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PEMBUATAN PROOF OF CONCEPT FITUR REGULATORY
INFORMATION MANAGEMENT SYSTEM DI PT KALBE
FARMA TBK BERBASIS APLIKASI WEB

Salma Manda Putri Nabilah

ABSTRAK

Industri farmasi menghadapi tantangan dalam memenuhi regulasi ketat dari otoritas
seperti FDA, EMA, dan BPOM, terutama dalam pengelolaan dokumen regulasi
yang tersebar di berbagai platform dan tidak terstruktur. Permasalahan serupa
juga dihadapi oleh PT Kalbe Farma Tbk. Untuk menjawab tantangan ini,
dikembangkan Proof of Concept (PoC) untuk sistem Regulatory Information
Management (RIM) berbasis aplikasi web. PoC ini bertujuan mengevaluasi
kelayakan teknis sejumlah fitur utama, seperti unggah dokumen ke dua layanan
penyimpanan cloud, pembuatan template dossier, penyusunan dossier berdasarkan
template, serta pencarian dokumen dan dossier. Seluruh fitur telah diuji secara
fungsional dalam lingkup pengujian awal. Sistem dikembangkan menggunakan
Next.js untuk antarmuka pengguna dan Supabase sebagai layanan basis data
dan penyimpanan berkas. Hasil pengujian menunjukkan bahwa sistem dapat
meningkatkan efisiensi kerja tim, konsistensi dokumentasi, serta kolaborasi lintas
departemen. Sistem RIM dinilai memiliki potensi besar untuk dikembangkan lebih
lanjut sebagai solusi digital dalam mendukung proses pengajuan dokumen regulasi
dan memastikan kepatuhan terhadap standar global yang berlaku.

Kata kunci: Cloud, dokumen regulasi, dossier, regulatory information

management, proof of concept
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DEVELOPMENT OF A WEB-BASED PROOF OF CONCEPT FOR THE
REGULATORY INFORMATION MANAGEMENT SYSTEM AT
PT KALBE FARMA TBK

Salma Manda Putri Nabilah

ABSTRACT

The pharmaceutical industry faces challenges in complying with strict regulations
from authorities such as the FDA, EMA, and BPOM, especially in managing
scattered and unstructured regulatory documents across various platforms. PT
Kalbe Farma Tbk encountered similar issues in handling regulatory documentation.
To address this, a web-based Proof of Concept (PoC) was developed for a
Regulatory Information Management (RIM) system. The PoC aims to evaluate
the technical feasibility of several core features, including uploading documents
to two cloud storage services, creating template dossiers, generating dossiers from
templates, and searching documents and dossiers. All features were functionally
tested within the scope of the PoC. The system was developed using Next.js for the
user interface and Supabase for database and file storage services. Test results show
that the system improves team efficiency, documentation consistency, and cross-
department collaboration. With the technical validation conducted, the RIM system
is considered to have strong potential for further development as a digital solution
to support regulatory document submission processes and ensure compliance with
applicable global standards.

Keywords: Cloud, dossier, proof of concept, regulatory documents, regulatory

information management
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