Government Authority/System Operator Requirement Summary

PHARMACEUTICAL

REGULATIONS
— TIMELINE —

= Requirements for serialization, the product must be labelled with four
data points in a GS1 Data Matrix code as follow: GTIN, expiry date —
YYMMDD format, batch/ lot number, serial number.

Supreme Council of Health of Kingdom

of Bahrain, NHRA and Rfxcel

Track and Trace System

= As for aggregation, the manufacturer is responsible for labelling all
logistic units with GS1-128 barcodes encoded with SSCC (Serial
Shipping Container Code).

Developed by Rfxcel
NHRA-MVC Traceability HUB

E BAHRAIN

May 1, 2022

Medicine imported:
serialization,
aggregation and
reporting to

the NHRA-MVC
Traceability Hub

is mandatory.

May 2022

December 1%, 2021

Medicine imported:
serialization and
reporting to the
NHRA-MVC
Traceability Hub

is mandatory.

January 1%, 2020

Medicine imported:
Uploading databases
to the BrandSync
portal is mandatory.

June 30, 2023

All invoicing companies
(MAHs, Manufacturers,

July 31%, 2018

Provision of master data

to National Product
Catalogue, operated by
GS1 UAE GS1 UAE's Portal

December 315, 2019
2D DM with item level

January 1%, 2021

Exporting Distributors):
Invoice number
referenced is required
in the NHRA

(known as BrandSync) serialization required All MAHSs to be
for all existing and for certain product registered in the Sehati-DUR record,
new products supplied categories. NHRA-MVC in the EPCIS file sent
to the NHRA. Traceability Hub to the Traceability Hub
2018 2019 2020 2021 2023 2024

Source: https:#www.nhra-mvc.bh/

NOTE: The regulatory timeline may be subject to change.
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