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ENGLISH TEXT FOLLOWS

Mpog 6Aoug Toug NapaokevaoTéic PapuakeuTik®y MpoidvTwy, Kartéxoug Adtiag

Kukhogopiag, Aiavopeig kai ToTrikoUg AvTiTrpoowtroug

Méaw nAekipovikod rayudpousiou

Oépa: E@apuoyi Tou kat' fouciodétnon Kavoviopou (EE) 2016/161 TN EMITpoTTig, 1ne

2% OxTwPpiou 2015, yia 1 guprAipwon 1ng Odnyiag 2001/83/EK 10u Eupwiraikou
KoivoBouAiou kai Tou ZupBouliou HE TOV KOBOPIoNS AEMTTOUEPWV KAVOVWY OXETIKA pE TO

XOpaAKTNPIOTIKG aoQaALiag Tou sp@aviloviai oTn GUOKEUAOTIO TV PAPUAKWY yia
avBpwivn Yprion

AVOQOPIKG pE TO TTIO TIAVW BEPA KOl GE CUVEXEID TNC OXETIKAG YKUKAiou np. 1n AuyouaoTou 2018,
70 ZupBoUAio ®appdkwv emBupei va umevBupioer GAoug TOUG QOPEIS OTTWG YIa CKOTTOUC
epunveiag kar emiAuong {NTNUATWY TTOU TUXOV TTPOKUTITOUV, avaTPEXOUV OTO EKAGTOTE ot 1o%0
€yypago Epwricewv kai ATaviioswv (Q&A) Tng Evpwrraikrig Emtpotic yia Ta Xapaktnpiotikg
Aogaleiag. TiBetal umoyn oag 6T To £yypago ETIKAIPOTTOIEITAI OF TAKTE XPovikd SiaoTiuara.

ZTov Tapévta xpdvo To IoxUov éyypago eival n ‘ExSoon 18B Mg 11" Maiou 2021 oTo oTroio

MTTOPEITE Va £XETE TTPOORUCT OTOV IO KATW ouvdeopo:

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

|_1dvvne\KkoAds, dappakotroiog

lMNa {E@opo ZupBouiiou dapudkwy
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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 packaging 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

é nnig Kkolos, Pharmacist

For Registrar Drugs Council

Pharmaceutical Services Ministry of Health 1475 Lefkosia
Tel:+357-22-608-607 Fax: +357-22-608-649 Website http:// www.moh.gov.cy/phs



