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E-labelling implementation
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Implementation
roadmap

H] 2021

MENAP-SMI (Middle
East, North Africa,
Pakistan Self Medication
Industry) developed an
industry position paper
on e-labelling.

m| 2022

The paper was submitted
to Saudi Arabia authority
followed by several
meetings with Saudi Food
& Drug Authority (SFDA) /
Gulf Cooperation Council
(GCC) authority.

m| May2023

SFDA / GCC issued
guideline for Variation
Requirements, to include
“Addition of Electronic
patient leaflet variation”.

H| Following the move
by SFDA, other GCC
countries are also
adopting e-labelling.

>
‘d Stakeholders
E-labelling advocacy: MENAP-SMI.

E-labelling implementation:
Gulf Cooperation Council, SFDA.

Overview of the GCC NASHRATECH
project timeline for GCC Countries

m] 2023

Jun - Dec: Registration in the
system and issuance of the QR
code mandatory for centrally
registered pharmaceutical products.

5] 2024

Jan - Jun: Adding QR code on the
outer pack mandatory for centrally
registered pharmaceutical products.

Apr - Jun: Evaluate Gulf society and
industry satisfaction, recommend
Nashratech implementation for
peripheral pharmaceuticals, and
obtain Member States' regulatory
approval for the transition.

Jul - Dec: Registration in the
system and issuance of the QR
code mandatory for peripherally
registered pharmaceutical
products.

=l 2025

Jan - Jun: Adding QR code on
the outer pack is mandatory
for peripherally registered
pharmaceutical products.

Jul - Sep: Assess Gulf society
and manufacturing companies'
satisfaction and recommend
removing the paper leaflet after
a successful trial period.






