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Kpitipia / MapdpeTpol eKTipnong Adywyv dnuociag uyeiag yia oKotroug ade1od6Tnong
Bdosl Tou dpBpou 132 Twv TEPi Papudkwv AvBpwmivng XprRong (‘EAeyxog
MoiétnTag, Npopndeiag kai Tipwv) NOpwyV - EIdikég Adsieg

e YnMaVTIKA KalvoTopia otn Bepartreia, TpoAnywn Kai didyvwaon aoBeveiwv
o >0oBapdTNTa TNG A0BEVEIAS YIa TNV OTToI TTPOOPICETAI TO PAPHAKO

e Mn dlaBeoIuoTnTa EVOANOKTIKAG BeparTreiag, iong ToUAdxIOTOV
ATTOTEAECUATIKOTNTAG, ATTO TNV idIa 1] GAAN @APUAKOAOYIKH KaTnyopia

o JnNMUAVTIKA BEATIWUEVN AOPAAEIT
o JNUAVTIKA BEATIWWPEVN OTTOTEAECHATIKOTNTA TTEPIAQUBAvoUéVNG Kal TNG HEIwoNG

NG dIdpKelag TG Beparreiag f TNG TTapaPovrg o€ voonAeuThipia, aunon Tou
TPocdOKIPoU TIRIWONG, K. 4.

e YnuUavTikK PeATiwon oTov TPOTTO XPAONG TOU QAPHAKOU, WOTE va audaveral
onMavTiK& N aTrodEKTIKOTNTA TNG BEPATTEIOG KAl N GUPKOPPWON O€ QUTHV aTTd TOUG
a0Beveig (TT.X: amd ToUu oTONATOG BepaTtreia o oxéon HE evEOIUN, PEATIWHEVO
0000A0YIKO OXNMa KTA)

Emonpaiveral 611 yia Adyoug dnudaoiag uyeiag, 1o ZupBouAio Papudkwy duvatal va
e€eTdoel AOITTEG TTOPAUETPOUG.

ZXETIKN €YKUKAIOG nuepopnviag 14/03/2018
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REPUBLIC OF CYPRUS PHARMACEUTICAL SERVICES
MINISTRY OF HEALTH 1475 NICOSIA

File PhS: 05.21.02.01, 5.13.2.2

Criteria / Parameters for assessing justified public health reasons for the
registration / licensing under article 13A of the Drugs for Human Use (Quality
Control, Supply and Prices) Law

¢ Major innovation in the treatment, prevention and diagnosis of diseases
o Severity of the disease for which the medicine is indicated

e Non-availability of alternative treatment, from the same or another
pharmacological class, of at least equal efficacy

¢ Significantly improved safety profile

¢ Significantly improved efficacy including reduction of the duration of treatment or
stay in the hospital setting, increased life expectancy, etc.

¢ Significant improvement in the way the drug is delivered and used, resulting in
significant improvement in the acceptability of the treatment and compliance profile
(eg oral therapy vs parenteral, improved dosage regimen, etc.)

The Drugs Council for public health reasons may also consider other parameters.
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