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AYUSH

A A: Ayurveda

AY: Yogaand Naturopathy (Drugless systems)
A U: UnaniTibb

A S Siddha and SowRigpa

A H: Homoeopathy



Stand-alone AYUSH Network

Registered Practitioners 7,71,468*
Total Teaching Institutions (ASU&H):-@81, U44, S9, H 197) 550

Postgraduate Institutions (ASU&H)A-112,U-9, S3, H-43) 170

Annual Intake in Degree courses: -(5117, U2131, $410, H13658) 33,601

Annual Intake in PG courses: 3089, U147, $S140, H918) 4,876
Hospitals in Government Sector 3,639
Dispensaries in Government Sector 26, 405

Drug Manufacturing units (A439, U 585, S235, H408) 8,667

*Coverage: Abou AYUSH practitioners per0,000 population (as onl/ 4/ 2016




Integrated or Co-located AYUSH Functionaries

A AYUSHservicesavailablein-
506 0ut of 697 DistrictHospitals,
374 0ut of 2725Subdistrict Hospitals,
2871out of 11225CommunityHealthCentres
89950ut of 31849PrimaryHealthCentres
57160ther healthcarecentres

A 15649 AYUSHpractitionersappointedfor National
Child Health Program and 12263 for imparting
generalhealthservices



What are regulations ?

Legal norms for

V Whatisrequiredto be donefor anintendedpurpose

V Howandin what mannerit canbe done

V What can not be done for achievingthe intended
purpose

V Penalizingthe personsfor committing any omission
from prescribed standardsor for commission of

prohibited actions
V Who canmake,amendandenforcethe provisions



Needs for Drugs Regulation

ATo prescribe and enforce standards for
manufacturing, distribution, sale, marketing
andinformation of drugs

A To ensure availability of quality drugsto the
people

ATo promote public protection from
hazards/harmfukeffectsof drugs



Types of Legal Provisions

A Enabling provisions
A Prohibitive provisions
A Penal provisions

A Empowering provisions for authorities/specific
actions

A Exemption provisions




Legal Provisions /Regulations for ASU &H dr

A Drugsand CosmeticsAct, 1940

I Section3(a) & (h), ChapterlVAfrom Section 33B to 330
andFirstSchedulgertainto ASUdrugs

I SecondSchedule(4A) provides for quality standards of
Homoeopathiarugs

A Drugsand CosmeticRules 1945

I Rules151to 169, Schedulesk(l), T, TA pertain to ASU
drugs

I Rules30AA,67, 85 (Ato 1), 106-A, ScheduleK, Schedule
M-I pertainto Homoeopathiarugs

A Drugs & Magic Remedies (Objectionable Advertisements)
Act, 1954and Rules




ASU drugs related provisions of Chapter IVA

A ASUDTABand ADUDCC Advisory bodies to Central and State
Governments

A Misbranded,Spuriousand Adulterateddrugs
A Standardsof ASUdrugs

A Prohibition of manufacturing and sale of ASU drugs by State
Government

A Prohibition of manufacturing, sale etc of ASU drugs by Central
Government

A Appointmentof GovernmentAnalysts)nspectors

A Penalties

A Confiscatiorof the stockof ASUdrugs

A Disclosuref ASUdruginformationto the Inspector

A Maintenanceof recordsandfurnishingof information by licenseholder
A Cognizancef offences

A Rulesmakingpower of the CentralGovernment

A Powersof CentralGovernmento amendFirstSchedule

Powersof CentralGovernmentto givedirectionsto State Governments



Other Related Acts applicable to ASU&H Produ

Food Standards & Safety Act

Bio-diversity Act

Wild Life Protection Act

Indian Forests Act

Narcotic Drugs and Psychotropic Substances Act

The Standards of Weights and Measures Act

Legal provisions are made and amended by the
Central Government and enforcement is done by th
State Governments.
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National Committees for Drugs

A Ayurveda,Siddha,UnaniDrugsTechnicalAdvisoryBoard (ASUDTABjor
policyadviceto CentralGovernmenton regulationof ASUdrugs

A Ayurveda,Siddha,Unani Drugs ConsultativeCommittee (ASUDCCYor
adviceto Centraland State Governmenton enforcementissuesof ASU
drugs

A Subcommittee on Homoeopathyunder DrugsTechnicalAdvisoryBoard
(DTAB)

A Pharmacopoei€ommissiorof IndianMedicineand Homeopathy

A PharmacopeiaCommittees for development of standardsof ASU&H
drugs



Institutional arrangement for development of Quality
Standards

PharmacopeiaCommissiorof Indian Medicine (PCIM&H)o coordinate
andpromote pharmacopoieawork.

Pharmacopoeia Committees of Ayurveda, Siddha, Unani and
Homoeopathyto steerpharmacopoieawork in standardtemplate.

Scientific Institutions / R&D Institutes / laboratories undertake basic
work of standardization

Expertsof ASU&Hsystems,phytochemistry pharmaceuticalsciences,

pharmacognosyinorganicchemistry,geochemistryand medicinalplants

are associated for evaluation and approval of Pharmacopoeial
monographs



Nature of ASU Drugs

A Made from wholesomenatural substancesf plant,
animal,mineralor marineorigin.

A Formulationmay be of singleingredientor multiple
iIngredientsor combinationof different formulations

A Formulation could be herbal, herbo-mineral or any
kind of mixture of two or more naturalsubstances

A Wholesome extract of medicinal plant (agueous
extract or hydro-alcoholic extract or any other
extract)canbe the ingredientof ASUrormulations




Categories of Medicinal Products

A Classical or generic formulae
A Proprietary:

1) Textual rationale, Experiential and R&D based
medicinal formulations

) Nutritive medicinal formulations
) Cosmaceuticanedicinal formulations

IV) Extractbased formulations (Agueous, hydro
alcoholic and other extracts)

C Phytopharmaceuticals (are not ASU&H drugs)



Broad Types of ASU Drugs

A ClassicalBhastriyéTraditional: Ayurvedic Siddha
or Unanidrug includesall medicinesintended for internal or
externaluse for or in the diagnosistreatment, mitigation or
preventionof diseaseor disorderin humanbeingsor animals,
and manufactured exclusively in accordance with the
formulae describedin the authoritative books of Ayurvedic
Siddhaand Unani Tibb systemsof medicine,specifiedin the
Scheduld of the Act.

l.e such formulations as are described in 103
authoritative booksincludingpharmacopoeiasindformularies



ContdX

APatent or Proprietary. ASU formulations
containingonly suchingredients,which are
mentionedin the formulaedescribedn the
authoritative books and do not include a
medicinefor parenteraladministrationand
the formulation mentioned in any of the
authoritative books

l.e. only Ingredients/natural substances mentioned in the
authoritative books can be used for manufacturing of
patent/proprietaryASUmedicines



Requirements for Licensing of
ASU Medicines

A Reference of the formulation/ingredients from the
authoritative books of Ayurvedi¢ Siddhaor Unani Tibb
systemdisted in First Scheduleof the Drugs& Cosmetics
Act, 1940

A Manufacturing unit compliant with the GMP
requirementsas prescribedin Schedule! ®w{1he Drugs
& Cosmetics Rules, 1945 and Schedule M1 for
Homoeopathianedicines

A Proof of safety and effectivenessas prescribedin Rule
158-B for variouscategoriesof ASUmedicines



Safety, Efficacy, Quality:
Standards of ASU medicines

A Standardsof identity, purity and strength as given in the
respectivePharmacopeias

A Standardized classical formulations prescribed in National
Formularies

A Standardof self generatedalcohol(not more than 12% v/v) for
Asavas Arishtasprescribedn Rulel58.

A In-house standards and testing protocols for proprietary
medicines



Phytopharmaceuticalare not ASU Drugs

Phytocpharmaceuticadrug means and
iIncludespurified and standardizedraction with
defined minimum four Dbio-active or
phytochemical compounds (qualitatively and
guantitatively assessed)of an extract of a
medicinal plant or its part, for internal or
external use of human beings or animals for
diagnosis,treatment, mitigation or prevention
of any diseaseor disorderbut doesnot include
administrationby parenteralroute.



SubTypes of Proprietary ASU Formulation:

Medicinal Nutritive Formulation C:;:%i?:#é‘?'
Formulation
(Balya Poshal (Saundaryaprasadal

Aqueous or Hydro | | other Extrachased
alcoholic Extract Formulation

based Formulation




Conditions for Commercial Manufacturing
of ASU drugs

e ~

1.

License of the
manufacturing
unit and intended
formulations

2.
GMP Compliance
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Adequate
infrastructural
facility, staff,

equipment,
reference books,
record keeping
etc. /

4.

Compliance to
Standards given
in the
pharmacopoeia
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License requirements for
Classicalbhastriyélraditional Formulations

Traditional ASU formulation with Safety study not required
dosageform and indications as per Evidence of effectiveness  from
authoritative text authoritative sourcerequired.

To T

Traditional ASU formulation with A Safety study not required

changein dosageform A Evidenceof effectivenessfrom published
literature required

Traditional ASU formulation forew A Safetystudynot required
indication A Evidencefrom published literature and/or
proof of effectivenessequired




License Requirements for Proprietary Formulatiol

1. Proprietary ~ formulation with | A Safety study not required

ingredients not from ScheduleE(l) and | A Evidence of  effectiveness of

based on textual rationale from ingredients from published literature

authoritative books required.

A Proof of effectiveness from a pilot
study required.

2. Proprietary formulationwith anyofthe A Safetystudyrequired
ingredientsfrom ScheduleE(l)and based A Evidence of effectiveness from
on textual rationale from authoritative published literature and proof from
books pilot studyrequired




License Requirements for Extrdised Formulation:

Aqueous extractas per text | A Referencesrom the authoritative texts required

Aqueousextract as per text A Safety studyot required
but with new indication A Proof of effectiveness required

Hydroalcoholic extractas per A Evidenceof effectivenesamay be requiredon case
text to casebasis

SpecifiHydro-alcoholicextract A Safety studyequired
with New Indication A Evidence and proof of effectiveness required

Other extracts made from A Acuteand Chronic Toxicity, Mutagenicity and
various solvents. Teratogenicity data required.

A Evidence of effectiveness from published
literature and proof from clinicalstudyrequired




Requirements for making License Application

A Reference of the formulation/ingredients from the
authoritative bookslisted in the Drugs& CosmeticsAct,
1940

A Manufacturingunit should be compliant with the GMP
guidelinesas prescribedin Schedule'l ¢tofxhe Drugs&
CosmeticRkules 1945

A Proof of safety and effectivenessas prescribedin Rule
158-B for variouscategorieof ASUmedicines
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A Standardf identity, purity and strengthand permissiblelimits of heavy
metals,aflatoxing microbialload and pesticideresidueof medicinalplant
materials prescribedn the respectivePharmacopeias

A Standardizealassicaformulationsprescribedin NationalFormularies

A Label containing true list of ingredients (with plant part and form),
manufacturingand expirydatesand cautionin caseof presenceof any of
Schedulee(l)ingredientsin the formulation.

A Test report/Certificate of Analysisof not more than 12% v/v self
generatedalcoholin Asavas Arishtas

A In-housestandardsandtestingprotocolsfor proprietarymedicines



Standards of ldentity Purity-Strength of ASU Drug

Ayurvedic Unani Siddha
Pharmacopoeia of| Pharmacopoeia of| Pharmacopoeia of
India India India

645 (9) 298 monographs 139 monographs
monographs of of
of SingleDrugs SingleDrugs
SingleDrugs

150

monographs of
compound
formulations

202 (4)
monographs of
compound
formulations




Standard ASU Formulations

Ayurvedic National Siddha
Formulary of Formulary of Formulary of
India Unani Medicine India

985 (3 volumes)

iIncluding280 1229 399 (2 volumes)

mineralbased (6 volumes)
formulations
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AYURVEDIC PHARMACOPOEIA OF INDIA Part
(Compound Formulations)
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National Publications

Essential Drugs List (EDL)

AYURVEDA

Essential Drugs List (EDL)

UNANI MEDICINE

Department of AYUSH
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Essential Drugs List (EDL)

SIDDHA MEDICINE

Department of AYUSH
{Drug Control Cell)
Ministry of Health and Family Welfare
Governmeant of Indla

WWW, nlc.In

March 2013

Essential Drugs List (EDL)

HOMOEOPATHY

Department of AYUSH
(Drug Control Cell)
Ministry of Health and Family Welfare
Government of India
www.indianmedicine.nicin

March 2013
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