Central Administration of Pharmaceutical Products

General Administration of Human Pharmaceuticals Registration

Unit: Evaluation of Registration Requests for Human Pharmaceuticals.
Procedure: Submission for Change License Holder for Under-Registration Human

pharmaceutical product
Issuing Date: 07/12/2022 (Version I)

Guidance for Submission for Changing License Holder for Under-Registration Human

pharmaceutical product

Scope:
This guidance applies for any under- registration human pharmaceutical product.

Objective:
This guidance aims to provide companies with the documents required for changing license holder for under-

registration human pharmaceutical product.

Items 4 glhaal) (31,40 Original | Copy | Original
to review
1- Covering letter signed and stamped psites dine A8, e llad -] N
showing that the company asking for 458 gall A 58N a4y Tain e
approving changing license holder il A AS A jpes e
with product name, generic details, 2S Jig ¢ paniuall aul s 4y ) 5S3a
Concentration, old license holder, new sl g ¢ Aapaal) ASTLal) AS AN sl
license holder, manufacturer and S sl g Baaal) ASILl) 4S 40
Company profile code. Company profile Js gl
(With the company’s undertaking that 4,dlh p=lall code
the file submitted includes all piall caldl) o A8 5l g )
Approvals issued for the product to 3 _alall culad gall AIS Jady
date). (42l (s il
2- Latest Permission letter in case the pdia O s b e el Gaal 22 N N
applicant is a scientific office. (ole i llal)
3- Registration request Approval el alla 4380 0 -3 N
4- Documents showing that the product is & Lok Jlke peasiudl of aiile -4
still valid: sl ) o
= Scientific Committees approval or | dawaiidl sl lalll dil o0 = v
submission (for non-referenced aaaall Algall 8 a2l nida )
products) (Axa e ol Gl paaiiaall)
= Naming Approval or Submission aniuall (o ladll any) 488 g0 w N
saaaall gl 8 i) niflae
= Pricing Approval or Submission S il s paidll A8 ge  m \
s2anall Algall b a3l aiile
=  Pharmacovigilance Approval or B 5 pmsived] i) 45 e \
Submission (if found) (25 )pasal) gl S sl
=  Any other documents.... A Cltia gl m \/
5- Valid new CPP with modification 3332 (CPP) (Jaa pasiuabiles -5 N N
needed showing that the product is O 5 cthaall Jasail gy a5
registered and actually in the market of Al 8 Jghria s Jase puiaaiodll
the exporting country. (Valid and (e e sida 5 Ay ) | Lgie 215l
signed from ministry of health and 48 jall (e A8 g0 g Anall 3 ) 3
legalized from the chamber of Oe g AL A paall B jland) 5 4y sl
commerce and Egyptian embassy) (Lo goAiuall Al
Or Bl
Valid Electronic Certificate of (e paniue Jglail 4 Sl Baled
Pharmaceutical Product (eCPP) ), ), paaiuall (ls) eCPP
6- Authorization letter from the new Labia 48,0l (e (st s -6 N N
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license holder stating that it’s the new alia 4l a5 3aal) jasid)
owner and clarifying the product trade paY) a5 pe 2aadl paaiil)
name and concentration. Sl 5 inall g el
(Valid and legalized from the chamber A laal) 48 jall (e (8 90 g (5 olu)
of commerce and Egyptian embassy) AWl ez )AL 4y yuaall 5 landl
(Lo goadadl
(A translated letter from an Sm e Aadllden i jlian) ax)
accredited translation center must (e dan i
be submitted)
7- Declaration letter from the new Y 4l sauaal) AU 38 L8N (e g2t -7 N N
License holder clarifying that there is Gldial sa 5 4uS i (A i g
no change in product composition, Ak g piaill 44yl ¢ paniudll
specification, manufacturing process Bsamll 5 Al
and container/closure system. A lal) 48 jall e (8 905 (5 lu)
(Valid and legalized from the chamber A e g AL &y peaall 5 jlandl
of commerce and Egyptian embassy) (e 7 sl
8- Latest importer's register record. o) siasall Jaws a8 Gl -8 N
9- Receipt of 5000 L.E stamped from o sina Lo (oY) Aisad 450d Jlayl -9 N
stamped from Financial department, sdadaddll < e g Aallall 3y (e
General Administration of Drug Policy 3038 yall 3 ,aY) 540 gall bl
& Planning & Central Administration ale Oy ddanall Gl pasiiull
of Pharmaceutical Products written on | (2 2aull (e gl 5 peasiviall anl
it: (product name & purpose) in case paaiuall ASI A8 LAl s Al
of changing License Holder.
Note:

(*) The company is allowed to submit with Electronic Certificate of Pharmaceutical Product (eCPP) without the
need of legalization only under the condition that the company submit a method to make sure the data in the
submitted eCPP is correct.
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