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The investigation of the time-oriented quality characteristics is
emphasized in many industries such as pharmaceutical companies. In
comparing the existing profiles with the reference profiles, several
methods are suggested such as f; and f, indices as the most applicable.
In this research, a new approach is introduced for selecting a better
profile among the existing profiles for a time-oriented quality
characteristic. This method not only considers the above mentioned
indices but also include the costs for each profile. It also prevents the
elimination of the outliers as the results of the cumulative relationships
in the definition of f; and f,. A numerical example is provided to evaluate
and justify the proposed method. The results show the more appropriate
performance of the proposed method than the existing ones..
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£,(LSL) = 50log{[1 + 42]7°5 x 100} = 69.24
f>(Target) = 50log{[1 + 02]7%% x 100} = 100
f>(USL) = 50log{[1 + 42]7%5 « 100} = 69.24
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D(fy)(profile 1 — pointl) = —o02-0 - 0.165

D(fy)(profile 1) = (0.165 0.25 % 0.6 * 0.65 * 0.57
* 0.875 * 0.665 x 0.7 * 0.82 x 0.917

£0.925 * 1)1z = 0.609
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J:Bg 5 fi f, Rank 1 Rank2
1 0.046  80.969 3 3
2 0.048  79.924 4 4
3 0.1 61.155 6 6
4 0.114  58.699 9 10
5 0.103  60.011 7 7
6 0.107  58.745 8 9
7 0.024  86.928 2 2
8 0.057  74.557 5 5
9 0.131  58.852 10 8
10 0.012  96.218 1 1
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Difference factor
Similarity factor
MSD: multivariate statistical distance
Similarity limit
Food and drug administration
Human medicine evaluation unit of the european
agency for the evaluation of medicinal products
Nominal the best
Smaller the better
9. Larger the better
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a
1 0.609 0.508 0.8 0.42 0.568
2 0.581 0477 0.6 0.58 0.558
3 0.38 0.277 0.5 0.33 0.363
4 0.347 0.243 0.7 0.75 0.459
5 0.458 0.328 0.5 0.5 0.44
6 0.406 0.266 0.6 0.33 0.382
7 0.883 0.805 0.7 0.5 0.706
8 0 0 0.5 0.67 0
9 0 0 04 1 0
10 0.932 0.91 0 1 0
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1 7 0.706
2 1 0.568
3 2 0.558
4 4 0.459
5 5 0.44
6 6 0.382
7 3 0.363
8 8,9,10 0

Blad an Jolgn n5p Voo)lad by «(lad Ll y0 1
Bbon sl aze Cudgazme Cule) g ez e Slgn 4 (S0
(J=lgy ol obml sl p3Y OISl 4y g s pas sy
Ol (V) Jgaz 0g—0s oolaiwl 15 ol sl glsl 3l les o0
Slarls SaS @ osds ke dlase Jo 51 Jol> gl oasms
blsy sk 3l fag i Glemasls (Joozr (al )0 wdloe 35250
PR S ‘Rank(l) OF—w )0 g ol sdce] Cws aQ ) 9 )

Slocie oy i oS a4 Rank(2) e j0 9 1) Jlode xS

Y oylaih - Y5 al ~ WAF Sl adsf o pito 3 gl miiign ool 42y



Jo—w) 9 &bt doo (o Lamils Lo jowsmo

. Yoy
o oloj S

[7] Ju H, Liaw S. On the assessment of similarity of
drug dissolution profiles-a ssmulation study, Drug
Information Journal, (1997), Vol. 31, pp. 1273-
1289.

[8] Ma M, Lin R, Liu J. Statistical evauations of
dissolution similarity, Statistica Sinica, (1999),
Vol. 9, pp. 1011-1027.

iy sz mab b By (il o) i e pdusnl ¢, bl [4]
YY) ]y Copae g mbio cwaige (Mollipe 45,25 ¢ consl
FVA-FYA L an oF o)Ll FY als>

bl Gleasls s 1 o5 ol g woljonl t (sed, -]

4 oyt Sy das Jlgn SO, ced el sl anl

TV ol (VWA wdey o pao g mlio waige (Adlign
XEoFY ao ¥ o led

[11] Guidance for Industry: Dissolution Testing of
Immediate Release Solid Oral Dosage Forms, US
Food and Drug Administration, Rockville, MD,
USA, (1997).
(http://www.fda.gov/cder/guidance.html)

[12] Derringer G, Suich R. Simultaneous
optimization of severa response variables, Journa
of Quality Technology, (1980), Val. 12, No. 4, pp.
214-219.

&l
[1] Cronbach L, Gleser G. Assessing similarity
between profiles, The Psychological Bulletin,
(1953), Vol. 50, pp. 456-473.

[2] Moore J, Flanner H. Mathematical comparison of
curves with an emphasis on in-vitro dissolution
profiles, Pharm Tech, (1996), Vol. 20, No. 6, pp.
67-74.

[3] Gohel M, Sarvaiya K, Mehta N, Soni C, Vyas V,
Dave R. Assessment of similarity factor using
different weighting approaches, Dissolution
Technologies, (2005), pp. 22-27.

[4] Polly J, Rekhi G, Shah V. Methods to compare
dissolution profiles, Drug Information Journal,
(1996), Voal. 30, pp. 1113-1120.

[5] Freitag G. Guidelines on dissolution profile
comparison, Drug Information Journa, (2001),
Vol. 35, pp. 865-874.

[6] Gohel M, Parikh R, Stavan A, Jena D. Fabrication
of modified release tablet formulation of
metoprolol  succinate using  hydroxypropy!
methylcellulose and xanthan gum, AAPS Pharm
Sci Tech, (2009), Vol. 10, pp. 62-68.

Y oylaih - Y5 al ~ WAF Sl adsf o pito 3 gl miiign ool 42y



