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ABSTRAK

Pemerintah dalam rangka melindungi masyarakat dari peredaran obat yang tidak
memenuhi persyaratan khasiat, keamanan, dan mutu perlu dilakukan registrasi obat
sebelum diedarkan, obat sebelum diedarkan/diperjualbelikan harus melalui proses
penilaian terutama penilaian terhadap mutu dan keamanan obat melalui BPOM.
Tujuan penelitian ini untuk mengetahui tanggung jawab BPOM terhadap kelalaian
pengawasan pada industri farmasi mengakibatkan gagal ginjal akut pada anak
ditinjau dari Good Governance dan perlindungan hukum terhadap korban akibat
kelalaian pengawasan pada industri farmasi yang mengakibatkan gagal ginjal akut
pada anak. Penelitian ini, menggunakan metode normatif (kepustakaan) dengan
dianalisis secara kualitatif untuk mendapatkan kesimpulan tentang tanggung jawab
Badan Pengawasan Obat dan Makanan (BPOM) terhadap kelalaian pengawasan
pada industri farmasi mengakibatkan gagal ginjal akut pada anak yaitu hanya
sebatas melakukan tindakan penarikan obat yang mengandung Etilen Glikol (EG),
Dietilen Glikol (DEG) yang dicabut izin edarnya. Apabila ditinjau dari prinsip good
governance, BPOM dapat dimintakan tanggung jawabnya secara administrasi
terhadap Kepala BPOM yang tidak menjalankan fungsi pengawasan secara baik
dan maksimal sebagaimana tidak melakukan pengambilan sampel, uji laboratorium
dan pelaporan hasil uji. Perlindungan hukum terhadap korban akibat kelalaian
pengawasan pada industri farmasi yang mengakibatkan gagal ginjal akut pada anak
belum maksimal dikarenakan hanya sebaras Negara hadir melalui Menteri
Kesehatan dengan memberikan santunan kepada pihak korban dan keluarga. Dalam
hal ini, pihak BPOM dan Industri Farmasi tidak mendapatkan sanksi akibat tidak
menjalankan fungsi pengawasan terhadap obat sebelum keluar izin edar.
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ABSTRACT

The government in order to protect the public from the circulation of drugs that do
not meet the requirements for efficacy, safety, and quality needs to register drugs
before being distributed, drugs before being distributed/traded must go through an
assessment process, especially an assessment of the quality and safety of drugs
through BPOM. The purpose of this study was to determine the responsibility of
BPOM for negligence in supervision in the pharmaceutical industry resulting in
acute kidney failure in children in terms of Good Governance and legal protection
for victims due to negligence in supervision in the pharmaceutical industry
resulting in acute kidney failure in children. This study uses a normative method
(literature) with qualitative analysis to obtain conclusions about the responsibility
of the Food and Drug Supervisory Agency (BPOM) for negligence in supervision
in the pharmaceutical industry resulting in acute kidney failure in children, which
is only limited to taking action to withdraw drugs containing Ethylene Glycol (EG),
Diethylene Glycol (DEG) whose distribution permits have been revoked. When
viewed from the principle of good governance, BPOM can be asked for
administrative responsibility for the Head of BPOM who does not carry out the
supervisory function properly and optimally, such as not taking samples, laboratory
tests and reporting test results. Legal protection for victims due to negligence in
supervision in the pharmaceutical industry resulting in acute kidney failure in
children has not been maximized because only the State is present through the
Minister of Health by providing compensation to the victims and their families. In
this case, the BPOM and the Pharmaceutical Industry did not receive sanctions for
not carrying out the function of supervision of drugs before the distribution permit
was issued.
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