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Fairus Zabadi
Quality Manager

PROFESSIONAL SUMMARY

Results-driven Senior Quality Leader with 14 years of experience in medical device and pharmaceutical manufacturing across Indonesia and Malaysia. Proven expertise in QA, QC, regulatory compliance, plant setup, audits, CAPA, and operational excellence. Strong track record in leading cross-functional teams, establishing ISO 13485 / GMP / GDP systems, and driving sustainable business growth through quality transformation.

WORK EXPERIENCE


QUALITY MANAGER
PT Virtue Diagnostics Indonesia and PT Darma Labora Indonesia (VirtueDx Group)
                                                                     Oct 2022 — Present
Bekasi, Indonesia
1. Quality Oversight: Led Quality Assurance and Quality Control for medical device manufacturing, distribution, and laboratory operations, ensuring compliance with Indonesian Ministry of Health regulations (local GMP and GDP for Medical Device) and ISO 13485.
2. Quality Systems Management: Drove Quality Management Systems through audits, CAPA, change control, risk management, and continuous improvement to strengthen compliance and operational performance.
3. Operational Excellence: Partnered with local cross-functional leaders to enhance manufacturing efficiency, product quality, and sustainable business growth.
4. Global Quality Integration: Served as regional quality liaison with Virtuedx group plants in Singapore, China, Philippines, and Brazil to align standards, lead product transfers, resolve issues, and support strategic initiatives.
Achievement:
· 2023: Led the quality and operational establishment of a new medical device manufacturing company from the ground up to build the full QMS framework including ISO 13485-compliant Quality Management System, achieve operational readiness, and achieve zero major findings in CPAKB audit from  Indonesian Ministry of Health and zero finding in two consecutive ISO 13485 audit (2024 - 2025).
· 2025: Led ERP Quality Module and Electronic Document Management System (e-DMS) implementation for PT Virtue Diagnostics Indonesia, including training at Virtue Diagnostics China, resulting in successful go-live within the timeline, improved document control, faster approval workflows, enhanced traceability, and stronger cross-functional efficiency.

  QA MANAGER AND CO-PHARMACOVIGILANCE
PT Balatif Pharmaceutical Indonesia
Mar 2019 — Oct 2022
Malang, Indonesia
1. Quality & Compliance Strategy: Led Quality Assurance and Pharmacovigilance functions for pharmaceutical manufacturing operations, ensuring compliance with CPOB and ISO 9001 requirements and pharmacovigilance regulations to strengthen product safety and regulatory readiness.
2. Quality Systems Management: Directed audits, CAPA, deviations, change control, training programs, and continuous improvement initiatives to enhance compliance performance and inspection preparedness.
3. Cross-Functional Partnership: Collaborated with Production, Regulatory Affairs, Warehouse, and Supply Chain teams to enhance operational efficiency, patient safety, and sustainable business growth.

QC MANAGER1) 
PT. Y.S.P. Industries Indonesia
                                                       Apr 2018 — Mar 2019
Bekasi, Indonesia
1. Quality Operations Management: Directed daily Quality Control activities to ensure compliance with CPOB and Pharmacopeia requirements, strengthening product conformity and release readiness.
2. Quality Systems Improvement: Led risk assessments, corrective actions,out-of-specification, and continuous improvement initiatives to enhance process stability, reduce rework, and drive operational performance.
3. Operational Efficiency: Coordinated cross-functional teams to optimize inspection workflows, improve throughput, and minimize delays in product release schedules.
[bookmark: _heading=h.kg8ysimrwvb]1) Promoted from Ast. QC Manager to QC Manager on Aug, 2018
Achievement:
· 2018: Support the quality control establishment of a new pharmaceutical manufacturing company from the ground up, partnering with HQ in Malaysia.

SENIOR EXECUTIVE QUALITY ASSURANCE2) 
Y.S.P. Industries (M) Sdn. Bhd.
May 2014 — Apr 2018
Selangor, Malaysia
1. Product Quality Review: Coordinated Annual Product Quality Reviews for pharmaceutical, veterinary, and medical device products in line with International Organization for Standardization ISO 13485:2016, PIC/s and GDPMD requirements.
2. Quality Systems Support: Managed Change Control and CAPA follow-up activities to ensure effective implementation with no adverse impact on product quality or compliance.
3. Audit & Compliance Execution: Supported internal, supplier, and regulatory audits, supplier qualification programs, and corrective action implementation to strengthen compliance performance.
4. Validation & Operational Control: Oversaw pest control across three plants in Selangor and reviewed validation activities for processes, analytical methods, software, facilities, calibration, transport, and utilities.
2) Promoted from QA Executive to Senior QA Executive on Apr, 2017

PRODUCTION TECHNOLOGY OFFICER
PT Boehringer Ingelheim Indonesia
                                                                         Oct 2012 — Apr 2014
  Bogor, Indonesia
1. Batch Record Management: Served as author and coordinator for batch records, ensuring accuracy, completeness, and compliance with GMP documentation requirements (including product from PT Astrazeneca, PT Sanofi-Aventis, PT Roche and PT Norvartis)
2. Continuous Improvement: Monitored batch performance metrics, standardized gap assessment criteria, and supported corrective actions to enhance throughput, product quality, and regulatory compliance at PT Boehringer Ingelheim Indonesia.

EDUCATION


MASTER OF TECHNOLOGY
Birla Institute of Technology and Science
                                                Jan 2021 - Jan 2024
India3)

PHARMACIST
Bandung Institute of Technology
                             Aug 2011 - Sep 2012
Indonesia

NON DEGREE
Tokushima University
         Jul 2011 - Jul 2011
Japan

BACHELOR OF PHARMACY
Muhammadiyah University of Surakarta
3) Online program

Jul 2007 - Jan 2011
Indonesia
SKILLS

Quality Management Expert(Expert), Risk Management Expert(Expert), Auditing Skills(Expert), CAPA(Expert), Change Control(Expert), Quality Control(Expert), Regulatory Compliance(Expert), GMP and GDP/GSP(Expert), ISO 13485 & ISO 9001(Expert), Leadership(Expert), Strategic Thinking(Expert), Communication Skills(Expert), Site Operations(Expert), Analytical Thinking(Expert), Problem Solving Skills(Expert), Budgeting Skills(Expert), Team Management(Expert), Cost Management(Expert).

LANGUAGES

Indonesian(Native speaker), English(Highly proficient), Malay(Highly proficient).

[bookmark: _heading=h.8k9tahpdakev]CERTIFICATION & TRAINING

· 2023: Certified Technical Responsible Person (PJT) by Kementerian Kesehatan Republik Indonesia.
· 2023: Completed training in ISO 13485:2016 Medical Devices – Quality Management Systems and ISO 14971:2019 Medical Devices – Application of Risk Management to Medical Devices by TÜV SÜD.
· 2020: Certified Master Quality Manager (MQM) by The American Academy of Project Management.
· 2020: Completed Internal Audit Training for Halal Assurance System by Majelis Ulama Indonesia.

LINKS

https://www.linkedin.com/in/fairus-z-0539123b/ 
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