DHITA GUSTIEN ANDRIANI, S.Farm., Apt.

Head of Formulation | Pharmaceutical R&D
Cimahi, Indonesia

t. 08562055150 | dhitagustien@gmail.com | LinkedIn: linkedin.com/in/dhita-gustien-andriani

PROFESSIONAL SUMMARY

Experienced pharmaceutical R&D professional with more than 6 years of experience in formulation
development and existing product improvement within the pharmaceutical industry. Skilled in formulation trial,
validation, documentation, technology transfer, and cross-functional coordination with QA, Regulatory Affairs,
Production, QC, and Purchasing teams. Experienced in handling multiple dosage forms including sterile, liquid,
semisolid, and health supplement products. Strong understanding of GMP/CPOB compliance, pharmaceutical
documentation, and project coordination.

PROFESSIONAL EXPERIENCE

PT Sanbe Farma — Cimahi, Indonesia

Head of Formulation for Existing Product
August 2024 - Present
Key Responsibilities:
e Lead formulation activities for existing pharmaceutical products in accordance with updated regulations
and product requirements.
e Review and approve formulation-related documents including:
o Batch Analysis
Quality Overall Summary (QOS)
Process Validation Protocol & Report
Pharmaceutical Development Report
Master Production Document
o Technology Transfer Document
e Analyze trial and production data for process improvement and formulation optimization.
e Coordinate formulation staff and pharmacy assistants to improve team efficiency and workflow.
e Collaborate with QA, Regulatory Affairs (local and export), and Quality teams to support renewal and
variation registration processes.
e Coordinate with Purchasing for comparator product sourcing and raw material procurement.
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Formulation Staff
December 2019 - February 2024
Key Responsibilities:
e Conduct formulation trials for existing products including sterile, liquid, semisolid, and health
supplement dosage forms.
e Perform product reformulation and raw material substitution based on updated regulations and
pharmacopeial requirements.
e Conduct simple physical evaluations including pH, viscosity, and homogeneity testing.
e Prepare and maintain formulation documentation and pilot batch records.



e Review production batch records and production work instructions.

e Coordinate with QC, Production, and Analytical R&D teams for stability evaluation and formula
improvement.

e Ensure compliance with GMP/CPOB standards and internal procedures.

e Prepare technical and validation documents including:
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Batch Analysis

Quality Overall Summary (QOS)
Process Validation Protocol & Report
Pharmaceutical Development Report
Master Production Document
Technology Transfer Document

EDUCATION

Institut Teknologi Bandung (ITB) — Bandung, Indonesia
Apothecary Profession Program (Apoteker)

2019

Bachelor of Pharmacy (S.Farm.)
Major in Pharmaceutical Science and Technology

2018

CORE SKILLS

Pharmaceutical & Technical Skills

e Spectrophotometer
e pH Meter

e Formulation Development

e Viscometer

e Existing Product Improvement

e Osmometer

e Technology Transfer

e Process Validation

e Freeze Drying

e GMP / CPOB Compliance Software Skills

e Pharmaceutical Documentation e Microsoft Word

e Regulatory Support Documentation e Microsoft Excel

e Stability Evaluation e Microsoft PowerPoint

e Cross-functional Coordination

Laboratory & Analytical Skills

e HPLC

LANGUAGES

e Indonesian (Native)

e English (Professional Working Proficiency)




INTERNSHIP EXPERIENCE

Apotek Medika Antapani — Bandung
PKPA Internship

April 2018

e Provided drug information services to patients.

e Prepared and dispensed medicines according to prescriptions.

e Assisted stock opname and inventory monitoring activities.

e Compounded prescriptions in accordance with pharmacy procedures.

Directorate of Drug and Food Investigation — BPOM RI, Jakarta
PKPA Internship

March 2019

e Assisted in preparing infographic materials regarding illegal cosmetics for public awareness.

e Organized and documented evidence data from BPOM regional offices to support investigation
administration.

PT Corsa Laboratories — Tangerang
Quality Assurance Intern
January 2019 - February 2019

e Assisted QA team in preparing Product Quality Review (PQR) documentation.
e Compiled statistical product data for quality evaluation and reporting purposes.

PT Kimia Farma — Bandung
Internship
June 2016 — August 2016

e Compiled raw material testing procedures from various pharmacopeias.
e Monitored reagent availability for laboratory testing.
e Assisted in documenting analytical testing methods and product improvement activities.

ADDITIONAL INFORMATION

e Nationality: Indonesian
e Marital Status: Married



