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ABSTRAK

Penggunaan obat secara off-label merupakan penggunaan obat diluar
indikasi resmi yang tertulis pada leaflet pada saat obat didaftarkan untuk
mendapatkan izin edar dari lembaga yang berwenang. Obat-obat off-label untuk
tujuan terapi harus terbukti efikasinya dan dapat dipertanggungjawabkan dari segi
risiko efek samping, sehingga aman untuk digunakan. Penelitian ini dilakukan
untuk mengetahui bagaimana pola peresepan off-label kepada pasien anak dengan
diagnosa ISPA (Infeksi Saluran Pernapasan Akut) di klinik anak Rumah Sakit B
Surabaya, dari bulan Juni hingga Agustus 2021. Metode penelitian dilakukan
dengan cara mencocokkan terapi dokter dalam 155 rekam medis pasien (sampel)
dengan literatur dosis anak, sampel diambil menggunakan metode pengambilan
sampel secara simple random sampling dengan memasukkan rumus
=RANDBETWEEN, (bottom,top) pada program Microsoft excel Windows 8, dengan
jumlah populasi 570 rekam medis pasien klinik anak di Rumah Sakit B Surabaya
bulan Juni-Agustus 2021. Berdasarkan hasil penelitian, ditemukan sebanyak 75
(48,39%) rekam medis pasien terindikasi terapi off-label dari total 155 sampel, dan
dari 794 obat yang diresepkan oleh dokter spesialis anak, terdapat 99 item obat
(12,47%) yang masuk dalam kategori off-label, dengan rincian : 1 item obat
(0,13%) termasuk kategori off-label kontraindikasi; 4 item obat (0,50%) termasuk
kategori off-label indikasi; 30 item obat (3,78%) kategori off-label usia; dan 64 item
obat (8,06%) kategori off-label dosis. Penggunaan obat terbanyak pada kategori off-
label ini adalah dari kelas antibiotik yakni Cefixime sebanyak 33 item (4,16 %).

Kata kunci : Profil peresepan, Off-Label, diagnosa ISPA, pasien klinik anak.
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ABSTRACT

Off-label use of drugs is the use of drugs outside of the official indications
written on the leaflet at the time the drug is registered to obtain a distribution permit
from the authorized institution. Off-label drugs for therapeutic purposes must be
proven efficacy and can be accounted for in terms of the risk of side effects, so that
they are safe to use. This study was conducted to determine the off-label prescribing
pattern to pediatric patients with a diagnosis of ARI (Acute Respiratory Infection)
at the children’s clinic of Hospital B Surabaya, from June to August 2021. The
research method was carried out by matching doctor therapy in 155 medical
records. patients (sample) with pediatric dose literature, the sample was taken
using a simple random sampling method by entering the formula
=RANDBETWEEN, (bottom,top) in the Microsoft Excel Windows 8 program, with
population of 570 medical records of pediatric clinic patients at Hospital B
Surabaya in June-August 2021. Based on the results of the study, it was found that
75 (48.39%) medical records of patients indicated off-label therapy from a total of
155 samples, and from 794 drugs prescribed by pediatricians , there are 99 drug
items (12.47%) that fall into the off-label category, with details: 1 drug item
(0.13%) is included in the category of f-label contraindications; 4 drug items
(0.50%) were categorized as off-label indications; 30 drug items (3.78%) age off-
label category; and 64 drug items (8.06%) in the off-label dose category. The
highest use of drugs in this off-label category was from antibiotic class, namely
Cefixime with 33 items (4.16%).

Keywords: Prescribing profile, Off-Label, ARI diagnosis, pediatric clinic patient.
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