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UJI STABILITAS FISIK DAN CEMARAN MIKROBA TERHADAP BATAS
WAKTU PENGGUNAAN PADA SEDIAAN RACIKAN KAPSUL DI RSU
SINAR KASIH

Rizka Fatikhatussolikhatika S', Indri Hapsari?, Aditya Singgih Raharjo3

ABSTRAK

Latar belakang: Proses dari sediaan tunggal kemudian menjadi sediaan kapsul
perlu dilakukan pencampuran antara dua obat yang digunakan melalui proses
penggerusan/penghalusan. Ada kemungkinan terdapat cemaran mikroba pada saat
peracikan sediaan terutama pada saat penggerusan. Maka dibutuhkan pengujian
stabilitas fisik organoleptis, keseragaman bobot, serta waktu hancur, kemudian
pengujian cemaran mikroba untuk mengetahui stabilitas kapsul terhadap batas
waktu penggunaannya. Metode: Kapsul racikan resep rumah diuji dengan
menggunakan metode perhitungan angka lempeng total dan angka kapang khamir.
Pengujian selanjutnya organoleptis selama 30 hari. Dilakukan juga pengujian
keseragaman bobot menggunakan neraca analitik serta waktu hancur menggunakan
disintegration tester. Hasil: Uji stabilitas menunjukkan bahwa kapsul racikan
secara organoleptis stabil selama 30 hari penyimpanan. Hasil waktu hancur berada
dibawah batas maksimal kapsul hancur, yaitu < 30 menit untuk semua resep. Hasil
keseragaman bobot untuk semua resep tidak melebihi dari 7.5% untuk satu kapsul
dan 15% untuk dua kapsul. Cemaran mikroba sebagian besar hasil memenuhi syarat
dengan tidak melebihi batas maksimum untuk 2000 koloni/gr untuk bakteri dan 200
koloni/gr. Kesimpulan: sediaan kapsul racikan stabil selama penyimpanan tertutup
30 hari dengan ditunjukkan dengan hasil organoleptis yang tidak mengalami
perubahan, waktu hancur, cemaran mikroba dan keseragaman bobot memenuhi
syarat.

Kata kunci : Kapsul racikan, Stabilitas, Pencemaran mirkoba,
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PHYSICAL STABILITY TEST AND MICROBIAL CONTAMINATION
AGAINST THE USE TIME LIMIT ON CAPSULE COMPOUNDING
PREPARATIONS AT SINAR KASIH HOSPITAL

Rizka Fatikhatussolikhatika S', Indri Hapsari?, Aditya Singgih Raharjo’

ABSTRACT

Background: The process of transforming a single formulation into capsule form
requires the mixing of two drugs through grinding/smoothing. There is a possibility
of microbial contamination during the formulation process, especially during the
grinding stage. Therefore, it is necessary to conduct tests on the physical
organoleptic stability, weight uniformity, and dissolution time, as well as microbial
contamination to determine the capsule's stability within its recommended usage
period. Method: Compounded prescription capsules were tested using the total
plate count and mold and yeast count methods. Organoleptic testing was conducted
for 30 days. Weight uniformity testing was performed using an analytical balance,
while dissolution time was measured using a disintegration tester. Results: The
stability test showed that the compounded capsules remained organoleptically
stable during 30 days of storage. The dissolution time results were below the
maximum limit for capsule disintegration, which is < 30 minutes for all
prescriptions. The weight uniformity results for all prescriptions did not exceed
7.5% for a single capsule and 15% for two capsules. Most of the microbial
contamination results met the requirements, not exceeding the maximum limit of
2000 CFU/ml for bacteria and 200 CFU/ml. Conclusion: The compounded capsule
formulation remained stable during 30 days of closed storage, as indicated by
unchanged organoleptic properties, dissolution time, microbial contamination, and
weight uniformity meeting the requirements.

Keywords: Compounded capsules, Stability, Microbial contamination.
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