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ENGLISH TEXT FOLLOWS

[pog:

Xopnyoug kal AitnTtég KAIVIKWY AoKIpwyY

Kar’ Avaeeon Opyaviopoug ‘Epeuvag (CROs)

Katdyxoug Adsiwv Kukhogopiag (KAK) ®apuakeuTikwy MNpoidvrwy
Totrikoug AvTirpoowTroug KAK

Méow nAekTpovikoU taxudpogiou

Ofua: AAayii nAskTpovikou Taxudpopeiou yia Thv UTTOBOAR AITACEWYV KAl AOITTWV
eyypaewyv KAIvikwv AoKiuwy

e OUVEXEID TNC eykukAiou nuep. 05/03/2021, o1 dapuakeuTikég YTTNPECiEG ©Qg
evnuepwvouv 6T, OTa TAQIOIO TNG QTTOTEAECUATIKOTEPNG DIAXEIPIONG TWV AITHOEWV
KAIVIKWV dokiywyv, amd v 11 lavouapiou 2023, n nAekTpoviky UTTOBOAr} aiTiotwv
KAIVIKWV Sokipwy padi e dAa ta atrapaitnta £yypaga (@dkeAog aitnong), KaBwg Kail n
UTTOBOAR CUMTTANPWHATIKWY CTOIXEIWV 1 GAAWV eyypd@wyV yia KAIVIKEG BOKIMEG (TT.X.
ASRs, USMs, CSR k.T.A.), 8a TTpAyHATOTTOIEITAI ATTOKAEIOTIKA PECW TOU NAEKTPOVIKOU
Taxudpopciou clinicaltrials@phs.moh.gov.cy.

Qc ek TOUTOU, N XPAON TOU UQICTAUEVOU nAekTpovikoU  Tayxudpopeiou
submissionscy@phs.moh.gov.cy yia TNV UTTOBOAR TETOIWV QITACEWV Kal £yypapwy Ba
pTTOopEl va yivetal pévo péxpi Tnv 311 Aekepppiou 2022.

Emionuaivetar 611, n mo mavw Siadikacia 1oxUel atroKAEIOTIKG yIa KAIVIKEG DOKIUEG TTOU
Oev umroBdAAovTal péow NG nAekTpovikAg TAat@déppag CTIS, ota mAqicia g
petaBarikng mepiddou Tou Kavoviouou (EE) apiB. 536/2014 yia TG KAIVIKEG JOKIUEG
Qapudkwv TTou Trpoopiovtal yia Tov dAvBpwto, kal TV kardpynon Ttng Odnyiag
2001/20/EK.
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Ma Tuxov TPOCBETEG TTANPOPOPIEC UTTOPEITE VA ETTIKOIVWVEITE PJE TOV Topéa KAVIKWY
Aokipwv Twv PapHAKEUTIKWY YTTNPECIWV CTA akdAouBa OToIXEIR ETTIKOIVWVIAG:

K. EAévn Mewpyiddou
TnAépwvo: +357 22 608 695
E-mail; elgeoraiadou@phs.moh.gov.cy, clinicaltrials@phs.moh.gov.cy

T LU\
widivvng KxoAdg, Pappakotroidg

MpAoioTapevog AieuBuvong MeteykpiTikWv Aladikaciwy kal KAIVIKWY AOKIHWY
yia AieuB0vTpia PAPHAKEUTIKWY YTTPETIWV
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ENGLISH TEXT

To:

Clinical Trial Sponsors and Applicants

Contract Research Organisations (CROs)

Marketing Authorisation Holders (MAH) of Medicinal Products
Local Representatives of MAHs

Via electronic mail

Subject: Change of e-mail address for the submission of Clinical Trial
Applications (CTAs) and other documents

Following the relevant circular dated 05/03/2021, the Pharmaceutical Services wish to
inform interested parties that, for the more efficient management of CTAs, as of 1 January
2023, clinical trial applications with all necessary documents (CTA dossier), additional
information and other documents for clinical trials (e.g. ASRs, USMs, CSR etc.) are to be
exclusively electronically submitted via the e-mail address clinicaltrials@phs.moh.gov.cy.

Consequently, the use of the existing e-mail address submissionscy@phs.moh.gov.cy to
submit the above-mentioned applications and documents will only be applicable until 31
December 2022.

It is highlighted that, the aforementioned procedure applies exclusively for clinical trials
not submitted through the electronic portal CTIS, in the context of the transition period of
the Regulation (EU) No 536/2014 on clinical trials on medicinal products for human use,
and the repeal of Directive 2001/20/EC.
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For any further information you may contact the Clinical Trials Department of the
Pharmaceutical Services at the following contact details:

Mrs. Eleni Georgiadou
Telephone number: +357 22 608 695
E-mail: elgeorgiadou@phs.moh.gov.cy, clinicaltrials@phs.moh.gov.cy
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{oannis Kkolos, Pharmacist
Heaéﬁ of Post-Authorisation Procedures and Clinical Trials Directorate
on behalf of Director Pharmaceutical Services
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