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8. Compliance Certificate for GMP in case of producing
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Application Form
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1. Application 2. Summary of 3. Protocol & 4. Institute 5. EC Approval 6. Subject 7.1B and 8. Subject Diary 9. Insurance
Protocol Agreement on Approval Informed Consent Summary of
Protocol form Product
Charicteristics
.?\ h\ E ‘ ‘i ‘:\"In E' =
. 4 ) |
L f [ b &
10. CV of 11. e-CRF 12. Trial Product 13. Lab Manual 14. Patient 15. BG Meter 16. List of 17. Visit Activity 18. Appreciation
Investigators Consumption Plan Reporoted Manual Participating Sites overview items for the
Outcome PROs from Egypt subject
E s | R
SO Sy ) ] ‘ §
- 3 b | N
! ! S
19. Subject ID 20. Labels of Trial 21. Dosing 22. Patient's 23. Cheque Cover letter

card Product guidance materials
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List of Amendment Cases
Jadal) el daild

1. Amendments related

to the protocol

* Purpose of trial -- Design of trial -- Informed consent -- Recruitment procedure

* Measures of efficacy -- Schedule of samples -- Addition or deletion of tests or measures

» Addition of a new test or procedure intended to improve monitoring for, or reduce the risk of, a
side effect or adverse event; or elimination of a test intended to monitor safety.

* Number of participants -- Age range of participants -- Inclusion criteria -- Exclusion criteria

« Safety monitoring

* The expected duration of subject participation, and a description of the sequence and duration of
all trial periods, including follow-up, if any.

* Duration of exposure of individual subjects to the drug beyond that described in the current
protocol

* Change of posology of the investigational medicinal product(s) -- Change of comparator

« Statistical analysis

2. Amendments related

to the trial
arrangements

 Change of the principal investigator or addition of new ones (NB this mea
in each Centre) o . :
* Change of the trial site or addition of new sites *Hrectoryy, 'R oy,

* Change of sponsor or legal representative -- Change of the CRO agsigned SIgﬂIfIC@\nt ‘fa&ks‘ al
* Change of the date defined for the end of the trial.

» Name(s) and address (es) of the clinical laboratory (ies) and
department(s) and/or institutions involved in the trial.
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Amendments related
to the investigational
medicinal product

Product quality data
Manufacturer(s) of
active substance

* Addition to stability data/change of expiry date -- Change of formulation

* Additional toxicology data.

*» Change of name or code of IMPs -- Immediate packaging material.

*Description and justification for, the route of administration, dosage, dosage regimen, and
treatment period (5).

» Manufacturing process of the active substance — Specifications of active substance.

» Manufacture of the medicinal product -- Specification of the medicinal product.

* Specification of excipients where these may affect product performance.

«Shelf-life including shelf life after first opening and reconstitution -- Major change to the
formulation.

* Storage conditions.

* Test procedures of active substance -- Test procedures of the medicinal product.

» Test procedures of non-pharmacopoeia excipients

Changes to non-
clinical
pharmacology and
toxicology data where
this is relevant to the
ongoing trials (i.e.
altered risk: benefit
assessment.

For example concerning:

* Results of new pharmacology tests

» New interpretation of existing pharmacology tests
* Result of new toxicity tests

» New interpretation of existing toxicity tests

* Results of new interaction studies

Changes to clinical
trial and human
experience data
where this is relevant
to the ongoing trials
(i.e. altered risk:
benefit assessment).

For example concerning:

» Safety related to a clinical trial or human experience with the investigational medicinal product

« Results of new clinical pharmacology tests

» New interpretation of existing clinical pharmacology tests

* Results of new clinical trials

» New interpretation of existing clinical trial data

* New data from human experience with the investigational medicinal product

* New interpretation of existing data from human experience with the investigational medicinal
product
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Study Annual Follow up

A i) Aaglial) ga Jpaacl

Study Annual Follow up with Amendment
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Event Timeline Submission Type
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o 1t Notification Within 24 hours
Fatal/Life-threatening SUSARs | e Should be Completed & submitted

within 14 days. CIOMS Form (No other format
Ngtlonal Other SUSARS N is accepted) via E-Mail
Aalaall Complete Report within 14 days

Serious Expected ADRs \ SAE

To be collected and submitted as one | Line listing (preferred to be on

Non Serious : : .
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