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Guidance for submission for Changing Applicant for Under-registration Imported Human
pharmaceutical product

Scope:
This guidance applies for any Under-registration Imported human pharmaceutical.

Objective:

This guidance aims to provide companies with the documents required for Changing Applicant for Under-
registration Imported Human pharmaceutical product

Items 4 gthall (3) W) Original | Copy | Original
to review
1- Covering letter (new applicant) (22 Qi) il 280) 38580 (g0 ad ) N
signed and stamped showing that the | 48l sal) 84S 2l Calla 4 laia ga o sida g Maine
company asking for approving el 1A oS3 Jraoutl) s aaie yuas e
changing the applicant with product O l 5 Ll sl 5 60 38 S g ¢ uaniionall
name, generic details, Concentration, | u=! Company profile code Js gl
license holder, manufacturer and Al
company profile code LIS Jady a3l Calall o) 48 58 sgas a)
(With the company's undertaking that (4300 (S peasiiall s jaliall el gall
the file submitted includes all
approvals issued for the product to
date )
2- Registration request Approval Jaanill alla 4881 ga Y N
3- Documents showing that the product el sa) 8Lk J ke peasivd) ol side -Y
is still valid: -Jaanddl)
= Scientific Committees approval 2ile gl aadiall Lpalell lalll 438) g m ~
or submission (if found) saaaall Algall i paiill
= Naming Approval or ile ol yaatudll g el 4l dd) e ~
Submission saxaall Agall i paiill
= Pricing Approval or Submission adiill adle ol jumaiuall 3yl 46l e m ~
Baxsall Algall 8
=  Pharmacovigilance Approval or el agile o sl AlaE)) AE) e o N
Submission (if found) sl Mgl
= Or any other documents. .. Al Ot gl . <
4-  CPP showing that the product is O e o 30 (CPP) (Ao puasiiabilgd - N N
registered and actually in the market e ) gl ALl (8 Jghaia g Jaase umniidll
of the exporting country. (Valid and (o A8 ga g Al B ) )5 (e e si8a 5 Ay jlu)
signed from ministry of health and ez BG4 peaall 3 5laull g 4y Hladl) 48 2l
legalized from the chamber of (e 7 oaiesall ol
commerce and Egyptian embassy)
5- Authorization letter for the new Joala 38,80 (e (g gt el 0 N N
applicant. (Valid and legalized from o) sl Gl Gilla adial jaaiill
the chamber of commerce and a5 jland) s 4y jladll 4d el (e (3isas
Egyptian embassy) (e zoaieal) al) e AN
(Please submit a translation of the A 55 380 e il ey 5 jliaa) ae)
letter from an accredited (Mira
translation
center)
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6- Termination letter for the old Aaalia 48 3al (g il el lad 1 N N
applicant (legalized from the el Joadl) alla adia g pianiiull
chamber of commerce and Egyptian A peaall 3 jlidl 5 Ay Hlaill 48 2l (e (Fisa )
embassy) (Lo 7 aieal) ALl (ge Al
(Please submit a translation of the daa i JSa (e Gilbdll das i s aa)
letter from an accredited (Maira
translation center)
7-  Submit Receipt of 1000 L.E stamped | Zdlal 5 )Y (e a side Lain all 4308 Juay) -V N
from Financial department, General By 5 A pall calubead) g ashaddll € 5a
Aldministrgtign of ll)rudg Policy & e &2 ddanall il juaaiosall 4 58 all
Plannin entral Administration o e T
of Pharr%aceutical Products written e
on it all generic details & purpose
8- A copy of the importer's register of s adial 0 ; sisall Jass 28 (1 3y pm -A N

the new applicant.

sl Jiaal)
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