
Name   : Gimas Fatir Bijaksana            Pemalang, 24 September 2026 

Email   : gimasfatir01@gmail.com 

Phone Number : +62 822-5888-2839 (WhatsApp) 

 

To: HR Division - Biovac (Mersifarma Group) 

Sukabumi, West Java 

 

Dear Sir/Madam, 

I am writing to express my interest in the Operation Compliance Staff position at Biovac (Mersifarma 

Group). As a Registered Pharmacist with professional experience in biopharmaceutical manufacturing, 

Quality Control, In Process Control (IPC), investigation, validation support, and GMP-based documentation, I 

am interested in developing my career in pharmaceutical compliance, qualification, and validation while 

contributing to safe and reliable manufacturing operations. In my role as Quality Control Microbiology, IPC, 

and Investigation Staff at PT Stem Cell and Cancer Research (SCCR Indonesia), my relevant experience 

includes: 

• Validation & Qualification Support: Supported aseptic process re-validation through media fill, including 

IPC, validation data compilation, and report preparation. Also supported Grade A BSC, Grade B-D 

cleanroom, and personnel qualification and requalification activities. 

• Compliance Documentation: Prepared and maintained SOPs, Work Instructions, Work Forms, trial and 

batch records, validation protocols, validation reports, and technical documents in accordance with 

approved procedures, GMP, and ALCOA++ principles. 

• Process Monitoring: Performed IPC across more than 10 stages of biopharmaceutical manufacturing, 

including cell culture, passaging, harvesting, TFF, filling, and cryopreservation, with CPP verification and 

process monitoring. 

• Investigation & Quality Support: Supported OOS/OOT and deviation investigations, CAPA activities, 

laboratory trend analysis, and follow-up of quality-related findings through accurate documentation and 

data review. 

These experiences strengthened my analytical thinking, documentation discipline, attention to detail, 

and ability to work systematically within a regulated manufacturing environment. They also developed my 

ability to coordinate with laboratory and manufacturing functions and follow approved protocols during 

validation and quality activities. 

I am particularly interested in joining Biovac (Mersifarma Group) because the Operation Compliance 

Staff position aligns with my experience in validation support, qualification activities, compliance 

documentation, process monitoring, and investigation. I am eager to further develop my knowledge of CQV, 

risk-based compliance, and equipment qualification while contributing to reliable and compliant 

pharmaceutical operations. 

For your consideration, I have attached my Resume. I would appreciate the opportunity to participate in 

the selection process and further discuss how my background and experience can contribute to Biovac 

(Mersifarma Group). 

 

Thank you for your time and consideration. 

Best regards, 

 

 

 

Gimas Fatir Bijaksana 



GIMAS FATIR BIJAKSANA 
Operation Compliance Staff 

Pemalang, Central Java (52362) | +62 822-5888-2839 | gimasfatir01@gmail.com 

LinkedIn | Portfolio | Experiences History 

Registered Pharmacist with professional experience in biopharmaceutical manufacturing, Quality Control, In Process Control 

(IPC), investigation, and validation support. Experienced in supporting aseptic process re-validation through media fill, 

cleanroom and BSC qualification activities, validation data review, and preparation of protocols, Work Forms, reports, SOPs, and 

Work Instructions in accordance with GMP and ALCOA++ principles. Familiar with qualification and validation documentation, 

deviation and OOS/OOT investigation, CAPA, process monitoring, and cross-functional coordination. Interested in developing a 

career in Operation Compliance by applying attention to detail, analytical thinking, structured documentation, and quality-

focused problem solving to support compliant manufacturing operations, validated systems, and effective risk management. 

EDUCATIONS 

Hasanuddin University                                                                                                                                       (August 2024 – October 2025) 

Apothecary (Active STRA), Program Studi Profesi Apoteker (PSPA) - 3.95/4.00 (Cum laude) 

Hasanuddin University (August 2020 – March 2024) 

Bachelor of Pharmacy - 3.81/4.00 (Sangat Memuaskan) 

WORK EXPERIENCES 

Quality Control (QC) Microbiology, In Process Control (IPC), and Investigation Staff 

PT Stem Cell and Cancer Research (SCCR Indonesia), Semarang 

 

(November 2025 – August 2026) 

• Performed IPC across more than 10 stages of biopharmaceutical manufacturing, including cell culture, passaging, harvesting, 

TFF, filling, and cryopreservation, with CPP verification and process monitoring. 

• Supported aseptic process re-validation through media fill activities by performing IPC, compiling validation data, and 

preparing validation reports in accordance with approved protocols and GMP requirements. 

• Conducted product inspection during IPC, including visual inspection of bulk products and monitoring of packaging, labeling, 

and finished product preparation to support product quality and process compliance. 

• Performed microbiological QC activities, including sterility testing, media preparation, GPT, microorganism identification, and 

microbial culture handling, while maintaining laboratory and process documentation. 

• Developed microbiology and validation documentation, including a Level II document (SOP for microorganism identification) 

and Level III (Instruction, Validation Protocol, and Work Form documents), and supported aseptic process re-validation 

(media fill), Grade A (BSC), Grade B-D cleanroom, and personnel requalification activities in accordance with ALCOA++ 

principles, while supporting personnel requalification, OOS/OOT investigations, CAPA, and laboratory trend analysis. 

Quality Control Microbiology Staff, Internship at PT Erlangga Edi Laboratories, Semarang (Link) (October-November 2024) 

• Conducted microbiological contamination and bioburden testing, including autoclave shelf-life testing, while supporting 

GMP-compliant laboratory practices and result documentation. 

• Observed raw material and finished product storage and distribution activities, providing exposure to regulated 

pharmaceutical product handling and quality requirements. 

Staff, Internship at PT Pharmindo Inti Nusantara (Pharmaceutical Wholesaler), Makassar (Link)              (October 2024) 

• Supported pharmaceutical product receiving, storage, and distribution in compliance with GDP principles, providing relevant 

exposure to regulated product handling and quality compliance applicable to the medical device industry. 

• Inspected warehouse conditions and documented stock movements according to SOPs, strengthening attention to regulatory 

documentation, compliance, and controlled record-keeping. 

Microbiology Laboratory Assistant, Faculty of Pharmacy UNHAS (Link)           (January 2022 – July 2024) 

• Guided Microbiology practicums covering microbial isolation, staining, sterility testing, antimicrobial activity assays, and 

microbial contamination testing across pharmaceutical products, food, beverages, cosmetics, and traditional medicines, 

while supporting laboratory management and practical result documentation for approximately 120 students per semester. 

Mentor, Pangan Aman Goes to School (PAGC) by LSP BPOM Indonesia (Link)                                     (August 2023 – January 2024) 

• Conducted gap assessments and supported CPPOB/SSOP implementation at UMK Azzakhra Food, while preparing 

CPPOB/SOP documents and monthly evaluation reports to support food safety requirements and regulatory compliance. 

• Coordinated with BPOM mentors and MSME partners to review compliance levels and follow up on improvement needs, 

supporting better implementation of CPPOB standards. 

TRAININGS, COURSES, AND CERTIFICATIONS 

Laboratory Weighing Comprehensive Training PT LabMania Indonesia, Semarang (Link)               (May 2026) 

First Food Safety Instructor (Penyuluh Keamanan Pangan, PKP Pertama) by LSP BPOM Indonesia (Link) (October 2025) 

• SKKNI Competencies:C100000.028.02 GMP and Sanitation Standard Operating Procedures (SSOP) Design,C100000.032.01 

Food Safety Training, and C100000.009.01 Providing Job Information (Elective Competency Unit). 
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https://drive.google.com/drive/folders/1bqeGifc5k2r-40yFvhJMikhvrxKQ9bLu?usp=drive_link
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Good Laboratory Practice (GLP) Training by PT Makin Ahli Indonesia-1088/AP-0P12/MA/X-2025 (Link) (October 2025) 

• Completed training on laboratory quality systems based on GLP  to support accurate and traceable test results. 

CAPA and Root Cause Analysis in the Pharmaceutical Industry Training by PT Makin Ahli 

Indonesia – Certificate No. 069/AF-0F9/MA/IX-2025 (Link) 

 

 (September 2025) 

• Completed training on CAPA and Root Cause Analysis (RCA) for pharmaceutical quality management 

SKILLS 

• Validation & Qualification: Media fill re-validation, validation 

data compilation, validation reports, cleanroom/BSC 

qualification support, personnel requalification, protocol and 

Work Form preparation. 

• Compliance Documentation: SOP, Work Instructions, Work 

Forms, trial/batch records, validation protocols/reports, 

technical reports, document review, and controlled 

documentation. 

• GMP & Data Integrity: CPOB/GMP, GLP, GDocP, ALCOA++, data 

integrity, quality compliance, and adherence to approved 

procedures. 

• Process & Quality Monitoring: IPC, CPP verification, process 

monitoring across 10+ manufacturing stages, product 

inspection, record review, and identification of non-conforming 

findings. 

• Investigation & CAPA: OOS/OOT and deviation investigation 

support, CAPA, trend analysis, issue identification, quality 

finding follow-up, and troubleshooting. 

• Data Review & Reporting: Laboratory and process 

data review, validation data compilation, test result 

verification, traceable records, and technical reporting. 

• Cross-Functional Coordination: Coordination with 

laboratory and manufacturing functions, technical 

communication, reporting, and teamwork. 

• Pharmaceutical Quality: Biopharmaceutical 

manufacturing, quality assurance practices, 

qualification and validation, CPPOB/SSOP assessment, 

and CDOB practices. 

• Digital: Microsoft Office, IBM SPSS, and GraphPad 

Prism. 

• Languages: Indonesian (native); English-EPOT 400; EPT 

457 (Pusat Bahasa UNHAS) (Link) 

• Core Strengths: Attention to detail, analytical thinking, 

documentation discipline, consistency, accountability, 

problem solving, and communication. 

PROJECTS 
Member, Collaborative Fundamental Research (Penelitian Fundamental Kolaboratif, PFK) (January – December 2024) 

• Publication: In vivo evidence of metformin and aspirin antibacterial activity against Staphylococcus aureus in Drosophila 

infection model. 19 June 2025. (Link) 

Member, Collaborative Research (Penelitian Kolaborasi) (November 2023 – February 2024) 

• Publication: Phenotypical analysis of Chloramphenicol toxicity in Drosophila. 27 March 2025. (Link) 

Member, UNHAS Fly Research Group (UFRG) (Link) (September 2022 - December 2024) 

Member,Penelitian Dosen Penasehat Akademik (PDPA) (September 2022 – December 2022) 

“Evaluation of Phenolic Microparticles from Moringa and Papaya Leaves as Antioxidant Candidates to Inhibit Aging in Drosophila 

melanogaster” (Link) 

ACCOMPLISHMENTS 

Presenter, 3rd Makassar International Conference in Pharmaceutical Science (Link) 
 

     (September 2025) 

Presenter, Pertemuan Ilmiah Tahunan Ikatan Apoteker Indonesia (PIT-IAI) (Link)      (August 2024) 

Team Leader - Grant Recipient Program Mahasiswa Wirausaha (PMW) (Link)  (April 2023) 

• Served as Team Leader for PMW (Product: “Nyenyak, Sleeping Patch”), leading product development, proposal preparation 

until funding approval, and Product Marketing. 

3rd Place, Faculty-Level Outstanding Student (Mahasiswa Berprestasi, MAWAPRES) (Link) (March 2023) 

Academic Achievements in Pharmacy and Pharmacist Professional Education (Link)  

ORGANIZATIONAL EXPERIENCES 

Staff, Research and Reasoning Division,BEM Faculty of Pharmacy UNHAS (Link) (January 2022 – January 2023) 

• Led and coordinated student development activities through FORBEL, BEM internship, faculty magazine, and AKTIMASI to 

support learning, teamwork, and student engagement. 

Staff, Finance & Entrepreneurship Division (2021–2024), UKM CRITIS Pharmacy UNHAS (September 2021  – May 2024) 

• Implemented scientific programs including training, research projects, and writing competitions to support students’ 

academic development. 

Pharmacy Student Association (Keluarga Mahasiswa Farmasi, KEMAFAR) UNHAS  (June 2021 – Present) 

VOLUNTARY ACTIVITIES 

Event Division Committee, Pertemuan Ilmiah Tahunan and Rapat Kerja Nasional (RAKERNAS) by 

Ikatan Apoteker Indonesia (PIT-IAI) (Link) 

 

(August 2025) 

Liaison Officer (LO), Pharmacist Oath Ceremony, Faculty of Pharmacy UNHAS (Link) (March 2022) 

Volunteer, HE20IN Social Service (Pharmacy 2020), Faculty of Pharmacy UNHAS (Link) (September 2021) 
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