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INTISARI 

 
VEBRI FUAD LATIFIGANA. Validasi Metode dan Analisis Kuantitatif 

Natrium Diklofenak Tablet Generik dalam Plasma Tikus Wistar Jantan 

Secara In Vitro dengan Metode Kromatografi Cair Kinerja Tinggi (KCKT). 
 

Dibawah bimbingan SUSANTI dan ASMIYENTI DJALIASRIN DJALIL 

 

Latar Belakang: Natrium diklofenak merupakan obat golongan AINS yang 

mengalami peristiwa metabolisme lintas pertama sehingga menyebabkan variasi 

kadar obat dalam darah yang tinggi. Analisa kadar obat dalam plasma merupakan 

suatu metode yang sesuai untuk pemantauan dan kesesuaian dosis pada masing-

masing individu sehingga pengobatan dapat optimal. Analisa obat dalam cairan 

biologis membutuhkan suatu metode yang selektif dan sensitif seperti metode 

KCKT. 

 

Tujuan Penelitian:  Untuk menetapkan kadar natrium diklofenak tablet generik 

dalam plasma tikus wistar jantas secara in vitro dengan metode KCKT dan 

mengetahui validasiya. 

  

Metode Penelitian: Validasi metode analisis meliputi liniearitas, batas deteksi, 

batas kuantitasi, keseksamaan, kecermatan, serta dilakukan analisis kuantitatif 

natrium diklofenak tablet generik dalam plasma tikus wistar jantan secara in vitro. 

Pada penelitian ini meggunakan sistem KCKT fase terbalik dengan  fase gerak 

metanol: dapar asetat pH 4,2 (70:30), coloum liquid chromatography-octadecyl 

cylane, detektor UV-Vis pada panjang gelombang 273 nm dan metode ekstrasi  

plasma menggunakan metode pengendap protein dengan pelarut metanol. Bahan 

penelitian natrium diklofenak baku (PT.Pharos), natrium diklofenak tablet generik 

(Kimia Farma), plasma tikus wistar jantan, metanol grade HPLC, natrium asetat, 

HCl(p). 

 

Hasil: Hasil uji linearitas menunjukan nilai koefesien korelasi = 0,998 (r tabel < r 

hitung 0,707 < 0,998), batas deteksi = 0,2 µg/mL, batas kuantitasi = 0,6 µg/mL, 

keseksamaan dengan larutan standar natrium diklofenak konsentrasi 4 µg/mL 

koefesien variasi = 0,57 % (≤ 2%), hasil uji kecermatan untuk penambahan 

natrium diklofenak  7 µg/mL ke dalam plasma recovery sebesar 105,4762 %, dan 

hasil penetapan kadar natrium diklofenak tablet generik dalam plasma secara in 

vitro berada pada rentang 46,9387–50,9273 mg/tablet (93,8774-101,8564 %). 

 

Kesimpulan: Metode kromatografi cair kinerja tinggi adalah valid untuk 

menganalisa kadar natrium diklofenak tablet generik dalam plasma tikus wistar 

secara in vitro. 

 

Kata kunci: natrium diklofenak generik , validasi metode, kromatografi cair 

kinerja tinggi, plasma, in vitro. 
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ABSTRACT 

 

VEBRI FUAD LATIFIGANA. The validation Method and Analysis of 

Quantitative Sodium diclofenac of Generic Tablet In Mouse Plasma Male Wistar 

By In Vitro By Using High Performance Liquid Chromatography (HPLC). 

 

Under guidance of SUSANTI and ASMIYENTI DJALIASRIN DJALIL 

 

The Background:Sodium diclofenac  is part of non steroidal anti-inflamatory 

drugs (NSAIDs) that is having metabolism first stage so it caused variation the 

degree of drug in blood is high. The analysis degree of drug in plasma is a suitable 

method to monitor and the suitability of doseage for each individu so the healing 

will be optimal. The analysis of drug in biological liquid need a selective method 

and sensitive like a HPLC Method. 

 

The Aim of Research: To decide the degree of sodium diclofenac  of generic 

tablet in rat plasma male wistar by in vitro by using HPLC method and to know 

the validity. 

 

The Method of Research: The validity of analysis method was liniearity, limit of 

detection, limit of quantity, precision, accuracy, and analyzing the sodium 

diclofenac  of generic tablet in rat plasma male wistar by in vitro. This research 

used HPLC with reverse phase and mobile phase is a methanol: acetate pH 4.2 

(70:30), coloum liquid chromatography-octadecylcyclane, detector UV-Vis with 

273 nm and the extraction of plasma method by using protein precipitation with 

methanol solvent. The materials reserch used standart sodium diclofenac  (PT. 

Pharos), generic tablet sodium diclofenac  (Kimia Farma), rat plasma male wistar, 

methanol grade HPLC, sodium acetate, HCl(p). 

 

The Result:The result of linierity test showed that the score of coefficient 

correlation = 0.998 (t table < r count 0.707 < 0.998), limit of detection = 0.2 µ 

g/mL, limit of quantity = 0.6 µ g/mLthe precision with sodium diclofenac  standar 

with concentrate 4 µg/mLcoefficient correlation = 0.57 % (≤ 2%), the result of 

accuracy for adding sodium diclofenac 7 µg/mL to recovery plasma 105.4762 %, 

and the result of decision sodium diclofenac  generic tablet degree in plasma by in 

vitro in range of 46.9387-50.9273 mg/tablet (93.8774-101.8564 %). 

 

Conclusion: The method of high performance liquid chromatography was valid to 

analyze sodium diclofenac  degree of generic tablet in rat plasma wistar by in 

vitro. 

 

Key words: sodium diclofenac  generic, validation method, high performance 

liquid chromatography, plasma, in vitro. 
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