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PROFESSIONAL SUMMARY 

Validation & Qualification professional with 14+ years experience in pharmaceutical manufacturing, specializing in 
equipment qualification, validation process, cleaning validation, computer system validation, utilities (HVAC class E,D,C,B 
and LAF class A, compressed air, purified water, water for injection, pure steam generator) and calibration. Proven 
leadership in managing cross-functional teams, developing validation master plan and ensuring compliance with 
CPOB/BPOM standards. Strong track in audit readiness, CAPA management and implementation of risk-based validation 
approaches to improve operational efficiency and compliance performance. 

 

CORE COMPETENCIES 

      Development & Execution Validation Master Plan (VMP). 

      Machine, Equipment and Utilities Qualification (IQ/OQ/PQ). 

      Calibration Management System. 

      Risk Management (QRM, Risk-Based Validation). 

      GMP/CPOB Compliance & Audit Readlines. 

      CAPA Management & Deviation Handling. 

      KPI Monitoring & Continuous Improvement. 

      Budgeting validation activity. 

      Team Leadership & Cross-functional Coordination. 
 
EXPERIENCE 

 

PT MENARINI INDRIA LABORATORIES. – Bekasi, Indonesia 
QA Asisstant Manager Validation & Qualification                                                                                 Mar 2025 – Present 

      Managed team calibration , validation and qualification, 1 staff calibration, 1 staff validation , 1 staff 
qualification. 

     Review masterlist instrument, schedule calibration every year and review achievment calibration every six 
month. 

     Review & Approved calibration report. 
     Review Validation Master Plan every year about schedule qualification and validatjon master plan and review 

Validation Sumary Report every six month. 

     Review protocol and report qualification and validation. 
     Review qualification from equipment production, QC, warehouse, HVAC, Compressed Air, Sterilisator oven and 

autoclave, weighing booth and sampling booth and LAF and BSC QC. 

     Review key performance index qualification, validation and calibration every month and year. 
     Create and periodic review procedure about qualification, calibration and validation. 

 

 
PT PERTIWI AGUNG. – Bekasi, Indonesia 
QA Supervisor, Calibration, Qualification & Validation                                                                         Dec 2022 – Mar 2025 

     Managed team calibration and qualification, 1 admin, 1 inspector calibration, 2 inspekctor validation and 2 
inspector qualification. 

     Review calibration report. 

     Review protocol and report qualification. 

     Makes schedule qualification master plan and calibration master plan every year and breakdown schedule in 
months and weeks. 

     Review qualification from equipment production, QC, warehouse, HVAC, Compressed Air, Sterilisator, oven 
andp autoclave, weighing booth and sampling booth and LAF. 

     Review key performance index qualification and calibration every month and year. 

     Make data based qualification and calibration. 



     Make and review SOP Qualification and Calibration. 

     Make Validation Master Plan and Make a review Validation Master Plan once a year. 

     Handle Calibration External and Qualification External. 

     Review validation process protocol and report. 

     Make work plan about qualification, calibration, validation and Environmental Hygiene Monitoring and budgeting plan 
in October in current year for next year. 

 
PT. MAHAKAM BETA FARMA – Jakarta, Indonesia 
Qualification Senior Staff                                                                                                                    Oct 2019 – Dec 2022 

     Managed team qualification 1 admin and 3 inspector qualification. 

     Make schedule qualification in validation master plan every year and breakdown schedule in months and weeks. 

     Update plan vs actual qualification in validation master plan every 3 months. 

     Make protocol and report qualification HVAC, Compressed Air, Solid, Liquid, semisolid and Steril Production Machine 
from mixing, filling and secondary packaging, weighing booth and sampling booth, LAF and BSC QC, Sterilisator 
Autoclave, Oven and Tunnel, Filling Ampoule and Powder filling, Sterilization in placed, Pure steam generator and 
Inpection ampoule machine (Knaptest). 

     Review raw data qualification. 

     Review key performance index qualification and calibration every month. 
 

PT Genero Pharmaceuticals. – Bekasi, Indonesia 
QC Analyst, QA IPC and Qualification Staff                                                                                      Aug 2010 – Oct 2019 

     Analysis Bulk, Stability, Raw material and Packaging material with instrument HPLC, Spectrophotometer UV-VIS and 
create report result analysis. 

     Perform IPC weighing process, mixing process, filling process, and packaging process, sampling AQL final 
inspection and create report. 

     Make protocol and report qualification. 

     Excecution qualification HVAC, Compressed Air, Solid, Liquid and semisolid Production Machine from mixing, filling 
and secondary packaging, weighing booth and sampling booth, LAF and BSC QC. 

     Update data based qualification. 

     Execution and make report calibration. 

     Make report calibration. 
 
EDUCATION 

 
INSTITUT SAINS TEKNOLOGI NASIONAL – Jakarta, Indonesia                                                                      Oct 2020 
Bachelor of Pharmacy, Pharmacy; Cumulative GPA: 2.72/4.00 

 
INSTITUT SAINS TEKNOLOGI NASIONAL – Jakarta, Indonesia                                                                     Sep 2022 
Pharmacist Profession, Pharmacist; Cumulative GPA: 3.89/4.00 

 
 
ADDITIONAL 

 

Technical: Micorosoft Office (Word, Excel and Power point), Microsoft Visio, Minitab, ISO 9001:2015, ISO 17025. 
Languages: Indonesian, English; Conversational Proficiency in Indonesian 
Certifications : Pharmacist Competency Certificate and Pharmacist Registration Certificate, Training Calibration 
Parameter Weight, Temperature, Pressure, Temperature and Relative Humidity



Has successfully completed and passed the exam:

Calibration Training 

This is to certify that

CERTIFICATE

Director 
PT REI Sistem Indonesia Group

Gunawan Eko Rezki Basuh Hendro

Date of Training: 25 - 27 August, 2025 Date of Issue: 29 August, 2025

PT. Menarini Indria Laboratories

Method of Training: Classroom Course 
Held at PT REI Sistem Indonesia Group, Cibubur, Indonesia
Trainer: Sayyid Al Habbib Ahmad, S.T

Scope: Temperature, Mass, Pressure & rH/Kelembaban

www.reisistem.id | www.reilabs.id | www.reiacademy.id  

CERTIFICATE
NO.04499/REI/CALIBRATION/2025

LCA
Life Cycle Asessment

FDQI
Food Defense 

Qualified Individual

http://www.reisistem.id/
http://www.reilabs.id/
http://www.reilabs.id/
https://reiacademy.id/
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TERAKREDITASI B berdasarkan Surat Keputusan Badan Akreditasi Nasional Perguruan Tinggi, BAN-PT

No. 83/SIVBAN-PT/Ak-PPJ/PTAV/2020, Tanggal: 15 April 2020

SERTIFIKAT PROFESI

Certificate of (Profession

Diberikan Kepada
This is to certify that

Nomor Indtik Kependudukati/Resident Identity Card

Tempat, Tanggal Lahir/Place, Date of Birth
Nomor Induk Mahasiszva/Stiident Id Number

Program Pendidikan/Education Program

Program Studi/Study Program
Keivarganegaraan/Nationality

Tanggal Yudisium/Graduation Date

Telah memenuhi semua syarat penyelesaian program profesi apoteker, dan lulus Uji kompetensi Apoteker Indonesia. Kepadanya diberikan sebutan profesi
Hnsfidfilled reqnitmeuts for completing the pharmacist profession program, and has passed the National Competency Examination for Indonesian Pharmacist.

He is awarded the tittle of
APOTEKER / PHARMACIST

Yang berlaku seumur hidup, sesuai hak dan kewajiban yang melekal pada sebutan profesi tersebut.

Void for life, and is admitted to having a right for professional practice in compliance with the rights and obligations pertaining to such.

:  3216020107920128

:  Jakarta, 02 November 1991/November 02"^ 1991
:  21344006

: Profesi/Profession

: Profesi Apoteker/Pharmacist
:  Indonesia/Indonesian

:  02 September 2022/September 02"^^ 2022

Jakarta, September 08"',2022

D e k aji ! D e a nP.Q'ki o Y ! R e c t 0 r

/

0.

Dr. apt, Lili Musnelina, M.Si. ̂ Dr. apt. Refdanita, M.Si.



Nomor Seri Sertifikat / Certificate Number: 468734221 Nomor Transkrip / Transcript Number: 37/01.3-H/IX/2022
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JI.Moh. Kahfi II, Srengseng Sawah Jagakarsa Jakarta Selatan 12640 Telp. (021)7866955 Fax. (021)78666954

TRANSKRIP NILAI AKADEMIK

ACADEMIC TRANSCRIPT

Jakarta, 02 November 1991 /
Jakarta, November 02"^ 1991

Profesi Apoteker /
Pharmacist

Farmasi / Pharmacy

Nama / Name

NIK / Resident Identity Card
Nomor Induk Mahasiswa /

Student Id Number

Gunawan Eko Rezki Basuh Hendro

3216020107920128

21344006

Tempat, Tanggal Lahir /
Place, Date of Birth

Program Studi /
Study Program
Fakultas / Faculty

'  MATA KULIAH /

Subjects

Compounding and Dispensing /
Compounding and Dispensing

Farmakoekonomi (P) /
Phaimacoeconomics

Farmakoterapi Lanjut /
Advanced Pharmacotherapy

Farmasi Industri /

Pharmaceutical Industry

Farmasi Klinik (P) /
Clinical Pharmacy

Farmasi Komunitas /

Community Pharmacy

Kl N/

C AA

MATA KULIAH /

Subjects

Farmasi Rumah Sakit /

Hospital Pharmacy

Komunikasi Informasi & Edukasi /

Communication & Education

PKPA Industri (P) /
Professional Training in Industry

PKPA Perapotekan /
Professional Training in
Pharmacy

PKPA Rumah Sakit /

Professional Training in Hospital

Kl N/

C AA

MATA KULIAH /

Subjects

12 'Teknologi Sediaan Farmasi (P) /
Pharmaceutical Preparation
Technology

13 Ujian Komprehensif /
Comprehensive Examination

14 Undang-Undang dan Etika
Farmasi /

Law and Ethics in Pharmacy

No
Kl N/

No No
C AA

1 2 A 7 2 A 2 A-

2 2 A 8 2 A

1  A

3 2 A 9 A4

2 A-

4 2 A 10 4 A .
I

5 2 A-

11 A-4

6 2 A-

: 33Keterangan / Note: Total Kredrt / Credit Total

KIC = Kredit/Credit :3.89Indeks Prestasi Komulatif / Grade Point Average

N / AA = Nilai / Achievement in Alphabet Predikat Kelulusan / Passing Grade : Excellent

Jakarta. 08 September 2022 /

Jakarta, September Off" 2022

/"DeTten /Dean

Dr. apt. Refdani •M.SL





KONSIL	TENAGA	KESEHATAN	INDONESIA
THE	INDONESIAN	HEALTH	WORKFORCE	COUNCIL

SURAT	TANDA	REGISTRASI	APOTEKER
REGISTRATION	CERTIFICATE	OF	PHARMACIST

NOMOR	REGISTRASI :
REGISTRATION	NUMBER

NAMA :
NAME

TEMPAT	/	TANGGAL	LAHIR :
PLACE	/	DATE	OF	BIRTH

JENIS	KELAMIN :
SEX

SERTIFIKAT	PROFESI/IJAZAH :
PROFESSION	CERTIFICATE	NUMBER

TANGGAL	LULUS :
DATE	OF	GRADUATION

PERGURUAN	TINGGI :
UNIVERSITY

KOMPETENSI :
COMPETENCE

NOMOR	SERTIFIKAT	KOMPETENSI :
CERTIFICATE	OF	COMPETENCE	NUMBER

BERLAKU	HINGGA :
VALID	UNTIL Lifetime

Jakarta,	16	Juli	2024

On	behalf	of	the	Minister	of	Health
KETUA	KONSIL	KEFARMASIAN

Head	of	Pharmacy	Council

Dr.	apt,	Priyanto,	M.Biomed
Registrar

Dokumen	ini	telah	ditandatangani	secara	elektronik	menggunakan	sertifikat	elektronik	yang	diterbitkan	oleh	Balai	Sertifikasi
Elektronik	(BSrE)	BSSN,	dinyatakan	sah	secara	hukum	dan	tidak	diperlukan	legalisir

This	document	has	been	signed	electronically	using	an	electronic	certificate	issued	by	the	National	Cyber	and	Crypto	Agency
(BSSN)	declared	legally	valid	and	no	legalization	is	required.

ktki.kemkes.go.id
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