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ENGLISH TEXT FOLLOWS

Méow nAskrpovikou rayudpopeiou (e-mail)

Mpog: Kardyoug Adeitov KukAogopiag (KAK) ®apuakeuTikwv Mpoidvrwy
Karoxoug Eidikwv ASeItiv KukAogopiag
TomikoUg AvriTpoatroug
Kat6xoug Adeiiv MapdAAnAng Eicaywyric
Katdxoug Adeiwv XovBpIkrg MwAnong
Kardxoug Adeiv Mapackeuric PapuakeuTIKGV MpoidvTwv

GEMA: E@appuoyr Tou ApBpou 23 Tou Kar' E¢ouoio86Tnon Kavoviouou (EE) 2016/161

me Emrtpomiq yia 1n cuutrAfjpwaon tnc Onviac 2001/83/EK Tou Eupwiraikou
KoivofBouhiou kai Tou ZuuBouhiou e Tov KaBOPIGUG AETITOLE WV KAVOVWY OYETIKG LE

TO YOPAKTNPIOTIKG ag@alsiag TTou EUQavilovTal 0TN CUOKEUATIT TWV QUpUAKWY yia
avlépwrrivn xpAon

20upwva pe 1o dpBpo 23 Tou o TTavw Kavoviopou, ta kpdrn péAn, érav kpiveral avaykaio
YO TOV QUVUTTOAOYIOUO Twv IBICITEPWY XAPAKTAPIOTIKWV g ahucidag epodiacpol oTo
£dapog Toug, umopolv va amaitodv améd TOUG XOVOpeUTTOpoug va emaAnBelouv Ta
XAPAKTNEIOTIKA QOQAAEIag Kal va aITeVEPYOTToIoUV TOV HOVABIKG KwSIKG avayvwpIong evog
Papudkou TpoTol SiaBéaouv To ev Adyw PAPHOKO Ot OPICUEVOUS QOpPEIC TTou Bev eival
papuakeia.

Qot6o0, oag avapépetal 6T GUpPWVa HE TNV KUTTPIaKr VOUOBETIa, Ta QUPUAKEUTIKG
TPOIGVTA  TTPETTEl va  TrpounBelovial pévo ot ¢apuakeia (dpBpo 4A Tou Trepi
dappakeuTikig kai AnAntnpiwv Nopou kai Kavoviopdg 3 g KAM 281/2000) CUVETTWG N
euxépela ou Siveral amméd 1o ApBpo 23 Sev eQapudleTal atnv Kotrpo.

Qg €Kk TOUTOU, TO ZupBoUAlo Dappdkwy ot ouvedpia Tou nuepopnviag 6 Mapriou 2019
amoPAaOITE WG kGBe TPOUABEId PAPHAKEUTIKOU TpoidvTog Ba Tpémel va yiverar péow
PAPUAKEiWV.

Ap. Aolng MNavayn

AleuBuvTig PappaKEUTIKWVY YTTNPESIGV
YTroupyeio Yyeiag

‘E@opog ZupBouliou Pappdikwy

Koiv.: Kumpiakds Opyaviouds E maAnBevong Papudkwy (KOED)
lMaykdmmpios ®apuakeutikés = UAAoyog (MdX)

PapuakeutikéS Ynnpeaie, Yroupyeio Yyefag 1475 Aeukwaia
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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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