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Mpog 6Aoug Toug eviIaPEPOUEVOUC

Oépa: KardAoyog avaykaiwv @apudkwy yid eyypagn Kai KukAo@opia otnv
KUTTpIaKf ayopd ( ISIwTIKGC Kal Snuéoioc Topéac)

To ZupBouAio Pappdkwy £xel TTPOPEl O TEIPG EVEPYEILV yIa TNV QVTILETWTTION TWV
EMMTROEWV AdYw NG amoxwpnong Tou Hvwpévou BaaiAeiou amd v Eupwraikn
‘Evwaon (Brexit). Zta mAaioia twv pétpwv mou AauBdvovral, To ZupBouAio amoQdoIoE
OTrwg BNHOCIOTTOINCEl KATAAOYO PapHAKwWY Trou SiaBéTouv €IBIKA ddeia KukAogopiag
kai emrnpeadovial amé 1o Brexit, kal Ta otroia éxouv BewpnBei Kpioipa (Annex 1). O
kardAoyog avagipeTal Ot OPACTIKEG OUCIEG, TTEPIEKTIKOTNTEC KAl doooloyIkég
HOpPQEG/oUOKEUTTiEG TTPOIGVTWY Ta oTroia eival adelodotnuéva otnv Kutrpo pe €10IKN
adeia kukhogopiag pe kpdTog avagopds To Hv. Bagikeio. To ZupBouAio Papudkwyv
KAAET TIG QAPUAKEUTIKEG ETAIPEIEG KAl GAAOUG OIKOVOUIKOUC QOpEi¢ TTou evBiapépovTal
VO TTPOXWPNACOUV GTNV EYYPAPT TWV TTPOIOVTWV QUTWV EiTE PECW EIBIKWV aABEIV ME
KpdTog avagopdg kpdrog Tng EE ektdg Hv. BaaoiAsiou eite péow GAAwv VEVOUIOUEVWV
Oladikadiwv cgupgwva pe Tov Mepi Papudkwv AvBplTIving Xprionc (EAeyyxog
Moiotntag, MpoprBeiag kai Tipwv) Népo.

Aedopévng Tng amoxwpnong Tou Hv. Baolksiou ot 30/3/2019, 1o ZUpBouAio
Papudkwy KOAEl TOUG eVOIOPEPOUEVOUG OTTWE TTPOXWPHCOUV OTIG ATrapaiTNTEG
EVEPYEIEG TO OUVTOWOTEPO duvard waTe va SIac@alIoTel N ampOTKOTITN TTPOUNBEIa
OAWwV TWV aTTAPAITNTWY PAPUAKEUTIKWV TTPOIGVTWY GTNV KUTTPIAKT ayopd:.

Emimpéobera 10 ZupBolhio dapudkwv €xel IATTIOTWOEI 6T UTTAPXOUV QAPKETE
PAPHAKEUTIKG TTPOIGVTA Ta OTToia Eival ATTapaiTNTa Yia TNV KUTTPIGKK ayopd (Kupiwg
yla avdykeg Ttou dnudoiou Topéa) Ta otroia dev diabéTouv ddsia KUukAogopiag aTtnv



Kutrpo rj diaBétouv adeia kukAogopiag xwpic waoTdéoo va SiatiBevral aTnv ayopd ue
aroréAeopa va avriueTwmifovial SuokoAieg oTnv TTpopnBela Toug. To ZuuBouAio
Papudkwy KaAei 6Aoug Toug KATGXOUG AdEIag KUKAOPOpIag omwg diaBéTouv TNV
KUTTPIaKN ayopd ( 1600 181wTIKG 600 kal dnu6oio Topéa) GAa Ta TTPOIGVTA YiO TQ OTTOIQ
Kartéyouv ddeia kukhogpopiag.

To ZupBoUAio Papudkwy amoPaaice GTTwG BNUOCIOTTOIRGE N €€avTANTIKS KaTGAOYO
@appdkwv (Annex 2) Ta otoia dev diaBétouv Gdeia KukAogopiag atnv Kumpo A
OlaBéTouv  ddela kukhogopiag ala dev BiatiBevial oty Kutrpiakry ayopd nj
avTINETWTTICOUV BuakoAieg aTnv TPOUNRBEId TOUC Kal Ta oTToi egaopalifovral yia Tig
avaykeg Tou dnudaiou topéa. To ZupBouhio kahei Tig (PAPHAKEUTIKEG ETAIPEIES Kal
GAAoug oikovopIkoUg PopEiG TTou evdlapEépovTal va TPOXWPNATOUV OTNV EYYPAPT| KAl
KUKAOQOPIQ TWV TTPOIOVTWY QUTWV HECW TWV VEVOICHEVWY SIaBIKAGIGV oupQwWva Je
Tov lNepi Papudkwv AvBpwrivng Xpriong (EAeyxog MoiétnTac, MpounBeiag kai Tipwv)
Nopo. Z1o kardAoyo avapépovral SpacTikéG ouaiec, TTEPIEKTIKOTNTEG KAl BOCOAOYIKN
Hop@r/ 0d6g Xopriynang. Emonuaivetal 611 o katdAoyog gival pn e€avrAnTikéG.

To 2upPoUAio Papudkwv TPOOBAETTEl otV dueon avTamokpion OAwv Twv
EUTTAEKOPEVWV QOPEWV WOTE va BIACPANIOTEI N ATTPOGKOTITN 01GBean Qapudkwy
oroug Kimploug acBeveic. TNa  omoleadrimore  BIEUKPIVICEIC  Kal TTEPETAipW
TAnpogopieg  TapokaAw  amoreiveote oty k. EpiAu Maupokopddrou
(emavrokordatou@phs.moh.gov.cy, TnA: +357 22608618).
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To all interested stakeholders

Subject: List of critical products for registration and marketing in Cyprus
(public and private sector)

The Drugs Council has undertaken several measures for mitigating the consequences
following the withdrawal of the UK from the European Union (Brexit). Within the
framework of mitigation measures, the Drugs Council has decided to publish a list of
products currently authorised via an exceptional marketing authorisation affected by
Brexit and which are considered critical (Annex 1). The list refers to active substances,
strength and dosage form/packages of products authorised in Cyprus with an
Exceptional Marketing Authorisation and reference country the UK. The Drugs Council
invites pharmaceutical companies and other interested parties to register these
products either via an exceptional marketing authorisation with a reference country, a
member state other than the UK or via other procedures provided for by the Law of
Human Medicinal Products (Control of Quality, Supply and Prices).

Considering that the withdrawal of the UK from the European Union will be effective
as of 30/3/2019, the Drugs Council invites all interested parties to proceed with all
necessary actions at the earliest possible in order to ensure continuous supply of the
Cypriot market with all necessary pharmaceutical products.

Furthermore, the Drugs Council has identified several pharmaceutical products
needed for the Cypriot market (mainly the need of the public sector) which are not
authorised in Cyprus or if they are authorised, they are not marketed in Cyprus, thus
problems are experienced with their supply. The Drugs Council invites all marketing
authorisation holders to market all their products for which they have a marketing
authorisation in Cyprus (both private and public sector).

The Drugs Council has decided to publish a non-exhaustive list of pharmaceutical
products (Annex 2) procured for the needs of the public sector, which are not
authorised in Cyprus or are authorised but not marketed in Cyprus thus experiencing
problems in their procurement and supply. The Drugs Council invites pharmaceutical



companies and other interested parties to register and market these products through
the procedures provided for by the Law of Human Medicinal Products (Control of
Quality, Supply and Prices). The list includes the active substance, strength and
dosage form/route of administration. Please note that the list is non-exhaustive.

The Drugs Council looks forward to the prompt response of all stakeholders in order
to ensure the continuous supply of pharmaceutical products to Cypriot patients. For
any clarifications or further information, please contact Ms Emilia Mavrokordatou
(emavrokordatou@phs.moh.qgov.cy, tel: +357 22608618).

Dr. Louis Panagi

Director of Pharmaceutical Services
Ministry of Health

Registrar Drugs Council



