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Praktek Kerja Profesi Apoteker (PKPA) dilaksanakan di PT. Novartis Indonesia Jl. Prof, Dr. Satrio Kav 18
Kuningan City Setiabudi Jakarta Selatan. Kegiatan PKPA ini bertujuan agar mahasiswa mengetahui peran
dan tanggung jawab apoteker di Head office industri farmasi, terutamanya di bagian Drug Regulatory
Affairs. Tugas khusus yang diberikan berjudul Penyusunan dan Proses Pengajuan Dokumen Registras
Varias Terkait Mutu Produk "A" PT Novartis Indonesia ke Badan Pengawas Obat dan Makanan. Tugas
khusus ini bertujuan untuk menyusun dokumen registrasi variasi sesuai dengan peraturan dan memahami
serta melaksanakan tata cararegistras variasi ke Badan POM RI terkait dengan perubahan yang diajukan.
Pharmacist Professional Practice (PKPA) at PT. Novartis Indonesia Jl. Prof., Dr. Satrio Kav 18 Setiabudi
Kuningan City South Jakartais intended to make students know the roles and responsibilities of pharmacists
in the Head office pharmaceutical industry, primarily in the Drug Regulatory Affairs. Given a special
assignment titled Preparation and Submission of Documents Registration Process Related Variationsin
Quality Products"A" PT Novartis Indonesia to the Food and Drug Administration. The aim of this special
assignment to prepare a document for registration in accordance with the laws of variation and to understand
and carry out variationregistration procedures to National Agency Food and Drug of RI associated with the
proposed changes.
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