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Pharmacovigilance

Guidelines
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New: Guideline on
pharmacovigilance of
advanced therapy medicinal

products

Update: Guideline on Good
Pharmacovigilance Practices
(GVP)

Update: Templates for
Labeling information, SPC and
PIL
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Update: Products Recall

Guidance

Update: Guidance for Naming of

Medicinal Products
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Update: National Manual for
Surveillance of Adverse Events
Following Immunization in
Saudi Arabia

Alal rald\Il Judall :agan
6aga b ge M gainall
auilanll Alpasiwall

Update: Guidance for Graphic
Design of Medication

Packaging

New: Guideline on good
pharmacovigilance practice
(GVP): pregnant and breast
feeding



Quality

Guidelines
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Update: Guideline on the
Requirements for the
Submission of Chemistry,
Manufacturing, and Control
(CMC) Information for Cell-
based Clinical Trial

Applications
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Glpaniwall dagall alilhial  Biosimilar Products (Quality
auivll aiMlanll Considerations)
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Benefit and Risk Assessment
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Update: Good Clinical Practice New: Evidence Synthesis Update: Special Access Program Update: Regulation and
Adoption: Clinical Evaluation of Guideline Requirements for Conducting

Adoption: Impurities in new . .
QT X L Clinical Trials on Drug
Adoption: Impurities in drug Substances

Adoption: Qualifications of new drug product New: Guidance for Legal and

Distribution Status

Classification of Medicinal

Genomic Biomarkers

Adoption: Genomic Sampling Adoption: Assessment and

control of DNA reactive

Adoption: Definitions in o o Products
(mutagenic) impurities in

Pharmacogenetics /

pharmaceuticals to limit New: General considerations
Pharmacogenomics . . o - .
potential carcinogenic risk. for preclinical studies
New: Real-world evidence to .
S submissions
assess medication safety and Update: Guidelines for
efficacy data bioequivalence New: Guidance on the

Update: Clinical considerations for Equivalence of Topical

efficacy and safety assessment Products
Adoption: Guidance on

Nonclinical Safety Studies for the

Conduct Human Clinical Trials

and Marketing Authorization for

Pharmaceuticals
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Regulatory Affairs

Guidelines
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Drug Track and Trace

Guidelines
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Veterinary Drug

Guidelines
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Adoption: Validation of
analytical procedures:

definition and terminology

Adoption: Validation of
analytical procedures:

methodology

Adoption: Guidance on pre-
approval information for
registration of new veterinary
medicinal products for food
producing animals with
respect to antimicrobial

resistance

Update: Data Requirements

for veterinary

New: Good Clinical Practice
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Adoption: Impurities: residual
solvents in new veterinary
medicinal products, active

substances and excipients

Adoption: Impurities in new

veterinary drug substances

Adoption: Impurities in new

veterinary medicinal products
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Multidisciplinary

1
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Adoption: Quality Risk awoll allhiag hgpb :Cuani New: Guide to Good
Management ariMlainll lpnaiwallg aigalll Manufacturing Practices for
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