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ENGLISH TEXT FOLLOWS

Mpog 6Aoug Toug MNapaokeuaoTéc PappakeuTIKGV MNpoidvrwy, Katdxoug Adsiag
KukAogopiag, Aiavopeig kal Tomikoug AvVTITTpOOWTTOUG

Méaw nAekrpovikoU rayudpouciou

©fua: E@appoyr Tou kar' e€ouciod6Tnan Kavoviouol (EE) 2016/161 ¢ EmitpotrAc, tnc

2% OxTwPpiou 2015, yia Tn cupTrAlpwon TN O8nyiac 2001/83/EK Tou Evupwraikot

KoivoBouAiou kai Tou ZupBouAiou pe Tov kaBopioud AETITOPEDMV KAVOVwWY OXETIKA JE Ta

XOPAKTNPIOTIKG ao@aAtiag TTou epgavilovral gTh CUTKEUATIa TwY QAPUAKWY VIQ

avlpwrivn Xphon

AvOQOopIKa WE TO TTIO TTAVW BEua Kol ae OUVEXEIQ TNG OXETIKAG EYKUKAIOU np. 1n AuyocuoTou 2018,
T0 ZupBoUhio @apudkwy emBupel va utrevBupioel 6houg ToUg QopEic 6TTWG yia oKkomoug
gpuNVveiag Kal £TAUONG INTNPATWY TTOU TUXOV TTPOKUTTTOUY, QVATPEXOUV OTO EKGOTOTE Ot 10U
Eyypago Epwrioewv kai Aaviioswy (Q&A) ¢ Eupwrraikig EmITpoTig yia T XapaktnpioTikd
Aogaleiog. TiBetal uTdyn oag 61 1o Eyypago ETTIKQIPOTTOIEITON OE TAKTA XPOVIKG SlagThpara.

£TOoV TTapoVTa XPOvo To Ioxuov éyypago sival n ‘Exdoon 18B tn¢ 11™ Maiou 2021 oTo oTroio

HTTOPEITE VO £XeTE TTPOOBACN OTOV TTIO KGTW CUVBETHO:

https://ec.europa.eu/health/sites/default/files/files/falsified medicines/ga_safetyfeature en.pdf
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To all Pharmaceutical Manufacturers, Marketing Authorisation Holders, Distributors and
Local Representatives

Via electronic mail

Subject: Implementation of 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 packaqing of

medicinal products for human use

With regard to the above and as a follow-up to the relevant circular dated 1 August 2018, the
Drugs Council wishes to remind all stakeholders that for the purposes of clarification and the
resolution of issues that may arise, they refer to the latest updated version of the European
Commission Q&A Document on Safety Features. Please be notified that this document is
updated on a regular basis.

Currently, the document in force is Version 18B of 11 May 2021. You may access it at the

following link:

https://ec.europa.eu/health/sites/default/files/files/falsified medicines/qa_safetyfeature en.pdf

is Kkolos, Pharmacist
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