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ENGLISH TEXT FOLLOWS

Méow nAskrpovikoU rayudpoysiou (e-mail)

Mpog: Karbéyxoug Adeitav Kukhopopiag (KAK) dapuakeuTikiv MNpoidvtwy
Kardxoug Eidikwv Adeiwv KukAogopiag
ToTmkoUg AVTITTPOGUITIOUG
Kardxoug Adeiwv MapdAAnAng Eicaywyng
Kardyoug Adeiwv Xovdpikrg MwAnang
Kartéxoug Adeiwv Mapaokeuric PapuakeuTIKwy Mpoidviwy

OEMA: Egappoyr Tou Ap8pou 23 Tou Kar' E€ougiodotnon Kavoviouou (EE) 2016/161
g Emitpomig yia Ty oupmApwon tng Odnyiag 2001/83/EK Tou Evpwraikol
KoivoBouAiou xai Tou ZuuBouAiou pg Tov kaBopioud AETITOUEPWV KAVOVWV OYETIKG LIE
Ta XOPAKTNPIOTIKG ao@aAgiag Tou ep@avifovial 01N CUTKEUATIa TV QUPUAKWY yia

avBpwirivn xpnon

ZUHewva pe To dpBpo 23 Tou o TAvw KavovigpoU, Ta kpdTn PéAn, 6Tav Kpivetal avaykaio
Yia TOV OUVUTTOAOYIOUO Twv 1IBIAITEPWY XAPAKTNPIOTIKWY NG aAugidag e@odiacuol aro
€0a@OG TOUg, WTTOpPOUV Vva QTaITOUV OTd TOUG XOVOPEUTTOPOUS va emaAnBeliouv Ta
XOPAKTNPIOTIKA a0PAAEIag Kal va atrevepyoTroiolv Tov Hovadiké KwSIKG avayvipiong evog
papudakou poToU diaBicouv To v Adyw QAPHAKO OF OPITUEVOUS QOpEiC Trou Bev eival
Qapuakeia.

Qot600, oag avagéperal OTI CUPQWVA PE TNV KUTTPIOKF VOUOBEGIa, Ta QAPUOKEUTIKG
Tpoidvra Tpémel va TpounBedovial pévo amd  Qapuakeia (ApBpo 4A Tou Trepi
®appakeuTikig kai AnAntnpiwv Népou kai Kavoviouég 3 tng KAM 281/2000) cuverdc n
euxépeia rou diveral améd To ApBpo 23 Bev epapuéleTal atnv KaTrpo.

Qg ek TouTOU, TO ZupBoUAio Papudkwv ge cuvedpia Tou nuepopnviag 6 Maprtiou 2019
amoQAcIoe WG KGOe TTpouriBeia QApPUAKEUTIKOU TTPOidVTog Ba TpéTrel va yiverar péow
(PUPHOAKEIWV.
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Ap. Nodng Mavayn

AleuBuvTriic PappakeuTikwy YITNPETIIV
YToupyeio Yyeiag

‘Epopog ZupBouliov Papudkwy

Kowv.: Kumpiakds Opyaviouss EmairBeuans ®apudkwy (KOE®)
MNaykumpio¢ Papuakeutikos ZuAAoyog (ML)

Dapuakeunikés Yrnpeaiceg, Ymoupyeio Yysiac 1475 Asukwaoia
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By email

To: Marketing Authorisation Holders (MAH)
Exceptional Marketing Authorisation Holders
Local Representatives
Parallel Importers
Wholesale License Holders
Manufacturers of medicinal products

Re: Implementation of article 23 of Commission Delegated Regulation (EU)
2016/161 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

Pursuant to article 23 of the above Regulation, member states may require, where
necessary to accommodate the particular characteristics of the supply chain on their
territory, that a wholesaler verifies the safety features and decommissions the unique
identifier of a medicinal product before he supplies that medicinal product to certain
operators that are not pharmacies.

However, according to Cypriot legislation, medicinal products must only be supplied by
pharmacies (article 4A of the Pharmacy and Poisons Law and Regulation 3 of P.I.
281/2000), therefore the discretion granted by article 23 does not apply to Cyprus.

Therefore, the Drugs Council at its session held on 6 February 2019, decided that every
supply of medicinal products should be made through pharmacies.

Dr Louis Panayi

Director Pharmaceutical Services
Ministry of Health

Registrar Drugs Council

CC:  Cyprus Organization for the Verification of Medicines
Cyprus Pharmaceutical Association
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