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ENGLISH TEXT FOLLOWS

Méow nAektpovikoU raxudpoueiou
MNpog Xopnyoug kai AIrnTég KAIVIKWVY AOKINWV

Oéua: HAsKTPOVIKA KOTABETN AITACEWY VIO KAIVIKEC SOKIUEC OAPUGKWY TTOU
mwpoopilovrai via Tov dvBpwtro

To ZupPBouhio Gapudkwy eTOUUET va gag evnuepwoel 6T ) UTTOROA TWV QITACEWY YIa
évapgn 1N Kai ouoiwdN TPOTTOTToINON KAIVIKWY SOKINWY padi pe OAa va Ta amapaitnTa
gyypagea (@akehog aitnang) 8a mpayuatotoleital Tpog T Movada MapaAaBric Twv
POPUOKEUTIKWV  YTINPECIWV O NAEKTPOVIK  HOP®N  HECW TOU  NAEKTPOVIKOU
Taxudpopeiou submissionscy@phs.moh.gov.cy

OAa 1a £yypaga Tou Ba karariBevral NAEKTPOVIKA, TUPTIEPIAAPBAVOUEVNG TNS aithang
Kal TNG OUVOOEUTIKAG €TMIOTOAAG, Ba TIpETTel va @épouv copwpévn 1 NAEKTPOVIKK
UTTOYPQ QY| TTOU TTIOTOTTOIEITAI HECW EYKEKPIMEVWV TTAPOXEWY UTTNPETIWV EUTTIOTOCUVNC.

YtevBupidetar n amaitnon Tou ZupPouliou Papudkwv yia UTTORBOA TN Zlvoywnc
MpwtokdAAou atnv EAANVIKr FAwooa kai g Emoniuavong otnv EAANvikA A kai oty
AYYAIKR YAWOOQ.

ZUPTTANpWHATIKG oToIXEia Kal GAAG éyypaga yia kAivikég Sokipéc (11.x. DSURs, USMs,
CSR KTA.) Ba yivovTal £TTioNG aTTOSeKTA HETW TOU TTIO TTAVW NAEKTPOVIKOU TaXUBPOUEOU.

Ohol o1 aitntég rpoTpéTTovTal OTrwG aKoAouBoUv aTTOKAEIOTIKG TNV ev Adyw Sladikacia n
otroia Ba 10XUEl péEXPI TNV epappoyr| Tou véou KavoviopoU (EE) apiB. 536/2014 yia Tig
KAIVIKEG SOKIPEG PAPPAKWY TTOU TTPOOPICOVTaI YIa TOV GVBPWTTO, KAl TRV KATAPYNon TS
Odnyiag 2001/20/EK.

Yrroupyeio Yyeiag/Tunua ®apuakeutikiv Ynpeoiwv 1475 Asukwaia
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MNa Tuxov TpooBeteg TTANPoQopieg 600V aPopd TIG KAIVIKEC BOKIPEC HTTOPEITE v
€mKoIvwveite pe Tov Topéa Papuakoeaypdtvnong kal KAIVIKWY AoKIYWY 010 e-mail:
clinicaltrials@phs.moh.gov.cy

H mapovoa eykUkAIog £xel avapTnBei oTnv 10T00eAIda TwV PAPUAKEUTIKWY YTINPECIV
www.moh.gov.cv/phs
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ENGLISH TEXT

Via electronic mail

To Sponsors and Applicants of Clinical Trials

Subject: Electronic Submission of Clinical Trials Applications (CTAs) on medicinal

products for human use

The Drugs Council wishes to inform you that submissions of initial applications and
applications for substantial amendments of clinical trials with all necessary documents
(CTA dossier) are to be submitted to the Validation Unit of the Pharmaceutical Services
in electronic version via the e-mail address submissionscy@phs.moh.gov.cy

All electronically submitted documents, including the application form and the cover
letter, must include a scanned or an electronic signature certified through approved
trusted service providers.

It is also reminded that the Drugs Council requires for the Protocol Synopsis to be
submitted in Greek Language and the Labeling in Greek and or English language.

Additional and other documents for clinical trials (e.g. DSURs, USMs, CSR etc.) will also
be accepted via the above e-mail address.

All applicants are encouraged to exclusively follow the aforementioned procedure which
will be in place until the implementation of the new Regulation (EU) No 536/2014 on
clinical trials on medicinal products for human use, and the repeal of Directive
2001/20/EC.

Ministry of Health / Pharmaceutical Services 1475 Nicosia
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For more information on clinical trials you can contact the Pharmacovigilance and
Clinical Trials Department via e-mail clinicaltrials@phs.moh.gov.cy

This circular has been uploaded onto the Pharmaceutical Services website
www.moh.gov.cv/phs.
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“Helena Panayiotopoulou
Act. Director Pharmaceutical Services
Registrar Drugs Council
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