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APPLICATION FORMS FLOW

Application forms are submitted by
hand to the Reg. Secretary Office

Excluded Incomplete forms

Forms to be applied
to Standing
Committe

Decision

Rejected Accepted

Revision of forms by Reg.
department staff

Complete forms

Classification of
forms by
Reg.deparment Staff

Pricing Submission of
files



Submission of Samples

FILES FLOW

Accepted Forms

Submission of Reg. File to the Reg.

Complete File

Tech. Revision of files by

Present to standing

Committee

(only for satisfactory files)

Accepted

Registration
Certificate

First Consignment
Analysis

Rejected
(Unsatisfa
ctory files)

Secretary Office
(first check)

Incomplete File

Returned to applicant

Request Further The Requested
Requirement Via Documents are
Reg. Secretary Office received by Reg.
(once only) Secretary Office

Return the File
to applicant



Check List



1. Covering Letter



2. Application form.



3. Certificate of a

pharmaceutical product
(CPP).



4. Registration licensing
or

authorization 1n other
countries.



5. Composition
formula



6. Properties of the Active

pharmaceutical
ingredients (API).



/. Certificate of
Active
Pharmaceutical

Ingredient (AP



3.Certificate(s) ot Analysis
of Inactive
Pharmaceutical
Ingredient (s) -



9. Manufacturing
procedure for the
finished product.



10. In process control .



11. Description of the
finished product.



12. Specifications of the
finished product.



13.Method of analysis of
the finished product.



14.Validation of the
method of Analysis of the
Finished Product .



15. Certificate of analysis
of finished product.



16. Containers, Closure
system (s) and other
packaging .



17. Stability data.



18. Description of the
package size.



19. Leaflets of the
product.



20. Labels of the product
(Inner & outer packaging).



21. Clinical data



22. Withdrawing of the
product from market (s).



23. Efficacy report



24. Dispensing category in
the country of origin.



25. Samples
For Committee
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Generic name | Tobramycin 0. 3 % + No of 2 |Noof |1
Dexamethasone 0.1% submitted similar

Submitted forms
No Code Origin  Reg. in other C&F / ml

countries

179 Greece Yes € 0.3120

$0.3806
2 675 Pakistan No $0.324

c sl (il el aalatia) 5 il cua ) @lld 5 2004/24 Al a4 el Jali S5 79 jasiill
Lol Gl el alaial b i) I elld g 2004/31 daad 8 4 ylail) Jali S5 675 sl
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Naproxen 500&550 *mg tab

No of
similar

No of
submitted

Generic
name

submitted forms

No Code Origin Reg. in Submit. N e AvAlability

other before
countries

Cyprus  No No
Egypt No Yes
Turkey  No No 3 Jordan
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