TEAH 1A AITHZEIZ KAINIKON AOKIMON MOY YNOBAAAONTAI 2TA MAAIZIA TOY
KANONIZMOY (EE) APIO. 536/2014

(O Mepi @apuakwv AvBpwmivng Xpnong (EAeyyoc Mowdtntag, Mpoundestoc kot Tipwv) Nopog
tou 2001 (N. 70(1)/2001)

MNa véeg autnoelg Ste§aywyrg KAWVIKWY SoKLLwv (apxLkn aitnon kot aitnon YETayevECSTEPNG
npooBnkng evéladepopevoug Kpatoug Méhoug), kataPfdaAietal télog UPpoug 970.00 € to
omolo elval mMAnpwtéo péow tng unnpeoiag JCC (Katnyopia 15.1) amod tnv LotoceAida twv
QapPOKEUTLKWVY YTINPECLWV.

To téhog Twv 970.00 € amnotelel to, mpoPAenouevo anod tnv keipevn vopobeoia, abpolopa
Twv TeEAWV Tou amattovvral and tg Pappakeutikeg Yrnnpeoieg (170.00 €) kat tnv EOvikN
Erutponty BlonBikn¢ Kompou (800.00 €) kat meptAapBAveL TNV EMLOTNUOVIKN agloAdynaon Kot
Seovtoloyikn e€€taon tou dpakéAou TG altnong.

Anopaitntn mpoindBeon yla eMkUPWON TNG altnong eivat n umtofoAr oto CTIS tng anddeléng
TIANPWHAG TOU CUVOAOU TWV TEAWV.

Aev udlotavtol TEAN YL QLT OELS OUCLAOTLKAC TPpOTonoinong.

FEES FOR CLINICAL TRIAL APPLICATIONS SUBMITTED UNDER THE REGULATION (EU) No
536/2014

(Medicinal Products for Human Use (Quality Control, Supply and Prices) Law of 2001 (N.
70(1)/2001)

For new clinical trial applications (initial application and application for the subsequent
addition of a Member State concerned), the applicable fee of 970.00 € should be paid via JCC
(Category 15.1) through the Pharmaceutical Services website.

As provided by the applicable legislation, the 970.00 € fee constitutes the sum of fees required
by the Pharmaceutical Services (170.00 €) and the Cyprus National Bioethics Committee
(800.00 €) and it covers both the scientific assessment and ethical review of the application
dossier.

The inclusion of the full amount payment receipt in CTIS is mandatory in order for the

application to be valid.

No fees are applicable for substantial modification applications.


https://www.jccsmart.com/e-bill/merchants/4888/outlets/384/invoices/classified?node=34
https://www.jccsmart.com/e-bill/merchants/4888/outlets/384/invoices/classified?node=34

