NMAPAPTHMA I

KATAZTAZH ME TIZ ONOMAZIEZ, TIZ ®PAPMAKOTEXNIKEZ MOP®EZ, TIZ
MNMEPIEKTIKOTHTEZ T2N ®@APMAKEYTIKS2N MPOIONTS2N, THN OAO
XOPHIHzZHZ, TON AITOYNTA KAI TOYZ KATOXOYZ THZ AAEIAZ

KYKAO®OPIAZ 2TA KPATH MEAH



KpaTtog péAog

Eupwndikn

Kartoxog Tng adeiag
KukAo@opiag

ATV

(Emivon®cioca)
ovopagia

MepIEKTIKOTNTA

DAPHAKOTEXVIKA
Hop®I

030¢
Xopnynong

Limited,

Old Belfast Road,
Millbrook, Larne, County
Antrim,

BT40 2SH

Hvwuévo Baaileio

1000 mg/880 IU

AENTO UPEVIO dioKia
+ avaBpalovta
KOKKia

‘Evon/
Eupwnaikn
OIKOVOHIKN
‘Evmon
ITahia Warner Chilcott UK | Actocalcio D3 35 mg + EnikaAuppéva pe Ano oTdpaTog
Limited, 1000 mg/880 IU | AenTo upévio diokia xpnon
Old Belfast Road, + avaBpalovTta
Millbrook, Larne, KOKKid
County Antrim,
BT40 2SH
Hvwuévo BagiAelo
Ionavia PROCTER AND GAMBLE Acrelcombi 35 mg + EnikaAuppéva pe Ano oTdpaTog
PHARMACEUTICALS 1000 mg/880 IU | AenTo upévio diokia xpnon
IBERIA, S.L. + avaBpalovTa
WTC Almeda Park, Ed. 1, KOKKia
238 pl.
Plaga de la Pau s/n
08940 Cornella de
Llobregat (Barcelona)
Ionavia
Zoundia Warner Chilcott UK Fortipan Combi D 35mg + EnikaAuppéva pe Anod oTouaTog

xpron




NMAPAPTHMA 11

ETMIZTHMONIKA NMOPIZMATA KAI NOroOI riIA THN EKAOZH OETIKHZ
rNQMHZ



EnioTnpovika nopioyara

revikn nepiAnwn Tng emornuovikng a&ioAoynong Tou Fortipan Combi D
Kal Twv AoInwv UNopIK®V ovouaoimv Tou (BA. napaprnua I)

To plogdpoVIKO VATPIO €ival £va dIPwOoPOVIKO AAAC NOU avaoTEAAEI TNV OCTIKA anodounon Kdl €Xel
anodeixBei 6T au€avel Tnv ooTikn pala kal TV EUBIOPNXAVIKA avToxr Tou okeAeToU. H Begpaneia pe
napdyovTeg KATd TnG anodounong, Onw¢ Ta OIpwoPoVviKa dAdTd, o ouvdudopd He Bepaneia
UMoKATAOTACNG OIOTPOYOVWY WNOpPEi va NpoAdBel 1 va PEIWOEI TNV OOTIKNA dnwWAEIa Nou OXeTICeTAl e
TN METEPMNVONAUOCIAKT 00TEONOPWON. SUVvNBwE, OTo nAaiglio TN Bepansiag pe dIPWOPOVIKA aAaTa,
xopnyeiTal eniong Bepancia pye aoBéoTio, yia TN OTAPIEN TNG €NAVAAATWONG OUCIWV TOU OKEAETOU,
kabw¢ kal Bepancsia pe yoAnkaAoipepoAn (BiTapivn Ds) nou au€avel Tnv anoppo®non Tou
aoBeotiou. O aITwv unéBale aitnon apoifaiag avayvwpiong TnG adelag KukAogopiag nou
xopnynobnke and Tn 2oundia To 2006 yia To Fortipan Combi D, &va npoidv ouvduacuou
anoTeAoUpeVO ano enikAAUPPEVA PE AenTO UMEvIO diokia pioedpovikou vaTtpiou 35 mg, 1000 mg
avBpakikoU aocBeoTtiou kai 880 AM avaBpaloviwyv Kokkiwv YoAnkaAoipepoAnc. H diadikaoia
Eekivnoe Tov NoguBpio Tou 2009 kai ol evOEsi&EIC yia TIG onoieg unoBANBNKe aitnon eivar «Bepaneia
TNG HETEUMUNVONAQUOIAKNC OOTEONOPWONG, yid TN HEIWON TOU KIVOUVOU OMOVOUAIKWV KATayudTwv»
Kal «Bepaneia O1aniOTWUEVNG LETEUUNVONAUOIAKNG OOTEONOPWONG, yid Tn HEWON Tou KivoUuvou
I0XIaKWV KATayudTwv». H ouvTpEXouod Xoprynon doBe0Tiou PEIOVEI ONUAVTIKA TNV anoppo®non
pIoedpoVATNG Kal, WG €Kk ToUTou, npenel va ano@elyeTal. H dpaon Twv dIPWO@OVIK®OV aAdTWV
dlaTnpeiTal yila napaTteTapevo Xpovikd dIAacTnUa Kdal, oUuvenwg, Oev XPeIAleTal OUVEXNG XOpPnynon
000swV. ZUVENWG, n npoTelvouevn OocoAoyia eivar €va 0diokio ploedpovdrng Tnv nuépa 1

akoAouBoUpevo anod £vav @akeAioko aoBeoTiou/XoANKAACIPEPOANG KABNUEPIVOC YIa TIC NUEPEG 2
£w¢ 7. To doooAoyik6 auTo oxnua enavailaufBaveral kdbes eBdopada.

'Eva evdia@epOpevo KpATog WEANOG NYEIPE avnouXia OXETIKG PE duvnTikG cofapo Kivouvo yia Tn
onudoia uyeia mou npokUNTel anod TNV EAAEIYPn dAnOdEIKTIKWV OTOIXEIWV aAnMoTEAECUATIKOTNTAC,
€10IKOTEPA Ot O,TI APOPA TOUG I0XUPIOKOUG nepi BEATIOPEVOU OQPEAOUG Ot OUYKPION HE Td
HMEMOVWHEVA NPOIOVTA KAl Nepi BEATIWUEVNG CUPHOPPWONG O CUYKPION WE TIC ouvnBeIg Bepansisc.
Q¢ ek TOUTOU, N Jdiadikacia napan£u@enke Tov AnpiAio Tou 2010 oTn CUVTOVIOTIKN OWada yia Tn
diadikacia apoifaia¢ avayvwpiong kKal TV anokevrpwuévn diadikacia — ¢dapuaka avepwnivng
xpnong (CMD(h) kai, akoAoUBwg, otnv CHMP Juvapel Tou apBpou 29 napaypagog 4. To
evdIlapePOPEVO KPATOG HEAOG MOU NYEIPE EVOTACEIC EKPIVE APVNTIKNA TN OXEON 0PEAOUC/KIVOUVOU Yid
To Fortipan Combi D kal napouadiace eniCTNHOVIKA ENIXEIPAKATA Yia TNV anoppiyn TG aitnong.

Aedopéva nou unoBAROnkav and Tov arrouvra

H CHMP £AaBe unown Ta dedopeéva nou unoBfARBnkav oTnv apxikn aitnon. =Tnv evotnta 2

nepIAaPBAveTal N yevikn nepiAnwn noiotnTag, padi e TNV KAIVIKA Kdl PN KAIVIKR €M10KONNON Kadwg
Kal Ta &yypaga ouvowng. =Tnv evotnTa 3 neplAapPAveTal N OXETIKN TEKPNpiwon yia Ta

€MNIKAAUPPEVA ME AenTd UpEvio OloKia plogdpovaTng kabwg kal yia Ta avaBpalovra Kokkid
aoBeoTiou-XoANKAACIpePOANG, yia Tn dpacTIKn oucdia KABwC Kal yia To pApHAKEUTIKO Mpoiov. TNV
€voTNTa 4 nepIAapBavovTal TPEIG NPOKAIVIKEG HEAETEG yia Tn pioedpovaTtn. H CHMP cup@wvnoe OTI n
(papuakoAoyia kai n To&koAoyia Tou aoBecTiou KAl TNG XOANKAACIPEPOANG E€ival E€NAPKOG



TEKUNPIWPEVEG, Ol oUVOUACHOI de TwV gv AOyw dU0 NpoidvTwv XpnaoihdonoloUvTdl NayKoodiwg aTnv
KAIVIKN NPpakTikr €dw Kdl NOAAd Xpovia, evw n euneipia og avBpwnoug avTikabioTd Ta pn KAIVIKA
dedopéva. Eniong, unoBANONKav €ikool OKTW EMAPKEIG UN KAIVIKEG BIBAIOYPAPIKEG AVAPOPEG. ZTNV
evOTNTa 5 nepiAapBavovTal BaoikeG KAIVIKEG HEANETEG Kal €kBEoelg peAeTwv yia Ta diokia 35 mg
pIOEdPOVATNG KAl Yid TO MNPoiov acBecTiou Kal XOANKAAGIPEPOANG, KABWC Kal n Bacikn HEAETN
£€ykpiong Tn¢ £Bdopadiaiac ddong Tou diokiou 35 mg pioedpovartng, oTo nAaiclo TNG onoiag ol
aobBeveic AauBavav napdAAnAa aoBéoTio kal Bitapivn D, onwg eniong kai 46 ocuva@eic KAIVIKEG
BIBAIOYpaIKEC avapopEG. Supnepaocpatikd, n CHMP €kpive 0TI o aITwv unéBaie OAa Ta ouvaen Kal
anapaitnTa dedopéva yia TNV UMNOCTAPIEN €vOC OAOKANPWHEVOU (pakéAou aitnong duvdapel Tou
apbpou 8 napaypapoc 3.

Ta&ivopunon wg eSAIpeTIKN NEPINTWON

H CHMP ¢€kpive OTI 0 0OuvOUAOHOG pPIoEdPOVATNG Kal aoBECTIOU-XOANKAACIPEPOANG aMOTEAEI
«€EAIPETIKN MNePINTWON®», AOYW TNG NpoBANUATIKAG docgoAoyiag Kal Tou KivdUvou aAAnAenidpaoncg
Nnou avaoTEAAEl TNV TAUTOXPOvN Xopnynon, cUPewva Pe TNV KATeubuvTrpia ypauun yia Ta npoiovTa
ouvduaouol (CHMP/EWP/240/95).

‘OpeAog yia Tn dnuooia uyesia kal BEATIOHEV CUHHOPPWON

SOhgQwva Pe TNV kKaTeuBuvTthnpla ypauun Tng CHMP yia Ta npoidvra cuvduacpou, «Td oxnuaTa

ouvouaopoU yivovTal OekTd POVO OE EEAIPETIKEG NEPINTWOEIC, OTIC OMOIEC TO BEPANEUTIKO OOTOAOYIKO
oxnNUa ouvendyetdl oapEg 0PeAOC yia Tn dNUOOCIA UYEia Kai/f cuPhoppwan, AauBavopevng unoywn
TNG anaiToUPevNG TeKPnpiwong nou opileTal oTnv napaypago 5 Tng ev Adyw KaTeuBuvThpiag
ypapung». H CHMP €E€ppaoce Tn yvwun 0TI 0 ouvdudouog Ba anAonoinoel To 6woTd dOTOAOYIKO
oxnua os oUyKpIon ME Ta PEPOVWHEVA MPOIOVTA, MEI®VOVTAG KAT' auTdéVv ToVv TPOMo Tov KivOuvo
aAAnAemdpdoswv. H CHMP Bewpnoe OTI auTo anoTeAei oa@Eg ogeAog yia Tn dnuoaoia uyeia. MNa Toug
Aoyoug auTtoulg, n CHMP dev Bewpnoe OTI N TEKUNPIWON TNG BEATIWHEVNG CUMHOPP®WONG AMNOTEAEI
andAuTtn anaitnon yia TNV £yKpion Tou npoidvTog ouvduaouou.

SupnepaopaTikd, n CHMP ékpive OTI OAEC 01 EVOTATEIG NOU gyEpBNKav and To evOIAPEPOUEVO KPATOG
MEAOG BleuBeToUvVTal ENAPKWG Kal OTI dev NPENEl va anoTpanei n xopnynon adeiag KukAogopiag aTo
npoiov. H CHMP 3iatUnwaoe Tn yvwun OTI n aitnon yiveral anodekTrn).

Aoyol yia Tnv €kdoon BETIKNG yVWUNG

EkTipwvTag o,

e Ta Oedopéva nou unoBARBnkav aTtov @AkeAo TnNG dapxIKAG aitnong xopnynong ddesiag
KUKAoQopiac oTo npoidv KpivovTal €napkrn yia Tn OTAPIEN Tng aiTnong xopnynong adeiag
KUKAogopiag,

e n CHMP neiotnke yia Ta oa@r oQEAn yia Tn dnuoaia uyeia kai Tn BEATIWHEVN CUPNOPPWON NMou
NPoKUMNTOUV ano To €V AOYW MPoiov,



n CHMP eionyhnbnke Tn Yopnynon adsiwv KukAogopiac oTto Fortipan Combi D kal TI¢ Aoingg
EUNOPIKEG ovopaoieg Tou (BA. napapTnua I), yia Ta onoia n NeEPIANYN TWV XAPAKTNPIOTIKWV TOU
npoidvTog, n enionuavon Kai 7o GUAAO odnyImV XProng CUMPWVOUV HE TIC TEAIKEG €KOOCEIG MoU
dlapopPwBNKav KAaTda TIG EpYAdieC TNG oPdadac ouvToviouoU, ONwG avaQEPETAl oTo napdaptnua III.



NMAPAPTHMA III

MEPIAHWH TQN XAPAKTHPIZTIKQN TOY IMTPOIONTOS, ENNISHMANZH KAI
DPYAANO OAHII2N XPHZHZ



H 1oxUouoa nepiAnwn Twv XapakTnpPIoTIK®V TOU NpoidovToc, n enicnuavaon kal To @UAAO odnyiov
XPHong anoTeAoUV TIG TEAIKEG EKDOXEG NMOU NPoEKUWAv oTo NAaiglo Tng diadikaciag nou akoAouBnaoe
n odada ZuvToviouou.



