Central Administration of Pharmaceutical Products

General Administration of Human Pharmaceuticals Registration

Unit: Evaluation of Registration Requests for Human Pharmaceuticals.
Procedure: submission for registration request approval modification for Under-
registration Human pharmaceutical product

Issuing Date: 18/07/2022 (Version I11)

Guidance for Submission for registration request approval modification 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 registration request approval
modification for under- registration Human pharmaceutical product.

Items 4 glhaal) (31,59 Original | Copy | Original
to review
1- Covering letter signed and stamped psita g Maine A8l (e s ) N
showing that the company asking for 488) gall A8 al il 4y laim e
approving registration request & Sl lla 238) g0 Jpaas e
approval modification and showing the e sthaall Jaaasl) <3
modification needed. ey paiall Calal) () 4 il agad as)
(With the company's undertaking that the in _paniuall i jalall el gall 48
file submitted includes all approvals issued (a3l
for the product to date )
2- Registration request Approval Janull) alla 438) g0 - ¥ N
3- Documents showing that the product is | 2 Gt Joke suasiusd) o 2iile -Y
still valid: Jaasill Silg) ya
= Scientific Committees approval or aadial adall ol 488) 0w \
submission (for non-referenced Badaall dlgall (8 aniill adla )
products) (o e ) Gl juaniviall)
= Naming Approval or Submission nantuaall (g ol au) 488 5o \
sa0aall Algall b a3l adda
=  Pricing Approval or Submission ol mniindll 3 el 38l sa W N
sa0sall Algall b 23l aide
= Pharmacovigilance Approval or e ol juaniadlAla)) A58 0w \
Submission (if found) (33 O)paasall Algall 8 aaal)
=  Any other documents.... A Gl gl \
4- Approved scientific Reference for Joaill aciaall alall an jall -8 \
modification needed.(if found) (25 ). sthaal)
5- Receipt of 1000 L.E stamped from O o side Lgia Call 410 Juayl -0 N|
stamped from Financial department, bl S ja g Allall 3 lay)
General Administration of Drug Policy 43S yall 35101 5 A sall byl
& Planning & Central Administration ade (530 Adanall Gl jaatull
of Pharmaceutical Products written on Al e g 2l g paaiisal) ol
it: (product name & purpose)
6- Receipt of 5000 L.E stamped from pside lgin V) dsed 4lad Jlay) 1 N
stamped from Financial department, shahdill < e g Aallall 3y (e
General Administration of Drug Policy 43S el 35101 5 A sall byl
& Planning & Central Administration ale (50 g dlaall G sl
of Pharmaceutical Products written on | (2 2audl (e (gl 5 peasivuall and
it: (product name & purpose) in case il A4S AS LAl s Al
of changing License Holder.
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(In case of imported or under-license products)
(haial 4853 (e st i Ulae Aaiad) 5) 53 ) gisal) Gl panioad) Alls b))
7- Valid & legalized new CPP with (A8 50 9 2y jlu) B2 CPP 3algl -V N N
modification needed O glhall Joawill Ly 583 jaatioll
Or o
Valid Electronic Certificate of S i Il i il saled
Pharmaceutical Product (eCPP) ). ), pasiuall (32 lw) eCPP
8- Valid GMP for the new manufacturing | & 3 2ol xiadl GMP 33l -A N

site (in case of changing manufacturer
for imported products)

BJJM\Q\MM\M

Note:

In case of the required registration request approval modification is in dosage form:

e It will be accepted in case the modification is within the same row and same box (Attached Box

Distribution table).

e Otherwise, the company must submit a new registration request inquiry as a line extension.

(*) In case of the required registration request approval is imported:
e 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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Jiial) (3 gtia B Adamal) JISEY) e J g

YN/ YYD ey A8 Adall) ) B0 88

Solid unit dosage
form (traditional
(Conventional)
immediate
release)

1 Box |

Solid Unit
Dosage Form
(Fast
Immediate
Release)

2 Box 11

Solid unit
Dosage Form
(Modified
release)

3 Box 111

Oral Preparation

e

4 Box IV

Tablets . Dragees Pilules Spansules
. Hard Gelatin . . (Sugar

(Sugar - Film (Tablet in Caplets | Lactabs (Pills / .

Coated) capsules French) Capsule) coated Pills
P /Capsule)

Lozenges

Gums

Soft Gelatin capsules

Flash Tablets

. . Melt tablets Oro-
. Oro-disintegrating . .
Quick Tablets ( DISOLVE IN ?l;{l)ersmle
MOUTH only) ablets

Chewable Tablets

sublingual Tablets

Buccal Mucoadhesive Tablets (Buccal Mucoadhesive Tablets( prolonged only in mouth for local effect or
systemic effect)

effervescent Tablets Disintegrating Tablets Dispersible Tablets

Powder /
Sachets

Powder in Bottle

Effervescent Granules/Powders . . .
(each dose will be reconstituted at time of use

Enteric
Coated
tablets

SR, CR, MR, XR Capsules / Tablet Depotabs Retard Capsules / Tablet

Modified Release Powder/Granules in
Bottle (each dose will be reconstituted at
time of use

Modified Release Powder/Granules in Sachets

Solutions Elixirs Powders

Powders/ Oral

Syrup Oral Drinking Emuls Buspensio Oral

foral

(Emulsion/
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semisolid- S drops ampoules| (Solution) Susp.) ion n Gels | Jellys
Powder/ Granules
for

. Modified Release Oral Preparations
Reconstitution)

Oral Paste

Buccal Oromucosal Gels
5 Box V

Preparation Oromucosal Sprays

Gargles

Solutions

Suspensions
Sterile

Mouth washes

Emulsions

6 Box VI Preparation

(injections)

Irrigation Solutions (LVP)

Modified release Injections

oily injections

7 Box VII Implants
Sterile Prefilled Syringes
Preparation

8 Box VIII | (sterile Pen Filled Preparations
Prefilled
Injections) cartridges

Topical Cream

Topical gels/Emulgel

Topical ointments

Topical solutions

Topical lotions (if solution)

Traditional
topical

Topical Emulsions
9 Box IX

Topical lotions (if Emulsion)

Preparation Topical Pastes Poultices (Cataplasm )

Topical Nail Preparation

Topical Paints

Topical Shampoos

Topical Plaster
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X

Topical Liniments

Roll on (Pack)

Non Topical Sprays (Pressurized)

10 | Box X Traqltlonal Topical Foams
Topical

Preparations

Bag on valve (BOV)

Transdermal Patches (Transdermal Plaster)

11 | Box XI Transderml Medicated dressings
Systems

Transdermal Semisolids

Vaginal Creams

Vaginal ointments

Vaginal Foams

Vaginal & IUD Vaginal Ovules/Pessaries Vaginal Capsules Vaginal Tablet

Preparations

12 | Box XII

Medicated IUD

Vaginal Rings (Diaphragm)

Vaginal Sponges

Vaginal Douches

Rectal suppositories Rectal Tablets Rectal Capsules

Rectal Creams

13 Box X111 Rectal . Rectal ointments
Preparations
Enemas
Rectal Foam

Viscous Liquids
(Susp)

Eyelear Solutions Viscous Liquids (Soln) | Drops Suspensions

14 | Box XIV .
Preparations

Gels
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Brelliices

18

QOintments

Ocular Injections

Ocuserts

Creams (Not Found)

Sprays (Not Found)

Nasal Drops

Nasal Solutions

Nasal Sprays

Nasal Nasal Viscous Liquids
Box XV

Nasal Gels

Preparations Nasal Ointments

Nasal Creams (Not Found)

Nasal Powder

Rota Tabs

Capsules

Box XVI | Inhaler Solutions

Powders

aerosols

Nebules Respules

Oral Soluble

Films Thin Film

Sublingual Wafer
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