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Job Information

Recruiter
Hire Pundit Japan Corporation

Job ID
1487536

Industry
Medical Device

Company Type
Large Company (more than 300 employees) - International Company

Non-Japanese Ratio
About half Japanese

Job Type
Permanent Full-time

Location
Japan

Salary
10 million yen ~ 18 million yen

Refreshed
April 23rd, 2025 04:00

General Requirements

Minimum Experience Level
Over 3 years

Career Level
Mid Career

Minimum English Level
Business Level

Minimum Japanese Level
Fluent

Minimum Education Level
Bachelor's Degree

Visa Status
Permission to work in Japan required

Job Description

SATYA TV REHTORBRERF DMLY — 5 —%2FELTVET,
EBET

0 GAMP 5 ) 2 7 R— 2 DH#3E

o HBER Y R U ST

o GXP F1f

021 CFR Part 11 MzLH


https://www.careercross.com/en/company/detail-412293
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We are looking for Validation Lead with experience in Life Sciences domain.
Job Responsibility:

o GAMP 5 Risk Based Validation

o Functional Risk Assessment

0 GXP Assessment

021 CFR Part 11 Assessment

o Data Migration Qualification

o Disaster Recovery Qualification

o Qualification and Commission

o Validation coverage in 1Q, OQ and PQ
o Deviation management process

o CAPA

o Prepare Validation Summary Reports

In their role as Val Lead, the person will have to perform all activities in the Validation life cycle and prepare, review and
approve key deliverables as per client processes
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Bilingual Skill set (Japanese above N2 and Business English )
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Test Lead experience of managing entire end to end testing lifecycle and deliverables or *Experience in Life Sciences,
Computer System Validation (CSV) Lead

Must have experience in performing decommissioning and retirement of GxP systems with complete documentation.
Must have experience in preparing Knowledge Management documentation

Must possess formal training/certification on Testing & Validation

Years of experience: 3-6 years

Required certification: Formal training in Testing / Computer System Validation.

Good to have knowledge of Track wise Digital

Company Description
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