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REGULATIONS

COMMISSION DELEGATED REGULATION (EU) 2022/ 315
of 17 December 2021

amending Delegated Regulation (EU) 2016/161 as regards the derogation from the obligation of
wholesalers to decommission the unique identifier of medicinal products exported to the United
Kingdom

(Text with EEA relevance)

THE EUROPEAN COMMISSION,
Having regard to the Treaty on the Functioning of the European Union,

Having regard to Directive 2001/83/EC of the European Parliament and of the Council of 6 November 2001 on the
Community code relating to medicinal products for human use (), and in particular Article 54a(2), point (d), thereof,

Whereas:

(1)  Pursuant to Article 22(a) of Commission Delegated Regulation (EU) 2016/161 (3), a wholesaler is to decommission
the unique identifier of medicinal products which he intends to distribute outside of the Union.

(2)  On 1 February 2020, the United Kingdom withdrew from the European Union and from the European Atomic
Energy Community. Pursuant to Articles 126 and 127 of the Agreement on the withdrawal of the United Kingdom
of Great Britain and Northern Ireland from the European Union and the European Atomic Energy Community (the
‘Withdrawal Agreement’), Union law was applicable to and in the United Kingdom during a transition period that
ended on 31 December 2020 (‘the ‘transition period)).

(3)  In accordance with Article 185 of the Withdrawal Agreement and Article 5(4) of the Protocol on Ireland/Northern
Ireland, Union legislation on medicinal products continued to apply in Northern Ireland after the end of the
transition period.

(4)  The withdrawal of the United Kingdom from the Union would, in the absence of a derogation from the applicable
rules, have had the effect that unique identifiers must be decommissioned for medicinal products intended to be
distributed in the United Kingdom except Northern Ireland.

(50  On 13 January 2021, Delegated Regulation (EU) 2016/161 was amended by Commission Delegated Regulation (EU)
2021/457 () to provide a derogation from the requirement to decommission unique identifiers of products
exported to the United Kingdom until 31 December 2021. This derogation was intended to ensure the supply of
medicinal products to small markets historically dependent on the United Kingdom, i.e. Northern Ireland, Cyprus,
Ireland and Malta. In those small markets historically dependent on the United Kingdom, many medicinal products
were and continue to be purchased from the United Kingdom by wholesalers not holding manufacturing and
importation authorisations and therefore unable to meet the importation requirements laid down in Directive
2001/83/EC and Delegated Regulation (EU) 2016/161.

() OJL311,28.11.2001, p. 67.

() Commission Delegated Regulation (EU) 2016/161 of 2 October 2015 supplementing Directive 2001/83/EC of the European
Parliament and of the Council by laying down detailed rules for the safety features appearing on the packaging of medicinal products
for human use (O] L 32, 9.2.2016, p. 1).

() Commission Delegated Regulation (EU) 2021457 of 13 January 2021 amending Delegated Regulation (EU) 2016/161 as regards a
derogation from the obligation of wholesalers to decommission the unique identifier of products exported to the United Kingdom (O]
L91,17.3.2021, p. 1).
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(6)  In order to ensure that medicinal products continue to be marketed with a unique identifier in Northern Ireland,
Cyprus, Ireland and Malta, it is necessary to further extend the temporary derogation from the requirement to
decommission unique identifiers of products exported to the United Kingdom. An additional three-year period is
needed to allow industry sufficient time to adapt the supply chains of medicines destined for Northern Ireland,
Cyprus, Ireland and Malta. The derogation should, however, be limited to medicinal products solely intended for the
United Kingdom market or for the United Kingdom market jointly with Cyprus, Ireland or Malta. It should not apply
to medicinal products intended for markets other than the United Kingdom or packaged in EU-wide or global
labelling. This derogation should not affect the application of Union law to and in the United Kingdom in respect of
Northern Ireland in accordance with Article 5(4) of the Protocol on Ireland/Northern Ireland to the Withdrawal
Agreement in conjunction with Annex 2 to that Protocol.

(7)  In order to accommodate the specific characteristics of national supply chains, Article 23 of Delegated Regulation
(EU) 2016/161 allows Member States to require wholesalers to verify and decommission unique identifiers on
behalf of a list of persons or institutions referred to in that Article. In many cases, this would mean that wholesalers
established in parts of the United Kingdom other than Northern Ireland should verify and decommission the unique
identifiers of medicines supplied to those persons or institutions in Northern Ireland. Since those wholesalers are not
connected to the Union repository system, it is necessary to grant an exceptional derogation from the requirement to
decommission the unique identifiers of a medicinal product in order to allow these wholesalers time to move the
verification and decommissioning operations to Northern Ireland.

(8)  The purpose of Delegated Regulation (EU) 2016/161 is to set out the specifications of the unique identifier, the
safety features and the repositories system with a view to establishing a reliable authentication system for medicinal
products in the Union. This mutual trust is undermined if repositories outside the Union can upload and access
sensitive content in the system, in particular in light of the limited means to supervise such repositories.

(9)  In order to ensure that medicinal products re-imported into the Union are not placed on the market elsewhere than
Northern Ireland, Cyprus, Ireland and Malta, it is necessary to ensure that the repositories system provide an alert
when the medicinal product is verified elsewhere in the Union. Wholesalers in Northern Ireland, Cyprus, Ireland
and Malta should also perform checks of shipments of medicinal products intended for the United Kingdom market
received from manufacturers, marketing authorisation holders and wholesalers designated by the marketing
authorisation holder to ensure the products they receive comply with the rules on safety features.

(10) Delegated Regulation (EU) 2016/161 should therefore be amended accordingly.

(11) Having regard to the imminent end of the current derogation, this Regulation should enter into force as a matter of
urgency. As the current derogation ends on 31 December 2021, this Regulation should apply from 1 January 2022,

HAS ADOPTED THIS REGULATION:

Article 1

Delegated Regulation (EU) 2016/161 is amended as follows:
(1) in Article 3(2), point (d) is replaced by the following:

‘(d) ‘active unique identifier’ means a unique identifier which has not been decommissioned or which is no longer
decommissioned, and which has not been identified as a ‘non-Union pack’ as referred to in Article 36, point (p);’
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(2) Article 20 is replaced by the following:

‘Article 20

Verification of the authenticity of the unique identifier by wholesalers

A wholesaler shall verify the authenticity of the unique identifier of at least the following medicinal products in his
physical possession:

(a) medicinal products returned to him by persons authorised or entitled to supply medicinal products to the public or
by another wholesaler;

(b) medicinal products he receives from a wholesaler who is neither the manufacturer nor the wholesaler holding the
marketing authorisation nor a wholesaler who is designated by the marketing authorisation holder, by means of a
written contract, to store and distribute the products covered by his marketing authorisation on his behalf.

A wholesaler established in Northern Ireland, Cyprus, Ireland or Malta shall perform adequate verifications to ensure
that shipments of medicinal products manufactured and labelled for the United Kingdom market comply with the
requirement to bear safety features under Article 54a(l) of Directive 2001/83/EC when received from the
manufacturer, the marketing authorisation holder or a wholesaler who is designated by the marketing authorisation
holder, by means of a written contract, to store and distribute the products covered by his marketing authorisation on

his behalf.’

(3) in Article 22, the final paragraph is replaced by the following:
‘By way of derogation from point (a), until 31 December 2024, the obligation to decommission the unique identifier of
medicinal products which the wholesaler intends to distribute outside of the Union shall not apply to medicinal
products manufactured and labelled for the United Kingdom market or for the United Kingdom market and the
markets of Cyprus, Ireland or Malta, which he intends to distribute in the United Kingdom.’

(4) in Article 26, the following paragraph 4 is added:
‘4. Until 31 December 2024, the authorities of the United Kingdom in respect of Northern Ireland may waive the
obligation to verify the safety features and decommission the unique identifier of a medicinal product supplied to the
persons or institutions listed in Article 23 for products for the market of the United Kingdom in respect of Northern
Ireland supplied from wholesalers located in other parts of the United Kingdom.’

(5) in Article 32(1), point (b), a final sentence is added:
‘Repositories which serve territories outside of the Union shall not be connected to the hub.’

(6) in Article 36, the following point (p) is added:
‘(p) the triggering of an alert identified as a ‘non-Union pack’ in the repositories system and in the terminal where the

verification of the authenticity of a unique identifier in accordance with Article 11 takes place when both of the

following conditions are met:

(i) the verification finds that the medicinal product bearing the unique identifier is manufactured and labelled for
the United Kingdom market or for the United Kingdom market and the markets of Cyprus, Ireland or Malta;

(i) the verification does not take place in Northern Ireland, Cyprus, Ireland or Malta.’

Article 2
This Regulation shall enter into force on the day following that of its publication in the Official Journal of the European Union.

It shall apply from 1 January 2022.
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This Regulation shall be binding in its entirety and directly applicable in all Member States.

Done at Brussels, 17 December 2021.

For the Commission
The President
Ursula VON DER LEYEN
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