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Abstract

The aim of this study was to prove that the penetration test of diclofenac sodium matrix type
transdermal patch fulfilled the acceptance criteria of formulation process validation (coefficient of variance
(CVj of diclofenac sodium penetration flux). Diclofenacsodiummatrix type transdermal patch was prepared by
mixing of ethyl cellulose and polyvinylpyrrolidone aspolymer base, polyethylene glycol 400 as plasticizer and
mixing of diclofenac sodium as active ingredientto menthol solution as enhancer. The first composition of
patch was contained ratio polymer ethyl cellulose and polyvinylpyrrolidone of 7:3 (Formula I) and the second
composition of patch was contained ratio polymer ethyl cellulose and polyvinylpyrrolidone of 6:4 (Formula I1).
The evaluation included physical characteristics of patch(organoleptics, moisture content, surface homogenity
using Scanning Electron Microscope (SEM), drug content and content uniformity)and penetration test.The
penetration of diclofenac sodium through Wistar rat skin membrane was derermined by dissolution test, which
was carried out using apparatus type 5-paddle overdisk in phosphate buffer pH 7.4 (37£0.5°C, 50 rpm). The
process validation was carried out for 3 days, with 3 times replication. From the results of penetration tests
showed CV of diclofenac sodium penetration flux<6% (both of Formula I and Formula II) and one-way
ANOVA analysis showed no significant difference of sodium diclofenac patch (p=0,745for formula 1 and
p=0,315for formula II) were performed on 3 different days.This study revealed that penetration test of two
formulas diclofenac sodium matrix type transdermal parch fulfilled the acceptance criteria of formulation
process validation.

Keywords: diclotenac sodium, transdermal patch,matrix type, penetration test, formulation process validation

PENDAHULUAN Natrium diklofenak diabsorbsi 100% setelah
Sering kali inflamasi menimbulkan pemberian oral, tetapihanya 60% obat yang
ketidaknyamanan dan dianggap merugikan bagi mencapai sirkulasi sistemik karena mengalami
penderita, oleh karena itu diperlukan obat tirst pass metabolism.
untuk mengatasinya. Golongan obat anti- Frekuensi pemberian natrium diklofenak
inflamasi nonsteroid atau Non-Steroidal Anti- yang tinggi, karena mengalami frst pass
Inflammatory  Drugs (NSAID) merupakan metabolisme  menyebabkan  meningkatnya
golongan obat yang banyak digunakan untuk resiko efek sampingnya. Untuk mengatasi hal
mengatasi inflamasi  (Singh er al, 2011). ini, diperlukan alternatif bentuk sediaan
Natrium diklofenak merupakan salah satu obat Nartrium Diklofenak. Beberapa tahun terakhir
golongan non steroid anti-inflamasi (NSAIDs) ini, rute pemberian transdermal menjadi fokus
yang  secara  luas  digunakan  untuk penelitian dalam  penghantaran yang inovatif
menghilangkan rasa sakit dan inflamasi. sebagai alternatit dari sediaan oral. Sistem
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