increasing power of screening programs and 
the increasing interest in the reservoir of untested 
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natural products, many future drug developments will 
be based, at least in part, on natural products.  

India is having a well-recorded and well practiced 
knowledge of traditional herbal medicine (Kamboj, 
2000). Medicinal herbs have been in use in one form 
or another, under indigenous systems of medicine 
like Ayurveda, Siddha and Unani. India is a major 
exporter of raw medicinal and aromatic plants and 
processed plant-based drugs. It is generally estimated 
that over 6000 plants in India are in use in traditional, 
folk and herbal medicine, representing about 75% of 
the medicinal needs of the third world countries 
(Dubey et al., 2004; Mukherjee, 2002a). India, with 
this traditional background, needs to increase its 
share in the world market. The US market is expected 
to grow to 5 trillion US dollars in 2050 (Joshi et al., 
2004; Rai et al., 2006). This can be achieved by 
judicious product identification based on diseases 
found in the developed world for which no medicine 
or only palliative therapy is available; such herbal 
medicines will find speedy access into those 
countries. Also, harmonization and improvement in 
the processes of regulation is the need of the day, 
since it will be possible for the people to obtain high 
quality herbal medicines (Calixto, 2000; Verproote, 
2005). In this context, India has acknowledged the 
need for addressing the issue of the use of herbal 
medicines along with other regulatory measures.  

Not many nations have launched initiatives to 
inculcate traditional herbal regulatory measures into 
their drug regulatory system. In the herbal boom 
world wide it is estimated that high quality phyto-
medicinals will provide safe and effective medication 
and people engaged therein should have wide 
knowledge in every respects of the production and 
utilization of herbals. In this context quality control 
of botanicals has been given priority on which 
several guidelines have been reported. (Mukherjee, 
2002b). In India, separate Department or the Indian 
System of Medicine and Homeopathy (ISM & H) has 
been made who are specially dealing with the rules 
and regulations for the herbals along with the Drugs 
and Cosmetic act and rules which has come up with 
the rules for the implementation of GMP in herbals, 
which will not only help to make the quality herbal 
products but also to safeguard the adverse effects of 
the herbals too. An attempt has been made to make a 
complete review on every aspect of the development 
in the regulations of Indian System of Medicine. 

THE ANCIENT INDIAN TRADITIONAL 
MEDICINE 

The World Health Organization (WHO) estimates 
that about 80% of the populations living in the 
developing countries rely almost exclusively on 
traditional medicine for their primary health care 
needs. India has an ancient heritage of traditional 
medicine. India possesses a well-recorded and 
traditionally well-practiced knowledge of herbal 
medicine. It is generally estimated that over 6000 
plants in India are in use in traditional, folk and 
herbal medicine, representing about 75% of the 
medicinal needs of the world countries. Materia 
medica of India provides lots of information on the 
folklore practices and traditional aspects of 
therapeutically important natural products. Indian 
Materia medica includes about 2000 drugs of natural 
origin almost all of which are derived from different 
traditional system and folklore practices. Out of these 
drugs derived from traditional system, 400 are of 
mineral and animal origin while the rest are of 
vegetable origin. Three of the ten most widely selling 
herbal medicines in the developed countries, namely 
preparations of Allium sativum, Aloe barbedensis and 
Panax sp. are available in India. It mainly consists of 
three major systems namely Ayurveda, Siddha and 
Unani (ASU). With the emerging interest in the 
world to follow Indian system of Medicine, the 
government of India is trying their best to bring out 
therapeutic approaches available in original system of 
medicine as well as help in generating data to put 
these products on national health care program 
(Mukherjee, 2002b, 2003a,2006). 

Ayurveda 
Ayurveda is a system of healing from India. The 

origin of Ayurveda has been lost in prehistoric 
antiquity, but their characteristic concepts appeared 
to have been nurtured between 2500 and 500BC in 
India (Mukherjee, 2001). Ayurveda is usually 
translated as “the science of life” (Anonymous, 
2006a). In Indian system of traditional medicine, it is 
accepted as the oldest written medical system that is 
also supposed to be more effective in certain cases 
than modern therapies. Formulations and dosage 
forms have great importance in Ayurveda. Generally 
Ayurvedic formulations are multi-component 
mixtures containing plant and animal derived 
products, minerals and metals. During the Samhita 
period (1000 BC), Ayurveda developed into eight 
branches of specialties. Whereas, during the last 50 
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years it has developed into twenty-two specialties. 
Despite the increasing popularity of herbal medicines 
and herbal cosmetics abroad, it would seem that 
Ayurveda is yet to gain wider acceptance among 
medical scientists internationally (Mukherjee et al., 
2005a; Mukherjee, 2003b). Ayurveda is effective in 
the hands of an experienced practitioner, and most of 
the herbs used are fairly safe. Unfortunately, lack of 
regulation, quality issues in some products has led to 
serious concerns about the safety of ayurvedic 
medicines. 

Siddha System of Medicine 
Siddha system is one of the oldest systems of 

medicine in India, which blends medicine and 
mysticism. The word Siddha was coined from word 
‘Siddhi’, which means attainment of perfection and 
the art was mastered, practiced and teached by wise 
men known as ‘siddhars’. Although Siddha medicine 
resembles the aspects of Ayurveda, they possess 
different origin. Siddha medicine originated from the 
south of Indian subcontinent rather than the north. 
The diagnosis of diseases involved identifying its 
causes. Identification of causative factors is through 
the examination of pulse, urine, eyes, study of voice, 
color of body, tongue and the status of the digestive 
system. The Siddha system of medicine emphasizes 
that medical treatment is oriented not merely to 
disease but has to take into account the patient, 
environment, the meteorological consideration, age, 
sex, race, habits, mental frame, habitat, diet, appetite, 
physical condition, physiological constitution etc. 
This means the treatment has to be individualistic 
which ensures lesser chance of committing mistakes 
in diagnosis or treatment. 

Unani System of Medicine 
Unani Tibb (Unani means Greek [Ionnian] and 

Tibb, from the Arabic, means medicine) is a system 
of medicine practiced today in the South Asian 
countries of India, Pakistan, and Bangladesh. Its 
origins lie in ancient Greek, Arabic, and Persian 
medicine. In India, Arabs introduced the Unani 
system of medicine, which was developed by the 
Mughal emperors who invaded India. (Williamson, 
2006; Mukherjee and Wahile, 2006). Here diseases 
are considered as a natural process and its symptoms 
are the reaction of the body to the diseases. Unani, 
with its humoral philosophy, views nature and 
mankind as ideally coexisting in a balanced manner. 
Specifications for a range of behaviors and events 

that could lead to sickness and disease are outlined in 
the Unani texts. In common with many traditional 
sources of medicine, Unani-Tibb emphasizes the use 
of flavors and tastes to adjust the imbalances which 
contribute to disease. The choices of foods and the 
manner in which they are prepared are considered to 
be among the most important issues to consider when 
choosing a diet to improve or maintain health (Grotte, 
2004; Mukherjee, 2005b). Skillful use of warming 
and cooling spices and herbs contribute heavily to the 
appropriateness of the meal to correct the root causes 
of imbalances. 

With the emerging interest in the world to adopt 
and study the traditional system and to exploit their 
potentials based on different healthcare systems, 
Government of India is exploring several possibilities 
for the evaluation of these systems to bring out 
therapeutic approaches available in original system of 
medicine as well as to help in generating data to put 
these products on national health care program. The 
Indian herbal products including Ayurveda, Unani, 
Siddha and Homeopathy are regulated under the 
Drugs & Cosmetics Act and licensing of such 
products remains a state subject. Provision relating to 
the regulatory aspects of natural products 
manufacture and control has been prescribed in 
Drugs and Cosmetics Act 1940, Govt. of India; 
various aspects of the regulation on control of herbal 
medicinal products has been described in Table 1. 

DEPARTMENT OF AYURVEDA, YOGA & 
NATUROPATHY, UNANI, SIDDHA AND 
HOMOEOPATHY (AYUSH) 

The Department of Indian Systems of Medicines 
and Homoeopathy (ISM & H) established in Ministry 
of Health & Family Welfare in March, 1995 was 
renamed as the Department of Ayurveda, Yoga & 
Naturopathy, Unani, Siddha and Homoeopathy 
(AYUSH) in November, 2003. The Department made 
steady progress during the year 2005-2006. Emphasis 
was laid on implementing the schemes which address 
the thrust areas identified by the Department like up 
gradation of educational standards, quality control 
and standardization of drugs, improving the 
availability of raw material, research and 
development and awareness generation about the 
efficacy of the systems domestically and 
internationally (Anonymous, 2006b; Anonymous. 
2003a). 
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Table 1: Regulatory aspects of natural products based on Drugs and Cosmetics Act of India  

Item Section Criteria 
Misbranderd drugs 33 E ASU drugs are deemed to be misbranded: 

 If colored or coated to conceal the damage or made appear better than therapeutic value 
 If it is not labeled in prescribed manner 
 If label or container accompanying drug bears any false claim or misleading. 

Adulterated drugs 33EE ASU drugs are deemed to bne adulterated  
 If it consists filthy, or decomposed material 
 If prepared, packed or stored under insanitary conditions 
 If its container contains any poisonous or deleterious substance 
 colour other than one which is prescribed 
 harmful or toxic substance 
 If any substance mixed to reduce its quality or strength. 

Spurious drugs 33EEA ASU drugs are deemed to be spurious  
 If it is sold or offered under another name. 
 If it is an imitation or substitute for another drug 
 If the label or container bears the name of an individual or company which is fictious. 
 If it has been substituted by other drug 

Regulation of manufacture for sale 
of ASU drugs. 

33EEB. 
 

No person shall manufacture for sale or distribution, any ASU drug except in accordance with 
prescribed standards. 

Prohibition of manufacture and 
sale of certain ASU drug. 

33EEC. 
 

No person shall manufacture ASU drugs which are: 
 misbranded, adulterated or spurious 
 patent or proprietary medicine, 
 contravention to any of the provisions of the act 

Power of Central Government to 
prohibit manufacture of ASU 
drugs in public interest. 

33EED. 
 

Central govt. can prohibit manufacture of ASU if: 
 Drug involve any risk to human beings or animals 
 Drug does not have the therapeutic value claimed 

Government Analysts. 33F. Central or State govt. can appoint any person with the prescribed qualification and do not have 
any financial interest in ASU drug. 

Inspectors. 33G. Central or State govt. can appoint any person with the prescribed qualification and do not have 
any financial interest in ASU drug. 

Penalty for manufacture, sale, etc., 
of Ayurvedic, Siddha or Unani 
drug in contravention of this 
Chapter. 

33I manufactures for sale or for distribution of any ASU drugs deemed to be adulterated or without 
a valid licence as required. 

Penalty for subsequent offences. 33J. Shall be punishable with imprisonment for a term not less than two years but which may extend 
to six years and with fine not less than 5000 INR. 

Confiscation. 33K. Any person convicted under the act, the respective stock of ASU drug can be confiscated. 
Cognizance of offences. 33M.  No prosecution under this Chapter shall be instituted except by an Inspector. 

 No Court inferior to that of a [Metropolitan Magistrate] or of a [Judicial Magistrate] of the 
first class shall try an offence punishable under this Chapter. 

Power of Central Government to 
make rules. 

33N The Central Government may -after consultation with, or on the recommendation of, the Board- 
and after previous publication by notification in the Official Gazette, make rules for the purpose 
of giving effect to the provisions of this Chapter: 

Application for licence to 
manufacture Ayurvedic (including 
Siddha) or Unani drugs. 

153 An application for the grant or renewal of a licence to manufacture for sale any ASU drugs shall 
be made in Form 24-D to the Licensing Authority along with a fee of rupees sixty. 

Form of licence to manufacture 
Ayurvedic (including Siddha) or 
Unani drugs: 

154. Subject to the conditions of rule 157 being fulfilled, a licence to manufacture for sale 
any ASU drugs shall be issued in Form 25-D. 

Loan Licence. 153-A. An application for the grant of renewal of a loan licence to manufacture for sale of any ASU 
drugs shall be made in Form 25-E to the Licensing Authority along with a fee of rupees thirty. 

Certificate of award of G.M.P. of 
Ayurveda, Siddha and Unani 
Drugs. 

155 B shall be issued to licensees who comply with the requirements of GMP of ASU drugs as laid 
down in Schedule T. 

Standards to be complied with in 
manufacture for sale or for 
distribution of Ayurvedic, Siddha 
and Unani Drugs. 

168. Single drugs: The standards for identity, purity and strength as given in editions of Ayurvedic 
Pharmacopoeia of India. 
Asavas and Arishtas : The upper limit of alcohol as self generated alcohol should not exceed 
12% v/v. 
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Department of AYUSH drafted certain rules 
further to amend the Drugs and Cosmetics Rules, 
1945 in the Gazette of India. The draft claims that the 
certificate of Good Manufacturing Practices (GMP) to 
manufacturers of Ayurveda, Siddha or Unani drugs 
shall be issued to licensee who comply with the 
requirements of Good Manufacturing Practices (GMP) 
of Ayurveda, Siddha and Unani drug as laid down in 
Schedule T (Mukherjee et al., 2003c). 

The Good Manufacturing Practices (GMP) is 
prescribed to ensure: 

i. Raw materials used in the manufacture of 
drugs are authentic, of prescribed quality 
and are free from contamination. 

ii. The manufacturing process is as has been 
prescribed to maintain the standards. 

iii. Adequate quality control measures are 
adopted. 

iv. The manufactured drug which is released 
for sale is acceptable quality. 

 
To achieve the objectives listed above, each 

licensee should follow the prescribed process of 
manufacture of drugs which should be documented as 
a manual and kept for reference and inspection. 

FACTORY PREMISES 

The manufacturing plant should have adequate 
space for receiving and storing raw material, 
manufacturing process areas, Quality Control section, 
finished goods store, office, rejected goods/drugs 
store. It also gives directives for herbal industries 
regarding the Location and surroundings, buildings, 
water Supply, disposal of waste, container’s cleaning, 
stores, raw materials, packaging materials, finished 
goods stores, working space, health clothing, 
sanitation and hygiene or workers, medical services, 
machinery and equipments, batch manufacturing 
records, distribution records, record of market 
complaints, quality control and the requirements for 
sterile products viz., manufacturing areas, precautions 
against contamination and mix. It also provided the 
list of recommended machinery, equipment and 
minimum manufacturing spaces required for the 
manufacture of various categories of ayurvedic, 
siddha and unani system of medicine and also in-
house quality control section. 

HEAVY METAL CONTENTS  

Heavy metal contamination may be a particular 
problem with traditional remedies from India, which 

are currently becoming prevalent in the USA, 
Australia, Europe and other countries.  Due to 
unsatisfactory Agricultural and cultivation practices 
relating to the medicinal plants used in preparation of 
Ayurveda, Siddha & Unani (ASU) and general 
environmental pollution, the presence of heavy metals 
above the permissible limit therein cannot be ruled out 
in the herbal preparations (Ramachandran, 2006). 
Strictly speaking, heavy metals are not contaminants 
of such drugs but are seen as active ingredients by 
proponents of traditional Indian medicine (Ernst, 
2002). The Indian government introduced regulations 
in October 2005 with regard to heavy metal content in 
Ayurvedic formulations. Department of Ayurveda, 
Yoga & Naturopathy, Unani, Siddha and 
Homoeopathy (AYUSH), in an order made testing for 
heavy metals namely, Arsenic, Lead, Mercury and 
Cadmium mandatory for export purposes in respect of 
every batch of purely herbal ASU drugs by every 
licensee. Permissible limits for Arsenic, Lead and 
Cadmium will be as recommended by WHO 
publication “Quality Control Methods for Medicinal 
Plants & Materials”. In case of Mercury, the 
permissible limit will be one ppm. Conspicuous 
display on the container of purely herbal ASU drugs 
to be exported the words “Heavy metals within 
permissible limits” will be mandatory.  

GOOD MANUFACTURING PRACTICES 

AYUSH directs all the State Drug Licensing 
Authorities to take action against the defaulting ASU 
drug manufacturers for revocation of their licenses 
under Rules 157, 158 and 159 of the Drugs & 
Cosmetics Rules, 1945 for failure to comply with the 
Good Manufacturing Practices notified under 
Schedule ‘T’ of the Drugs & Cosmetics Rules, 1945. 
AYUSH directs the State Licensing Authorities of 
ASU drugs to ensure full compliance by all ASU drug 
manufacturers of the provisions of Rule 161 (1) and 
(2) relating to displaying on the label of the container 
or package of an Ayurveda, Siddha and Unani drug, 
the true list of all the ingredients (official and 
botanical names) used in the manufacture of the 
preparation together with the quantity of each of the 
ingredients incorporated therein. In case all the 
ingredients cannot be mentioned on the label because 
of their large number the same shall be indicated in 
the leaflet to be inserted in the package. Further that 
the container of a medicine shall conspicuously 
display the words ‘Caution to be taken under medical 
supervision’ if the list of ingredients contains a 
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substance specified in Schedule E(1) of the Drugs and 
Cosmetics Rules, 1945.  

NATIONAL MEDICINAL PLANTS BOARD  

Government of India decided to establish an 
independent body called “National Medicinal Plants 
Board” under the chairpersonship of ministry of health 
and family welfare. Its objectives are to assess the 
demand/supply, policy matters, guidance, 
inventorization, promotion of conservation or 
cultivation, promotion of co-operative efforts 
dissemination of information, matters relating to 
import or export, value addition, research and 
development, agro technology development and IPR 
related issues etc. The main objective of establishing 
the Board is to have an agency at National level which 
would be responsible to co-ordinate all matters 
relating to development of medicinal plants including 
drawing up policies and strategies for conservation, 
proper harvesting, cost-effective cultivation and 
marketing etc. of raw material in order to protect, 
sustain and develop this sector (Anonymous, 2002a). 
To achieve these objectives 27 state medicinal plants 
boards were established. The National Medicinal 
Plants Board has been setup as a follow-up of 
recommendations of the Task Force on conservation 
and sustainable utilization of medicinal plants by 
Planning Commission, vide Cabinet Resolution 
notified on 24th November, 2000.  

PHARMACOPOEIA COMMITTEES 

Laying down the Pharmacopoeial standards for 
Ayurveda, Siddha and Unani medicine both for single 
and compound drugs is an essential item of work. The 
Indian ministry had taken up the task of developing 
pharmacopoeial standards through Pharmacopoeia 
Committees viz Ayurvedic Pharmacopoeia Committee 
(APC), Unani Pharmacopoeia Committee (UPC), 
Siddha Pharmacopoeia Committee (SPC) and 
Homoeopathic Pharmacopoeia Committee (HPC). 
They work for preparing official 
formularies/pharmacopoeias to evolve uniform 
standards in preparation of drugs of Ayurveda, 
Siddha, Unani and Homoeopathy and to prescribe 
working standards for single drugs as well as 
compound formulations. 

TRADITIONAL KNOWLEDGE DIGITAL 
LIBRARY (TKDL) 

Since time immemorial, India has a rich traditional 
knowledge. Documentation of this existing 
knowledge, available in public domain, on various 
traditional systems of medicine has become 
imperative to safeguard the sovereignty of this 
traditional knowledge and to protect them from being 
misused in patenting on non-patentable inventions. 
The TKDL is an original proprietary database, which 
is fully protected under national and international laws 
of Intellectual Property Rights. TKDL, based on a 
novel way of decodification software, allows 
automatic conversion of information from Sanskrit 
into various languages. The information includes 
names of plants, Ayurvedic description of diseases 
under their modern names and therapeutic 
formulations, etc. During the current year, 
approximately 65,000 formulations will be taken up 
from 45 selected Ayurvedic books, out of which 
23,000 will be transcribed after excluding the 
duplicate references. The activity on identification of 
the formulations has been initiated. So far more than 
34000 formulations have been identified from the 
Ayurveda texts and they have been checked for the 
duplicates. Transcription of 25000 formulations has 
been completed from 14 texts out of the targeted 45 
texts. A similar work is also being carried out in other 
Indian system of Medicines. 

The Indian government has also established 10 
new drug testing laboratories for Indian systems of 
medicine and is upgrading existing laboratories to 
provide high quality evidence to licensing authorities 
of the safety and quality of herbal medicines. This 
replaces an ad hoc system of testing that was 
considered unreliable. These laboratories are also 
involved in the preparation of drug formulation and 
pharmacopoeias for Ayurveda, siddha, Unani and 
Homoeopathy drugs and also in imparting training to 
ISM drug industry and drug inspecting staff on 
standardization and quality control (Mukherjee et al., 
1998, 2005a). Randomized controlled clinical trials of 
selected prescriptions for Indian systems of medicine 
also have been initiated. These will document the 
safety and efficacy of the prescriptions and provide 
the basis for their inter- national licensure as 
medicines rather than simply as food supplements 
(Bodeker, 2001). 
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THE INDIAN MEDICINES DEVELOPMENT 
CORPORATION BILL, 2005  

In the ancient times, India has been the leader in 
the medicines. Several systems, mostly indigenous, 
were used to cure diseases. Many herbal plants were 
used for manufacture of medicines. Later allopathy 
system of medicine came into being. Allopathy system 
being mostly of chemicals has its own effects while 
temporarily curing diseases. While Indian system of 
medicine provides permanent relief, allopathy system 
provides only temporary relief. Moreover, allopathy 
system has its own side effects which spoil the body 
system. Further the system is costlier also and poor 
people cannot afford to use this system. India has 
immense resources of herbal plants. They have not 
been properly explored and exploited. Moreover, there 
is a huge potential for export of Indian system of 
medicines. Therefore, it is proposed to establish a 
Corporation exclusively to promote and develop 
Indian system of medicines (Anonymous, 2005a). 

 
The Corporation shall perform the following 

functions: 
i. To identify and locate herbal plants which are 

necessary for manufacture of medicine; 
ii. To protect herbal plants area; 
iii. To manufacture and process Indian system of 

medicine; 
iv. To distribute and set up outlets for selling Indian 

system of medicine; 
v. To extend financial and technical assistance to 

persons involved in research in Indian system 
of medicine; 

vi. To export medicines based on Indian system; 
and 

vii. To advocate the extensive use of Indian system 
of medicine. 

TRADITIONAL HERBAL MEDICINES ACT, 
2006 

The market in the urban and semi-urban area in 
India is full of traditional herbal preparations. These 
medicines claim to cure various ailments from general 
fatigue to diabetes to cancer. According to a report, a 
causal and random checking and testing of these 
medicines by the Department of Pharmacology of one 
of the premium referral hospitals in India revealed that 
many of them were contaminated containing steroids 
which in the long run could lead to suppression of 
immune system, growth retardation in children, 
diabetes and cataracts. Under the pretext of ancient 

texts and without any legal requirement of any license 
to sell these medicines, these unchecked traditional 
medicines are causing serious ailments to their 
innocent users. The traditional herbal medicines act, 
2006 was introduced in the Indian Parliament in May, 
2006 to regulate the sale of the traditional herbal 
medicines which are being marketed without any 
license and control under the cover of being 
manufactured by formulation provided in the ancient 
texts and to provide for compulsory listing and 
verification of ingredients of traditional herbal 
medicines and for matters connected therewith and 
incidental thereto (Anonymous, 2006c). 

The functions of the Authorities are: 
 
(i) To ensure quality control of the traditional 

herbal medicines. 
(ii) To arrange to verify the ingredient of any 

medicine. 
(iii) To act on the complaint received in respect of 

any medicine. 
(iv) To recommend cancellation of license for 

selling of any traditional herbal medicine. 
(v) To make the people aware about its findings of 

various spurious medicines. 
(vi) To conduct survey and inspection and random 

sample checking of every manufacturer at least once 
in a year through its laboratories. 

(vii) Any other function that may be assigned. 
 
According to the act no traditional herbal medicine 

shall be sold or made available over the counter, every 
retailer or seller of traditional herbal medicines shall 
have to obtain a license to sell traditional herbal 
medicines from the Authority in such manner as may 
be prescribed. Every manufacturer of traditional 
herbal medicine shall list the ingredients of each 
medicine on the packing of the medicine along with 
their accurate quantity. Every manufacturer of 
traditional herbal medicine shall clearly and boldly 
indicate on the packaging of the medicine any side 
effects and warning of contraindications in such 
manner as may be prescribed. 

CONCLUSION 

The market for medicinal plants is difficult to 
obtain as there is no clear distinction between 
medicines, food, spices and aromatic usage of these 
plants. Facing a multi-billion dollar international trade 
of herbal medicines, many countries in Asia are 
positioning themselves to boost their share of this 
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business and implement appropriate regulatory 
measures to safeguard public health. To maximize the 
utilizations of the natural resources, there should be an 
international co-ordination leading to harmonization 
on various regulations of different countries. With this 
international harmonization, the botanicals should be 
explored further in the context of modern 
development.  

Most of the herbal medicines in the world originate 
from developing countries, although the export 
volumes from most of these countries are small.  
There are ample opportunities for these countries to 
expand their global export.  The Indian government 
has drawn up regulations for good manufacturing 
practice for traditional Indian systems of medicine 
such as ayurveda, siddha, and unani, so that the 
industry can compete in international markets. 
Government of India has taken various initiatives to 
improve the herbal drug standards and promote Indian 
system of medicine. Government of India has been 
stiffening the herbal drug regulations from time to 
time by establishing various bodies to control the 
manufacture and sales of herbal drug. It is 
continuously taking various corrective measures by 
implementing certain acts and rules coping with the 
developing global standards for natural products.  
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