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Template of Evalution

Bioavailability/Bioequivalence

Name of trainee: .........................

Faculty of Pharmacy — University: ..............

Training site: .............. Training period: from .../ .../....to .../.../ .....

Aim of the training round: Through bioavailability/bioequivalence training, students
get acquainted with the basic skills to compare reference drugs with generics on
basis of pharmacokinetic profiles. They can utilize different tools/techniques for
drug analysis, method development, and data analysis. Students learn how
similarity factors are calculated, and how decisions are made in bioequivalence

studies. They recognize and adopt ethical, legal, and safety guidelines for handling

and disposal of biologicals and pharmaceutical materials/products. Finally, they

gain knowledge about the regulations of the Egyptian Ministry of Health for drug

registration.

Competencies Key Performance Evaluation Elements | Rating (Max=4)

Element .
No Please rate the trainee’s 1|2|3|4|NA*

No | performance in the following
areas:

2-2- Standardize Identifies, analyzes, and
pharmaceutical materials, standardizes pharmaceutical
formulate and products in authentic and
biological samples.
manufacture Applies the basic
pharmaceutical products, requirements of

and participate in systems quality management system
for dispensing, storage, in analyzing pharmaceutical
and distribution of products.
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medicines. Develops the appropriate
methods for analysis of drugs
in different dosage forms.
Recognizes the principles of
various tools and instruments.
Adopts the principles of
pharmaceutical calculations,
biostatistical analysis,
pharmacokinetics, and
biopharmaceutics and thein
applications in
bioequivalence studies.
Gets acquainted with the
basic skills to compare
reference drugs with generics
on basis of pharmacokinetic
profiles.
2-3- Handle and dispose Applies good laboratory,
biologicals and practice (GLP) principles
synthetic/natural in the
pharmaceutical bioavailability/bioequivalence
materials/products study.
effectively and safely with Recognizes and  adopts
respect with relevant laws ethical, legal, and safety
and legislations. guidelines for handling
and disposal of
biologicals, and
pharmaceutical
materials/products.
2-5- Contribute in Fulfills the requirements oOf
pharmaceutical  research the regulatory framework to
studies and clinical trials authorize a brand/generic
needed to  authorize medicinal product including
medicinal products. quality, stability, safety, and
efficacy requirements.
Applies and follows the
regulations of the Egyptian
Ministry of Health for drug
registration.
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Retrieves information about
drugs and methods of
analysis from trusted sources
and approved references.
Interprets the experimental
results of the
pharmacokinetic/stability
study and evaluates the inter-
related factors.

11

NA, not available
The total points scored by the trainee X100 % =

No. of evaluation elements X 4
(% mark should not be less than 60% to pass the training round)
The Final Result:

« The trainee has successfully passed the training round (... %)

- The trainee has to repeat the training round (unexcused absence of more than

25% of the training hours,
« The trainee has to repeat the training round (did not obtain the minimum level to
pass the training round; 60%).

Signatures of preceptors:

For the Training Site: For the Faculty of Pharmacy:

Signature: Signature:

Stamp: ......coooiiii Stamp: ...




