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Reliance Evaluation Route

= Egyptian Drug Authority adopts Good Reliance Practises in the evaluation of safety,
efficacy and quality data of human pharmaceutical products registered in stringent
regulatory authorities (SRASs) included in the list of reference countries approved by the
Technical Committee for Drug Control or WHO prequalified to grant the MA License,

which includes:

1. Verification Evaluation Route:

2. Abridged Evaluation Route

Evaluation Route
Verification

(An Administration process
not a scientific assessment
to reach a regulatory
decision, based on
registration or authorization
by Stringent Regulatory
Authority or WHO
prequalification.

Abridged

(A limited assessment -
assessing specific parts of
the Common Technical
Document (CTD) - of
suitability of use under local
conditions and regulatory
requirements, while relying
on prior assessment from
Stringent regulatory
authorities or WHO
prequalification.

Eligibility Criteria

- Product that has been
approved by at least two
stringent regulatory
authorities or one
reference and WHO
prequalification

-Full Sameness of product
(where EDA ensures that
the product for local
marketing is equal or
similar to that approved
by the stringent regulatory
authority or WHO
prequalified including
CMC).

Product that has been
approved by at least one
stringent regulatory
authority or WHO
prequalification

Requirements

. Valid Certificate of

Pharmaceutical Product

Complete CTD dossier

. Verification of Full Sameness*(for

example sameness letter)

Unredacted Assessment report
(otherwise justified with evidence)

Proof of approval from at least
two stringent regulatory
authorities or one reference and
WHO prequalification

Good Manufacturing Practise
Certificate (GMP)

. Valid Certificate of

Pharmaceutical Product

Complete CTD dossier

. Verification of Sameness™* (for

example sameness letter)

Unredacted Assessment report
(otherwise justified with evidence)

Proof of approval from least one
stringent regulatory authority or
WHO prequalification

Good Manufacturing Practise
Certificate (GMP)
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*Sameness: Ensuring similarity of products (or that where differences exist, these are clearly
stated) which are submitted to Egyptian Drug Authority compared to the reference Stringent
Regulatory Authority (SRAS), regardless of the approaches or assessment activities
conducted by the SRAs. The same pharmaceutical product is defined as characterized by:

m The same qualitative and quantitative formulation.

m The same manufacturing site(s) for the drug substance and finished product, including
specific block(s)/unit(s), manufacturing chain, processes, control of materials and finished
product.

m The same specifications for the excipient(s), drug substance and finished product.

m The same essential elements of product information for pharmaceutical products.

*Sameness letter: is an authorized document issued by the License Holder to assure the
same quality of the product and to provide transparency about any potential differences
compared to the reference Stringent Regulatory Authority (SRAS).
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Tablets Hard Gelatin Dragees Pilules SFZ;EZL;LES
Solid unit dosage (Sugart- (Ijillm capsules ('I';ablethln Caplets Lactabs C(PlllsI/ coated Pills
Box | form (traditional oated) rench) apsule) /Capsule)
_ (Conyentional) Lozenges
immediate release)
Gums
Soft Gelatin capsules
Flash Tablets Oro-
Quick Tablets (DISSOLVE IN Oro-disintegrating Melt tablets Dispersible
MOUTH only) Tablets
. . Chewable Tablets
Solid Unit -
Box 1] Dosage Form sublingual Tablets
(Fast Immediate Buccal Mucoadhesive Tablets (Buccal Mucoadhesive Tablets (prolonged only in mouth for local effect or
Release) systemic effect)
effervescent Tablets Disintegrating Tablets Dispersible Tablets
Powder in Bottle Powder /
Effervescent Granules/Powders (each dose will be reconstituted at time of use Sachets
Solid unit Enteric
- Dosage Form SR, CR, MR, XR Capsules / Tablet Depotabs Retard Capsules / Tablet ;(E)fﬁg
(Modified - . Modified Release Powder/Granules in Bottle
release) Modified Release Powder/Granules in Sachets . . .
(each dose will be reconstituted at time of use
Oral Preparation . Oral .. Drinking Powders Powdgrs/ . . Oral |Oral
L - .. |Solutions | Syrups Elixirs Joral Emulsion / Emulsion [Suspension
Box IV (Liquid-semisolid- drops ampoules (Solution) | Susp) Gels |Jelly
Powder/ Granules P
for Reconstitution) Modified Release Oral Preparations
Oral Paste
Buccal Oromucosal Gels
Box V .
Preparation Oromucosal Sprays
Gargles | Mouth washes
[T
Sterile Solutions | Suspensions Emulsions
Box VI Preparation Irrigation Solutions (LVP)
(injections) Modified release Injections | oily injections
| BoxVIl | Implants |
Sterile Prefilled Syringes
Box Preparation - -
VIII (sterile Prefilled Pen Filled Preparations
Injections) Cartridges
Topical Cream

20023 ind (450) 43 & el o) 321 Gt i )8 G385 ol g ) Apal) ) il a5l 21 8 polaly Gl 1) gl 1

GL.CAPP.027 Xl
2024 4l (3)laaY! a8



Llieall ol pamtuall 255,01 5yl Y]
Wy ddl Ol pamiad| Juzadd 2oladl 3,1 5¥1

Topical gels/Emulgel
Topical ointments
Topical solutions Topical lotions (if solution)
Topical Emulsions Topical lotions (if Emulsion)
Traditional Topical Pastes Poultices (Cataplasm)
topical Topical Nail Preparation
Preparation Topical Paints
Topical Shampoos
Topical Plaster
Topical Liniments
Roll on (Pack)
Topical Sprays (Pressurized
Non-Traditional P prays ( )
10 | Box X Topical Topical Foams
Preparations
Bag on valve (BOV)
Transdermal Patches (Transdermal Plaster)
11 | Box Xl Transdermal Medicated dressings
Systems
Transdermal Semisolids
Vaginal Creams
Vaginal ointments
Vaginal Foams
Vaginal & IUD Vaginal Ovules/Pessaries Vaginal Capsules | Vaginal Tablet
12 | Box XII : -
Preparations Medicated IUD
Vaginal Rings (Diaphragm)
Vaginal Sponges
Vaginal Douches
Rectal suppositories Rectal Tablets Rectal Capsules
Rectal Creams
Box Rectal -
13 - Rectal ointments
X1 Preparations
Enemas
Rectal Foam
Solutions Viscous Liquids (Soln) Drops Suspensions Vlsc?gzsl;)l)qmds
Gels
Eye/ear Ointments
14 | Box XIV Preparations Ocular Injections
Ocuserts
Creams
Sprays
Nasal Drops ‘ Nasal Solutions
Nasal Sprays
Nasal Viscous Liquids Nasal Gels
15 | Box XV Nasal a : |
Preparations Nasal Ointments
Nasal Creams
Nasal Powder
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Rota Tabs
Capsules
16 | Box XVI Inhaler Solutions
Powders
Aerosols
17 Box Nebules Respules
XVII P
Box Oral Soluble - .
18 VI Films Thin Film Wafer Sublingual Wafer
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Items i) @l ghad Soft | Hard | Origin
copy | copy | alto
review

Registration request inquiries submitted for Imported, Bulk & Under License products -A
4\5).» wuag;)lll\luz\w\ jih&;ﬁei_\ujc‘)\aj\_lmji&d)w\ Q\M\:\ﬂ;&)(

Gia

w

The company must apply to .\ | akill 3_13Y assil) A& e oy )

Pharmaceutical Information Systems
(PIS) administration for creating a
company profile to be able to submit
registration requests on the box inquiry
program.

lwa PARAN @\Jﬁ\ QLAJMU
AdEil) (e (el s AS AN ald
_;\JS;;.AS\ @AL\'J,\ u.h Jaaedl) cilillay

Submit registration requests on the box
inquiry program "'
http://eservices.edaegypt.qov.eq/WebM
edicalSheets/login.aspx?ReturnUrl=../
WebMedicalSheets/MedSheet.aspx?dk
=8000%0265k=33249%26ui=616%026pi=
-1%026ek=-1%26st=0%26bv=0 "'

Talin o Jaaaadl) cilillay aaaal) ¥
" K.'\s:\d\
http://eservices.edaeqgypt.qov.
eg/WebMedicalSheets/login.a
spx?ReturnUrl=../WebMedic
alSheets/MedSheet.aspx?dk=
8000%26sk=33249%26ui=61
6%026pi=-1%026ek=-
."196265t=0%26bv=0

Link of the approved scientific
Reference and copy of the leaflet (if
found)

s e g Adinall alall aa sal) Jayf ) ¥
(5 ). Ak

Submit paid Receipt of the registration
request service stamped from Financial
department; General Administration of
Drug Policy & Planning & Central
Administration of Pharmaceutical
Products written on it all generic

b Laak (il adal) Jluay 38 ), ¢
9 Al 51y (e psida Jaawil)
9 430 9al) laabpad) g Jahadil) 36 5
&) puantuall 4 38 yal) 5_1aY)
iy A8 dgle ( 92a g Alanal)
alla) Sl (e ) g puanionall

details & purpose (Registration (i
Request Inquiry)
Valid & legalized CPP for the product (e gl JgIidagd 5 N

paalunall (A8 5a 9 4y i) CPP
Valid Electronic Certificate of .
Pharmaceutical Product (eCPP) 3
el Jgha Ayl Sl Balg

¥y paaiuall 4l Jua
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copy | copy | alto
review
6. Valid GMP for the manufacturing site | i) giadl 4 bu GMP 34456 | N V
(will be requested later on after G Jiaeadl) ulls A 3 22y Lglhs
reviewing the request to be fulfilled (333al) Maall B Lgilisini
before the due date specified)
7. Valid & legalized Agency agreement or s Gl il o) Allsg e 7 | Y V N
Authorization letter between License B gauall A8l ) duia¥) AS )
holder and Applicant Company (in case ) il Jaus e &Lgdl.,a
of imported products or bulk) (will be 8 puaal) il paatanall Al
requested later on after reviewing the (e Blaa gl g AL Axdadl
request to be fulfilled before the due Al 2 3y Ltk allan) ((Figa 9 s U)
date specified) dlral) 2 Ll g g Jaadl) Gl
(2l
8. Valid & legalized manufacturing | () &siall 4,4l e el i 8 | N N
agreement (in case of under license) Llas dziiaall @i gl Alla
. 3 g h) (Aatial AS i e i
(will be requested later on after il 4_)“? 3 2y gl 3 &
reviewing the request to be fulfilled | 2 e 5 ) (G
g q g Slaal) (A Ll a9 Joaadl)
before the due date specified) (23aall
9. Legalized Innovator letter (in case of | sasiwall dala 4, pacild 9 | N \
Innovator) (will be requested later on 38 pdial) juaaieal) o) 2y
after reviewing the request to be Ll pisns) (Figa) dna¥) puanianal)
fulfilled before the due date specified) a9 Jaaedl) qulls Ay 22y
(32aal) Al A Lgilisin)
10. List of countries in which the product | sdaslwall A<lla 4s 4l e Giks 10 | Y
is marketed (in case of CPP is from non- % dg\m[djsg daild gua g
reference country) (will be requested Gl el Al 2) pdalicsall
later on after reviewing the request to pisd) (4204 2 dga 0 B8
be fulfilled before the due date specified) 9 Joaeal) ol A 3 22y Ll
(333l Sl B Lgili i)
B- Registration request inquiries submitted as Line Extension
11. Documents showing that the paldl) panioa) of 2dila 11
company's product is still valid: gl ) (A Lt J1 ke 48yl
In case of Under Registration sdaaadl)
products: it ) panional] Alla b
g ) (A A ) Juaadl)
B
Naming Approval or Submission = gl ay) dBdlga  w N

Al Aila gl puaaticall
Sasaal) Algal) B
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Pricing Approval or Submission = raniuall § paill) 481 ga N
Ugal) b 2tk 3ila gl
sadaalf
Pharmacovigilance Approval or = Sl paaiall ALa0) A%d g w N
Submission (if found) Adgall A aaiil) dila
In case of Registred products: (225 O)Basaal)
Alaial) @) paaiwal) dla B
Valid final registration license. = A o e S d)  w N
Any other documents.... = B A QA ) m
o 0 Jaeidl) ol 58 (0 Jn iy
O Jaka Adusal) JCEY) de gana
Aladl) Bakall udi (pa Jilial) (3 gaia
& paaical) g) Alaisall ) panioeall
Sl o) (B Ay lad) Jaaedl) ciad
Sl
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attached in the submission 055 O (125 4 ) ¢ gall i
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Submit paid Receipt of =~ 2.| «ilb 4axd Jilal a8 Juad 38 .Y
registration request service a9 Adlal) 5 )Y (14 p g8 Janadl
stamped from financial BN g A pal) lased) 5 Lkl
) o G9tag Adanall &l paaniuall 4y 38 yall
department erttfsn on it: e oAl paninall cilily LS Ale
(product generic name, dosl gsiy (Jrd k) sl
concentration & dosage form hih juaai af clablia g paal
withtype of marketing tender
&
export or export only)
\/
3. Link of the approved scientific | .Adao s g 2airall alal) g jall i), .3
Reference and copy of the leaflet (s
(if found)
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1- Annex 6 (Good practices of national regulatory authorities in implementing the collaborative
registration procedures for medical products) WHO Technical Report Series, No. 1019, 2019
https://cdn.who.int/media/docs/default-source/medicines/norms-and-
standards/quidelines/requlatory-standards/trs1019-
annex6.pdf?sfvrsn=f839be63_2&download=true

2- Annex 10 (Stability testing of active pharmaceutical ingredients and finished pharmaceutical
products). WHO Technical Report Series, No. 1010, 2018
https://cdn.who.int/media/docs/default-source/medicines/norms-and-
standards/quidelines/requlatory-standards/trs1010-annex10-who-stability-testing-of-active-
pharmaceutical-ingredients.pdf?sfvrsn=7cb7a4c9 4&download=true

3- Guideline on process validation for finished products - information and data to be provided
in regulatory submissions. (21 November 2016)
https://www.ema.europa.eu/en/documents/scientific-quideline/guideline-process-validation-
finished-products-information-and-data-be-provided-regulatory-submissions-revision-

1 _en.pdf

4- Guidelines on Stability Testing of Finished Pharmaceutical Products and Active Drug
Substance. (Egyptian drug authority Guidelines) version 4 dated 10/11/2022

https://www.edaeqypt.gov.eqg/media/jbafbgns/quidelines-on-stability-testing-for-
pharmaceuitical-product compressed.pdf
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= Clarify criteria of full sameness \KAE7A7A0 Gl i)
= Clarify Criteria for selection of
Batches
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