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: Flowchart .Y

' Regulatory Guide concerning Changing_Type of License of Human Pharmaceuticals

after presenting it to the technical committee and in case of its approval

Under Registered Product

Registered Product
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10 be submitted as a new product to the
Evaluation Unit of Registration requests for
Human Pharmacauticals forissuing a new

LJ;J

to be submitted as a new product to the Evaluation
Unit of Registration requests for Human
Pharmaceuticals in accordance with EDA
Chairman decision 450/2023 & its requiraments

to be submittad to the Administration of
Human Pharmaceuticals Regulatory Affairs

l

I, Z v

EDA Chairman EDA Chairman
dacision 450/2023 decision 450/2023
third case first case
(Box Closed) (Box open)

registration request approval in accordance with B

EDA Chairman decision 450/2023 & its
requirements
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In Case of Re-Reg inCaseof |
submitted to reissue Registration License
preliminary Approval is still valid |
for re-reg or for submitted to reissue|
issuing the Re- the Registration
istration i li with the
with the same Re- same Registration
Registration number number
\. J A 4

-The Applicant shouldn't exceed any deadlines stated in the relevant ministerial decree or EDA decree .
~The Applicant should pay the fees in accordance with the services fees approved by EDA Chairman .
-The Applicant should direct to the relevant department within 15 working days from the date of issuing the letter to the company otherwise the

‘approval will be cancelled

-In Case of products previously submitted according to EDA Chairman decision 450/2023, previous studies can be taken into consideration
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