NMPEZBEIA THZ EAAAAOZ
KAIPO
Fpapeio OIKOVOHIK®V KAl
Epnopik®wv YNoBEéoewv

JuunepiAndn EAMGSQC oToV KATAAOYO XwpwV avapopdc Tou
AtyurttiakoU Opyaviopot Qapudkwy

O AiyunTiakog Opyaviopog ®apuakwv (EDA) avakoivwoe Tn cupnepiAngn Tng
EANGOaC oTov KaTaAoyo Twv Xwpwv avapopdg Tou, Bacel TnG avayvwpiong Tou EO® ano
Tov Maykoopio Opyaviopd Yyeiag wg «WHO Listed Authority» (WLA). O veéog kaTtaAoyog
XWpwv avagopac Tou EDA Ba 1oxuoel and Tnv 1/1/2027. H avakoivwon ival 81a6£oiun
e0w.

H oupnepiAnwn oTov katdhoyo Xwpwv ava@opdc Tou EDA dev napexel Tn
duvaToTNTa auTOUaTNG N AMEONG KATAXWPIONG OTO AIYUNTIAKO UNTPWO TWV NPOoiOVTWV
Mou EUNINTOUV OTO avayvwpIiopEVo nedio kABe pubuIoTIKNG ApXNG. Enimpenel oTa enIAEEILa
€loayopeva npoiovTa, dnAadn o autd Mou EXOuv €ykpIBei anod TIC PUBMIOTIKEG ApXEC
onoiaodnnoTe wpac avagopdc Tou EDA (nepidapBdavovral oTnv avakoivwon),
oupnepIAaPPBavopEVWY EKEIVOV MOU €xouv eykpiBsi and Tov Eupwnaikd Opyavioud
dapudkwy, va a&lonoinoouv anionoinuéveg diadikaoieg pubuioTikoU XapakTrpa (Reliance
Pathways). € auTtéc nepihappavovTal e€aipeon Twv EEVHIV NAPAYWYIKWV EYKATAOTAOEWY
Bioloyikwv (biological) kal @apuakeuTikwy npoiovTwyv (medicinal products) ano
EMNIBEWPNOEIC, ONWG kal anhonoinuévec diadikaoieg KATAXWPIONG YId IATPOTEXVOAOYIKA
npoiovra (medical devices) kai pappaka yia avBpwnivn Xprion (human pharmaceuticals),
und Tnv NpolnoBeon 0TI NANpoUvTal ol IoXUOUCEG alyunTIaKEG PUBKIOTIKEG ANAITAOEIG,

SuvoyileTal NapakaTw TO I0XUOV MAJICIO yid TNV KATaxwpion oTo alyunTiako
HNTPWO NPOIOVTWV EYKEKPILEVWV aMNO PUBMIOTIKEG APXEC XwpwV avagopag Tou EDA kai
oUVOEDNOI OTa OXETIKA Keipeva, oTnv ayyAikn yAwood. 'OAeC ol avakoVWOEIG Kal Td
puUBUIOTIKG Keipeva €ival dlaBéoipa oTov 1oToTono Tou EDA péow TnG AsiToupyiag

avaliTnong.

DapUAKEUTIKA NPOIOVTA yia avepmnivn Xpnon

o EDA Decree No. 450 of 2023

o EDA Reliance Guidelines ( Guideline on Reliance Practices During Registration of
Medlicinal Products)

o AA\eG oXeTIKEG 00nyieg Tou EDA (kaTahoyog dIaB€aiJoc 0TO OUVOETHO:
https://edaegypt.gov.eg/en/the-regulatory-reference-of-the-egyptian-drug-authority-



https://www.edaegypt.gov.eg/media/5d0kjyzg/notice-to-app-eda-reference-countries_ver2-2026.pdf
https://www.edaegypt.gov.eg/en/the-regulatory-reference-of-the-egyptian-drug-authority-eda/the-regulatory-reference-of-the-egyptian-drug-authority-eda/
https://www.edaegypt.gov.eg/en/the-regulatory-reference-of-the-egyptian-drug-authority-eda/the-regulatory-reference-of-the-egyptian-drug-authority-eda/
https://www.edaegypt.gov.eg/media/z5wjg22l/450-2023_en.pdf
https://edaegypt.gov.eg/media/wjmbodsf/guide-line-reliance-practices-during-registration-of-medicinal-products.pdf
https://edaegypt.gov.eg/media/wjmbodsf/guide-line-reliance-practices-during-registration-of-medicinal-products.pdf
https://edaegypt.gov.eg/en/the-regulatory-reference-of-the-egyptian-drug-authority-eda/regulatory-guidelines/regulatory-guidelines-for-the-central-administration-for-pharmaceutical-products/

eda/requlatory-quidelines/requlatory-quidelines-for-the-central-administration-for-

pharmaceutical-products/)

BioAoyika npoiovra

o

EDA Chairman Decree No. 343/2021 for the registration of biological products kai
updated mechanisms/rules (2026)

EDA Chairman Decree No. 157/2026 for the reliance pathway kai Procedures for
Registration of Biological Products Through Reliance Pathways (2026)

Guideline for File Content of Biological Products Submitted for Registration & Re-
reqgistration File (2026)

Guideline for Registration of Biosimilar Products in Egypt (2023)

Rules for Registering Biological Products Under the Fast-Track Registration Pathway

(2026)

IaTpoTeXVvOAOyika nNpoiovTa

o

Regulatory Guideline for Procedures of Registering Imported and Local Medical
Devices holding International Quality Certificates



https://edaegypt.gov.eg/en/the-regulatory-reference-of-the-egyptian-drug-authority-eda/regulatory-guidelines/regulatory-guidelines-for-the-central-administration-for-pharmaceutical-products/
https://edaegypt.gov.eg/en/the-regulatory-reference-of-the-egyptian-drug-authority-eda/regulatory-guidelines/regulatory-guidelines-for-the-central-administration-for-pharmaceutical-products/
https://www.edaegypt.gov.eg/media/2fmphil5/minister-decree-no-343.pdf
https://www.edaegypt.gov.eg/media/lvkl4sds/343-guideline-english-version-2026.pdf
https://www.edaegypt.gov.eg/media/m4ejqsx5/157-2026-e_.pdf
https://www.edaegypt.gov.eg/media/r4rpiosu/reliance-english-version-final-2-_2-2026.pdf
https://www.edaegypt.gov.eg/media/r4rpiosu/reliance-english-version-final-2-_2-2026.pdf
https://www.edaegypt.gov.eg/media/hnyderkn/update-of-file-content-guideline-ver05_2026.pdf
https://www.edaegypt.gov.eg/media/hnyderkn/update-of-file-content-guideline-ver05_2026.pdf
https://www.edaegypt.gov.eg/media/sueaw3wx/guideline-for-registration-of-biosimilar-products-in-egypt-version-4.pdf
https://www.edaegypt.gov.eg/media/gv2p2zsa/np-fast-track-english-ver-3-2026.pdf
https://www.edaegypt.gov.eg/media/gv2p2zsa/np-fast-track-english-ver-3-2026.pdf
https://www.edaegypt.gov.eg/media/m2vesugo/2-regulatory-guideline-for-procedures-of-registering-imported-and-local-medical-devices-holding-international-quality-certificates_up-2026.pdf
https://www.edaegypt.gov.eg/media/m2vesugo/2-regulatory-guideline-for-procedures-of-registering-imported-and-local-medical-devices-holding-international-quality-certificates_up-2026.pdf

