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APPENDIX I

DETAILS OF POLYMERS

carboxylic acid groug

formula is demons&at
(C;H,0,)%

with an approxim

acidic, hygroscopi ,',Igo acteristic odour. Neutralised
. MJ

with alkali hydrox1e‘§ or amines and 1t is soluble in water, alcohol, and

- ﬂ‘lJEl’J ‘VIEWITW BIN3
qRAER SONBNINHAR s o

semlsohd dosage forms than in tablets. Carbopol is used an emulsifying

It is a white, fluffy,

agent (0.1-0.5%), and suspending agent (0.5-1.0%), and gelling agent (0.5-
2.0%) in pharmaceutical and cosmatic preparations. Its wide usefulness is

complimented by the lubricity it imparts to the product.
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hylcellul

A cellulose having some of the hydroxyl groups in the from of
methyl ether. The formula is long-chain substitued cellulose, ether of 50-150

anhydroglucose units containing 26-32% methoxy grbups (CH;0). Various

types of methylcellulose, USP and Viscosity is shown below.

Viscosity grade :

Aproximate Viscosity of 24 %\”\“\\ Sovent
Solution at 20 °C/cps. ﬂ
20 ’ 2lde Water
450 M ' ' P Water
1000 Water
2500 Water
5000 Water
10000 Water
10 Water
100 Water
20 *
450 * ¢ & | Celacol M45@ BPC
s A UE T PNGBE T e
400 ¥4 Metlkocel A4 C Prermum ')Vater
ARISINTRATIINUINGY:
q4 00 * Methocel A4M Premium Water

* Calculated with reference to dried material.

Methycellulose is practically insoluble in hot water, dehydrated

alcohol, chloroform, acetone, and ether; soluble in glacial acetic acid in a



mixture of equal volumes of alcohol and chloroform. It swells in water
producing a clear to opalescent, viscous, colloidal suspension and form a

colloidal solution in cold water.

Various grades of methylcellulose are use as emulsifying agents, as

coating.

Hydroxypropylm, Sse hydroxypropylmethyl

ether. The empirical for

Y Y]

with an dpprOledE molecular welght about a 000. Hydroxypropyl

: methylcelluloﬁ uﬂd'arlw ETm wxﬂm] ﬂjy-wmte fibrous or

granular powdet. It is soluble m cold water forming a v1scous colloidal
solutlo‘a wqﬁﬁaﬂ@m Wﬂ@fﬁmaﬁ in mixtures
of meth§1 alcohol and methylene chloride. It is available in two viscosity
ranges, 50 and 4,000 cps. It undergoes a reversible transformation from sol
to gel wupon heating and cooling, respectively. Soluti_ons. of
hydroxypropylmethylcellulose are stable at pH 3.0 - 11.0. It is incompatible

with extreme pH conditions and oxidizing materials.
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- To prepare an aqueous solution, it is recommended to disperse and
thoroughly hydrate hydroxypropylmethylcellulose in about 1/5 to 1/3 of the
required amount of water at 80-90 °C and add cold water or ice while it is

stirring vigorously. Then add cold water to volume.

SIS | O & as film former, binder,

thickener, emulsifier; suspending it and gelling agent in

a » aethyl ether of cellulose. The B.P.
specifies a sodium content :-5 o 10:8%;.and the U.S.P. 6.5 to 9.5% both
calculated on thesdry substan ce. The empirical formula is demonstrated

below ,

mﬂﬁz@ﬁﬂ W‘Wﬂﬁ]ﬂ 9
witn B} ordlod T S UBIVIRY AR B soee o

polymensdtlon affects the viscosity of solution. There are three viscosity
grade; high viscosity (H.V.), medium viscosity (M.V.) and low viscosity
(L.V).

94



Sodium carboxymethylcellulose is a white to cream-coloured
odurless or almost odourless hygroscopic powder or granuless. Easily
dispersed in water forming colloidal solutions; practically insoluble in

alcohol, ether and most other organic solvents.

L J
"",|1!,_ < ae : 4 7 P
SO / d as a suspending agent and as

Sodium carboxymet}
an emulisifying agent, sitwiS. tsed i reparation of gels and is an

ingredient of protectiwe fitting of ileostomy and
colostomy appliance. : ic “mechanical protection of oral

and perioral lesions.

. %
]

AULINENTNYINS
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APPENDIX II

EXPERIMENTAL DATA

The vertical interaction forces between/pélymer patches and artificial saliva.

Formulation # Mean SD*
(polymer)

1 (SCME MV) 0.085567 2.0224x1073
2 (SCME MV +CP) 0.1101 7.9373x10-4
3 (SCMC HV) 0.117067 8.1240x10™4
4 (MC1500) 0.059167 4.0373x1074
5 (MC1500+CP) 0.064133 5.7706x107>
6 (MC4000) 0.063567 6.5038x10™%
7 (MC4000+CP) 0.068833 1.0247x10°3
8 (HPMC) ‘ : 0.061433 4.1593x10™%
9 (MPMC+CP) - i:‘:_—-r—— 0667 t——B-056) 0.067467 1.9647x1073
BLANK “ 0.03707 1.1547x1074

1
J

= ~HUH INYNTNYINS
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Miconazole release data of mucoadhesive patch formulation #1 using SCMC MV .

Calibration Curve Data :

97

Conc. (mcg/ml) 0.0712 0.1187 0.3562 0.7123 1.1872 3.5616|  7.1232
Peak Area Ratio 0.0903 0.1489 0.3289 0.7004 1.5708 5.4539|  10.4246
y=-0.1300 + 1.4948 x- r" = 0.99,
Release Run Data :
Time Run # Run #3
(min) Conc.1 Amt. C.A3 Conc.1 Amt.2 C.A3
(mcg/ml.) (mcg.) / (mcg.) | (mcg./ml) | (mcg.) (mcg.)
5 1.6384|  37.7064 r 36.6650 L1877|  27.2937|  27.2937
10 0.8968|  20.639 60.2414 0.8940|  20.5433|  47.8370
20 1.9904  45.8082 112.3241 1.7700|  40.6740|  88.5111
30 2.5523|  58.7375 56.3690| 168.6931 2.3457|  53.9055| 142.4165
40 1.7332 963 . 119.9894 1.9009|  43.6817| 186.0982
50 0.8409 EFW, - 218.2385 0.9018|  20.7242| 206.8224
60 0.5326 1020 ﬁ 230.2594 0.6517|  14.9753| 221.7977
70 0.4009 9.2262| 243.6157 0.3873 9.4746| 239.7340 0.5253|  12.0723| 233.8700
80 03709 ﬂ iﬂ 1 1 ?ﬂ b 1 092968 859] ﬂuﬁwas 0.6100| 140167 247.8867
H| d ||
#
Receiver 5.8 ¢ Py g 57
Volume(ml.) qquQﬂifJuﬂqﬁwH’]aﬂ
i |

1. Conc. = Concentration
2. Amt. = Amount

3. C.A. = Cumulative amount
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Cumulative amount released vs time plot of mucoadhesive patch
containing SCMC MV .
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CUMULATIVE AMOUNT RELEASED (mcg)

Cumulative amount released vs square root of time plot of

‘mucoadhesive patch containing SCMC MV .
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Miconazole release data of mucoadhesive patch formulation #2 using SCMC MV + CP 934.

100

“Calibration Curve Data :
Conc. (mcg/ml) 0.0712 0.1187 0.3562 0.7123 1.1872 3.5616 7:1232
Peak Area Ratio 0.1501 0.1841 0.6296 1.0833 1.6440 4.9916 11.1210
y=-00553 + 1.5378x ' =0, ' ,//
Release Run Data : é
Time Run Run #3
(min) Concl A ol t C.A3 Conc.1 Amt.2 C.A3
(mcg/ml.) (mcg. J ' i mll ic (mcg.) (mcg./ml.) | (mcg.) (mcg.)
10 0.2548|  5.864 éhs)r. 20| 586200  02147| 49338] 403
25 0.5245|  12.0703 ) 439|  18.4059 0.4001 9.1938|  14.12
40 0.7940 18.273 6.2 in 6.6819 35.0878 0.6727 15.4582 29.58:
60 10227 235357| " 5 ’r_if“ 217895  56.8773 0.8467|  19.4571|  49.04:
VT
90 1.7549 40.3871 g 8810, 92.7583 15332 35.2336 84.27¢
120 1.5399 - . 133.1953 1.8303 42.0596| 126.33¢
150 - 0.5406 12 43¢ 149.6235 0.8301 19.0973 145.43:
180 0.4397 158.1315 0. 4316 10. Sg 160.1822 0.7489 17.2102 162.642
210 0. 4108 i W ] .3900 0.4383 10.0730| 172.71¢
240 0. 3312r ﬁ:ﬂ ﬁz ﬂﬁ EEIJQF j: 1898 0.3301 7.5865 180.303
F - ﬂ
Receiver Wr ] H ﬁ t I jl' I g I &I EJ 5.7
Volume (ml.)

1. Conc. = Concentration

2. Amt. = Amount

3. C.A. = Cumulative amount
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Cumulative amount released vs time plot of mucoadhesive patch
containing SCMC MV + CP 934.

50

CUMULATIVE AMOUNT RELEASED (mcg)

o

50 300 350 400 450
TIME (MIN) |

ﬂuﬂqwﬂwﬁwawni
awmﬁﬁm“ﬁmﬁw #
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Cumulative amount released vs square root of time plot of
mucoadhesive patch containing SCMC MV + CP 934.

250
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Miconazole release data of mucoadhesive patch formulation # 3 using SCMC HV.

Calibration Curve Data

103

Conc. (mcg/ml) 0.0712 0.1187 0.3562 0.7123 1.1872 3.5616 7.1232
Peak Area Ratio 0.1098 0.1639 0.4863 0.8878 1.6719 5.3183 10.4391
y =-0.0447 + 1.4770x 1 =0.9997
Release Run Data :
Time Run Run #3
(min) Conc.1 C.A3 Conc.1 Amt.2 C.A3
(mcg/ml.) (mcg.) (mcg./ml.) (mcg.) (mcg.)
10 0.1970 5.8340 0.3336 7:7353 72
25 0.6693 15.9552 0.4832 11.1045 18.8:
40 0.5163 29.1126 0.5762 13.2421 32.0¢
60 0.7645 6.7571 45.8698 0.9742| 22.3870 54.4¢
90 0.9991 22.8762 35.3542 81.2240 1.2198| 28.0318 82.5(
120 1.2440 8.4830 -98091 115.2049 1.3588)  31.2252| 113.72
150 1.5500 158.8407 1.6060| 36.9054| 150.6
180 1.2831 170.5894 0.7383 16.9654| 167.5¢
220 0.7279 16.6 .}6 188.9209 0.2819 6.4888| 177.0782 0.3166 7.2751| 174.87
' 260 0.40951 .F.“ 7‘ ;,?j' ':. Ta | ?2.2876 0.2522 5.7955| 180.6¢
Receiver A 57
Volume(ml.) v/

Y
¢
CHUBLARIE
q .
1. Conc. = Concentration

2. Amt. = Amount

3. C.A. = Cumulative amount

RIANHIRY
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Cumulative amount released vs time plot of mucoadhesive patch
containing SCMC HV .
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Cumulative amount released vs square root of time plot of
mucoadhesive patch containing SCMC HV .

N
[6)
o

200

150

100

)
o

o

CUMULATIVE AMOUNT RELEASED (mcg)

0 5 15 20 25
‘o SQUAR@ROOT OF TIME

ﬂuEI’JVIEWI‘ﬁWEI'm‘i




Miconazole release data of mucoadhesive patch formulation #4 using MC1500 .

Calibration Curve Data :

106

Conc. (mcg/ml) 0.1187 0.3562 0.7123 1.1872 2.3744 3.5616 7.1232
Peak Area Ration 3 0.2033 0.2707 0.9552 1.8185 3.7342 45528  11.0477
y=-0.11269 + 1.5262x " =0.9914
Release Run Data :
Time Run #3
G Conic:l C.A3 Conc.1 Amt.2 CA3
(mcg/ml.) (mcg) | (meg/ml) | (mcg.) (mcg.)
10.0000 6.2163 0.2254 55142 5.51
25.0000 143599 03427 83839 138
40.0000 0.4480 23.4939 0.3850 9.4195| 2331
60.0000 0.5119 114921  34.9859 0.4678|  11.4433| 3476
© 90.0000 0.5419 15.1960|  50.1819 0.6451| 157808  50.54
120.0000 0.5735 14.1117|  64.2936 0.4943|  12.0928|  62.63
150.0000 13.6568|  77.9504 0.5591| 13.6770| 7631
180.0000 | 86.1439)  0.5317] .gu-: 90.1687 0.6148 15.0406| 9135
220.0000 : 89| 103.1776 0.5064|  12.3874| 103.73
_ 260.0000 0.5200 0.5180 .[! .9040|  115.0816 07011  17.1527| 120.89
300.0000 05210 #118295| 123.1379| .7 0.4943|  11.3580| 126.4396 0.5911|  14.4599| 13535
340.0000 ﬂAu EI g%sm E%j w j f]lfqm 137.5457 0.4910{  12.0121| 147.36
380.0000 Oiso28| 135727 1?.5344 04842 11.1271 1&8’.'6728 0.4048 9.9036| 157.26
420. L 405872] —; 0651| G paisson) glp 0.3361 8.2227| 165.79(
Receiver q “5'7' g : . 5. ol 6.1
Volume(ml.) .

1. Conc. = Concentration

2. Amt. = Amount

3. C.A. = Cumulative amount



CUMULATIVE AMOUNT RELEASED (mcg)

Cumulative amount released vs time plot of mucoadhesive patch
containing MC 1500 .
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CUMULATIVE AMOUNT RELEASED (mcg)
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Cumulative amount released vs square root of time plot of
mucoadhesive patch containing MC 1500 .
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Miconazole release data of mucoadhesive patch formulation# 5 using MC1500 +CP934.

Calibration Curve Data :

109

Conc. (mcg/ml) 0.0712|  0.1187 0.3562 0.7123 1.1872 3.5616|  7.1232
Peak Area Ratio 0.1634|  0.3441 0.5488 1.0574 1.8062 47843  11.2017
=-0.0320 + 1.5331x
Release Run Data : ',//’ ‘
=
Time A Run #3
(min) Conc.1 Am Gk £ C.A3 Conc.1 Amt2 C.A3
(mcg/ml.) (mc : '.(L n (mcg.) | (mcg./ml) | (mcg.) (mcg.)
10 0.5403| 123 125715 ; 039 : | 9.0792|  04276|  9.8263] 9.8
25 04915  11.254 fs"sf;" 91 19.0233 0.3277|  7.5162| 17.34
40 0.4350 9.9604 fﬂ ; f_,.i " 87206| 277440 0.4148 9.5317|  26.87
60 0.3689 8.446 2.0 1f*i*{ 0.2364|  37.9804 0.4394|  10.0966|  36.97(
90 03457 79159 " 448 '_¥ >4 10.1698|  48.1502|  0.4984| 11.4542| 4842
120 03597|  8.2353| ;ﬁ'a@"’ < 7308  57.8810 0.4750|  10.9160|  59.34(
150 0.3819 ! — 67.7703 0.4944| 113621  70.70:
180 0.5853 13.37 f 79.2180 0.5225|  12.0063|  82.70¢
220 0.4209 9. I 8|  89.9676 05172|  11.9029|  91.1209 0.5378 123578  95.06;
260 0.356 ﬁ —y ms % 7 11078|  04157|  9.5535| 104.62
300 0.274 Q u ’4]1 ' 22 ﬂo. m EEZlﬂ ﬁ9.3195 05799 13.3268| 107.94
340 0.3752 8.5899 113.0161 04155 £ 9.5622 118.8846 0.4466|  10.2639| 128.21]
380 Q°W9 ﬂ @m u mi"' qlmgj 1@98 0.2133 4.9014| 133.11;
420 q0.3306 7.5689| 130.1534 0.4039 9.2960| 139.7159 0.1936|  4.4497| 137.56:
Receiver | 5.7 5.8 5.77
Volume(ml.)

1. Conc. = Concentration

2. Amt. = Amount

3. C.A. = Cumulative amount



CUMULATIVE AMOUNT RELEASED (mcg)
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Cumulative amount released vs time plot of mucoadhesive patch
containing MC 1500 + CP 934 .
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Cumulative amount released vs square root of time plot of
mucoadhesive patch containing MC 1500 + CP 934 .
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Miconazole release data of mucoadhesive patch formulation# 6 using MC4000 .

Calibration Curve Data :

112

Conc. (mcg/ml) 0.0712 0.1187 0.3562 0.7123 1.1872 3.5616 7:1232
Peak Area Ratio 0.0013 0.1722 0.6621 0.9977 1.6816 5.3227 10.4542
Y =0.0188 + 1.5208X
Release Run Data :
Time Run Run #3
(min) Conc.1 C.A3 Conc.1 Amt2 C.A3
(mcg/ml.) (mcg) | (meg/ml) | (mcg.) (mcg.)
10 0.1346 3.2097 0.2013 4.6259 4.62;
25 - 0.3074 10.4891 0.2949 6.7776 11.40:
40 0.3729 19.2310 0.2973 6.8318 18.23:
60 0.4808 28.9454 0.4401 10.1129 28.34:
90 0.4948 39.5675 0.4394]  10.0969 38.44:
120 0.4169 0.7962}  0.5634]  12.89¢ 52.4665 0.4467 10.2662 48.71
150 0.4432 64.3582 0.5060 11.6289 60.34(
180 0.6801 78.2328 0.4970 11.4218 71.76.
220 0.5449 492 89.7256 0.5360 12.3169 84.07¢
260 0.500@‘ u& q m glai ] §1.0049 0.6705 15.4088 99.48"
300 0.5147 11.8461| 112.5456 ; £,10.8763|  111.881 0.4450  10.2251| 109.71:
340 Qoﬁg .] awm | ’1 WEI qzax 04139|  9.4778| 119.19¢
Receiver | _ 58! ' | 5:1
Volume(ml.)

1. Conc. = Concentration

2. Amt. = Amount

3. C.A:

= Cumulative amount



CUMULATIVE AMOUNT RELEASED (mcg)
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Cumulative amount released vs time plot of mucoadhesive

patch containing MC 4000.
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Cumulative amount released vs square root of time plot of

mucoadhesive patch containing MC 4000.
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Miconaiolc release data of mucoadhesive patch formulation# 7 using MC4000+CP934.

Calibration Curve Data :

115

Conc. (mcg/ml) 0.0712 0.1187 0.3562 0.7123 1.1872 3.5616 7.1233
Peak Area Ratio 0.0013 0.1722 0.6621 0.9977 1.6816 5.7227| 10.4542
Y =0.0188 + 1.5208X r° =0.9985
Release Run Data :
Time Run #3
(min) Conc.1 Amt. 1 nt.2 C.A3 Conc.1 Amt.2 C.A3
2 N
(mcg/ml) | (mcg. ) (mcg.) | (meg/ml) | (mcg.) (mcg.]
10 0.3113 7 A ) 3 8.3833 0.2188 5.0291 5.0:
25 0.3955 90,8561 83 . 0.3467 8.4814|  16.8647 0.3124 7.1785 12.9¢
-
40 0.4049 9.2 5.45381¥0.4035| 701  26.7348 0.3027 6.9562|  19.1¢
60 0.3949 9.042 44 "' :?i; ol 2474  35.9822 0.3895 8.9515|  28.11
2 e
90 0.4176 9.5607 44,01 _‘ 9.9861|  45.9683 0.4127 9.4833 37.59
aa -
120 0.4200 9.6166| 5367341 9.6385|  55.6068 0.4096 9.4116| 47.01
A, ,
150 0.4112 63.8443 0.4171 9.5851]  56.59
180 0.4165 58 72.7026 0.4228 9.7150|  66.31
220 0.4847 11.@1 84.2347 0.5270|  12.1094| 78.41
260 0.5004 11;452_7 95.1781 st 12.3021|  96.5368 0.5184| 11.9130] 90.33
300 0.48 1 ﬁj ﬂsﬂm ? ﬂ[‘sf‘ 308.6872 0.5284| 12.1419| 102.47
340 0.47084 I{ 95~ 117.1427 11.2576] 119.9448 0.4973| 11.4288| 113.90
) L "4
RIAINIUNRITNYIAL
Volume(ml.) q r]‘ ;J :

1. Conc. = Concentration
2. Amt. = Amount

3. C.A. = Cumulative amount



CUMULATIVE AMOUNT RELEASED (mcg)

Cumulative amount released vs time plot of mucoadhesive

patch containing MC 4000 + CP 934.
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Cumulative amount released vs square root of time plot of
mucoadhesive patch containing MC 4000 + CP 934.
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Miconazole release data of mucoadhesive patch formulation #8 using HPMC .

Calibration Curve Data :

118

Conc. (mcg/ml) 0.0712 0.1187 0.3562 0.7123 1.1872 3.5616 7.1232
Peak Area Ratio 0.1634 0.3441 0.5488 1.0574 1.8062 47843  11.2017
_ Y=00320 + 1.5331X r =0.9942
Release Run Data :
Time Run #1 Run #3
(min) Conc.1 Amt2 ’r C.A3 Conc.1 Amt.2 C.A3
(mcg/ml.) | (mcg aco (mcg) | (mcg/ml) | (mcg.) (mcg.)

10 0.2871 3.1366 0.1215 2.9717 2.97
25 0.2332 9.2092 0.2578 6.3071 9.27;
40 0.2485 15.6392 0.2743 6.7113 15.99(
60 0.4147 24.5722 0.3954 9.6726|  25.66:
90 0.4808 33.4116 0.5246|  12.8345 38.49"
120 0.5702 43.6475 05171 12.6504|  51.14"
150 0.4571 11.4551| . 55.1026 0.4767| 11.6625 62.81(
180 0.5051|  11:5644|  73.1910]  0.500: 241 |  66.6150 0.4754|  11.6304 74.44(
220 0.4784 J’H' 83.8039 0.4986|  12.1983|  86.63s
260 0.5172|  11.842 95.9866 0.5125| 117950  95.5989 0.4739| 11.5938|  98.23;
300 0.3916 8.9672| £9104.9489 0.8429| . 10. 1921} = 105.7910 0.4063 9.9396| 108.17:
340 0.3388 uﬂ q n& ﬂ 37 4.5150 0.4127|  10.0962| 118.26¢
380 o.3210 7.3507| 120.0622f 0.3325 . 7.6513| 122. 0.3896 9.5311| 127.79¢
420 Q)% a 13 | 126318 _ll_-aﬁm ’] %2? I r]zﬂo I 0.4680|  11.4483| 139.247

Receiver q - 5.7 6.1

Volume(ml.)

1. Conc. = Concentration
2. Amt. = Amount

3. C.A. = Cumulative amount
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CUMULATIVE AMOUNT RELEASED (mcg)
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Cumulative amount released vs time plot of mucoadhesive

patch containing HPMC.
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Cumulative amount released vs square root of time plot of
mucoadhesive patch containing HPMC .

N
o)
O

120

200

150

100

N
@

o

CUMULATIVE AMOUNT RELEASED (mcqg)

SQUARE ROOT OF TIME

ﬂ‘IJEI’J'VIEWlﬁWEI'm‘ﬁ

5 20

25



Miconazole release data of mucoadhesive patch formulation #9 using HPMC +CP934.

121

Calibration Curve Data :
Conc. (mcg/ml) 0.0712 0.1187 0.3562 0.7123 1.1872 3.5616 7.1232
Peak Area Ratio 0.1501 0.1841 0.6296 1.0833 1.644 4.9916 11.121
Y =-0.0553 + 1.5378X r* =0.9971
Release Run Data : ’////
Time Run # ] — ‘" —M#z Run #3
(min) Conc.1 Amt. 2 CA3 Conc.1 Amt.2 C.A3
(mcg/ml.) (mcg (mc (mcg.) (mcg./ml.) (mcg.) (mcg.
10 0.1339 4 6941 3.6941 0.1087|  2.4974 2.4¢
25 0.1845 7.5566 0.1578 3.6270 E
[' _,J ‘5 6.1
40 0.2738 1.;. 1714 \‘\ 0 11.7506 0.2434 5.5938 11.71
T f.‘
60 0.2463 5.638 b 528 19.7034 0.2755 6.3321 18.05
R
90 0.3300 7.5548 — 6.8036 26.5070 0.2873 6.6012 24.65
I 4
120 0.3232 7.3969 34 _ f: 8.3680 34.8751 0.3671 8.4371 33.08
150 0.3307 ™ 43.7920 0.3586 8.2407|  41.32
180 0.2934 53.1879 0.3719 8.5474 49.87
220 0.3333 61.8542 0.3794 8.7489 58.59;
260 0.3242 7.422 63.4955 0.3540 8.6616 70.5185 2 :
9 o U 0.3921 9.0100 67.60:
300 0.385 8&? /3 %12 ﬂd’iw Ek'qzﬂ ‘30 3186 0.3960|  9.1006|  76.70¢
340 0.4381 10.0298 82.3488 0.3755 9.1859 89.5045 0.4773 10.9685 87.67¢
s
380 o.ﬁ,-l a ﬁ i Eﬁ u ﬁ /g y] /'LE7$ 0.3860 8.8698 96.544
420 % .895 104.9927 0.3807 8.7475| 105.291
Receiver 6.1 5.7
Volume(ml.)

1. Conc. = Conce

ntration

2. Amt. = Amount

3. C.A.

= Cumulative amount



CUMULATIVE AMOUNT RELEASED (mcg)

Cumulative amount released vs time plot of mucoadhesive

patch containing HPMC + CP 934.
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Cumulative amount released vs square root of time plot of
mucoadhesive patch containing HPMC +CP 934.
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Amount of miconazole in mucoadhesive patches before storage,

Calibration Curve Data:‘

124

Conc. (mcg/ml) 0.0712 0.1187 0.3562 0.7123 1.1872 3.5616 7.1232
Peak Area Ratio . 0.0155 0.0846 0.3814 0.8465 1.3921 4.1741 7.6256
Y =0.0381 + 1.0 /
=
Stability Test Data : Before Storag7 : H
ZIANS
Samiple l / /&é'\\&ix Sample #3
Formulation # Wt. 1 Conc.2 [ JAn E ‘!Py\‘\ G \"-.,, Amt.3 Wwt.1 Conc.2 Amt.3
(Polymer) (mg) g \ 3 (meg) | (mg) |(meg/ml)| (meg)
1 (SCMC MV) 124 275.0370 13.5 2.65 17. 265.1713
'2 (SCMC MV+CP) 14.4 291.4470 15.1 2.9750( 297.5049
3 (SCMC HV) 14.6 2.7122| 271.2154 14.1 2.8032( 280.3196
4 (MC 1500) 15.7 3.1228| 312.2769 12.3 2.4531| 245.3054
5 (MC 1500+CP) PSPy 36.7187 12.6| 2.5222| 252.2160
6 (MC 4000) ::\' ‘ 19.7591 14.4 2.8702| 287.0244
7 (MC 4000+CP) 14.0 2.94f 294.8667 15.4 3.0315| 303.1505
8 (HPMC) 34 : 2.7350| 273.4959 15:2 3.1680| 316.7969
9 (HPMC+CP) ﬂs ' _ : :..f 'z 96191 i / 7| H‘{;} 3496044 14.9| 3.0914| 309.1366

QAR EFIRr 11 V186 8

2. Cone. = Conceqtration
3. Amt. = Amount
Amount = Conc. x Dilution factor

Dilution factor = 100




Amount of miconazole in mucoadhesive patches after storage

Calibration Curve Data:

125

07123| 11872

Conc. (mcg/ml) 0.0712 0.1187 0.3562 - 35616  7.1232
Peak Area Ratio 0.1108 0.1395 0.4117 0.9644 1.6576 4.8567| 9.4150
Y =0.170 + 1@’”//
S Y
Stability Test Data : After Storage ‘-’ q
NSNS,
Samp M / _7 ‘\\\\\‘:‘K 2 Sample #3
Formulation # Wt 1 \ ‘ Amt3 wt1 Conc.2 Amt.3
(Polymer) (mg) &\\\Q (mcg.) (mg) | (mcg/ml)| (mcg.)
1 (SCMC MV) 15.2 \ 277.6823 154  2.6773| 267.7285
2 (SCMC MV+CP) 14.5 \ 2344 273.4357 16.1f  2.7384| 273.8364
3 (SCMC HV) 13.5] 2.5910| 239360 2.7713| 277.1276 13.3]  2.4917| 249.1667
4 (MC 1500) 14.6 .3, 2.9840| 298.3952 14.11  2.7094| 270.9357
5 (MC 1500+CP) 90.1148 16.8|  3.0443| 304.4342
6 (MC 4000) ; ’ 274.6622 147\ 2.8107| 281.0672
7 (MC 4000+CP) 275.8945 156 3.0771| 307.7100
8 (HPMC) 13.5]  2.7038| 270.3772
9 (HPMC+CP) 16.0f  3.1483| 314.8337

o,
b

s i‘Z:LM"‘Ta FSURINNYIA Y

3. Amt. = Amoum

Amount = Conc. x Dilution factor

Dilution factor = 100




APPENDIX III

STATISTICS

= |

2 andard Deviati
5.1,
7 ' Y]
3. Testing the Diffes ¢ of Two Means, Student's t-test is used.

AU TN INEINT
qmasnfmaneas

N1, No = Sample size

The null hypothesis Ho Hy =4,
The alternative hypothesis Hy Hy Fl,
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R BT

: —
where Sp

2 _ (Sl)z
S, = N, i

ﬁﬁﬂqwﬂw§WH1nﬁ
ammﬂi‘mfumfmmaﬂ

s df 1 1}(2\71— DS, + (Nz—)Sz}
S "IN, N. N.+N,-2

with the degree of freedom, df :
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X = e

J 7
¢ iy
X.
N
In this study ' ptésents r of formulations studied

er of samples
.-" i

The V.R. valuelis compared e criticaliy lue F, which is obtained

I W’ﬁ’ﬂ‘ﬁ"im

h *I‘%W is rejected
and the 4terndt1 hesis 18 accepted. 1 18 not signi 1cant the null

hypothesis stands.
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5. Duncan's New Multiple Range Test.

If the alternative hypothesis from 4 is accepted, Duncan's New

he difference between means of two

Multiple Range Test is used to test

formulations.

tamed from table at df = N-k

ﬂ‘iJEl’J‘VIWIﬁWEI'm‘ﬁ

The means of all forfhulations are. ranked froms minimum to
maxima‘lnﬂ\;] ﬁNxa iﬁlupmﬂ ? m gjfaeaeﬂetween two

means of each pair of formulations is more than LSR, this pair is decided to

be significantly different.
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