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English Text Follows

Méow nAekrpovikoU rayudpoLiEiou

Mpoc:

Kardxoug Adeiwv KukAogopiag, TotmikoUg AvTiTpoowTroug, Xopnyoug/AiTntég
KAvikwy Aokipwy, Kardxoug Adeiwv Xovdpikng MwAnong, Kardyxoug Adeitv
Mapaokeung PappakeuTiKWV MpoidvTwy Kal GAAOUG EPTTAEKOUEVOUG POPEIS

@épa: EykUkAIOG ava@opikd PE TIG TTAPEKKAIOEIG TTou oXeTifovTal pe To Bexit
Baoel Tng Odnyiag 2022/642 ka1 Tou Kavoviouou 2022/641

Aoyw Tou 611 n Kutrpog (CY), n IpAavdia, n MdAta kai n Bopeia IpAavdia e€aprvral
Tapadoaiakd amo Tnv TpoprBeia papudkwy atd THRKaTa Tou Hvwpévou BaaiAsiou
ANV Tng Bopeiag IpAavdiag r Slapécou autwy Kai JE OTOXO VA aTToPeuxBoUV eAAEIpEIG
PapudKwy kal va dilac@ahioTei uwnAd emiTedo TpoaTaciag Tng dnudaiag uyeiag, n
Emitpotry evékpive VOUOBETIKEG TTPOTACEIS yiIa TNV TpoOTOTOINon Twv OdNnyIWV
2001/83/EK, 2001/20/EK kai Tou Kavoviopou (EE) 536/2014 péow tng Odnyiac
2022/642/EK kai Tou KavoviopoU (EE) 2022/641. Autd emtpémel oto ZupBouhio
dapudkwy va epapudoel opIopEVEG TTAPEKKAICEIG yia TN SiEUkGAUVAN TNG TTPOUNBEIOg
PApPAKWY OTNV KUTTPIaKH ayopd. O ETTITPETOUEVEG TTAPEKKAICEIG TTOU 10XUOUV yia TNV
Kumpo tepiypdgovral otnv Odnyia 2022/642/EK kai otov Kavovioué (EE) 2022/641
Kal UTTOKEIVTAI OE CUYKEKPIMEVOUG OPOUG.
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Aitnua Trpog To ZupBolAio Pappdkwy yia TTapEéKKAION TUNPWVA pE TV O8nyia
2022/642/EK ka1 Tov Kavovioué (EE) 2022/641 - Brexit Derogation Request Form.
H éykpion Twv aimudrwy mapékkAiong Ba Baciletal Kupiwg oTIG TTANPOPOPIES TTOU
TTAPEXOVTAI KAl OTOUG OPOUG PE TOUG OTTOIOUC CUMPWVEI O dITWV OTo £VTuTro “Brexit
Derogation Request” (Mapdptnua 1), To omoio Ba TpPEémel va CUUTTANPWVETA
TpooekTIKd. O1 airodvieg Ba mpémel va diacpalioouv 6Tl oI TTAnpoopiec TTou
cupTrAnpwvovtal oto ‘Brexit Derogation Request Form’ eival oUp@wveg pe TIC
TAnpogopieg Tou Tapéxovial otnv Odnyia 2022/642 ka1 Ttov Kavovioué (EE)
2022/641. Ta armjuarta yia “"Brexit Derogation™ 8a wpémel va utroBdAAovTal TTpog 1o
2upBouAio ®apudkwy TTPIV TNV KATABECN aiTnong TpoTroTroinong adeiag KUKAogopiag
N karaBeon aitnong ékdoong adelag KUkAOPopiag cUPPWVA PE TIG oBNyiEg oTNV TTIO
KAaTw evétnTa. H £yKpion Tou aitfpatog atméd 1o ZupPouiio Papudkwy Ba Baciletal
oTIg TAnpogopieg Tou Tapéxovral oto “Brexit Derogation Request Form”. Ta
QITAMATA YIQ TTOPEKKAICEIG EVOEXETAI va aTroppipBolv, €0Tw KAl €4V UTTAPYXEI
TTponyoupevn arrodoxr aitiuarog yia Brexit Derogation.

H €ykpion a6 10 ZupBouAio Pappdkwy OTTOIOVINTIOTE QITNPATWY YIO TTAPEKKAICEIC
IoxUel pévo yia @dppaka Trou diariBeviar otnv Kutrplakr ayopd rj ot utré £peuva
(PAPHAKEUTIKA TTPOIGVTA TTOU TTapEXOVTal OE KAIVIKEG DOKIMEG TTOU £XOUV EYKPIBET aTnV
Kimpo. O1 e§aipeoeig ival XpoviKa TTEPIOPICUEVEG CUNPWVA PE TNV ATTOGACNH TOU
2upBouliou ®appdkwy pe peyioTn duvarr egappoyr 6Trwg opiletar atnv Odnyia
2022/642/EK ka1 atov Kavoviouo (EE) 2022/641.

To ZupPouAio ®apudkwy Ba eykpive/atroppiyel avaAdyws Ta aimfjuata yia ‘Brexit
Derogation’ kai Ba evnuUEpWoEe! ypaTrTwg Tov airodvia. AQou eykpiBei éva aitnua yia
‘Brexit Derogation’, o aittv Ptropei va Tpoxwprioel atnv uoBoAr aitnong oto RMS
(yia nig diadikacieg MRP/DCP) i otnv Kdtrpo (yia Tig eBvikég diadikaaieg). H £ykpion
Tou aimuartog ‘Brexit Derogation’ amd 10 ZupBoUAio Papudkwv Ba Trpémel va
oupTtrepiAauBaveral otnv evértnra 1 (module 1) kdtw amé Ta Mapaptriuarta (Annexes).

Mwg va cuptAnpwveral to “"Brexit Derogation Request Form” (Mapdprnual ).
H Evérnra A mpémel va cupmAnpwveral yia 6Aa Ta aitjuara evw n Evérnra B
(oupTTepIAGUBaVOUEVIWVY TWV UTTOEVOTATWY KOl TWV OXETIKWV OpwvV TG KABE
EVOTNTAG) Ba TTPETTEI VA CUUTTANPWVETAI UOVO YIO TIG GUYKEKPIMEVEG TTAPEKKAICEIS TTOU
¢nTouvrai.

OAa 1a aimjuara 8a pémel va utroBaAAovTal oTnV TTI0 KATW NAEKTPOVIKN) SigUBuvan:
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Mo TrepaItépw TANPOPOPIEG OXETIKA UE TIG SIGPOPES TTAPEKKAICEIC, TTAPAKAAL)
ETTIKOIVWVIOTE:

Section B.1 | MNavog Muridng +357 22608685 pmytides@phs.moh.gov.cy
Section B.2 | EAévn +357 22608695 ’
Mewpyiddou
Sections Nardoa Kula +35722608698
B.3, B4,
B.5

lMa kaBe mpoidv Ba Tpétrel va uTToBfaAAeTal §exwpIoTd “Brexit Derogation Request
Form™.

AlapopeTikég  TrapekkAioelg TTou  oxetifovial ue To idlo TpoiGv Ba TpémEl va
mTepidapBavovrai ato idlo “Brexit Derogation Request Form” kai 8a mpémel va
utroBdaAdovral 6Aa ot OielBuvon Kl va
KolvoTroloUvTal 0g OAa Ta OXETIKA NAEKTpOVIKG Taxudpopeia O6TTwg avagépovral
TAPATTAVW.

MNa ugiotdueveg eidikég Gdeieg kukAogopiag Bdoesl Tou dpBpou 126a, 10 “Brexit
Derogation Request Form” 8a wpémel va umoBdAetal oTn dielBuvon

Ma veeg aitioelg €kdoong dikAg Gdeiag kukAogopiag Bacel Tou dpBpou 126y To
“Brexit Derogation Request Form” Ba mwpémel va uroBdAAeTal péow CESP wg pépog
g aimong yia tv €dikr) ddeia kukAogopiag kal Ba afloloysital ota TrAqicia

agioAdynong tng aitnong.

’Ep"l}\u Maupokopddrou
MNa ‘E@opo ZupBouliou Dapudkwy
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MINISTRY OF HEALTH 1475 Nicosia
File No.: 5.21.02.01 1/8/2022

Tel.: 22-608601
Fax: 22-608639
Email: emavrokordatou@phs.moh.gov.cy

To:

Marketing Authorisation holders, Local Representatives, Clinical Trials
Sponsors/Applicants, Wholesalers, Manufacturing Authorisation Holders and other
stakeholders

Subject: Circular regarding Brexit Derogation in accordance with Directive
2022/642/EC and Regulation 2022/641

Due to the historical dependence of Cyprus (CY), Ireland, Malta and Northern Ireland
on medicines supplied from or through parts of the United Kingdom, other than
Northern Ireland, and with the aim of preventing shortages of medicines and ensuring
a high level of public health protection with regard to medicinal products for human
use, the Commission adopted legislative proposals amending Directive 2001/83/EC,
Directive 2001/20/EC and Regulation (EU) 536/2014 by way of Directive 2022/642/EC
and Regulation (EU) 2022/641. This permits to Drugs Council to apply certain
derogations to facilitate supply of medicinal products to the Cypriot market. The
permitted derogations applicable to Cyprus are outlined in Directive 2022/642/EC and
Regulation (EU) 2022/641, and are subject to certain conditions.

Request to the Drugs Council for a derogation as per Directive 2022/642/EC and
Regulation (EU) 2022/641- Brexit Derogation Request Form

Approval of derogation requests will be primarily based on the information provided
and the conditions agreed to by the applicant in the Brexit Derogation Request Form
(annex ), which should be carefully completed. Applicants should ensure the
information provided on the Brexit Derogation Request Form is in line with the
information provided in the Directive 2022/642/EC and Regulation (EU) 2022/641.
Brexit Derogation requests forms should be submitted well in advance of the
submission of a variation or a new application to the Drugs Council according to the
instructions provided in the below section. The granting of the derogation will be based
on the information provided on the Brexit Derogation Request Form. Derogations may
be refused, notwithstanding a previous acceptance of a Brexit Derogation request.

Acceptance by the Drugs Council of any requests for derogations applies only to
medicinal products supplied to the Cypriot market or to investigational medicinal
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products provided in clinical trials approved in Cyprus. The derogations are limited in
time according to the Drugs Council’s decision with a maximum possible application
as stipulated in Directive 2022/642/EC and Regulation (EU) 2022/641.

The Drugs Council will accept/reject accordingly the ‘Brexit Derogation Request Form’
in writing to the applicant. Once a ‘Brexit Derogation Request Form’ is accepted, the
applicant will proceed with the application submission to the RMS (for MRP/DCP
procedures) or to CY (for national procedures). The CY Brexit derogation acceptance
by the Drugs Council should be included in module 1 under the Annexes.

How to complete Brexit Derogation Request Form (ANNEX I).

Section A must be completed for all requests while Section B (including
subsections and associated condition sections) should be completed only for the
specific derogations that are requested.

All  requests should be submitted to the following email: cy-
regulatory@phs.moh.gov.cy

For further information on the different derogations please contact:

Section B.1 | Panos Mytides +357 22608685 pmytides@phs.moh.gov.cy

Section B.2 | Eleni Georgiadou | +357 22608695 clinicaltrials@phs.moh.gov.cy

Sections Natasa Kiza +35722608698 cy-
B.3, B.4, regulatory@phs.moh.gov.cy
B.5

A separate Brexit Derogation Request Form should be submitted for each product.

Different derogation requests relating to the same product should be contained within
the same form and should all be submitted to cy-regulatory@phs.moh.gov.cy and
copied to all the relevant email addresses as indicated above.

For existing exceptional MAs in accordance with article 126a, a Brexit Derogation
Request Form should be submitted to cy-regulatory@phs.moh.gov.cy .

For new exceptional marketing authorizations based on article 126c Brexit
Derogations Request Form should be submitted via CESP as part of the application
for the exceptional MA and will be assessed within the assessment of the application.

A A L

Emilia Mavrokrodatou
For Registrar Drugs Council
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