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Pharmacovigilance
Guidelines
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Update: Guideline on Good Jbd alidl ge ¢\l adl :Cyaai  Adoption: ICH M14 - General
Pharmacovigilance Practices ariMlainll alppaiwall dagar  Principles on Plan, Design,
(GvP) Analysis, and Reporting of

Non-Interventional Studies
That Utilize Real-World Data
for Safety Assessment of
Medicines

New: Guideline on good
pharmacovigilance practices
(GVP) — ATMPs

Update: Guidance for Graphic
Design of Medication

Packaging
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New: Guideline for Chemistry,
Manufacturing, and Control
(CMC) of Investigational
Biological Products

New: Guideline for Technology
Transfer of Biological Medicinal

Products
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New: Regulatory Framework =~ New: General Guide on
for Minimally Manipulated Regulatory and Scientific
Stem Cell and Regenerative Requirements for
Therapies Biosimilar Approval

New: Guideline for New: Guidelines for
Chemistry, Manufacturing,
and Control (CMC)

Requirements of Vaccines

Chemical and
Pharmaceutical Quality
Documentation of Small
New: Questions and Molecules Investigational
Answers on the Quality of

Herbal and Health Products

Product in Clinical Trials
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Benefit and Risk
Assessment Guidelines
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Update :SFDA’s Product Specific

Bioequivalence Guidance
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New: Guideline on Special
Considerations for ATMPs in
Good Clinical Practice (GCP)
New: Safety and Efficacy
requirement for Research and
Investigational Drugs
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New: Framework on the Use
of Real-World Data (RWD) and
Real-World Evidence (RWE) to
Support Effectiveness and
Safety for Marketing
Authorization of Medicinal
Products

Update :Clinical
Considerations for Vaccines
Adoption: ICH M9
Biopharmaceutics
Classification System-Based

Biowaivers
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New: Refusal to file Rilna Juawi guwi :¢éuani  Update : Guidance for Orphan Jlawll @Guhi ai :éuani
arillanll alppaiwall - Drug Designation
lailaiiag danllg duitellg angall quaghiill Julall :agas
Update : Guidelines for

New: Research and
Investigational Drugs (RAID)
Designation

Variation Requirements -
New: Guideline for Legal
Classification and Distribution
Status of Human Medicinal

Products
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New: Guidance for naming Update :Data Requirements for
veterinary medicinal products  Veterinary Medicinal Products
New: Bracketing and Adoption: General Non-Clinical
Matrixing Designs for Stability ~Studies Considerations for
Testing of new Veterinary Veterinary

Drug Substances and

Medicinal Products

Immunological Products
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2gs b alanlga Jula :Cuani clgall Jagi @gaaa Juls :éuaai New: Vaccines Lot Release
aigaVl guideline

o New: General Considerations
Ullhiag g :Guani
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for the Use of Artificial
Intelligence in Drug

development

g)ls] bulgs Juls 3130
hihag aigalll nai Jhlha
[m<2a Jalill

Update :Good Manufacturing
Practice (GMP) Guidelines
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