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FOpiCtoi pfO|>Ortt 1ffl» dOiit | lMt< O .ppppQl T 

prapertioii of tho Aocogo i«m «m4 Io la(U« ooA ««li» 
wttfBli era— occupy tie key pooitioo oraepet copied
TMTitloin Immim a# nfinl t»» allaatic aoMfitloeo^^^Faa F^^^pp^aa^^B ^^a^^aas^^a^TBa^a^F Ba a^Fa^^aa ^apa^F^^^^^^^^aa ^^F^^^^aiP ^Ba^^^a^B^aBaaBP aBFap^^Ba^^a^e^F

tOai aot^aeCaeioa f roo aoEtioooflauroAA enaaoa ha toeCivl^Cr wooe^oo^w^^oi oooo^^^^^^ ^owace* woco^^^owaF^^^aco^^^o^^p oaoa ^ooo^wa

■CBQi— very to o groat cutout* Although tho lodioa 
Borhet io lull c€ oil typoo cC cortleeotoroidal ere— 
yet coot of theee praAeete Ac cot otoof to the eoeoeoer 
CRpcetoticoe* Chic study io ee ottoapt to fo—lete the

of the oo—re oof tho praoeriboro*

tho craeoc thet ohowlA oetiefy coot of tho raqol r—etc 
on ocicctif io oimK therapeutic heele* the craece which poooooo 
Aeeireble Mfcoltptii propertioo# the topieol eveilebility

gaa OhO tOOiOitV flOBliOlfafclOU.

fhe Arags ooloctoA for tho protect otofy ora trl—too

heeee oo hiohlo ottoapt hoc hora aofo io thie etuAy to 
achieve potfoetieo io tho foraolotioo of thoir eraooo* 
particularly to suite tho oiiootio eeoAitiooo io SeAle*

the aoclytlcaX oothoA oooA for tho Aotoraiootioo of 
th Mh FA woo boooA tpoo tho raoetioo A « I ooootorotoA 
otoralAoi hotoooo with JoeeiesIA oaA tho oooiytiooi oothoA 
oooA for tho A—iralaotioo of W woo hoooA qpoe tho raoetioo 
of ^ -kotol grawp vith tetreeelitoi blue io ollta Hoc aadiuo 
to yioJUK oolooraA product. AtoaAocA ooraoo of eortieeotoralA
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mmWgm UVTO yl^piliit HMI «|R|v Ml WUini Mlvl NIW Ml

a< 4*0

I*

I*
4*

ll^rtlttali

HM JLflUf JL&9KJL%

411 9*&0 4^4.

itf 0-t mg/m1*
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SatlaatlSB af dunig la pwmw at JUupsb MiBlMHt at 
li|n4iMtii nvtaltrt tlMl ilMil naas if tha iRgndicRti 

mm4 la Dm farmilatloa if ataaa* latarfax* la Dm asti*

if fMM 20 tftf fMM 40 DID |lv«i slightly highs*

DMaabaaaa than dm ascsNtl* momoomp Dm iatnsfasanas Dm to 

fMM 00 aaf fMM 00 BiBSiBOSBfi ♦ fftltfff f t If Pit la *fM p*OSBBt 

lavastigatlaa.

Mydraphllla ersaas feava 0mm vldaly aaaaptaf as erasni 
basaa la dm oaspasating at piMsaacaotlsaX tacBfttXatXaas# 
slaea It bacwm official la OM> XXXI* tfeasa acaaa basss 
balaag to DMna basaa crl Mil flat aa KySfpattmp mt tmtac** 
waahabla, aaat of which ara V* aawlalaaa. OwDi acaaa basaa 

DIM taag advaatagaa ovm Dm elrta* grassy typa pciptfttlMi*

Xa* tbs preparation at srasb basaa# alls aaf all salabla 

i mi rail am a ware as Inhart sad transform# la a beaker.
Tha ingredient* mm dissolved by heating dm alxltti aa 

vatas bath at ao ts 01* Call phase) • Katas salabla ingredients 
iMt parlfled yater ware welghart <n»a transferred la another
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«U*» lM«k«r* Tte lagitdiMU v»n diuolvai toy l>ti<iln 

Ibt Mixture mi wetor bath «t 90 to the foporotiif
vu —If lnii tlw Mlntita «u eeaured toy atiiriai
(Aqecoua Mum).

mm I ahtM «§*a alOWlv ♦raaalapwU Bmp kMooMlMr

«t M to •§% by ittalBiai tbreaab i|li» tilth tr Itthli 
folded Maalto #leth> tbe aaaeeae Bum vm itowlv added

to ajMMM »lly ntof at IQ^I*. toy atratotoa thMVth MrlMI

cloth* Aloof with hoMv«aiMr« pnptUtc Mixer ma alae 

MMMl CitottltCttOOltCly for OBttlalflectlOO* tbe beMetaal** 

utlM cadi iflutlM coat towed far 90 to 4S aiawtee# vhUo 

■ntotatotoe tOHMritun at anal ~ _ MBaeeeatoatlea/aaltoatolaa 

cf eMuletoa woe eeattoaM catll the ^tufft coal dewa ta 
M4I** awfficiewt mn purified water (SO-42*) wee added 

ta aaha ay far tiia last dua ta eveperctlea* Mbea tha 
taaparatara raactiad 4049% ttoa at&rrlao waa atartad with 

planetary altar bladaa at claw tyaad until tha aaaa 
congealed* Preeawtleae ara race-ceded far ttoa properatia* 

of arataa ara already diaaaaaad la Cheytar 4*

She aaltatola eoqpeeitleae of ttoa baaaa were davaltpad 
bv atafviaa *>*• firet* aaaoad and ttofrd aereeetoa trill 

atiaaa la which ttoa eraaa baaa preperttoe like yralay# 
ceparatloa* eatlefaetery* uaeatlaf eatery* apreadablllty, 
water waatoablllty* ceaalateacy, pH* water eceteat* eeefcal- 

toy petot and eeapetlblllty ate* ware evaluated*

Ont af eaa touadrad aad tea bydrapbllto eraaa baaaa 

abaat thirty fear ware aelected far farther etudiee aa 
they ware fauad ta be atatola aod Meet aatlafaatary to all



the thftt wmalng wiiitioni during th« itabllity of one 

■tenth it different conditions (ac, Kf« It*, 42 */S0* mi •
Promising ores* bases were subjected to rheological 

evaluation end measurements, like hysteresis loop* dynsolc 
yield value and the apparent viscoaity derived at a definite 
point on the rheegram, were nade. In the rheological studies 
all the cream bases exhibited non-hewtenian flew characteristics, 
a desirable attribute, the systems also exhibited thixotropy, 

based on the rheological parameters, twenty seven bases 
were selected for femulation of corticosteroid creane,
Drugs were incorporated in following concentration in each of 
the selected twenty seven bases.

1, Triamcinolone eeetonide
2, betamethasone 17-valerate 
1, Halcinonide
4, Flueclaeleae eeetonide

Concentration, 
0*1* u/w
o.iaa* vw
0,1% a/w

o,o3§* a/w
The prepared creams were tested for release pattern 

of drugs in vitro, in distilled water, using cellophane 
meabreae employing model developed in laboratory and 
simultaneously kept for stability studies at A,C.«
37*, 43*/b0* R.H* The evaluation of microbial contamination 
la cream bases was dene by using different concentration 
and proportion ci the preservatives. The total microbial 
count was found out initially and after storage of one 
month at fUT. The presence of gas formers or pathogenic 
organisms were aloe found out, based on the results 
obtained the optimum concentration of preservatives
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or if required *oro concentration of preservatives tloag 
with antioxidants were used in tha foraulatlons of corti

costeroid erases and kept on stability at R.T. (29 & 2*) •

froa tha results obtained it haa boon concluded 
through the anslysis of in vitro ralaaaa pattama that 
thara ara significant diffarancaa in tha ralaaaa of 
corticosteroids iron all tha erases.

Craaa ho. 2? containing catoataauryl alcohol* light 
liquid paraffin* polyoscyethylena lsuryl athar* eeteaeersgel 
1000* propylene glycol* polyethylene glycol 0000 diataarata* 
2-pyrrolidone ate* ralaaaad a wait 1 mm aaaunt about 10*4211 of 
TA whareae alninua aaaunt about 1*9W of TA was ralaaaad 
froa craaa Ho. 11* containing glycaryl aonaataarata it** 
staaric add* Whits soft paraffin* ate* in diatillad water 
at 2?* tor 7 hr*.

Craaa ho* 1 containing glycaryl aaoeeteareta as** 
etaeryl alcohol* light liquid paraffin* isepropyl ayrietete* 
eatoaacrogol 1000* glycerin and castor oil ralaaaad a 
aaxlmm of about 17.78* and a ainiaua of about 1*47* of IV 
froa craaa Ho* li containing White boon wan* white soft 
paraffin* heavy liquid paraffin* light liquid paraffin* 
catenaerogol eenilelfylag wax* borax and chloreereeol* ate* 
in diatillad water at 37* for 7 bra*

Craaa Ho* 1 ralaaaad naxiama aaouat about 9 *81* of 
HAL and ainiaua aaouat about 1*14* of HAL froa Craaa 
Ho* 11 In diatillad water at 27* for 7 hrs*
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CdW MO. 1 ftlatMd nSXlUUn IMUBt about 19.m Of »A 

sad atBimi anount 2*3* of Wh was released fro* Crean Mo* II 
lo li«UU«< water «t 37* for 7 tiro*

Bim4 on the In vitro release rate •tudy* promising 
seven formulations out of twenty seven formulations In 
respect of totol percentage release# drug roloooiag 
efficiency and tho roloooo roto worn subjected to simulated 
rolooao study, Liberation of oortloootorolda through tho 
aarteriws ointooat oh—bar assembly, Ohouod Marly tho aooo 
pattern of roloooo os found in In fltro rolooao study of all 
prcNoiaiag formulations, but loaaor in oneunt*

Cortiooatoroid croons solootod on tho basis of thoir 
in vitro evaluation wars oubjoctod to bioavailabillty study 
employing vasoconstrictor assay. Tho uholo experiment was 
eonduetod in consultation with a dermatologist and a physi
cian. Tho results of both rooters wore in good ogroonont 
throughout tho tost* and the data wore therefore combined 
for tho statistical troatnont.

Conparing tho bianchiag results with in vitro release 
in laboratory designed nodal and liberation of corticosteroids 
through sartorius ointnont chaabor assembly, eroan Mo* 13 
showed wary poor results in all tho croons in blanching tost* 
Groan Mo* 7 containing betaaethasone 17-valerato has also 
tew a poor blanching readings* Other croons have shown 
comparable results with in vitro release except in fluooino- 
lone acetonite ereaaa whore cream Mo* 27 and 2$ gave nere 
blanching readings than eroan Mo* 1 and in betanethasooe 
17-valerate croons where croon Mo* 27 gave nsrs blanching
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xaadlapa thaa araaa aa. 1.

BlMhlaff BBSt daoaBStfataa alsarly that tha daprOB
mg «a——a0tlwl*w> MfBdliaad iHr Jk BtMROlA.^BSik .^kB. BS^B  ̂^^kk^. kk ^gt^g j^^ggg kl^^k^kk^^kS^^k^^kkk ^Bk B^^ ki^kBkBP kPkkBBBkSr

patlsatlap tha digrit ad shin psastrstlaa# Bay ha 

iafflBaffmat aaaaldarshly hy tha aoapaaftiaa af tha 

Immni 4a 4% 4a fanailatad* HilffliwitHt faramlatlaas

paoBaaaB hattar fcl iwfhiwp af ahta thaa tha aarraspaadfap 

fonwltUaN) followed by bataaathaasao 17-valkrti*, fluooi* 
aolaaa •oataalda and trlasalaoioiia aoataalda*

rrlauy tkl> lrrltatloa tost 4a lafeMt* ahawad that 

aoa af tlia salaatad craaas waa 4aa4taat ta tha 4ataat aad 

abrodod B4a at rabbits. thaa f raai this part of tha wart 

it 4a aaaclad#* that it 4a aafa ta aaa tha a44 saloctad 

araaaa*

tha stability ata44«a ahawad that ti asaaa ha. i#S* 

IS and 2? aasa atahla for aara thaa aaa and half yaar at 
all tha atabliity eaad4tiaaa hat araaa ha* 2S aaparatad 
aftar aiaa aaatha at I2*^MI ft*No and aftar aaa aad half 

yaar at W*. tha daaraAatlaa pradaata aara abaaat 4a all

St araaa has* l.U aad 2? aara atahla at all tha 
stahiUty coaditioaa hat araaa ha. 7 aaparatad aftar 
thraa aootha of atarata at 41*/l» 141* aad araaa h* t 
aaparatad at 42*/d0* M* aftar aaa aad half yaar af 
stability, tha da«radat4aa pradaata aara abaaat !a all 

•Mva products.
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HAL enaa des* 1,9,13,29 «M 27 muni stable in nil 

oradltiMi during atorift «f om and half year* Sht degra
dation products worn absent in nil tho above Mentioned 
f emulations.

FA enaa do* 9 van stable in all tho stability conditions 
during storage of ono and half year. Croon Moo* 1 and 29 oars 
asperated at tho end of ono and half ysar at 42*/t0% ft.M*
Croon no. n was saparatod after sin nanths at 42*/<0% A*N. 
and eroan do. 27 was separated after nine nanths at 42*/d9*
I.H* Croon do* 13 showed degradation of FA iron 0*029% to 0*0211 
after ono and half year* The degradation was observed in 
Crean do* 27 and FA concentration was reduced fron 0*029% to 
0*0X9% after six nonths of storage at 42*/d0% fUK* Crons do*
29 showed degradation of FA fron 0*020% to 0*021% after twelve 
nonths at 42YiO% d*d* However, no degradation was observed 
at A*C* tseparators*

The stability studies show that all the selected eresas 
for blanching tost have sufficiently high stability at A*C* 
and m*T* for ono and half year*

According t© now concept of 1KF for sou-sterile tepiele 
preparations, it is being necessary to naintain tho potency 
and integrity of product ferns and to preteet the health and 
safety of tho eonsunar* Micro-organ I ana could cause disease 
or product deterioration, so it is very dangerous to have a 
pathogenic nicre-organiane or any niere-argaaisa which is 
dangerous to tho health. Hence a oystenatle study of total 
viable count in tho eroan bases using different concentration 
and eoobiaation of preservatives was carried out*
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The total viable count studios showed that croon base 

Noe. 2,3,6, C, 9,11,12,13,15 to 37 wore free of pathogenic 
ozyinlHS end there was no goo formation, even though croon 
IMM Nos. 3,9,11,13,15,21,22,24 end 2$ showed very high hector* 
iel counts et lower concentration of combinations of antbyl 
peraben sodium (o.iflN)-propyl per ebon sodiun (0.02%) •

Croon hose Nos. 1,4,5,7,10 and 14 showed very high 
bacterial counts nod presence of gas fornars with nethyl para* 
ben sediun propyl paraben sodiun eoabinatioes. the bacterial 
counts dropped to a greater extent idea 0.1* chlorecresol was 
used as preservative. Chlorecresol was found superior to the 
nethyl paraben sodium-propyl paraben sediun coabinetions, 
probably because of the increeae in phenolic strength iaparttd 
to the hydroxy-group hr halogen atens ortho* or pore* to it.

Based on all tha results, the following crean bases wire 
suggested for the formulations of corticosteroid drugs es they 
appears to bo pronising with regards to physical evaluation, 
rheological evaluation, in vitro release studies, bioaveilability 
studies, prinsry irritation studies, stability sad nierebial 
contamination studies. Crete base Nos. i and S ere tbe nest 
pronising bases for the formulation of ft erases. Crean bass 
Nos. i sad 27 are the nut pronising bases for the feraulstien 
of IV croons. Crean base Nes. 1,5 end 27 ere tbe nest pronising 
beset for the HAL erases. Crean base No. S and la n scow extant 
crean base Nes. i are tbe nest pronising bases for tbe FA ereens, 
as FA crean No. i was asperated et the end of one and half year 
at 42 V«0* A.M.
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Ml tho piM&ilas eroano worn aoft howgiwwi, odourloaa, 
froo of viaiblo lapuritiaa. Mcmcopie obaocvation of Ml tho 
prowdaing craaaw ahowod no viiM* ptftkla and tho amliifiMl 

fldwlM won found in Marly mum also, mo particla also ama* 
urod with tho holp of hognon woro loan than 2$ adcrona. Tho 

eharaotorlatica liko phyalcal atabillty, aoparation* aproadability, 
waahability, conaiatancy, pH, wator rotontion, ooago«liB0 poiata* 

eoapatibility non Mao chodrad haforo and during atabillty and 

Ml tho proodaiag croaaw woro found to ho aatiafactery at A.C* 

and K*f« during ono and hMf yoar of atabillty*


