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RISDIEDv1-2012 :

Republic of Lebanon ;r
Ministry of Public Health -
Dept. of Medicines Import/ Export

Requirements for Bioequivalence Study checklist

Title:
Study title:
Date of the study: b
“dd/mm /yy
Name and dosage of the active ingredient: /
Test product:

Reference product:

Name of sponsor or manufacturer:

Address of sponsor or manufacturer:

Name of clinical laboratory:

Country of clinical laboratory:

Certificate of GLP from Health authorities of country of clinical laboratory:

Name of the clinical investigator:

Country of the clinical investigator:

Certificate of GCP from Health authorities of country of clinical investigator:

Date:  / /

Name and Signature of Authorized Pharmacist:

www.moph.gov.1b 1/4 info{@moph.gov.lb



RISDIEDv1-2012

Title Page Remarks

1.Study resume

1.1- Name, and signature of the investigator

(s).

1.2- Name, and signature of the clinical
investigator (s).

1.3- Product information (Pharmacology,
Pharmacokinetic)

1.4- Summary of Bioequivalence study.

1.5- Summary of Bioequivalence data.

1.6- Figure of mean plasma concentration-
time profile.

1.7- Figure of mean cumulative urinary
excretion (if used).

1.8- Figure of mean urinary excretion rates

(if used).

19- Planned Sample size

2.In vitro testing.

2.1- Dissolution testing

2.2- Dissolution assay methodology.

2.3- Content uniformity testing.

3.Study designs.

3.1- Introduction.

3.2- Summary and type of the study.

3.3- Study Protocol.

3.4- Demographic characteristics of the
subjects.

3.5- Informed consent form.

3.6- Details of clinical activity.

3.7- Deviations from protocol.

3.8- Adverse reactions report.

4.  Assay Methodology and Validation.

4.1- Assay method description (including
description of the order analyzing real
samples and quality control samples.

4.2- Validation procedure.
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RISDIEDv1-2012

Title Page Remarks

4.3- Summary of validation.

4.4- Data on linearity of standard
samples supported with chromatograms.

4.5- Data on inter-day precision and
accuracy of low, intermediate & high
concentration with chromatograms

4.6- Data on intra-day precision and
accuracy.

4.7- Figure for standard curve (s) for
low/ high ranges.

4.8- Chromatograms of standard and
quality control samples. Complete serial
chromatograms for 5- 20% of subjects.

4.9- Data demonstrating stability of
samples.

4.10- Short-term stability of the lowest
concentration.

4.11- Long-term stability of the lowest
concentration.

4.12- Freeze- thawing stability of lowest
concentration.
5. Pharmacokinetic parameters.

5.1 Table and figure of mean plasma
concentration-time profile.

5.2 Table and figure of individual subject
plasma concentration time profiles.

5.3 Figure of mean accumulative urinary
excretion (if applicable).

5.4 Figures of individual subject cumulative
urinary Excretion (if applicable).

5.5 Figure of mean-urinary excretion rates (if
applicable).

5.6 Figures of individual subject urinary
excretion rates.

5.7 Results of analyzed data arranged by,
Drug/period,

5.8 Drug/sequence for volunteers.

6.  Statistical Analysis

6.1 Statistical consideration.

6.2 Summary of statistical significance.

6.3 Summary of statistical parameters.

www.moph.gov.lb 3/4 infof@moph.



RISDIEDv1-2012

Title

Page

Remarks

6.4 Analysis of variance (ANOVA).

6.5 Parametric and additional nonparametric
optional 90% confidence Intervals (lower
limit, upper limit and point estimate)

6.6 Two one-sided t-test (lower limits, upper
limits of the calculated test statistics and the
tabulated t-value).

7.  Appendices

7.1 Analytical raw data (copies of
chromatograms should be provided as
obtained from the instrument showing
retention time and integrated peak areas)

7.2 Medical record and clinical reports.

7.3 Print out of pharmacokientic analysis
(optional).

7.4 Print out of statically analysis (optional)

Date: _ / /

Name and Signature of Authorized Pharmacist:

www . moph.gov.lb
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infof@moph.gov.lb




Republic of Lebanon :"’
Ministry of Public Health e

Dept. of Medicines Import/ Export

Requirements for Drug Substance and finished Product Checklist
gl iiall g dlladl) Balall AuiVasall 5 gad) Al Al 4y gllaal) il diioeal)

Name of the product:

Name and dosage of the active ingredient: /

Pharmaceutical form:

Primary container:

Name of manufacturer:

Address of manufacturer:

Name of the Agent:

Date: _ / /

Name and Signature of Authorized Pharmacist:

www.moph.gov.1b 173 infof@moph.gov.lb



Volume Remarks
Section Quality /Page
number
3.2.S | Drug Substance (name of the active ingredient, manufacturer):
3.2.8.1 General Information (name of drug substance, manufacturer).
3.2.8.1.1 | Nomenclature.
3.2.5.1.2 | Structure.
3.2.5.1.3 | General Properties.
3.2.5.2 Manufacture (name, manufacturer):
3.2.8.2.1 | Manufacturer(s) .
3.2.5.2.2 | Description of Manufacturing Process& process controls.
3.2.5.2.3 | Control of Materials
3.2.5.2.4 | Control of Critical Steps& intermediates.
3.2.8.2.5 | Process Validation.
3.2.8.2.6 Manufacturing Process Development
3.2.8.3 | Characterization(name, manufacturer)
3.2.5.3.1 | Elucidation of Structure and other Characteristics (name, manufacturer)
3.2.8.3.2 | Impurities (name, manufacturer)
3.2.5.4 | Control of Drug Substance (name, manufacturer)
3.2.5.4.1 | Specification.
3.2.5.4.2 | Analytical Procedures.
3.2.S.4.3 | Validation of Analytical Procedures.
3.2.8.4.4 | Batch Analysis.
3.2.5.4.5 | Justification of Specification
3.2.5.5 | Reference Standards or Materials (name, manufacturer).
3.2.5.6 | Container Closure System(name , manufacturer)
3.2.8.7 | Stability(name, manufacturer)
3.2.5.7.1 | Stability Summary and Conclusions.
3.2.8.7.2 | Post-approval Stability protocol & Commitments.
3.2.5.7.3 | Stability Data
3.2.P | Drug Product:
3.2.P.1 | Description and Composition of the Drug Product.
3.2.P.2 | Pharmaceutical development
3.2.P.2.1 | Components of the Drug Product
3.2.P.2.1.1 | Drug Substance.
3.2.P.2.1.2 | Excipients .
3.2.P.2.2 | Drug Product
3.2.P.2.2.1 | Formulation Development.
3.2.P.2.2.2 | Overages.
3.2.P.2.2.3 | Physiochemical & biological properties.
3.2.P.2.3 | Manufacturing process development.
3.2.P.2.4 | Container closure system.
3.2.P.2.5 | Microbiological attributes.
3.2.P.2.6 [ Compatibility.
3.2.P.3 | Manufacture
3.2.P.3.1 | Manufacturer(s) .
3.2.P.3.2 | Batch Formula.
3.2.P.3.3 | Description of Manufacturing Process and Process Controls
3.2.P.3.4 [ Control of Critical steps& intermediates.
www.moph.gov.Ib 213 info@moph.gov.lb




3.2.P.3.5 | Process validation
3.2.P.4 [ Control of Excipients
3.2.P.4.1 | Specifications.
3.2.P.4.2 [ Analytical Procedures.
3.2.P.4.3 | Validation of Analytical Procedures
3.2.P.4.4 | Justification of specifications.
3.2.P.4.5 | Excipients of Human or Animal Origin.
3.2.P.4.6 | Novel Excipients.
3.2.P.5 | Control of Drug Product
3.2.P.5.1 | Specification(s)
3.2.P.5.2 | Analytical Procedures.
3.2.P.5.3 | Validation of Analytical Procedures.
3.2.P.5.4 | Batch Analyses
3.2.P.5.5 | Characterization of Impurities.
3.2.P.5.6 | Justification of Specification.
3.2.P.6 | Reference standards or materials.
3.2.P.7 | Container Closure System.
3.2.P.8 | Stability :
3.2.P.8.1 | Stability Summary and Conclusion
3.2.P.8.2 | Post-approval Stability Protocol and Stability Commitments.
3.2.P.8.3 | Stability Data
3.2.P.8.3.1 | Real Stability Data.
3.2.P.8.3.2 | Accelerated Stability.
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