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Submission Guidance for The Common Technical Document for
Human Pharmaceutical Products Registration

e Scope
This guidance is applied on local and imported pharmaceutical products. It provides a standardized

approach to the submission of regulatory information, making it easier for health authorities to review and
evaluate the data.

e Objective:
This guidance presents the format for creating a well-organized dossier that will be submitted by
applicants to EDA, where a standard structure for technical documentation can help in making the
electronic submissions much simpler and takes less time and effort to compile applications for the
registration of human pharmaceutical products. Additionally, a standard document with common parts
will make regulatory evaluations and communication with the applicant easier. This is because the format
provides clear guidance on what information is required and how it should be presented, reducing the
need for additional formatting and rework.

Section I & &
Requirements (Imported) (Local)

Administrative Information

Module 1
1.1 Administrative Requirements

Application form on company letter

1.1.1 head signed, stamped and dated R R R
(*Attached (Annex I))

11.2 Letter of Att_orney for Company R R R
representative

1.1.3 Fees payment receipt R R R
Action Letter & Name Approval (New

114 Products) R R R

Registration License & Preliminary
approval (Re-reg Products)
Pricing Certificate
e Valid Certificate
e In case of expired one (Provide
1.1.5 evidence of submission request for a R R R
pricing updating e.g., screenshot)
¢ In case re-evaluation is required
kindly submit it.
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1.16

Any Pre-approved letters from EDA
concerning product (e.g., Technical
committee decisions, Extension
approval....... )

1.1.7

Variation approvals (For Re-reg
products)
Notes:
e To be arranged by date
e Every variation to be submitted in
separated sub folder named with the
variation type (e.g., Addition of
Manufacturer of API, or composition
change) in addition to All required
studies.

1.18

Pharmacovigilance approval

1.19

Approved leaflet
¢ Valid & Updated Leaflet.

1.1.10

Approved layout

1.1.11

Inspection Report for Pilot /
Production Batches (New Products)

NR

NR

Inspection Report for a Valid and
Marketed Batch (Re-Reg Products)

1.1.12

Importation approval for each API

NR

NR

1.1.13

Certificate of Pharmaceutical Product
(CPP) / Electronic Certificate of
Pharmaceutical Product (eCPP)
issued by Competent Authorities in
Country of Origin

In Case of Imported or Under license

Products
e Valid
e From the country of origin
e |ssued and authenticated by the
competent authority
e Signed and stamped by:

R

(For
under
license

only)

Submission Guidance for The Common Technical Document for
Human Pharmaceutical Products Registration
Code: EDREX:NP.CAPP.065

Version/Year: 4/2024




Central Administration of Pharmaceutical Products
General Administration For Human Pharmaceuticals Registeration

jued|dde 01 3

o Chamber of Commerce or Notary
Public or Foreign Affairs (If
applicable)

o Legalized by the Egyptian
Embassy

o The Arab Republic of Egypt is
mentioned as Importing Country

*eCPP is exempted from legalization

o Date of issue is specified

e Trade name of the Product is
specified

e Dosage form (s) and Strength (s) are
specified.

e License Holder (address, city,
country) is specified

e Product must be marketed in the

COO for not less than one year

(if not marketed, explain why

marketing is lacking)

e Product composition:

o Active Ingredient(s) by its salt
or hydrate form (if any) with
its (their) quantity (ies) per
unit dose is (are) specified

o Inactive Ingredient(s) with its
(their) quantity (ies) per unit
dose is (are) specified (could
be as attachment)

Notes:

o Capsule shell composition
should be included in case of
capsules.

o If the Name of the product is
different in Egypt, it must be
noted (If not stated, a
separate legalized
declaration on the license
holder letter head is required)
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List of Countries in which the product

1114 is registered & marketed R R NR
1.1.15 Sameness Letter R R NR
1.1.16 Unredacted Assessment Report R R NR
1.1.17 Company Documents & Agreements
R R R
(For (For
1.1.17.1. Factory License for Manufacturer& imported | imported
IDA License bulk bulk only)
only)
11172, The register of trade (valid) R R R
Toll Manufacturer License (valid) (For
1.1.17.3. Toll Products) NR NR R
11.17.4 Scientific Office License. R R NR
1.1.17.5. Importers register license R R NR
1.1.17.6. Store License (If different from factory) R R R

Agreements

= Manufacturing between the
applicant and the manufacturer.

(Authenticated by the bank Or Legal

department of EDA)

*Imported products are exempted
1.1.17.7. from submission) R R R
= Storage Agreement (Authenticated

by the bank or legal department of

EDA)
= |n case of imported products:

(Legalized by the chamber of

commerce & the Egyptian embassy)
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= Packaging agreement (In case of
Bulk Imported) (Authenticated by the
bank & Legal department of EDA)

= Authorization letter / Agency
agreement (For Under License
Products/Imported products)
Legalized by the chamber of
commerce & the Egyptian embassy

1.1.17.8.

Declaration letter stating the list of
(Registered & Under-Registration)
products owned by the toll company.
(For Toll Products)

On company letter head signed,
stamped and dated

NR NR R

1.1.17.9.

Declaration letter from the license
holder specifying the API
manufacturgrs. (should be Iggallzed if NR NR R
different entity) (For Under License
Products)

1.1.17.10.

Declaration letter from the license
holder specifying the API
manufacturers (Name and Address) +
Module 3. (For Re-reg products) O O NR
Legalized by the chamber of commerce
& the Egyptian embassy

1.1.17.11.

Declaration letter from the License
Holder stating the form of bulk (strips,
Capsules, etc...... ) (In case of
Imported Bulk Products) Legalized by R R NR
the chamber of commerce & the Egyptian
embassy

1.1.18

Solvents “In Case Dosage Form
Powder for Injection”

If a solvent is attached with the product, NR NR R
kindly submit the Registration license for
the solvent.
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The latest recent pharmacopeia for
1.1.19 the finished product. (In case of NR NR R
Pharmacopeia Products)

1.2 Technical Studies/ Approval

Composition Certificate

e Kindly submit as the composition
attached with stability approval &
Update
Specifications.

e On company letter head Signed and
Stamped

e Trade name of the Product is
specified.

e Dosage form of the Product is
specified.

e Active Ingredient(s), it's (their)
hydrate(s) and salt form(s) with its
(their) quantity (ies) per unit dose is
(are) specified.

¢ Inactive Ingredient(s) with its (their)
quantity (ies) per unit dose is (are)
specified.

e For the Locally manufactured

121 products, the composition should be R R R
submitted on the manufacturer or
applicant head letter.

e For Under license products:

-If the composition is attached with

the CPP, it could be written on the

applicant head letter.

-If the Composition is not attached in

the CPP, a legalized composition

should be submitted on the license
holder or the manufacturer head
letter.

1. Active Ingredient(s) must be
identical to that in C.O.A. of supplier
(if not: please submit the synonyms)

2. Attach the equivalence calculation
on the company letter head signed
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and stamped, with reference for the

molecular weight.

3. Active & Inactive ingredients should
be separated in composition.

4. Any Overage should be mentioned.

5. Coated tablets:

e Write the core and coat
composition separated & mention
the weight of tablet.

e Coating composition (e.g. Opadry
coat) on the supplier head letter
should be attached.

6. Hard gelatin capsules:
¢ Write the body and cap.

composition separated & mention
the size of capsule.

e Composition of the capsule shell
on the supplier head letter should
be attached.

7. In case of pellets: composition on
supplier letter head should be
attached & attach the calculation of
pellets (weight /capsule) on
company letter head

8. Premix Composition on supplier

letter head should be attached.

1.2.2

Finished Product Documents

1.2.2.1.

CADC certificate + CADC composition
and Renewal certificate (Re-Reg
Products)

* Trade Name & Strength Should be
Specified.

*Manufacturer & License Holder of
Finished Pharmaceutical Product R R R
should be Specified

* Manufacturer of Active Pharmaceutical
Ingredient should be Specified.

* Batch Number should be Specified.

*Chemical, Physical & Microbiological

Tests.
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CADC File of Finished Product

* Batch Analysis

* Analytical method of analysis and
validation of analytical procedures.

1.2.2.2 NR NR R

Stability Study & Approval
Notes Regarding Stability study approval:

*Trade Name & Strength Should be
Specified.

*Manufacturer & License Holder of
Finished Pharmaceutical Product
should be Specified

* Manufacturer of Active Pharmaceutical R R R
Ingredient should be Specified.

* Batch Number should be Specified.

*Purpose Of the study should be
Specified.

*Composition Should be attached.
*Finished Product Specification should
be attached and should comply with

EDA Lab Analysis.

1.2.2.3.

Bioequivalence Study/Comparative In-
Vitro Study & Approval "if applicable"
Notes Reqgarding B.E / Comparative study

approval:
*Trade Name & Strength Should be

Specified.

*Manufacturer & License Holder of
Finished Pharmaceutical Product R R R
should be Specified

* Manufacturer of Active Pharmaceutical
Ingredient should be Specified.

* Batch Number should be Specified.

*Purpose Of the study should be
Specified.

*Composition Should be attached.

1.2.2.4.
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1.2.3 Active Pharmaceutical Ingredient Documents

Certificate of Analysis of Active

Substance (on supplier head letter)

iy

1231 Signed and Stamped R R R

*Manufacturing date, Expiry date are
specified
*Batch number is specified

Specification

*Recent edition of specifications
(pharmacopoeias) and/or in-house
1.2.3.2. | specifications of all active ingredients. R R R
*In house specification of all inactive
ingredients “On the company letter head
signed and stamped”

1.2.3.3. | Packaging Description R R R
124 Good manufacturing practice (GMP)
GMP of Manufacturer/s of Finished
Product.
1.2.4.1. e Valid GMP. R R R

e Production lines are specified.

1249 GMP of Manufacturer/s of API.

1.2.5 Reference

The reference (on-line or text book)
*Latest Edition of the reference text book
(eg. BNF)

Recent on-line reference:

FDA, MHRA, EMA, ANSM, Swissmedic,
TGA, Pmda, etc.

Note:

e The Reference product should be
1.251 registered and marketed) R R R
e The reference product should be

identical to the submitted product in
terms of the active ingredient,
concentration & dosage form.

OR

*Non-Reference Approval from Evaluation

unit of scientific data & drug development
for Human Pharmaceuticals
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| 1252 ‘ Leaflet of the reference product ‘ R ‘ R ] R

1- In order to accept the registration file for assessment Soft copies must be fulfilled.

2- Original copies are required to be submitted Hard after the assessment period for Issuing MA
license.

3- Regarding imported products, please don’t submit any document that is already fulfilled on
other modules.

4- All submitted documents should be scanned and searchable PDF files .

Section , = ©
Requirements (Imported) (Local)
Module 2 Common Technical Document Summaries
2.1 Table of contents of Module 2-5 R NR NR
2.2 Introduction R NR NR
2.3 Quality Overall Summary
2.3.S Drug Substance
2.3.S.1 General Information R NR NR
2.3.5.2 Manufacture R NR NR
2.3.S.3 Characterization R NR NR
2.3.5.4 Control of Drug Substance R NR NR
2355 Matelr:\;g‘:rence standards or R NR NR
2.3.5.6 Container/Closure System R NR NR
2.3.S.7 Stability R NR NR
2.3.P Drug Product (or Finished Pharmaceutical Product (FPP))
23p1 . theDFer”(::)rlptlon and Composition R NR NR
2.3.P.2 Pharmaceutical Development R NR NR
2.3.P.3 Manufacture R NR NR
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23.P4 Control of Excipients R NR NR
2.3.P.5 Control of FPP R NR NR
23P6 MaterFi:alfSerence Standards or R NR NR
2.3.P.7 Container/Closure System R NR NR
2.3.P.8 Stability R NR NR
2.3.A Appendices
2.3.A.1 Facilities and Equipment R NR NR
23 A0 Adventi?ious Agents Safety R NR NR
Evaluation
2.3.A.3 Excipients R NR NR
2.3.R Regional information
2.3.R.1 Production documentation R NR NR
2.3.R.1.1 Executed production R NR NR
2.3.R.1.2 Master production documents R NR NR
23R Anglyti_cal .procedu_res and R NR NR
validation information
24 Non-Clinical Overview R NR NR
2.5 Clinical Overview
251 Product Development Rational R NR NR
252 Overview of Biopharmaceutics R NR NR
2.5.3 Overview of Clinical Pharmacology R NR NR
254 Overview of Efficacy R NR NR
255 Overview of Safety R NR NR
2.5.6 Benefits and Risks Conclusions R NR NR
2.5.7 References R NR NR
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26 Non-clinical written and tabulated summaries: Pharmacology,
: pharmacokinetics Toxicology
2.6.1 Introduction R NR NR
2.6.2 Pharmacology Written Summary
2.6.2.1 Brief Summary R NR NR
2.6.2.2 Primary Pharmacodynamics R NR NR
26.2.3 Secondary . R NR NR
Pharmacodynamics
2.6.2.4 Safety Pharmacology R NR NR
2625 Pharma(;odynamlc Drug R NR NR
Interactions
2.6.2.6 Discussion and Conclusions R NR NR
2.6.2.7 Tables and Figures R NR NR
6.3 Pharmacology Tabulated R NR NR
Summary
2.6.4 Pharmacokinetics Written Summary
2.6.4.1 Brief Summary R NR NR
2.6.4.2 Methods of Analysis R NR NR
2.6.4.3 Absorption R NR NR
2.6.4.4 Distribution R NR NR
2 6.4.5 Metabo_llsm (interspecies R NR NR
comparison)
2.6.4.6 Excretion R NR NR
26.4.7 Pharmaqoklnetlc Drug R NR NR
Interactions
26.4.8 Othe_r Pharmacokinetic R NR NR
Studies
2.6.4.9 Discussion and Conclusion R NR NR
2.6.4.10 Tables and Figures R NR NR
265 Pharmacokinetics Tabulated R NR NR
Summary
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2.6.6 Toxicology Written Summary
2.6.6.1 Brief Summary R NR NR
2.6.6.2 Single-Dose Toxicity R NR NR
2.6.6.3 Repeat-Dose Toxicity R NR NR
2.6.6.4 Genotoxicity R NR NR
2.6.6.5 Carcinogenicity R NR NR
2.6.6.6 Reproductive and N R NR NR
Developmental Toxicity
2.6.6.7 Local Tolerance R NR NR
26.6.8 Othgr Toxicity Studies (if R NR NR
available)
2.6.6.9 Discussion and Conclusion R NR NR
2.6.6.10 References R NR NR
2.6.7 Toxicology Tabulated Summary R NR NR
2.7 Clinical Summary
2.7.1 Summary of Biopharmaceutic and Associated Analytical Methods
2.7.1.1 Background and Overview R NR NR
Summary of Results of
2.7.1.2 Individual Studies R NR NR
Comparison and Analyses of
2.1.1.3 Results Across Studies R NR NR
2.7.1.4 Appendix R NR NR
2.7.2 Summary of Clinical Pharmacology Studies
2.7.2.1 Background and Overview R NR NR
Summary of Results of
2.1.2.2 Individual Studies R NR NR
Comparison and Analyses of
2.1.2.3 Results Across Studies R NR NR
2.7.2.4 Special Studies R NR NR
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2.7.2.5 Appendix R NR NR
2.7.3 Summary of Clinical Efficacy
2731 chkgroun_d and Overview of R NR NR
Clinical Efficacy
Summary of Results of
2.7.32 Individual Studies R NR NR
2733 Comparison and Analyses of R NR NR

Results Across Studies

2.7.3.3.1 Study Populations R NR NR

Comparison of Efficacy

2.1.33.2 Results Across All Studies

R NR NR

Comparison of Results in

2.7.3.3.3 Sub-Populations

R NR NR

Analysis of Clinical
2.7.3.4 Information Relevant to R NR NR
Dosing Recommendations

Persistence of Efficacy and/

2135 or Tolerance Effects R NR NR
2.7.3.6 Appendix R NR NR
2.7.4 Summary of Clinical Safety
2.7.4.1 Exposure to the Drug
Overall Safety Evaluation
27.4.1.1 Plan and Narratives of R NR NR
Safety Studies
274192 Overall Extent of R NR NR
Exposure
Demographic and Other
27413 Characteristics of Study R NR NR
Population
2.7.4.2 Adverse Events
Analysis of Adverse Events
27421 by Organ System or R NR NR
Syndrome
2.7.4.2.2 Narratives R NR NR
2.7.4.3 Clinical Laboratory Evaluations R NR NR
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Vital Signs, Physical Findings,
2.1.4.4 Observations Related to Safety R NR NR
2.7.4.5 Safety in Special Groups and Situations
2.7.45.1 Intrinsic Factors R NR NR
2.7.45.2 Extrinsic Factors R NR NR
27453 Drug Interactions R NR NR
27454 Use in Pregnancy and R NR NR
Lactation
2.7.455 Overdose R NR NR
2.7.45.6 Drug Abuse R NR NR
2.7.45.7 Withdrawal and Rebound R NR NR
Effects on Ability to Drive
57458 or Operate Machinery or R NR NR
Impairment of Mental
Ability
2.7.4.6 Post-Marketing Data R NR NR
2.7.4.7 Appendix R NR NR
2.7.5 References R NR NR
2.7.6 Synopses of Individual Studies R NR NR
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Section I G G
Requirements (Imported) (Local)
Module 3 Quality
3.1 Table of contents of Module 3 R R R
3.2 Body of data
3.2.S Drug Substance
3.2.5.1. General Information
3.2S85.1.1 Nomenclature R R R
3.25.1.2 Structure R R R
3.285.13 General Properties R R R
3.285.2 Manufacture
3.25.2.1 Manufacturer(s) R R R
392529 Description of Manufacturing R R R
Process and Process Controls
3.2.85.23 Control of Materials R R R
32524 Control of Critical Steps and R R R
Intermediates
32525 Proces_s Validation and/or R R R
Evaluation
32596 Manufacturing Process R R R
Development
3.2S83 Characterization
Elucidation of Structure and
3.2.5.3.1 Other Characteristics R R R
3.2.5.3.2 Impurities R R R
3.2.54 Control of Active Pharmaceutical Ingredients
3.2.54.1 Specifications R R R
3.2.54.2 Analytical Procedures R R R
32543 Validation of Analytical R R R
Procedures
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3.2.5.4.4 Batch Analyses R R R
3.2.5.45 Justification of Specification R R R
3.2S5.5 Reference Standards or Materials R R R
3.2.5.6 Container/Closure Systems R R R
3.2.5.7 Stability
32571 Stablllty.Summary and R R R
Conclusions
Post -approval Stability
3.285.7.2 Protocol and Stability R R R
Commitment
3.2.5.7.3 Stability Data R R R
3.2.P Drug Product (or Finished Pharmaceutical Product (FPP))
Description and Composition of
3.2P.1 the EPP R R R
3.2.P.2 Pharmaceutical Development
3.2.P21 Components of the FPP
32pP211 Actlvg pharmaceutical R R R
Ingredients
3.2.P.2.1.2 Excipients R R R
3.2.P.2.2 Finished Pharmaceutical Product
3.2P221 Formulation Development R R
3.2.P.2.2.2 Overages R R R
3.2.P.2.2.3 Physiochemical and R R R
Biological Properties
39p23 Manufacturing Process R R R
Development
3.2.P.24 Container Closure System R R R
3.2.P.25 Microbiological Attributes R R R
3.2.P.2.6 Compatibility R R R
3.2.P.3 Manufacture
3.2.P31 Manufacturer(s) R R R
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3.2.P.3.2 Batch Formula R R R
32p33 Description of Manufacturing R R R
Process and Process Controls
32pP34 Controls.of Critical Steps and R R R

Intermediates
32P35 Process Validation and/or R R R
Evaluation
3.2.P.4 Control of Excipients
3.2P4.1 Specifications R R R
3.2.P4.2 Analytical Procedures R R R
32p43 Validation of Analytical R R R
Procedures
3.2P44 Justification of Specifications R R R
39PA45 EXIC|_p|ents of Human or Animal R R R
Origin
3.2.P.4.6 Novel Excipients R R R
3.2.P.5 Control of FPP
3.2.P51 Specifications R R R
3.2.P.5.2 Analytical Procedures R R R
32p53 Validation of Analytical R R R
Procedures
3.2.P.54 Batch Analyses R R R
3.2.P55 Characterization of Impurities R R R
3.2.P.5.6 Justification of Specifications R R R
3.2.P.6 Reference Standards or Materials R R R
3.2.P.7 Container/Closure System. R R R
3.2.P.8 Stability
32p81 Stability _Summary and R R R
Conclusions
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Post-Approval Stability
3.2.P.8.2 Protocol and Stability R R R
Commitments
3.2.P.8.3 Stability Data R R R
3.2.A Appendices
3.2A1 Facilities and Equipment R R R
39 A2 Evgggﬁgztious Agents Safety R R R
3.2.A3 Excipients R
3.2.R REGIONAL INFORMATION
3.2.R1 Production documentation R R R
3.2.R.1.1 Executed production documents R R R
3.2.R.1.2 Master production documents R R R
39R.2 Analyticgl procedures and validation R R R
information
3.3 Literature References R R R
Section : G G
Requirements (Imported) (Local)
Module 4 Non-Clinical Study Reports
4.1 Table of Contents of Module 4 R NR NR
4.2 Study Reports
4.2.1 Pharmacology
4211 Primary Pharmacodynamics R NR NR
42.1.2 Secondary Pharmacodynamics R NR NR
42.1.3 Safety Pharmacology R NR NR
42.1.4 Pharmacodynamics Drug Interactions R NR NR
4.2.2 Pharmacokinetics
4.2.2.1 Analytical Methods and Validation Reports R NR NR
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4.2.2.2 Absorption R NR NR
4223 Distribution R NR NR
4224 Metabolism R NR NR
4225 Excretion R NR NR
4.2.2.6 Pharmacokinetic Drug Interactions R NR NR
4227 Other Pharmacokinetic Studies R NR NR
4.2.3 Toxicology
4231 Single-Dose Toxicity R NR NR
4.2.3.2 Repeat-Dose Toxicity R NR NR
4.2.3.3 Genotoxicity R NR NR
42331 In vitro Studies R NR NR
42339 In vivo Studies R NR NR
4.2.3.4 Carcinogenicity
42341 Long Term Studies R NR NR
42342 Short- or medium-term studies R NR NR
42343 Other Studies R NR NR
4.2.35 Reproductive and Development Toxicity
42351 Fertility and Embryonic Development R NR NR
49352 Embryo- Fetal Development R NR NR
Pre- and Post-natal Development &
42353 Maternal Function R NR NR
Offspring, Juvenile, Second and NR NR
42354 Third-Generation Studies
4.2.3.6 Local Tolerance R NR NR
4237 Other Toxicity Studies
42371 Antigenicity R NR NR
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42372 Immunogenicity NR NR
42373 le\)/llgg\tlv?]nelrset)lc Studies (not included NR R
42374 Dependence NR NR
4.2.3.75 Metabolites NR NR
42376 Impurities NR NR
4.2.3.7.7 Other NR NR
43 Literature References o o

: G
Sllely Requirements (Imported) (Local)
Module 5 Clinical Study Reports
51 Table of Contents of Module 5 R R R
5.2 Tabular Listing of All Clinical Studies R
5.3 Clinical Study Reports
5.3.1 Reports of Biopharmaceutic Studies
53.1.1 Bioavailability (BA) Study Reports R O O
5.3.1.2 Comparative BA & BE Study Reports R R R
5313 In vitro/In vivo Correlation (IV/IVC) R 0 0
study reports
Reports of Bioanalytical and Analytical
53.14 Methods for Human Studies R R R
539 Reports of Studies Pertinent to Pharmacokinetics using Human
e Biomaterials
R R R
5.3.2.1 Plasma Protein Binding Study Reports (If (If
applicable) | applicable)
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Reports of Hepatic Metabolism and R R
5.3.2.2 . , R (If (If
Drug Interaction Studies . .
applicable) | applicable)
5323 _ Repor'Fs of Studies Using other Human R NR NR
Biomaterials
5.3.3 Reports of Human Pharmacokinetic Studies
5331 Healt.h.y Subject PK and Initial R 0 0
Tolerability study report
5339 Patient PK and Initial Tolerability study R NR NR
report
5.3.3.3 Intrinsic Factor PK Study Reports R R R
5.3.34 Extrinsic Factor PK Study Reports R R R
5.3.35 Population PK Study Reports R R R
5.3.4 Reports of Human Pharmacodynamic (PD) Studies
5341 Healthy Subject PD and PK/PD Study R o o
Reports
5.3.4.2 Patient PD and PK/PD Study Reports R NR NR
5.3.5 Reports of Efficacy and Safety Studies
Study Reports of Controlled Clinical
5351 Studies pertinent to the claimed Indication R NR NR
53502 St.udy Reports of Uncontrolled Clinical R NR NR
Studies
Reports of Analyses of Data from More
5353 than One Study R © ©
5.3.54 Other Study Reports R
5.3.6 Reports of Post-Marketing Experience R NR NR
537 _Ca_se Report Forms and Individual R R R
Listings
54 Literature References R R R
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Summary of CTD Structure >
Innovators R R R R
Typﬁs (.)f [_)rug Incorporated
Submission Generics R in Modules R O
3,4&5
Abbreviations:

CTD: Common Technical Document
FPP: Finished Pharmaceutical Product
I: Innovators.

G: Generics.
R: Required.

NR: Not Required

P: Partially required

O: Optional (means that it might not be needed at this stage and the Registration & Drug Control
Department has the right to ask for this information at any time).

Document History:
Version | Issue Date Summary of Change
Number
1 14/8/2023 New Issue
2 21/12/2023 Updating module 1
3 31/3/2024 Updating module 1
4 23/7/2024 Updating Module 1 and Module 5
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References:

1- ICH: The Common Technical Document
https://www.ich.org/page/ctd

2- Singapore Application Dossier: The Common Technical Document for Registration of
Pharmaceuticals for Human use
https://www.hsa.gov.sg/therapeutic-products/register/overview/application-dossier

Annexes:

Application form (Annex )
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Annex |

Application form

¢eeedmy g Anda Aa

oY) emnional By pas Auad e J gemall Jiaasil) Ciley 2Siabind asis

Trade Name:

English and Arabic

Registration Request number /Registration

number

Active Ingredient(s) & Strength (s):

Pharmaceutical dosage form:

Physical Characters:

Shelf Life:

Storage Condition:

Approved Price Pack: Note: Kindly Specify No. of Units according to the Pricing Certificate
& Packaging Material according to the Stability Approval.

Price:

English and Arabic

Reference:

Trade Name of reference product:

Reference Link
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Therapeutic Group:

ATC Code:

Approved Indication

Applicant:

Company Profile Username:

Marketing Authorization Holder/License
Holder:

Manufacturer:

Manufacturer of Solvent/ Accessories (If
Applicable):

Packager:

Batch releaser:

Storage Site & Address:

Type of registration:

Market status:

EDA Chairman Decree:

Batch Type

Batch Number(s)

Payment Code (If required)

API Name /Form/ Specs:
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Name of Manufacturer & country of origin +
Address as in the manufacturer's GMP'":

Studies that had been performed on each
manufacturer of API

Note: The above box can be repeated according to No. of APIs in Product

Contact person:

Telephone number:

E-mail:

0 FR A8 (slaa¥l G sial) foxinal) gmall/ sf) 350 Galae Gt i ol 8 sall Ui 2gail 5

ALK 28y g danaa odle | 5 Sl ikl 23S L o

Ay pad) o gall o A g pee 3ol () 50 Al 435V 5 2002 A 82 o8 5 Ay Sl AL (3 sia Alan ¢ 588 A8l ol 5V @

AS 58 e Yy ) siesall <) puanionall 3y puall 8 3ol AN AS A sl of) uaaiosall ASILe AS LN 5 43 ic 5 aiaall and Ay ol SV o
L lall s gl o el 5 Jemtll a8 ) 5 Al o ) 5 daSluall elghil gy 5 2 LGY G ) 5 (Radial) CPP kgl lasha @lld 5 jumaiusall S
Ay el o) sall Aga 38 ge o Jgeand) aey V) sl 8 s ol Gilaa) aac

by Maixall g sall G (g S 5 agn Aualall il e Ty s by Caaainall (e ) sall maan slandy 4 jadll o) sall i jlad) @
Lhad o sl Aaall 3 0¥V J8 (e Lgizlic s (GDP & GSP) wadl w5l 5 0 333 2o 58

Jamatl) JUas) oy W1 el i) ol yumaiosall Qs Aalad) 5 510Y1 481 5o 3 YY) Aadll A8 s3lad) j3lias jpii e o

gl (3335 Al ldal sall puasiudl) dailas (e 5 ¢ puaniall iial Jal e gaes e 5 caladl alsall (5385 e ALISH A gisal) Jasii o
) riail) ae gy Sl g 530 sl el AV maans o 53k o 5 Lad e a5 o Ja iy sl (o) il Alla g 055l Gl s
Agdasal) @l juaaioall sl arieatll Cullul & peadll & sadl slaie ) L 2007 Al 539 350 L 355 e
aaail) ad) sl V) s ey sl ol sl Juait] daladl 3 )0y 488 ga 2y V) ASL) J85 5 sl Sa JE5 oL Y @

V) 5oy il ol puantisall Q] Aalall 5 Y1 A8 ga 5 Asall J sl (o ) gis O 5 50 20¥) Alaall ) jpumnindll A8L Jii 53 Y @
sl 2023/450 o3 Zpaal) o) sall La Gusiy DR 52015 /425 ¢l sl ) Al ik daxiall il pmaiall Al () dssniill jUad) iy
(5!

V) 56 il <l pumatinall Jamnt] Aalall 5 oY) A8 pa 5  Anall J 5l (o 0l sis uad 5 30 200Y) Aglaall ) jumainal) A8L JE 2 Y @
Aall 2023/450 @by 4 peaall ol sall La i) ) 52018 /645 ) 55l Ll il lauds dadiall <l juasisdd) Alls 8 ) Juail) jlad) 2
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Ol s 4 peaall ol sall &gy Jomniil) Calay g o Ll Aildae jucasiosall 400 gal) 448 50 4 58 yall 3 oYL Jadaill Caley dadiall L paen o @
Al Sl e e g daiaia clilball g cilatiiall aes
Ay peadl o) sall Lngy Alal) salall o) yriuy aafil die @l g aladl salally Lalal) Jalail) 52l s GMP Jl 3algd anii @
Periodic Safety Update & aaii 5 pasivall 138 o Wia ) ali 3 phad Lule U1 6l o lanall sl dalall 3 )2Y) §3U) @
ALl saa) A jlaall Gandy 5350 511 e g8l g Bansall Jguall T 5 lld 5 400 gl Abaial) Adaiil wan 248 5 g5 punaions 4y sala A2lie <Report
S0Y) (e Alrial) 55 jalall 40 5al)
AV Al LAN 5ok e peaniuall s A G @
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aniuall dass jad) Al e easiuddl (Variations) @l e il dee oty o) / 45Y) (Variations) <l _sied) dac &5 @
((3uaall &l jaaiiaall) 2Maiul) lla 28 ga / (el 332 Y)

Type of Variation From To Status
(Final
/Conditioned)
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