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WHO GuioEunes For EvAWATION OF DRuGS

® The world Health Organization (WHO) has given specific quidelines fo
ensure that herbal £ trude dmgs are safg, effechive ond oF ﬂmd
Q.

® Becouse herbal drugs come flom natural sources, their qualify may
vary due fo climate , oil, collection method |, processing. € s’mmg,a-

*  Therefiwe, WHO guidelines help in standardization , quality @l , safety
£ efftacy evaluahion oF cude drugs-

[Osaectives O WHO Guwoewnes |

® To ensue identity, purity L shvenﬂfh of herbal dmgs
e To ewluste safely £ effcacy

* To pumote rational use of herbal medicines

* To suppont ‘g.lubal naefrfnme of hesbal

o To veduce wmsks of adulferahion € contomination

[Man Guewnes |

P‘-tmrding 40 WHO, ewluation of herbal dugs i broadly clevded into
four main aspects :

Assessment  of Quality

Assessment of Safety

Assessment of  EFficacy

Tntended Use

SAOAONCS)
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(D AssessmenT OF Quauty
® Qualty Assessment ensures that the aude dmg s pure, g_enulhe £ of
eaood stondard-
o T involves :
-~ Pharmaceuhical Assessment
= Crude Plant Matemal
— Plant Preparahon
= Fnished product
— Stability

PHARMACEUTICAL  ASGESSMENT

T vers all impostant quality aspecs of herbal drugs:
Pharmacopoeial stardards should be Rllowed whenever available-
o monogmph is available , a proper monograph should be
PApEE

e Al nmnul‘bdw'ng_ steps _should follow  Giood Manuﬂzcmm‘n%
Prachices (GMP)-

i.@

Crupe  PANT MATERIAL

* (omect botanical name of the plant should be mentioned fo avoid
adyHerrhon.

o (owwect part of the plant used should be cleanly specified-

o The condtion 6F +he dﬂl&, should be menhoned whethear fresh
oy dned.

o Tmportant chemical conhiuents should be identified IF possible-

o Limbs fiz ﬁmgn matter like dust , insecks €  micpbial comamination
should be fixed.

o FEoch bakh shold have a voucher specimen authenticated by a
botanist
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® Voucher specimens should be stored for fulure wefdrence-
o A lot number should be given fo ench batth fir identficedion.

© Piant PrepARATIONS
o Method of preparation such as Fowdm‘nél o¥ extracipn should be cleady

descnbed-

o Tdentification fests should be camed out o confism quality-

o IF the achie cumPaund is not known , chmmm‘onghE Hngmpnhﬁng,
should be used

o (onsistency in qualry should be mainfened ¥ every baich-

@ Finisieo Propuct

* Compld‘e manuﬁ:dum‘n& fovmula r'ncIUding_ Exﬂ'P!bnis should be
mentioned-

o Qualiy sPecJ'ﬁ'caﬁbns of the Finished product should be defined.

o Tdenhfcation oF P!ani' matesial in the final Pmdud' should be
carmed out-

e Unifism q_ualm! should be mainfained in all balches:

©® Swewury
@ Phlfsrcal £ Chemical stability of the Fmducf should be tested-

. PraPer storage conditions shoukd be defined.
o Shelf lie € expiry date should be fiked-
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@ _Assessment OF Sarety
® Safety evauation ensures that  herbal drugs do not cause hamful effecs.
o T involves :
- Tmoloﬂstai Studies
- SaFeh{ Based on Expeence

ToxicooaitcaL STUpIES
® Toxicty studies should be camed out whenever equired-
o These studies help in ‘IHenh'R/fng, hamful effeds oF the dmg_-

Sarery Basep On  EXPERIENCE

L lon% history - of traditional use can suppost saRy.

e Known foxic effeds € msks should be Pmpeﬂc/ documented -
o SoRty should be evalugted i felation o dose-

o fossibilty of misuse , abuse o dependene should be chedked-
o Side effeds should be recovded € montowed:
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@ Assessment Or_Erricacy

® Emmca; assessment checks whether the drug_ adual!y WoTks-
e TF involves :

= Rdhivity

- BEwidence Supp:m‘mg TIndications

— (ombinahion Produds

@ Acvry
. Pharrmm!ugl‘mi € thempeutic effeds of aqude dugs should be destribed-

e Adive conshtuents responsible for therapeutic  action should be mentioned
®  Kknown.

() EvipEncE SupporTiNG INDICATIONS

® Thempedic uses of the dug. should be deay stated.-

® For minor disemse, tuddional evidene may be suffivent

o For senous, diseases, clinial evidence is sequired-

® Sqenfific Prmf‘ necessany if trodrional use fs not eskablished -

© (ComeinaTion Propucrs

T"Ium?; hetbal dmgs contain mowe than one rhgn‘ed‘ent

L dei'l'.l'amllq used @mbinations may be arcephad based on E&:Fﬂ"fen{&-
e New combinahons mdy wequire clinical  shdies.
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(@ InTenoeD Use
® This Se(‘h'ﬂf; explains  how the produd should be used saﬁely-
e T inwlves :

— Poduct infesmation

- Promotion

@ Propuct_INFoRMATION

® Name of the product € bofunical name should be mentioned -

o Dosug,efhnfdmesmuldbzdmrly stuted-

o Method € dumation oF use should be ﬂ""’E"

o I/Jnrnings € precautions should be included:

o Possible side effeds € drug, interactions should be mentioned -

o Tnfwmation regudmg_ use fn pregnancy R lactation should be mentioned
Expin; dae, loF number € manufaciurer defauls  should be included.

® Promorion
o PAdvertisements should be duthful € Ssdentific.
o false or mu'sleadlhg_ claims should be avoided-
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ICH GuioeLiNes For EvaLuaTioN OF ﬁsnam. DruGs

® The Internafional Council fox Harmonisation (1e) me’des Hui‘deh'nes to
ensure  hebal  dugs  are saft , effcive € of wnsistent quality.

® Although 1H guidelines were mainly ~ developed for synthetic dmg.s, many
Paincipies are dlso aPFlfed 1o hesbal € d{rodifional medicines-

Basic_Giuierines Or ICH
*  Qualy g.w'deimes
o Snﬁ‘h,l 3u|'de!ines
o FEfftaey quidelines
o  Mutidiscplinany 9_11|‘de!ines

® Quaury GuiDeEunes

* I(H qualiy 3u|dehhes focus ©n mafnfninin«a. wnsistent- qualrfy of herbal
drugs-

= Proper \dentification of raw herbal matenal

- Control of impurities £ contaminants

- Stability feshnﬂ to ensure shelf life

- Use of validated analytical methods

- Gioed Manufﬁchm‘ng Practices (GIMP) dum‘ng Pm(essmg

o This ensures that herbal drugs are safe, pure € of standard qualty-
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® Sarery GUIDELINES

o SGEvh, quidelines evaluate the toxic potential of hebal dnigs-
= Toxicty € genotoxicity Shidies
- (Carinogenicity testing. (if' required)
= Reprodudive € Iur?-fam toxicity - studes

® These shudies heIP @nfism that  hexbal dmgs are safe for human use

@) Errcacy GuibEuNES
o Eﬂ?cuctf ?urdelrhes ensure that herbal dmgs Pmduce; the daimed 'lhaapaﬂr
effect-
— (linial tnals in human subjects

= Daose - esponse studies
— Giood clinical Prachites (GiCP)
- thmucowﬂﬂlance (mmﬂm‘ng, acherse  effeds)

® This proves that hesbal drusg are effecive € scfenﬁﬁ"cnlllf supposted -

@ Muimpiscpunary GupEUNES

¢ These quidelines over common technical apects  Used in drug evaluation-
— Common Technial Document (CTD)
— Eledronic Oata Submission (€CTD)
= Standasd feaminnfma.q £ documentation

® 1115-5, heiP in aeaula’maq submission € 3lubal harmanization
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Stasiuty Testine Of Hersar DRucs

° Sf'ﬂbl']ﬂ‘q teshi s used Jo defesmine how the (yﬂlﬂ‘if, SﬂFe'ly £
emm[[{ of Q | dﬂlg, C"ﬂl?e with fme, under the influence &f
mm humfdrh! [ Ir?,hf € sfnmge condrhons:-

® T helps in dmun‘n% the shef Iife € shmge conditions ef herbal
Pmduds-

_Neep For SagiLry TesTinG
® To ensure consisient quality
o To defesmine leoirq date
o To maintain safely £ efficary
o To shdy de.ﬁmdafbn of active constituents

Factors ArfFecinG STRBILITY

. 'I%mperufure:

Moisture

[ ]
. qumhfsfs
o (wdahon

MetHop OF Steeiity TESTING
¥ mm’m‘g involves fbﬂnf.umg_ mefhods :
D Real -fime Stubility Testing
@ Aceleruted Stabilty Testing.
(3 Titesmediate Stability 'ﬁ‘-sﬁng,
@ S fress Ti.*sirng_
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D Rea Time Smeiry Testine

® This method studies the aclual bebavous of  herbal dmas under no¥mal
sl‘uraﬂe conditions.

Tn this product is stored at noamal room fempesafse.

o TF |5 obsened f a fbng. period (months 0¥ yemsJ‘

Tested af nggufar infervals
o T shows the acual shelf Iife € natuml degfadation pattem of dngs-

Example: Herbal symp stored at 25°C /60%RH £ tested every 6 months:

® Accereraten STABILITY TESTING.

® This method uses hv‘g)m‘ mPeraium £ hurm'dih{ to speed up
degmdah’on-

o T ths drugs is stored at high stress conddions
- 40°C T 2°C
- 757 t 57 telotive humidiy

o Tested Fv shot duration (3-6 monthe)

o Predils klnﬂ- - temm Ghbﬂlﬁ,

Helps 1o earfy "esfimation of shelfF life

T saves fime £ widely - used for herbal Fymulahons-

(@ Intermeowate StABiTy TEsTING

. Tﬁis method is used 7b!u: real - fime € accelerated  conditipns-
o Product is stored ot 30°c / 657 RH:

o Used when acelerated results are not sahsfactsy-
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@ Srress Testing
® This method studies the effed- of exireme condifions.

o (ondifions applied :
= Very high femperature
-~ Hrgh humidity
- I_rgrrl' exposure
- (kidohion

o The main pupose is fo identify degmdah'on produds to undemstund weak
poirts of fowmulation

ParaMeTERs CHEckep Durivg _ STABiLTY TESTING
L Phtrslml appearance (colour, Odour, Texture)
o Moisture content
o pH wvalue
e Adive constituent content
e No of Microbes
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PatentTing AnD ReGuLATory REGUIREMENTS OF
| NatvraL PRrODUCTS

O _Patent
e A patent is a Iegal n‘g_h’r 9mnhed by the governmerd’ to an (nvenrttr fier
a new l'nveshg,a‘nbn |
o IF gives the inventos the exclusive ngmf fo make , use, gell or distribute fhe
inverhon fox a limied pendd, usually 20 years from the date of ﬁ'llt'nq_-

Whar (an Be PatenteD
o New products (f~3~-new dmg., device)
e New processes 0o methods
o Improvements in c—w‘sﬁng pmduds @ processes

Conpmions for PATENT
o Novel (new)
e Thventive (not obvious)
o Tndustrially aPPl‘ltabie
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e = * =

lwar Cannor Be PatenteD

Discovenes of natural substances

Scienhfc  theomes
Tradrtional Hnamledﬁe
Methods ofF medical trectment

IMporTAncE OF Patent

Protects the invetors  wowk
E'nmumges innovohion € esearch

Provides  commertial  benefts

Prevents others fiom mpql'n% the invertion
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@ INTELLECTUAL PRoperTy RIGHTS

o Tntellectual Poperty Rights (IPR) are legal mights given to a persm o7
ongnizahbn fos theis intellectual creaions such as inventions , Iteruy wosks,
des:g;s, sl;;mbm‘s £ ovhsht  wowks.

®  These mths Prﬂ+R+ the ceafy fo  unauthowized use or @pying of heir
wosk:

o IPR enourages Innovation , creafivity € research by medr’ng, ownership £
economic  benefils to creator fox a  gpeafic period.-

Curssinicamony  OF PR
IPR can be classified the En!lnwing, main ﬁﬂues:

@  Pafent
® Protect new invenfions ( prducts o pmr::e.ssea}
® Valhd fr 20 years

° Em-nple: New dmg, , New mu&hm»g, process

® Copyrght

Profects Iiferary , ardishic , musical £ dromatit  works
o \Valid fr lifetime of author + 60 yess

o Example: Books, Music, films, Softwares

© Trademark
® Protects brand identify

¢ Includes lugos , symbols, names, sfugans
o \Valid foy Ho yeurs (renewable)

o Example: Company logo, brand name of a medicne
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@ Trovstnal_Design.

® Protects the appearance Of shape of a product
o \olid hr 1o yeas (extendable)

e Example: De.s;?n of a botle ox fublet stip

@ Trade Serrels
® Poteds confdential business infosmation
o Example: Manuﬁ:rhm‘ng. fosmula, business  shategy-
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@ BReepER's  RIGHT
* Acoding o PPAVR (Protecion OF Plant Varties € Farmer's Rights

Act) , 2001
Breeder's m‘gbf' I5 a Ieaul m‘ghf‘ given b a plant breedes who develops

[ ]
a new Plani' varieh .
o Thic wght allws he breeder f0 @ntml the commercial use of hat variefy
£ Spf economic  beneftt fom their researth € effoxt-
o T dso known as Plant Vorely Rights:
Breeder
e Anyone who breeds , dmlups, or discovers € improves g Plani- variety @n
be a breeder
o A breeder can be:
- N saentist

- A famer who develops a _new Wri?h/
~ A rmresearch instiute

- A seed company

Conditions for ﬁdﬁﬂﬂ, Breeder's Rféﬁ
To ﬂ,el breeder's ur’ﬂlrh the plant vanety mug be:
- Novel: not sold earliey
= Distinct : Clearly different from erl'sﬁng varties
= Uniftem : Same charmdenstcs in Fianfs
— Stable : Charadters remain same after repeated  culfivertion

VIDEOS : (3} IMPERFECT PHARMACY



Riaurs GiranTED To The Breeper

(D Eclusive (ommeraal_Rights
® The breeder has the exclusive nghfs fo:
— Produce seed
- Sell seed
- Morket the vanely
= Dishibute the vanety

'?m]wa‘f{’e:qwrf' ibe\malf

® No one else can use the vanely commercially without the breecler's
Paml'ssrbn-
@ Right to License

® The beeder can:

- Give the vonety 1o anofher person 05 Company 0 license
= Redeve rugulhf o¥ mymeni' By s use

This helFs breeders eam fiom heir  innovartion-

® Right fo potect

®  Breeder's ngjﬂ' protects:
= Time
= Money

- Scientific research

o I prevents unauthosized cnpqm% ofF Hhe plcmf variety-
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© Right to Toke Legal Achon

® TF someone:

L J

- GJPl'es the vanely
- Seils it withod permission
— Misuses It ommercally

The breder cwn take legd achon undesr PPVFR Ack

Duration OF Breepers RioHT

Breeder's n‘ghf is Hmnfed fox a limfed Pmbd:
Trees € vines — 19 years
Other cmfx: - 15 years

ARer this period , the veiety become. public propesty.

TiprorTANCE Of BREEDER'S RiGHT

e ——

Encourages research 4 innovation
Promote  development of hrgb - yield  varties
TmPers aﬂn‘mllum! Pmducl’mﬁ{
SuPporIs seed indusfry S‘muﬂh
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@ Farmers RisHT
® The PPvFR Ad, 2001 provides legal protection to farmers for theis
ontribuion in conversation , development € improvement of  plant

varhes-
® Under tis Ad, fames ore gfanf'Ed the F&llowing nine mghfs

Rigurs OF FARMERS

@nr&hrhsﬂwsmd
J HﬁmMmB}ﬁhmmsmd%m his harvest for Fiture use-

@ Exemption fiom Regsimtion fee
® famers are exempted fom paying. reﬂm'shnﬁun fees while reﬂ,;'slm'nﬂ_
their vantlies under the PPVRR Act

® Ru‘glrl* 1o gdr seed at reasonable pnte

¢ Famers have "MBH to g.ef qyahh{ seeds at o rawnable € affowdable
pre

® TF seek are sold af on unfiur paice , aclon an be foken undey the
Adt-

@)_Rghﬁo Exchange Seed
® HRumtaandmgzseais with other farmes:
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© Right to Sell Seeds
® A famer an sell seeds of his pruduce-
o However, seeds connct be Sold under a brand name-

© Ru‘gﬂ 1o Resj_lsfer Farmer's Varety
o A farmer can rea.«siaw his own vanely o5 @ fradrtionally - conserved
variety under the PPVFR Ad-

@ Right to Compensaion_
® IF o regsteed plant variety Rils fo perfiom @y claimed, ‘the fames
haa m‘gjﬂ' to claim compensation-

Protection fPom Enocmjgw_
o TF q farmer unknmufngjq used a iegfsfa?d vanety, he will not be
pum‘shed under the Ad-

@ Right to Recognion € Reward
. Fbumefs who %onserw or f'mpruve Planf aneh'c resoues afe eh‘g:ble
for recogﬁah‘un £ rewards fom 1the Nahonal Giene Fund.
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BioprospecTiNG

Biﬂpmspeding, refis fo the sdenfific  explorution € Systematic - Study of
bj'orug.'«‘d rsoures such as plants , animals roicr -organisms € mavine
organisms tu li:ferrhﬁ';; valuable blogclive @mpounds for  medicingl,
ugn‘cuﬂumr £ industrial ~ applications.

T invohes +he wse of trudional knmuledge combined wHh modem
saenkific fechniques fo develop new pmducts Iike dmgs , hebal medidnes,
enzymes € nufraceutials.

Pureose_OF BioprospecTiNg

Discovery of* new thempeutic agmfs

Development of pharmacetical € herbal prducts
Tentifation oF usefil enzymes € biomolecules
Support to bfofechna.'ngx{ 2 dmg, research

BiorrospEcTING N PHARMACY

Mnm?a meuafnrﬂ' dmgs have Dn'g)‘naied From bl't‘ip\'hspechh9_ such ow:

Artemisinin fom  Artemisia annua  (antimalasial)
Taxol fiom Taxus Spedes ( Anficancer)

ErmicaL € LEGAL AsPects

BJ'DansPechhs_ must be done:
- With permission Fom loal communilties or Swmmerﬂ'
- With fiir beneff+ shamhg,
- BL,- resPedin% biodiversity s £ traditional knnwfedge

Unethical hmpmsf;ech‘ng_ is called "Blbpr‘mcqi'
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BioPiracy

® Biopimey refers to the unauhosized use, Pﬂfenhhg,, oy commernial
exPloi‘krh'an of bl'ulogfml respurres € tradittonal knoulleﬂf of a @untry
or local Comemuntiy wrthout g.i\n'ng proper pesmission 0¥ beneft -
shan*ng_ to the oafgrml holders-

® Tn simple words, Biopiracy means simlmg natural resourtes o¥
tradihonal hmwledge ( like medignal plants, seeds oF mdrgenous
lemedies) £  using them fir profit withoart acknowledging. 0¥
vewarding the people who onginally developed o conserved them.

Ir INvoLves

Use of medicinal plants, seeds, micooganms 0% genetic mafemal -
e Misuse of truditional knowledge of Farmers 0¥ nbal communrhes -
. Tﬂlﬂng, Pafent; in ﬁm‘egn courtries  wrthout consent-
e No benefit- shzm‘ng. with he  source . country o ommunity-

ComMon  ExampLes OF Bioriracy.
@ Turmeric: A patent wos granted i the USA fir wound healmg,
properties of fumenc, which was aleady known in Tndia
for centuries.
(@ Neem: Patents were faken fir neem - based pesticides  despite it
Iun& traditional use In India-
@ Busmati Rice: Attempls were made fo pafent busmali nie variies grown
tradifionally in “India.
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TRaoimonAL Knowievge € NATURAL PRopucTs

Traditional knumledﬂe (Tk) s knuw!edge dwe]oped & Passed an b?
local £ indigenous communlies - |
T indudes use of medianal Pkmis herbs, seeds € natuml medies.
Natuml Poduds are substances obfoined flom plants , animals , oF

miav - crgam‘sms-

PatenmeiLty OF TrapmonAL _KNOWLEDGE

Tradttional knowledgf wmot be palented  directy .

B is aready known £ locks novelty.
Publicly available fradttional prachices  do not meet patent- mq_wianmb'-

PatenTaBiLmy_Or NamvraL Propucrs

Netural produds in theis nafural ox cude fosm are not Paferriﬂble
Pusified  compounds , jsolaled  molecules, o3 modified frams may be
New fosmulations ox drug defivery systems flom natural - products
can be ‘Pa'lenfed-

PatenTABLE InNovATIONS UNDER TK

New extruchon or Procasin% methods .

New phamaceutical  fismulations:

New thempeutc uses proved sdientifically-
Standardized herbal poduds  with improved  efficacy.
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(Case Stuoy OF Neem

e Neem ( Azadirachin indica) 15 a +rUP|'m|‘ Euma.men free
o [ is natve to Tndia € fund in manty South - East  Asian courines:
o Neem han been in Tndian traditional medicines for moe than 2000 vears.

Traomonar Uses OF NEEM

Used n aﬂn'-:ulfum a a notunl insectible € pest repellant

Used in Ayurveda for skin diseases , fover, infections € wounds-
Neem oil (s used in soaps, cosmehics € Aoiletnes-

Neem seed ofl Is traditionally used for ﬁin%al diseases, malgma €
infechons.

MepicinaL  ProPERUIES.
Neem seeds, bark £ leaves show.:

ﬂnh’sepht

Antiviral

Anti - inAlammatory
Hnﬁﬁmﬂﬁi

Anh - ulcer Fmperh‘a
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Patent lssue On_Neem
In 190, a US Himber impartes Robert Larson obsenved neem's ysefiines

in India .

He conduded sofély £ perfismance fests on neem.

Loter, the invention wos s0d fo W-R- Giace (ompany £ The US
Department of Agnmifut

Tn 1334, the Evmpean Potent Offe (Ero) granted g patert B a neels
based Fingicidles: .

_Oprusmon_+£ Biopiracy Claim

Tn 1995, Tndian fomess € NGOs opposed the patent:

They argued neem ngfn‘dal use was already known In Tndia for
centuries.

This became the Firsk Major Biopiracy Case Chaﬂenged in Eumpe:

FinaL_DEcisioN

Tndian sentist provided  eviden@ oF traditional use:

Tn 2000, EPO revoked the Fcrlerrf‘ due to lack of novelty.

This se became a landmark viclosy Fix protechion of tmditional

Knouwl edge-
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|Crse Stoy OF (Curcumin (Torreric)

Tument 5 q ‘Prnpl‘cul herb Smw mainly in India-
F has deep yellow  colotar £ bilter tuste-
Turmesic has been used in India for " Thousand ngmn-

TraomonAL_Uses OF MEDiaNE
Used as:

= Medicine

- Spiee € makmg. Ihgj’edfﬂﬂ‘

- (osmetic € dye

Tradrionally  used fo -
- Wound h-eallhg.
— Skin infections
- thStht purposes

ParenT GranTep In THE USA

Tn 1935, the Univesity of Nlﬁl?sipfal Mediaal Center mreved a US
Pahlﬂ'-
The Patenr was for use of fumesc in wound hmlr‘ng,-
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Ogyecrion By Inpa (CSIR)

To 1907, IR ( Counal of Scdentific € “Industrol Research) Hled an
Objection-

(SIR aJBugd Jurmesic  wound heal:‘ng_ Is traditional Indian knuw!edgz, not
a new Invenhon-

Evidence included:

- Ancient Sanskint fexts

- Urdu € Hindi Iderature

~ A feseach paper Pubh'shed in 1953

FinaL  JuDGEMENT

The USPTO iwcsh'aahd the case-
Potert won concelled due fo lack of novely-
The deasion cnfimed that tumestc yse was Pn'ou' ot

This cose SUC(QSS‘RIHV Pm'l‘ed'ed Tndias traditional lm::wledﬂe-

VIDEOS : (3} IMPERFECT PHARMACY



Reswiamons OF HersaL Druas [N [NDIA

. Reguhmrzs afe legnl ules made fo control dm8§-
o They define :
- lhat should be done
~ How 1t shoyld be done
- What should NOT be done
- Pumshment iy vitlations
e Hebal drugs mm'nly jnclude N’Wﬁdﬁ: , Giddha & Unani (ASU) dn?g

Neep For Reowrmon OF ASU_DRuGS
® To ensue quality, safdy € effiacy of berbal drugs
o To conto] manufacture, sale, distbutfion € mmﬁel'fng;
o To prtect people frum harmfl o5 substandard  diugs-
o To make quality ASU medicines availoble fo the Pubm:.

| ASU - DTHBI

® ASU- DTAB stands For Ayurvedic, Siddha £ Unani DlUﬂS Technical
Advisory  Board

o AsU-DIAB Is a Technical adwsosy body.

o Tt is constited by the (entral  Grovernment”

o T advises both (entral @ State Gov- on technical matters selated 1o
ASU Drugs-
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Foncnons OF Asu - DTAB

Advises on maltes under Section 33-C € 33-D of D#C Ad-
Help in ﬁnnﬁm} mles 4 stndards Rr Asy Drugs-
Ensures unifovm fechnical contml amoss Thdia-

ComposmonOF _ASU - DTAB.

Ex - offi®o  Members

Director Greneral oF Health Servites

Drug Controller of Tndia

Direcor of Cental Drug. Lobory

Psinapal offiter dealfng, wih Thdian System OF Medidne in Ministy of
Health-

Nominated Members by (entral _Gigvernment

phc/fochemﬁf
Phanmcosnasfsl’
Glovernmet  Analyst
Membecs fiom  Pharmacopeera - (ommitees :
- 2 from Ayurvedic Pharmacopoeia comnithees
- 1 fiom Unani Pharmacoposia coromittees
-1 fiom Siddha Pharmawpoefa committees
One representative each from Ayuweda, Siddha £ Unani D’"ﬂ indussty
One practioney  €ach fom Ayuvveda , Siddha 2 Unoni Systems oF Medicine
Teacher in Dmyaﬂuna € Bhaishajya kalpana
Teaches in M -ul - Advia € Talkis - wa - Dawa- Sei
Teacher in @unapadqm
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Funaioning  OF ASU - DTAB

Chairman is appointed by the (entral Government
Members hold office fr 3 years:

Re- nomination Is allowed-

Secetudat € stoff are provided by the Central Grov.

AsU - DCC

AsU -D(C stands fow Ayurvedic, Siddha £ Unani Druas Gonsuftative Committee
ASU-DCC s a consulfative body-

T is Romed under sedion 33-D of the [)lugs £ (osmetics Ad-

T ensures unifoom  implementzition oF AsU Dm% aegulahhns throughout Tndia:

Foncrions OF ASU-DEC

Advises (Cenlrl € State Giovernments:

Advises  ASU - DTAB on mﬂulafm, matters-

He!P o coosdingtion blw (Centml € Stute quthoities-

Solves Pm:rh‘ml problems i r‘mplememnﬁnﬂ of AsU Dtua, laws-

ConsTriuTion 2 _WorkiNG _QF ASU -DCC
(onsists of :

- Two membes fiom  Centml Glov-

-~ One representative ffom State Giov.
I?eﬂu[ate fts own uml‘-n‘ng_ P’ocedmg
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Resuirmon OF Manuraciure OF AsU_DRoas)
® (fovemed under session 33 - EEB
o Manufudure must have :
— Valid license
= GMP (ompliance
= Proper infastructure, staff* € equipment
= Compliance with Phamﬂmpne;hl standards
. F‘Ta.nuﬁdumhﬂ, anits must follow " schedale -2

Promsimon OF (ertan Ast  DRuGs
o Manuficture € Sale are thr'bﬁfd if:
. DmE is misbranded, adulhuted or spurious
- Dru& s manufadure without license
- ']imgredz’eeﬂs are not mentioned on label
- Dmg, violates ~ provistons of the Ad-

Power OF CenTRAL GlovERNMENT
o (entral Giov ¢an ban manufacure o Sole oF ASU Drugs :
-TF dg s unsafe
- TF # has no therapeutic value
- IF it poses wisk to humans 0¥ animals
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[ Scueoure 2

Schedule Z lays down Giood Munuﬁzchmng Prachces (GMP) fas
Ayunedic Siidha € Unani (ASU) dmﬂs-
Tt ensures that AsU drgs ase safe, clean € of good quality.

Maiv REGUIREMENTS OF Schepute Z
P’Iunu&dwing, premises must be clean, hqgifmt, £ well mainfained-
Faclory should be locafed away flom open duins, sewage, dust € pollution-
Proper  facilties for :

- Nawnﬂ_, deuning, £ dnfrna_ of equipment

= Waste dispasal

- Dﬂ'nki'rg, wates 2 washmwoms.
Workers should :

- Be fee flom mrrlngfnus diseases

- Wear th?(ﬁue do*hing,

= Maintain personal h?&iene
Use of pure € safe water for manuﬁ‘lcfum'na,-
Proper storage. areas for mw motedals € Raished products:
Rewrd  keeping of manufﬁduﬁf’ng., testing. 2 distribuhon-

IMporTANCE OF Schepule Z

Prevers corfumination € adulterction-

Maintuins unform  quality of  ASU Dmgs-

Protecs public - health-

Mandatory Fov nbfu.infnﬁ‘ 2 re’lnjning_ munufﬁduaing, license -
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THANKYOU (i.l.:

FOR CHOOSING IMPERFECT PHARMACY AS YOUR STUDY PARTNER | PHARMACY |

JOIN USON:

IMPERFECT PHARMACY

IMPERFECT PHARMACY

® @IMPERFECTPHARMA
0 IMPERFECT PHARMACY

@ @IMPERFECTPHARMACY

u IMPERFECT PHARMACY

IMPERFECTPHARMACY@GMAIL.COM
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