
  

   
 

 
 
 
  

1   

 

 

 

  

   

 



  

   
 

 
 
 
  

2   

 

 

  



  

   
 

 
 
 
  

3   

 

 

.

.

 ، 

 ، 

 ، 

 

 

 

 

.

’’’’



  

   
 

 
 
 
  

4   

 

Abbreviation Definition 

EgyP Egyptian Pharmacopeia 

RS 

API 

Reference Standard 

Active Pharmaceutical Ingredient 

FPP Finished Pharmaceutical Product 

EgyP RS Egyptian Pharmacopeia Reference Standard 

IS0 International Organization for Standardization 

IEC International Electrotechnical Commission 

PT Proficiency Testing 
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 (Egyptian Pharmacopoeia, EgyP) 

 

   (Monograph)

–––

 

(Adopted Monographs) 

(Developed Monographs) 

 

 Pending Monographs

General Chapters

Active Pharmaceutical Ingredients, APIs
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Pharmaceutical Excipients 

Finished Pharmaceutical Products, FPPs

(Technical Evaluation Group)

 

.

(Preparation Group) 

 

 (Internal Reviewer Group) 

(External Reviewer Group) 

(Proofreading Group)

 

Public Consultation

 Reference Standards, RSs
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EgyP RS 

 

 

Laboratory Verification Analysis

 

Proficiency Testing, PT

،

 ISO / IEC 17043 
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Developed Monographs 

 

و 
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(Pending Monographs)

 

Public 

Consultation

:

:
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:

Interlaboratory Comparison

 .(ISO/IEC 17043) 

 

 
(Developed Monographs) 
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Adopted Monographs 

:

 

 

 

 

 

(Adopted Monographs) 
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General Chapters 

 

 

 

 

 

 

(General Chapters) 
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Laboratory Verification Analysis

(Developed 

Monographs) 
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1. Egyptian Drug Authority Establishing Law No.151 (2019) 

2. United States Pharmacopeia (USP–NF 2022 Issue 1, USP–NF 2023 Issue 1), Rockville (MD): United 

States Pharmacopeial Convention. 

3. World Health Organization. International Pharmacopoeia (Ph. Int.), 11th edition (2022), Geneva: 

World Health Organization 

4. United States Pharmacopeia–National Formulary (USP–NF), Standards for Veterinary Drugs 

5. Guideline on stability testing: stability testing of existing active substances and related finished 

products, CPMP/QWP/122/02, rev 1 corr (2003) 

6. British Pharmacopoeia (BP  2023), London: Medicines and Healthcare Products Regulatory 

Agency 

7. European Pharmacopoeia (Ph. Eur.) 11th Edition (2022), Council of Europe, Strasbourg. 

8. EDA Reference Materials Certification program, https://www.edaegypt.gov.eg 

9. Annex 1, WHO Technical Report Series 996, 2016, Good Pharmacopeial Practices 

10. Guidelines for registration of fixed-dose combination medicinal products. Appendix 3: 

Pharmaceutical development (or preformulation) studies. Table A1: Typical stress conditions in 

preformulation stability studies. In: WHO Expert Committee on Specifications for Pharmaceutical 

Preparations: thirty-ninth report. Geneva: World Health Organization; 2005: Annex 5 (WHO 

Technical Report Series, No. 929).   

11. Position paper on control of impurities of pharmacopoeial substances: compliance with the 

European Pharmacopoeia general monograph “substances for pharmaceutical use” and general 

chapter “control of impurities in substances for pharmaceutical use”, EMA/CVMP/059/04 

12. General guidelines for methodologies on research and evaluation of traditional medicine. 

Geneva, World Health Organization, 2000 (WHO/EDM/TRM/2000.1). 

13. WHO Expert Committee on Specifications for Pharmaceutical Preparations. Thirty-seventh 

report. Geneva, World Health Organization, 2003 (WHO Technical Report Series, No. 908)  

14. Good Manufacturing Practices for pharmaceutical products: main principles, (WHO Technical 

Report Series, No. 908, 2003 Annex 4). 

15. WHO guidelines for Good Manufacturing Practices (GMP) for herbal medicines. Geneva, World 

Health Organization, 2007.)  

16. WHO expert committee on Biological Standardization, (WHO Technical Report Series, No. 

941,2005) 

17. ISO 17034: 2016 “General requirements for the competence of reference material producers” 
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18. ISO/IEC 17043:2023 “Conformity assessment — General requirements for the competence of 

proficiency testing providers” 

19. Handling and Use of Non-Compendial Reference Standards in the OMCL Network PA/PH/OMCL 

(11) 204 R9 

20. European Network of official medicines control laboratories, Validation of Analytical Procedures 

PA/PH/OMCL (05) 47 

21. Analytical Procedures and Methods Validation for Drugs and Biologics, U.S. Department of Health 

and Human Services Food and Drug Administration 

22. ICH guideline Q2 (R1) Validation of Analytical Procedures: Text and Methodology 

23. ICH guideline Q6A Specifications: Test Procedures and Acceptance Criteria for New Drug 

Substances and New Drug Products: Chemical Substances 

24. ICH guideline Q6B Specifications: Test Procedures and Acceptance Criteria for 

Biotechnological/Biological Products 

25. ICH guideline Q3A (R2) Impurities in new Drug Substances, note for Guidance on Impurities 

Testing: Impurities in New Drug Substances 

26. ICH guideline Q3B (R2) Impurities in New Drug Products 

27. ICH guideline Q3C (R8) on impurities: guideline for residual solvents 

28. ICH guideline Q3D (R2) on elemental impurities 

29. ICH guideline Q4B (R2) on evaluation and recommendation of Pharmacopeial texts for use in the 

ICH regions 
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Dear Dr/    

 

The Egyptian Pharmacopoeia Staff presents you with its sincere greetings and 
appreciation.  

“Concerning the process of the developed monographs' participation in the Egyptian 
Pharmacopoeia” 

Here, we present you with some highlighted API & pharmaceutical products, please 
submit the following requirements  
CADC conformations, Composition declarations, MOA and their validation data.     
 

Thank you, and looking forward to receive your response.   
   
With kind regards,     
 

This letter contains confidential information, and should not be forwarded to third 
parties.   
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HerbalBiologicalVeterinaryHuman

FPP    APIFPP      APIFPP    APIFPP    API

كةتوقيع مفوض  الشر  

 التاري    خ

*For any concern regarding publishing monographs for any drug substance file or finished product 

file, please email us. 
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Technical Evaluation Report for API 

■ Monograph name / File name:   

■ Reviewer name:  

■ Reviewer date:   

■ Company name:  

■ Does the drug, substance (API) have an official monograph in any national, regional or international 

pharmacopeia? 

       □ Yes                 □ Yes with comment               □ No             □ No with comment 

  ■Are the specifications of drug substance (API) provided? 

□ Yes                 □ Yes with comment               □ No                □ No with comment  

 

■ Are methods and procedure for controlling the stated API shelf-life acceptance criteria provided? 

    □ Yes                 □ Yes with comment               □No □ No with comment  
 

State them, 

□ Identification methods 

□ Assay method 

□ Impurities, (for Active pharmaceutical ingredients) 

o Volatile impurities   

o Organic impurities 

o Genotoxic impurity  

o Elemental impurities 

□ General Contaminants, (for Herbal) 

o Microbial Limits  

o Aflatoxins  

o Heavy Metals  

o Pesticides 

□ Special Contaminant 
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        ■ Specific Tests:  state them 

■ Are there any technical concerns regarding the submitted methods? 

         □ Yes                 □ Yes with comment               □ No         □ No with comment  

Comment#1 

 

 

■Are validation protocol, report and data (chromatograms and charts) for all methods of analysis 

provided? 

          □ Yes                 □ Yes with comment               □ No             □ No with comment 

Comment #2 

 
 

■ Is the submitted validation data demonstrate the suitability of test methods for their intended purpose? 

  □ Yes                 □ Yes with comment               □ No           □ No with comment 

Comment#3: 

 
  

■ Is there Packaging and Storage statement:  

           □ Yes                                   □ No 

■ Labeling 

          □ Yes                                   □ No 

 ■ General Conclusion: 

         □ Accept                   □ Conditional acceptance*                       □ Reject  

In case of conditional acceptance, state the requirements 

 Requirements# 

 

* Conditional acceptance depends on the submitted requirements, and may convert into reject if the 

submitted requirements are found unacceptable and may convert into accept if the submitted requirements 

are found acceptable.  
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Technical Evaluation Report for FPP 

■ Monograph name / File name:   

■ Reviewer name:  

■ Reviewer date:   

■ Company name:  

■ Is the drug product registered? 

□Yes                               □ No 

■ Is the submission of approval regulatory documents present? 

□Yes                               □ No 

■ Does the drug, substance (API) have an official monograph in any national, regional or international 

pharmacopeia? 

      □ Yes                 □ Yes with comment               □ No                    □ No with comment 

Comment#: 

  
 

■ Are specification of drug substance (API) used in the manufacture of the drug product provided? 

             □ Yes                 □ Yes with comment               □ No                    □ No with comment 

 ■ Is drug product composition provided? 

             □ Yes                 □ Yes with comment               □ No                     □ No with comment  

■Are drug product shelf-life acceptance criteria provided? 

  □ Yes                 □ Yes with comment               □ No                     □ No with comment 

■ Are methods and procedure for controlling the stated drug product shelf-life acceptance criteria 

provided? 

            □ Yes                 □ Yes with comment               □ No                     □ No with comment  
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■ Are validation protocol, report and data (chromatograms and charts) for identification, assay, organic 

impurities present? 

           □ Yes                  □ Yes with comment                 □ No                  □ No with comment  

■ Is the submitted validation data demonstrate the suitability of test methods for their intended purpose? 

Comment #:  

 
 

■ General note: 

 

  

■ General Conclusion: 

   □ Accept                   □ Conditional acceptance*                       □Reject  

In case of conditional acceptance, state the requirements 

 Requirements# 

 

* Conditional acceptance depends on the submitted requirements, and may convert into reject if the 

submitted requirements are found unacceptable and may convert into accept if the submitted requirements 

are found acceptable   

 

 

 

 

Comment # 
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Laboratory Verification Analysis Request 
● Requested test: 

……………………………………………………………………………………………………. 

● Sample/Study Information: 
Sample Name (if not 

blinded sample): 

 Batch Number (if not 

blinded sample): 

 

Sample Code:  Special 

technique/equipment: 

 

Required Test for Analysis  Time frame for  

required analysis/test: 

 

No. of containers/dosage 

form per container sent: 

 Reference 

used/specifications: 

 

Storage conditions 

(Temperature/ Humidity): 

   

● Comments and any attached documents: 
……………………………………………………………………………………………………………………………………………………………… 

Prepared by  Reviewed by Approved by 

Name: Name:                                                    Name: 

Position: Position: Position: 

Signature: Signature: Signature: 

Date: Date: Date: 

● Request directed to: 
………………………………… …………………………………………………………………. 

● Decision: 
Yes        , Expected time frame for required analysis/test: ………………………………………… 

No         , justify: …………………………………………………………………………………… 

● Declaration 
I declare that all the analysis of the above-mentioned sample will be done in our lab 
according to the required conditions with impartiality, confidentiality and accuracy, and 
I am responsible for those results. 

Prepared by  Reviewed by Approved by 

Name: Name:                                                    Name: 

Position: Position: Position: 

Signature: Signature: Signature: 

Date: Date: Date: 
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Laboratory Verification Analysis Report 

Unit Name: ……… 
 

Report Code  

Date of receipt  

Date of Analysis  

Company Name  

Sample Name  

Protocol Name  

Batch No  

Method used / references   

Manufacture Date  Expiry Date  

Testing results  
Within/out of 

Specification 
 

Analyst  Date  

Unit Technical Manager  Date  

Unit Manager  Date  

Expanded uncertainty at K=2 (if required): …………………………………… 

Opinion and Interpretation: 

………………………………………………………………………………………………………………………

…………………………………………………………………………… 

Approved by: 

Lab General Manager                                                                           Date: 
....................................................                                                              ………………………. 

Results in this report are related only to the item tested. 

Report shall not be reproducing except in full without approval of the laboratory.  

Laboratory shall keep confidential all information obtained or created during the performance of the 

laboratory activities except as required by law. 

Laboratory isn't responsible for sampling (samples have been provided by the customer) and the result apply 

to the sample as received. 

Report shall not be reissued without written approval of the unit manager. 

 

-------------------------------------End of Report-------------------------------------------------------------------- 
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Review form 

Reviewer Information 

Monograph Information 

Reviewer’s Comments 

Recommandation 

Kindly mark with an X 

Name  

E-Mail  

Title  

Affiliation  

Country  

Specialization  

Monograph Title  

Date Received  

Date to Send Review Report  

<<define any section or title if 

needed>> 

1.  

2.  

3.  

    4. 

    5. 

    6. 

Accept As Is  

Requires Minor Corrections  

Requires Moderate Revision  

Requires Major Revision  

Rejection (Please provide reasons)  
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General Chapter Title 
 

 

Introduction 
 

 

 

 

 

 

 

APPARATUS 

 

 

 

 

 

PROCEDURE 

 

 

 

INTERPRETATION 

 

 

 

 


