	
	Annex 3 
to Item 6.5 of the Procedure for Conducting Expert Evaluation of Materials Pertinent to Medicinal Products Submitted for the State Registration (Re-Registration) and for Expert Evaluation of Materials about Introduction of Changes to Registration Documents during Validity Period of Registration Certificate


Structure of Registration Dossier

(format of common technical document – CTD)

Full registration dossier consists of 5 modules:

Module 1. Administrative information:

1.1. General 

1.2. Application form

1.3. Summary of product characteristics, labeling and package leaflet/insert

1.3.1. Summary of product characteristics

1.3.2. Labeling

1.3.3. Package leaflet/insert

1.3.4. Mockups and samples of trade packages (if samples of trade packages are not available – a sample in final immediate (inside) package without final labeling shall be submitted. In this case a sample in final immediate (inside) and secondary (outer) packages should be given additionally as soon as it is available. Further on, for approval of methods of quality control of the medicinal product additional samples, reference substances with batch certificate including date of production, shelf life and storage conditions could be requested.

1.3.5. Summary of product characteristics approved in manufacturer/applicant country

1.4. Information on experts

1.4.1. Information on quality expert

1.4.2. Information on pre-clinical expert

1.4.3. Information on clinical expert

1.5. Special requirements to different types of application

1.5.1. Information on bibliographic applications according to item 6.3.2. of this Procedure

1.5.2. Information on abridged applications according to item 6.3.3 of this Procedure

Annex 1 to Module 1. Environmental risk assessment

Module 2. Summary of CTD

2.1. Table of contents of modules 2.3.4.5

2.2 Introduction to CTD

2.3 General summary on quality

2.4 Review of preclinical data

2.5 Review of clinical data

2.6 Summary of pre-clinical data

2.6.1. Summary of pharmacological data in text format

2.6.2. Summary of pharmacological data in tabular format

2.6.3. Summary of pharmacokinetics data in text format

2.6.4. Summary of pharmacokinetics data in tabular format

2.6.5. Summary of toxicological data in text format

2.6.6. Summary of toxicological data in tabular format

2.7. Summary of clinical data

2.7.1. Summary of biopharmaceutical studies and related analytical methods

2.7.2. Summary of clinical pharmacology studies

2.7.3. Summary of clinical efficacy

2.7.4. Summary of clinical safety

2.7.5. Copies of used literature sources

2.7.6. Short reviews of individual trials

Module 3. Quality

3.1. Table of contents

3.2. Relevant data

3.2.S. Medicinal substance (for medicinal products containing more than one medicinal substance an information should be given in full with respect to each of them)*

3.2.S.1. General information*

3.2.S.1.1. Name*

3.2.S.1.2. Structure*

3.2.S.1.3. General properties*

3.2.S.2. Manufacture*

3.2.S.2.1. Manufacturer*

3.2.S.2.2. Description of manufacturing process and its control*

3.2.S.2.3. Control of materials

3.2.S.2.4. Control of critical stages and intermediate products

3.2.S.2.5. Process validation and/or its assessment

3.2.S. 2.6. Development of manufacturing process

3.2.S.3. Characteristics*

3.2.S.3.1. Demonstration of structure and other characteristics

3.2.S.3.2. Impurities*

3.2.S.4. Control of medicinal substance*

3.2.S.4.1. Specification*

3.2.S.4.2. Analytical methods

3.2.S.4.3. Validation of analytical methods

3.2.S.4.4. Batch analysis*

3.2.S.4.5. Substantiation of specification

3.2.S.5. Standard samples or substances

3.2.S.6. Container/closure system*

3.2.S.7. Stability*

3.2.S.7.1. Summary on stability and conclusions*

3.2.S.7.2. Report on post-registration stability study and stability associated obligations*

3.2.S.7.3 Stability data*

3.2.P. Medicinal product

3.2.P.1. Description and composition of the medicinal product

3.2.P.2. Development pharmaceutics

3.2.P.2.1. Constituents of the medicinal product

3.2.P.2.1.1. Medicinal substance

3.2.P.2.1.2. Excipients

3.2.P.2.2. Medicinal product

3.2.P.2.2.1. Development of composition

3.2.P.2.2.2. Overages

3.2.P.2.2.3. Physical and chemical, and biological properties

3.2.P.2.3. Development of manufacturing process

3.2.P.2.4. Container/closure system

3.2.P.2.5. Microbiological characteristics

3.2.P.2.6. Compatibility

3.2.P.3. Manufacture

3.2.P.3.1. Manufacturer (-s)

3.2.P.3.2. Composition for batch

3.2.P.3.3. Description of manufacturing process and process control

3.2.P.3.4.  Control of critical stages and intermediate products

3.2.P.3.5. Process validation and/or its assessment

3.2.P.4.Control of excipients

3.2.P.4.1. Specifications

3.2.P.4.2. Analytical methods

3.2.P.4.3. Validation of analytical methods

3.2.P.4.4. Substantiation of specifications

3.2.P.4.5. Excipients of human and animal origin

3.2.P.4.6. New excipients

3.2.P.5. Control of medicinal product

3.2.P.5.1. Specification (-s)

3.2.P.5.2. Analytical methods

3.2.P.5.3. Validation of analytical methods

3.2.P.5.4. Batch analysis

3.2.P.5.5. Characteristics of impurities

3.2.P.5.6. Substantiation of specification (-s)

3.2.P.6. Standard samples and substances

3.2.P.7. Container/closure system

3.2.P.8. Stability

3.2.P.8.1. Summary and conclusions on stability

3.2.P.8.2. Report on post-registration stability study and stability associated obligations*

3.2.P.8.3. Stability data

3.2.A. Amendments

3.2.A.1. Technical devices and facilities

3.2.A.2. Safety assessment of foreign microorganisms

3.2.A.3. New excipients

3.2.R. Regional  information

3.3. Copies of used literature sources

Module 4. Reports on clinical trials

4.1. Table of contents

4.2.1. Pharmacology

4.2.1.1. Primary pharmacodynamics

4.2.1.2. Secondary pharmacodynamics

4.2.1.3. Safety pharmacology

4.2.1.4. Pharmacodynamic drug interactions

4.2.2. Pharmacokinetics

4.2.2.1. Analytical methods and their validation report 

4.2.2.2. Absorption

4.2.2.3. Distribution

4.2.2.4. Metabolism

4.2.2.5. Excretion

4.2.2.6. Pharmacokinetic drug interactions (pre-clinical)

4.2.2.7. Other pharmacokinetic studies

4.2.3. Toxicology

4.2.3.1. Toxicity after a single dose administration

4.2.3.2. Toxicity after repeated administration

4.2.3.3. Genotoxicity

4.2.3.4. Carcinogenicity

4.2.3.5. Reproductive and ontogenetic toxicity

4.2.3.6. Local tolerance

4.2.3.7. Other toxicity studies

4.3. Copies of used literature sources

Module 5. Report on clinical trials 

5.1. Table of contents

5.2. List of all clinical trials in tables

5.3. Report of clinical trials

5.3.1. Reports on biopharmaceutical studies

5.3.2. Reports on studies related to pharmacokinetics studies with use of human biomaterials

5.3.3. Reports on pharmacokinetic studies in human beings

5.3.4. Reports on pharmacodynamic studies in human beings

5.3.5. Reports on efficacy and safety studies

5.3.6.Reports on post-registration experience

5.3.7. Samples of individual registration forms and individual lists of patients.

5.4. Copies of used literature sources

If some parts of documentation are not included to the materials, the reason should be indicated in appropriate place under corresponding (appropriate) heading.

For medicinal products of animal origin in section 3.2.S. the following additional information should be presented:

data on species, age, diet of animals used as raw stock;

data on nature (category) of tissue taken as raw stock for production of medicinal product pertinent to its safety for prions;

flow-chart of stock processing with indication of extragents, temperature regimen etc.;

control tests of final stock including methods for detections of prions in final product (if any).

Note. Annex 3 is compiled based on Rules governing medicinal product in the European Union, NTA, vol. 2B-CTD, 2001 (if other versions had been used, please, specify).

� * Minimum of information which should be given in section 3.2.S.





