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India has its own unique Health Care Delivery system. There is a
provision of multiple systems of medicines for the promotion of health
and prevention/cure of diseases with the integration of Alternative &
Traditional Medicines in conventional system. The Homoeopathy Drug
related issues are governed by the Drugs and Cosmetics Act (DCA),
1940 and Rules, 1945 by Central Drugs Standard Control Organization
(CDSCO) under the Drug Controller General of India, Ministry of
Health and Family Welfare, Govt. of India. Homoeopathic medicines
are defined under the Rule 2dd. The standards of identity, purity
and strength to be compiled with Homoeopathic Pharmacopoeia
of India (HPI) mentioned in Second Schedule (4a) under the act.

The Ministry of Ayurveda, Yoga & Naturopathy, Unani, Siddha,
Sowa Rigpa and Homoeopathy, abbreviated as AYUSH, is a
government body in India formed on 9th November 2014 to
ensure the optimal development and propagation of AYUSH
systems of health care purposed developing, education and
research in the field of alternative medicine with research councils.
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Fig.1 Regulatory framework of homoeopathic medicines in Drugs &
Cosmetics Act, 1940 and Rules 1945 of India

Quality control is one of most fundamental prerequisites study
for introduction of drug or formulation in clinical practice. Drug
standardization study plays major role to ensure genuineness/
authenticity, purity, quality, safety and efficacy with respect to

pharmacognostical, physico-chemical & pharmacological studies of
raw drugs as well as finished products. There are various sources of
homoeopathic medicines viz. plants, chemicals & minerals, animals,
sarcodes, nosodes and imponderable. Considering the diversity of
source, quality control is quintessential for homoeopathic raw material,
mother tinctures and potencies. Homeopathic drugs which work on the
principle of high dilutions, it becomes even more important that quality
of starting material depends on the method of preparation of mother
tincture and potencies must be standardized and controlled. Success
in homoeopathic prescribing is based upon the purity and quality of
drugs.

In India, quality homoeopathic medicines are manufacturing by
following Schedule M-1, Good Manufacturing Practices (GMP);
Rule 85E (2) of D&C Rules 1945 with conditions specified including
effective process controls, quality check on source materials
& finished products, validated analytical methods, adequate
buildings, good storage and sanitary conditions along with the
standards to compile with HPI as well. It is high time that the
available drugs should be of utmost quality and safe to consume.
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