Formulation of the Racecadotril Capsules (100mg), Method Validation and Stability Studies.
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ABSTRACT

Product characterization is aimed at identifying attributes that are critical for the quality of a drug product. Such are design, analytical method validation,
and stability studies strengthening the product development data. Undertaken, Racecadotril 100mg Capsules for diarrheal treatment entails the entire
development study. Six formulations of Racecadotril 100mg Capsules were prepared with different excipients at varied concentrations. Amongst all
formulations, F6 was the best fit having a comparatively good dissolution profile with 76.9% release in 60 minutes. HPLC system was suitable as %RSD was
0.619147% that is within the acceptance criteria. Other parameters like specificity, accuracy and recovery, precision, quantitation limit, detection limit,
range, linearity, and robustness laid within the acceptance criteria. The percent degradation of Racecadotril after photolytic (sunlight for 6 hr.), oxidative
(3% H202), acidic and basic stress was found to be 6.5%, 5.8%, 11.4%, and 28.4%, respectively. The product remains unchanged after thermal stress. F6
was marked successful amongst all with HPLC method validation. Accelerated stability studies and forced degradation studies enforced that the F6
formulation of Racecadotril 100mg Capsule is stable while the model-independent approach comprising of similarity and difference factors confirmed that
the undertaken product is comparable with the marketed brand.
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INTRODUCTION
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system was suitable as %RSD was 0.619147% which is within the acceptance criteria.
Furthermore, analytical parameters including specificity, accuracy and recovery,
precision, quantitation limit, detection limit, range, linearity and robustness lies
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photolytic (sunlight for 6 hr.), oxidative (3% H,O,), acidic (0.1N HCI) and basic (0.1N | _

NaOH) stress was found to be 6.5%, 5.8%, 11.4% and 28.4%, respectively. While the 06 16303884
product remain unchanged after thermal stress 107 19T

Conc,, Concentration; mg, mulligram; mL, mill liter; mv, millivolt; Avg,, average; 3., Standard
Deviation; LOD, limitof detection; LOQ, limit of quantitation.

oD, standard deviation; RD%, percent relative standard deviation

l
!
k
!
5
b

Table 1. Composition of different Formulations of Racecadotril 100mg capsules Table 2 Svstem suitabilitv test (SST)
Lugredent 2 | 10| Roleof imgredient Rerewe~ Peakdra  Membak o0 oo o —_ = S e e e e e
tandard  (millivoltml)  Area - o |
Racecadotnl Active 0] 1243686 :
Maize Strch Lubricant Disintezat " i
Stearic acid 2 Lubricant - _
Mg Steaat Tobrea 03 72360 11204623 9373 0619147 S e s —— —
Tal Eum pmﬁr’dEr . G_li daﬂt 04 124105 3 0 10 20 30 40 50 60 70 80 90 100 110
Colloidal siicon diowide - 5 | Gldant . R0 Figure 1. Forced degradation study of Racecadotril capsule 100mg.
Lactose Monohvdrate 30 | 5 30 | 45 | 665 | Diluent : ) Solubility (ug/mi)
Microcrystaline celdose PR 102 [ 31 Diluent 'SD., Standard Deviation; “R.S.D. (%), Percent Relative Standard Deviation o
Mannitol Diluent :
o - s O
vl cellulose sintegrant :
— : — wsis
TOSSCAIMIEI05E S0 ISIHIEgEE.H'[ .
Total il weightpercapule Tabled Resut of mearity atdffent conentatin e (s
5.No. Concentration (mg/mL) Area (millivolt/min) e T
Table 3. Accuracy and recovery of Racecadotril HPLC assay at 30%, 100% and L. 01 0751 Co,Jég[_l;jg IZO. IC\il?phlcal representation of solubility trend of Racecadotril in different solvent
150% standards. .
Concentration (mg/nl) L ] 1S F6 was marked successful amongst all with HPLC method validation. Accelerated
At 50 percent At 100 percent At 150 percent 3 03 7] stability studies and forced degradation studies enforced that the F6
Percent  Conc.  Percent  Conc.  Percent  Conc. ' formulation of Racecadotril 100mg Capsule is stable.
e e o B wm U REFERENCES
) 08 0000 1001 0404 1514 06056 3 03 T Gordg)n M, Akobeng A. Racecadotril.for acute .diarrho.ea in _children: systematic
3, 10 02040 1018 0402 1511 (.6044 _ review and meta-analyses. Archives of disease in childhood. 2016 Mar
Averase 108 020 101300 0405 151467 (0606 b 08 16503854 1;101(3):234-40.
3D 000000k DAk D 0a 0.0 1 0] 19770778 Wajeeha |, Arslan T, Nasir A, Muhammad ZUD, Kanwal A, Mayyda B, Samreen T,

RSD™ (%) 0493 (.493 0.430 0.430 0.267 0.267
"SD, Standard Deviation; “RSD, Relative Standard Deviation

Mehwish Q, Farah A, Saleha Y, Afshan A. A comprehensive review on
racecadotril drug International Journal of Biosciences 2019;15:405-413

’ 6th International Electronic Conference on
2:- Medicinal Chemistry
b3 1-30 November 2020




