VO-Template
Deckblatter / pages de garde / cover sheets

medic CTD

Modul 1: Administrative Documents

L}

C001

VM-ID: 0S000_00_009dfe_VL - Vorlage / V1.0 / mra/ ni/ 01.01.2019 1

Swissmedic ¢ Hallerstrasse 7 < 3012 Bern « www.swissmedic.ch ¢ Tel. +41 58 462 02 11 « Fax +41 58 462 02 12



VO-Template
Deckblatter / pages de garde / cover sheets

medic CTD

1.0 Cover Letter

[

C002

QM-ldent:  OS000_00_005dfe_VL / V1.0 / wkn /wja /01.01.2019 2

Swissmedic ¢ Hallerstrasse 7 « CH-3000 Bern 9 < www.swissmedic.ch ¢ Tel. +41 58 462 02 11 + Fax +41 58 462 02 12



VO-Template
Deckblatter / pages de garde / cover sheets

medic CTD

1.2 Forms

C003

QM-ldent:  OS000_00_005dfe_VL / V1.0 / wkn /wja /01.01.2019 3

Swissmedic ¢ Hallerstrasse 7 « CH-3000 Bern 9 < www.swissmedic.ch ¢ Tel. +41 58 462 02 11 + Fax +41 58 462 02 12



VO-Template
Deckblatter / pages de garde / cover sheets

medic CTD

1.2.2.26 GCP Inspections

i

C237

QM-ldent:  OS000_00_005dfe_VL / V1.0 / wkn /wja /01.01.2019 4

Swissmedic ¢ Hallerstrasse 7 « CH-3000 Bern 9 < www.swissmedic.ch ¢ Tel. +41 58 462 02 11 + Fax +41 58 462 02 12



VO-Template
Deckblatter / pages de garde / cover sheets

medic CTD

1.2.2.99 Other Forms

L

Cco27

QM-ldent:  OS000_00_005dfe_VL / V1.0 / wkn /wja /01.01.2019 5

Swissmedic ¢ Hallerstrasse 7 « CH-3000 Bern 9 < www.swissmedic.ch ¢ Tel. +41 58 462 02 11 + Fax +41 58 462 02 12



VO-Template
Deckblatter / pages de garde / cover sheets

medic CTD

1.2.3 Annexes - Documents on Drug Product
Quality

[

C051

QM-ldent:  OS000_00_005dfe_VL / V1.0 / wkn /wja /01.01.2019

Swissmedic ¢ Hallerstrasse 7 « CH-3000 Bern 9 < www.swissmedic.ch ¢ Tel. +41 58 462 02 11 + Fax +41 58 462 02 12



VO-Template
Deckblatter / pages de garde / cover sheets

medic CTD

1.2.3.1 DMF Letter of Access

C052

QM-ldent:  OS000_00_005dfe_VL / V1.0 / wkn /wja /01.01.2019 7

Swissmedic ¢ Hallerstrasse 7 « CH-3000 Bern 9 < www.swissmedic.ch ¢ Tel. +41 58 462 02 11 + Fax +41 58 462 02 12



VO-Template
Deckblatter / pages de garde / cover sheets

medic CTD

1.2.3.2 Ph. Eur. Certificate of Suitability for Active
Substance

Ei:

C053

QM-ldent:  OS000_00_005dfe_VL / V1.0 / wkn /wja /01.01.2019

Swissmedic ¢ Hallerstrasse 7 « CH-3000 Bern 9 < www.swissmedic.ch ¢ Tel. +41 58 462 02 11 + Fax +41 58 462 02 12



VO-Template
Deckblatter / pages de garde / cover sheets

medic CTD

1.2.3.3 Ph. Eur. Certificate of Suitability for TSE

2

C054

QM-ldent:  OS000_00_005dfe_VL / V1.0 / wkn /wja /01.01.2019 9

Swissmedic ¢ Hallerstrasse 7 « CH-3000 Bern 9 < www.swissmedic.ch ¢ Tel. +41 58 462 02 11 + Fax +41 58 462 02 12



VO-Template
Deckblatter / pages de garde / cover sheets

medic CTD

1.2.3.4 EMA Certificate for Plasma Master File (PMF)

i

C055

QM-ldent:  OS000_00_005dfe_VL / V1.0 / wkn /wja /01.01.2019 10

Swissmedic ¢ Hallerstrasse 7 « CH-3000 Bern 9 < www.swissmedic.ch ¢ Tel. +41 58 462 02 11 + Fax +41 58 462 02 12



VO-Template
Deckblatter / pages de garde / cover sheets

medic CTD

1.2.3.5 EMA Certificate for Vaccine Antigen Master
File (VAMF)

bt

C056

QM-ldent:  OS000_00_005dfe_VL / V1.0 / wkn /wja /01.01.2019 11

Swissmedic ¢ Hallerstrasse 7 « CH-3000 Bern 9 < www.swissmedic.ch ¢ Tel. +41 58 462 02 11 + Fax +41 58 462 02 12



VO-Template
Deckblatter / pages de garde / cover sheets

medic CTD

1.2.4 Annexes — Manufacturing

e

C057

QM-ldent:  OS000_00_005dfe_VL / V1.0 / wkn /wja /01.01.2019 12

Swissmedic ¢ Hallerstrasse 7 « CH-3000 Bern 9 < www.swissmedic.ch ¢ Tel. +41 58 462 02 11 + Fax +41 58 462 02 12



VO-Template
Deckblatter / pages de garde / cover sheets

medic CTD

1.2.4.1 GMP Certificate or Other GMP Documents

A

C058

QM-ldent:  OS000_00_005dfe_VL / V1.0 / wkn /wja /01.01.2019 13

Swissmedic ¢ Hallerstrasse 7 « CH-3000 Bern 9 < www.swissmedic.ch ¢ Tel. +41 58 462 02 11 + Fax +41 58 462 02 12



VO-Template
Deckblatter / pages de garde / cover sheets

medic CTD

1.2.4.2 Documentation Concerning Manufacturing
Authorisation

”

C059

QM-ldent:  OS000_00_005dfe_VL / V1.0 / wkn /wja /01.01.2019 14

Swissmedic ¢ Hallerstrasse 7 « CH-3000 Bern 9 < www.swissmedic.ch ¢ Tel. +41 58 462 02 11 + Fax +41 58 462 02 12



VO-Template
Deckblatter / pages de garde / cover sheets

medic CTD

1.2.4.3 Complete Manufacturing Information with
Flow Chart

i

C060

QM-ldent:  OS000_00_005dfe_VL / V1.0 / wkn /wja /01.01.2019 15

Swissmedic ¢ Hallerstrasse 7 « CH-3000 Bern 9 < www.swissmedic.ch ¢ Tel. +41 58 462 02 11 + Fax +41 58 462 02 12



VO-Template
Deckblatter / pages de garde / cover sheets

medic CTD

1.2.4.4 Confirmation on GMP Conformity

[£

C061

QM-ldent:  OS000_00_005dfe_VL / V1.0 / wkn /wja /01.01.2019 16

Swissmedic ¢ Hallerstrasse 7 « CH-3000 Bern 9 < www.swissmedic.ch ¢ Tel. +41 58 462 02 11 + Fax +41 58 462 02 12



VO-Template
Deckblatter / pages de garde / cover sheets

medic CTD

1.2.5 Annexes — Others

|5

C062

QM-ldent:  OS000_00_005dfe_VL / V1.0 / wkn /wja /01.01.2019 17

Swissmedic ¢ Hallerstrasse 7 « CH-3000 Bern 9 < www.swissmedic.ch ¢ Tel. +41 58 462 02 11 + Fax +41 58 462 02 12



VO-Template
Deckblatter / pages de garde / cover sheets

medic CTD

1.2.5.1 Comparison of Approved Information for
Professionals with EU SmPC (for PSURSs)

[

C063

QM-ldent:  OS000_00_005dfe_VL / V1.0 / wkn /wja /01.01.2019 18

Swissmedic ¢ Hallerstrasse 7 « CH-3000 Bern 9 < www.swissmedic.ch ¢ Tel. +41 58 462 02 11 + Fax +41 58 462 02 12



VO-Template
Deckblatter / pages de garde / cover sheets

medic CTD

1.2.5.2 Company Core Data Sheet (for PSURS)

C064

QM-ldent:  OS000_00_005dfe_VL / V1.0 / wkn /wja /01.01.2019 19

Swissmedic ¢ Hallerstrasse 7 « CH-3000 Bern 9 < www.swissmedic.ch ¢ Tel. +41 58 462 02 11 + Fax +41 58 462 02 12



VO-Template
Deckblatter / pages de garde / cover sheets

medic CTD

1.3 Product Information and Packaging Material
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1.6 Environmental Risk Assessment
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1.8.2 Risk Management System
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2.3.P Drug Product
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2.3.R Regional Information
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2.4 Nonclinical Overview
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2.6.1 Introduction
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2.6.2 Pharmacology Tabulated Summaries

C081

QM-ldent:  OS000_00_005dfe_VL / V1.0 / wkn /wja /01.01.2019 61

Swissmedic ¢ Hallerstrasse 7 « CH-3000 Bern 9 < www.swissmedic.ch ¢ Tel. +41 58 462 02 11 + Fax +41 58 462 02 12



VO-Template
Deckblatter / pages de garde / cover sheets

medic CTD
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2.6.6 Toxicology Tabulated Summaries
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2.6.7 Toxicology Written Summaries
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2.7 Clinical Summary
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2.7.1 Biopharmaceutic Studies and Associated
Analytical Methods
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2.7.2 Clinical Pharmacology Studies
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2.7.3 Clinical Efficacy
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2.7.4 Clinical Safety
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2.7.5 Literature References
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2.7.6 Synopses of Individual Studies
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Modul 3: Quality
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3.1 Table of Contents of Module 3
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3.2 Body of Data
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3.2.S Drug Substance

o

C097

QM-ldent:  OS000_00_005dfe_VL / V1.0 / wkn /wja /01.01.2019 77

Swissmedic ¢ Hallerstrasse 7 « CH-3000 Bern 9 < www.swissmedic.ch ¢ Tel. +41 58 462 02 11 + Fax +41 58 462 02 12



VO-Template
Deckblatter / pages de garde / cover sheets

medic CTD

3.2.S.1 General Information
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3.2.5.11 Nomenclature
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3.2.S.12 Structure
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3.2.S.13 General Properties
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3.2.S.2 Manufacture
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3.2.S.2.1 Manufacturer(s)
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3.2.5.2.2 Description of Manufacturing Process and
Process Controls
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3.2.S.2.3 Control of Materials
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3.2.S.2.4 Controls of Critical Steps and
Intermediates
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3.2.S.2.5 Process Validation and/or Evaluation
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3.2.5.2.6 Manufacturing Process Development
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3.2.S.3 Characterisation

C109

QM-ldent:  OS000_00_005dfe_VL / V1.0 / wkn /wja /01.01.2019 89

Swissmedic ¢ Hallerstrasse 7 « CH-3000 Bern 9 < www.swissmedic.ch ¢ Tel. +41 58 462 02 11 + Fax +41 58 462 02 12



VO-Template
Deckblatter / pages de garde / cover sheets

medic CTD

3.2.S.3.1 Elucidation of Structure and Other
Characteristics
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3.2.S.3.2 Impurities
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3.2.S.4 Control of Drug Substance
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3.2.S.4.1 Specification
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3.2.5.4.2 Analytical Procedures
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3.2.5.4.3 Validation of Analytical Procedures
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3.2.S5.4.4 Batch Analyses
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3.2.S.4.5 Justification of Specification
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3.2.S.5 Reference Standards or Materials
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3.2.S.6 Container Closure System
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3.2.8.7 Stability
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3.2.5.7.1 Stability Summary and Conclusions
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3.2.5.7.2 Post-approval Stability Protocol and
Stability Commitment
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3.2.5.7.3 Stability Data
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3.2.P Drug Product
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3.2.P.1 Description and Composition of the Drug
Product
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3.2.P.2 Pharmaceutical Development
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3.2.P.2.1 Components
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3.2.P.2.2 Product
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3.2.P.2.3 Process
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3.2.P.2.4 Container
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3.2.P.2.5 Microbiology
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3.2.P.2.6 Compatibility
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3.2.P.3 Manufacture
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3.2.P.3.1 Manufacturer(s)
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3.2.P.3.2 Batch Formula
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3.2.P.3.3 Description of Manufacturing Process and
Process Controls
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3.2.P.3.4 Controls of Critical Steps and
Intermediates
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3.2.P.3.5 Process Validation and/or Evaluation
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3.2.P.4 Control of Exipients
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3.2.P.4.1 Specifications
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3.2.P.4.2 Analytical Procedures
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3.2.P.4.3 Validation of Analytical Procedures
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3.2.P.4.4 Justification of Specifications
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3.2.P.4.5 Excipients of Human or Animal Origin
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3.2.P.4.6 Novel Excipients

C145

QM-ldent:  OS000_00_005dfe_VL / V1.0 / wkn /wja /01.01.2019 125

Swissmedic ¢ Hallerstrasse 7 « CH-3000 Bern 9 < www.swissmedic.ch ¢ Tel. +41 58 462 02 11 + Fax +41 58 462 02 12



VO-Template
Deckblatter / pages de garde / cover sheets

medic CTD

3.2.P.5 Control of the Drug Product
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3.2.P.5.2 Analytical Procedures
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3.2.P.5.3 Validation of Analytical Procedures
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3.2.P.7 Container Closure Systems
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3.2.P.8.1 Stability Summary and Conclusion
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3.2.P.8.2 Post-approval Stability Protocol and
Stability Commitment
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4.2.1 Pharmacology
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4.2.1.1 Primary Pharmacodynamics
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4.2.1.2 Secondary Pharmacodynamics
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4.2.1.3 Safety Pharmacology
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4.2.1.4 Pharmacodynamic Drug Interactions
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4.2.2 Pharmacokinetics
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4.2.2.2 Absorption
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4.2.2.3 Distribution
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4.2.2.4 Metabolism
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4.2.2.5 Excretion
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4.2.2.6 Pharmacokinetic Drug Interactions
(Nonclinical)
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4.2.2.7 Other Pharmacokinetic Studies
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4.2.3 Toxicology
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4.2.3.1 Single-Dose Toxicity
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4.2.3.2 Repeat-Dose Toxicity
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4.2.3.3 Genotoxicity
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4.2.3.3.1 In Vitro

et

C182

QM-ldent:  OS000_00_005dfe_VL / V1.0 / wkn /wja /01.01.2019 162

Swissmedic ¢ Hallerstrasse 7 « CH-3000 Bern 9 < www.swissmedic.ch ¢ Tel. +41 58 462 02 11 + Fax +41 58 462 02 12



VO-Template
Deckblatter / pages de garde / cover sheets

medic CTD

4.2.3.3.2 In Vivo
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4.2.3.4 Carcinogenicity
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4.2.3.4.2 Short- or Medium-Term Studies
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4.2.3.4.3 Other Studies
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4.2.3.5 Reproductive and Developmental Toxicity
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4.2.3.5.2 Embryo-fetal Development
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4.2.3.5.3 Prenatal and Postnatal Development,
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4.2.3.5.4 Studies in which the Offspring (Juvenile
Animals) Are Dosed and/or Further Evaluated
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4.2.3.6 Local Tolerance
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4.2.3.7 Other Toxicity Studies
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4.2.3.7.1 Antigenicity
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4.2.3.7.2 Immunotoxicity
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4.2.3.7.3 Mechanistic studies
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4.2.3.7.4 Dependence
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4.2.3.7.5 Metabolites
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4.2.3.7.6 Impurities

C200

QM-ldent:  OS000_00_005dfe_VL / V1.0 / wkn / wja /01.01.2019 180

Swissmedic ¢ Hallerstrasse 7 « CH-3000 Bern 9 < www.swissmedic.ch ¢ Tel. +41 58 462 02 11 + Fax +41 58 462 02 12



VO-Template
Deckblatter / pages de garde / cover sheets

medic CTD

4.2.3.7.7 Other
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Modul 5: Clinical Study Reports
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C204

QM-ldent:  OS000_00_005dfe_VL / V1.0 / wkn /wja /01.01.2019 184

Swissmedic ¢ Hallerstrasse 7 « CH-3000 Bern 9 < www.swissmedic.ch ¢ Tel. +41 58 462 02 11 + Fax +41 58 462 02 12



VO-Template
Deckblatter / pages de garde / cover sheets

medic CTD

5.2 Tabular Listing of All Clinical Studies
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5.3 Clinical Study Reports
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5.3.1 Reports of Biopharmaceutic Studies
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5.3.1.1 Bioavailability (BA) Study Reports
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5.3.1.2 Comparative BA and Bioequivalence (BE)
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5.3.1.3 In Vitro — In Vivo Correlation Study Reports
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5.3.1.4 Reports of Bioanalytical and Analytical
Methods for Human Studies
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5.3.2 Reports of Studies Pertinent to PK Using
Human Biomaterials

s
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5.3.2.1 Plasma Protein Binding Study Reports
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5.3.2.2 Reports of Hepatic Metabolism and Drug
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5.3.2.3 Reports of Studies Using Other Human
Biomaterials
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5.3.3 Reports of PK Studies
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5.3.3.1 Healthy Subject PK and Initial Tolerability
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5.3.3.2 Patient PK and Initial Tolerability Study
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5.3.3.3 Intrinsic Factor PK Study Reports
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5.3.3.4 Extrinsic Factor PK Study Reports
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5.3.3.5 Population PK Study Reports
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5.3.4 Reports of PD Studies
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5.3.4.1 Healthy Subject PD and PK/PD Study
Reports
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5.3.4.2 Patient PD and PK/PD Study Reports

B

C224

QM-ldent:  OS000_00_005dfe_VL / V1.0 / wkn /wja /01.01.2019 204

Swissmedic ¢ Hallerstrasse 7 « CH-3000 Bern 9 < www.swissmedic.ch ¢ Tel. +41 58 462 02 11 + Fax +41 58 462 02 12



VO-Template
Deckblatter / pages de garde / cover sheets

medic CTD

5.3.5 Reports of Efficacy and Safety Studies
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5.3.5.1 Study Reports of Controlled Clinical Studies
Pertinent to the Claimed Indication
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5.3.5.2 Study Reports of Uncontrolled Clinical
Studies
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5.3.5.3 Reports of Analyses of Data from More Than
One Study
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5.3.5.4 Other Study Reports

i

C229

QM-ldent:  OS000_00_005dfe_VL / V1.0 / wkn /wja /01.01.2019 209

Swissmedic ¢ Hallerstrasse 7 « CH-3000 Bern 9 < www.swissmedic.ch ¢ Tel. +41 58 462 02 11 + Fax +41 58 462 02 12



VO-Template
Deckblatter / pages de garde / cover sheets

medic CTD

5.3.6 Reports of Postmarketing Experience
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5.3.7 Case Report Forms and Individual Patient
Listings
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