
DAFTAR ISI 

 

Halaman Sampul       ..........................................................................................i 

Halaman Pernyataan ..........................................................................................ii. 

Halaman Pengesahan ………………………………………………………….iii 

Abstrak ……………………………………………………………….......…... iv 

Kata Pengantar………………………………………………………………... v 

Daftar Isi ………………………………………………………………………vi 

Daftar Tabel ………………………………………………………………….. vii 

Daftar Gambar ……………………………………………………………….. viii 

BAB 1 PENDAHULUAN   

1.1 Latar Belakang   .........................................................................  12 

1.2 Perumusan Masalah  ........................................................................  16 

1.3 Pembatasan Masalah ........................................................................  16 

1.4 Tujuan Penelitan    ........................................................................  16 

1.5 Sistematika Penulisan ......................................................................  17 

BAB 2 TINJAUAN PUSTAKA  

2.1. Prakualifikasi WHO (PQ WHO)....................................................... 19 

2.2. Proses Prakualifikasi WHO ………….……………………………  20 

2.2.1 Undangan …………...................................................................  20 

2.2.2 Penyampaian Dossier ….............................................................  23 

2.2.3 Penilaian …………....................................................................   24 

2.2.4 Inspeksi oleh WHO ……….......................................................   25 

2.2.5 Pelaporan dan Komunikasi Hasilnya Dari Evaluasi  …………   27 

http://digilib.mercubuana.ac.id



2.3 Industri Farmasi    ………………………………………………....  28 

2.3.1 Pengertian Industri Farmasi…..………………………………..  28 

2.3.2 Persyaratan Industri Farmasi.......................................................  28 

2.3.3 Pencabutan Izin Usaha Industri Farmasi……………………….. 29 

2.4 Cara Pembuatan Obat Yang Baik (CPOB)............................................ 30 

2.4.1 Managemen Mutu........................................................................  31 

2.4.2 Personalia.....................................................................................  32 

2.4.3 Bangunan dan Fasilitas................................................................  35 

2.4.4 Peralatan.......................................................................................  37 

2.4.5 Sanitasi dan Higiene.....................................................................  39 

2.4.6 Produksi........................................................................................  40 

2.4.7 Pengawasan Mutu.......................................................................   41 

2.4.8 Inspeksi Diri................................................................................   43 

2.4.9 Penanganan Keluhan Terhadap Produk dan Penarikan Produk….  44 

2.4.10 Dokumentasi.................................................................................  46 

2.4.11 Pembuatan dan Analisis Berdasarkan Kontrak.............................  47 

2.4.12 Kualifikasi dan Validasi................................................................  48 

2.5 Analisis Kesenjangan (Gap Analysis) ……………..……………….....  50 

2.6 Job Shop Schedulling ………………………………………………..... 50 

2.7 Metode Penjadwalan Kerja …………………………………………..... 52 

2.8  State Of The Art ( SOTA )……………………………………………..  54 

BAB 3 METODE PENELITIAN 

3.1.Identifikasi Masalah ..............................................................................  57 

3.2. Pengumpulan Data     ...............................................................................  57 

http://digilib.mercubuana.ac.id



3.2.1 Data Primer.................................................................................  57 

3.2.2 Data sekunder…………….........................................................  58 

3.2.3 Pengolahan Data…………….....................................................  58 

3.3.Analisa Pemecahan Masalah..................................................................  59  

3.4.Kesimpulan dan Saran............................................................................  59 

3.5.Jadwal Penelitian dan Flow Chart Penyelesaian Tugas Akhir………… 59 

BAB 4 PENGUMPULAN DAN PENGOLAHAN DATA 

4.1 Pengumpulan Data    .............................................................................  61 

4.2 Pengolahan Data     .................................................................................63 

BAB 5 ANALISIS HASIL DAN PEMECAHAN MASALAH....................... 76 

BAB 6 KESIMPULAN DAN SARAN ............................................................ 78 

Daftar Pustaka ................................................................................................... 80 

Lampiran……………………………………………………………………… 83 

 

 

 

 

http://digilib.mercubuana.ac.id




