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Abbreviation
EgyP

RS

API

FPP

EgyP RS

ISO

IEC

PT

Definition

Egyptian Pharmacopeia

Reference Standard

Active Pharmaceutical Ingredient

Finished Pharmaceutical Product

Egyptian Pharmacopeia Reference Standard
International Organization for Standardization
International Electrotechnical Commission

Proficiency Testing
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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).

Position paper on control of impurities of pharmacopoeial substances: compliance with the
European Pharmacopoeia general monograph “substances for pharmaceutical use” and general
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. General guidelines for methodologies on research and evaluation of traditional medicine.

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

WHO Expert Committee on Specifications for Pharmaceutical Preparations. Thirty-seventh
report. Geneva, World Health Organization, 2003 (WHO Technical Report Series, No. 908)

Good Manufacturing Practices for pharmaceutical products: main principles, (WHO Technical
Report Series, No. 908, 2003 Annex 4).

. WHO guidelines for Good Manufacturing Practices (GMP) for herbal medicines. Geneva, World
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941,2005)
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ICH guideline Q3C (R8) on impurities: guideline for residual solvents
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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 APl & 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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Human

Veterinary

Biological

Herbal

API

FPP

API FPP

API FPP AP| FPP
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*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
m Monograph name / File name:
m Reviewer name:
m Reviewer date:
m Company name:

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

o Yes 0 Yes with comment o No 0 No with comment
mAre the specifications of drug substance (API) provided?

o Yes o Yes with comment o No o No with comment

m Are methods and procedure for controlling the stated API shelf-life acceptance criteria provided?
o Yes O Yes with comment oNoo No with comment

State them,
0 Identification methods
O Assay method
o Impurities, (for Active pharmaceutical ingredients)
o Volatile impurities
o Organic impurities
o Genotoxic impurity
o Elemental impurities
o General Contaminants, (for Herbal)
o Microbial Limits
o Aflatoxins
o Heavy Metals
o Pesticides

o Special Contaminant



m Specific Tests: state them
m Are there any technical concerns regarding the submitted methods?

O Yes O Yes with comment o No o No with comment

Comment#1

mAre validation protocol, report and data (chromatograms and charts) for all methods of analysis
provided?

o Yes o Yes with comment o No o No with comment

Comment #2

m [s the submitted validation data demonstrate the suitability of test methods for their intended purpose?

o Yes o Yes with comment o No o No with comment

Comment#3:

m Is there Packaging and Storage statement:

O Yes o No
m Labeling
O Yes o No

m General Conclusion:
o Accept o Conditional acceptance” o 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.

....................................... oAUl gl
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Technical Evaluation Report for FPP

m Monograph name / File name:
m Reviewer name:
m Reviewer date:
m Company name:
m [s the drug product registered?

oYes 0 No
m [s the submission of approval regulatory documents present?

oYes o No

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

O Yes O Yes with comment o No o No with comment

Comment#:

m Are specification of drug substance (API) used in the manufacture of the drug product provided?
o Yes o Yes with comment o No o No with comment
m [s drug product composition provided?
o Yes o0 Yes with comment o No o No with comment
mAre drug product shelf-life acceptance criteria provided?
o Yes o0 Yes with comment o No 0 No with comment

m Are methods and procedure for controlling the stated drug product shelf-life acceptance criteria
provided?

O Yes o Yes with comment o No o No with comment

....................................... oAUl gl



m Are validation protocol, report and data (chromatograms and charts) for identification, assay, organic
impurities present?

O Yes O Yes with comment o No o0 No with comment

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

Comment #:

m General note:

Comment #

m General Conclusion:
o Accept o Conditional acceptance” oReject

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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Laboratory Verification Analysis Request

eRequested test:

e Sample/Study Information:

Sample Name (if not

Batch Number (if not

blinded sample): 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):

e Comments and any attached documents:

Prepared by Reviewed by Approved by
Name: Name: Name:
Position: Position: Position:
Signature: Signature: Signature:
Date: Date: Date:

e Request directed to:

e Decision:
Yes , Expected time frame for required analysis/test: ............cooiviiiiiiiiiiiiiiiii
No L JUSTIE Y

eDeclaration

| 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
| 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 Names cececeees

Report Code

Date of receipt

Date of Analysis

Company Name

Sample Name

Protocol Name
Batch No
Method used / references

Manufacture Date Expiry Date

Within/out of
Specification

Testing results

Analyst Date

Unit Technical Manager Date

Unit Manager Date
Expanded uncertainty at K=2 (if required): .....cccceeereinineiiiernreecnccrensennns

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--------- -

....................................... oAUl gl
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¥ Active Substance

name32.5

GEMERAL INFORMATIOMN 3252
MNOMEMCLATURE 32512

Chemical name

MM or Common mnanme

CAS number

STRUCTURE 32312

Structural formula

Molecwlar formula

Molecuwlar mass

GEMERAL PROPERTIES 32513
Definition:

Appearance:

Solubility:

mREelting Point:

COMNTROL OF DRUG SUBSTANCE 3254
CHEMICAL TEST 32542
IDEMTIFICATION

A. Infrared Spectrosospy

Caomphy with the GERNERAL CHAPTER OF
SPECTROSCOPIC IDENTIFICATION - Infrared

Spectroscopy (S.1.4 nad]

ASSAY
Ligquid Chromatography

Comply with the GSEMNERAL CHAPTESR

OF

CHROMATOGRATHY (B.3.1]

Procedure

riobile phase:

Dilwent:

inmternal standard solution:
Standand stock solution:
standard solution:

System suitability stock solution:
System suitability solution:
Sample stock solutiom:
Sample solution:
Chromatographic System
Colusrmn:

Colurrym temperature:

Flow rate:

njection wolume:

DatechoTr:

anahytical wawvelength:
Systerm suitakility
Sample:

Suitability reguirements
Resolution:

Relative standard deviation:
Analysis

Samples:

Acceptance Ccritenias
IMIFIURITIES

RESIDUE OM BSMITION
Comply with the GERNERAL CHAPTER OF
RESIDUE ©h HGNITICHN (8.2 19}

Anahysis

Sample:

Acceptance criteria:

LIRIT OF FOREIGMN PROSTAGLAMNDHMNS
TEST1

Ligquid Chromatography
Comphy with the GEMERAL

CH&PTER

CHROMATCHESRAPHY (B.3.1]
Procedure

nobile phase:

[ T ETH=S 0

Standard solution:

Sample solwtion:

Chromatographic system
Colurrmm:

Colurmn Dempera ture:

Flow rate:

Injection wolume:

Dretbechor:

Anakhytical wavelangths
Prostagiamdim a.:
Prostagiamdim B,:

otihver foreign prostaglandins:
System suitakbility

Sample:

Suitability reguirements
Resolution:

Relative standard deviation:
Analysis
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Samples:

Bcceptance Criteria

Ay

Prostaglandin B.:

Aumy foreign prostaglandin impuriny eluting

before prostaglandin &, -

bFmpurity at relative retention tame 0.6, relative

o prostaglandin &,

LINTT OF FOREIGMN PROSTAGLANDINS

TEST 2

Laguid Chromat ography

l::::-rnplgr with e GEMERAS CHAFIER {3
HECMATOERARPHY (B3 1]

Frur:.uﬁ.u-e

Mobile phase:

Sysvem suitability solution:

Stamdard solution:

Sample solution:

Chromatographic system

Do

Flowr rate:

Injaction wolumeas

etertor:

anakytical wavelengths

Prostaglandim i,

Prostaglandin Ba-

rtheer foreign prostaglamndems:

System suitability

Samples:

Surtability requirements

Resolution:

Relative standard dewviaton:

Analtysis

Samples:

Bcregtance Criteria

Sum of the impurities at relatiee retention

thamees 2.0 and 2.3:

2umy other foreign prostagiamdin impartty

eluting after prostagiandin A

To=l empurities:

SPECIFIC TESTS

WATER DETERMIMATHON

Comply with the GEMEAAL CHADTER OF WATER

DETERRIM ATION- Method 1 1B 3 15]

SN

Sarmypdas

ACCEptance Critenac

PACEAGING AMD STORAGE
REFEREMCE STANDARDS

Comply with the GEMERAL CHAPTER OF
BEFEREMCE STAMDARDS {B.6.13)
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M Drug Product name

DEFIMITION

CONTROL OF DRUG PRODUCT #2375
IDEMTIFICATION

.

B.

AS5AY

Liguid Chromatography

Comply with the SEMERAL CHAPTER OF
CHROMATODGERSFHY (B.3.1]

Procadure

Buffer:

rlohile phase:

D huesnit:

standard solution:

Sample solution:

Chromatographic system
Colusmnm:

Flowe rate:

njection wodumea:

Detechor:

Fourrm e

System suitability

Sample:

Suitahility requirements
Tailing factor:

Relative standard deviation:
Analysis

Samples:

Acceptance criberia:
OTHER COMPOMENTS
CONTEMT OF BENZYL ALCOHOL (if present)
Gas Chromatography
Comply with the GEMNERAL CHAPTER OF
CHROMATDGRAFHY [(B.3.1]
Procedure

mternal standard solution:
Standard stock solution:
standard soluticn:

Sample stock solution:
Sample solution:

Blank:

Chromatographic system
Colusrim:

Temperatures

Imjection port:

Corlurmn:

Detector:

Carrier gas:

Flows rate:

Enjection wolumea:

Injection type:

Datector:

System suitability

Sample:

Suitabkility reguirements
Relative standard dewviation:
Analysis

Samples:

Acceptance criteria:c
IMIPURITIES

LINIT (OF IOEADE
Ultraviolet-visible Spectroscopy
comply with the SENERA] CHAPTER OF
ULTRAVIDLET-WVISIBLE SPECTROSCOPY [(B.3:2)
Procedure

Amiodarone stock solution:
Potassium icdide solution:
Patassivm iedate solution:
Standard solution:

Sample solution:

Blank:

Instrumental conditions
anakhrtical wavelength:

Ceil:

Analysis

Samples:

Acceptance criteria:
ORGANIC IMPURITIES
Ligquid Chromatography
Comphy with the GEMERAL CHAPTER OF
CHROMATOGRAPHY (B.3.1]
Procedure

Bauffer:

mtobile phase:

Ol lwemit
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Standard stock solutiom &80
Standard stock solutiocm B
Standard solhotion:
Sample soluUtson:
Chromatographic systeam
Columrem:

TermpearatEres
Autosampier:

ool T s

Flows rate:

Imjectiomn wil urmes

Dt chor:

R timmse:

System suitakbeility
Samuple:

Suitability reguirements
Resolution:

Tailing factor:

Relative standard dewviation:
Analysis

Samuples:

Acceptance CriferiEs
SPECIFIC TESTS

e

caormephy witth the GERERAL CHEPTER OF oH

[B.Z.23)

Acosptanoe Criteria

PARTHULATE RMATTER IM 1RNIECT NS

Coxmphy with the GEMNERAL CHAPTER OF

PARTICLIEATE FBMATTER IM IMNIECTHEMNS- Semall-

wolhsne Injections (8.3 .3

Acoeptance Criterias

BACTERLAL EMDOTOMIMS TEST
Complhy with the GEMNERAL CHAFTER OOF

BACTERIAL END-OTOMIMNSG TEST [B.5.203
Acoeptanoe Ccriberiac

STERIUTY TESTS

Ccomphy with the GEMNERAL CHAFTER OF

ETERILITY TEST (B.5. 5§
Acosptance Crifteriac

Orther Requirements

Injections and Implanted Dreg Products
(Parenterals)=—Product Quality Tests
cxmphy with the SERERAL CHAPTESR OF
IMUIECTIONS SND IWNEPLAMNTED DRSS FROCLICTS
(FESAENTERSL S]|—PRODLMT CHLIALITY TESTS
(= = s ]

PACKAGIMNG AMND STORAGE
LABELIMNG

REFEREMCE STAMNMDARDS

Coosmpldy Wit the GERNERAL CHAPTER C5F
AEFEREMCE STAMIMARIDS {8 6.3 Xf
ADDITHOMAL INMPFORMATION

[See EgyP — MF of |

fd
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X Active Substance name 325

GENERAL INFORMATION 3251
MOMEMNCLATURE 32511
INM or Common name
CAS number
STRUCTURE 32512
Structural formula
Melecular formula
Molecular mass
GENERAL PROPERTIES 32513
Definition
Description
Solubility
PRODUCTION 32522
CONTROL OF DRUG SUBSTAMNCE 3252
IDENTIFICATION
A,
B. Peptide Mapping
[See BIOTECHNOLOGY-DERIWVED ARTICLES—
EEFTIDE MAPPING (D.251)
Procedure
Sulfate buffer
HEPES buffer
INSULIN DIGESTHOM
Enzyme solution
Sample solution
Standard solution
Solution A
Solution B
Mobile phase:
Chromatographic system
Comply with the GEMERAL CHAPTER OF

Suitability requirements
Resolution

Tailing factor

Chromatogram comparability
Analysis

Ssamples

Acceptance criteria

ASSAY

Liquid Chromatography
Comply with the GEMERAL CHAPTER OF
CHROMATOGRAPHY (B.3.1)

CHROMATOGRAPHY (B.3.1)
Colunmn

Flow rate

Imjection volume
Detector
Temperatures
Column

Auto sampler
System suitability
Sample

Procedure

Solution A

Mobile phase

System suitability solution
Sample solution

Standard solution
Chromatographic system
Colummn

Flows rate

Injection volume

Detector

Temperatures

Column

Auto sampler

System suitability
Samples

Suitability requirements
Resolution

Tailing factor

Relative standard deviation
Analysis

Samples

Acceptance criteria
PRODUCT-RELATED SUBSTAMNCES AND
IMPURITIES

Related Substances
Ligquid Chromatography
Comply with the GEMERAL CHAPTER OF
CHROMATOGRAPHY (B.3.1)
Procedure

Solvent

Standard solution &
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Standard solution B
Standard solution C
Sample soluticn.
System suitability solution
Solution A
Solution B
Mobile phase
Chromatographic system
Column
Flowr rate
Imjection volume
Detector
Temperatures
Column
Auto sampler
Systemn suitability
Samples
Suitability requiremments for the system
suitability solution:

Resolution

Tailing factor

Suitability requirements for the standard
solutions A-C:

Acceptance criteria

Acceptance criteria

Amnalysis

Sampile

Systemn suitability

Sample

Suitability requirements

Retention times

Peak-to-valley ratio

Amnalysis

Sample

Acceptance criteria

SPECIFIC TESTS

ZINC DETERMIMNATION

Comply with the GENMERAL CHAPTER OF ZIMNC
DETERMIMATION- Atomic Absorption Method
[B.4.27)

Acceptance criteria

BIOIDENTITY TEST

Comply with the GEMERAL CHAPTER OF

INSULIN ASSAYS (B4 37)

LOSS ON DRYING

Comply with the GENERAL CHAPTER OF
LOSS ON DRYING (8.3 161

Acceptance criteria

RESIDUE ON IGMNITION/ SULFATED ASH™
Comply with the GEMERAL CHAPTER OF
RESICHIE OM IGMNITIOMN (B 2 19)

Acceptance criteria

BACTERIAL ENDOTOXIMNS TEST

Comply with the GENERA]I CHAPTER OF
BACTERIAL ENDOTOXINGS TEST (8.5 101
Acceptance criteria

MICROBIAL ENUMERATION TEST and TESTS
FOR SPECIFIED MICRORAGANISR

Comply with the GENERAl CHAPTERS OF
MICROBION OGICAL EXAMINATICON OF
NOMSTERILE PRODLHCTS MICROBIAL
EMUMERATION TESTS (B.5.5) and TESTS FOR
SPECIFIED MICROORGCAMISIMES (B .5 5)
Acceptance criteria

PACKAGING AND STORAGE

LABELING

REFEREMNCE STANDARDS

Comply with
BEFEREMCE STANDARDS (B.6.13)

*Adopted from Ph. Eur. 10,0, 0838,
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X Drug Product name 3-2-F

DEFINITION

Drescription

PRODUCTION 3273

CONTROL OF DRUG PRODUCT 32P.3
IDENTIFICATION

AL

ASSAY
Comply with the GENERAL CHAPTER OF
CHROMATCGRAPHY [B.3.1)

Procedure

Solution A

Mobile phase

System suitability solution
Standard solution

Sample solution A

Sample solution B
Chromatographic system
Colunn

Temperatures

Colurnmn

Auto sampler

Flowe rate

Imjection volume

Detector

System suitability

Sample

Suitability requirements
Resolution

Tailing factor

Relative standard deviation
Amnalysis

Sampie

Acceptance criteria
PRODUCT-RELATED SUBSTANCES AND
IMPURITIES

RELATED PROTEIMNS
Liquid Chromatography
Comply with the GENERAL CHAPTER OF
CHREOMATOGRAPHY (8.3 11

Procedure
Solvent

Standard solution A
Standard solution B
Standard solution C
Sample solution

System switability solution
Solution A

Solution B

Mobile phase
Chromatographic system
Column

Temperatures:

Column

Auto samipler

Flow rate

Injection volume

Detector

System suitability
Samples

suitability reguirements for the system
suitability solution:
Resolution

Tailing factor

suitability requirements for the standard

solutions A-C:

Acceplance criteria

BAoceplance criteria

Analkysis

Sample

Acceplance criteria

LIMIT OF HIGH MOLECULAR WEIGHT
PROTEIMNS

Liquid Chromatography

Comply with the GEMERAIL CHAPTER OF
CHROMATOGRAPHY (B.3.1]

Procedure

Solution A

Mobile phase

Sample solution

Resolution solution

Chromatographic system
Column

Temperatures:

Column

Auto sampler



Column

Auto sampler

Flows rate

Injection volume

Detector

Equilibration

System suitability

Sample

Suitability requirements

Retention times

Peak-to-valley ratio

Analysis

Sample

Acceptance criteria

SPECIFIC TESTS

pH

Comply with the GENERAL CHAPTER OF pH
B_3 73}

Acceptance criteria

PARTICULATE MATTER IN INJECTIONS

Comply with the GEMNERAL CHAPTER OF

PARTICULATE MATTER IN INJECTIONS {B.3 431

ZINC DETERMIMNATIOMN

Comply with the CEMERAL CHAPTER OF ZINC

DETERMINATION, Procedure, AToImic

Absorption Method (B 4. 27)

Acceptance criteria

BACTERIAL ENDOTOXIN TEST

Comply with the GEMERAL CHAPTER OF

BACTERIAL ENDOTOXINS TEST {B.5.10)

Acceptance criteria

STERILITY

Comply with the GENERAL CHAPTER OF

STERILITY TEST-Membrane filtration (B.5.9)

OTHER REQUIREMENTS

INJECTIONS AND IMPLANTED DRUG

PRODUCTS

Comply with the GENERAL CHAPTER OF

INJECTIONS AND IMPLANTED DRUG PRODUCTS

[EARENTERALS)|—PRODUCT QUALTTY TESTS
B.6_1).

PACKAGING AMD STORAGE
LABELING

REFEREMNCE STANDARDS

Comply with the GENERAL CHAPTER OF
REFERENCE STANDARDS [B.6.13)
ADDITIONAL INFORMATION

{See Ph.Egy —NF )
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» FRUIT OIL name

GEMERAL INFORMATIOM

DEFIMITEROM

CHARACTERS

COMNTROL OF DRUG SUBSTAMCE

A, Identification by HPFTLC

Analysis:z

Acceptance criternia:

B. dentification by GC

Analysis:z

Acceptance criteria:

ASSAY

CONTENT OF d-CARWVOMNE

A, High Performance Thimn Ligguid
Chromatography

Comply  with the GEMERAL CHAPFTER ofF

CHROMATOCRATHY (8311
Procedure

Dl

Sm@Endard solution &A:
S@mndard solution B:
Samiple solution:
Chromatographic system
Adsorbent

Application woluma:
Dreveloping solvent system:
Spray reagemnt:

System suitability
Samples:

System suitabvility solution:
Suitability requirements:
Resolution:

Anakysis:

Samples:

Acceptance criteria:

B. Gas Chromatography

Comply with the GEMERAL CHAPTER OF

CHROMATOGSRAPHY [B.3:.1]
Procedure

Standard solution:

Sample solution:
chromatograghic system
Coodurrim:

Dreatector:

Canrier gas:

Flow rate:

Split ratio:
Temperasturs:
Colurmn

Injection port:
Dratector:

System suitability:
Samples:
Suitability requirements:
Resolution:
Anahysis:
Samples:

Cakculate the percentage content of the from

the following expression:
Reswlt = [y frs + ) = 100
Tir —
T —
Acceptanoe criterias
SPECIFIC TESTS
REFRACTIVE INDEX:-
SPECIAC GRAWITY:
OPTICAL ROTATIONMN:
ACID WFaLUIE:
ADDMTIOMNAL REQUIREMEMNTS
PACKAGING AND STORAGE
REFEREMCE STANDARDS

Camnphy with the GEHNERA|L CHAPTER OF
REFEREMCE STAMDARDS (8.6 13}
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