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% and  aupivin provide efted of both, (-e,, NG g!«; The vormal doce @ prepaned
B anili c “+analgaric s : :
m w%ﬁf qaric., for indivtdualy ef  wandium buddt,
D

-

@)

(@)

aida o} yamar,
omd cocdinn thol inhibit the vauvonal ma Lpede) amd Yal —>  Rlacks vequire highey avd
uploke. . | wiengels vequire lawev conantration,

o atroping amd epludring 1o dilode Huiy mc%:

w
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@ Rouls ¢} Adwinistration — A %Fw wany have
@i.:mrm_ differen] ey
Hoceughn diffeoud voulu,
For examplt, waguesiomr Sulfeds given ovally
cawes purgdion, wshun applied em spradvud
jodls duerearey awelling , ushily given

?»g.cmSchJ. at produtyy CNs dapression.
avid (d%uSrmSw.,oS.
() m5<.,d105<<~b>bulob Fadovrs — MXﬂOhPC(p A.O

kuowin 4o hadtien ofc,w wadalsol{sw

®) %&am»h& fador — m*.T,BC& o DTFJ cam e
af{eded r# potient's keliefs,
aftituds amd expedaliows, |

(M Diseare— Ddiceanre com .:BPESC D_«.Fm adlion
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tnwsedseddyy 002&50&%5? toboacco emokt ang |

ﬁ_

|
|

| Advevse Drug NBEQE

Adveyce Druy Reaclions (ADR:) ang
umdasivalle eleds of o?,&u o Uy _ooof»
 which ocaur ol dosey thal au nowa,
 BdRe may b friviad (ot <o seviaw) | er way
ke fodal.

= ADR¢ Wy oceus MEE%.QH»J oy ot
prolongrd  wie alfer terminadion.

classificalion o} ADRs

£ix typey |
v Type-A @é&ém& Readioms

;D Type-o (vizasre) Reackions

3) .ﬂ&ua,ﬁ;@ojis&s% Reaclioms
9 Tgpe- 0 (Pdord)  Reactions

eg- Liver ﬂ&.mno&m. camn  oltex %fo:w.s; of |
o dvg amd Kidnay disease cam attu |
exondion e} L.E,m |

® othey L«anw& O«Ff com S\.o&.J each o?mqw,
vespovue,

S ._lﬁuorm (Ewd ow ose) Reactions

6 Tgpe-F (Foilunn of Tawapy) Ruackions,
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D Tgpe-A - _Augmond - | @) Tgpe-D-— c&é
> dose -dopendait (higher dase), prevedtabl, 7 Ty o <een ofter omae tinag of L\&%Q%\.
- predictable dutto kmouwn w:pqggoo,o@\w > diffledt fo diagquase dua 1o gf?zﬁm

o &&w _ E | ey thalidomids cawse Miwmb dafedts tafuy in
— .>>Owi,~ ocauyr , lesg Lewvens . . fyst tiwauter.,
eq. insulin  fnduad s&%o&k&és\mo\ ) Type-€ — End o} we |
dm/n.ﬂ.:\&oﬁ& %a.mw&os‘.g_,? opiod ¢ . T E.,,?o,giﬁ,apw P T
@ Type-& - Qizavre | e:q: hronnaia, ij..ﬁu oo withdrawal of

= vsually hypersenitivity veadtions (allerqyy  peuzodiaeaping,
- wot Qbmmv%.ﬂ@so,ms» | | | S .ﬂm\mmaﬂ — Failuw st Treatmandt
- non- ﬂ4®&nﬁ.0.g amd C&ﬁé.w nol ?Qﬁo,tﬁ 3&0&9?& with ATD.ZES Dﬁ +xm&é dug

- lass cowmwion , wove ke | | o catnes Auch ay fnadaquate  tnformation
eq. penicillin tnducd allirgy | v e consumption »écPﬁf of ofﬁ& ek,
2) H_mm\..n.\\iv DUSWT\ED\F& _ “ N.J. al._vémdﬁ\cbh:\ gﬁpﬂﬁ. ,

— occuvs afley psolongad exposw o Q%irw..
- dote omd Kims &iumSLDJ&. — expived wudd v
. O,m. NSAID ..Sn_tG.m 4@)0% %pﬁé. o O<®dsm0m.,3\my» _.&OMJ\SD«QQM

. : .w - ):Pdi to o ﬂPmCC«roD% SD\.,&C.E
ool vovonq wardleing UJ g»./ﬁ.?f

Consey e* ADRs
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Pyoverlion o ADRs

- avoid tnappropriake o?Fm\»

- use 4_&5 dose, vaule , ?m@&si .oﬁ& o
padied  conditons.

- I‘v.«oxd o* 9@%&& <hauld by dnecleed

= Rdopt wighl techwique of wadiedtion amd

fellows adsquale monitoring dusing vudication, | 50 o tkeradtions
. . k , i ¥ ACAONS |

O.?rm Ivtexactions

OE@ intevaction wy &Téﬁ_ a Tt change iy
vrpzsono_o@n& erSJ ow oL Q?Fw A 1y Hag
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praena e Aowt ot o?c,w
- Drug interactions anst
m Zomim undi sirable

6) .NEFJ dosizably CUETQQPV 9, enhancamud
ow pemicillin: wsham omééhax& with probenadd,

Faclors szwfé,\%_\gmﬁw o?c,m (nteractions

1 é.rwf w«m\vnirmx,m omd &«Fw gxa%& |

B ?Eﬁ%ff ausor?sbno_onﬁmob effecly o} o_,:.rw
| ?) _st?lp diseaney

4 Pooy w&.,e\ﬂ Qusﬁuﬁushp
© .O<£1<m_&:b. factoys,

[
!

LD msggpno/&é&o ivdeya diowng

R vfugbhomq\soé.ﬁ, ttevadions,

’ Pharmacofinttic dntera &@
Thwe ark thase Tntevadiony awshiticlhh ADME

_ Y%m«r@v o} .:améﬁm ot aldered J ot o?c,w.

e ans classified an
\. ?fmoxwios \ndevadions

R Dishibadion »

3. Matobolisw »

4. Exouton y
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%Fw WU altend.
— Jootey or Aloney %cw absosption,
=3 tomplaty o ..58,3%5» absospton,
Absosplion Tnteradions sy be dua to ...,
\ Es%fx&wg amd absorptio

. aldevrdion w &l pH

3. Auhibiton & G msd%s\&,_ .
4. atteration m &1 wicro Hova D\én«ood@oé.ms@.
m#@g\ﬂf ; P.fo‘u..s avd geﬁmf,ﬁp +o&\&a§
veducoy &omo,«ﬂrg (&low &Sio@;}_.éu

Q W»&d.ror.ms,, Inferacdions = tudabolism Bw ortw

| G alterdd,
Matabolisw) interadhion wiasy ke dueto
| Euzywi nducliov! incveased wutabsliswm valy

o3 msﬁusﬁ tnkibition ;. dscveosed wadaboliew valy

exampls, (covHcostesoids =+ barbitwaty) -~
| © evzyms indudion |

(Tyvamivg ¥ich food + Mo jnbibitors ) | |

S Enzyms inhibition

"

Absorphion msp.gn.&osm. - Prmmjuios o} ,?»4 3. Dilstibudion dnteractiony - dishibution

pattern of dvug < altoud,
- Diskibulion interadions May occur dua to
| Yo,ﬂ&s«o?ﬁw v..:&sw altteradion,
o9 3&»,,60.@22:.\9 omd Ego@os»
~ tnonane %oi‘?_.w T,

% exolion dvteradions - exerdion ?&95 |

e.q. Utduw bicavbonade WsAIDs cotney
ducveared  venal clearana of Uthiuw ,
wajor cawes ef exonion tnteyaclions .
L edteyalion W yenal bleod fHow
2, oMexaliow @ uring pH
3. ggﬁﬁio‘s * tor adive seontiong

4. foyad diuvesis
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Phavaaco or%\S wae 9 5#«99@

Thue au those Inderachions 85.9 alters th
activily of dwyg ol it 4its of adion,
suudn intevacions may b cived or tndived :

.. Dived wS&EDooongin Intevactions

Drugs have dived. effeds on each othrer’s
pevformancs TD<..5,& .\m,:D.\r:Q,x oY D*u_vo.m.,s.@
wgﬁspg_oﬁe.o elteds, .
Thuye woy e |

= gonisw mowwob:@ D&...QSS

29 fdo amd vovadrenaling have 02825% o%a&
oM ot vale .

— Synugicw  (aclions add up ef both drugs)

eq. Aleahol EQ@EQ tHu - Q\so,_mb_o 9&2_& |

o} 31«3
R Jndized _ugﬁsooom&égén &S.*mg&g
O«c,w\u do visl alfed each ot &88&..
T elteds of Qé,mé.pw may ov may ot by
good Hor e action ¢} amether ot&,w

For mxesﬂﬁ &P?&p&c deouose Hae o&;;q of

naug o agyMgafe Tty _Sm&f:w e

nomeoslasis if warfarin tnduced me&}w oceLs,

UE& O?Séﬁ»g& Q#QL
evaluabion ef New Dr

Before 93.4 e o:c,w vmno,\sﬁ availablx w Hu
g% for +veotwaant sﬁ \mwme‘wn diseare, b

lhavws omd rmé.fﬁ arg. RE.PTLPM &.r\.ormo_

| Drug discoveny ds Thy procss _pq whidh new

camdidade wedications ant duccovend,
Oacrm &rcmoc?gn 05 the st ..S\sm E. 8515(

_mécaw el 54_5&\,5@ )y SﬁcJ diccovered %E%
to thu cso&_aP

»:5

— duvelop %éopf elficadiony amd Safer o::.r%
|~ economical viakle drugp

—  discovey @:»:,@u o dass o m&t&»

Lk @xl%@ Tl wiechanicw, oy m«ﬁ«§90&¢:9§n

«:&ﬂ@?g o* of\ﬁw»
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by discovery amd daveloproe] procass _ tleo, to Hnd ewd wohich tissuw oy organs
Ity in .?:oE.,J <feps an tvwolved W Hu diseare,. .
: .ﬂy,@b LAdsdion 5 b) ch&m‘&, Validation — +hu involves o
@ Toagd lderlification s 3% prove or moke sunt thaad e
) Tangd Validatiom ,O.qu @_,u8<m£ dhoosen wideuday #Cri com .u«oﬁ.nc'
2+ laad Discoveny - fuvapeutic  benpit for  patieds.
@ lad ldudificadion _m [had Dlscov 0
o 5 R . - tompoum oy
& nical Twials[Atudiey . B é ﬂfﬁgog_am\ﬁ.o& Dmﬁig ETE& 1o Eggwe.ﬁab%
._ﬁ 4. Uinical Triale/ studie "l i weld, b wiey <HllL - have Atyucdwu ot
2 | | © vequives wiodifitation fo fit better to thatugd,
D . Tar \M@Pﬂ& . - \ . A v
R, ad om - a) Lwad (dovbifiealion - Hnd o compound
o) \ & , | F
O) 412@\% Aelsdion w L«Fw oe.u8<@¢ WA ol blad 1o #5@&.

.T.s&s.@ am agex 5D<..s(w Sovng ,dg?_o.mtﬁ.o.
&EJ T furthey hay fwo steps:
o) 4.9% _gmn&»g - o ﬁ?&‘l widle oy
taagds thad ant inwvolved wy
o podicdoy disease. Bud befovre thal,
Hu disense oy idedified, amd reayons o} A,

by Luad ophimization - Zo%i Ha Lead
EOCBQ To Hit bl to Tangd.
vavious wodifcatiom .J%G..
— fundional greup §oo¢.¢.8&os
- Atudung - D&SJ En&o?é;m (SAR)
| - GSAR
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3. Pye-clivical Phane M
@ﬂao:w mxmp,:..s.f:* g T Sth o:u8<9\6_ LZ..,M
elfeds o huwans, amiwals ane wed for |

thy purpose .
or {n-vivo.
friwmale wied for pre-cdlinieal tials ans wic,
quinga pigs, vols, dogs, wonkuys, cats, efe,

?a.s;&m 2tudies Ss\%ﬁmﬁ o} !

.ﬁor& 1$94§98$59§
\wr.st - atudud
T n*wm&ow ﬁo...w» M chanism @w
doses, castino- actiov me%m

s “Huga ¢
w\fﬁQJ wuda niﬁ oy
@gcﬁa 3 muin\ &

@Sggbﬁé&h \wTEPsMw

To bock hew sulosiom g &\P_o,moxrmo_m
Aichibuded , vnstabolized amd
eliminglid W Tt amjmal,

e mxﬂggn _25& ke :>y<:,8 .

objedives of Pre-dinical &tudjey
- to acquire emough data ov amiwale 1o

duoide thal W b sake to procied trials om

huwans ., |
- Howevey, the wiodw Q&m%%\ @y 1o colled
dofa to Rubwil 1o ta €DA for _ZgT,?ﬂw.

TZO; ﬂ#ﬁ&

INDA - bs<mwr&&»o\5& New Oqu >m1§99\_
onen w«@%éh& <tudies have indicated Hat

\riﬂd and p«fgi e a 9&% An IND nﬁwrﬂrg
har to b Hled with e «&7_&5& audhovities,
INDA ey to be 9238,5& ,@d 4@4&%& bodies
for the dug 1o enter clinical prare o rials,
tovdrents of IND applicalion’

— Prudivical dala |

~ dwformalion ow tomposition 4 2awe o} oc&w

— Choumical amd EQSC.?&.FLS.& teformation

- ‘vxowgmo, nical Plang awmd protocol

'« Etdd comimitee charawncy
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4. Qivical Ltudies [ THals
During clivical tudios, Hlaly ant eonduchd

o haunvanse,

linital Hals ane conducted W phases -
r Phane-0 .
Q) Phane -1
2) Pware- 1
4) Phane -11]
) Phaje ~\W

Q) Phare -| Twalg .
m& The adwm e} a Phare-1 Hial W o delerming
waxivuum tolerated dose (o) of o treatwed,
= doignd to assess mmeJ ; .no.m«Pr.._:.J\ PK

and wrpxgpoo%usn\éb PD &} &«Fm.
mofgb.ﬁos 6—12 wonths)

> R0-%c volunteers

3 Plhase—~11 t¥ialg

& Trial for Harapeudic explovation ,
Wl consists & 1o0-500 palienls

) Phore-0 / zs.n«oo.om_s.w,l TRe -adw a* vSero Fw o:tr&»oi & wionths to \mese.orm ﬂ»\no&w.

trials W wnot 1o tut Hau

> objedivel o confitm ebfediventss, wovaitor

thorapeddic ofeds of mﬁ&w bul to chuck taal i&t Alda A\T&M omd further evaluals ,wPT.b»x

&E.w behavey ay - ﬁxw&ba W huwang,

A wucro-dose Jy w\?@s. _\_ooi\, ef th dose

thal o caleudalid 1o product WSD,\EDCD_OQYN&

m?mmp.

Eu_..m&,\m.. to albtaiy ﬂ«m&éé vSn«§98E5&.D
ddla , . Pk

| amd 1o Hnd doce vamgr,
5 Phase-111 trials

= % W a i&?ﬂ?&o confuwmation trial.

—> 1000 - 3066 wouﬁosuw
- dundtiou way be G,w._,o S yrars
- To establish efficacy of thx dvug against

Qr%s* tavapy W lorger number o} patiodl,
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> To assess avevall awd «m_ouf.,\w g«nwé@
_‘ value of ta %&m j L%.Bc% mo.w&d
ol \wqmgov propexties. .

NDA: New Drug Applicalion

8 Wt fomal preposal for DA o approve
a vaw u.ﬁm Tz\ Aoy, Luffident evideuncy provided
to FDA for approval ~<uch au

— D:Fm 4 Aae amd eftedive

— beaditt axt wore tham visks .

- propaed E&&ﬁw & downa,

NDA cordaine ol Hu ms?«xso&os w&g«mo.
dung preclinical to phase =111, -

Plare —\v_trials —  Post 39«7&2@

 carvellama (PMS)
- No 4ixed nuwber ¢ paliesits amd dunalion
W abo umcriain,

— halps 1o ddact vox ADRs, o?c,% tevadiony
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88

—Hawofud dfeds discoverd wiay vesall iva
oer _oe,£ wo longry Aold oy vesticled fo

toxtadn wiey,

| ﬂﬂsbxgpnb,\hwipshﬁ_
mfpxgogﬁ,%dp\sﬁ W Hu 4clence and adivitie
«mpp.ﬁ?u to tu ddection , assessmand,
Eﬁ%&mfos%i omd 3\@2@&65 o} adverse i@.\c
ov amy ether  possible EE«&&E problums,

- AN tad dowt alfer %ﬁ»& o boun wankited .

| mr&gpvoﬁ_wﬁesg Gp&no.c,J ¥ efey 1o kaop
8&%5& amd <So<¢+ois¢ ot -} tu %Frw

4y ol %,\SE,::@ E«cu aida effeds or amy
ofler w«o_opﬁém, w Hu .,E&\n wpro&.oS.
Goals o»%fo«iﬁooi.@gsﬁ -
~ m?.J dukedtion &} wmknawn ,ni..m.\f problems,
-~ dutecdion o} nexeare Tmm\&sé o} A DR
- {dodlification o wisk fadove

“amd  also 1o explore nuw oses 6} %E,wu

}
{
|
I

- %pz&gsw yisks

- ﬂ«gQ&S& padients from rﬁfw alleced assbﬂthQJ.



