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ABSTRAK

UJI STABILITAS ASAM 2-(4-
(KLOROMETIL)BENZOILOKSI)BENZOAT MENURUT METODE
PEMERIKSAAN STABILITAS ICH BAHAN DAN PRODUK OBAT

BARU Q1A(R2)

YOSEPHAT VENUS ALDE BARAN
2443015154

Tujuan dari penelitian ini adalah untuk mengetahui stabilitas
senyawa asam 2-(4-(klorometil)benzoiloksi)benzoat yang akan digunakan
sebagai acuan untuk menentukan waktu simpan setelah dilakukan uji
stabilitas menurut metode pemeriksaan stabilitas ICH bahan dan produk
obat baru QIlA(R2). Sebelum melakukan uji stabilitas,dilakukan uji
kemurnian melalui pengamatan organoleptis, titik leleh, serta hasil uji KLT,
IR dan NMR. Uji stabilitas ini dilakukan dengan menggunakan climatic
chamber pada kondisi penyimpanan 40°C = 2°C/75% RH £ 5% RH.
Sampel diambil pada interval waktu berikut ini: 1, 2, 3, 4, 5, 7 hari, 2
minggu, 1, 2, 3, 4, 5, dan 6 bulan. Penetapan kadar senyawa ini dilakukan
dengan menggunakan metode Kromatografi Cair Kinerja Tinggi. Selama
masa penyimpanan 6 bulan, senyawa asam 2-(4-
(klorometil)benzoiloksi)benzoat bersifat stabil dan tidak teramati senyawa
asam salisilat, yang diduga sebagai salah satu hasil urai dalam sampel.
Sebagai  kesimpulan, usia  simpan  senyawa  asam  2-(4-
(klorometil)benzoiloksi)benzoat pada 25°C yaitu lebih dari 3 tahun.

Kata kunci: Asam 2-(4-(klorometil)benzoiloksi)benzoat, ICH, Stabilitas,
Kromatografi Cair Kinerja Tinggi, waktu simpan



ABSTRACT

A STABILITY STUDY OF 2-(4-
(CHLOROMETHYL)BENZOYLOXY)BENZOIC ACID
ACCORDING TO ICH STABILITY TESTING METHOD OF
NEW MATERIAL AND DRUG PRODUCT Q1A (R2)

YOSEPHAT VENUS ALDE BARAN
2443015154

The purpose of this study was to determine the stability of 2-(4-
(chloromethyl)benzoyloxy)benzoic acid compounds which will be used as a
reference to determine the storage time after stability testing according to
the ICH stability inspection method of new materials and medicinal
products Q1A (R2). Before the stability test was carried out, the purity of
this compound was performed by observing the organoleptic, melting point,
TLC, IR, and NMR results. The stability test was donein a climatic chamber
at the following storage conditions: 40°C + 2°C/75% RH = 5% RH.
Samples were withdrawn at the following time intervals: 1, 2, 3, 4, 5, 7
days, 2 weeks, 1, 2, 3, 4, 5, and 6 months. The assay of this compound was
performed using High Performance Liquid Chromatography method.
During 6-month storage, 2-(4-(chloromethyl)benzoyloxy)benzoic acid was
found to be stable and salicylic acid, which is supposed to be one of the
decomposition product, was not observed in the sample. In conclusion the
storage time of 2-(4-(chloromethyl)benzoyloxy)benzoic acid compound at
25°C is up to 3 years.

Keywords :  2-(4-(chloromethyl)benzoyloxy)benzoic acid, ICH, Stability,
High Performance Liquid Chromatography, storage time
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