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@ 087882828813 Im sarahmarissaa
.
Pharmacists who never stop learning, has good experience in R&D,
PROFESIONAL Quality, and Regulatory. Good leadership, good communication, have a
STATEMENT hight motivation, and | can do my best to give positive contribution
toward the company.
.
Pharmacist | Industry 2018
EDUCATION Pancasila University, Jakarta
Bachelor Degree | Pharmaceutical Industry 2016
Pancasila University, Jakarta
L
PT. Setia Kawan Abadi October 2024- Current
WORK As QA & MR Manager (Traditional Medicine & Cosmetics)

e Review and approved batch record

e Control & Monitoring closure of CAPA, deviation, Chang control, Internal audit,
Customer Complaint,COA

e Prepare, review and approved validation documents, qualifications, procedures from
all departments, QC specifications, supplier complaint management, and all
documents related to Quality

e Create Weekly report, monthly reports, and present management review to top
Management

e Register Halal Products

e Share facility licensing

e Monitoring implementation of ISO 9001

e Ensure that the calibration is carried out in accordance with the schedule

¢ Create Quality Risk Management

EXPERIENCES

PT. Adev Natural Indonesia July 2023 -June 2024

As Quality & Regulatory Manager(Skincare and Cosmetics)

e Review batch records and approve finished products

e Control, supervise, and participate in the registration process for new products and
existing products

e Receive finished product complaint reports, identify and investigate root cause
analysis, and recommend CAPA investigation results

e Monitoring the achievement of KPIs for the QA, QC, & Regulatory divitions

o Create weekly report, monthly reports, and present management reviews to top
Management

e Conduct regular internal and external quality control audits to ensure compliance
with established standards

e Develop quality systems such as CAPA, CPKB, deviation, risk assessment, and
implementation of ISO 9001

e Prepare, review, and approve validation documents, qualifications, procedures from
all departments, QC specifications, supplier complaint management, and all
documents related to quality
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PT.

LF Beauty Manufacturing Indonesia, Jakarta April 2021 -July 2023

As QA Release Supervisor(Skincare and Cosmetics)

PT.

Ensure batch record and QC analysis result that have been filled by related partiesand
compliance with the GMP conditions

Ensure all changes, deviation, concession request and process validation whichrelated
with the batch have been dealt with related procedures

Check result of Critical Process Parameter & Critical Quality Attribute

Verify the correctness CoA finished Product

Lead investigation, create complaint report, Follow up all complaints related to product
quality complaint,

Monitoring CAPA implementation as a result from investigation, and make Reviewand
trend of complaint monthly by showing year to month complaint data, receiptand
explain in detail the investigation result to complainant

Create Product Quality Review / Annual Product Quality Review

Create Monthly report for related Customer

Part of Continuous Improvement Leader

Handling Mock Recall & Recall Product

Taisho Pharmaceutical Indonesia, Jakarta July 2020-December 2020

As QA Compliance Staff (Pharmaceutical Industry)

PT.

Register change control from all departments, hold meetings with
relevantdepartments according to the matrix to discuss change control and its
CAPAprovide an assessment of change control from a Quality point of view

Ensure fulfilment of CAPA from internal audit (SIP deviation, change
Validation/qualification APQR. Risk Assessment, etc.) and External Audit

Audit held third party and authority bodies) in timely manner

Coordinate Change Request Meeting and Assessment. Ensure fulfillment of
ChangeRequest CAPA and closure in timely manner

Coordinate monthly report quality council

Coordinate training fundamental

Medifarma Laboratories, Jakarta April 2018 - April 2020

As Formulator Staff(Pharmaceutical Industry)

Design formula of new product development

Reformulation existing product -Monitoring lab and pilot trial

Monitoring alternate source development Monitoring stability of project, and
investigate if any issue

Prepare supporting doc for lab & pilot trial (batch record, weighing record, flowchart,
etc.)

Create ACTD Dossier and Protocol Report Validation for registration

SKILLS

Supervisory skills

English

Microsoft word

Hard worker

Discipline

Able to work under pressure

Able to work in team and individual
Good communication

Managerial skill




