ITAPAPTHMA I

HEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

GONAL-f 75 TU k6vig ka1 StoAdtng yio. eVEGIUO StdAvpaL

2. IIOIOTIKH KAI ITOXOTIKH XYNOEXH

KaBe prodido mepiéyet 5,5 pucpoypappapia Burokiotponivig ahea*, wwodvvapa pe 75 TU. Kabe ml
TOV OVAGLOTOUEVOL dlaAdduatog tepiEyet 75 1U/mI.

* avacvvdvaopévn avBpomivn Buiakiotpdnog oppdvn (r-hFSH) mov napdyeton o kdtTapa wobnkadv
kwvelikov kpkntov (CHO) pe v teyvoroyia avacuvvovaouévov DNA

[No tov TApN Katdhoyo Tov ekd0ywv, PA. Tapdypapo 6.1.

3. DOAPMAKOTEXNIKH MOP®H
Koévig kot StaAdtng yio evéoipo d1dAvpaL.

Epoedvion g kovemg: Aevkd Avopilomoinuéva opapida.
Epoedvion tov d10A0t: dtawyéc dypopo didAvpa.

To pH tov dtohdpartog petd v avacvotoon gival 6,5 éng 7,5.

4, KAINIKEX ITAHPO®OPIEX
41 OgpamevTikég EvOEiEelg

2TIC EVAMKEC YUVOIKEC

. Avmoppnéia (mov mepAapPavel To GHVOPOLO TOAVKVGTIKMY MOONK®V) GE YUVOIKEG TOV dEV
amoKpiONKOV GE aymYN e KITPIKN KAopipaivn.
. [IpéKAnon mTolvwofvAakikng avamtuéng oe yuvaikeg mov vrofdilovtol oe vepwoppnéio pe

TeYVIKEG vtofonBoduevng avarapaymyns (ART) onwg eEmcmpatikny yovipornoinon (IVF),
EVOOCOATLYYIKT LETAPOPE YOUETDV KOl EVOOSOATLYYIKT LETAPOPA {UymTOV.

. To GONAL-f 6€ cuvivaoUo e 10100KEVACLLA, TTOL TEPLEXEL WYPVOTPOTO oppovn (LH)
gvoeikvLTaL Y10 TN O1EYEPCT TNG AVATTLENG TV WOoBVAAKI®V GE YuVaike e Papeio avemdprelo
LH xon FSH.

2TOVC EVIIMKOLE AVOPES

o To GONAL-f gvégikvutat, yio T S1€yEPOT TG OTEPUATOYEVESTG GTOVG AVOPES TTOL £XOVV
GULYYEVN N EMIKTNTO VTOYOVOAIOTPOPIKO VTOYOVOIICUO GE GLVILAGUO e Oepameia [1e
avBpdmvn yoplaxn yovadotporivn (hCG).

4.2  Aocoloyio Kol TPOTOG YOoPNYNONS

H eicaywyn o Oepancio pe 1o GONAL-f Oa npémet va yivetal vd v enifieyn 1otpod Eumelpov ot
Oepameio dStaTOpUYDOV YOVILOTNTOG.



Aocoloyia

Ta 6060A0YIKA GYHLOTA TOV GLGTHVOVTAL Y1, T XopNynor tov GONAL-f eivar exeiva mov
xpnoyonotovvtot yo v FSH mov mpoépyetat and ovpa. Kiwvikn a&ordynon tov GONAL-f
OmOdEIKVOEL OTL O1 NUEPNOLEG OOGELS, TAL GYNLLOTA XOPNYNOEMS KOt 01 LEB0dOL TapaKolovOnoNg NG
Bepamnciog oev Ba Tpémel va Sapépovv amd EKEIVEC TOL YPNGILOTOLOVVTOL TTPOG TO TOPOV Y10l TO,
QOPUOKELTIKA TTPoidVTa 0Vp®V oL TePEyovv FSH. Xuviotdtot 1 CURUHOPP®ON GTIG GUVIGTMWIEVES
d00ELg EVAPEEWMS TOV TEPTYPAPOVTAL TAPUKATO.

2UYKPITIKEG KAVIKEG peAéteg £xovv deitet 0Tt 0 pécog asBevng amartel younAloteprn abpototiki d6om
Kot pkpotepng duapketag Oepaneio pe GONAL-f o auykpion pe FSH mpoepydpevn amd ovpa.
Emouévamg, Bewpeiton avaykaio va d00ei pio younAdtepn cvvoiikn d6omn tov GONAL-f and avti mov
vevikd ypnowonoteitat pe tnv FSH wpogpydpevn amd ovpa, 6yt Lovo yia 1 PerTicTonoinon g
avamTuEng TV wobvAakiov aAld Kal yio TV EAAYIGTOTOINCT TOL KIVOUVOL avemBOUNTNG
VIEPOIEYEPONG TV wobnkdv. BA. mapdypagpo 5.1.

Tvvaikec ue avwoppnlio (rov mepiloufiavel kai cOVOpouo TOIVKDOTIKOY WoONK®V)
To GONAL-f pmopei va xopnyn0ei og pia oeipd amd kadnpuepivég EVEGEIC. X YOVOIKEG Le ELUNVN
poon 1 Bepaneio TpENEL va apyicEL EVTOG TOV TPOTOV 7 NUEPDV TOV EUUVOPPLCLOKOD KOKAOV.

Mo, aymyn mov ypnopomoteiton cuvibmg apyiletl pe 75 émg 150 U FSH nuepnoing kot avédvetan
katd wpotipnon kotd 37,5 1 75 U pe pecodaotipata 7 1 kotd mpotipnon 14 nuepdv avaroya Le
TIC OVAYKES Yo TNV emiTEVEN eMapKoVS 0AAG Oyt vtepPoiikng amdkpiong. H Bepancia mpénet va
TPOGOPHOCTEL 6TV e€aTOUKEVIEVT amdKpIon TNG KABe 060evovg dmwg alloloyeitat e PETpNoN TOL
pey€bovg tov Bviakiov pe VTEPYOLVS /KL TNG EKKPLoNG oloTpoyovey. H péylotn nuepnoia doon dev
vrepPaivel ouvBmg Ta 225 TU FSH. Edv o acBevig dev avtamokpifel emapkmg LeTd amd

4 gdopddec Bepameioc, o kKOKAOG Tpémel va eykatolelpBel Kot 1 acBevig Tpémet vo vroPAnOel o
TopoITEP® aE0AOYN oM, HETA amd TV omoia umopei va Eavapyicel Oepameio pe peyaddbtepn apyikn
d00M om' 0,TL 6TOV EYKOTUAEIPOEVTA KOHKAO.

Orav emitevydei BérTioT avtidpaot, pa epanaé Eveon 250 pikpoypappopiov avacuvoLacLEVNC
avOpdnvNs yoplakns yovadotpomivng area oppovng (r-hCG) 1 5 000 TU péypr 10 000 IU hCG mpéner
va yopnynOet 24 €wg 48 dpeg petd and v terevtaio éveony GONAL-f. vuvictdton oty actevi va
éM0gL oe cuvovaio katd TV Nuépa ¢ yopnynone hCG kot v exdpuevn nuépa. Evailoktikd, umopsel
Vo, YIVEL GTTEPUOTEYYVOT).

Edv emitevybei vrepfolikn avtidpaon, n Oepaneio mpénet va dwaxonel kat va pun yopnyndei hCG
(BAéme mapdypago 4.4). H Oepancio mpénel va Eavapyicel otov endUeVo KOKAO 6€ O0T YOUNAOTEPT
amd €KELVN TOL TPOTYOVUEVOL KUKAOV.

Tvvaikec mov vrofallovial oe diEyepon twv wobnkwv yio avortvln moiardiwy wobviariwy Tpty omd
YV in Vitro yovyuonoinon § aAleg teyvoloyiec vwofonboduevys ovamopoywyns

H cvving docoloyia yio viepwoppnéia mepthapfavetl m xoprynon 150 éwg 225 IU GONAL-f
nuepnoing, Eexvavtog v nuépa 2 1 3 tov koxhov. H aymyn cuveyiletor uéypt va enttevydei
EMOPKNG AvATTLEN TOV MOBVAOKIOL (OTWC EKTILATAL [LE TOV EAEYYO TNG GLYKEVTIPMGNG OLGTPOYOVOV
oTOV 0pd /KO e VIEPXOYPAPT LA KoL 1] doc0oA0Yio TPpooapuOleTal avarloya e TV OTOKPIoT) TG
aoBevoig, cuvinbmg péypt 450 IUMpépa to péyioto. I'evikd, wovomomTiky avdmtuén tov wobviakiov
emtuyydveton Katd péco 6po tn 10" nuépa e aywyng Tov KoKAov (€0pog 5 Emg 20 nuépeg).

24 ¢mc 48 mpec petd v terevtaia Eveon GONAL-f yopnyeiton epana éveon 250 pukpoypappapiov
r-hCG 711 5 000 IU éwg kot 10 000 IU hCG yuo tnv mtpdxdinon g pnéng tov wobuviakiov.

H wpoc ta k1o pvdon pe ekAvtiki oppovn tev yovadotponvev (GnRH) aywoviotég
OVTOYOVIOTEG YpNotpomoteitol cuviBwg e oTdyo TV KatacsToAn TG evooyevovg LH kat tov €heyyo
TV ToViK®OV emmédov g LH. Xe éva cuvnbiopuévo tpwtokorro, to GONAL-f Eekvd mepimov

2 efdopadeg petd v Evapén Tng aymyng HE aymvioTES kol cuveyilovtat Kat Ta dVo PEYPL va
emrevydet emapkng wobviakikn avamroén. ['a mapdaderypo, petd v aywyn 2 foopddwy e Evav



ayovioty, yopnyoovvtot 150 éwng 225 IU GONAL-f ya tig 7 tpoteg nuépes. H docoloyia ot
ouvéyelo Tpocapproletal avaroya e TNV ®OONKIKN omdKpio.

H ocvvolikn| eumepio otnv IVF deiyvet 6T1 yevikd 10 T0000TO emTuyiog TG Ay®YNG TAPOUEVEL
otafepd KoTd TN JdPKELN TV TPAOT®V 4 TPOoTAdEIDV Kot HEL®VETAL BabUnddV OTIG EMOUEVEG,.

Tovaixec ue fopeio avemdpreio LH kon FSH

Xe yovaikeg pe avendpkele LH kot FSH, o otoy0c ¢ Oepanciag pe GONAL-f o€ cuvdvacpo e
10100KeVAC LA TTOL TEPLEXEL WYPvoTPOTo oppovn (LH) eivan n mpodBnon g avdmtuéng tov
®oBvaxiov akolovBovpevn amd TV TEMKT ®PILAVET, KOTOTLY YopNyNons avlpamivng yoplokng
yovadotponivig (hCG). To GONAL-f mpénet va yopnyeitoan o KOKAO kabnpuepvdv evEcewv
tavtoypova pe lutropin alfa. Eqv n acBevig eivar apmvoppoikn kat epeaviCet yaunin evooysvn
£€KKplom o1eTpoyovaV, 1 Bepancio pmopel va apyicel ava Tadco ypoviky oTiyun.

To cvvictdpevo Bepamevtivd oynua apyilet pe 75 U lutropin alfa v nuépa, og cuvovacUO e
75 éwg 150 IU FSH. H Oepamneia npémel va eatopkedeTonl avoroyme TG ovTamdkplong Kade
acBevoug, n omoia alodoyeitar pe péTpnon tov peyébovg tov wobviaxiov, HEcm
VIEPNXOYPAUPLOTOG KL TIG OIGTPOYOVIKNG OVTOTOKPLIONG.

Edv 0empnOel avaykaio po avénon g 66ong e FSH, ) tpocapuoyn g doong mpénet va, yiveTat
KOTO TPOTIUN GO HETA amd Sootiuata 7 £mg 14 nuepdv kabmg eniong Kol 6 TPoSaVENCELS TV
37,5 émg 75 TU. Evdeyopévmc va gival amodekTn 1 Topatact e diapKelog deyEpoemc o€ OO0
HELOVMUIEVO KOKAO €mG Kat 5 efdopddec.

Otav Aappavetar  BEATIOT avtamdkpion, Bo Tpémet va yopnyeitot pia epdmos Eveon

250 pixpoypappapiov r-hCG 7 5 000 TU éwg kon 10 000 1U hCG 24 ém¢ 48 dpeg petd ti¢ televtaieg
evéoelg GONAL-f kon lutropin alfa. Zvvictdtor n acOevig va £pbet oe ceEovaiixn emapn v 01
nuépa Ko tnyv emopévn g xoprynons hCG. Evoilaktikd, propel vo yivel evoounTpikn
omepuaTEYYVon 1 ol GAAN dradikacio wTpikd vrofonBoduevng avarapaywyne Le Baon v kpion
TOV 10TPOD Y10 TNV KAWVIKT TEPITTMON.

H vrootpién g oyxpvikng pdoemg pmopel va Anedei vrdym KaboTt 1 amovsio ovGIOV e
oypwvotpomo dpactnprotnta (LH/hCG) petd v moppnéio pmopel va mpokaAéoel TPOUT AVETAPKELD
TOL POV cOpATiOV.

Edv mapatnpndel vepforikn| avtandkpion, 1 Oeponeio Tpénet vo SloKomEl Kot VoL avaoTOAEL 1)
yopnynon hCG. H Beponeio tpénet va apyicel TdAL Tov enopevo kokAo pe d6on FSH yapmAdtepn and
gkeivn atov Tponyodevo kokio (BA. mapdypago 4.4).

Avdpec ue vroyovadoTpoPLkd VIOYOVAIIoUO

To GONAL-f Qo mpénet va yopnyeitan og pia d6om twv 150 U tpeig popég v efdopdda,
tavtoypova pe hCG, yia €vo ot TOVAAYLeTOV TEGGApmV unvov. Edv dev vmdpyet ondkpion tov
000evong PETA TO TTEPUC OLTNG TNE TEPLOSOVL, 1| GuVILUCUEVN Bepameia Oa pmopovoe vo cuveylebei n
TPEYOVGO KAWVIKN epmelpia deiyvel 0TL Ogpaneio TovAdyioTov 18 unvodv gival amapaitntn yio va
emutevybel omepuatoyéveon.

Ewwoi mAinbvcpuoi

Himiwuévor
Agv vapyet oxetikn xpnon tov GONAL-f otov nAikiopévo mAnboopd. H acedieia ko m

amoteleopatikotnTa 100 GONAL-f dev £xovv tekunpiwbei oe nlikiopévoug acbeveis.

Neopikn 1 nrotikn oaveropkelo
H acpddela, n amotedespotikotnta kot 1 eoppakokvntikn tov GONAL-f dev €yovv tekpunpimbel og
acOeveig [Le VEQPIKN 1) NTATIKN AVETAPKELQ.




Houdiozpixoc tAnBvoudg

Agv vapyet oxetikn xpnon tov GONAL-f 6tov maidiatpikod minbuoud.

Tpomog yoprynong

To GONAL-f npoopiletar yio vrodopia ypnon. H éveon mpémel va yopnyeitan tnv iduo dpa
KaOnpepva.

H mpdtn éveon tov GONAL-f Oa wpénet va mpaypatoroleital vd aueon wtpikn exifieyn. H
avtoyopnynon tov GONAL-f Ba npémet va mporypotomoleitor HOVO Gg EVAILEPOVS Kot TPOBVLLOVG
ao0eveic, ETOPKOC EKTOOEVIEVOVG Kot [E dpeon TPOGPacT e GUUBOVAEVTIKN VTOGTHPIEN EOTKOV.

To onpeio g éveong Ba mpénet va evorlddooeTal KaOnuepva.

T 0dnyiec oyeTIKd pe TNV avacHGTAGT] TOV QUPUAKEVLTIKOD TPoidvTog PA. mapdypapo 6.6 Kot To
@OAAO 0OMYIDV YPNOTG.

4.3 Avtevoeitaig

. vrepevacncio ot SpacTIK 0VGIN 1] G€ KATO10 A0 TO EKO0Y 0 TOL OVAPEPOVTAL GTIV
mapdypoeo 6.1.

o OyKot 6Tov VToBdAao 1 GTNV VIOPLOT

o o€ 0107K®mo modnKoOV 11 @odnKiky KHoTn Tov dev oyeTICETAL LE TN VOGO TOAVKLGTIKMV
®oONKOV Kal etvat AyveoTng TPpoEAevons

. G€ YOVOUKOAOYIKEC OLLOPPAYIES AYyVOOTNG TPOEAEVOTNC

. o€ KopKivouo 0ofnkng, Wtpog 1 LoeTov.

To GONAL-f avtevdeikvutal 0tav dev pumopei va emitevyfel emTuyng amdkpion Onwe:
o TPWTOTUONG wobnKKy avemdpKela

. SVOTAAGIEG TMV YEVVITIKMV 0PYAVOYV aGVUPOTES e KOToM

. WOHLMUOTO TG UNTPOS acOUPoTo pe €YKLUOGHVT.

. TPOTOTOONG OVETAPKELD OPYEDV.

4.4  E101kéG TPOELdOTOUGELS KUl TPOPVAAEELS KATA TN Y p1ion

Iyynlaowotnto

[pokepévov va Bertiwbei n yvnrlaoudtnta TV PLOAOYIKGOV QOPUUKEVTIKOV TPOIOVIMV, TO OVOLLN
Kot 0 aplOpog TOPTIONG TOL YOPTYOVLEVOD PAPUAKOVL TPETEL VO KATAYPAPETUL LLE CAPTVELQ.

T'evikn cbotoon

To GONAL-f elvar pua 1oyvpn yovadotpdmog ovsio Tov ivol tkovh Vo TPOKOAEGEL LETPLEG EMC
coPapéc avemBuUNTEG EVEPYELEC KO TPETEL VO YPNCULOTOLELTAL LOVO atd 10.TPOVE TOV Eival TANPMG
€EOIKEIMUEVOL LE T TPOPALOTO KOl TO YEPIGUO TNG VTOYOVIUOTNTOG.

H Bgpameio pe yovodoTpomivn omottel Lo GUYKEKPILEVT] ¥POVIKT EVOGYOANGT TG TOVG 1TPOVS Kol
TOVG EMAYYEALOTIEG VYEING OGS Kot TNV VIpEN TV KATUAANA®Y opydvav Topakoiovdnong. H
AcPAANS Kot amoteheoiatikn xpror tov GONAL-f otig yuvaikes amaitel tnv mapakoiovdnon tng
®OOMKIKNG avTamdKPIoNg LOVO LE VITEPTYOVC, 1| KATE TPOTIUNOT GE GUVOVAGLO LE TV TOKTIKN
UETPNOT TOV ETTEI®V 01GTPASIOANC TOV 0p0¥. Mmopel vo vrdpéet kdmolov Pabuod petapintommra
petaéd acbevav oe oyéon pe v avtamokpion ot xopriynon FSH, pe averopkn avtamdkpion oty
FSH o¢ opiopévec aosbeveic kot vepfoiikn avrandkpion o€ dAlec. [Ipémel va ypnoomroleiton n
YOUNAGTEPT aMOTEAEGLOTIKN OOCT GE GYEoT LE To oKomd TG Bepameiog TG0 6TOVG Givdpeg 65O Kot
OTIG YUVOIKEG.



Ilopoupia
Kotd ™ ddpkela g Oepaneiog pe GONAL-f, acOeveic pe mopeupia 1 LE OIKOYEVEINKO 1GTOPIKO
Topeupiag TPEMEL va TapakorovBodviat otevd. Evdeyopévog va ypelootel oaxonn g Oepanciog oe

eMOEVOOTN 1 TPAOTN EKONAMOT AVTNG TNG KATAGTOONG,.

Oepameio. GTIC YOVOIKEC

IIpwv v évapén g Bepaneiag, 1 vroyovipdTTa TOL (EVYOLG B Tpémel va Exel a&loloynOel kat va
&yovv extiundei o1 mbavég avtevoei&elg yio komon. Ewducotepa, ot acbeveic Oa mpénet va eetoctody
Y10 VTOBVPEOEIOIG O, PAOLOETIVEPPLOLOKT] OVETAPKELLL, VIEPTPOAUKTIVOALLIO KO TPETEL VOL EQUPULOOTEL
1N KATAAANAN eEE10IKEVILEVT Ay @YT).

Acbeveig mov voiotavTal diéyepon TG avamtuéng Tov moBviaxiov gite og Bepamneio vIoyovipHdTNTOG
opelouevng o avmoppnéia gite wg Bepamneieg ART, pmopei va Toapovsticouy VTEPIIOYKMON
wobnkav 1 avamruén vrepdidyeponc. H tpnomn g mpotevopevng d0omG Kot Tov TPOTEWVOUEVOV
Tpomov yopnynong tov GONAL-f kabmg emiong kot 1 otV mopoakolovdnon g Bepanciog Oa
EMOYIOTOTOMGEL TNV EUOAVIOT) TETOL®V GLUUPBAVT®V. [0 TNV axpPn KoTavoNnon TV SEKTOV TNG
avamTuéng Kot opipavons twv Buiakiov, o 1tpdc Ba mpémel va eivol EUTELPOC GTNV EPUNVELN TOV
GYETIKOV EEETUCEMV.

Xe kMvikég peréteg, amodeiydnke 6t1 10 GONAL-f av&dvetl v gvaicOncio tov wodnkov dtav
yopnyeitan e lutropin alfa. Eqv 0ewpnBei avaykaio po adénon g 06omg ¢ FSH, n mpocappoyn
NG 060NG TPEMEL VA YiveTal Katd TpoTiunomn o dtactiuata 7 éog 14 nuepdv kabag eniong Kot og
npocovénoelg tov 37,5 éog 75 1U.

Agv €yer yivel aueon ouykpion t@v GONAL-f/LH évavtt g avOpdmivng ELUNVOTOVGIOKNAG
yovadotponivig (hMG). H avadpopkn oOykpion pe maiordtepa ototyeio vrodetkviet OTL T0 T0GOGTO
woppnélmv mov apotnpeitar pe GONAL-/LH eivol mapepgepéc pe avtd mov Aappaveror pe hMG.

2ovdpouo Yrepoieyepong twv Qolnrwv (OHSS)

Kamota 61dykwon tov wodnkov etval pia TpoPAenduevn enidpacr e EAEYYOLEVNC MOOMKIKNG
déyepong. [Mopatnpeital o GuyVa o€ YOVaIKeS e GHVIPOLO TOAVKVGTIKGOV @oONK®V Kot Guvifwg
vroywpei ywpig Oepamneio.

Awopopetikd amd v amin d1dykwon Tov wodnkdv, to OHSS eivar pia katdotaon mov propel va
eppavichei pe dapopetikovs Paduovg Bapvmrag. Xoapaktnpiletal oamnd 1101TEP®G S1OYKOUEVES
®oBNKec, VYNAA eRITEDD GTEPOEWOMY TOV PVLAOV GTOV 0P Kol CLENUEVT AYYELOKT] SIATEPOTOTNTO TOV
UTOPEL VOL 001 YOEL GE CLGGMOPEVCT| VYPADV GTO TEPLTOVULO, GTOV TAEVPLTIKO YDPO Kol GTOVIMG OTIG
TEPKAPOUKES KOTAOTNTEG,

H ak6Aovbn cvuntopoatoroyio pmopel va mapoatnpnbet oe coPapéc meputtdoeic OHSS: kothako
GAYOC, KOWALOKT O10YK®OT), VITEPPOAIKT SOYK®OOT TV MOONK®OV, adENCT] TOL COUOTIKOL PAPOUG,
dVGTVOLa, OAYOLPI KOl YOGTPEVTEPIKA GUUTTMUOTO TOV TEPIAOUPAVOLY VauTia, EUETO KOl Sidppota.
H i e&étaon pmopel va dei&et vrooykoatpio, aploGUUTOKVOGCT], SOTOPUYEG NAEKTPOAVTAV,
0oKITN, APOTEPLTOVALO, TAEVPITIKESG SNONGELC, VOPOBdpPaKa 1 0&eia avamvevoTikn dvoyépeta. TToAd
onavia, o OHSS cofapod Babupov propei va mepumieybei amd cuotpopr| m®odnkmv 1 Opoufoeuforikd
EMEIGOO10 OTWG TVEVUOVIKT] EUPOAT], IOYOUIKO 0yYELOKO EYKEQPOAIKO ETEIGOO10 1| EUPPOYLLO. TOV
HooKapdiov.

AveEdpnrol Topdyovteg Kivovvov yio v avarntuén tov OHSS cupreptropfavouv veapn niikia,
il pélo ooOPOTog, GUVOPOLO TOAVKVGTIKOV MOONKMV, vynAdTEPEC SOGEIC EEWYEVDV
YOVASOTPOTIV®V, VYNAA ATOAVTA 1] TOYEMG OVENVOLEVO ETITESN OIGTPAIIOANG OPOV KOl TPONYOVLEVOL
enelodoto OHSS, peydio apBpd avantuccduevov wobviokioy oTig modnKeg Kot ANyn peydiov
apBpov moKLTTAP®V o€ KOKAOLG vofonBovieving avarapaywyic (ART).



H mpnon g cuvictdpevng 666mg Kot Tov TpmtokdAiov yoprynong tov GONAL-f propei va
TEPLOPIGEL GTO ELAYLOTO TOV KIVOUVO VTEPIIEYEPONG TOV WOONKAOV (PAETe Tapaypdpovg 4.2 kat 4.8).
ZUVIGTATOL 1] TOPOKOAOVONON TOV KOKA®V S1EYEPOTG LEG® VITEPTYOYPUPTLOTOS, OTIMG ETIONG
LETPTGELG TNG OLGTPOSIOANG Y10 TNV TPDIUT OVAYVOPLoT] TOV TUPAYOVI®V KvOOVo.

Ymrdpyovv arotyeio mov tpoteivouv twg n hCG mailel éva onpoavtikd pdrho oto vo tpokarésel OHSS
KoL 0TL TO GOVOPOUO Umopel va, gival o coPapd Kot TopateTapévo edv ovuPei komon. Eropévac,
otav gppavifovral onueio ®odnKIKNG vIePdIEYEPONS OTMS EMIMESO 016TPASIOANG opov > 5 500 pg/ml
1 > 20 200 pmol/l f/xon > 40 woBvrdkio cuvorikd, Tpoteivetal vo un yopnyeitar hCG kot va
GULVIGTATOL OTNV 0GOEVT 1] ATOPLYT GLVOLGING 1 1] XPNOT] OVTIGCVAANTTIKOV HUeBOS®V Qpayod yio

4 tovAdyiotov nuépec. To OHSS pnopel va emdevmbet tayxéwg (eviog 24 mpav) 1 katd ) didprela
UEPIKADV NUEP®V o€ Papeia TPk KATAGTACT. AVTO epeavileTal GUYVOTEP LETA TNG SLOKOTT TG
oppoviKng Bepameiag Kot pBAvel otn péyiotn cofapdtnto o€ TEPITOL ENTA MG dEKA NUEPES LETE TN
Oepaneio. Emopévac, ol acBeveic mpénet va mapakolovBovvtal yio TovAayiotov 600 efoopnddes petd
™ xopfiynon hCG.

>mv ART n avappognon tov wobvrakiov tpv tnv moppnéia umopei va HEIDOGEL TN GLYVOTNTA
EUPAVIONG TNG LITEPIIEYEPONG,.

To OSHH 7jmiov 1 pétprov Pabduov cvvnbwg veietatl avtopata. Edv coppei OHSS cofapod Pabuov,
ouvviotdrol va dtakonel 1 Bepameia e yovadotponives epdcov cuveyileton kot 1 acbevig va eloaydel
G€ VOGOKOLEID KOl va, EEKVoEL KOTAAANAN Oepameio.

HoAbdvun konon

Xe aobBeveig mov vroPdArovial o€ emoymyn woppnéiog, n cuyvOTHTA TOAVIVUNG KONONG Elval
avénuévn oe GUYKPLIoN UE TN ELGIOAOYIKT cOAANYT. H mAgloymoeia Tmv ToALdOU®OY KUNGEMVY Eival
didvpeg. H moAvduun komeon, diaitepa ekeivn vyming Katdraéng, cuvodedetol amd avénuévo Kivovvo
AVETOOUNTOV ATOTEAEGUATOV TOGO KOTA TN LUNTPIKN 000 Kol GTNV TEPLYEVVNTIKT TEPI0d0.

IMoa va ehayrotonomBel o kivouvog TOAVIVUOV KUNGEMG, GLVIGTATOL 1) TPOCEKTIKY TOPOKOAOVOTON
NG OVTATOKPLIONG TOV WOOMNKOV.

Y& aoBeveig mov vroPdrrovral o€ dwadtkacieg ART, o kivduvog g moAbdvung Kuoewe oyetileTan
Kupig Le TOV aptBpd Kot TNV TO0TNTO TOV UETAPEPOUEVAOV EUPPVOV KaBMG Kot TNV NAia Tng
acBevoug.

Ot acBeveic Bo Tpémet va evnuep®@vovVTOL Yio TOV TBovO Kivouvo ToAVSHIOV KVGEMG TPV OO TNV
évapén g Bepamneiog.

Andiera kbnong

H ocvyvomta g andAielag komong pe omofodn 1 autopatrn EKTpmon eivat vynmAdTepN o€ 0cOeVElg
oL VIOPAALOVTOL G d1EYEPOT WOBVAUKIKNG avATTLENC Yo emarymyn TG woppnéiag 1 ART am’ 6,11
HETA atd QUCIOAOYIKT CUAANY.

Exronn xvonon
O1 yovaikeg LE 10TOPIKO VOGOL TV GOATIYY®V PpioKovTal 6€ Kivouvo EKTOMNG KUNGEWMS it €V M

Konon €yel emrevyBel pe avtopatn cOAANYN 1 Katdémy Bepaneiog vroyovipotntoc. ‘Exet avapepdel
TOG 0 EMTOAACHOC TNG £KTOMNG KONong netd amd ART eivar vynAdtepog amd 6,11 610 YeVIKO
TANOvoLO.

Neormlagiec tov avamopaywykod cootHuoTog

Y hpyovv avoKolvAGELS Y10 VEOTAUGIES TV MOBNKOV Kl AALEC VEOTANGIEG TOL OVOTAPUYDYIKOD
GLOTHOTOC, KAAONOELG KoL U1, G€ YOVaIKEG IOV £Y0VV VTOPANOEl o TOAAATAGL OEPOUTEVTIKA GYNILOTA
v ™ Ogpoameio TG vIoyovipoTNTOG. Agv £xEl akOun damioTmbel €4V o1 yovadotpomiveg avEdvouy 1y
O TOV KivOuvo TV OYK®OV QUTMOV G YOVOIKES LLE VITOYOVIILOTNTOL.




20yyeveic dvauoppieg

O emumoAao oG TV cLYYEVDV dSuopopPldv Letd amd ART pmopel va givor ehappdg vymidtepog am’
0,TL OTI PLGIOAOYIKT GUAANYT|. AVTO TIGTEVETOL TG OPEIAETAL GE SLOPOPEG GTA YUPAKTIPIOTIKE TOV
YovE®V (TL.y. MAKIO UNTEPAG, XOPOKTNPIOTIKA CTEPLOATOG) KOt TIG TOAVOVES KUNOELG.

Opoufoeupfoiira emeigddia

e yovaikeg pe mpdoeatn N tpéyovoa OpopufoepPfoikn voco 1 yovaikeg 6mov yevikd ovayvopilovtol
TAPAYoVTEG KIvOLVOL Yo Opopfogpforid enelcodi, OTMG TO TPOSOTIKO TOVG 1) TO OIKOYEVELOKO TOVG
16T0p1Kd, 1 Oepomeia e Yovadotpomiveg umopel va avEnoel Tepattépm Tov Kivouvo emdeivmong
EUPAVIONG TETOLOL €100VG EMEIGOSIMV. LTI YOVAIKEG AVTEC, TO OPEAT] TNG XOPNYNONG YOVASOTPOTIVDV
npénel va otabpifovral Evavil Tov Thavav Kivdivav. ZNUeudveTOL Tmg 1 o 1 KiNon 0Tmg Kot To
OSHH enriong épovv Evav avEnuévo kivovvo yio Bpoppoepforikd emeicdola.

Oepameio. 6TOVE AVOPEC

Avénuéva enimeda gvdoyevoig FSH eivar evoeiktikd Tpmtonafoic avendpkelag 0pyewv. Avtoi ot
aoBeveig 6ev avramokpivovtar 6t Oepancioc GONAL-f/hCG. To GONAL-f 6ev pémel va
YPNOLOTOEITAL OTOV OEV Elvar duvatd vo ANeOel AmoTELEGUATIKY OVTATOKPLION.

ZUVIGTATOL 0VAALGT] TOL OTEPLOTOC 4 £m¢ 6 pMveg petd tnv évapén tng Bepoameiog g PEPOG TG
EKTIUMONG TG avTamdkplong ot Bepansio.

IIepeyduevo og vatplo

To GONAL-f epiéyet Mydtepo amd 1 mmol vatpiov (23 mg) avd 66on, eivar ovtd mov ovoudlovpie
«ehebBepo vatpiovy.

45  AlAiemopacsig pe AL QUPUOKEVTIKA TPOIOVTA Ko GrAeg popeéc aiinlemiopacng
Tavtoypovn yopnynon tov GONAL-f pe A0 QOPULOKEVTIKA TPOIOVTO TOV YPTCUYLOTOLOVVTOL Y10, TN
déyepomn g woppnéiag (m.y. hCG, kKitpkn Khoppaivn) propel vo EVOUVOLADGEL TNV OTOKPLOT| TOV
woBvrakiov, evd 1 tawtdypovn xpion T@v GnRH ayovictdv 1 avtayovieTdv Tov 0dnyovv 6TV
amevaiodntonoinon g voPLoNg Uropet va avénoet m d6omn tov GONAL-f ov yperdleton o va
dnuovpynoet exopkn wobnkikn aroxpior. Kapio A KAvikd onpovtikn aAAnienidpaon
QOPUUKELTIKOD TPoiovVTOoG dev Exet avapepbei yia ) Oepaneio pe GONAL-T.

46 Tovipétnra, kOO KoL yorovyio

Konon
Agv vmépyovv evdeitel yia  xpnon tov GONAL-f katd ) didpkela g eykvpoovvig. Ta dedopéva
omd GYETIKA TEPLOPIOUEVO OPLOUO EKOECEMV KATA TN SLAPKELD TNG EYKVLOGVUVNG (TEPITTAOGELS £KPoong

gykopooHvng Aryotepec omd 300) kotadetcvoouy T Ui Hapén GLYYEVOVY SIOUAPTUPLOV 1] TOEKOTNTO
070 EUPpvo/veoyvo amd T ypnomn g BvAaxkioTpomivng GApa.

e uehéteg oe (oo, dgv mapatnpnonke enidpoon tepatoyéveonc (BA. mapdypago 5.3).

Ta KAvikd ototyeio dev TapKkobV Yo Vo amokAEloTEL 1) eMidpaoT tepatoyéveons tov GONAL-f g
nepintwon £kfeong katd T S1GPKELN TNG EYKLHOGVVIG.

OnAacpog

To GONAL-f dev evdeikvotat katd ™ dtdpKelo Tov OnAaciov.

Tovipdétta

To GONAL-f gvdeikvotot yuo yprion otnv vroyoviudtnto (BA. mapdypagpo 4.1).



4.7 Emopacelg 6TV tKavOTITO 001]YN61)G KOl XEIPIGHOD P oviLdTmY

To GONAL-f dev &xet kapio 1 £xel aoUOVIN ETIOPACT OTNV IKOVOTITO 0ONYNONG KoL YEPIGHOD
unyovnudToy.

4.8  AvemOovunteg evépyeleg

TIepiinwn tov TPo®ih AcOAAELOC

Ot avemBOuNTEC EVEPYELEG TTOL OVAPEPON KAV LE TN HEYAADTEPT] GUYVOTNTO EIVOL KEPAAUAYIO, KOOTELG
®OOINK®V Kot TOTIKESG AvTIOPACEIS 6TO onueio Tng éveong (m.y. dAyog, epuBpdtnTa, LOA®TOGC, OldNUa
n/xon epeBopog 6To oNUEID TNG vEoNG).

Avapépinke cuyva Nmov Emg pétprov Padiov cuvdpopo vrepdieyepons tmv wobnkdv (OHSS) kot
npémel va BempnBet eyyevig kivouvog tng dtadikaciog diéyepong. ofapov Pabpov OHSS eival oyt
ovyvo (BA. mapdypago 4.4).

IToAD omdvia pmopei va eppaviotel Opoppoepforiopds (Pr. mapdypapo 4.4).

Katdloyoc avemBountwmv evepyeidv

Ot akdlovBot opiopol 1ydoLvV Yo TNV 0poroYia cLYVOTNTAG TOV Ba YpnooTonel €1 10 e€Ng: TOAD
ovyvéc (>1/10), ovyvég (>1/100 Emg <1/10), oyt ouyvég (=1/1 000 émg <1/100), omdvieg (>1/10 000
¢mg <1/1 000), moAd omdvieg (<1/10 000).

Oepameio. GTIC YOVOIKEC

Aiatopoyéc 100 avooomoINTIKOD TVCTHUOTOS
IToA0 omdviec: "Hmieg ém¢ soPapéc avidpaoelc vrepevotcnociog, copneptiappfovouéveoy
OVOQUAOKTIKOV OVTIOPAGEDY KOl GOK

A1aTapayEC Tov VeEvPIKOD oVOTHUATOC
IToA0 cuyvéc: Keparialyio

Ayyeraxéc droropoyéc
IToA0 ordvieg: OpouPoepporicudc (t06co o GuoYETION UE 060 Kot Eeymplotd amd to OHSS)

A10T0pOYEC TOD OVATVEDTTIKOD GVGTHUATOC, TOV Bwpokxao kol Tov ueaoBwpdxion
IToA0 omdviec: [TapdEvvon 1 emideivaon Bpoyytkov acOuatog

Aratopayéc 100 yootpevrepiko
Yoyvéc: Kotmakd dAiyog, kotiokd Tpnéylo, kotAlokr dvseopia, vavtia, ELETOG, SIPPOL

A10T0p0YEC TOV AVOTAPAYWYIKOD COOTHUATOS KOL TOU UOGTOD

[Tolv ovyvéc: Kvotelg mobnxdv

Xoyvéc: "Hmov ¢ pétprov Babpod OHSS (cupmepthapfovouévng g oxetilopevng
GUUTTOUATOAOYIOG)

Oyt ovyvéc: YoBoapod Babprov OHSS (cupmepthapfoavopévng e oxetilopevnc
ocovumtopotoloyiog) (BA. mapdypogo 4.4)

Xrdvieg: EmimAoxn cofapov Babpod OHSS

Levikéc dratopayéc Kou KaTaoTaogic TS 0000 YOpNynonc
IToA0 cuyvéc: Avtidpdoelg Tov onpueiov g éveong (w.y. dlyog, epuOpdtnra, LOAOTOC, OidNUL
N/xa1 epebiopog 6To onueio g éveonc)




Ogpaneiot 6TOVE AVOPEC

A10T0poyéC T0D OVOTOTOINTIKOD TVITHILATOS
[ToAv omdviec: "Hmeg €éw¢ coPapéc avidpdoelg vrepevaicnacioc, copmeptiapfovopévov
OVOQUAOKTIKOV OVTIOPAGEMY KOl COK

A10T0p0YEC TOD OVATVEDTTIKOD TVGTHUATOC, TOV Bwpoxa kKol Tov ueaoBwpdkiov
[ToAv ondviec: [Mopo&uvon 1 emdeivaon Ppoyyikod doduatog

A10T0p0YEC TOV OEPUATOC KL TOV DITOIOPLOV 16TOD
Xoyvéc: Axpn

A10T0p0YEC TOV AVOTOPAYWYIKOD COOTHUATOC KGL TOV UOOTOD
Xoyvéc: lMovaopaotio, KipooknAn

Tevikéc diatapoyéc Kou KaTaoTaoels THS 000D YOpHyHNons
[Tolv ovyvéc: AvTtidpacelg Tov onpeiov g éveong (m.y. aAlyog, epuBpodTNTH, LOADTOG, 0l0TLIA
N/xan epebiopdg oo onpeio g éveonc)

Hoparxivikéc eletaoelc
Yuyvég: AvEnon Papovg

Avopopb mOavorloyoduevev avemBOunTOV EVEPYELDY

H avoaeopd mBovoroyoduevmv avemiBounT®y evepyelmy LT amd T YopnyN o Adelg KuKAoPopiog
TOL QOPUAKEVTIKOV TPoidvTOog elvar onpovtikn. Emitpénet ) cuveyn tapakorovdnon e oyEong
0PEALOVG-KIVOVVOV TOV PUPUOUKEVLTIKOD TPOIOVTOC. ZNTEITOL OO TOVG ENOYYEALATIEG VYELONG VOl
aVaPEPOVY OTTOLEGONTOTE THOVOAOYOVUEVES OVETIOVUNTEG EVEPYELEG LECH TOL EBVIKOD GLOTILOTOG
avapopdg Tov avaypdeetat oto [Hopdptua V.

49 Yrnepdoooloyia

Ta amotehéopata g vaepdocoroyiag Ttov GONAL-f gival dyvaota, Tapdro Tov eival EVOeyOUEVO VA
eppaviotel OHSS (BA. mapdypago 4.4).

5. DOAPMAKOAOTI'IKEX IAIOTHTEX

51 ®@appoxodvvopikis 1010TNTES

Dapuaxobepomevtikn katnyopio: Oppoves Tov GUAOL Kot PLOUIGTEG TOV YEVYITIKOV GUGTIHLOTOGC,
yovadotponiveg, kwduog ATC: GO3GAOS.

Mnyoviopuoc dpdonc

H wobviaxtotpomog oppovn (FSH) kot n oypvotpoémog oppdvn (LH) ekkpivovron amd tov mpodchio
A0B6 T VoL g ardkpion oty GnRH kot nailovv copmAnpopotikd poio otV avantuén Tov
wobvrakiov ko tnv woppnéia. H FSH deyeipet nv avéntuén tov wobvlaxiov Tov wobnkov, eve n
dpdon ¢ LH eumAiéketar oty avantuén tov wofuAiakimv, T 6TEPOEIOOYEVEST KOl TNV OPILAVOT).

Dapuokodvvakéc emdpioElc

Ta enineda avaotartivng kat ototpadioAng (E2) av&davovtor petd tn yopriynon r-hFSH, ue
enoKOAOLON Enay@Yn TG avanTLéENG TV wobviakiov. H adénon tev emmédmv g avasTaitivig
oTov 0pd eivan Tayeio kKo propei va wapotnpn et on and v tpitn nuépa yoprynong r-hFSH, evo ta
emimedo g E2 yperdlovtal mepiocdtepo ypovo Kat pa ovénon mapotnpeitat Lovo amd v T€TopTn
nuépa g Bepameiog. O ouvoAKog dykog Tv wobviakiny apyilel va avéavetol Hetd amd mePinov
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http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

4 ¢mg 5 nuépeg kabnuepvng yopnynong r-hFSH kat, avdioya pe v avtamoxpion g acbevoig, To
UEYIGTO QMOTEAEGLOL EMLTLYYAVETOL LETA 0md Tepimov 10 nuépeg amd v Evapén g xopnynong
r-hFSH.

KAwvikn omoteheoHOTIKOTITO KOL AOQAAELNL OTIC YUVUIKEC

e Khvikég perérteg, ot acbeveig pe Papeia avendpkein oe FSH ko LH, npocdiopicOnkav pe enineda
opov g evdoyevoig LH < 1,2 IU/1 6mwg avt petprinke oe kevipikd epyaotipro. Eviovtolg, mpémnet
va Aappavetor veoyn ot vapyel petafintomra otig petpnoelg LH mov yivovtan o€ dapopetikd
gPyOQoTNPLO.

Xe KMVIKEC LEAETES, OTIC OToieg £yive oUyKpton peta&y g r-hFSH (Bviaxiotpomivny dhea) kot FSH
pogpyouevng oo ovpa oe ART (BA. Tapokdtm wivaka) kal o exaywyn woppnéioc, 1o GONAL-f
ntav mo wyvpo ond v FSH mpoepyduevn amd ovpa avapoptkd Le T XOUNAOGTEPT GUVOAIKT] dOON
KoL TN PIKpOTEPT TEPLodo Bepameiag Tov YPEBGTNKE YO0 TNV TPOKANGN TNG MPILAVGNG TOV
wofBvraxiov.

Y& ART, to GONAL-f og pia younAotepn cLVOAIKT 866N Kot Yio kpOTePT mepiodo Bepaneiog omd
v FSH npogpyouevn amod obpa, giye oov amotéAeso v Aqyn Heyaidtepov aplfpod wokuttépov
og oyéon pe v FSH mpogpydpevn amd ovpa.

[Mivaxag: Anotedéopata g perémng GF 8407 (tuyoromompévn mapdAiniov opddmv pelétn mov
GLYKPIVEL TNV ATOTEAEGLOTIKOTN T Kot TV ac@dieia tov GONAL-f pe v FSH tov ovpwv ot
TEXVIKEC VTTOPonBovEVG avaTOPaY®YNG)

GONAL-f FSH Ttov ovpav
(n=130) (n =116)
Ap1Oudc Anebévimv mokvTTdpmv 110+£59 8,8+48
Amautovuevec nuépeg yuo T di€yepon ue FSH 117+£19 145+33
Yvvolikn amattovpevn d6omn g FSH 27,6 £10,2 40,7+ 13,6
(ap1Budg puoiyyov FSH 75 1U)
Avaykn avénong g 86onc (%) 56,2 85,3

Ot dpopég petald Tev 2 opddmv NTav 6TatioTikd onpavtikés (p< 0,05) yio Ola ta KpiThplo oV
mopatidevrat.

KAwiukn omoteleonotikdTnTo Kot dcOEAEL GTOVC AVOPEC

To GONAL-f yopnyoduevo tavtdypova pe hCG yuo didotnpa tovAdyiotov 4 pnvav tpokaiet
OTEPUOTOYEVEDT] GE (VOpEG Ue averdpkela o€ FSH.

52  ®@appokoKiviTIKES 1010TNTES

Agv VLapyEL POPLOKOKIVNTIKN dAANAETIOpaoT HETAED TG BuAakiotpomtivig dApa kot TG lutropin alfa
OTOV YopNYOHVTAL TAVTOYPOVAL.

Koatavoun

Metd v evéoAéPia yopnynon, n Bviakiotpomivr GAQa KATAVELETOL GTO VYPO TOV EEMKVTTAPIOV
YOPOL e Evav apyiko xpdvo nuicelog {ong mepimov 2 dpeg KO ATOUOKPVVETOL OtO TO GO0 LLE
telkd xpovo nuicelag (ong 14 éog 17 opec. O otabepdg 0yKkog katavouns kopaivetatl omo 9 éog 11 1.

Metd v vodopla xoprynon, n amdAvt Prodiobeciudmra givar 66% kot 0 avOUEVOS TEAKOG
xPOVOG Nuicelag Lmng kopaivetatl and 24 £og 59 dpec. H avoroyucotnta e 001G HeTd amd
vroddpia yopnynon katadsiybnke péxpt 900 1U. Metd amd emavalapupavopevn yopinynon, n
Bviakrotpomivny dAa tputhacialetol aBpoiloTikd eTavovTag oe otafepd pvOud pLéca oe

3 éwg 4 pépec.
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Amofoin

H cvvolkr k@Bapon givar 0,6 l/opa ko mepimov 12% g yopryoduevng 66ong Burlokiotpomivig
Ao amofailetal and Ta 0vpa.

5.3 Ipoxivikd dedopéva Yo TNV 0.6QALELN
Ta pn Khvikd dedopéva dev amokaADTTOLV W10iTEPO Kivduvo Yia Tov dvBpmmo pe faon Tig
ovpPatikég pehéteg TOEIKOTNTOC EQATAE KOl ETAVAAAUPOVOLEVOV dOCEWMY Kol YOVOTOEIKOTNTAG,

emmpocheta o 6,11 £xe1 NOM avapepbei oe dAAa TpMpaTo avtg g TIXII.

Avapépbnke peltmpévn YoviOTNTO G€ EMIPVESG TOL EAAPOV QOPLOKEVTIKEG 00GELS BLAAKIOTPOTIVIG
oo (> 40 TU/KgMmuépa) yio peydleg Teplodove, A0y HEIMUEVNG IKOVOTNTOC COAANYTG.

Xe vymhég 60oetg (> 5 TU/kg/Mmpépa) n Budakiotponivny dAga tpokdiece peimon otov aplfud tov
Plrocipov epPpiwv yopic va vrapEet tepatoyEveon Kot SUGTOKIO TAPOUOLN [LE QLT TOL TAPATNPEITOL
pe v eppumvontovctokn yovadotpornivr (hMG) tev ovpwv. Qotdco, apod 10 GONAL-f dev
€VOEIKVLTAL TNV KONOT], T0 OTOLXELD AVTA EIVOL TEPLOPIGUEVTG KALVIKNG OTILOGTOC.

6. OAPMAKEYTIKEX MAHPO®OPIEX

6.1 Kataroyog ekdoyov

Kovig

Zaxyopoln

Natpro pooeopikd d166Ewo povoidpiko

AwAatplo pmo@opikod d1dpkod

Mebelovivn

[MolvcopPkd 20

DcPopikd 0EY, GLUTVKVOUEVO (Yo Tpocapoyn Tov pH)

Natpiov vopo&eidio (Yo mpocappoyr tov pH)

Awdtng

"Yémp yio evéoia

6.2 AovpPatoéTnTeg

AVTO TO PUPUAKEVTIKO TPOTOV JEV TPEMEL VAL AVOLLELYVOETAL PE AAAN PUPUAKEVTIKA TPOIOVTO EKTOG
OVTMOV TOL AVAPEPOVTAL GTNV Tapdypapo 6.6.

6.3 Awdpxkera ong

3 xpovia.

To mpoidv eivar yio pia ypnon kot aeod avorydel kot avacvotadel Tpémel va ypnoyLonoleitol opécms.
6.4 Idwitepeg mpourdierg koTd ™) QUAGEN TOV TPOIOVTOS

Mn evAdccete o€ Beppokpacio peyarvtepn twv 25°C.
DVAAGGETE GTNV OPYLKT] GLOKEVAGIN Y10 VO TPOCTATEVETOL OO TO PG,

12



6.5 ®@VHon Kol GLVOTUTIKA TOV TEPLEKTN

To GONAL-f diatifetot g kovig Kot dtoddTng Yo vésipo didAvpa. H kdvic dwotiBetan o€ graAidw
(yvoki Tomov I) Tov 3 ml mov Swbétovy eElacTikd Topa Elo)DdpNoNS (EhaoTtikd BpouofovTuAiiov) Kot
a@opoVUEVO TOM aAovpviov. O doAdtnc 1 ml yuo avacvotaon datiBetal o TPOYEUIGUEVES
ovpryyeg (Yoot tomov I) tov 1 ml mov dabétovy ELaoTIKO TOU EIGYDPNONG.

To eappakevTikd Tpoidv diatifBeTar oe cuokevacieg tov 1, 5,1 10 proddiov pe 1,517
10 mpoyeiopuéveg oOPLyyeg O1OADTY.
Mmropei va unv KoKAOQPOPOLY OAEG Ol GUGKEVAGIEC.

6.6 Iowitepeg TPOPUVLAEELS ATOPPLYNGS KOl AALOGS YEIPLGIOG
Movo v pio xpnon.

To GONAL-f npénet va avacvotdtol pe tov dtaAvtn mptv ypnoiponombet (BA. mapdypoeo “Ilog va
npoeTolpdoete kat vo ypnopornomoete o GONAL-f kovig kot S1aAdTng” 6to PUAAO 0dNYL®dV ¥PNoNG.

To GONAL-f umopet va avapetydei pe lutropin alfa kot va suyyopnyn0el oc pia éveon. Xnv
nepintwon avth, N lutropin alfa Tpémel vo avaGVGTATOL TPAOTO KO GTT GUVEYELD VOL YPNCIUOTOLEITOL
Yo TV avoacvotaon g kovemg GONAL-T.

Meléteg Kotéder&av OTL 1) GUYXOPNYNOT| LE AOVTPOTivY) AAPA dev LETABAAAEL OTULAVTIKE TN
dpacTNPoOTTA, TN 6TABEPOTNTA, TIC POPUOKOKIVITIKEG 1) PUPLOKOOVVOLUKES IO10TNTEG TOV dPACTIKOV
OLCLMV.

To avacvotapévo didAvpa dev Ba mpémetl va yopnyeitan edv mepiéyel cwpotion 1 dev givar dStovyec.
Kda0e aypnoiponointo papuokeutikd Tpoidv 1 VTOAELUUN TPETEL VO OTOPPITTETAL GOUPDVO, [LE TIG
KOTO TOTOVS 1GYVOVGEG GYETIKEG SLUTAEELS.

7. KATOXOX THX AAEIAY. KYKAO®OPIAX

Merck Europe B.V.

Gustav Mabhlerplein 102

1082 MA Amsterdam

OMowvdia

8. APIOMOI AAEIAY. KYKAO®OPIAX

EU/1/95/001/025

EU/1/95/001/026

EU/1/95/001/027

9. HMEPOMHNIA IMNPQTHXE EI'KPIZHYX/ANANEQXHY THX AAEIAX

Hpepounvia mpdng £yxpiong: 20 Oktoppiov 1995.

Huepopunvia teAevtaiog avavémong: 20 OktoBpiov 2010.

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Aemtopepeic TANpoPopieg Yo T0 TOPOV PUPHOKEVTIKO TPoioVY gival S1a0éaieg oTovV SIKTLAKO TOTO
tov Evpondikod Opyavicpod Gappdakov: http://www.ema.europa.eu.
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1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

GONAL-f 1050 1U/1,75 ml x6vig ko S1aAHTNG Y10 EVEGIO S1GAv

2. MOIOTIKH KAI TIOXOTIKH XYNOEXH
Kda0e proridro morlomAdv d6cewv epieyet 87 pukpoypappdpio Bviakiotponivng dApa*, (1codvuvapo
ue 1 200 IU)yia vo anedevbepmvel 77 pkpoypoupdpra, (tooddvaua pe 1 050 IU) og 1,75 ml. Kabg ml

TOV OVOCLGTOUEVOD SloAbpaTOg TTepLEyel 600 1U.

* avacvvovacsEvn avBpamivn Buiakiotpomoc opuovn (r-hFSH) mov mopdystan og KbtTopa mobnkmy
Kwvelwo® kpikntov (CHO) pe v teyvoroyia avacvvovacpévov DNA

"‘Exd0y0 pe yvootr dpdon: To avacvotapévo dtdivpo mepiéxet 9,45 mg Beviuolikng akkoding avéa ml.

IMa tov TApn kaTdloyo TV ekddy®V, PA. Tapdypapo 6.1.

3. DOAPMAKOTEXNIKH MOP®H
Koévig kot StaAdtng yio evéotpo didAvpaL.

Epgdavion g k6vems: Aevkd Avopiiomompéva ceapidia.
Epedvion tov 1o dtoanyEg dypmpo StaAvpLa.

To pH tov dtahdpartog petd v avacvotoon gival 6,5 éng 7,5.

4, KAINIKEX TAHPO®OPIEX
41 Ogpamevtikéc gvocieig

2TIC EVIMKECS YOVOIKECS

o Avmoppnéia (mov Teptlapfavel To cOVOPOLO TOAVKVOTIKMY MOONK®OV) GE YOVAIKEG TTOV OEV
amoKpiONKOV GE aymYN LE KITPIKN KAopLpaivn.
. [Tpérinon moAv®oBLAAKIKIC avATTTLENG o€ Yuvaikeg mov vtoPdAlovtal oe vtepwoppn&ia pe

TeyVIKEG vtofonBodpevng avarapaymyns (ART) onmg eEmcmpatikny yoviporoinon (IVF),
EVOOGOATLYYIKT] LETOPOPE YOUETOV KO EVOOCUATLYYIKT LETAPOPA LUYADTOL.

o To GONAL-f og cuvovacpd pe W10oKedacHa TOL TEPLEXEL OYPVOTPOTO opudvn (LH)
gvdeikvutal yia T 01€yepon g avamTuéng Tov mobvAiakiov og yuvaikeg pe Papeia avemdprelo
LH xon FSH.

2TOVC EVIIMKOLE AVOPES

o To GONAL-f gvéegikvutat, yio T S1€yEPOT TNG OTEPUATOYEVESTG GTOVG AVOPES TTOL £XOVV
GUYYEVN N EMIKTITO VTOYOVOIOTPOPIKO VTOYOVAIICUO GE GUVILAGUO [ Oeparmeia e
avBpomvn yoplakr yovadotpomnivn (hCG).

4.2  Aocoloyio Kol TPOTOG YOoPNYNONS

H ewoaywyn og Beponeia pe 1o GONAL-f 0a mpénet va yivetor vd v enifieym watpod Eumelpov o
Oepameio dlaTOPUYDOV YOVILOTNTOC.
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Aocoloyia

Ta 6060A0YIKA GYHLOTA TOV GLGTHVOVTAL Y1, T XopNynor tov GONAL-f eivar exeiva mov
xpnoyonotovvtot yo v FSH mov mpoépyetat and ovpa. Kiwvikn a&oddynon tov GONAL-f
OmOdEIKVOEL OTL 01 NUEPNOLEG OOGELC, TA GYNLOTA XOPNYNOEMS Kot 01 LEB0dOL TapaKolovOnoNg NG
Bepamnciog dev Oa mpémetl va Sapépouv amd EKEIVEC TOL YPNGILOTOLOVVTOL TPOG TO TOPOV Y10l TO,
QOPUOKELTIKA TTPOidVTa 0Vp®V oL TepEyovv FSH. Xuviotdtot 1 CUPUOPP®ON GTIG GCUVIGTMUEVES
d00ELg EVAPEEWMS TOV TEPTYPAPOVTAL TAPAKATO.

2uYKpITIKEG KAVIKEG peAéteg £xovv deitet 0Tt 0 pécog asBevnig amattel younAlotepr abpototiki d6om
Kot pkpotepng duapketag Oepaneio pe GONAL-f oe avykpion pe FSH mpoepydpevn amd ovpa.
Emopévaog, Bewpeiton avaykaio va do0ei pio younAdtepn cvvoiikn d6omn tov GONAL-f and avti mov
yvevikd ypnowonoteitat pe tnv FSH wpogpydpevn amd ovpa, 6yt Lovo yia 1 BerticTonoinon g
ovamTuEng TV wobvAakiov aALd Kal yio TV EAAYIGTOTOINCT TOL KIVOUVOL avemBOUNTNG
VIEPOIEYEPONG TV wobnkdv. BA. mapdypagpo 5.1.

Koatadelydnke Pro-tcoduvapio petald 10000vapmy 00GE®V TG TAPOLGINGN S LOVOIOoTG Kot TNG
napoveioong tolanidv d6cemv Tov GONAL-T.

O ak6AovBog TTivaKOG VTOOEIKVVEL TOV OYKO TTPOG YOPTYNOTN YO TV TOPOYN TNG CLVTAYOYPAPNUEVIG
doong:

Aéon (1U) ‘Oykog pog éveon (ml)
75 0,13
150 0,25
225 0,38
300 0,50
375 0,63
450 0,75

Tvvaikec ue avwoppnéio (mov mepilaufdver ko cbvopouo molvkvarikwv wobnrmv)
To GONAL-f pmopet va xopnyn0ei og pia oeipd amd kadnpuepivég evEGEIC. Xe YOVOIKEG e EUUnvn
poomn 1 Bepomeio TPENEL VAL 0PYIGEL EVIOC TV TPAOT®Y 7 NUEPDY TOV ELLUNVOPPLGLOKOD KOKAOV.

Mo aymyn mov ypnoomoteitan cuvibmg apyiletl pe 75 émg 150 IU FSH nuepnoing kot avédvetan
katd wpotipnon kotd 37,5 1 75 U pe pecodaotipata 7 1 kotd mpotiunon 14 nuepdv avaroya Le
TIG OVAYKES Yo TNV emiTeVEN emapkovg aAAd oyt vtepPoiknc amdkpiong. H Bepaneio npénet va
TPOCAPUOCTEL GTNV EEATOUIKEVEVT] aOKPIoT TG KAOE ac0evong Onmg aloloyeital e LETPNOT TOV
pey€Boug tov Buiakiov pe VTEPYOLVS 1Y/KaL TNG £KKPLoNG oloTpoyovev. H péytotn nuepnota doon dev
vrepPaivel ouvBmg Ta 225 TU FSH. Edv o acBevig dev avtamokpifel emapkmg LeTd amd

4 gfoopadeg Oepameiog, o KOk og mpénel va eykatalelpBel kol n aclevic mpénel va vtoPAndel oe
ToPOITEP® 0EOAOYN O, HETA amd TV omoia umopei va Eovapyicel Oepameio pe peyaAdTEPT apyIKn
d6om am' 0,TL GTOV EYKUTAAELPOEVTA KOKAO.

Orav emitevydei BéErTIoT avtidpaon, po epana Eveon 250 pikpoypappopiov avacuvoLacLEVIC
avOpanvns yoplakns yovadotpomiving area oppovng (r-hCG) 1 5 000 TU péypr 10 000 IU hCG mpéner
va yopnynOet 24 €wg 48 dpeg petd and v tedevtaio éveony GONAL-f. vvictdton oty acbevi va
éM0el e cuvovaia katd TV Nuépa ¢ yopnynong hCG kot v exdpevn nuépa. Evailoktikd, pmropel
va. YiveEl GLEPUATEYYVOT).

Edv emitevyBei vepfoiikn avtidpacn, n Oepaneia npénel va dwokonel kKot va, un xopnyndei hCG

(BAéme mapdypapo 4.4). H Oepancio mpénel va Eavapyicel otov endpuevo KOKAO 6€ G0 YOUNAOTEPT
omd exeivn TOL TPONYOOUEVOL KOKAOVL.
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Tvvaikec mov vrofdrloviar oe diEyepon twv woblnkwy yio avirtvln mollomlwv wobvlakiwy wpiv amod
IV In Vitro Yoviuomoinan 1 allec teyvoloyiec vrofonBodusvnc avomopoywync

H cvving docoloyia yio vrepwoppnéia mepthapfavel ™ xoprynon 150 éwc 225 IU GONAL-f
nuepnoing, Eekvavtag v nuépa 2 1 3 tov kukhov. H aymyn cvveyiletor péypt va emrevydei
EMOPKNG avATTLEN TOV WOBVLANKIOV (OTTMC EKTILATAL LLE TOV EAEYYO TNG CLYKEVIPWOONC OLOTPOYOVMV
6TOV 0pd /KO e VIEPXOYPAPT LA Kol 1] d0coA0Yio TpocapudleTal avarloya Le TNV omdKPIoT TNG
acBevoug, ouvi g péxpt 450 IUMuépa to péyioto. ['evikd, kavomontikn avantvén tov mobviakiov
emtuyydveton katd péco 6po tn 10" nuépa g aywyng Tov KoKAov (€0pog S Emg 20 nuépeg).

24 ¢wg 48 mpeg petd v tedevtaio éveon GONAL-f yopnyeitan epdmaé Eveon 250 pikpoypappopiov
r-hCG 7 5 000 IU £€wg ko 10 000 IU hCG yio tnv mpodxinom s piéng tov mofurakiov.

H npog ta kT pvdon pe ekivtiki oppovn tov yovadotponvev (GnRH) ayovietég 1
AVTOYOVICTEG YpNoLomoteital cuvROmG pe 6TOYXO TNV KOTaoTOAN TG Evdoyevovg LH kat tov éleyyo
TV ToviK®v emmédmv ¢ LH. Ze éva ovvnbiopévo mpwtdkoiro, to GONAL-f Eexiva mepinov

2 efoopadeg uetd v Evapén Tng aymyNe HE aymVvIeTES Kal cuveyilovtal Kot Ta Vo uEypt va
emtevybel emoping wobvAakikn avartuén. ['a Tapdaderypa, petd v aymyn 2 efdouddwyv pe Evav
ayovioty, yopnyoovtot 150 éwg 225 IU GONAL-f ya tig 7 tpoteg nuépes. H docoloyia ot
ovvéyelo Tpooapproletal avaroya e THY @OONKIKN omdkpion.

H ocvvolikn| eumepio otnv IVF deiyvel 6Tt yevikd 10 100001 emtTuyiog TG Ay®YNG TAPOUEVEL
otafepd KoTd TN JdpKELN TV TPAOT®V 4 TPooTadeldV Kot pel@veTal Babunddv oTig EMOUEVEG.

Tvvaikec ue Papeio averdpreio LH ko FSH

e yovaikeg pe averapkelo LH kot FSH, o ot6y0g ¢ Oepoaneiog pe GONAL-f 6e cuvdvacud e
Wrockevaoua Tov TEPE)EL wypvoTpdmo opuovn (LH) ivar n tpodOnon g avantuéng tov
®oBviaxiov akolovBovpevn amd TV TEMKT ®PILAVEN, KOTOTLY YOpNyNons avOpamivng yoplokng
yovaodotponivig (hCG). To GONAL-f npénet va yopnyeitar 6€ kKOKAO KoONUEPIVOV EVEGEDV
tavtoypova pe lutropin alfa. Eqv n acBevig eivat apmvoppoikn kat epeaviCet yaunin evooyesvn
£KKPLOT O1GTPOYOVAV, 1 Bepameio pmopel va apyicel ava mioa YPOVIKY GTIYUY.

To cvvictdpevo Bepamevtivd oynua apyilet pe 75 U lutropin alfa v nuépa, o€ cuvdvacUo e
75 éwg 150 IU FSH. H Oepamneia npémel va atopkedeTol avorOy®S TNG OVTOTOKPLoNG Kabe
acBevovg, n omoia alodoyeitar pe péETpnon tov peyébovg Tov wobviaxiov, HEcm
VIEPNXOYPAUPNLOTOG KL TIG OLGTPOYOVIKNG OVTOTOKPLIONG.

Edv 0empnel avaykaio po avénon g 66ong e FSH, 1 mpocappoyn g doomng mpénet va, yiveTat
KOTO TPOTIUN GO HETA amd Soothuata 7 £og 14 nuepdv kabmg eniong Kol 6 TPoSAVENCELS TV
37,5 émg 75 TU. Evdeyopévmc va gival amodekTn 1 Topatact e diapKelog deyEpoemc o€ OO0
HELOVMUEVO KOKAO €m¢ Kat 5 efdopddec.

Otav Aapfavetar n BEATIOT avtamdkpion, Bo Tpémet vo yopnyeitotl pia epdmos Eveon

250 pixpoypappapiov r-hCG 7 5 000 TU éwg kor 10 000 1U hCG 24 ém¢ 48 dpeg petd tig televtaieg
evéoelg GONAL-f kon lutropin alfa. Xvvictdtor n acOevig va £pbet oe ceEovaiixn emapn v id1a
nuépa Ko tnyv gmopév e xoprynons hCG. Evoilakticd, propel vo yivel evoountpikn
onepuatTéyyvon 1 po GAAN dradikacio wtpikd vrofonBoduevng avarapaywyne pe Baon v kpion
TOV 10TPOD Y10 TNV KAWVIKT TEPITTMON.

H vrootpién g oyxpviking edoemg umopel va Anedei vmoyn kaboTL n 0movcio OVcIdV e
oypwvotpomo dpactnprotnta (LH/hCG) petd v woppnéio propel va mpokaréoel TPOUT AVETAPKELD
TOL POV cOpATioV.

Edv mapatnpnBel vepfoiikn| avtandkpion, 1 Oeponeio Tpénet vo SloKomel Kol voL avacsToAE 1)

yopnynon hCG. H Bepoancio mpénet va apyicel mdAL Tov enodpevo kokio pe d6on FSH yapmAdtepn and
gkeivn atov Tponyodevo kokio (BA. mapdypago 4.4).
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AvIpeg e vTOYovadoTPOPIKO VTOYOVAILTUO

To GONAL-f 8a pémet va yopnyeitor og pia 66on tov 150 IU tpeig popég v efdopdda,
tavtoypova pe hCG, yia éva oo TOLAGYIOTOV TEGGAPOV UNvedv. Edv dev vdpyetl amokpiorn Tov
ao0evoug PETA TO TEPAG OLTNG TNG TEPLOSOV, 1] GuVOVOCUEVT Bepaneia Oa pmopovoe va cuveylobein
TpEYOVCSU KAVIKY gumelpia deiyvel Ot Bepameio TovAdyiotov 18 unvav sivar amapaitntn yio vo
emrevydel omeppotoyéveon.

FEwdwcoi minbvopuoi

Hiiowugvor
Agv vrapyet oxetikn xpnomn tov GONAL-f otov nAkiopévo tAnfocpd. H acpdieio ko m

amoterecpatikétnTo 1oV GONAL-f dev éxouv tekunpiwbdei e nAkiopévoug acbeveic.

Negpixn 1 nratiki avendprelo
H acpdieia, 1 aroteAecpatikdtnta Kot 1 eopuokokivintiky 1ov GONAL-f dev éxovv texunpiodei o
aocfeveic e VeEQPIKN N NTATIKY avemdpKeLa.

Houdiazpixoc wAnBvoudg

Agv vapyet oxetikn xpnon tov GONAL-f 6tov moidiatpikd minbuoud.

Tpomog yoprynong

To GONAL-f npoopiletar yio. vodopia ypnon. H éveon mpémel va yopnyeitan tnv idio dpa
KadnueEPVA.

H mpdtn éveon tov GONAL-f Oa wpénet va mpaypatoroleital vd aueon wtpikn exifieyn. H
avtoyopnynon tov GONAL-f Ba npémet va mporypotomoleitor HOVoO Gg EVAILEPOVS KOt TPOBVLLOVG
aoBeveic, ETOPKOC EKTOOEVIEVOVG Kot [E Gpeon TPOGPacT 6 GUUBOVAEVTIKT VTOGTHPIEN ELOIKOV.

Kabdc 10 GONAL-f molhomAdv d0cewv mpoopiletar yio mepocOTEPES OO [Lia EVECELS, TPEMEL VAL
divovtar EekdBapec 0dnyieg 6TOVG 0oBEVEIC e OKOTO VO AToPeVyDel EcEAALEVT XPTION TNG

GLOKEVAGIOG TOAAATADY dOCEWV.

Agv mpénet va, ypnolponoteital to idto onpeio g Eveong o 100y IKES NUEPEG EEITIOG TNG TOMIKNG
avtiopaong otn PeviuAikr] aAcoOAn.

Ta pepovouéva eaAide mov xovv avacvotadel TPENEL va XPTGIULOTOI0VVTOL LOVO Y10 TO
GUYKEKPIUEVO 0oBeVT.

[N 0dnyleg oyxetikd pe v avacHoTOoT TOL PAPUAKEVTIKOD TPOidVTOoG PA. Tapdypapo 6.6 kot To
@OAAO 0OMY1L®V YPHOTG.

4.3  Avrevodsifeag

. vrepevarsbnoio 6N SPAcTIK LGN 1} GE KATO0 and TO EKSOYO TOL AVAPEPOVTAL TNV
mapdypogo 6.1.

. OYKO1 6TOV LTOBAAULLO 1] GTNV VTOPLOT)

. G¢€ O10YK®MOT moONK®V 1 ®oBNKIKY KOGTN oL 0ev oyeTiCeETON [IE TN VOGO TOAVKVGTIKOV
®oINK®V Kal gival AyveoTNng TPOEAEVOTG

. G€ YOVOIKOAOYIKES OUOPPAYiEG AyVMOTNG TPOELELGT|C

. o€ KopKivoua mobnkng, untpag 1 Hootoo.

To GONAL-f avtevdeikvotat 6tav dev umopel va enttevydel emttuyng amodxpion OTme:
. TPOTOTAONG WOONKIKY| OVETAPKELD

. dvoThacieg TOV YEVVITIK®OV 0pydvev acOUPaTES [LE KUTON

. WOUVAUATO TG LATPOS AGVUPOTO LE EYKVUOGUVY).
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. TPOTOTOONG UVETAPKELL OPYEDV.
4.4  Ewikég TPOELOOTOMGELS KU TPOPVAGEEIS KATA TN (p1joT

IyynAoowotto

Ipokeyévov va Pertiwbdei n yvnlooud e TV PLOAOYIKGOV QOPUAKEVTIKOV TPOIOVIMV, TO OVOLLX
Kot 0 aplfuog TOPTIONG TOL YOPTYOVLEVOD PAPUAKOV TPETEL VO KATAYPAPETUL LLE CAPTVELQ.

T'evikn cbotoon

To GONAL-f givor pua 1oyvpr| yovadoTpomog ovucia Tov gival IKavh Vo TPOKAAEGEL LETPLEG EMG
coPapég avemBOUNTEG EVEPYELEC KAl TTPETEL VA, YPTCLOTOLEITOL LOVO 0t 10 TPOVS OV Eival TANP®G
eEOKEIMPEVOL LLE TO TPOPANLOTO KOL TO XEPIOUO TNG VTOYOVILLOTNTOC.

H Bgpameio pe yovodoTpomivn omotTel Lo GUYKEKPILEVT] ¥POVIKT EVOGYOANCT OO TOVG 1TPOVS Kol
TOVG emayyeApatieg vyeiog Onme Kol TNV VIOPEN TOV KATOAANA®V opydvav Tapakoiovdnone. H
ao@oAng Kot aroteleouatikn ypnon tov GONAL-f o115 yuvaikeg amattel Tnv mapakolovdnon g
®OONKIKNG aVTATOKPIONG LOVO LLE VITEPNYOVGS, 1) KATA TPOTIUNGT G GLVOLACLO LE TNV TOKTIKY|
HETPMOT TOV EMMEI®V O1GTPOUIIOANG TOL 0poV. Mropel va vtapEet kdmotov Padpod petafintotnta
petaéd acbevav oe oyéon pe v avtamokpion ot xopriynon FSH, pe averopxn avtamdkpion oty
FSH o¢ opiopéveg acBeveic kot vepfoiikn aviondkpion oe dAres. [Ipémet va ypnoonoteiton n
YOUNAOTEPT AMOTEAEGLOTIKN OOCT) GE GYECT LE TO O6KOmO TG Bepameiog TOG0 6TOVG Gvdpeg 65O Kot
OTIG YUVOUKEG.

Hopgupia
Kotd ™ ddpkela g Oepanciog pe GONAL-f, acOeveic pe mopepupia 1 LE OIKOYEVEINKO 1GTOPIKO
Topeupiag TPEMEL va TapakorovBodviat otevd. Evdeyopévog va ypelootel dlakomn g Oeponeiog oe

eMOEIVOOTN 1 TPAOTN EKONAMOT OVTNE TG KATAGTOONG,

Bgpaneio OTIC YOVOUIKES

Ipw v évapén g Bepameiog, n vroyoviudtnTo Tov (gbyoue Ba mpémet va Exet agloloynbei kot va
&yovv extiundei o1 mbavég avtevoesi&elg yio komon. Educotepa, ot acbeveic Oa mpénet va eetoctody
Y10 VTOOLPEOEIOIG O, PAOLOETIVEPPLOLOKT OVETAPKELLL, VIEPTPOAUKTIVALUIO KOl TPETEL VOL EQAPULOCTEL
N KATAAANAN e€10KELIEVT Ay @Y.

Acbeveig mov voioTavTal diéyepon TG avamtuéng Tov moBviaxiov gite og Bepaneio vIoyovipHdTNTOG
opelouevng o avmoppnéia gite wg Bepamneieg ART, pumopei va Tapovstdcouy VTEPIIOYKMON
®ofnkmv N avantvén vepdieyepong. H tpnon g npotevopevng d66M¢ Kot TOL TPOTEVOUEVOD
Tpémov yoprynong tov GONAL-f kabdg eniong kot 1 otevi Topakoroddnon g Bepanciog Oo
ELOYIGTOMOGEL TNV ERPAVIOT TETOLOV GLUPBAVTOV. ['o TNV akpiPn Katavonon Tov SEKTOV TG
avamtuéng Kot opipovong twv Buiakiov, o 1tpdc Ba mpémel va givol EUTEPOC GTNV EPUNVELN TOV
GYETIKOV EEETUCEMV.

Xe kMvikég peréteg, amodeiydnke 6t1 10 GONAL-f avEdvet v evaicOncio tov wodnkodv dtav
yopnyeitan pe lutropin alfa. Edv 0empnOel avayxaio o avénon g 66ong e FSH, n mpocappoyn
g 060oNG TPEMEL va YiveTal Katd TpoTiunomn o€ daotiuata 7 éog 14 nuepodv kabng emiong Kot og
npocovénoelg tov 37,5 éog 75 1U.

Agv €yer yivel aueon ovykpion t@v GONAL-f/LH évavtt g avOpdmivng ELUNVOTOVGIOKNAG

yovadotporivng (hMG). H avadpopukn coykpion pe ToAaOTEPO GTOLYEIN VITOSEIKVVEL OTL TO TOGOGTO
woppnélmv mov apatnpeitoan pe GONAL-/LH eivon mapepgepéc pe avtd mov Aappaveror pe hMG.
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2ovdpouo Yrepoieyepong twv Qolnrwv (OHSS)

Kamota 61dykwon Tov wodnkov etval pioa TpoPAenduevn enidpacr TG EAEYYOLEVNC MOOMKIKNG
déyepong. [Hopatnpeital To Guyva og yovaikeg e GHVOPOLO TOAVKLGTIKGOV @OONK®V Kot Guviwg
vroywpel xopig Oepamneio.

Awopopetikd amd v amin 01dykwon Tov wodnkdv, to OHSS eival pia katdotaomn mov propel va
eppavichei pe dapopetikovs Paduovg Bapvmrag. Xapaktnpiletal oamnd 1101TEP®G SIOYKOUEVES
®ofNKec, VYNAA eminEDD GTEPOEWODY TOV PVLAOV GTOV 0P Kol CLENUEVT AYYELOKT] SIATEPOTOTNTO TOV
UTOPEL VOL 00N YNGEL GE CLGGOPEVCT| VYPADV GTO TEPLTOVHLO, GTOV TAEVLPLTIKO YDPO Kol GTOVIMG OTIG
TEPIKOPOIOKEG KOIAOTNTEG.

H ak6Aovbn countopoatoroyio pnopel va mapoatnpnbei oe coPapéc meputtdoeic OHSS: kothako
GAYOC, KOIAOKN S10YK®OOT), VITEPPOAIKN SOYKWOOT TV 00ONKOV, adENCT) TOL COUATIKOV BApovd,
dVGTVOL0, OALYOLPIa KOl YOOTPEVTIEPTIKA GUUTTMUOTO TOV TEPIAAUPAVOLY VavTia, EUETO Kot Siéppota.
H «vikn e€étaon pmopel va dei&el vTooyKOaLLio, OHLOCVUTOKV®GOT|, S10TApUYEC NAEKTPOAVTMYV,
aokitn, apomepttdvalo, TAEVPITIKEG SNONGELS, VOPoBdpaka 1 o&eia avamvevoTtikn dvoyépeta. TToAd
onavia, o OHSS cofapod Pabupov propei va mepimieybei amd cuotpopr| ®odnkmv 1 Opoufoeuforikd
eMEGOO10 OTWG TVEVUOVIKT] EUPOAT], IOYOUIKO OyYELOKO EYKEQPOAIKO ETEIGOO10 1| EUPPOYLLO. TOV
pookapdiov.

AveEaptnrotl mapdyovieg kKtvdbvov yio v avantuén tov OHSS cvprepiiappdvouvv veapn nikia,
i pélo odRaTog, GUVOPOLO TOAVKVGTIKOV MOONKOV, VYnAOTEPEC SOGELC EEWYEVDV
YOVASOTPOTIV®V, DYNAA ATOAVTA 1] TOYEMG AVEAVOLEVO ETITESN OIGTPAIIOANG OPOV KOl TPONYOVLEVOL
eneiodoto OHSS, peydio apBpd avarntuvocduevov wobviokioy oTig modnKeg Kot ANy peydiov
apBpod wokvttdpwv o KhkAovs vrofonbovpevng avarapoywyng (ART).

H mpnon ¢ cuvietdpevng 666mg Kot Tov TpmtokdAiov yoprynong tov GONAL-f propei va
TEPLOPioel 610 EAAYLOTO TOV Kivduvo vrepdiéyepong TV wobnkav (PAéne mapaypdpovg 4.2 kot 4.8).
ZuvieTdtol 1 TepaKoAoVON o TOV KUKA®V SIEYEPOTG LEG® VIEPTYOYPUPTLATOS, OTMG ENIONG
UETPNOELG TNG OLGTPUSIOANG Y10 TNV TPDUUT CVUYVOPLIoT] TOV TUPOYOVI®V KIvoDVo.

Yrdpyovv oroyygia mov mpoteivovv tmwg 1 hCG mailet éva onpavtikd poAo 6to va tpokorécet OHSS
Ko 6Tl To cHVOpOpo pmopel va ivor o coPapd kat mapateTapuévo edv copPel kKomon. Eropévag,
otav gppaviCovral onueio ®odnKIKNG vaepdiéyepons OTWE eMinedo 016TPadIOANG opov > 5 500 pg/ml
1 > 20 200 pmol/l f/xon > 40 woBvAdkio cuvolikd, Tpoteivetar va pun yopnyeitar hCG kot va
GUVIOTATAL GTNV AGHEVI 1 OTOPLYN GUVOVGIAG 1] 1| XPNOT AVTIGCVAANTTIK®V HeBOOOV QpayoD Yo

4 tovrdyiotov nuépes. To OHSS pmopel vo emdevaobel tayémg (eviog 24 wpdv) i kaTd T J8pKELN
UEPIKMY NUEPDV o€ Papeio 1TPIKN KOTAGTAON. AVTO gpQavVIleTal GUYVOTEP LETE TNG SIAKOTN TNG
oppovikng Bepameiog Kot eOavel otn péyiotn coPapdtnta e TEPITOL ENTA £MG dEKO NUEPES LETA TN
Oepamncio. Emopévog, ol acbeveic mpémel va mapakoAovBovvot Yo TOLAGIoTOV dV0 ERSOUAdES HETd
1 yopnynon hCG.

Xmv ART n avappoepnon tov wobviaxkiov tpv v woppné&io UTopel va PEIDGEL T cLyvOTNTO
EUPAVIONG TNG VTTEPIIEYEPONG.

To OSHH rjmiov 1} pétprov Babuov cvvibwg veietar avtopata. Edv coppet OHSS cofapod Babrov,
ocvvietdral vo dtakomnel 1 Ogpaneio pe yovadotponiveg epdcov cuveyiletat kot 1 acbevig va eloayOel
0€ VOoOKOEIO Kat va EeKivioel katdAAnAn Bepaneia.

Hlolbdvun konon

Y& aobeveic mov vroPaAilovtal o€ emaywyn woppnéiag, 1 cuyvOTNTA TOAHBSVUNG KUNONG Elval
avénuévn o cOYKPLoN UE T PUOIOA0YIKY cVAANYN. H mAstoymeia Tov ToAvddumv Kunoemv givat
didvpec. H moAbovun komon, wiaitepa ekeivn vynang katdtaéng, cuvodedeTon omd avénuévo kivovvo
AVETOVUNTOV OTOTEAEGUATOV TOGO KOTA T UNTPIKH 060 Kol GTNV TEPLYEVVITIKT TEPI0d0.

T'a va ehayiotomonBel 0 Kivouvog ToOAVSVLIOV KVGEMG, CLVIGTATOL 1] TPOCEKTIKN TAPUKOAOVONON
NG OVTATOKPLIONG TOV WOONKOV.
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Xe aobBeveig mov vroPdiroviar oe dwudikacieg ART, o kivovvog Tng moAvdvung KuNcews oyetileTon
Kupig Le TOV aptOpd Kot TNV TO0TNTO TOV LETAPEPOUEVAOV EUPPVOV KaBMG Kot TNV NAkia Tng
acBevoug.

Ot acBeveic Oo Tpémet vo evnuep®@vovVToL Yio ToV Tlavo Kivouvo ToAVdHIOV KVGEMG TPV 0T TNV
évapén g Bepamneiog.

Ardieia kbnong

H ocvyvomto e andAielog komong pe omofoin 1 autopatrn EKTpmaon eivat vynAdTtepn o€ 0oOeVeEig
7ov vVoPaAlovtal o€ d1€yepon @oBLANKIKNG ovATTLENG Yo eraywyn TG woppnéiog n ART an’ 6,11
UETA ATtO QUOIOAOYIKY CUAANY.

Extonn xvonon
Ot yovaikeg L 10TOPIKO VOGO T®V GOATIYY®V PpioKoval 6€ Kivouvo EKTOMNG KUNGEWMG it €V M

Komon &yel emrevyBel pe avtopatn cOAANYN 1 Katdny Oepaneiog vroyovipotntoc. ‘Exet avapepOel
TG 0 EMTOAAGIOC TNG £KTOMNG KON oG Hetd amd ART givar vynAdtepog amd 6,11 610 YEVIKO
Tnbucuo.

Neomlagiec Tov avamopaywykod cootiuoTog

Yépyovv avaKoVMOGELS Y10l VEOTANGIEG TOV MOBNK®V Kot AAAEG VEOTTANGIEG TOL AVATAPOLYWYIKOV
GUOTNHOTOC, KAAONOELS Kal U, 0€ YUVOiKeg TOL £x0vV VITOPANOEl og ToALATAG OepamevTikd oyt
ywo T Ogpameio Tng VIOYOVIHLOTNTOC. AgV €xel akOun damioTmbel €4V o1 yovadotpomiveg avédvouy 1
O TOV KivOuVO TV OYK®OV OUTMOV G YOVOIKEG LLE VTOYOVIILOTNTOL.

2vyyeveic dvauoppieg

O gmmolocudg TV cvYYeEVOY duouopelmv petd and ART umopei va givar Elappdc vynidtepog om’
0,TL OTI PLGIOAOYIKT] GUAANYT|. AVTO TIGTEVETOL TG OPEIAETAL GE SLOPOPEG GTA YUPAKTIPICTIKE TV
YovE@V (L. NAKio UNTEPUC, YOPUKTNPLOTIKA CTEPLOTOC) KAl TIC TOAVOVLES KVT|GELS.

Opoufosupfoirixa emeioodia

e yovaikeg pe Tpodoceatn 1 tpéyovsa Bpopfoepforikn voco i yovaikeg 6mov yevika avayvopilovral
TOPAYoVTEG KIVOLVOUL Yo, Opopfoepuforikd enelcodia, OTMG TO TPOCOTIKO TOVG 1) TO OIKOYEVELNKO TOVG
10T0p1KO, 1 Oepameia pe Yovadotpomiveg Umopel va avENCEL TEPUTEP® TOV KivOUVO EMOEIVOONG T
EUPAVIONG TETOLOL €100VG EMEIGODIMV. LTIG YOVOAIKEG AVTES, TA OPEAT] TG XOPNYNONG YOVASOTPOTIVMDV
npénel va otaduilovral Evavtt Tov mlovav Kivohvev. ZNUEIOVETOL TG 1) 1010 1 KOMoT OTTMOC Kol TO
OSHH eriong pépovv évav avénuévo kivouvo yia Opoppospporikd enelcoota.

Oepameio. 6TOVE AVOPECS

Avénpéva eninedo evdoyevoug FSH etvon evdektikd mpotomadovg avemdpkeiag opyewmv. Avtoi ot
aoBeveic dev avtamoxpivovtor ot Oepameioc GONAL-/hCG. To GONAL-f dev npénet va
ypnoomoteitol 6tav dev etvar duvatd va AneOel amotelecuaTiKn avTomdKpIon.

ZuvieTdtol ovaAvoT ToL OTEPROTOC 4 £mg 6 uveg petd v Evapén g Bepameiog g PEPOG NG
eKTiunong ¢ avtandkpiong otn Bepameio.

Ilepreyouevo o vaTplo

To GONAL-f mepiéyet Ayotepo and 1 mmol vatpiov (23 mg) avd d6om, givar avtd mov ovopdlovue
«ehevbepo vatpiovm.

AwAvtne mov mept€yel feviuiikn aAKoOAN

Metd TV 0vacOOTACT LE TOV TAPEYOUEVO OLOADTY, AVTO TO PAPUAKEVTIKO TPOToV Tepiéyet 1,23 mg
BevloAikng aAkooAng oe kdbe d6om 75 1U, mov wwodvvapet pe 9,45 mg/ml. H Beviulikn aAkooin
UTopel va TPOKOAEGEL OAAEPYIKEG AVTIOPACELG.
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45 Aliemopaoceig pe GALO QUPUOKEVTIKA TPOIOVTA Ko GAAeg popPEis ailnieniopacng
Tavtoypovn yopnynon tov GONAL-f pe dALQ QOPUOKEVTIKA TPOTOVTO TOV YPTCLOTOLOVVTOL Y10l TN
Séyepon g woppnéiag (m.y. hCG, kitpkn KAopeaivn) pmopel va evOLVOUMGEL TV ATOKPLoT) TOL
ooBvraxiov, evd N tavtdypovn xpnon tov GnRH ayovictdv 1 avtaymvieTdv Tov 001yody 6Ty
amgvaeOnTonoinon g vVIoevoNg propel va avénoet T d6on tov GONAL-f mov ypedleton yio va
dnpovpynoet enapkn wobnkikn arokpior. Kapio A KAvikd onuoavtikn aAAnienidpaon
QOPLOKEVTIKOD TPOIOVTOG gV £xel avapepbel yio tn Oepoameio e GONAL-.

46 TovipétnTa, KON KOt yolovyia

Kvnon

Agv vapyovv evdeifelg yia tn ypnomn tov GONAL-f katd 1 didpkeia g eykvpoovvie. Ta dedopéva
OO GYETIKG TEPLOPICUEVO apOUO eKOEGEDV KUTA TN SLAPKELD TNG EYKVUOGUVTG (TEPITTAOCELS EKPOGNC

gykopoovvng Myotepec amd 300) katadetkvoovy Tn un Hrapén GVYYEVOV SIOUAPTLPLOV 1 TOEIKOTNTA
610 £UPpvo/veoyvo amd T ypnomn g BuiaxioTpomivng GApa.

Y& ueléteg oe (moa, 6gv mapatnpnonke enidpoon tepotoyéveonc (BA. mapdypagpo 5.3).

Ta KAMvikd otoryglo dev ETOPKOVV Y10 Vo OTOKAEGTEL 1) Enidpacm tepatoyéveons tov GONAL-f og
TEPIMTOOT £KOONC KATA TN SLAPKELD TNG EYKVLLOGVVTG.

Oniaouog

To GONAL-f dev evdeikvutal katd tn d14pKeLe Tov ONAAGHOV.

Tovipdtta

To GONAL-f gvdeikvoton yuo yprion oty vroyoviudmmeto (PA. mapdypapo 4.1).

4.7 Emopacelg 6TV tKavOTITO 001]YN61)S KO XEIPIGHOD P ovi|pdToy

To GONAL-f dev &xet kopio 1 £xel aoNUOVIN ETIOPOACT OTNV IKOVOTITA 0N YNONG KoL YEPIGHOD
unyovnudtoy.

4.8  AvemOoOunTteg evépyeleg

IIepiAnyn Tov TPOQIA acPAAELNC

O avemBopnteg evépyeteg mov avagépdniay pe T peyaddtepn ovyvotnta efvar keporolyic, KOOTER
®OONKOV Kal TOTIKEG AVTIOPAGELC 6TO oNEio TG Eveong (T.y. AAYos, epuBpOTNTA, LOAMTOC, O1ON O
N/xat gpebiopdg oto onueio g Eveong).

Avapépinke cuyva Nmov Emg pétprov Padrov cuvdpopo vrepdieyepons tmv wobnkdv (OHSS) kot
npénel va Bempn et eyyevig kivouvog tng dtadikaciog diéyepong. oPapov Pabpov OHSS eivar oyt
ovyvo (BA. mapdypogo 4.4).

IToAb omdvio pmopei va eppaviotei Opoppoeuporioudc (Pr. Topdypago 4.4).

Katdloyoc avemBountwmv evepyeidv

Ot ax6AovBot opiopol 1yvovY Y10, TNV 0poroyia cuyvoTnTC TOV Ba Ypnoomondei €1 To €ENG: TOAD
ovyvéc (>1/10), ovyvég (>1/100 £mg <1/10), oyt cuyvég (=1/1 000 émg <1/100), ordvieg (>1/10 000
¢mg <1/1 000), moAd omdvieg (<1/10 000).
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Oepomeio GTIC YUVAIKEC

A10T0poyéC T0D OVOTOTOINTIKOD TVITHILATOS
[ToAv omdviec: "Hmeg €éw¢ coPapéc avidpdoelg vrepevaicnacioc, copmeptiapfovopévov
OVOQUAOKTIKOV OVTIOPAGEMY KOl COK

A10T0p0YEC TOV VELPIKOD GLOTIUATOC
[Tolv ovyvéc: Kepoatodyio

Ayyeroxég drotopoyes
[ToAv omdviec: OpopPoepuporiondc (1600 o GLoYETION Le 060 Kot Egymplotd amd to OHSS)

A10T0p0YEC TOV AVATVELOTIKOD oLOTUOTOC, TOL Bwpaka kKol Tov uecoBwpakiov
[ToAv omdviec: [Mopo&uvon 1 emdeivaon Ppoyyikod acOpaTog

A1070p0YEC TOD YOOTPEVTEPTKOD
Suyvég: Kotk dhyog, kothoko tpri&ylo, Kotlokr dvoeopio, vautia, EUETOS, didppoia

A10T0p0YEC TOV AVOTOPAYWYIKOD COOTHUATOC KOL TOV UOOTOD

[Tolv ovyvéc: Kvotelg mobnkdmv

Yuyvéc: "Hmov éwc pétpiov Pabuod OHSS (cuurnepilopfavopévng g oxetilopevng
CUUTTOUOTOAOYI0C)

Oy cuyvéc: YoBapov Babuod OHSS (cvumepriapupavopuévng g oxetilopuevnc
ocvumtopotoroyiog) (BA. mapdypogo 4.4)

Xravieg: EmimAoxn cofapov Babpod OHSS

Levikéc d10Tapayéc Kol KOTAOTATELS THE 000D YOPHYHONS
[Tolv ovyvéc: Avtidpdcelg Tov onpeiov g éveong (m.y. aihyog, epufpodTNnTa, LOAOTOS, 0loTLHA
1n/xol epeBIGIOC 6TO GNUEID TNG vEONC)

Oepameio. 6TOVE AVOPECS

A1070p0yEC TOV AVOTOTOLNTIKOD TVOTHUOTOS
[ToAv omdviec: "Hmieg €m¢ coPapéc avidpdoelg vrepevaisneciog, copneptlapufovopévov
AVOQUAAKTIKOV OVTIOPAGEDY KOl GOK

A10T0p0YEC TOD OVaTVEDTTIKOD gVATHUATOC, TOV Bwpoxae kKol Tov ueaolwpdxiov
[ToAv omdviec: [Mopo&uvon 1 emdeivaon Ppoyykod acOpaTog

A10T0p0YEC TOV OEPUATOC KOL TOD DTOOOPLOD 1OTOD
Xoyvéc: Axpn

A10T0p0YEC TOV AVOTOPAYWYIKOD COOTHUATOC KGL TOV UOOTOD
Yoyvéc: IMuvoikopaotio, KIpoOKHAN

L evikéc dratopayéc Kou KaTaoTtaoeglc TS 0000 YOpnynonc
[Tolv ovyvéc: AvTtidpacelg Tov onpeiov g éveong (m.y. aAlyog, epubpoTNTO, LOADTOG, 0i0T LA
N/xar epebiopog oto onpeio g éveonc)

Hopoarxlvikéc eletaoeic
Suyvég: AvEnon Papovg
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Avooopd THavorloyouUEV®V GVETIOVUNTOV EVEPYELDV

H avagopd miboavoroyoduevov avemtBOunTov evepyEL®Y PETH amd T YopNyNon Gdelog KukAopopiag
TOV QUPUAKELTIKOD TPOIOVTOG etvan onpavtiky. Emitpénet T cvveyn mapakorlobnon g oxéong
0PEAOVG-KIVOHVOL TOV QUPUAKEVTIKOD TPOIOVTOG. ZNTEITAL A TOVG EMAYYEAUATIEC VYELQG VL
avaPEPOVY OTTOLEGONTOTE TOOVOAOYODUEVES OVETIOVUNTEG EVEPYELEG LECH TOL EOVIKOD GLGTILATOG
avagopdg mov avaypdeetal oto [Hapdptnua V.

49 Ymepoocoroyia

Ta amoteréopata g vrepdocoroyiog tov GONAL-f givan dyvmota, Tapoio Tov ival gvogyouevo va
supaviotei OHSS (BA. napdypago 4.4).

5. OAPMAKOAOTI'IKEX IAIOTHTEX

51 ®@oppokodovopikés 1W010TNTEG

Doppakobepamevtikn katnyopio: Opuoveg Tov POUAOL Kot PLOLUGTEG TOV YEVVNTIKOV GLGTILLOTOG,
yovadotpomniveg, koduog ATC: GO3GAOS.

Mnyaviouodg dpdong

H wobviaxiotporoc opuovn (FSH) kar 1 oypvotpdmog oppovn (LH) exkpivovral and tov tpdcdio
A0BO6 ™ vOELoNC wg andkpion oty GnRH kot mailovv cuumAnpopatikdé poro oty avantuén Tov
wobvrakiov kol v woppnéia. H FSH dieyeipet v avdmtuén tov wobvlokinv tTov wodnkdv, evo 1
dpdon ¢ LH gundiéxetol oty avantoén tov mobviakiov, T oTepoeldoyEvesT) KoL TNV OPILavoT).

DopuoKodVVOUKES ETOPACELS

Ta enineda avactaitivng kot ototpadioAng (E2) av&avovor petd ) yopriynon r-hFSH, pe
eMaKOAOLOT eTay®YN TG ovATTTLENG TV wobBvAakiov. H avénon tov emmédwv e avaostaitiving
oTov 0pd elvan Toeia kKo pmopei va mwapatnpndet on and v Tpit nuépa yoprynong r-hFSH, evo ta
enineda g E2 yperalovion mepiocdTepo XpOVO Kot pic 0vENGT TOPOTNPEITAL HOVO OO TNV TETAPTN
nuépa g Bepoameiog. O ovvoAKog dykog Tv wobviakiov apyilel va av&avetol Hetd amd mepinov

4 ¢m¢ 5 nuépeg kabnuepvig yoprynong r-hFSH xat, avdioya pe v avtamdkpion g acbevoig, 1o
UEYIOTO amoTEAEGHLA EMTVYYXAVETOL LETE 0d Ttepimov 10 nuépec amd v Evapén e YopnyNong
r-hFSH.

KAwvikn omoteheoHOTIKOTITO KOL ACQAAELN OTIC YUVOUIKEC

Xe kKMviKéG peréteg, ol acbeveig pe Papeio averdpketo oe FSH ko LH, mpocdiopicOnkav Le emineda
0pov ¢ evooyevoug LH < 1,2 TU/1 6mwg avtn petpndnke oe kevipikd epyactipro. Eviovrolg, npénet
va Aappavetor veoyn ot vapyet petafintotra otig petpnoelg LH mov yivovtan o dapopetikd
gpyaoTpLO.

e KAMvikéc peréteg, otig omoieg £yve ovykpion peta&y tng r-hFSH (Bvlakiotporivn dhea) kot FSH
npoepyopevns amd ovpa oe ART (BA. mapakdtm mivaka) kot og enayoyn woppnéioc, to GONAL-f
nrav mo wyvpd ond v FSH mtpoepyduevn amd odpa avapoptkd pe T yoUnAOTEPT GLVOALKT ddoN
KoL TN PKpoTePT ePiodo Bepameiog mov ypeldoTnKe Yoo TNV TPOKANGN TNG OPILAVONG TOV
wofvraxiov.

>e ART, to GONAL-f og pio younAotepn cLVOAKN 0060T Kal Yo (kpdTepn mepiodo Bepaneiog amd
Vv FSH mtpoepyopevn and ovpa, eiyxe oav amotélespo v Ay HEYUAVTEPOV aPlBLOD MOKLTTAP®V
og oyxéon pe v FSH mpogpydpevn amd ovpa.
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[Mivakag: Amotedéopota g perétng GF 8407 (tuyaiomompévn TapdArAniov opddmy HeAETN Tov
GLYKPIVEL TNV ATOTEAEGLATIKOTN T Kot TV ac@dieia tov GONAL-f pe v FSH tov ovpwv ot
TEYVIKEG VTTOPonBovEVNC OVATOPUYDYNC)

GONAL-f FSH tov ovpov
(n=130) (n=116)
Ap1Budg Anebéviemv mokutthpmv 110+£59 8,8+4,38
Amautovuevec nuépeg yuo T di€yepon ue FSH 117+£19 145+33
Yvvolikn amatrtovpevn d6om g FSH 27,6 £10,2 40,7+ 13,6
(ap1Budg puoiyyov FSH 75 1U)
Avaykn avénong g 86onc (%) 56,2 85,3

Ot dpopég petald Tev 2 opddmv NTav 6TatIoTika onpavtikés (p< 0,05) yio Ola ta KpiLThplo oV
mopatifevot.

KAwikn omoteleonotikdTnTo Kot dcOAAEL GTOVE AVOPEC

To GONAL-f yopnyoduevo tavtdypova pe hCG yuo dtdotnpa tovAdyiotov 4 pnvav tpokaiel
OTEPULATOYEVEDT| GE AVOPEG e avenapketo og FSH.

52  ®@appokoKiviTIKES 1010TNTES

Agv vLapyel POPUOKOKIVNTIKN dAANAETiOpaoT HeETAED Tng BuAakiotpomtivig dApa kot TG lutropin alfa
OTOV YopNYOHVTAL TAVTOYPOVAL.

Koatavoun

Metd v evéoAéPia yopnynon, n Bviakiotponivr GAQa KATAVELETOL GTO VYPO TOV EEMKVTTAPIOV
YOPOL e Evav apyiko xpdvo nuicelog {ong mepimov 2 dpeg KO ATOUOKPVVETOL ATO TO GO0 LLE
teMkd ypovo nuioetag (ong 14 £mg 17 opec. O otabepdg dykog katavoung kopaivetatl omd 9 éog 11 1.

Metd v vodopla xoprynon, N amdAvtn Prodiobecipudmra givar 66% kot 0 aIvOUEVOS TEAKOG
xPOVOG Muicelag Lmng kopaivetatl and 24 £og 59 dpec. H avoroyucdtnta e d00mMg HeTd amd
vroddpia yopnynon katadsiybnke péxpt 900 1U. Metd amd emavalappavopevn yopnynon, n
Buiakiotpomivny dAa tputhacialetor aBpolotikd eTavovTag oe otafepd pvOud pLéca oe

3 ¢wg 4 pépec.

Amofoln

H cvvolkr| kdBapon givar 0,6 I/mpa kot epinov 12% tng yopnyoduevng d6ong Buiakiotpomivig
dA@a amofaileTot omd To 0vPa.

5.3 TIIpoxlvikd dogdopéva yio TNV d6QIrELd

Ta pn Khvikd dedopéva dev amokaADTTOVV 1010{TEPO Kivduvo Yo Tov GvBpmmo pe faomn Tig
oLUPaTIKEG HEAETEG TOEIKOTNTOG EQATAE KOl ETOVAAAUPOVOUEVOYV dOGEMV KOl YOVOTOEIKOTNTOG,
emmpdobeta og 0,11 £yl NON avapepbel oe dAAa Tuqpata ovtig ¢ TIXTLL

Y& KOUVEAMQ, TO avVacLOTAUEVO 1tockevaoua pe 0,9% BevivAiikn aikooAn kabang kot povn men 0,9%
Bevluiikn adlkooAn TpokdAecay Kot To VO HUIKPY| otpoppayic kol vTo&eio pAeypovh HeTd and ePATOs
vroddpia Eveon 1N LeTPiov Pabod EAEYLOVT| KOl EKQEVMOTIKEG OALOIDGELS LETA OO EQATOE
EVOOLVTKT EVECT], OVTIGTOTYOC.

Avapépbnke peltmpévn YovipotnTo 6€ EMiPLEG TOL EAAPOV QOPLOKEVLTIKEG 00GELS BLAAKIOTPOTIVIG
oo (> 40 TU/KgMmuépa) yio peydleg TepLodove, A0y HEIMUEVNG IKOVOTNTOC COAANYTG.
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e vyniég 60oeis (= 5 IU/kg/muépa) n Budakiotponivn dAga npoxdiese peimon otov apfud tov
Plocipmv epPpiwv yopic va vTapEetl TepUToYEVEST) KOl SUCTOKIO TOPOUOLN [LE QLT TOL TAPATNPEITOL
pe v eppumvontovctokt yovadotpornivr (hMG) tov ovpwv. Qotdco, apod 10 GONAL-f dev
EVOEIKVLTAL TNV KOO, TO OTOLXEID QVTA EIVOL TEPLOPIGUEVTG KAVIKNG OTLOGTOG.

6. OAPMAKEYTIKEX TIAHPO®OPIEX

6.1 Koatahloyog ekdoyomv

Kovic

Zaxyopoln

Natpro paooeopikd d166Evo povoidpiko

AwATplo pmo@opikod d1dpkod

DwoPopikd 0EV, GLUTVKVOUEVO (Yo Tpocappoyn Tov pH)

Natpiov vépo&eidio (yia tpocapuoyn tov pH)

AwoAdTng

"Ydmp yio evéoiua
Bevlulikn aAkooin

6.2 AocvpupatotnTeg

EX\eiyer peletmv oyetikd e t coppatodtnta, To TopdV QUPUIKEVTIKO TPOIOV eV TPEMEL VA,
OVOUETYVOETOL LE GAND QOPLOKEVTIKE TPOTOVTOL.

6.3 Audpxera Cong

2 ypévio.

To avacvotopévo dtdAvpa eivar otabepd yia 28 nuépec o Bepuokpacia ion 1 pikpotepn tov 25°C.
6.4 Iowitepeg TpoPuAacels Kata T OLAEN TOV TPOIOVTOG

[pw v avacHotacn, un pvidocete o Beppokpacio peyordtepn tov 25°C. DLAGGGETE GTNV apyIKA
GLGKELAGIA Y10 VO TPOGTOTEVETOL OO TO PG,

Metd v avaovotacn, un euidcoete o€ Oepuokpacio peyaddtepn tov 25°C. Mnyv katayOyeTe.
Dduidooete oTNV aPyLKT) CLOKEVAGIN Y10l VO TPOGTATEVETAL OO TO PWG.

6.5 @01 KU GLETUTIKE TOV TEPLEKTN

To GONAL-f d1atifeton og kovig Kot dtoddTng yia evésipo didAvpa. H kovig dtotiBetan o€ raiiow
(yvai tomov I) tewv 3 ml wov dubétovy eAacTiKO TOWA EloYD®PNONG (EAacTIKO BpwpoBovTuiiov) Kot
aQOPOOUEVO TOUN 0AOLUVIOV. O S1HADTNG Y10 AvOcDOTACT S10TIOETAL GE TPOYEUGUEVES GUPLYYEG
(yvoki Tomov I) Tov 2 ml pe ehaotikd o eloydpnong. Ot mapexOUeEVES GUPLYYES XOPNYNOEMS EIvVaL
KOTOUOKEVOGUEVEG OO TOAVTPOTLAEVIO Kot 1] )01 OTEPEMWEVN PEAOVT givar amd avoleidmTo aTedi.

To eoppakevTikd TPoidv datifeTal oe GuoKELACIO TOV 1 PLAASIOV KOVEMG e UI0 TPOYEUOUEVT|
ovpLyyo dLADTN Yoo avacvotaon Kot 15 ocvpryyeg piog ypnoemg pe dwPabuiostg o povadec FSH, yia

xopnynon.
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6.6 Idwitepeg TPOPUVLAEELS ATOPPLYNG KO AALOG YEIPIGNOG

H x6vig too GONAL-f 1050 1U/1,75 ml wpénet va avacvotdtor pe o 2 ml Tov mopeyOpevon d1oA0Tn
TPV ypnoonomei.

H x6vig too GONAL-f 1050 1U/1,75 ml dev npénet va avacvotdror pe dAlovg mepiékteg GONAL-T,
H mopeyopevn mpoyepucuévn ovpryyo pe dtodvtn Oa pémel va ypnoyomoteitol povo yio v
OVOoLGTOGCT KO KATOTLY VO amoppleBel cOLP®VA LE TIC KATA TOTOVE 16YVOVGEG CYETIKEG SLOTAEELC.
‘Eva ogt cuptyydv yopnynosog ue dwefaduiosig oe povadec FSH dratifeton oto kovti tov GONAL-f
TOALOTAGV 06cew@V. Evaldaktikd pumopel vo ypnotponoteitol o cvopryya tov 1 ml, pe diofabuicelg
o ml kat Tpocapuocuévn PeAdvn yia vrodopia yopiynon (BA. mapdypago “TIdg va mpostoipdoste
Ko va ypnopomromoete 10 GONAL-f kdvig kot StohdTNnG” 610 GUAAO 0N YDV YPNOTS.

To avacvotapévo didAvpa dev Ba mpémetl va yopnyeitat edv mepiéyel copotion 1 dev givat dtavyec.
Kda0e aypnoyonointo eoapuokentikd Tpoidy 1 DTOAEUUN TPETEL VO UTOPPITTETAL GOUPDVE, JLE TIG
KOTO TOTOVS 1GYVOVGEG OYETIKEG SLUTAEELS.

7. KATOXOX THX AAEIAY. KYKAO®OPIAX

Merck Europe B.V.

Gustav Mahlerplein 102

1082 MA Amsterdam

OAavdia

8. APIOMOX AAEIAY. KYKAO®OPIAX

EU/1/95/001/021

9. HMEPOMHNIA ITPQTHY ETKPIZHX/ANANEQXHY THX AAEIAX
Huepopnvia tpodng £ykpiong: 20 OktoPpiov 1995.

Huepounvia tedevtaiog avavémong: 20 Oktoppiov 2010.

10. HMEPOMHNIA ANAGEQPHXHY TOY KEIMENOY

Agntopepeic TANpoPopieg Yo 10 TOPOV PUPUOKEVTIKO TPoioVy gival dlabéaies oTov SIKTLAKO TOTO
tov Evponaikod Opyoavicpod @apudkmv: http://www.ema.europa.eu.
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1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

GONAL-f 450 1U/0,75 ml xdvig kot S10A0TNG Y10 EVEGILO SLAAVLLOL

2. MOIOTIKH KAI TIOXOTIKH XYNOEXH
Kda0e proridto morlamAdv d6cewv epiéyel 44 pukpoypappdpio Bvioakiotpomivng dapa*, (1Icodvuvapo
pe 600 IU)ywa va amedevBepaver 33 pikpoypoppdpia, (loodvvapa pe 450 1U) og 0,75 ml. Kédbe ml tov

avacLOTOUEVOL Sloddpatog meptéxel 600 1U.

* avacvvovacsévn avBpamivn Buiakiotpomoc opudvn (r-hFSH) mov mopdystan og khtTopa mobnkmy
Kwvelwo® kpkntov (CHO) pe v teyvoroyio avacvvovacpévov DNA

"‘Exd0y0 pe yvootr dpdon: To avacvotapévo dtdivpo mepiéyet 9,45 mg Beviulikng akkoding avéa ml.

IMa tov TApn kaTdloyo TV ekddy®V, PA. Tapdypapo 6.1.

3. DOAPMAKOTEXNIKH MOP®H
Koévig kot StaAdtng yio evéotpo didAvpaL.

Epgdavion g k6vems: Aevkd Avopiiomompéva ceapidia.
Epedvion tov 1o dtoanyEg dypmpo StaAvpLa.

To pH tov dtahdpartog petd v avacvotoon gival 6,5 éng 7,5.

4, KAINIKEX TAHPO®OPIEX
41 Ogpamevtikéc gvocieig

2TIC EVIMKECS YOVOIKECS

o Avmoppnéia (mov Teptlapfavel To cOVOPOLO TOAVKVOTIKMY MOONK®OV) GE YOVAIKEG TTOV OEV
amoKpiONKOV GE aymYN LE KITPIKN KAopLpaivn.
. [Tpérinon moAv®oBLAAKIKIC avATTTVENG o€ Yuvaikeg mov vtoPdAlovtal oe vtepwoppn&ia pe

TeyVIKEG vtofonBoduevng avarapaymyns (ART) onmg eEmcmpatikny yoviporoinon (IVF),
EVOOGOATLYYIKT] LETAPOPE YOUETOV KO EVOOCUATLYYIKY] HETOPOPA LUYADTOV.

o To GONAL-f 6€ cuvvaco e 18100KeLUG L TOL TEPEXEL YPLVOTPOTO 0ppovn (LH)
gvdeikvutal yia T 01€yepon g avamTuéng Tov mobvAiakiov og yuvaikeg pe Papeia avemdprelo
LH xon FSH.

2TOVC EVIIMKOLE OVOPES

o To GONAL-f gvéegikvutat, yio T S1€YEPOT TNG OTEPUATOYEVESTG GTOVG AVOPES TTOL £XOVV
GUYYEVN N EMIKTITO VTOYOVOIOTPOPIKO VTOYOVAIICUO GE GUVILAGUO [ Oeparmeia e
avBpomvn yoplakr yovadotpomnivn (hCG).

4.2  Aocoloyio Kol TPOTOG YOoPNYNONS

H swoaywyn og Beponeia pe 1o GONAL-f Oa mpénet va yivetor vd v enifieym wotpod Eumelpov o
Oepameio dlaTOPUYDOV YOVILOTNTOC.
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Aocoloyia

Ta 6060A0YIKA GYHLOTA TOV GLGTHVOVTAL Y1, T XopNynor tov GONAL-f eivar exeiva mov
xpnoyonotovvtot yo v FSH mov mpoépyetat and ovpa. Kiwvikn a&ordynon tov GONAL-f
OTOdEIKVOEL OTL 01 NUEPNOLEG OOGELS, TA GYNLLOTA XOPNYNOEMS KOt 01 LEB0dOL TapaKolovONoNg NG
Oepamnciog oev Oa mpémel va dSapépouvv amd eKEIVEC TOL YPNGILOTOLOVVTOL TTPOG TO TOPOV Y10l TO,
QOPUOKELTIKA TTPOidVTa 0Vp®V oL TePEyovv FSH. Xuviotdtol 1 COUUOPP®ON GTIG GUVICTMUEVES
d00E1g EVAPEEWMS TOV TEPTYPAPOVTAL TAPAKATO.

2UYKPITIKEG KAVIKEG peAéteg £xovv deitet 0Tt 0 pécog asBevig amartel younAloteprn abpototiki d6om
Kot pkpotepng dtapketag Oepaneio pe GONAL-f oe avykpion pe FSH mpogpydpevn amd ovpa.
Emouévag, Bewpeiton avaykaio va do0si pio younAdtepn cvvoikn d6omn tov GONAL-f and avti mov
vevikd ypnopomoteitor pe v FSH mpogpyouevn and ovpa, dxt povo yio m PeAtiotomoinon g
ovamTuEng Tov wobvAakiov aAld Kal yio TV EAAYIGTOTONCT TOL KIVOUVOL avemBOUNTNG
VIEPOIEYEPONG TV wobnkdv. BA. Tapdypapo 5.1.

Koatadeiydnke Pro-tcoduvapio petald 10000vVapmy 00GE®MV TG TAPOLGINGN S LOVOIOoTG Kot TNG
napoveioong Tolanidv d6cemv Tov GONAL-T.

O ak6AovBog TTivaKag VTOOEIKVVEL TOV OYKO TPOG YOPTYNOTN YO TV TOPOYN TNG CLUVTAYOYPAPTUEVIG
doong:

Aéon (1U) ‘Oykog pog éveon (ml)
75 0,13
150 0,25
225 0,38
300 0,50
375 0,63
450 0,75

Tvvaikec ue avwoppnéio (mov mepilaufdver ko cbvopouo molvkvarikwv wobnrmv)
To GONAL-f pmopet va xopnyn0ei og pia oeipd amd kadnpuepivég evEGEIC. Xe YOVOIKEG e EUUnvn
poomn 1 Bepomeio TPENEL VAL 0PYIGEL EVIOC TV TPAOT®Y 7 NUEPDY TOV ELLUNVOPPLGLOKOD KOKAOV.

Mo aymyn mov ypnoomoteitan cuvibmg apyiletl pe 75 émg 150 IU FSH nuepnoing kot avédvetan
Katd wpotipunomn kotd 37,5 1 75 U pe pecodiactipata 7 1 Katd wpotipnon 14 nuepdv avaroya e
TIG OVAYKES Yo TNV emiTeVEN emapkovg oAAd oyt vtepPoiknc amdkpiong. H Bepaneio npénet va
TPOCAPUOCTEL GTNV EEATOUIKEVEVT] aOKPIoT TG KAOe ac0evovg Onmg alodloyeital Pe LETPTOT] TOV
pey€boug tov Buiakiov pe VTEPHOLVS 1Y/KaL TNG £KKPLoNG oloTpoyovev. H péytotn nuepnota doon dev
vrepPaivel ouvinBmg Ta 225 TU FSH. Edv o acBevig dev avtamokpifel emapkmg Letd amd

4 gBoopadeg Oepaneiog, o kOkAog mpénel va eykatalelpBel kol n aclevic mpémel va vtoPAndel oe
TOPOITEP® 0EOAOYN O, HETA amd TV omoia umopei va Eavapyicel Oepameio pe peyaAdTEPT apyIKn
360 am' 0,TL GTOV EYKUTAAEIPOEVTA KOKAO.

Orav emitevydei BérTIoT avtidpaot, po epana Eveon 250 pikpoypappopiov avocuvoLacUEVNC
avOpanvng yoplakns yovadotpomivng area oppovng (r-hCG) 1 5 000 TU péypr 10 000 IU hCG mpéner
va yopnyn et 24 £wg 48 dpeg petd and v tedevtaio éveony GONAL-f. vvictdton oty acbevi va
éM0gL oe ovvovaia katd TV Nuépa ¢ yopnynong hCG kot v exdpevn nuépa. Evailoktikd, pmropel
va. YIVEL GEPUATEYYVOT).

Edv emitevybei vrepfolikn avtidpaon, n Oepaneio mpénet va daxonel kat va pn yopnyndei hCG

(BAéme mapdaypago 4.4). H Oepancio mpénel va Eavapyicel otov endpuevo KOKAO 6€ 00T YOUNAOTEPT
omd eKeivn TOL TPONYOOUEVOL KOKAOVL.
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Tvvaikec mov vrofarloviar oe diEyepon twv wolnkwy yio avirtvln mollorlwv wobvlakiwy wpiv amo
TNV In Vitro yoviuoroinan 1 allec teyvoloyiec vrofonBodusvnc avamopoywync

H cvving docoloyia yio vrepwoppnéia mepthapfavel ™ xoprynon 150 éwc 225 IU GONAL-f
nuepnoing, Eexvavtag v nuépa 2 1 3 tov kukhov. H aymyn cvveyiletor péypt va emrevydei
EMOPKNG avATTLEN TOV WOBLANKIOV (OTTMC EKTILATAL LLE TOV EAEYYO TNG CLYKEVIPWOGONC OLOTPOYOVMV
6TOV 0pd /KO PE VIEPXOYPAPT LA Kol 1] d0c0A0Yin TpooapudleTal avarloya Le TNV amdKpPLoT TNG
acBevovug, ouvi g péxpt 450 IUMuépa to péyioto. [evikd, kavomomntikn avantvén tov mobviakiov
emtuyydveton Katd péco 6po tn 10" nuépa g aywyng Tov KokAov (€6pog S Emg 20 nuépeg).

24 ¢wg 48 mpeg petd v tedevtaio éveon GONAL-f yopnyeitan epdmaé Eveon 250 pikpoypappopiov
r-hCG 7 5 000 IU £€wg ko 10 000 IU hCG yio tnv mpodxinom s piéng tov mofurakiov.

H npog ta kT pvdon pe ekivtiki oppovn tov yovadotponvev (GnRH) ayovietés 1
AVTOYOVICTEG YpNoLomoteital cuvROmg pe 6TOYXO TNV KOTaoToAN TG Evdoyevoig LH kot tov éleyyo
TV ToviK®v emmédmv ¢ LH. Ze éva ovvnbiopévo mpwtdkoiro, to GONAL-f Eexiva mepinov

2 efoopadeg uetd v Evapén Tng aymyNe HE aymVvIeTES Kal cuveyilovtal Kot Ta Vo uEypt va
emtevybel emoping wobvAakikn avartuén. [Na Tapdaderypa, petd v aymyn 2 efdouddwyv pe Evav
ayovioty, yopnyoovtot 150 éwg 225 IU GONAL-f ya tig 7 tpmteg nuépes. H docoloyia ot
ovvéyelo Tpooapproletal avaroya e THY @OONKIKN omdkpion.

H ocvvolikn| eumepio otnv IVF deiyvel 6Tt yevikd 10 T0000T eMTU)ing TG Ay®YNG TOPOUEVEL
otafepd KoTd TN JdpKELN TV TPAOT®V 4 TPooTadeldV Kot pel@veTal Babunddv oTig EMOUEVEG.

Tvvaikec us Papeio averdpreio LH ko FSH

e yovaikeg pe averapkelo LH kot FSH, o ot6y0g ¢ Oepoaneiog pe GONAL-f 6e cuvdvacud e
Wrockebaoua Tov TEPIEEL wypvoTpdmo opuovn (LH) ivor n tpodOnon g avantuéng tov
®oBviaxiov akolovBovpevn amd TV TEMKT ®PILAVEN, KOTOTLY YOpNyNons avOpamivng yoplokng
yovaodotponivig (hCG). To GONAL-f npénet va yopnyeitar 6€ kKOKAO KoONUEPIVOV EVEGEDV
tavtoypova pe lutropin alfa. Eqv n acBevig eivat apmvoppoikn kat epeaviCet yaunin evooyesvn
£KKPLOT O1GTPOYOVAV, 1 Bepameio pmopel va apyicel ava Tdoa YPOVIKY GTIYUT.

To cvvictdpevo Bepamevtivd oynua apyilet pe 75 U lutropin alfa v nuépa, o€ cuvdvacUo e
75 éwg 150 IU FSH. H Oepamneia npémel va atopkedeTol avoroyme TG ovTamdKplong Kade
acBevovg, n omoia alodoyeitan pe péETpnon tov peyébovg Tov wobviaxiov, HEcm
VIEPNYOYPAUPLOTOG KL TIG OLGTPOYOVIKNG OVTOTOKPLIONG.

Edv 0empnel avaykaio po avénon g 66ong e FSH, 1 mpocappoyn g doomng mpénet va, yiveTat
KOTO TPOTIUN GO HETA amd Slaothuata 7 £og 14 nuepdv kabmg eniong Kol 6 TPoSAVENCELS TV
37,5 émg 75 TU. Evdeyopévmc va gival amodekTn 1 Topatact e diapkelog deyEpoemc o€ OO0
HELOVMEEVO KOKAO €m¢ Kat 5 efdopddec.

Otav Aappavetar n BEATIOT avtamdkpion, Bo Tpémet vo yopnyeitot pia epdmos Eveon

250 pixpoypappapiov r-hCG 7 5 000 TU éwg kon 10 000 1U hCG 24 ém¢ 48 dpeg petd tig televtaieg
evéoelg GONAL-f kon lutropin alfa. Zvvictdtor n acOevig va £pbet oe ceEovaiixn emapn v 01
nuépa Ko tnyv gmopév e xoprynons hCG. Evoilaktikd, propel vo yivel evoounTpikn
onepuaTéyyVon 1 tol GAAN dradikacio wtpikd vrofonboduevng avarapaywyne pe Baon v kpion
TOV 10TPOD Y10 TNV KAWVIKT TEPITTMON.

H vrootipién g oyxpvikng edosmg umopel va Anedei vroyn kaboTL | 0movcio oVcIdV e
oypwvotpomo dpactnprotnta (LH/hCG) petd v moppnéio pmopel va Tpokarésel Tpdun avemdpKeLd,
TOL POV cOpATiOV.

Edv mapatnpnBel vepfoiikn| avtandkpion, ) Oeponeio Tpénet vo SloKomel Kol VoL avaoTOAEL 1)

yopnynon hCG. H Bepoancio mpénet va apyicel TdAL Tov enodpevo kokAo pe d6on FSH yaumidtepn and
gkeivn atov Tponyodevo kokio (BA. mapdypago 4.4).
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AvIpeg e vTOYovadoTPOPIKO VTOYOVAILTUO

To GONAL-f 8a pémet va yopnyeitor og pia 66on tov 150 IU tpeig popég v efdopdda,
tavtoypova pe hCG, yia éva oo TOLAGYIOTOV TEGGAPOV UNvedv. Edv dev vdpyetl amokpiorn Tov
ao0evoug PETA TO TEPAG OLTNG TNG TEPLOSOV, 1] GuVOVOCUEVT Bepaneia Oa pmopovoe va cuveylobein
TpEYOVCGU KAVIKY epumelpia deiyvetl Ot Bepameio TovAdyiotov 18 unvav sivar amapaitntn yio vo
emrevydel omeppotoyéveon.

FEwdwoi minbvopuoi

Hiiowugvor
Agv vrapyet oxetikn xpnomn tov GONAL-f otov nAkiopévo tAnbocpd. H acedieio ko m

amoterecpatikétnTo 1oV GONAL-f dev éxouv tekunpiwbdei e nAkiopévoug acbeveic.

Negpixn 1 nratiki avendprelo
H acpdieia, 1 aroteAecpatikdtnta Kot 1 eopuokokivintiky 1ov GONAL-f dev éxovv texpunpiodei og
aocfeveic e VeEQPIKN N NTATIKY avemdpKeLa.

Houdiazpixoc wAnBvoudg

Agv vapyet oxetikn xpnon tov GONAL-f 6tov moidiatpikd minbuoud.

Tpomog yoprynong

To GONAL-f npoopiletar yio. vodopia ypnon. H éveon mpémel va yopnyeitan tnv idio dpa
KadnueEPVA.

H mpdtn éveon tov GONAL-f Oa wpénet va mpaypatoroleital vd aueon wtpikn exifieyn. H
avtoyopnynon tov GONAL-f Ba npémet va mporypotomoleitor HOVoO Gg EVAILEPOVS KOt TPOBVLLOVG
aoBeveic, ETOPKOC EKTOOEVIEVOVG Kot [E Gpeon TPOGPacT 6 GUUBOVAEVTIKN VTOGTHPIEN E1OTKOV.

Kabdc 10 GONAL-f moAhoamAdv d0cewv mpoopiletar yio mepocOTEPES OO [ia EVECELS, TPEMEL VAL
divovtan EekdBapec 0dnyieg oTOoVG 0oBeVEIC e OKOTO VO amopevyBel ecEAAUEVT XpTioN TNG

GLOKEVAGIOG TOAAATADY dOCEWV.

Agv mpénel va, ypnolponoteital to idto onpeio g Eveong o d10d0yIKES NUEPEG EEOLTIOG TNG TOMIKNG
avtiopaong otn PeviuAikr] oAcoOAn.

Ta pepovouéva eaAide mov xovv avacvotadel TPENEL va XPTGIULOTOI0VVTL LOVO Y10 TO
GUYKEKPIUEVO aoBev].

[N 0dnyleg oyxetikd pe v avacHoTOoT TOL PAPUAKEVTIKOD TPOidvTOog PA. Tapdypapo 6.6 kot To
@OAAO 0OMYL®V YPHOTG.

4.3  Avrtevdcifeag

. vrepevarsbnoio 6N SpacTIK LGN 1} GE KATO0 and TO EKS0YO TOL AVAPEPOVTAL TNV
mapdypogo 6.1.

. OYKO1 6TOV LTOBAAULLO 1] GTNV LTOPLOT)

. G¢€ J10YK®MOT moONK®V 1 ®oBNKIKY KOGTN oL dev oyeTileTON [IE TN VOGO TOAVKVGTIKOV
®oINK®V Kal gival AyveoTNng TPOEAEVONG

. G€ YOVOIKOAOYIKES OUOPPAYiEG AyVMOTNG TPOELELGT|C

. o€ KapKivoua mobnkng, untpag 1 Hootoo.

To GONAL-f avtevdeikvotat 6tav dev pmopel va enttevydel emttuyng amodKpion OTmg:
. TPOTOTOONG WOONKIKY| OVETAPKELD

. dvoThacieg TOV YEVVITIKOV 0pydvev acOUPaTES [LE KUTON

. WOUVAUATO TG LATPOS AGVUPOTO LE EYKVUOGUVY).
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. TPOTOTOONG UVETAPKELD OPYEMV.
4.4  Ewikég TPOELOOTOMGELS KU TPOPVAGEEIS KATA TN (p1joT

IyynAoowotto

Ipokeévov va Pertiwbdei n yvnrlooudtta TV PLOAOYIKGV QOPUUKEVTIKOV TPOIOVIMV, TO OVOLLX
Ko 0 aplOuog TPTIONG TOL YOPTYOVLEVOD PAPUAKOV TPETEL VO KATAYPAPETUL LLE CAPTVELQ.

T'evikn cbotoon

To GONAL-f givor pua 1oyvpr| yovadoTpomog ovucia Tov gival IKavh Vo TPOKAAEGEL LETPLEG EMG
coPapég avemBOUNTEG EVEPYELEC KAl TTPETEL VA, YPTCLOTOLEITOL LOVO 0t 10 TPOVS OV Eival TANP®G
eEOKEIWPEVOL LLE TO TPOPANOTO KOl TO XEPIOUO TNG VTOYOVILLOTNTOC.

H Bgpameio pe yovodoTpomivn omottel Lo GUYKEKPILEVT] ¥POVIKT EVOGYOANGCT OO TOVG 1TPOVS Kol
TOVG emayyeApatieg vyeiog Onme Kol TNV VIOPEN TOV KATOAANA®VY opydvav Tapakoiovdnone. H
ao@oAng Kot aroteleouatikn xpnorn tov GONAL-f otig yuvaikeg amattel tnv mapoakorlobnon g
®OONKIKNG aVTATOKPIONG LOVO LLE VITEPNYOVGS, 1) KATA TPOTIUNGT G GLVOLACUO LE TNV TOKTIKY|
HETPMOT TOV EMIMEI®V O1GTPOUIIOANG TOL 0poV. Mropel va vtapEet kdmotov Padpod petafintoTnTa
petaéd acbevav oe oyéon pe v avtamodkpion ot xopriynon FSH, pe averopxn avtamdkpion oty
FSH o¢ opiopéveg acBeveic kot vepfoiikn avionokpion og dArec. [Ipémet va ypnoonoteiton n
YOUNAOTEPT AMOTEAEGLOTIKN OOCT GE GYECT LE TO O0KOmO TG Bepameiog TG0 6TOVG Gvdpeg 65O Ko
OTIG YUVOUKEG.

Hopgupia
Kotd ™ ddpkela g Oepanciog pe GONAL-f, acOeveic pe mopepupia 1 LE OIKOYEVEINKO 1GTOPIKO
Topeupiog TPEMEL va TapakorovBodviat otevd. Evdeyopévog va ypelootel daxonn g Oepaneiog oe

eMOEIVOOTN 1 TPAOTN EKONAMOT OVTNE TG KATAGTOONG,

Bgpaneio OTIC YOVOUIKES

Ipw v évapén g Bepameiog, n vroyoviudtnTo Tov (gbyoue Ba mpémet va Exet agloloynbei kot va
&yovv extiundei o1 mbavég avtevoesi&elg yio komon. Ewducotepa, ot acbeveic Oa mpénet va eetoctody
Y10 VTOBLPEOEIOIG O, PAOLOETIVEPPLOLOKT] AVETAPKELLL, VIEPTPOAUKTIVALUIO KO TPETEL VOL EQUPULOCTEL
N KATAAANAN e€10KELIEVT Ay @Y.

Acbeveig mov voioTavTal diéyepon TG avamtuéng Tov moBviaxiov gite og Bepaneio vIoyovipHdTNTOG
opelouevng o avmoppnéia gite wg Bepamneieg ART, pumopei va Tapovstdcouy VTEPIIOYKMON
wobnkov N avamruén vrepdidyeponc. H tpnomn g mpotevopevng d0omg Kot Tov TPOTEVOUEVOV
tpomov yopnynong tov GONAL-f kabdg emiong ko n o1ev| TapakorovOnon g Bepaneios Ba
ELOYIOTOMOGEL TNV ERPAVIOT TETOLOV CLUUPBAVTOV. ['lo TNV akpiPn Katavonon Tov SEIKTOV TG
avamTuéng Kot opipavens twv Buiakiov, o 1tpdc Ba mpémel va eivol EUTEPOC GTNV EPUNVELN TOV
GYETIKOV EEETUCEMV.

Xe kMvikég peréteg, amodeiydnke 6t1 10 GONAL-f av&dvetl v evaicOncio tov wodnkodv dtav
yopnyeitan pe lutropin alfa. Edv 0empnel avayxaio o avénon g 66ong e FSH, n mpocappoyn
g 060NG TPEMEL va YiveTal Katd TpoTiunomn o€ daotiuata 7 éog 14 nuepodv Kabng emiong Kot og
npocovénoelg towv 37,5 éog 75 1U.

Agv €yer yivel aueon ovykpion t@v GONAL-f/LH évavtt g avOpdmivng ELUNVOTOVGIOKNAG

yovadotporivng (hMG). H avadpopukn coykpilon pe ToAAOTEPO GTOLYEIN VTOSEIKVVEL OTL TO TOGOGTO
woppnélmv mov apartnpeitoan pe GONAL-/LH eivon mapepgepéc pe avtd mov Aappaveror pe hMG.
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2ovdpouo Yrepoieyepong twv Qolnrwv (OHSS)

Kamota 61dykwon tov wodnkov etval pia tpoPAenduevn enidpacn e EAEYYOLEVNC MOOMKIKNG
déyepong. [Hopatnpeital o cuyva og yovaikeg e GHVOPOLO TOAVKLGTIKGOV @OONK®V Kot Guvifwg
vroywpel yopig Oepamneio.

Awopopetikd amd v amin d1dykwon Tov wodnkdv, to OHSS eival pia katdotaon mov propel va
eppavichet pe dapopetikovs Paduovg Papvmrag. Xoapaktnpiletal oamnd 1101TEP®MG SIOYKOUEVES
®ofNKec, VYNAA eminEDD GTEPOEWODY TOV PVLAOV GTOV 0P Kol LENUEVT AYYELOKT] SIATEPOTOTNTO TOV
UTOPEL VOL 00N YNGEL GE CLGGOPEVCT| VYPADV GTO TEPLTOVHILO, GTOV TAEVLPLTIKO YDPO Kol GTOVIMG OTIG
TEPIKOPOIOKEG KOIAOTNTEG.

H ak6Aovbn countopoatoroyio pnopel va mapoatnpnbet oe coPapéc meputtdoeic OHSS: kothako
GAYOC, KOIAOKN S10YK®OT), VITEPPOAIKN SOYKWOOT TV 00ONKOV, aDENCT TOL COUATIKOV BApovd,
dVGTVOL0, OALYOLPIa KOl YOOTPEVTIEPTIKA GUUTTMUOTO TOV TEPIAAUPBAVOLY VauTia, EUETO Kot Siéppota.
H «vikn e€étaon pmopel va dei&etl vTooyKoapic, OHLOCVUTOKV®GT], S10TAPUYEC NAEKTPOAVTMV,
aoKitn, apomepttdvalo, TAEVPITIKEG SNONGELS, VOPOoBdpaka 1 0&eia avamvevoTtikn dvoyépeta. TIoAd
onavia, o OHSS cofapod Babupov propei va mepimieybei amd cuotpopr| modnkmv 1 Opoufoeuforikd
EMEIGOO10 OTWG TVEVUOVIKT] EUPOAT], IOYOUIKO OyYELOKO EYKEQPOAIKO ETEIGOO10 1| EUPPOYLLO. TOV
pookapdiov.

AveEaptnrotl mapdyovieg kivdbvov yio v avantuén tov OHSS cvprepiiappdvouvv veapn nikia,
i pélo ooOROTog, GUVOPOLO TOAVKVGTIKOV M0ONKMV, vYnAOTEPEC SOGELC EEWYEVDV
YOVASOTPOTIV®V, VYNAA ATOAVTA 1] TOYEMG OVENVOLEVO ETITESN OIGTPAIIOANG OPOV KOl TPONYOVLEVOL
eneiodoto OHSS, peydio apBpd avarntvocduevov wobviokioy oTig modnKeg Kot Afyn peydiov
apBpod wokvttdpwv o KHkAovs vrofonbovpevng avarapoywyng (ART).

H mpnon ¢ cuvietdpevng 666mg Kot Tov TpmtokdAlov yoprynong tov GONAL-f propei va
TEPLOPIGEL GTO ELAYLOTO TOV Kivduvo LVIEPSEYEPONG TV wobnK®dV (PAéne mapaypdpovg 4.2 kot 4.8).
ZuVIeTATaL 1) TOPAKOAOVON o TOV KUKA®V SIEYEPOTG LEG® VIEPTXOYPUPTLATOS, OTMG EMIONG
UETPNOELG TNG OLGTPUSIOANG Y10 TNV TPDUUT CVOYVOPLoT] TOV TUPOYOVI®V KvoDVo.

Yrdpyovv aroyyeia mov mpoteivouv tmg 1 hCG nailet éva onpoavtikd poro 610 va tpokorécet OHSS
Kot Tt To 6OVOpoo umopel va gival o cofapd kot mapatetapévo v cuopfel komon. Eropévag,
otav gppaviCovral onueio ®odnKiKNg vaepdiéyepons OTWE eMinedo 016TPadIOANG opov > 5 500 pg/ml
1 > 20 200 pmol/l f/xon > 40 woBvrdkio cuvolikd, Tpoteivetar va pun yopnyeitar hCG kot va
GUVIOTATAL GTNV AGOEVI 1 OTOPLYN GLVOVGIAG 1] 1] XPNOT AVTIGCVAANTTIK®V HeBOOV QparyLov i

4 tovrdyiotov nuépeg. To OHSS pmopel va emidevabel tayémg (eviog 24 wpmv) ) kKaTd T JGpKELN
UEPIKDY NUEPDV o€ Papeio 1TPIKN KOTAGTAOT. AVTO gRPavIfeTal GUYVOTEPO PETE TNG SIAKOTN TNG
oppovikng Bepameiog Kot eOavel otn péyiotn coPapdtnta e TEPITOL ENTA £MG SEKO NUEPES LETA TN
Oepamncio. Emopévog, ol acbeveic mpémel va mapakoAovBovvot Yo TOLANYIGTOV dV0 EROOUAdES HETd
1 yopnynon hCG.

Xmv ART n avappopnon tov wobviakiov tpv v woppné&io umopel va PEIDOGEL T cuyvoTNTO
EUPAVIONG TNG VTTEPIIEYEPONG.

To OSHH rjmov 1| pétprov Babuov cvvibwg veietar avtopata. Edv coppet OHSS cofapod Babrov,
ovviotdral vo dtaxkomnel ) Ogpaneio pe yovadotponiveg epdcov cuveyiletar kot 1 acbevig va eloayOel
0€ VOoOoKoElo Kat va EeKivioel kaTdAAnAn Bepaneia.

Hlolbdvun konon

Y& aobeveic mov voPailovtal o€ emaywyn woppnéiag, 1 cLyvOTNTA TOAHBSVUNG KOOGS Elval
avénuévn o cOYKPLoN UE T UOIOA0YIKY cVAANYM. H mAstoymeia Tov ToAvdOumv Kunoemv givat
didvpec. H moAbovun komon, wiaitepa ekeivn vynang katdtaéng, cuvodedeton omd avénuévo kivovvo
AVETOVUNTOV OTOTEAEGUATOV TOGO KOTA TN UNTPIKH 060 Kol GTNV TEPLYEVVITIKT TEPI0d0.

T'a va ehayiotomonBel 0 Kivouvog ToAVSVLOV KVGEMG, GLVIGTATOL 1] TPOCEKTIKN TAPUKOAOVONON
NG OVTATOKPLIONG TOV OO KOV.
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Xe aobBeveig mov vroPdiroviar oe dwudikacieg ART, o kivovvog Tng moAvdvung KuNcews oyetileTon
Kupig Le TOV aptOpd Kot TNV TO0TNTO TOV LETAPEPOUEVAOV EUPPVOV KaBMG Kot TNV NAkia Tng
acBevoug.

Ot acBeveic Oo Tpémet vo evnuep®@vovVToL Yio ToV Tlavo Kivouvo ToAVdHIOV KVGEMG TPV 0T TNV
évapén g Bepamneiog.

Ardieia kbnong

H ocvyvomto e andAielog komong pe omofoin 1 autopatrn EKTpmaon eivat vynAdTtepn o€ 0oOeVeEig
7ov vVToPdAlovtal o€ d1€yepon @oBLANKIKNG ovATTLENG Yo emaywyn TG woppnéiog | ART an’ 6,11
UETA ATtO QUOIOAOYIKY CUAANY.

Extonn xvonon
Ot yovaikeg L 10TOPIKO VOGO T®V GOATIYY®V PpioKoval 6€ Kivouvo EKTOMNG KUNGEWMG it €V M

Komon &yel emrevyBel pe avtopatn cOAANYN 1 Katdny Oepaneiog vroyovipotntoc. ‘Exet avapepOel
TG 0 EMTOAAGIOC TNG £KTOMNG KON oG Hetd amd ART givar vynAdtepog amd 6,11 610 YEVIKO
Tnbucuo.

Neomlagiec Tov avamopaywykod cootiuoTog

Yépyovv avaKoVMOGELS Y10l VEOTANGIEG TOV MOBNK®V Kot AAAEG VEOTTANGIEG TOL AVATAPOLYWYIKOV
GUOTNHOTOC, KAAONOELS Kal U, 0€ YOVOiKeg TOL £x0ovV VTOPANOEl og TOALATAG OepamevTiKd oyfLLoTol
ywo T Ogpameio Tng VIOYOVIHLOTNTOC. AgV €xel akOun damioTmbel €4V o1 yovadotpomiveg avédvouy 1
O TOV KivOuVO TV OYK®OV OVTMOV G YOVOIKEG LLE VTOYOVIILOTNTOL.

2vyyeveic dvauoppieg

O gmmolocudg TV cvYYeEVOY duouopelmv petd and ART umopei va givar Elappdc vynmidtepog om’
0,TL OTI PLGIOAOYIKT] GUAANYT|. AVTO TIGTEVETOL TMOG OPEIAETAL GE SLOPOPESG GTA YAUPAKTIPICTIKE TOV
YoVE®V (LY. NAKio UNTEPUC, YOPUKTNPLOTIKA CTEPLOTOS) KAl TIC TOAVSVLES KUT|CELS.

Opoufosupfoirixa emeioodia

e yovaikeg pe Tpodoceatn 1 tpéyovsa Bpopfoepforikn voco i yovaikeg 6mov yevika avayvopilovral
TOPAYoVTEG KIVOLVOUL Yo, Opopfoepuforikd enelcodia, OTMG TO TPOCOTIKO TOVG 1) TO OIKOYEVELNKO TOVG
10T0p1KO, 1 Oepameia pe Yovadotpomiveg Umopel va avENCEL TEPUTEP® TOV KivOUVO EMOEIVOONG T
EUPAVIONG TETOLOL €100VG EMEIGODIMV. LTIG YOVAIKEG AVTES, TA OPEAT] TG XOPNYNONG YOVASOTPOTIVMDV
npénel va otaduilovral Evavtt Tov mBovav Kivohvev. ZNUEIOVETOL TG 1) {10 1 KOMo™ OTTMG KoL TO
OSHH eriong pépovv évav avénuévo kivouvo yia Opoppospporikd enelcoota.

Oepameio 6TOVE AVOPECS

Avénpéva eninedo evdoyevoug FSH etvon evdektikd mpotomadovg avemdpkeiag opyewmv. Avtoi ot
aoBeveic dev avtamoxpivovtor ot Oepameioc GONAL-/hCG. To GONAL-f dev npénet va
ypnoomoteitol 6tav dev etvar duvatd va AneOel amotelecpuaTikn avTomdKpion.

ZuvieTdtol ovaAvoT ToL OTEPROTOC 4 £mg 6 uveg petd v Evapén g Bepameiog g PEPOG NG
eKTiunong ¢ avtandkpiong otn Bepameio.

Ilepreyouevo o vaTplo

To GONAL-f mepiéyet Ayotepo and 1 mmol vatpiov (23 mg) avd d6om, givar avtd mov ovopdlovue
«ehevbepo vatpiovm.

AwAvtne mov mept€yel feviuiikn aAKoOAN

Metd TV 0vocOOTACT LE TOV TAPEYOUEVO OLOADTY, AVTO TO PAPUAKEVTIKO TPOToV Tepiéyet 1,23 mg
BevloAikng aAkooAng oe kdbe d6om 75 1U, mov wwodvvapet pe 9,45 mg/ml. H Beviulikn aAkooin
UTopel va TPOKOAEGEL OAAEPYIKEG AVTIOPACELG.
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45 Aliemopaoceig pe GALO QUPUOKEVTIKA TPOIOVTA Ko GAAeg popPEis ailnieniopacng
Tavtoypovn yopnynon tov GONAL-f pe dALQ QOPUOKEVTIKA TPOTOVTO TOV YPTCLOTOLOVVTOL Y10l TN
déyepon g woppnéiag (m.y. hCG, kitpkn KAopeaivn) pmopel va evOLVOUMGEL TV ATOKPLoT| TOL
®oBvraxiov, evd N tawtdypovn xpnon tov GnRH ayovictdv 1 avtaymvieTdv Tov 001yody 6Ty
amgvaeOntonoinon tng vIoevong puropel va avénoet T d6on tov GONAL-f mov ypedletor yio va
dnpovpynoet enapkn wobnkikn arokpior. Kapio dAin KAvikd onuoavtikn aAAnienidpaon
QOPUOKEVTIKOD TPOIOVTOG gV £xel avopepbel yio tn Ogpoameio pe GONAL-T.

46 TovipétnTa, KONON Kot yorlovyia

Kunon

Agv vapyovv evdei&elg yio tn ypnomn tov GONAL-f katd 1 didpkeia g eykvpoovvine. Ta dedopéva
OO GYETIKG TEPLOPICUEVO apOUO eKOEGEDV KUTA TN SLAPKELD TNG EYKVUOGUVTG (TEPITTAOCELS EKPOGNC

gykopoovvng Myotepec amd 300) katadetkvoovy Tn un Hrapén GVYYEVOV SIOUAPTLPLOV 1 TOEIKOTNTA
610 £UPpvo/veoyvo amd T ypnomn g BuiaxioTpomivng GApa.

Y& ueléteg oe (ma, 6gv mapatnpnonke enidpoon tepotoyéveonc (BA. mapdypapo 5.3).

Ta KAMvikd otoryglo dev ETopKOvV Yo va omoKAEOTEL 1) Enidpacm tepatoyéveons tov GONAL-f og
TEPIMTOOT £KOEONC KATA TN SLAPKELO TNG EYKVLLOGVVTG.

OnAacpuog

To GONAL-f dev evdeikvutal katd tn d14pKeLe Tov ONAAGHOV.

Tovipdtta

To GONAL-f gvdeikvoton yuo yprion oty vroyoviudmmeto (PA. mapdypapo 4.1).

4.7 Emopacelg 6TV tKavOTITO 001]YN61)S KO XEPIGHOD P ovipdToy

To GONAL-f dev &xet kopio 1 £xel aoUOVIN ETIOPACT OTNV IKOVOTITA 0ONYNONG KL YEPIGUOD
unyovnudToy.

4.8  AvemOovunteg evépyeleg

IIepiAnyn Tov TPOEIA acEAAELNC

O avemBopnteg evépyeteg mov avagépdniay pe T peyaddtepn ovyvotnta efvar kepoiolyic, KOOTEK
®OONKOV Kal TOTIKEG AVTIOPAGELS 6TO oNEio TG éveong (T.y. AAYos, epuBpOTNTA, LOAMTOC, O1ON U
N/xat gpebiopdg oto onueio g Eveong).

Avapépinke cuyva Nmov Emg pétprov Padrov cuvdpouo vrepdieyepons tmv wobnkdv (OHSS) kot
npénel va Bempn et eyyevig kivouvog tng dtadikaciog diéyepong. oPapov Pabpov OHSS eivar oyt
ovyvo (BA. mapdypogo 4.4).

IToAb omdvio pmopei va eppaviotei Opoppoeuporioudc (Pr. Topdypago 4.4).

Katdloyoc avemBountwmv evepyeidv

Ot ax6AovBot opiopol 1yvovY Y10, TNV 0poroyia cuyvoTnTC TOV Ba Ypnoomondei €1 To €ENG: TOAD
ovyvéc (>1/10), ovyvég (>1/100 £mg <1/10), oyt cuyvég (=1/1 000 émg <1/100), ordvieg (>1/10 000
¢mg <1/1 000), moAd omdvieg (<1/10 000).
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Oepomeio GTIC YUVAIKEC

A10T0poyéC T0D OVOTOTOINTIKOD TVITHILATOS
[ToAv omdviec: "Hmeg €éw¢ coPapéc avidpdoelg vrepevaicnacioc, copmeptiapfovopévov
OVOQUAOKTIKOV OVTIOPAGEMY KOl COK

A10T0p0YEC TOV VELPIKOD GLOTIUATOC
[Tolv ovyvéc: Kepoatodyio

Ayyeroxég drotopoyes
[ToAv omdviec: OpopPoepuporiondc (1600 o GLoYETION Le 060 Kot Egymplotd amd to OHSS)

A10T0p0YEC TOV AVATVELOTIKOD oLOTUOTOC, TOL Bwpaka Kol Tov uecoBwpakion
[ToAv omdviec: [Mopo&uvon 1 emdeivaon Ppoyyikod acOpaTog

A1070p0YEC TOD YOOTPEVTEPTKOD
Suyvég: Kot\axo dhyog, kothoko tpri&ylo, Kotlokr dvoeopio, vautio, EUETOS, didppola

A10T0p0YEC TOV AVOTOPAYWYIKOD COOTHUATOC KOL TOV UOOTOD

[Tolv ovyvéc: Kvotelg mobnkdmv

Xuyvég: "Hmov éwc pétpiov fabuod OHSS (cuoprnepilopfavopévng g oxetilopevng
CUUTTOUOTOAOYIOC)

Oy ouyvéc: YoBapov Babpod OHSS (cvumeprrapupavopuévng g oxetilopevnc
ovprtopatoroyiog) (PA. mapdypapo 4.4)

Xravieg: EmimAoxn cofapov Babpod OHSS

Levikéc d10tapayéc Koi KOTAOTATELS THE 000D YOPHYHONS
[Tolv ovyvéc: Avtidpdcelg Tov onpeiov g éveong (m.y. aihyog, epufpodTNnTa, LOAOTOS, 0loTLHA
1n/xol epeBIGIOC 6TO GNUEID TNG vEONC)

Oepameio. 6TOVE AVOPECS

A1070p0yEC TOV AVOTOTOLNTIKOD TVOTHUOTOS
[ToAv omdviec: "Hmieg €m¢ coPapéc avidpdoelg vrepevaisneciog, copneptlapufovopévov
AVOQUAAKTIKOV OVTIOPAGEDY KOl GOK

A10T0p0YEC TOD OVaTVEDTTIKOD gVATHUATOC, TOV Bwpoxae kKol Tov ueaolwpdxiov
[ToAv omdviec: [Mopo&uvon 1 emdeivaon Ppoyykod acOpaTog

A10T0p0YEC TOV OEPUATOC KOL TOD DTOJOPIOD 1OTOD
Xoyvéc: Axpn

A10T0p0YEC TOV AVOTOPAYWYIKOD COOTHUATOC KGL TOV UOOTOD
Yoyvéc: IMuvoikopaotio, KIpoOKHAN

L evikéc dratopayéc Kou KaTaoTtaoeglc TS 0000 YOpnynonc
[Tolv ovyvéc: AvTtidpacelg Tov onpeiov g éveong (m.y. aAlyog, epubpoTNTa, LOADTOG, 0l0TLIA
N/xar epebiopog oto onpeio g éveonc)

Hopoarxlvikéc eletaoeic
Suyvég: AvEnon Papovg
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Avooopd THavorloyouUEV®V GVETIOVUNTOV EVEPYELDV

H avagopd miboavoroyoduevov avemtBOunTov evepyEL®Y PETH amd T YopNyNon Gdelog KukAopopiag
TOV QUPUAKELTIKOD TPOIOVTOG etvar onpavtiky. Emitpénet n ocvveyn mapakorlobbnon g oxéong
0PEAOVG-KIVOHVOL TOV QUPUAKEVTIKOD TPOIOVTOG. ZNTEITAL atd TOVG EMAYYEAUATIEC VYELOG VO
avaPEPOVY OTTOLEGONTOTE TOOVOAOYODUEVES OVETIOVUNTEG EVEPYELEG LECH TOL EOVIKOD GLGTILOTOG
avagopdg mov avaypdeetal oto [Hapdptnua V.

49 Ymepoocoroyia

Ta amoteréopata g vrepdocoroyiog tov GONAL-f givan dyvmota, Tapoio Tov ival gvogyouevo va
supaviotei OHSS (BA. napdypago 4.4).

5. OAPMAKOAOTI'IKEX IAIOTHTEX

51 ®@oppokoduvopikés 1010TNTEG

Doppakobepamevtikn katnyopio: Opuoveg Tov POUAOL Kot PLOLUGTEG TOV YEVVNTIKOV GLGTILLOTOG,
yovadotpomniveg, koduog ATC: GO3GAOS.

Mnyaviouodg dpdong

H wobviaxiotporoc opuovn (FSH) kar 1 oypvotpdmog oppovn (LH) exkpivovral and tov tpdcdio
A0BO6 ™ vdELoNC wg andkpion oty GnRH kot mailovv cuumAnpopatikdé poro oty avantuén Tov
wobviakiov kol v woppnéia. H FSH dieyeipet v avdntuén tov wobvlokiov tov wodnkdv, evo 1
dpdon ¢ LH gundiéxetol oty avantuén tov mobviakiov, T oTepOoedoyEVEsT) KoL TNV OPILOVOT).

DopuoKodVVOUKES ETOPACELS

Ta enineda avactaitivng kot ototpadioAng (E2) av&avovor petd ) yopriynon r-hFSH, pe
eMaKOAOLOT eTay®YN TG ovATTTLENG TV wobBvAakiov. H avénon tov emmédmv e avaostaitiving
oTov 0pd elvan Toyeia kKo pmopei va mwapatnpndei on and v Tpit nuépa xoprynong r-hFSH, evo ta
enineda g E2 yperalovion mepiocdTepo XpOVO Kot pic 0vENGT TOPOTNPEITAL HOVO OO TNV TETAPTN
nuépa g Bepoameiog. O ovvoAKog dykog Tv wobviakiov apyilel va av&avetol Hetd amd mepinov

4 ¢m¢ 5 nuépeg kabnuepvig yoprynong r-hFSH xat, avdioya pe v avtamdkpion g acbevoig, 1o
UEYIOTO amoTEAEGHA EMTVYYXAVETOL LETE 0d Ttepimov 10 nuépec amd v Evapén e YopnyNong
r-nFSH.

KAwvikn omoteAeGUOTIKOTITO KOL ACQAAELN OTIC YUVOUIKEC

Xe kKMviKéG peréteg, ol acbevelg pe Papeia averdpkelo oe FSH ko LH, mpocdiopicOnkayv pe emineda
0pov ¢ evooyevoug LH < 1,2 TU/1 6mwg avtn petpndnke oe kevipikd epyactipro. Eviovrolg, npénet
va Aappavetor veoyn ot vapyet petafintotra otig petpnoelg LH mov yivovtan o dapopetikd
gpyaoTpLO.

e KAMvikéc peréteg, otig omoieg £yve ovykpion peta&y tng r-hFSH (Bvlakiotporivn dhea) kot FSH
npoepyopevns amd ovpa oe ART (BA. mapakdtm mivaka) kot og enayoyn woppnéioc, to GONAL-f
nrav mo wyvpd ond v FSH mpoepyduevn amd obpa ava@optkd pe T YoUNAOTEPT] GLVOAIKT OGN
KoL TN PKpoTePT ePiodo Bepameiog mov ypeldoTnKe Yoo TNV TPOKANGN TNG OPILAVONG TOV
wofvraxiov.

>e ART, to GONAL-f og pio younAotepn cuVoAkn 0601 Kal yio (kpdTtepn mepiodo Bepaneiog amd
Vv FSH mtpoepyopevn and ovpa, eixe cav amotélespo v AMyn HEYIAVTEPOL aPBOD MOKLTTAP®V
og oyéon pe v FSH mpogpydpevn amd ovpa.
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[Mivakag: Amotedéopota g perétng GF 8407 (tuyaiomompévn TapdAAniov opdadmv HeAETN Tov
GLYKPIVEL TNV ATOTEAEGLATIKOTN T Kot TV ac@dieia tov GONAL-f pe v FSH tov ovpwv ot
TEYVIKEG VTTOPonBoVEVNC OVATOPUYDYNC)

GONAL-f FSH tov ovpov
(n=130) (n=116)
Ap1Budg Anebéviemv mokutthpmv 110+£59 8,8+4,38
Amautovuevec nuépeg yuo T di€yepon ue FSH 117+£19 145+33
Yvvolikn amatrtovpevn d6om g FSH 27,6 £10,2 40,7+ 13,6
(ap1Budg puoiyyov FSH 75 1U)
Avaykn avénong g 86onc (%) 56,2 85,3

Ot dpopég petald Tev 2 opddmv NTav 6TatIoTika onpavtikés (p< 0,05) yio Ola ta KpiLThplo oV
mopatifevot.

KAwikn omoteleonotikdTnTo Kot QAL GTOVC AVOPEC

To GONAL-f yopnyoduevo tavtdypova pe hCG yuo dtdotnpa tovAdyiotov 4 pnvav tpokaiel
OTEPULATOYEVEDT| GE AVOPEG e avenapketo og FSH.

52  ®@appokoKivnTIKES 1010TNTES

Agv vLapyel POPUOKOKIVNTIKN dAANAETiOpaoT HeETAED Tng BuAakiotpomtivig dApa kot TG lutropin alfa
OTOV YopNYOHVTAL TAVTOYPOVAL.

Koatavoun

Metd v evéoAéPia yopnynon, n Bviakiotponivr GAQa KATAVELETOL GTO VYPO TOV EEMKVTTAPIOV
YOPOL e Evav apyiko xpdvo nuicelog {ong mepimov 2 dpeg KO ATOUOKPVVETOL ATO TO GO0 LLE
teMkd ypovo nuioetag (ong 14 £mg 17 opec. O otabepdg dykog katavoung kopaivetatl omd 9 éog 11 1.

Metd v vodopla xoprynon, N amdAvtn Prodiobecipudmra givar 66% kot 0 aIvOUEVOS TEAKOG
xPOVOG Muicelag Lmng kopaivetatl and 24 £og 59 dpec. H avoroyucdtnta e d00mMg HeTd amd
vroddpia yopnynon katadsiybnke péxpt 900 1U. Metd amd emavalappavopevn yopnynon, n
Buiakiotpomivny dAa tputhacialetor aBpolotikd eTavovTag oe otafepd pvOud pLéca oe

3 ¢wg 4 pépec.

Amofoln

H cvvolkr| kdBapon givar 0,6 I/mpa kot epinov 12% tng yopnyoduevng d6ong Buiakiotpomivig
dA@a amofaileTot omd To 0vPa.

5.3 TIIpoxlvikd dogdopéva yio TNV d6QIrELd

Ta pn Khvikd dedopéva dev amokaADTTOVV 1010{TEPO Kivduvo Yo Tov GvBpmmo pe faomn Tig
oLUPaTIKEG HEAETEG TOEIKOTNTOG EQATAE KOl ETOVAAAUPOVOUEVOYV dOGEMV KOl YOVOTOEIKOTNTOG,
emmpdobeta og 0,11 £yl NON avapepbel oe dAAa Tuqpata ovtig ¢ TIXTLL

Y& KOUVEAMQ, TO avVacLOTAUEVO 1tockevaoua pe 0,9% BevivAiikn aikooAn kabang kot povn men 0,9%
Bevluiikn adlkooAn TpokdAecay Kot To VO HUIKPY| otpoppayic kol vTo&eio pAeypovh HeTd and ePATOs
vroddpia Eveon 1N LeTPiov Pabod EAEYLOVT| KOl EKQEVMOTIKEG OALOIDGELS LETA OO EQATOE
EVOOLVTKT EVECT], OVTIGTOTYOC.

Avapépbnke peltmpévn YovipotnTo 6€ EMiPLEG TOL EAAPOV QOPLOKEVLTIKEG 00GELS BLAAKIOTPOTIVIG
oo (> 40 TU/KgMmuépa) yio peydleg TepLodove, A0y HEIMUEVNG IKOVOTNTOC COAANYTG.
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e vyniég 60oeis (= 5 IU/kg/muépa) n Budakiotponivn dAga npoxdiese peimon otov apfud tov
Plocipmv epPpiwv yopic va vTapEetl TepUToYEVEST) KOl SUCTOKIO TOPOUOLN [LE QLT TOL TAPATNPEITOL
pe v eppumvontovctokt yovadotpornivr (hMG) tov ovpwv. Qotdco, apod 10 GONAL-f dev
EVOEIKVLTAL TNV KOO, TO OTOLXEID QVTA EIVOL TEPLOPIGUEVTG KAVIKNG OTLOGTOG.

6. OAPMAKEYTIKEX TIAHPO®OPIEX

6.1 Koatahloyog ekdoyomv

Kovic

Zaxyopoln

Natpro paooeopikd d166Evo povoidpiko

AwATplo pmo@opikod d1dpkod

DwoPopikd 0EV, GLUTVKVOUEVO (Yo Tpocappoyn Tov pH)

Natpiov vépo&eidio (yia tpocapuoyn tov pH)

AwoAdTng

"Ydmp yio evéoiua
Bevlulikn aAkooin

6.2 AocvpupatotnTeg

EX\eiyer peletmv oyetikd e t coppatodtnta, To TopdV QUPUIKEVTIKO TPOIOV eV TPEMEL VA,
OVOUETYVOETOL LE GAND QOPLOKEVTIKE TPOTOVTOL.

6.3 Audpxera Cong

2 ypévio.

To avacvotopévo dtdAvpa eivar otabepd yia 28 nuépec o Bepuokpacia ion 1 pikpotepn tov 25°C.
6.4 Iowitepeg TpoPuAacels Kata T OLAEN TOV TPOIOVTOG

[pw v avacHotacn, un pvidocete o Beppokpacio peyordtepn tov 25°C. DLAGGGETE GTNV apyIKA
GLGKELAGIA Y10 VO TPOGTOTEVETOL OO TO PG,

Metd v avaovotacn, un euidcoete o€ Oepuokpacio peyaddtepn tov 25°C. Mnyv katayOyeTe.
Dduidooete oTNV aPyLKT) CLOKEVAGIN Y10l VO TPOGTATEVETAL OO TO PWG.

6.5 @01 KU GLETUTIKE TOV TEPLEKTN

To GONAL-f d1atifeton og kovig Kot dtoddTng yia evésipo didAvpa. H kovig dtotiBetan o€ raiiow
(yvai tomov I) tewv 3 ml wov dubétovy eAacTiKO TOWA EloYD®PNONG (EAacTIKO BpwpoBovTuiiov) Kot
aQOPOOUEVO TOUN 0AOLUVIOV. O S1HADTNG Y10 AvOcDOTACT S10TIOETAL GE TPOYEUGUEVES GUPLYYEG
(yvoki Tomov I) Tov 1 ml pe ehactikd Topa eloympnong. Ot TapeyOUEVEG GUPLYYES YOPNYNOEWS Elval
KOTOUOKEVOGUEVEG OO TOAVTPOTLAEVIO Kot 1] )01 OTEPEMWEVN PEAOVT givar amd avoleidmTo aTedi.

To eoppakevTikd Tpoidv diatifeTor oe Guokevacio 1 PLOALGIOVD KOVE®G LE L0 TPOYEUGUEVT CVPLYYQ

S1oAHT Yo ovaovoToon Kot 6 cOptyyeg piag ypnoewg pe dwupaduiceic oe povadeg FSH yuo
xopnynon.
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6.6 Idwitepeg TPOPUVLAEELS ATOPPLYNG KO AALOG YEIPIGNOG

H x6vig tov GONAL-f 450 1U/0,75 ml mpénet va avacvotdtol pe to 1 ml tov mopeydpevon ot
TPV ypnoonomei.

H x6vig tov GONAL-f 450 1U/0,75 ml dev mpénel va avacvotator pe GAlovg mepiékteg GONAL-T.
H mpoyepiopévn pe dtodvtn mopeyduevn cOptyyo Oa TpETEL vaL YPTGLOTOLEITAL LOVO YidL TV
OVOCoLGTOGCT KO KATOTY VO 0moppleBel cOLP®VA LE TIC KATA TOTOVE 1GYVOVGES GYETIKEG dLOTAEELC.
‘Eva ogt cuptyyodv yopnynosong ue dwafaduicesig oe povadec FSH diatifeton oo kovti tov GONAL-f
TOALOTAGV 06ce@V. Evaldaktikd pumopel vo ypnotponoteitor o cvopryya tov 1 ml, pe dtefabuiceig
oe ml kat Tpocapuocuévn BeAovn yia vtodopia yopnynon (BA. mapdypago “Tldc va Tpoetoipudoste
Ko va ypnoponomoete 10 GONAL-f kdvig kot StohdTnG” 610 GUAAO 0N YDV YPNOTG.

To avacvotapévo dtdAvpa dev Ba mpémetl va yopnyeitan edv mepiEyel copotiown 1 dev givat dtovyec.
Ka0e aypnoonointo eapuokentikd Tpoidv 1 DTOAEUUN TPETEL VO UTOPPITTETAL GOUPDVO, JLE TIG
KOTO TOTOVS 1GYVOVGEG OYETIKEG OLUTAEELS.

7. KATOXOX THX AAEIAY KYKAO®OPIAX

Merck Europe B.V.

Gustav Mahlerplein 102

1082 MA Amsterdam

OAavdia

8. APIOMOZX AAEIAY. KYKAO®OPIAX

EU/1/95/001/031

9. HMEPOMHNIA IMIPQTHYE ETKPIZHX/ANANEQXHY THX AAEIAX
Hupepopnvia tpdng £ykpiong: 20 OktoPpiov 1995.

Huepounvia tedevtaiog avavémong: 20 Oktoppiov 2010.

10. HMEPOMHNIA ANAGEQPHXHY TOY KEIMENOY

Agntopepeic TANpoPopieg Yo 10 TOPOV PUPUOKEVTIKO TPoioVy gival diabéaieg oTov SIKTLAKO TOTO
tov Evponaikod Opyoavicpod ®apudkmv: http://www.ema.europa.eu.
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1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

GONAL-f 150 1U/0,24 ml gvéciuo di1dAvpa o€ TPOYEMGUEVT GVGKEVT TOTOV TEVOG

2. IHOIOTIKH KAI ITOXOTIKH XYNOEXH

Kd&Be npoyepuopévn ovokeun tomov névag noAhanidv docemv mepiéxet 150 IU (1oodvvapa
pell pikpoypappdpia) Bvrakiotponivng dAea™® o 0,24 ml SteAvpotoc.

* avacvvovacpévn avBpamvn Buraktotpomog oppovn (r-hFSH) mov mapdyston o kotTapa modnkov
kwvelkov kpikntov (CHO) pe v teyvoroyia avacuvvovaouévov DNA

[Na tov A pN Katdhoyo Tov ekdoywv, PA. Tapdypapo 6.1.

3. ®APMAKOTEXNIKH MOP®H
Evéoyo didAvpa 6e TpoyeLUGEVT] GUGKELT] TOTTOL TTEVOG,.
Awwyég dypopo dSidAvpa.

To pH tov dtahdpatog ivor 6,7 £wc 7,3.

4. KAINIKEX ITIAHPO®OPIEXZ
4.1 OgpomevTikég gvoeitelg

2TIC EVIIMKECS YUVOIKEC

o Avmoppnéia (mov Teptlapfavel To cOVOPOLO TOAVKLOTIKMY MOONK®OV) GE YUVAIKEG TTOV OEV
amoKPIONKOV GE AymYN LE KITPIKN KAoULpaivn.
. [IpoKinon moAvmoBvAaKIKIC avATTVENG o€ Yuvaikeg mov vVtoPdAlovtal oe vtepwoppnéia e

TeyVIKéEG vtofonBoduevng avarapaymyns (ART) onmg eEmcmpatiky yoviporoinon (IVF),
EVOOGOATLYYIKT LETAPOPE YOUETOV KO EVOOCUATLYYIKT] LETOPOPA LVYADTOV.

o To GONAL-f 6g cuvdvacud pe 1d1ockedacuo Tov TEPE)EL wypvoTpdmo opuovn (LH)
gvdeikvuTal yia T 01€yepon g avamTuéng Tov mobvAakiov og yuvaikes pe Papeia avemdprelo
LH xon FSH.

2T0VC EVAMKOUC AVOPEC

. To GONAL-f evdeikvotat, yio T S1€YEPON TNG CTEPLATOYEVEGTC GTOVE AVOPES TTOV EXOVV
GULYYEVN N EMIKTNTO VITOYOVOSOTPOPIKO VTOYOVASICUO GE GVVIVLAGUO e Oepameia e
avOpdmvn yopraxn yovadotpomivn (hCG).

4.2  Aocolroyia Kol TpOTOS YopyNoNs

H swoaywyn og Ogpancio pe to GONAL-f Oa npénet va yiveton vrd v enifreyn worpov Eumelpov o1
Bepameio StaTapaydV YOVILOTNTOG,

O1 aoBeveic Tpénet va epodacTOVV LE TO GMOTO aPlBLd GUCKELGV TOTTOV TEVAS Y10 TOV KOKAO TG
Oepameiog TOVE Kol Vo EKTOIOEVTOVV OTI XPOT TOV COOTMOV TEXVIKOV EVEGNG,.
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Aocoloyia

Ta 6060A0YIKA GYHLOTA TOV GLGTHVOVTAL Y1, T XopNynor tov GONAL-f eivar exeiva mov
xpnoyonotovvtot yo v FSH mov mpoépyetat and ovpa. Kiwvikn a&oddynon tov GONAL-f
OmOdEIKVOEL OTL 01 NUEPNOLEG OOGELC, TA GYNLOTA XOPNYNOEMS KOt 01 LEB0SOL TapaKolovONoNC TNG
Bepamneiog oev Oa mpémel va Sapépovv amd EKEIVEC TOV YPNGILOTOLOVVTOL TTPOG TO TOPOV Y10l TO,
QOPUOKELTIKA TTPoidVTa 0Vp®V oL TeptEyovv FSH. Xuviotdtot 1 CURUOPP®ON GTIG GUVIGTMUEVES
d00ELg EVAPEEMS TOV TEPTYPAPOVTAL TAPUKATO.

2UYKPITIKEG KAVIKEG peAéteg £xovv deitet 0TL 0 pécog asBevng amartel younAloteprn abpototiki d6om
Kot pkpotepng duapketag Oepaneio pe GONAL-f oe avykpion pe FSH mpoepydpevn amd ovpa.
Emouévaog, Bewpeiton avaykaio va do0ei pio younAdtepn cvvoiikn d6omn tov GONAL-f and avti mov
vevikd ypnowonoteitat pe tnv FSH wpogpydpevn amd ovpa, 6yt Lovo yia 1 PerTicTonoinon g
ovamTuEng TV wobvAakiov aALd Kal yio TV EAAYIGTOTOINCT TOL KIVOUVOL avemBOUNTNG
VIEPOIEYEPONG TV wobnkdv. BA. mapdypagpo 5.1.

KoatadelyOnke Pro-tcodvuvapio petald 10000vVapmy 00GEMV TG TAPOLGINGN S LOVOIOoTG KoL TNG
napoveioong tolanidv d6cemv Tov GONAL-T.

Tvvaikec ue avwoppnlio (rov mepiloufiavel kai cOVOPouo TOIVKDOTIKOY WoONK®V)
To GONAL-f pmopet va xopnyn0ei og pia oeipd amd kadnpuepivég EVEGEIC. X YOVOIKEG Le ELUNVN
poon 1 Bepaneio TpEneL va apyicel EVTOG TV TPOTOV 7 NUEPDV TOV EUUVOPPLCLOKOD KOKAOV.

Mo, aymyn mov ypnoomoteitan cuvinbmg apyilet pue 75 émg 150 IU FSH nuepnoing kot avédvetan
Katd Tpotipunon kotd 37,5 f 75 IU pe pecodiaotipata 7 1 Katd wpotipnon 14 nuepdv avaroya e
TIC OVAYKES Yo TNV miTEVEN eMapKoVC 0AAG Oyt vtepPoiikng omdkpiong. H Bepancio mpénet va
TPOGOPLOCTEL 0TIV e€aTOUKEVILEVT amOKPIoN TNG KAOBE 060evovg dmwg allodoyeitan e PETpNoN TOL
pey€boug tov Bviakiov pe VTEPHOLVS /KL TNG EKKPLoNG oloTpoyovey. H péytotn nuepnoia doon dev
vrepPaivel cuvnbwc ta 225 IU FSH. Edv o acbevrg dev avtanokpifel emapkmg peTd omd

4 gBdopddec Bepameiog, o KOKAOG TPEMEL va. eykaTolelpBel Kot 1 acBevig Tpémet vo vroPAnOel o
TopoITEP® aE0AOYN oM, HETA amd TV omoia umopei va Eavapyicel Oepameio pe peyaddtepn apykn
d001 om' 0,TL 6TOV EYKOTUAEIPOEVTA KOHKAO.

Otav emrevybet BéATIoT avTidpaon, pia epdmos Eveon 250 LIKPOYPOUUOPIOY avacUVOLOGUEVIG
avBpaTvng yoplaxng yovadotpomivng aAga oppovng (r-hCG) 1 5 000 TU péypr 10 000 TU hCG mpémer
va xopnynOei 24 £mwg 48 mpeg petd amd v televtaia Eveon GONAL-f. Zuviotdratl otnv acbevi| va
éM0gL oe ovvovaio katd v Nuépa ¢ yopnynone hCG kot v exduevn nuépa. Evailoktikd, umopsel
Vo, YIVEL GTTEPUOTEYYVOT).

Edv emtevybei vrepfolikn avtidpaon, n Oepaneio mpémel va dtaxonel kat va pn yopnyndei hCG
(BAéme mapdypago 4.4). H Bepaneia mpénet va Eavopyicel 6Tov ETOIEVO KUKAO GE dOGT YoUNAdTEP
amod €KELVN TOL TPOTYOOULEVOL KUKAOV.

Tvvaikec mov vrofdiloviou ae diEyepan twv wobdnkwy yio avarrvén mollamdav wobviakiwy Tp1v amo
TNV in Vitro yoviuomoinon 1 aAreg teyvoloyiec vmofonfoduevic avomropoywync

H cvviifng docoloyia yio viepwoppnéia mepthapfavetl ™ xoprynon 150 éwg 225 IU GONAL-f
nuepnoimg, Eexvmvtog Ty Nuépa 2 1 3 tov kokAov. H aymyn cvveyiletar puéypt va emitevydet
EMOPKNG avaATTLEN TOV MOBVAOKIOL (OTWC EXTIUATAL [LE TOV EAEYYO TNG GLYKEVTIPMGNG OLGTPOYOVOV
GTOV 0pd /KO e VIEPXOYPAPT LA KoL 1] d0c0A0Yio TPpooapUOleTal avAAOYa LE TV OTOKPIOT) TG
aoBevoig, cuvinBmg péypt 450 ITUMpépa to péyioto. I'evikd, kovomomTiky avamtuén tov wobviakiov
emrtvyydveton Katd péco 6po t 10" nuépa ¢ aywyng Tov KokAoL (e0poc 5 €wg 20 nuépeg).

24 ¢mc 48 mpec petd v terevtaia Eveon GONAL-f yopnyeitoun epana éveon 250 pukpoypappapiov
r-hCG 1 5 000 TU £mg ko 10 000 TU hCG yio tnv mpodxAnom e piéng tov moburakiov.

H mpog o kbt pvubuon pe ekhvtik oppovn tov yovadotpornvayv (GnRH) ayovictégn

OVTOYOVIOTEG YPNOLHOTOlEITOL CLVIHBMC [Le 0TOYO TV KOTAGTOAN NG evooyevovg LH kat tov éheyyo
TV ToVIK®OV emmédov g LH. e éva cuvnbiouévo tpwtokorro, to GONAL-f Eekivd mepintov
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2 eBdopddeg puetd v Evapén g aymyng e oymvioTés Kot cuveyilovtal Kot To Vo PéEYpL vo
emrevydel emapkng wobviakikn avamrtoén. ['a mapdadsrypo, petd v aywyn 2 foopddwy e Evav
ayovioty, yopnyoovvtot 150 éwg 225 IU GONAL-f yia tig 7 tpmdteg nuépec. H docoloyia ot
ocuveéyeln Tpocaprdletar avaioya pe TV ®oONKIKN andkpion.

H ovvoiikn gpmepio otnv IVF delyvel 011 yevikd T0 m0c0GTO £MTUYING TNG OLY®YNG TOPAUEVEL
otabepd KT TN SIAPKELD TOV TPDOTOV 4 TPOSTUOEIDV Kol LetdveTaL Babundov GTic ETOUEVEG.

Tvvaikec ue Papeio avendpreio LH xou FSH

X yovaikeg pe avendpkele LH kot FSH, o otoyoc ¢ Oepanciog pe GONAL-f o€ cuvdvacpo pe
10100KELAG LA TTOL TTEPLEXEL ®YPLVOTPOTO 0puodvn (LH) elvan n mpomOnon g avémtuéng tov
woBvAakiov akoAovBovpevn amd TV TEAKT] ®PILOVOT, KATOTLY YOPHYNoNG ovOpOTIVIG YOPLOKNG
yovadotpomnivng (hCG). To GONAL-f mpémet va yopnyeitol oe kOKAO kaOnpepvaov evécemv
tavtoypova pe lutropin alfa. Edv n acBevnig eivor apnvoppoixn kot epeavilet yopunin evooyevi
£€KKP1OT 016TPOYOVOV, 1| Bepameio LTOpel va apyicel avi TAGH YPOVIKT CTUYL.

To cvvictdpevo Bepamevtikd oynua apyiCet pe 75 IU lutropin alfa v nuépa, oe cuvdvaoud pe
75 €mw¢ 150 IU FSH. H Oepancia mpémet vo eEATOUKEVETOL AVAALOYWOS TNG AVTATOKPIONG KaOE
acBevoig, n omola aglohoyeiton pe pétpnon tov peyéoug tov wobviakiov, pécm
VIEPNOYPOUPTLLOTOG KAL TNG OLGTPOYOVIKNG OVTOTOKPLIONG,.

Edv BewpnBel avaykaio pa avénon g d6ong g FSH, 1 mpocappoyn g d6ong Tpénet vo yivetot
KOTA TPOTiPNoN HETA amd doothpata 7 £0¢ 14 nuepdv Kabdg emiong Kot 6€ TPOCAVENGELS TV
37,5 ém¢ 75 IU. Evdgyopévmg va etval amodekt 1 mopdToct TG SIdpKeLng O1EYEPCENMG G OTO10
UELOVMUEVO KOKAO £mG Kat 5 efdopddec.

Orav AapPavetor n PELtio avtamokpion, Oo tpémetl va yopnyeitol pio epamas Eveon

250 pkpoypappapiov r-hCG M 5 000 IU éwc kot 10 000 U hCG 24 éwc 48 dpeg petd tig televtaieg
evéoelg GONAL-f kat lutropin alfa. Zvvictdton 1 acBeviig va £pbet o€ ceEovalikn exagn v idla
nuépa kot tnv emopévn g yopnynong hCG. Evailaxticd, pmopel vo yivel eviountpiky
oneppatéyyvon 1 o dAAn dodikacio wrpikd vrofondovuevng avamapaymyng Le Baor v Kpion
TOV 1TPOD Y10 TNV KAWVIKY TEPIMTMON).

H vrootpi&n g oypvikng pdoemg pumopel v Anedei vwdyn kabott 1 amovsio ovGIdV pe
wypwvotpomo dpactnprotnta (LH/HhCG) petd v woppnéio pmopei vo TpoKarEcel TpadIUN avenapKeLo
TOVL YPOV COUOTIOV.

Edv mapatnpnBet vrepPfoincn avtamorkpion, 1 Oepaneio mpénel va SloKome Kot vo, avooTOAEL 1)
yopnynon hCG. H Bepancio npénet va apyicel mdAl tov endpevo kokio pe d6on FSH yapniotepn and
gkeivn otov Tponyoduevo kbkio (BA. mapdypago 4.4).

Avipec 1e vToyovadoTpoPIKO DITOYOVAIIoUO

To GONAL-f Oa wpénel va yopnyeital o€ pia d6om tv 150 IU tpeig popég v efdoudda,
tavtoypova pe hCG, yia éva oo TOLAGYIOTOV TEGGAPOV UNvedV. Edv dev vdpyetl amokpiorn Tov
aoBevoug PEeTd To TEPUG OLTNG TNG TEPLOSOV, 1| GuVOLOCUEVT Bepaneia Oa pmopovoe va cuveylsbein
TpEYOVGU KAVIKY eumelpia deiyvel Ot Bepameia TovAdyiotov 18 unvodv sivar amapaitntn yio vo
emtevybel omepuatoyéveon.

Edwoi mAnBvopoi

Hlkiowuévor
Agv vrapyet oxetikn xpnon t1ov GONAL-f otov nlikiopévo minbucpd. H acedieia ko n

amoteleouatikotnta 100 GONAL-f dev £xovv tekunpiwbei oe niikiopuévoug acbeveic.

Negppixn 1 nratikin avendpkelo
H acpdieia, 1 aroteAecpatikdtnta Kot 1 eopuokokivintiky 1ov GONAL-f dev éxovv texpunplobei o
aoBeveic [Le VEQPIKN | NTATIKN AVETAPKELQ.
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Toudiozpixoc tinBvouoc
Agv vapyet oxetikn xpnon tov GONAL-f 6tov moidiatpikd minbuoud.

Tpomog yoprynong

To GONAL-f npoopiletar yio. vodopia ypnon. H éveon npémel va yopnyeiton tnv idio dpa
KaOnpepva.

H mpdtn éveon tov GONAL-f Oa wpénet va mpaypatoroleital vd aueon wtpikn exifieyn. H
avtoyopnynon tov GONAL-f Ba npémet va mporypotomoleitor HOVO Gg EVAILEPOVS Kot TPOBVLLOVG
aoBeveic, ETOPKOC EKTOOEVIEVOVG Kot [E dpeon TPOGPacT e GUUBOVAEVTIKN VTOGTHPIEN ELOIKOV.

Kabdc 10 GONAL-f 0g mpoyepiolévn GuoKELT| TOTOL TEVOGS LE PUOTYYL0 TOALUTADY dOGEWV

npoopiletar Yo TeplocdTEPEC 0md pio evéoels, Tpémetl va divovtan EekdBapeg 0dnyiec oTtovg aobeveic
LE GKOTO VoL amoPeLYOel EGOAALEVT] YP1OT TN GLOKEVAGIOG TOAAATADY SOCEWV.

IMo 0d1yieg oYeTIKA Pe TN YopNYNoN LE TN TPOYEUICUEVT] CLGKELT] TOTTOV TEVAS, PA. Tapdypapo 6.6
Ko T «Odnyiec ypnonoy.

4.3  Avrtevosifeag

. vIEPELOICONGiN 6T OPOCTIKN 0LGIN 1) GE KATO0 OO T, EKOYM TOV OVAPEPOVTAL GTNV
mapdypogo 6.1.

. OYKOl GTOV VIOBAANLLO 1) GTNV LITOPLOT)

. 6¢€ J10YK®MOT moONK®V 1 ®oBNKIKY KOGTN oL Oev GYeTICETOL [IE TN VOGO TOAVKVGTIKGOV
®oONKAOV Kot tval Ayvwotng TpoéAeuong

. GE YUVOIKOAOYIKEG OUOpPayies dyvmaoTtng TpoErevong

. o€ KapKivopa mobnkng, unTpag 1 pootoo.

To GONAL-f avtevdeikvotal dtav dev pumopel va emtevyBel emtuyng ondkpion Onme:

. TPOTOTAONC ®OONKIKY avemdpreln

. dvomAaGiEG TOV YEVWNTIKAOV 0pYAvV®V 0GOUPOTES LE KOToN
. WOLLOUATO TNG LATPOS AcOUPATO LE EYKVLLOGUVT).

. TPOTONAONC OVETAPKELD OPYEDV.

4.4  E101kéc TPoELdOTONGELS KOl TPOPVAAEELS KATA T1| Y p1oN

IyynhacwotnTo

ITpoxeévov va, BeATimBel 1 tyvnAQGILOTNTO TV BLIOAOYIK®OV QUPUOKEVTIKOV TPOTOVT®V, TO OVOLLN
KoL 0 0plOUOG TOPTIOAG TOV YOPTYOVULEVOL PAPLAKOV TPEMEL VO, KATOYPAPETAL LLE GUPTVELL.

T'evikn] cbotoon

To GONAL-f givat pua ioyvp1] yovadoTpomog ovucio Tov ival IKOvN Vo TPOKAAEGEL LETPLEG EMG
coPapéc avemBuUNTEG EVEPYELES KOl TPETEL VAL YPNCLOTOLEITOL HOVO AId 10TPOVS TOV Eival TATP®G
€EOIKEIMUEVOL LLE TO TPOPANLOTO KL TO XEPLOUO TNG VTOYOVILOTNTOC.

H Bepancio pe yovadotpomivn amottel Pio GUYKEKPLUEVT YPOVIKT EVOCTYOANGCT OO TOVG LLTPOVG Kol
TOVG EMAYYEAIATIEG VYELOG OTTMOC KL TNV VTOPEN TOV KATOAANA®V opYdvov Tapakoiovdnone. H
0oQOANG Kot amoteleopatikn xpnon tov GONAL-f o1ig yovaikeg amortel Ty mapakorlovonon g
®OONKIKNG aVTATOKPIONG LOVO LE VTTEPNYOVG, 1) KATA TPOTIUNGT GE GLVOLACKUO LE TNV TOKTIKY|
UETPNON TOV EMTEI®V O1GTPOUSIOANG TOL 0pov. Mropel va vtapEet kdmotov Padpod petafintoTnta
peta&y acbevav oe oyéon pe v avtondkpion ot yopriynon FSH, pe avemapxn avtamdkpion otnyv
FSH ¢ opiopéveg acbeveig kot vepPoiikn avtamdkpion oe drrec. [Ipénet va ypnoiponoteitol n
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YOUNAOTEPT] ATOTEAEGLOTIKY 0OGT GE GYECT LE TO GKOTO TG Bepameing TOGO GTOVG AVOPES OGO Kot
OTIG YUVOUKEG.

Iopoupia
Koartd ™ dwdpxeta ¢ Oepancioc pe GONAL-T, acBeveic pe mopoupio 1 e 01KOYEVELNKO 1GTOPIKO
Topeupiog TPEMEL va TapakorovBodviat otevd. Evdeyopuévog va ypelaotel dtaxonn g Oeponeiog oe

emdeivwon N TpOTN EKONAWMOT QVTHG TNG KATAGTAOTS.

Oepameiot GTIC YOVOIKES

IIpwv v évapén g Bepaneiag, 1 vroyoviudTHTA TOL {EVYOLG B Tpémel va Exel a&loloynOel kat va
&yovv extiundei o1 mbavég avtevoei&elg yio kimon. Ewdwcotepa, ot acbeveic Oo mpénet va eetootody
Y10 VTOBVPEOEISIG O, PAOLOETIVEPPLOLOKT] OVETAPKELLL, VIEPTPOAUKTIVOLIIO KO TPETEL VOL EQUPULOOTEL
1N KATAAANAN e€e1d1KEVLEVT Ay @Y.

Acbeveig mov voioctavtol diéyepon g avamtuéng Tov mobviaxiov gite wg Bepameio vIOyOVILOTNTOG
opeduevng og avooppnéia eite wg Bepaneieg ART, umopel va Tapovcidcovy vepdoyKmon
wobnkav N avamruén vrepdidyeponc. H tpnomn g mpotevopevng d0omg Kot Tov TPOTEWVOUEVOV
Tpomov yopnynong tov GONAL-f kabmg emiong kot 1 otevi mopoakolovdnon g Bepanciog Oa
EANOYIOTOTOMGEL TNV EUOAVIOT) TETOL®V GLUUPBAVT®V. [0 TNV axpiPn KoTavoNnon TV SEIKTOV TNG
avamTuéng Kot opipoavong tov Buiakiov, o 10Tpdc Ba Tpémel va givol EUTELPOC GTNV EPUNVEIN TOV
CYETIKOV EEETAGEWV.

Xe kKMvikég peréteg, amodeiydnke 6t1 10 GONAL-f av&dvetl v gvaicOncio tov wodnkov dtav
yopnyeiton pe lutropin alfa. Eqv 0ewpnBei avaykaio po adénon g 06omg ¢ FSH, n tpocappoyn
NG 060NG TPEMEL VA YiveTal Katd TpoTiunomn o dtactiuata 7 éog 14 nuepdv kabag eniong Kot og
mpocavéncels tov 37,5 émg 75 1U.

Agv €yer yivel aueon ouykpion t@v GONAL-f/LH évavtt g avOpdmivng ELUNVOTOVGIOKNAG
yovadotponivig (hMG). H avadpopkn oOykpion pe maiordtepa ototyeio vrodetkviet OTL TO T0GOGTO
woppnélmv mov aportnpeitar pe GONAL-/LH eivon mapepgepéc pe avtd mov Aappaveror pe hMG.

20vopouo Ymepdiéyeponc twv Qodnkwv (OHSS)

Kdamow S10ykmon tov wobnkdv eivar pia tpoPAendpevn enidpaon tng eAeyyOUEVNG WOOMNKIKNG
déyepong. Iapatnpeitor mo cvyvd o€ yovaikeg pe cHVOPOLO TOAVKVOTIKGOV MOONK®V Kot cuviBwg
vroywpei ywpig Oepamneio.

Alopopetikd amd Vv amin didykwon Tov wodnkav, to OHSS eival pia katdotaon mov propel va
eneavictel pe drapopetikovg Baduovs Papdtrag. Xapaktnpiletatl amd 0101TEPMOS SIOYKOUEVES
®oBNKeS, VYNAA eTITEDD GTEPOEWODY TOV PVLAOV GTOV 0P Kol LENUEV AYYELOKT] SIATEPOTOTNTO TOV
UTOPEL VOL 001 YN OEL GE CLGGMPEVCT| VYPADV GTO TEPLTOVULO, GTOV TAEVPLTIKO YDPO Kol GTOVIMG OTIG
TEPKAPOUKES KOTAOTNTEG,

H axérovbn cvuntopoatoroyio propel va mapatnpndet oe coPapéc nepurtmoeig OHSS: kothoxd
GAYOC, KOWALOKT O10YK®OT), VITEPPOAIKT SLOYKMOOT TV ®OONK®VY, adENCT] TOL COUTIKOD BAPOVG,
dVGTVOLa, OALYOLPI KOl YOGTPEVTEPIKA GUUTTMLOTO TOV TEPIAOUPAVOLY VauTia, EUETO KOl S1ippola.
H xdwvu) e€étaon pmopel va dei&et vrooykoapio, aploGUUTOKVOGCT], SOTOPUYEG NAEKTPOAVTAV,
0oKITN, APOTEPLTOHVALO, TAEVPITIKEG SINONGELC, VOPOBdpPaKa 1 0Eeia avamvevoTikn dvoyépeta. TToAd
ondvia, to OHSS cofapov Babuov pmopel va mtepurieybel and cvotpoen wodnkdv 1 Bpopfospforikd
EMEIGOO10 OTMC TVEVUOVIKT] EUPOAT], IOYOIUIKO OYYELOKO EYKEPOAIKO ETEIGOO10 1| EUPPOYLLL, TOV
HooKapdiov.

AveEdpmnrol Topdyovieg Kivovvov yio v avantuén tov OHSS copreptlopufavouv veapn niikia,

adamn palo cOUUTOS, GOHVOPOLO TOAVKVOTIKGOV 0oONK®V, vynAdTePES dOGELS EEWYEVDV
YOVOSOTPOTIVAOV, VYNAG 0OALTA 1] TAXEMG ALEAVOUEVA ETITESN OLGTPAUIIOANC 0POV KOl TPOTYOVLEV,

44



eneiodoio OHSS, peydro apBpd avantvocdpuevov wobviakiov otig modnikeg Kot ANy peydiov
ap1OpoD WOKLTTAPWOY 0 KUKAOVE Vtoonbovuevng avamapaymyng (ART).

H mpnon mg cvuvictdpevng 36omg kot tov TpwtokoAlov yopnynong tov GONAL-f umopet va
TEPLOPIGEL GTO ELAYIOTO TOV KIVOUVO VIEPIIEYEPONC TOV WOONKOV (PAETe Tapaypdpovg 4.2 kat 4.8).
SVVIGTATOL 1] TOPOKOAOVONGN TOV KOKA®V S1E€YEPONG LEG® VITEPTYOYPUPTLUTOC, OTIMS ETIONG
UETPNGELG TNG OLGTPUSIOANG Y10 TNV TPDUUT CVOYVOPLoT] TOV TUPUYOVI®V KIvODVO.

Yrdpyovv arotyeio mov tpoteivouv twg n hCG mailel éva onpoavtikd pdio oto va tpokoarésel OHSS
KoL 0TL TO GOVOPOUO Umopel va, givat o coPopd Kot Topatetapévo v ovuPei komon. Eropévac,
otav gppavitovral onueio ®odNKIKNG VIEPdIEYEPONS OTIWC EMIMESO 016TPAdIOANG opov > 5 500 pg/ml
1 > 20 200 pmol/l /xon > 40 woBvrakio cuvorkd, Tpoteivetar va pun yopnyeitar hCG kot va
GUVIOTATAL GTNV AGOEVI 1 OTOPLYN GLVOVGIAG 1] 1] XPNOT AVTIGVAANTTIK®V HeBSdV Qparyrov Yio

4 tovAdyiotov nuépec. To OHSS pnopel va emdevmbel tayxéws (viog 24 mpav) i katd ) didprela
UEPIKDV MUEPDV G€ Papeia 1TpIkn KATAGTACT. AVTO gpeavileTal GUYVOTEP LETA TNG SIOKOTT TG
oppoviKg Bepameiag Kot pBAvel otn péyiotn cofapdtnto o€ TEPIMOL ENTA MG dEKA NUEPES LETE TN
Oepaneio. Enopévac, ol acbeveic npémel va mapakolovbovvtal yio TovAaylotov 600 efooprdades petd
™ yopfiynon hCG.

>mv ART n avappognon tov wobvrakiov tpv Ty moppnéia uTopei va HEIDOGEL TN GLYVOTNTA
EUPAVIOTG TG VTEPIEYEPTG.

To OSHH 7mov 1 pérpiov Pabrod cuviBwg veietor avtopata. Edv cuoppet OHSS cofapod Babpov,
ovviotdral vo dtakonel ) Oepaneio pe yovadotpomiveg epdcov cuveyiletot kot 1 acbevig va eloaybel
G€ VOGOKOLEID KOl va, EEKIVOEL KOTAAANAN Oepameio.

Loivdvun konon

e aoBeveig mov voPdAilovtal og emaywyn woppnéiag, 1 cvyvOTNTA TOAHIVUNG KUTONG Elval
avénuévn o cOYKPLoN UE T UCLOA0YIKY cVAANYM. H mAstoymeia Tov ToAvddumv Kunoemv sivat
didvpec. H moAvduun komeon, diaitepa ekeiviy vyming Katdraéng, cuvodedetol amd avénuévo Kivouvo
AVETOOUNTOV ATOTEAEGUATOV TOGO KOTA TN LUNTPIKN 000 Kol GTNV TEPLYEVVITIKT TEPI0S0.

I'a va gehayiotomonBel o kKivouvog ToAVIVIOV KUGEMG, CLVIGTATOL 1] TPOCEKTIKN TAPOKOAOVONON
NG OVTATOKPLIONG TOV OO KOV.

e acbBeveig mov vroPdArrovian oe dwdkacieg ART, o kivovvog Tng moAvdvung Kuncews oyetileTon
Kupig Le ToV aptOpd Kot TNV TO0TNTO TOV LETAPEPOUEVOV eUPPVOV KaBMG Kot TNV NAwia Tng
acBevoug.

Ot aoBeveic Ba Tpémet va evnuep@vovtal yio Tov Thovo Kivouvo moAvdvpon KunMoemg Tpv omd TV
évapén g Bepamneiog.

Arndiera kbnonc

H ocvyvomto ¢ andAielog komong pe omofoin 1 autopatrn EKTpmaon eivat vynAdTepn o€ 0o0EVElg
7ov VToPaAlovtal o€ d1€yepon @oBLANKIKNG avAmTLENG Yo eraywyn TG woppnéiog n ART an’ 6,11
UETA ATtO QUOIOAOYIKY CUAANYM.

Extonn xvonon
Ot yovaikeg L 10TOPIKO VOGO T®V GOATIYY®V PpioKoval 6€ Kivouvo EKTOMNG KUNGEWMG it €V M

Komon &yel emrevyBel pe avtopatn cOAANYN 1 Katdny Oepaneiog vroyovipotntoc. ‘Exel avapepbel
TG 0 EMTOAAGIOC TNG £KTOMNG KON oG Hetd amd ART givar vynAdtepog amd 6,11 610 YEVIKO
TANOvoLO.

Neomhagiec Tov avamopaywykod cootiuoTog
Yépyovv avaKoIVMOGELS Y10l VEOTANGIEG TOV MOBNK®Y Kot AAAEG VEOTTANGIEG TOL AVATAPOLYWYIKOV
GUOTNHOTOC, KAAONOELS Kal U, 0€ YOVOiKeg oL £xovv VITOPANOEl og ToALATAG BepamevTikd oyLLoTol
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v ™ Bepoameio TG vToyovipdTNTag. Agv £yl akOun damioTmbel €dv o1 yovadotpomiveg avEdvouy 1
Oy1 ToV KivOLVOo T®V OYKOV 0VTMOV G€ YUVOIKEG LLE DTOYOVILOTNTOL.

20YYeveic dvaUoPPIES

O emumoAaoHOG TV cLYYEVDV dSuopopPldv Letd amd ART propel va givon ehappdg vymidtepog am’
0,TL T LGIOAOYIKT GUAANYT. AVTO TIGTEVETOL TG OQEILETOL GE SLUPOPES GTO YUPAKTNPIOTIKE TV
YOVEQV (.. MAKIO UNTEPAG, YOPAKTNPIOTIKA CTEPLOTOC) KOl TIG TOADOVUEG KUNGELG.

Opoufoeupfoiira emeigddia

X yovaikeg pe mpdoeatn N tpéyovoa OpopufoepPfoikn voco 1 yovaikeg 6mov yevikd ovayvopilovton
TAPAYOVTEG KIvOLVOL Yo Opopfogpforid enelcodia, OTMG TO TPOCOTIKO TOVG 1) TO OIKOYEVELNKO TOVG
16TOpIKO, 1 Oepomeia e YovadoTpomiveg umopel va avENcel Tepattépm Tov Kivouvo emdeivmong 1
EUPAVIONG TETOLOV €100VG EMEIGOSIMV. LTI YOVAIKEG AVTEC, TA OPEAT] TNG XOPNYNONG YOVASOTPOTIVDV
npénel va otabpifovral Evavit Tov Thavav Kivdivav. ZNUetdveTOL Tog 1 o 1 Kinon 0Tmg Kot To
OSHH eriong eépovv Evav avEnuévo kivovvo yia Bpoppoepfolrikd emeicdoia.

O¢gpamneio 61OV GvOpeS

Avénpéva enineda evdoyevovg FSH eivan evoeiktikd tpotonaboic avendpkelag Opyewv. Avtoi ot
aocBeveig 6ev avtamokpivovtar ot Oepancioc GONAL-f/hCG. To GONAL-f dev mpémel va
YPNOLOTOLEITAL OTOV OEV Elvar duvatd vo ANeOel AmoTELEGUATIKY OVTATOKPLON.

ZuvioTdTon avaAVGeT TOL oTEPHOTOC 4 ¢ 6 pveg petd v évapén g Bepameiog og péPoc g
EKTIIMONG TG avTamdkplong ot Bepaneio.

IIepeyduevo og vatplo

To GONAL-f mepiéyet Ayotepo and 1 mmol vatpiov (23 mg) avd d6om, givar ovtd mov ovopdiovue
«eAebBepo vatpiovy.

45  Aliemopaocsig pe AL QUPUOKEVTIKA TPOIOVTA Ko GrAheg popeés aiinleniopacng

Tavtodypovn yoprynon tov GONAL-f pe Ao @oppraKevTIKd TPOIGVTA TOL YPTGLLOTOIOVVTOL Y10, T
déyepon g woppnéiag (w.y. hCG, kitpikn Khoppaivn) propei va EVOUVOUMGEL TNV ATOKPLOT TOL
woBvrakiov, evd 1 Tawtdypovn xpron tov GnRH ayovictdv 1 avtayoviotdv mov 0dnyovv otnv
amevaicOntonoinon g voPLoTg Uropet va avénoet  d6omn Ttov GONAL-f ov yperdleTon yo va
dnuovpynoet exopkn wobnkikn amoxpion. Kapio GAAN KAVIKG oNUOVTIKT 0AANAETIOPAOT (POPLAKOD
dev éxet avapepbei yuo t Oepaneio pe GONAL-T.

46 TovipdétnTa, KHNGN KO Yolovyio

Kvnon

Agv vtapyovv gvdeitelg yio ) xpnon tov GONAL-f kotd T didpkela g eyxopocvvnge. Ta dedopéva
oo GYETIKG TEPLOPICUEVO aplBUd eKBECEDV KATA TN SLAPKELD TG EYKVHOGUVTG (TEPITTAOCELS EKPOONG
gykvpooHvng Aryotepec omd 300) kotadetkvoouy T Un Hapén GVYYEVOVY SIOUAPTUPIOV 1| TOEIKOTNTA

070 EUPpvo/veoyvo amd T ypromn g BvAaxioTpomivng GApa.

e uehéteg oe (oo, dgv mapatnpnonke enidpoon tepatoyéveong (BA. mapdypago 5.3).

Ta KAvikd oTotyeio dev ETapkobV Yo Vo amoKAEIGTEL 1) emidpaot tepatoyéveong tov GONAL-f og

nepintwon £kfeong katd T S1GPKELN TG EYKLHOGVUVIG.

Oniaopdc

To GONAL-f dev evdeikvoutat katd tn d1dpKeld Tov OnAacpov.
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Tovipdtta

To GONAL-f gvdeikvutot yuo, yprion oty vroyoviudmto (PA. mapdypapo 4.1).
4.7 Emopacelg 6TV tKavOTITO 001]YN61)S KO XEPIGHOD P ovipndToy

To GONAL-f dev &xet kopio 1 £xel aoUOVIN EXTIOPACT OTNV IKOVOTITA 0N YNONG KoL YEPIGUOD
unyovnudtoy.

4.8  AvemOovunteg evépyeleg

IIepiAnyn Tov TPOEIA acAAELNC

Ot avemBopnteg evépyeteg mov avagépdniay pe T peyaddtepn cvyvotnta eivar Keorokyio, KOOTELS
®OONKOV Kal TOTIKEG AVTIOPACELS 6TO oNEio TG Eveong (T.y. AAYos, EpuBpOTNTA, LOAMTOC, O1ON O
N/xot epediopdg oto onueio g Eveong).

Avapépinke cuyva Nmov Emg pétprov Padov cuvdpopo vrepdiEyepons tmv wobnkdv (OHSS) kot
npémel va BempnBet eyyevig kivovvog tng dtadikaciog diéyepong. Zofapov Pabpod OHSS eival oyt
ovyvo (BA. mapdypogo 4.4).

IToAD omdvio pmopei va eppaviotei Opoppoepporiondc (Pr. Topdypoago 4.4).

Katdloyoc ovemBountwmv evepyeidv

Ot ax6AovBot opiopol 1yvovy yio TNV oporoyia cuyvotnTag oV Ha ypnoomoindei €1g To €ENG: TOAD
ovyvéc (>1/10), ovyvég (=1/100 £mg <1/10), oyt ocuyvég (=1/1 000 émg <1/100), ordvieg (>1/10 000
¢mg <1/1 000), moAhd omdvieg (<1/10 000).

Oepameinl GTIC YOVOIKEC

A1aTapayéc 100 avosoToINTIKOD GOGTHUATOC
IToA0 ordvieg: "Hmieg €m¢ coPapéc avidpdoelg vrepevaicneiog, copneptiaufovouévov
AVOQUAAKTIKOV OVTIOPAGE®MY KOl GOK

A10T0p0YEC TOV VELPIKOD TLOTHUATOC
[Tolv ovyvéc: Kepoiodyio

Avyyeiaxéc dioropoyéc
IToA0 ordvieg: OpouPoepporicudc (1060 o GLoYETION UE 060 Kt Eeymplotd amd to OHSS)

Aratapayéc tov avarvevatikob cvatiuatoc, 1ov Odparxo kal Tov uecobwpaxiov
IToA0 ordvieg: [Mapo&uvon 1 emdeivaon Ppoyyikod doduotog

Aratopayés 100 yooTpeviepikot
Yoyvéc: Kotmakd aAiyog, kothokd Tpnéylo, kotAlokr dvseopia, vavTtio, ELETOG, S1PPOL

A10T0p0YEC TOV AVATAPAYWYIKOD CVOTHUATOS KOL TOD UOOTOD

IToA0 cuyvéc: Kvoteig mobnkmv

Suyvéc: "Hriov éwg pétprov fabuod OHSS (cupmepthapfavouévng g oxetilouevng
CUUTTOUOTOAOYIOG)

Oyt ovyvéc: YoBapov Babpov OHSS (cuumepiiapfoavouévng g oxetilopevng
ocvumtopotoroyiog) (BA. mapdaypogo 4.4)

Yravieg: Emumhoxn cofapod Babuod OHSS
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Tevikéc diotopoyéc kKoi KoTaoTaoels TS 000D YOPNYHoNS
IToA0 cuyvéc: Avtidpdoelg Tov onpeiov g éveong (m.y. dlyog, epuBpdTnTa, LOAOTOS, OiON LA
N/xa1 epebiopog 6To onueio g éveonc)

Oepameio 6TOVE AVOPECS

A10T0p0yEC TOD OVOTOTOINTIKOD TVITHILOTOS
[ToAv ondviec: "Hmeg €éw¢ coPapés avidpdoelg vrepevaicnacioc, copmeptiapfovopévov
OVOQUAOKTIKOV OVTIOPEGEMY KOl GOK

A10T0p0YEC TOD OVATVEDTTIKOD GVGTHUATOC, TOV Bwpokxo kKol Tov ueaoBwpdxion
IToA0 omdviec: [TapdEuvon 1 emideivaon Bpoyytkov acOuatog

A10T0p0YEC TOV OEPUATOC KOL TOV DITOIOPIOV 10TOD
Yoyvéc: Axun

A10T0p0YEC TOV AVOTAPAYWYIKOD COOTHUATOS KOL TOD UOOTOD
Xoyvéc: lMvaopaotio, KipooknAn

Levikéc d10tapayéc Kol KOTAoTATELS THE 000D YOPHYHONS
[Tolv ovyvéc: Avtidpdoelg Tov onpeiov g éveong (m.y. ahyog, epufpodTnTa, LOAOTOS, 0loT LA
1n/xol epeBIGIOC 6TO GNUEID TNG vEONC)

Hoparxivikéc eletaoelc
Yoyvéc: AvEnon Bapovg

Avopopb mOavoloyoduevov avembOuUnTOV EVEPYELRY

H avaeopd mBovoroyoduevmy avemiBount®y evepyelmy LT amd T YopnyNn o adelg Kukhopopiog
TOV QAPUAKELTIKOD TPOiIOVTOG eivan onpavtiky. Emitpénetl  ovveyn mapakorlobnon g oxéong
0PEALOVG-KIVOVVOV TOV PUPHOKEVLTIKOD TPOIOVTOC. ZNTEITOL OO TOVG EXAYYEALOTIEG VYELONG VO
avVaQEPOVY OTOLEGONTOTE THAVOAOYOVIEVES AVETIOVUNTEG EVEPYELEG LEGM TOL £0VIKOD GLGTNLATOG
ovapopds tov avaypdeetot oto [Hopdptua V.

49 Yrnepodoooloyia

Ta anotehéopata g vaepdocoroyiag tov GONAL-f gival dyvoota, Tapdro Tov eival EVOEOUEVO VO
eppaviotei OHSS (BA. mapdypago 4.4).

5. OAPMAKOAOTI'IKEY IAIOTHTEX

51 ®@oppokoduvopikEs 1010TNTEG

Ddoappokobepanevtikn katnyopio: Oppoveg Tov PUAOL Kol pLOUIGTEG TOV YEVVITIKOD GUGTIHUATOG,
yovadotporniveg, kwduog ATC: GO3GAOS.

Mnyoavioudc dpdonc

H wobBviaxiotpomoc opudvn (FSH) kar  oypvotpdmog oppovn (LH) exkpivovral and tov tpdcdio
A0B6 T VoL g amdkpion otnv GnRH kot mailovv cuumAnpopatikd poAo oty avarTuén TV
wobvrakiov kat v woppné&io. H FSH dieyeipet tnv avdmtuén tov wobvlokiov Tov wodnkov, evo 1
dpdon ¢ LH eumAiéketon oty avantuén Tov wobuiakiomv, T 6TEPOEIOOYEVEST KOl TV WPILOVOT).
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DopuokodvvauKéc ETOPAGELS

Ta enineda avaotaitivng kot ototpadioAng (E2) av&avovtor petd t yopriynon r-hFSH, ue
EMOKOAOLON EMOy@YN TG avanTLENG TV wobviakiov. H adénon tev emmédmv tng avacsTaitivig
oTOV 0p0 elvar Tayeio Kot pwopei va topatnpndei 10m and v tpitn nuépa yopnynong r-hFSH, evo ta
emineda g E2 yperalovion mepiocotepo ypovo Kot pa advénon mapatnpeitonl povo amd Ty TETaPTn
nuépa g Bepameiog. O ouvoAKog dykog TV wobviakiny apyilel va avéavetol HeTd amd meEPimov

4 ¢ 5 nuépeg kabnuepwng yopnynong r-hFSH «o, avdAioya pe v avtandkpion g acbevovg, to
HEYIGTO QMOTEAEGLO EMLTVYYAVETOL PETA 0md Ttepimov 10 nuépeg amd v Evapén g xopnynong
r-hFSH.

KAwvikn omoteeoHOTIKOTITO KOL AOQAAELNL OTIC YUVUIKEC

e KMVIKEG pedétec, ot acBeveic pe Bapeia avendpkela o FSH ko LH, mpocdiopicOnkav pe emineda
opov ¢ evooyevovg LH < 1,2 IU/1 6nnwc avtn petpndnke o Kevipikd epyactiplo. Evtovtolg, mpémet
va Aapavetor veoyn 6t vdpyel petafAntdtra otig petprioeig LH wov yivovron og dtapopetikd
£PYNCTNPLO.

Xe KMVIKEC PEAETES, OTIC OToieg £yive ovyKpton peta&y g r-hFSH (BuvAiaxiotpomivny diea) kot FSH
Tpogpyouevng oo ovpa oe ART (BA. Tapoakdtm wivaka) katl o€ exoywyn woppnéiac, 1o GONAL-f
ntav mo woyvpo ond v FSH mpoepyduevn amd obpa avapoptkd e T OUNAOTEPT GUVOAIKT] dOON
KoL TN PIKpOTEPT TEPiodOo Bepameiag Tov YPEBGTNKE YO0 TNV TPOKANGN TNG MPILUVGNG TOV
woBvraxiov.

Y& ART, to GONAL-f og pia younAotepn cLVOAIKT 866N Kot Yo KkpOTePT mEpiodo Bepaneiog omd
v FSH mtpogpyopevn and odpa, gixe oav amotéleso Ty Ay LEYUAVTEPOV aPLOLOD MOKLTTAP®V
oe oyxéon pe v FSH mpogpydpevn amd ovpa.

[Mivaxag: Anotedéopata g perémng GF 8407 (tuyoromompévn mapdAiniov opddmv pehétn mov
GLYKPIVEL TNV ATOTEAEGLOTIKOTN T Kot TV ac@dieia tov GONAL-f pe v FSH tov ovpwv ot
TEYVIKEG VTTOPoNBovUEVNC OVATOPUYDYNC)

GONAL-f FSH tov ovpov
(n=130) (n=116)
Ap1Budg Anebévimv mokuTtdpmv 110+£59 8,8+4,38
Amautoduevec nuépeg o T di€yepon ue FSH 117+£19 145+33
Yuvolikn amattovpevn d6omn g FSH 27,6 £10,2 40,7+ 13,6
(ap1Budg puoiyyov FSH 75 1U)
Avaykn avénong g 86onc (%) 56,2 85,3

Ot dpopég petald Tev 2 opadmv NTav 6TatioTikd onpavtikés (p< 0,05) yio OAa ta KpiLThplo oV
mopatiBevot.

KAwiukn omoteleonotikdTnTo Kot dcOAAEL GTOVC AVOPEC

To GONAL-f yopnyoduevo tavtdypova pe hCG yuo dtdotnpa tovAdyiotov 4 pnvav tpokaiel
OTEPUATOYEVEDT] GE (VOpEG pe avemdpkela o€ FSH.

52  ®@appokoKiviTIKES 1010TNTES

Agv VILapyEL POPUOKOKIVNTIKN dAANAETIOpaoT HETAED TG BuAakiotpomtivig dApa Kot Tng lutropin alfa
OTOV YopNYOHVTAL TAVTOYPOVAL.

Koatavoun
Metd v evéoAéPia yopnynon, n Bviakiotpomivr GAQa KATAVELETOL GTO VYPO TOV eEMKVTTAPIOV
YDOPOL e Evav apyiko xpdvo nuicelog {ong mepimov 2 dpeg KO ATOUOKPVVETOL AtO TO GO0 LLE

telkd ypovo nuioetag ong 14 £mg 17 opec. O otabepdg dykog katavoung kopaivetatl omd 9 éog 11 1.
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Metd v vodopa xoprynon, N amdAvtn Prodobecipdtra givar 66% kat 0 avopeVos TEAMKOG
xpOVog Nuicelag Cong kopaivetal and 24 £og 59 dpec. H avoroykotnta g d00mg HeTd amd
VIodopLa Yoprynon katadeiydnke puéxpt 900 1U. Metd and eravolopfavopevn yopriynon, n
Bvlaktotpomivny dApa tputhacialeTol aBpoloTikd eTavovTag o otabepd pvdud péca oe

3 éwc 4 pépec.

Amofoin

H ovvolikn kéBapon givar 0,6 1/dpa kor wepimov 12% g yopnyovuevng d6omg Buiakiotpomivig
Ao amofailetal and Ta ovpa.

5.3 IIpoxivikd dedopéva yia TV a6QarEL

Ta pun KAvikd dedopéva dev amokaAdTTOUV 110iTteEPO Kivouvo Yia Tov avBpmmo pe Bdon Tig
ovpPartikég HEAETEC TOEIKOTNTOG EQATAE KOl ETUVAAAUPOVOUEVOV SOGEMV KOl YOVOTOEIKOTNTOGC,
emmpocheta o 6,11 €L NOM avapepbel oe dAAa TpMpaTo avtg g TIXII.

AvoépOnke HELOUEVT YOVILOTNTO OE EMIUVES TOV EAAPOV PAPUOKEVTIKEG dOGELS BLANKIOTPOTTIVIG
oo (> 40 IU/KgMmuépa) yuo peydleg TepLOdovS, AOY® UEIMUEVNG TKOVOTNTOG COAANYTG.

Xe vynhég 60oetg (= 5 TU/kg/Mmuépa) n Budakiotponivny dAga tpokdiece peimon otov aplBud tov
Plocipumv guPpdmv yopic vo vTapEet TEpaToyEVEST KOl SLGTOKIO TAUPOUOLN, LIE CVTN TOL TOPATNPEITOL
pe v eppmvontovctokn yovadotpornivr (hMG) tov ovpwv. Qotdco, apod 10 GONAL-f dev
€VOEIKVLTAL GTNV KVNOT), TA GTOLYELN OVTA ELVOL TEPLOPIGUEVIC KMVIKNG ONLLOGTOG,

6. OAPMAKEYTIKEX TAHPO®OPIEX
6.1 Katdloyog ekdoymv

IToAlo&opepéc 188

Zaxyopoln

Mebetlovivn

Natpro poopopikd d166Ewo povoidpiko

AwATplo pmo@opikod d1dpkod

U-KPEGOAN

Dwcpopikd 0£H, cuUTLKVOREVO (Yo Tpocapoyn Tov pH)
Natpiov vopo&eidio (Yo mpocappoyr tov pH)

"Yowp yio evéoiua

6.2 AovpPatoéTnTeg

Agv gpappdletar.

6.3 Awdpxera ong

2 ypbévio.

MoAG avorytel, To POPUAKEVTIKO TPOIOV TPEMEL va, puAdcceTal o€ Beppokpacio peta&d 2°C ko 25°C

v 28 nuépec 1o uéyroto. O aohevig TPETEL VO, AVOyPAYEL ETAV® GTNV TPOYEUICUEVT] GUGKEDT] TOHTTOV
névag GONAL-f v nuépa e Tpdng xpnong.
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6.4 Idwitepeg TPoPuLAEELS KOTA TN PVLAEN TOV TPOTOVTOG
dvidooete og yoyeio (2-8°C). Mnv KotoyvyeTeE.

IIpwv amd 0 dvorypa Kot vtdg e didpketog (mNg Tov, TO PUPUUKEVTIKO TPOTOV UITOPEL VoL
@LAAcoeTal EKTOC Yuyeiov oe Beppokpacieg Emg 1o péyioto 25°C yuo pio pepovopévn tepiodo €mg
ka1 3 umvaov. To mpoidv mpénet vo, amopprpbel edv dev Exel xpnoponombel evidg ovTOV TV 3 UNvov.

Awotnpeite 10 TOUA 6T CLGKELN TOTOV TEVAC, Y10 VO, TPOGTOTEVETOL A0 TO PG,
IMa cuvOnkeg pOAAENG KaTd T Xpnon, PAEre Tapdypapo 6.3.

6.5 ®@Vo1 K GVOTATIKA TOV TEPLEKTN

0,24 ml gvéoyov Soivpatog og 3 ml puoiyylo (Yool Tomov 1), pe ndpa eloydpnong epforov
(aAoPovTVAKO EANGTIKO) KOl EVO TTVGGOUEVO TAOLLO. OO AAOVLIVIO HE LLOPO EAUCTIKO GTOULO.

Yvokevaoio ¢ 1 Tpoyeiopévng cuokeung THTOV TEVAS Kat 4 BELOVAOV Y va Xp1GILoTotnfovy yia
XOpNYNON HE TNV TEVOL.

6.6 Idwitepeg TPoPLAGEELS OmOPPIYNS KOl GAAOG YELPLONOG

BA. tig «Odnyieg yprionoy.

IIpv amd v vTOdOPLA YOPNYNON KOt EAV 1] TPOYEULICUEVT] GLGKEDT] TUTOV TEVAG SLOTNPEITOL GE
YUYEiO, 1) TPOYELGUEVT] GUGKELT TUTTOL TTEVOG TPETEL VA Tapapeivel o€ Oepuokpacio dopatiov Yo
tovAdyiotov 30 Aemtd Py amd TNV EVEST], MGTE TO PAPUAKEVTIKO TPOIOV Vo PTAcEL o€ Bgpokpacio
dopatiov. H cvckevun thmov mévag dev mpémetl va Bepuaivetal pe tn xpion eovpvov UIKPOKLUATOV 1
dAdov Beppavticod ctoygiov.

To dudlvpa dev mpémet va, xopnyeital dv TepLEyEl cOUOTIOW 1) OeV Elvar dlovyEc.

KdaBe d1divpa Tov dev £xet ypnoonoindel mpémnel va amoppintetal Oyl apyotepa omd 28 puépec Petd

™V TPAT YPNoN.

To GONAL-f 150 1U/0,24 ml gvéoiuo d1GAvpa 6€ TPOYEUIGHEVT GLOKELT TOTOV TEVAS dEV givat
GYEOUOUEVO, VO EMTPENEL GTO PLGLYYLO VO OATTOGTATOL 1] VO ATOLOKPVUVETOL.

AmoppiyTe TIG YPNOLOTONUEVEG PELOVES AUECHOG LETE TNV £VEDT.

Kda0e aypnoyonointo eapuokentikd Tpoidv 1 DTOAEUUN TPETEL VO OTOPPITTETAL GOUPDVE, LUE TIG
KOTO TOTOVG 10YVOVGEG OYETIKEG SLOTAEELS.

7. KATOXOX THX AAEIAY. KYKAO®OPIAX

Merck Europe B.V.

Gustav Mahlerplein 102

1082 MA Amsterdam

OMavdia

8. APIOMOX AAEIAY KYKAO®OPIAX

EU/1/95/001/036

9. HMEPOMHNIA IIPQTHE EI'KPIXHX/ANANEQXHX THX AAEIAX

Hpepopnvia mpdtng £ykpiong: 20 OxtoPpiov 1995.
Huepounvia tekevtaiog avavémong: 20 Oktoppiov 2010.
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10. HMEPOMHNIA ANAGEQPHXHYX TOY KEIMENOY

Aentopepeic TANPoPopies Y10 TO TAPOV PAPLOKEVTIKO TPOidV gival dtabéoieg oTov dikTLOKS TOTO
tov Evponaikod Opyoavicpod ®apudkmv: http://www.ema.europa.eu.
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1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

GONAL-f 300 1U/0,48 ml gvéoiuo di1dAvpa 6€ TPOYEMGUEVT] GVGKEVT TOTTOV TEVOG

2. IHOIOTIKH KAI ITOXOTIKH XYNOEXH

Kd&Be npoyepuopévn ovokevn tomov névag noAhanidv ddcemv epiéyxet 300 IU (1codvvapa pe
22 pkpoypoupdpia) Bviakiotponivig dApa* o 0,48 ml deAvpatoc.

* avaovvdvaopévn avBpomivn Buiakiotpoénoc oppovn (r-hFSH) mov napdyeton o kdtTtapa wobnkdv
kwvelkov kpikntov (CHO) pe v teyvoroyio avacuvovaouévov DNA

[Na tov AN Katdhoyo Tov ekdoywv, PA. Tapdypapo 6.1.

3. ®APMAKOTEXNIKH MOP®H
Evéoo d1dAvpa o€ Tpoye i EVT] GLGKELT TOTTOV TTEVOC.
Awwyég dypopo didAvpa.

To pH tov dtahduatog ivor 6,7 £wc 7,3.

4, KAINIKEX ITIAHPO®OPIEXZ
4.1 OgpomevTikég gvoeitelg

2TIC EVIMKECS YUVOIKECS

o Avmoppnéia (mov Teptlapfavel To cOVOPOLO TOAVKLOTIKMY MOONK®OV) GE YUVAIKEG TTOV OEV
amoKPIONKOV GE AymYN LE KITPIKN KAoULpaivn.
. [IpoKinon moAvmoBvAaKIKIC avATTVENG o€ Yuvaikeg mov vVtoPdAlovtal oe vtepwoppnéia e

TeyVIKEG vtofonBoduevng avarapaywmyns (ART) onwg eEmcmpatiky yoviporoinon (IVF),
EVOOGOATLYYIKT LETAPOPE YOUETOV KO EVOOGUATLYYIKT LETOPOPE {UYDTOL.

o To GONAL-f g cuvdvacud pe 1drockedacuo Tov TepEyel wypvotpodmo oppovn (LH)
gvdeikvutal yia T 01€yepon g avamTuéng Tov mobvAiakiov og yuvaikeg pe Papeia avemdprelo
LH xon FSH.

2T0VC EVAMKOUC AVOPEC

. To GONAL-f evdeikvotat, yio T d1€yEPON TNG CTEPLATOYEVEGTC GTOVE AVOPEG TOV EXOVV
GULYYEVN N EMIKTNTO VITOYOVOSOTPOPIKO VTOYOVASICUO GE GVVIVLAGUO e Oepameia e
avOpdmvn yopraxmn yovadotpomnivr (hCG).

4.2  Aocolroyia Kal TpOTOC YopyNoNS

H swoaywyn og Ogpancio pe to GONAL-f Oa npémet va yiveton vmd v enifreyn worpov Eumelpov o1
Oepamneio SraTapaydV YOVILOTNTOG,

O1 aoBeveic Tpénet va epodacToVV [E TO GMOTO aPlBd GLUOKELGV TOTOV TTEVAS Y10 TOV KOKAO TG
Oepameiog TOVE Kol Vo EKTOOEVTOVY GTI XPHOT TOV COCTOV TEYVIKOV EVEGNG,.
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Aocoloyia

Ta 6060A0YIKA GYHLOTA TOV GLGTHVOVTAL Y1, T XopNynor tov GONAL-f eivar exeiva mov
xpnoyonotovvtot yo v FSH mov mpoépyetat and ovpa. Kiwvikn a&ordynon tov GONAL-f
OmOdEIKVOEL OTL O1 NUEPNOLEG OOGELS, TA GYNLLOTA XOPNYNOEMS Kot 01 LEB0dOL TapaKolovOnong NG
Bepamnciog dev Oa mpémetl va Sapépouv amd EKEIVEC TOL YPNGILOTOLOVVTOL TPOG TO TOPOV Y10l TO,
QOPUOKELTIKA TTPoidVTa 0Vp®V oL TepEyovv FSH. Xuviotdtot 1 CUPUOPP®ON GTIG GUVIGTMUEVES
d00ELg EVAPEEWMS TOV TEPTYPAPOVTAL TAPAKATO.

2UYKPITIKEG KAVIKEG peAéteg £xovv deitet 0TL 0 pécog asBevng amartel younAloteprn abpototiki d6om
Kot pkpotepng duapketag Oepaneio pe GONAL-f oe avykpion pe FSH mpoepydpevn amd ovpa.
Emopévaog, Bewpeiton avaykaio va do0ei pio younAdtepn cvvoiikn d6omn tov GONAL-f and avti mov
vevikd ypnowonoteitat pe tnv FSH wpogpydpevn amd ovpa, 6yt Lovo yia 1 PerTicTonoinon g
ovamTuEng TV wobvAakiov aAld Kal yio TV EAAYIGTOTOINGCT TOL KIVOUVOL avemBOUnNTg
VIEPOIEYEPONG TV wobnkdv. BA. mapdypagpo 5.1.

KoatadelyOnke Pro-tcoduvapio petald 10000vVapmy 00GE®V TG TAPOLGINGN S LOVOIOoTG Kot TNG
napoveioong tolanidv d6cemv Tov GONAL-T.

Tvvaikec ue avwoppnlio (rov mepiloufiavel kai cOVOPouo TOIVKDOTIKOY WoONK®V)
To GONAL-f pmopet va xopnyn0ei og pia oeipd amd kadnpuepivég EVEGEIC. X YOVOIKEG Le ELUNVN
poon 1 Bepaneio TpEneL va apyicel EVTOG TV TPOTOV 7 NUEPDV TOV EUUVOPPLCLOKOD KOKAOV.

Mo, aymyn mov ypnoomoteitar cuvinbmg apyilet pue 75 émg 150 IU FSH nuepnoing kot avédvetan
Katd Tpotipunon katd 37,5 f 75 IU pe pecodiaotipata 7 1 Katd wpotipnon 14 nuepdv avaroya e
TIC OVAYKES Yo TNV €MTEVEN €MapKOVS OAAG Oyt vtepPoiknc omdkpiong. H Bepancia mpénet va
TPOGOPHOCTEL 6TV eEATOLUKEVEVT ATOKPIoN TNG KAOE 060evong dwg allodoyeitat Pe LETPNON TOV
pey€boug tov Buiakiov pe vITEPHOLVS /KL TNG EKKPLoNG oloTpoyovey. H péylotn nuepnoia doon dev
vrepPaivel cuvnbwc ta 225 IU FSH. Edv o acbevig dev avtanokpifel emapkmg petd ond

4 gBdopddec Bepameiog, o KOKAOG TPEMEL va. eykaTolelpBel Kot 1 acBeving Tpémet vo vroPAnOel o
TopoITEP® aE0AOYN oM, HETA amd TV omoia umopei va Eavapyicel Oepameio pe peyaAdbtepn apyikn
d00M om' 0,TL 6TOV EYKOTUAEIPOEVTA KOHKAO.

Otav emrevybet EATIoT avTidpoon, pia epdmos Eveon 250 LIKPOYPOUUOPIOY avacLUVOLOGUEVIC
avBpamvng yoplakng yovadotpomivng aAga oppovng (r-hCG) i 5 000 TU péypr 10 000 TU hCG mpémer
va xopnynOei 24 £mg 48 mpeg petd anod v televtain Eveon GONAL-f. Zvviotdratl otnv acbevi| va
éM0gL e cuvovaio katd TV Nuépa ¢ yopnynone hCG kot v exduevn nuépoa. Evailoktikd, umopel
Vo, YIVEL GTTEPUOTEYYVOT).

Edv emtevybei vrepfolikn avtidpaon, n Ospaneio mpémel va dtaxonel kat va pn yopnyndei hCG
(BAéme mapdypago 4.4). H Beponeia mpénet va Eovopyicel 6Tov ETOIEVO KUKAO G€ dO0T YounAdtepn
amd €KELVN TOL TPOTYOVUEVOL KUKAOV.

Tvvaikec mov vrofdiloviau ae diEyepan twv wodnkwy yia avarrvén mollamdav wobviakiwy wp1v amo
TNV in Vitro yoviuomoinon 1 aAreg teyvoloyiec vmofonfoduevic avomropoywync

H cvviifng docoloyia yio viepwoppnéia mepthapfavel ™ xoprynon 150 éwg 225 IU GONAL-f
nuepnoimg, Eexvmvtog v Nuépa 2 1 3 tov kokAov. H aymyn cvveyiletar puéypt va emitevydet
EMOPKNG AvATTVEN TOV MOBVAOKIOL (OTWC EXTILATAL [LE TOV EAEYYO TNG GLYKEVTIPMGNG OLGTPOYOVOV
oToV 0pd /KO PLE VITEPXOYPAPT LX) KOl 1] d0c0A0Yin TPOooapUOLETOL OVALOYA [LE TNV ATOKPLOT TNG
aoBevoig, cuvinbmg péypt 450 IUMpépa to péytoto. N'evikd, wovomomTiky avdmtuén Tov wobvAiakiov
gmTvyydvetal Kotd péco 6po t 10" nuépa g aymyng tov kKuklov (€0pog 5 émg 20 nuépeg).

24 ¢mc 48 mpec petd v terevtaia Eveon GONAL-f yopnyeitoun epana éveon 250 pukpoypappapiov
r-hCG 711 5 000 IU émg kot 10 000 IU hCG yuo tnv mtpdxinon g pnéng tov wobviakiov.

H mpog o kbt pubuon pe ekhvtik oppovn tov yovadotpornvayv (GnRH) ayovictégn

OVTOYOVIOTEG YPNOLHOTOlEITOL CLVIHBMC [Le 0TOYO TV KOTAGTOAN NG evooyevovg LH kat tov éheyyo
TV ToVIK@OV emmédov g LH. e éva cuvnbiouévo tpwtokorro, to GONAL-f Eekivd mepinov
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2 eBdopdideg puetd v Evapén g aymyng e oymvioTés Kot cuveyiloval Kot o Vo PéEYpL vol
emrevydel emapkng wobviakikn avamrtoén. ['a mapdadsrypo, petd v aywyn 2 foopddwy e Evav
ayovioty, yopnyoovvtot 150 éwg 225 IU GONAL-f yia tig 7 tpmdteg nuépec. H docoloyia ot
ocuveéyeln Tpocaprdletar avaioya pe TV ®oONKIKN andkpion.

H ovvolikn| epmepio otnv IVF delyvel 011 yevikd T0 m0c0GTO £MTLUYiNG TNG OLY®YNG TOPAUEVEL
otabepd KT TN SIAPKELD TOV TPDOTOV 4 TPOSTUOEIDV Kol LetdveTaL Babundov GTic ETOUEVEG.

Tvvaikec ue Papeio avendpreio LH xou FSH

X yovaikeg pe avendpkele LH kot FSH, o otoyoc ¢ Oepaneiag pe GONAL-f o€ cuvdvacpo pe
10100KELAG L TTOL TTEPLEXEL MY PLVOTPOTO 0puodvn (LH) elvar n mpomOnon g avémtuéng tov
®obBvrakiov akoAovBovpevn amd TV TEAKT ®PILOVOT, KATOTLY YOPHYNoNG 0vOpOTIVIG YOPLOKNG
yovadotpomnivng (hCG). To GONAL-f mpénetl va yopnyeital oe kOKAO KaOnpepvaov evécemv
tavtoypova pe lutropin alfa. Edv n acBevnig eivor apnvoppoixn kot epeavilet yopunin evooyevi
£€KKP1OT 015TPOYOVOV, 1) Bepameio LTOpel va apyiceL 0vi TAGH YPOVIKT CTUYL.

To cuvictdpevo Bepamevtikd oynua apyiCet pe 75 IU lutropin alfa v nuépa, oe cuvdvaoud pe
75 €mw¢ 150 IU FSH. H Oepancia mpémet vo eEATOUKEVETOL AVAAOYWOS TNG AvVTATOKPIOT G KaOE
acBevoig, n oola aglohoyeiton pe pétpnon tov peyébovg tov wobviakiov, pécm
VIEPNOYPOUPTLLATOG KAL TNG OLGTPOYOVIKNG OVTATOKPLIONG,.

Edv BewpnBel avaykaio pa avénon g 66ong g FSH, n mpocappoyn tg d6ong mpénet vo yivetot
KOTA TPOTiPNoN HETA amd dwuothpata 7 £0¢ 14 nuepdv Kabdg eniong Kot 6€ TPOCAVENGELS TV
37,5 éw¢ 75 TU. Evdgyopévmg va eival amodekt 1 mopdToct TG SIUpKELNS O1EYEPCEMG OE OTO10
UELOVMIEVO KOKAO EmG Kat 5 fdopddec.

Orav AapPavetor n PELTio avtamokpion, Oo tpémetl va yopnyeitol pio epdmas Eveon

250 pkpoypappapiov r-hCG 1 5 000 1U émg kot 10 000 1U hCG 24 éwc 48 mpeg petd tig televtaieg
gvéoelg GONAL-f ko lutropin alfa. Zvviotdton n acbeviig va épbet o oe€ovalikn enapn v ido
nuépa kot tnv emopévn g yopnynong hCG. Evailaxticd, pmopel vo yivel eviountpiky
onepuatéyyvon M o dAAn dodikacio wrpikd vrofondovuevng avamapaymyng Le Baor v Kpion
TOV 1TPOD Y10 TNV KAWVIKY TEPIMTMON).

H vrootpi&n g oypwvikng pdoemg pumopel va Anedei vadyn kabott 1 amovcio ovcidv pe
wypwvotpomo dpactnprotnta (LH/HCG) petd v moppnéia pnopei vo TpoKarESEL TPOLUN AVETAPKELL
TOVL WYPOV COUOTIOV.

Edv mapatnpnBel vrepPfoinn avtamorkpion, 1 Oepaneio mpénel va SloKomel Kot vo, avooToAEL 1)
yopnynon hCG. H Bepancio mpénet va apyicel mdAl tov endpevo kokio pe d6on FSH yauniotepn and
gkeivn otov Tponyoduevo kbkio (BA. mapdypago 4.4).

Avipec 1e vToyovadoTpoPIKO DTOYOVAIIoUO

To GONAL-f Oa wpénel va yopnyeital o€ pia d6om tv 150 IU tpeig popég v efdoudda,
tavtoypova pe hCG, yia éva oo TOLAGYIOTOV TEGGAPOV UNvedV. Edv dev vdpyetl amokpiorn Tov
ao0evoug PEeTd TO TEPUG OLTNG TNG TEPLOSOV, 1| GuVOVOCUEVT Bepaneia Oa pmopovoe va cuveylebein
TpEYOVGU KAVIKY eumelpia deiyvel Ot Bepameia TovAdyiotov 18 unvodv sivar amapaitntn yio vo
emtevybel omepuatoyéveon.

Edwoi mAnBvopoi

Hlkiowuévor
Agv vrapyet oxetikn xpnon t1ov GONAL-f otov nlikiopévo minbucpd. H acedieia ko n

amoteleouatikotnta 100 GONAL-f dev £xovv tekunpiwbei oe niikiopuévoug acbeveic.

Negppixn 1 nratikin avendpkelo
H acpdieia, 1 aroteAecpoatikdtnta Kot 1 eopuokokivintiky 1ov GONAL-f dev éxovv texpunpiodei o
aoBeveic [Le VEQPIKN | NTATIKN AVETAPKELQ.
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THoudiozpixoc tinBvouoc
Agv vapyet oxetikn xpnon tov GONAL-f 6tov moidiatpikd minbuoud.

Tpomog yoprynong

To GONAL-f npoopiletar yio vodopia ypnon. H éveon npémel va yopnyeitan tnv iduo dpa
KaOnpepva.

H mpdtn éveon tov GONAL-f Oa wpénet va mpaypatoroleital vd aueon wtpikn exifieyn. H
avtoyopnynon tov GONAL-f Ba npémet va mporypotomoleitor HOVO Gg EVAILEPOVS Kot TPOBVLLOVG
ao0eveic, ETOPKOC EKTOOEVIEVOVG Kot [LE dpeon TPOGPacT 6 GUUBOVAELTIKN VTOGTHPIEN ELOTKOV.

Kabdc 10 GONAL-f g mpoyeiolévn GUOKELT] TOTOL TEVOG LE PUOTYYL0 TOALUTADY dOGEWY

npoopiletar Yo TeplocdTEPEC 0o pio evéoelg, Tpémetl va divovtan EekdBapeg 0dnyiec otovg aobeveic
LE GKOTO Vo amoPeLYDel EGOAAUEVT] YPNOT TS GLOKEVAGIOG TOAAATADY SOCEWV.

IMo 0d1yieg oYeTIKA Pe TN YOPNYNON HE TN TPOYEUICUEVT] CLGKELT] THTTOV TEVAS, PA. Tapdypapo 6.6
Ko T «Odnyieg ypnongy.

4.3  Avrevositeg

. vIepELOICONGia 6T SPOCTIKN 0VGIN 1) G KATO0 Ad T, EKOYM TTOV OVUPEPOVTAL GTNV
mapdypogo 6.1.

. 0YKOl 6TOV VIOBAANLLO 1) GTNV LITOPLOT)

. G€ J10YK®MOT moONK®V 1 ®oBNKIKY KOGTN oL deV GYeTICETOL [IE TN VOGO TOAVKVGTIKOV
®oNKdV Kot tvar dyvwotng TpoéAenong

. GE YUVOIKOAOYIKEG OULOpPOyies GyvmaoTtng TpoEAevong

. o€ Kapkivoua mobnkng, unTpag 1 pootoo.

To GONAL-f avtevdeikvotal dtav dev pmopel va emitevyBel emtuyng omdkpion Onme:

. TPOTOTAONC ®OONKIKY avemdpreLn

. dvomAacieg TOV YEVWNTIKOV 0pYAvmV 0GOUPOTEG LE KOToN
. WOLLOUATO TNG LATPOS AcOUPATO LE EYKVLLOGUVT).

. TPOTONAONC OVETAPKELD OPYEDV.

4.4  E101kéc TPOELOOTONGELS KUl TPOPVAAEELS KATA T1| Y p1on

Iyymhlaowotnto

ITpoxeévov va, BeATimBel 1 tyvnAQGILOTNTO TV BLOAOYIK®OV QUPUOKEVTIKOV TPOTOVT®V, TO OVOLLN
KoL 0 0plOUOG TOPTIOAG TOV YOPTYOVULEVOL PAPLAKOV TPEMEL VO, KATOYPAPETAL LLE GUPTVELL.

T'evikn] cbotoon

To GONAL-f givat pua ioyvp1] yovadoTpomog ovucio Tov ival IKOvN Vo TPOKAAEGEL LETPLEG EMG
coPapéc avemBuUNTEG EVEPYELES KOl TPETEL VAL YPNCLOTOLEITOL HOVO AId 10TPOVS TOV Eival TATP®G
€EOIKEIMUEVOL LIE TO TPOPANLOTO KL TO XEPLOUO TG VTOYOVILOTNTOC.

H Bepancio pe yovadotpomivn amottel Pio GUYKEKPLUEVT XPOVIKT EVOCTYOANGCT OO TOVG 1LTPOVS KOl
TOVG EMAYYEAIATIEG VYELOG OTTMOC KL TNV VTOPEN TOV KATOAANA®V opYdvov Tapakoiovdnone. H
0oQOANG Kot amoteleopatikn xpnon 1ov GONAL-f o1ig yovaikeg amortel Ty mapakorovonon g
®OONKIKNG aVTATOKPIONG LOVO LE DTTEPNYOVG, 1) KATA TPOTIUNGT GE GLVOLACKUO UE TNV TOKTIKY|
UETPNON TOV EMTEI®V O1GTPOUSIOANG TOL 0pov. Mropel va vtapEet kdmotov Padpod petafintoTnta
peta&y acbevav oe oyéon pe v avtondkpion ot yopriynon FSH, pe avemapxn avtamdkpion otnyv
FSH ¢ opiopéveg acbeveig kot vepPoiikn avtamdkpion oe drrec. [Ipénet va ypnoiponoteitol n

56



YOUNAOTEPT] ATOTEAEGLOTIKY 0OGT GE GYECT LE TO GKOTO TG Bepameing TOGO GTOVG AVOPES OGO Kot
OTIG YUVOUKEG.

Iopoupia
Koartd ™ dwdpxeta ¢ Oepancioc pe GONAL-T, acBeveic pe mopoupio 1 e 01KOYEVELNKO 1GTOPIKO
Topeupiog TPEMEL va TapakorovBodviat otevd. Evdeyopuévmg va ypelaotel diaxomn g Oeponeiog oe

emdeivwon N TpOTN EKONAWMOT QVTHG TNG KATAGTAOTS.

Oepameiot GTIC YOVOIKES

IIpwv v évapén g Bepaneiag, 1 vroyoviudTHTA TOL {EVYOLG B Tpémel va Exel a&loloynOel kat va
&yovv extiundei o1 mbavég avtevoei&elg yio kimon. Ewdwotepa, ot acbeveic Oa mpénet va e&etoctody
Y10 VTOBVPEOEISIG O, PAOLOETIVEPPLOLOKT] OVETAPKELLL, VIEPTPOAUKTIVOLIIO KO TPETEL VOL EQUPULOOTEL
1N KATAAANAN e€e1d1KEVLEVT Ay @Y.

Acbeveig mov voictavtol diéyepon ¢ avamtuéng Tov mobviaxiov gite og Bepameio vIOYOVILOTNTOG
opeduevng og avooppnéia eite wg Bepaneieg ART, umopel va Tapovcidcovy vrepdloyKmon
wobnkav N avamruén vrepdidyeponc. H tpnomn g mpotevopevng d0omg Kot Tov TPOTEWVOUEVOV
Tpomov yopnynong tov GONAL-f kabmg emiong kot 1 otV mopoakodlovdnon g Bepanciog Oa
EAOYIOTOTOMGEL TNV EUEAVIOT) TETOL®V GLUUPBAVT®V. [0 TNV axpPn KoTavonon TV SEKTOV TNG
avamTuéng Kot opipoavong tov Buiakiov, o 10Tpdc Ba Tpémel va givol EUTELPOC GTNV EPUNVEIN TOV
OYETIKDOV EEETAGEWV.

Xe kKMvikég peréteg, amodeiydnke 6t1 10 GONAL-f av&dvetl v gvaicOncio tov wodnkov dtav
yopnyeiton pe lutropin alfa. Eqv 0ewpnBei avaykaio po adénon g 06omg ¢ FSH, n mpocappoyn
NG 060NG TPEMEL VA YiveTal Katd TpoTiunon o dtactiuata 7 éog 14 nuepdv kabng eniong Kot og
mpocavéncels tov 37,5 émg 75 1U.

Agv €yer yivel aueon ouykpion t@v GONAL-f/LH évavtt g avOpdmivng ELUNVOTOVGIOKNAG
yovadotponivig (hMG). H avadpopkn oOykpion pe maiordtepa ototyeio vrodetkviet OTL TO T0GOGTO
woppnélmv mov apatnpeitar pe GONAL-/LH eivol mapepgepéc pe avtd mov Aappaveror pe hMG.

20vdpouo Ymepdiéyeponc twv Qodnkwv (OHSS)

Kdamow S10ykmon tov wobnkdv eivar pia tpoPAendpevn enidpaon tng eAeyyOUEVNG WOOMNKIKNG
déyepong. Iapatnpeitor mo cvyvd o€ yovaikeg pe GHVOPOLO TOAVKVOTIKGOV MOONK®V Kot cuviBwg
vroywpei ywpig Oepamneio.

Alopopetikd amd Vv amin d1dykwon Tov wodnkav, to OHSS eival pia katdotacn mov propel va
eneavictel pe drapopetikovg Baduovs Papdtrag. Xapaktnpiletatl amd 0101TEPMOS SIOYKOUEVES
®oBNKeS, VYNAA eTITEDD GTEPOEWODY TOV PVLAOV GTOV 0P Kol LENUEV AYYELOKT] SIATEPOTOTNTO TOV
UTOPEL VOL 001 Y OEL GE CLGGMPEVCT| VYPADV GTO TEPLTOVALO, GTOV TAEVLPLTIKO YDPO Kol GTOVIMG OTIG
TEPKAPOUKES KOTAOTNTEG,

H axérovbn cvuntopoatoroyio propel va mapatnpndet oe coPapéc nepurtmoeig OHSS: kothoxd
GAYOC, KOIALOKT O10YK®OT), VITEPPOAIKN SOYK®OOT TV 0OONKOV, adENGT) TOL COUATIKOV BAPOVC,
dVGTVOLa, OALYOLPI KOl YOGTPEVTEPIKA GUUTTMLOTO TOV TEPIAOUPAVOLY VauTia, EUETO KOl S1ippola.
H dwvu) e€étaon pmopel va dei&et vrooykoaipio, apLoGVUTOKVOGT], SOTOPUYEG NAEKTPOAVTAV,
0oKITN, APOTEPLTOHVALO, TAEVPITIKEG SINONGELC, VOPOBdpPaKa 1 0Eeia avamvevoTikn dvoyépeta. TToAd
ondvia, to OHSS cofapov Babuov pmopel va mtepurieybel and cvotpoen wodnkdv 1 Bpopfospforikd
EMEIGOO10 OTMC TVEVUOVIKT] EUPOAT], IOYOIUIKO OYYELOKO EYKEPOAIKO ETEIGOO10 1| EUPPOYLLL, TOV
HooKapdiov.

AveEdpmnrol Tapdyovieg Kivovvov yio v avantuén tov OHSS cuourepilapfavouvy veapn niia,

adamn palo cOUUTOS, GOHVOPOLO TOAVKVOTIKGOV 0oONK®V, vynAdTePES dOGELS EEWYEVDV
YOVOSOTPOTIVAOV, VYNAG 0OALTA 1] TAXEMG ALEAVOUEVH ETITESN OLGTPUIIOANC 0POV KOl TPOTYOVLEV,
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eneiodoio OHSS, peydro apBpd avantvocdpuevov wobviakiov otig modnikeg Kot ANy peydiov
ap1OpoD WOKLTTAPWOY 0 KUKAOVE Vtoonbovuevng avamapaymyng (ART).

H mpnon mg cvuvictdpevng 36omg kot Tov TpwtokoAlov yopnynong tov GONAL-f umopet va
TEPLOPIGEL GTO ELAYIOTO TOV KIVOUVO VIIEPIIEYEPONG TOV WOONKDV (PAETE Tapaypdpovg 4.2 kat 4.8).
SVVIGTATOL 1] TOPOKOAOVONGN TOV KOKA®V S1E€YEPONG LEG® VITEPTYOYPUPTLUTOC, OTIMS ETIONG
UETPNOELG TNG OLGTPUSIOANG Y10 TNV TPDUUT CVAYVOPLoT] TOV THPUYOVI®V KIvODVo.

Ymrdpyovv arotyeio mov tpoteivouv twg n hCG mailel éva onpoavtikd pdro oto va tpokorésel OHSS
KoL 0TL TO GOVOPOUO Umopel va, gival o coPopd Kot Topatetapévo v ovuPei komon. Eropévac,
otav gppavitovral onueio ®odnKIKNG vIepdIEYEPONS OTMS EMIMESO 016TPAdIOANG opov > 5 500 pg/ml
1 > 20 200 pmol/l /xon > 40 woBvrakio cuvorkd, Tpoteivetar va pun yopnyeitar hCG kot va
GUVICTATAL GTNV AGOEV 1] OTOPLYN GLVOVGIAG 1] 1| XPNOT AVTIGVAANTTIK®V HeBSdWV Qparyov i

4 tovAdyiotov nuépec. To OHSS pnopel va emdevmbel tayéws (viog 24 mpav) 1 katd ) didprela
UEPIKDV MUEPDV G€ Papeia 1Tpikn KATAGTACT. AVTO epeavileTal GUYVOTEPO LETA TNG SLOKOTT TG
oppoviKng Bepameiag Kot pBAvel otn péyiotn cofapdtnto o€ TEPITOL ENTA MG dEKA NUEPES LETE TN
Oepaneio. Enopévac, ol acbeveic npémel va mapakolovbovvtal yio TovAaylotov 600 efooprades petd
™ yopfiynon hCG.

>mv ART n avappognon tov wobvrakiov mtpv Ty moppnéia Umopei va HEIDOGEL TN GLYVOTNTA
EUPAVIOTG TG VTEPIEYEPTG.

To OSHH 7mov 1 pétpiov Pabpod cuviBwg veietor avtopata. Edv cuoppet OHSS cofapod Babpov,
ocvviotdral vo dtakonel 1 Oepaneio pe yovadotponiveg epdcov cuveyiletat kot 1 acbevig va eloaybel
G€ VOGOKOLEID KOl va, EEKVoEL KOTAAANAN Oepameio.

Lo/vdvun konon

e aoBeveig mov voPdAilovtal og emaywyn woppnéiag, 1 cvyvOTNTA TOAHIVUNG KUTONG Elval
avénuévn o cOYKPLoN UE T PUOIOA0YIKY cVAANYM. H mAstoymeia Tov ToAvddpmv Kunoemv givat
didvpeg. H moAvduun komeon, dtaitepa ekeiviy vyming katdraéng, cuvodedetol amd avénuévo Kivovvo
AVETOOUNTOV ATOTEAEGUATOV TOGO KOTA TN UNTPIKN 060 Kol GTNV TEPLYEVVITIKT| TEPI0d0.

T"a va gehayiotomonBel o kKivouvog ToOAVSVIOV KUGEMG, CLVIGTATOL 1] TPOCEKTIKN TAPUKOAOVONGoN
NG OVTATOKPIONG TOV WOONKOV.

e acbBeveig mov vroPdAroviar oe dwadkacieg ART, o kivovvog Tng moAvdvung Kuncews oyetileTon
Kupig Ue ToV aptOpd Kot TNV To0TNTO TOV LETAPEPOUEVOV EUPPVOV KOBMG Kot TNV NAwia Tng
acBevoug.

Ot aoBeveic Ba mpémet va evnuep@vovtal yio Tov Thovo Kivouvo moAludvpon KunMoemg Tpv omd TV
évapén g Bepamneiog.

Arwieia kbnong

H ocvyvomto ¢ andAielog komong pe omofoin 1 autopatrn EKTpmaon eivat vynAdTepn o€ 0oOeVEig
7ov VToPaAlovtal o€ d1€yepon @oBLANKIKNG avAmTLENG Yo eraywyn TG woppnéiog n ART an’ 6,11
UETA ATtO QUOIOAOYIKY CUAANYM.

Extonn xvonon
Ot yovaikeg L 10TOPIKO VOGO T®V GOATIYY®V PpioKoval 6€ Kivouvo EKTOMNG KUNGEWMG it €V M

Komon &yel emrevyBel pe avtopatn cOAANYN 1 Katdny Oepaneiog vroyovipotntoc. ‘Exel avapepbel
TG 0 EMTOAAGIOC TNG £KTOMNG KON oG Hetd amd ART givar vynAdtepog amd 6,11 6T0 YEVIKO
TANOvoLO.

Neomhagiec Tov avamopaywykod cootiuoTog
Yépyovv avaKoVOGELS Y10l VEOTANGIEG TOV MOBNK®V Kot AAAEG VEOTTANGIEG TOV AVATAPOLYWYTKOV
GUOTNHOTOC, KAAONOELS Kal U, 0€ YOVOiKeg TOL £x0vV VITOPANOEl og TOALATAG OepamenTiKd oyt
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v ™ Bepoameio TG vToyovipdTNTag. Agv £yl akOun damioTmbel €dv o1 yovadotpomiveg avEdvouy 1
Oy1 ToV KivOUVO T®V OYKOV 0VTMV GE YOVOIKEG LLE VTOYOVILOTNTA.

20YYeveic OvaUopPLES

O emumoAao oG TV cLYYEVDV dSLoopPLdV LeTd amd ART pmopel va givon ehappdg vymidtepog am’
0,TL T LGIOAOYIKT GUAANYT. AVTO TIGTEVETOL TG OQEILETOL GE SLUPOPES GTO YUPAKTNPIOTIKE TV
YOVEQV (.. MAKIO UNTEPAG, YOPAKTNPIOTIKA CTEPLOTOC) KOl TIG TOADOVUEG KUNGELG.

Opoufoeupfoiira emeigddia

e yovaikeg pe mpdoeatn 1 tpéyovoa OpopufoepPfoikn voco 1 yovaikeg 6mov yevikd ovayvopilovtol
TAPAYOVTEG KIvOLVOL Yo Opopfogpforid enelcodia, OTMG TO TPOSOTIKO TOVG 1) TO OIKOYEVELONKO TOVG
16TOpIKO, 1 Oepomeia e YovadoTpomiveg umopel va avENcel Tepattépm Tov Kivouvo emdeivmong 1
EUPAVIONG TETOLOV €100VG EMEIGOSIMV. LTI YOVAIKEG AVTEC, TA OPEAT] TNG XOPNYNONG YOVASOTPOTIVDV
npénel va otabpifovral Evavit Tov Thavav Kivdivay. ZnUeudveToL Tmg 1 idto 1 Kinon 0Tmg Kot To
OSHH eriong épovv Evav avEnuévo kivovvo yio Bpoppoepforikd emeicdota.

O¢gpamneio 6oV GvOpeS

Avénpéva enineda evdoyevovg FSH eivan evoeiktikd tpotonaboic avendpkelag Opyewv. Avtoi ot
aocBeveig 6ev avtamokpivovtar ot Oepancioc GONAL-f/hCG. To GONAL-f dev mpémel va
YPNOLOTOLEITAL OTOV OEV Elvar duvatd vo ANeOel AmoTELEGUATIKY OVTATOKPLON.

ZuvioTdTon avaAVGeT TOL oTEPHOTOC 4 ¢ 6 pveg petd v évapén g Bepameiog og péPoc g
EKTiEMONG ™G avTamdkplong ot Bepaneio.

IIepeyduevo og vatplo

To GONAL-f mepiéyet Ayotepo and 1 mmol vatpiov (23 mg) avd d6om, givar ovtd mov ovopdiovue
«eAebBepo vatpiovy.

45  Aliemopaocsig pe AL QUPUOKEVTIKA TPOIOVTA Ko GrAheg popeés aiinleniopacng

Tavtodypovn yoprynon tov GONAL-f pe Ao @oppraKeLTIKG TPOIGVTO TOV YPTCLLOTOIOVVTOL Y10, TN
déyepon g woppnéiag (w.y. hCG, kitpikn Khoppaivn) propel va EVOUVOUMGEL TNV ATOKPIST] TOL
woBvroxkiov, evd 1 Tawtdypovn xpron tov GnRH ayovictdv 1 avtayoviotdv mov 0dnyovv otnv
amevaiodntonoinon g voPuong uropet va avénoet m d6omn tov GONAL-f mov yperdleTon o va
dnuovpynoet exopkn wobnkikn amoxpion. Kapio GAAN KAVIKG oMUOVTIK 0AANAETIOPAOT POPUAKOD
dev éxet avapepei yuo t Oepaneio pe GONAL-T.

46 TovipdétnTa, KHNGN KO Yolovyio

Kvnon

Agv vtapyovv gvdeitelg yio ) xpnon tov GONAL-f kotd T didpkela g eyxopocvvnge. Ta dedopéva
OO GYETIKG TEPLOPICUEVO aplBUd eKBECEDV KATA TN SLIPKELR TNG EYKVUOGUVNG (TEPITTAOCELS EKPOoNG
gykvpooHvng Aryotepec omd 300) kotadetkvoouy T Un Hapén GuYYEVOVY SIOUAPTUPIOV 1| TOEIKOTNTA

070 EUPpvo/veoyvo amd T ypromn g BvAaxioTpomivng GApa.

e uehéteg oe (oo, dgv mapatnpnonke enidpoon tepotoyéveonc (BA. mapdypago 5.3).

Ta KAvikd oTotyeio dev TapkobV Yo Vo amokAEIoTEL 1) emidpaot tepatoyéveong tov GONAL-f og

nepintwon £kfeong katd T S1GPKELN TNG EYKLHOGVHVIG.

Oniaopdc

To GONAL-f dev evdeikvutat katd tn d1dpKeld Tov OnAacpov.
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Tovipdtta

To GONAL-f gvdeikvutot yuo, yprion oty vroyoviudmto (PA. mapdypapo 4.1).
4.7 Emopacelg 6TV tKavOTITO 001]YN61)S KO XEPIGHOD P ovipndToy

To GONAL-f dev &xet kopio 1 £xel aoUOVIN EXIOPACT OTNV IKOVOTITA 0ONYNONG KoL YEPIGUOD
unyovnudtoy.

4.8  AvemOovunteg evépyeleg

IIepiAnyn Tov TPOEIA acAAELNC

O avemBopnteg evépyeteg mov avagépdniay pe T peyaddtepn ovyvotnta efval keporolyic, KOOTER
®OONKOV Kal TOTIKEG AVTIOPAGELS 6TO onEio TG éveong (T.y. AAYos, epuBpOTNTA, LOAMTOC, OldN U
N/xat epebiopdg oto onueio g Eveong).

Avapépinke cuyva Nmov Emg pétprov Paduov cuvdpopo vrepdieyepons tmv wobnkdv (OHSS) kot
npémel va BempnBel eyyevig kivovvog tng dtadikaciog diéyepong. oPapov Pabpod OHSS eival oyt
ovyvo (BA. mapdypogo 4.4).

IToAb omdvio umopei va eppaviotei Opoppoepporioudc (Pr. Topdypago 4.4).

Katdloyog avemBountwmv evepyeidv

Ot ax6AovBot opiopol 1yvovV yio. TNV 0poroyia cuyvotnTag OV Ba Ypnoomondei €1 To €ENG: TOAD
ovyvéc (>1/10), ovyvég (>1/100 £mg <1/10), oyt cuyvég (=1/1 000 émg <1/100), ordvieg (>1/10 000
¢mg <1/1 000), moAd omdvieg (<1/10 000).

Oepameio. GTIC YOVOIKEC

A1aTapayéc 100 avoeoToINTIKOD GOGTHUATOC
IToA0 ordvieg: "Hmieg €m¢ coPapéc avidpdoelg vrepevaicneiog, copneptiaufovouévov
AVOQUAAKTIKOV OVTIOPAGE®MY KOl GOK

A10T0p0YEC TOV VELPIKOD TLOTHUATOC
[Tolv ovyvéc: Kepoiodyio

Avyyeiaxéc dioropoyéc
IToA0 ordvieg: OpouPoepporicudc (1060 o GLoYETION UE 060 Kt Eeymplotd amd to OHSS)

Aratapayéc tov avarvevatikob cvatiuatoc, 1ov Odparxo kal Tov uecobwpaxiov
IToA0 ordvieg: [Mapo&uvon 1 emdeivaon Ppoyyikod doduotog

Aratopayés 100 yooTpeviepikot
Yoyvéc: Kotmakd aiyog, kothakd Tpnéylo, kotAlokr dvspopia, vavTtio, ELETOS, S1PPOLO

A10T0p0YEC TOV AVOTAPAYWYIKOD CVOTHUATOS KOL TOD UOOTOD

IToA0 cuyvéc: Kvoteig mobnkmv

Suyvéc: "Hriov éwg pétprov fabuod OHSS (cupmepthapfavouévng g oxetilouevng
CUUTTOUOTOAOYIOG)

Oyt ovyvéc: YoBapov Babpov OHSS (cuumepiiapfoavouévng g oxetilopevng
ocvumtopotoroyiog) (BA. mapdaypogo 4.4)

Yravieg: Emumhoxn cofapod Babuod OHSS
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Tevikéc diotopoyéc kKoi KoTaoTaoels TS 000D YOPNYHoNS
IToA0 cuyvéc: Avtidpdoelg Tov onpeiov g éveong (m.y. dlyoc, epuBpdTnTa, LOAOTOS, OION LN
N/xa1 epebiopog 6To onueio g éveonc)

Oepameio 6TOVE AVOPECS

A10T0p0yEC TOD OVOTOTOINTIKOD TVITHILOTOS
[ToAv ondviec: "Hmeg €éw¢ coPapés avidpdoelg vrepevaicnacioc, copmeptiapfovopévov
OVOQUAOKTIKOV OVTIOPEGEMY KOl GOK

A10T0pOYEC TOD OVATVEDTTIKOD GVGTHUATOC, TOV Bwpokxao kKol Tov usaoBwpdkion
IToA0 omdviec: [TapdEuvon 1 emideivaon Bpoyytkov acOuatog

A10T0p0YEC TOV OEPUATOC KOL TOV DITOIOPIOV 10TOD
Yoyvéc: Axun

A10T0p0YEC TOV AVOTAPAYWYIKOD COOTHUATOS KOL TOD UOOTOD
Xoyvéc: lMvakopaotio, KipooknAn

Levikéc d10Tapayéc Kol KOTaoTATELS THE 000D YOPHYHONS
[Tolv ovyvéc: Avtidpdoelg Tov onpeiov g éveong (m.y. aihyog, epufpoTNnTO, LOAOTOG, Ol0TLA
1n/xol epeBIGIOC 6TO GNUEID TNG vEONC)

Hoparxivikéc eletaoelc
Yoyvéc: AvEnon Bapovg

Avopopb mOavoloyoduevov avembOuUnTOV EVEPYELRY

H avaeopd mBovoroyoduevmy avemiBount®y evepyelmy LT amd T YopnyNn o adelg Kukhopopiog
TOV QAPUAKELTIKOD TPOiIOVTOG eivan onpavtiky. Emitpénetl  ovveyn mapakorlobnon g oxéong
0PEALOVG-KIVOVVOL TOV PUPHOKEVLTIKOD TPOIOVTOC. ZNTEITAL OO TOVG EXAYYEALOTIEG VYELOG VOl
avVaQEPOVY OTOLEGONTOTE THAVOAOYOVIEVES AVETIOVUNTEG EVEPYELEG LEGM TOL £0VIKOD GLGTNLATOG
ovapopds tov avaypdeetot oto [Hopdptua V.

49 Yrnepodoooloyia

Ta anotehéopata g vaepdocoroyiag tov GONAL-f gival dyvoota, Tapdro Tov eival EVOEOUEVO VO
eppaviotei OHSS (BA. mapdypago 4.4).

5. OAPMAKOAOTI'IKEY IAIOTHTEX

51 ®@oppokoduvopikEs 1010TNTEG

Doappokobepanevtikn katnyopio: Oppoveg Tov PUAOL Kol pLOUGTEG TOV YEVVITIKOD GUGTHUATOG,
yovadotporniveg, kwduog ATC: GO3GAOS.

Mnyoavioudc dpdonc

H wobBviaxiotpomoc opudvn (FSH) kar  oypvotpdmog oppovn (LH) exkpivovral and tov tpdcdio
A0B6 T vtoPLoN G g ardkpion oty GnRH kot nailovv copmAnpopotikd poro otV avanTuén Tov
wobvrakiov kat v woppné&io. H FSH dieyeipet tnv avdmtuén tov wobvlokiov Tov wodnkov, evo 1
dpdon ¢ LH eumAiéketon oty avantuén Tov wobuiakiomv, T 6TEPOEIOOYEVEST KOl TV WPILOVOT).
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DopuokodvvaukKéc ETOPAGELS

Ta enineda avaotartivng kot ototpadioAng (E2) av&davovtor petd t yopriynon r-hFSH, ue
enOKOAOLON ETOy@YN TNG avanTLENG TV wobvAakiov. H adénon tev emmédmv tng avacsTaitivig
oToV 0p0 elvar Tayeio Kot pwopei va topatnpnoel 10M and v tpitn nuépa yopnynong r-hFSH, evo ta
emineda g E2 yperalovion mepiocdtepo ypovo Kot pia adénomn mapatnpeital uovo amd Ty TETapTn
nuépa g Bepameiog. O ouvoAkog dykog TV wobviakinv apyilel va avéavetol Hetd amd mepinov

4 ¢ 5 nuépeg kabnuepwng yopnynong r-hFSH «o, avdAioya pe v avtandkpion g acbevovg, to
UEYIOTO AMOTEAEGLOL EMLTLYYAVETOL PHETA 0md Tepimov 10 nuépeg amd v Evapén g xopnynong
r-hFSH.

KAwikn omoteheoHOTIKOTITO KOL ACQAAELNL OTIC YUVUIKEC

e KMVIKES peAétec, ot acBeveic pe Bapeia avendpkela o FSH ko LH, mpocdiopicOnkav pe emineda
opov ¢ evooyevovg LH < 1,2 IU/1 6nnwc avtn petpndnke o Kevipikd epyactiplo. Evtovtolg, mpémet
va Aapavetor veoyn 6t vdpyel petafAntdtra otig petprioeig LH wov yivovron og dtapopetikd
gPYQoTNPLO.

Xe KMVIKEC PEAETES, OTIC OToieg £yive oOyKkptlon peta&y g r-hFSH (BuvAiaxiotpomivny dhea) kot FSH
Tpogpyouevng oo ovpa oe ART (BA. Tapoakdtm wivaka) katl o€ exoywyn woppnéiac, 1o GONAL-f
ntav mo woyvpo ond v FSH mpoepydpevn amd ovpa avapoptkd e T OUNAOTEPT GUVOAKT dOON
KoL TN PIKpOTEPT TEPL0do Bepameiag mov ¥PEBOTNKE Yo TNV TPOKANGN TNG MPILIVGNG TOV
woBvraxiov.

Y& ART, to GONAL-f og pia younAotepn cLVOAIKT 866N Kot Yo KkpOTePT mEpiodo Bepaneiog omd
Vv FSH mtpoepyopevn and odpa, gixe oav amotélesyo v Ay LEYUAVTEPOV aPLOLLOD MOKLTTAP®V
oe oyxéon pe v FSH pogpydpevn amd ovpa.

[Mivaxag: Anotedéopata g perémng GF 8407 (tuyaomompevn mapdAiniov opddmv pehétn mov
GLYKPIVEL TNV ATOTEAEGLOTIKOTNTO Kot TV ac@dieia tov GONAL-f pe v FSH tov ovpwv ot
TEYVIKES VTTOPonBod eV avaTOPUY®YNC)

GONAL-f FSH tov ovpov
(n=130) (n=116)
Ap1Budg Anebévimv mokuTtdpmv 110+£59 8,8+4,38
Amautoduevec nuépeg o T di€yepon ue FSH 117+£19 145+33
Yuvolikn amattovpevn d6omn g FSH 27,6 £10,2 40,7+ 13,6
(ap1Budg puoiyyov FSH 75 1U)
Avaykn avénong g 86onc (%) 56,2 85,3

Ot dpopég petald Tev 2 opadmv NTav 6TatioTikd onpavtikés (p< 0,05) yio OAa ta KpiLThplo oV
mopatiBevot.

KAwikn omoteleonotikdTnTo Kot dcOAAELN GTOVC AVOPEC

To GONAL-f yopnyoduevo tavtdypova pe hCG yuo dtdotnpa tovAdyiotov 4 pnvav tpokaiel
OTEPUATOYEVEDT] GE (VOpEG pe avemdpkela o€ FSH.

52  ®@appokoKiviTIKES 1010TNTES

Agv vLapyEl POPUOKOKIVNTIKN dAANAETIOpaoT HETAED TG BuAakiotpomtivig dApa kot TG lutropin alfa
OTOV YopNYOHVTAL TAVTOYPOVAL.

Koatavoun
Metd v evéoAéPia yopnynon, n Bviakiotpomivr GAQa KATAVELETOL GTO VYPO TOV EEOKVTTAPIOV
YOPOL e Evav apytko xpdvo nuicelog {ong mepimov 2 dpeg KO ATOUOKPVVETOL AtO TO GO0 LLE

telkd ypovo nuioeiag ong 14 £mg 17 opec. O otabepdg dykog katavoung kopaivetatl omd 9 éog 11 1.
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Metd v vodopa xoprynon, N amdAvtn Prodobecipdtra givar 66% kat 0 avopeVos TEAMKOG
xpOVog Nuicelag Cong kopaivetal and 24 £og 59 dpec. H avoroyucotnta g d00mg HETd amd
VIodopLa Yoprynon katadeiydnke puéxpt 900 1U. Metd and eravolopfavopevn yopriynon, n
Bvlaktotpomivny dApa tputhacialeTol aBpoloTikd eTavovTag o otabepd pvdud péca oe

3 éwc 4 pépec.

Amofoin

H ocvvolikn kéBapon givar 0,6 1/dpa kor wepimov 12% g yopnyovuevng d6omg Buhakiotpomivig
Ao amofailetal and Ta 0vpa.

5.3 IIpoxivikd dedopéva yia TNV a6Qarsia

Ta pun KAvikd dedopéva 6ev amokaAdTTOUY 11aitePo Kivouvo yia tov avBpmmo pe Pdon Tig
ovpPatikég HEAETEG TOEIKOTNTOG EQATAE KOl ETUVAAAUPOVOUEVOV SOGEMV KOl YOVOTOEIKOTNTOG,
emmpochera o 6,11 £xe1 NOM avapepbei oe A TpMpaTo avtg g TIXII.

AvoépOnke HELOUEVT YOVILOTNTO OE EMIUVES TOV EAAPOV PAPUOKEVTIKEG dOGELS BLANKIOTPOTTIVIG
oo (> 40 TU/KgMmuépa) yro peydleg Tepodovs, A0y HEIMUEVNG IKOVOTNTOG COAANYTG.

Xe vynhég 60oetg (> 5 TU/kg/Mmpépa) n Budakiotponivny dAga tpokdiece peimon otov aplfud tov
Blrocipumv euPpdmv yopic vo, vTapEet TEpaToyEVEST KOl SLGTOKIO TAUPOUOLN LLE VTN TOL TAPATNPEITOL
pe v eppumvontovctokn yovadotpornivr (hMG) tewv ovpwv. Qotdco, apod 10 GONAL-f dev
EVOEIKVLTAL GTNV KVN|OT), TA GTOLYELN OVTA ELVOL TEPLOPIGUEVNC KMVIKNG ONLLOGTOG,

6. OAPMAKEYTIKEX MIAHPO®OPIEX
6.1 Kotaloyog ekdoywv

IToAo&opepéc 188

Zaxyopoln

Mebetlovivn

Natpro poopopikd d166&vo povoidpiko

Awatplo pmo@opikd d1wdpKod

U-KPEGOAT

Dwcpopucd 0D, cuuTvKVepEVO (Yo Tposappoyn Tov pH)
Natpiov vopo&eidio (Yo mpocappoyr tov pH)

"Yowp yia evéoiua

6.2 Aocvppatotnreg

Agv epappdletar.

6.3 Awgpkero Long

2 ypbdvio.

MoOAG avorytel, To POPUAKEVTIKO TPOTOV TPEMEL va, puAdcceTal o€ Beppokpacio petacd 2°C ko 25°C

v 28 nuépec 1o uéytoto. O aoBevig mPETEL Vo, AVOyPAYEL ETAV® GTNV TPOYEUICUEVT] GUGKEDT] TOTTOV
névag GONAL-f v nuépa e Tpdng Xpnomnge.
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6.4 Idwitepeg TPoPuLAEELS KOTA TN PVLAEN TOV TPOTOVTOG
Ddvidocete og yoyeio (2-8°C). Mnv KoToyvyeTeE.

IIpwv amd 0 dvorypa Kot vtdg e didpketog (mNg Tov, TO PUPUAKEVTIKO TPOTOV UTOPEL VoL
@LAAcoeTal EKTOC Yuyeiov oe Beppokpacieg Emg 1o péyioto 25°C yuo pio pepovopévn tepiodo €mg
ka1 3 umvaov. To mpoidv mpénet vo, amopprpbel edv dev Exel xpnoonombel evidg ovTOV TV 3 UNvov.

Awotnpeite 10 TOUA 6T CLGKELN TOTOV TEVAC, Y10 VO, TPOGTOUTEVETOL A0 TO PG,
Mo cuvOnkeg pOAAENS KaTd T Xpnon, PAére Tapdypapo 6.3.

6.5 ®@Vo1 Ko GVOTATIKA TOV TEPLEKTN

0,48 ml evéoyov dodvparog og 3 ml puoiyylo (Yool Tomov 1), pe ndpa eloydpnong eLforov
(aAoBovTVAKO EAUGTIKO) KOl EVO TTVGGOUEVO TAOLLO. OO AAOVUIVIO HE LOPO EAUCTIKO GTOULO.

Yvokevaocio ¢ 1 Tpoyepiopévng cuokeung THTOV TEVAS Kat 8 BELOVAOV Yo va xp1ciorotnfovy yia
XOpNYMNON HE TNV TEVOL.

6.6 Idwitepeg TpoPLAAEELS aOPPIYNGS KO AALOG YEPIGUOG

BA. tig «Odnyieg yprionoy.

IIpwv amd v vTodOPLA YOPNYNON KOt EAV 1| TPOYEUICUEVT] GUGKEDT] TUTOV TEVAG SLOTNPEITOL GE
YUYEi0, 1) TPOYELGUEVT] GUGKELT TUTTOL TTEVAG TPETEL VO Tapapeivel o€ Oepuokpacio dopatiov yia
tovAdylotov 30 Aentd Py amd TV EVEST], DGTE TO PUPUAKEVTIKO TPOTOV Vo PTAGEL o€ Bepokpacio
dopatiov. H cvckeun thmov mévag dev mpémetl va Bepuaivetal pe tn xpnon ovpvov UIKPOKLUAT®V 1
dAdov OBeppovticon ctolygiov.

To dudlvpa dev mpémet va, xopnyeital dv TePIEXEL COUOTIOW ) OeV Elvar dtovyEg.

Kd&Be d1divpa mov dev £xet ypnoonoin el mpémel va amoppintetal 0L apyotepa omd 28 puépec Petd

™V TP YPNoN.

To GONAL-f 300 1U/0,48 ml gvéotipo S10Avpa 68 TPOYELIOUEVT] GLOKELT] TOTOL TTEVOG OEV Eivat
GYEOOIOUEVO, VO EMITPENEL GTO PLGTYYLO VO ATOGTATOL 1] VO ATTOUOKPVUVETOL.

Amoppiyte TG YpNOYOTOINUEVEG PELOVES OUECMG LETE TNV £VEDT.

Kd&0e aypnoypomointo eaprakentikd Tpoidv 1 DTOAEUUN TPETEL VO OTOPPITTETAL GOUPDVE, LE TIG
KOTO TOTOVG 10YDOVGEG OYETIKEG SLOTAEELS.

7. KATOXOX THX AAEIAY. KYKAO®OPIAX

Merck Europe B.V.

Gustav Mahlerplein 102

1082 MA Amsterdam

OMavdia

8. APIOMOX AAEIAY KYKAO®OPIAX

EU/1/95/001/033

9. HMEPOMHNIA ITPQTHX EI'KPIXHX/ANANEQXHY THX AAEIAX

Hpepopnvia mpdng £ykpiong: 20 OxtmPpiov 1995.
Huepounvia tekevtaiog avavémong: 20 Oktoppiov 2010.
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10. HMEPOMHNIA ANAGEQPHXHYX TOY KEIMENOY

Aentopepeic TANPoPopies Y10 TO TAPOV PAPLOKEVTIKO TPOidV gival dtabéoieg oTov dikTLOKS TOTO
tov Evponaikod Opyoavicpod ®apudkmv: http://www.ema.europa.eu.
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1. ONOMAZXIA TOY ®APMAKEYTIKOY IIPOIONTOX

GONAL-f 450 1U/0,72 ml gvéciuo d1dAvpa 6€ TPOYEMGUEVT] GUGKEVT TOTTOV TEVOG

2. IHOIOTIKH KAI ITOXOTIKH XYNOEXH

Kd&Be npoyepuopévn cvokevn tomov névag noAhanidv ddcemv tepiéyxet 450 IU (1codvvapa pe
33 pikpoypappdpia) Buiakiotporiving drlea* oe 0,72 ml dtodduatog.

* avaovvdvaopévn avBpomivn Buiaxiotpoénoc oppovn (r-hFSH) mov napdyeton o kdtTtapa wobnkdv
kvelkov kpikntov (CHO) pe v teyvoroyio avacuvovaouévov DNA

[Na tov AP Katdhoyo Tov ekdoywv, PA. Tapdypapo 6.1.

3. ®APMAKOTEXNIKH MOP®H
Evéoo d1dAvpa o€ Tpoye G EVT] GLGKELT TOTTOV TTEVOC.
Awwyég dypopo didAvpa.

To pH tov dtahduatog ivor 6,7 £wc 7,3.

4, KAINIKEX ITIAHPO®OPIEXZ
4.1 OgpomevTikéc gvoeitelg

2TIC EVIMKECS YUVOIKECS

o Avmoppnéia (mov Teptlapfavel To GOVOPOUO TOAVKLOTIKMY MOONK®OV) GE YUVAIKEG TTOV OEV
amoKPIONKOV GE AymYN LE KITPIKN KAoULpaivn.
. [IpoKinon moAvmoBvAaKIKIC avATTVENG o€ Yuvaikeg mov vVtoPdAlovtal oe vtepwoppnéia e

TeyVIKéEG vtofonBoduevng avarapaymyns (ART) onmg eEmcmpatiky yoviporoinon (IVF),
EVOOGOATLYYIKT LETAPOPE YOUETOV KO EVOOGUATLYYIKT LETOPOPE {UYDTOL.

o To GONAL-f g cuvdvacud pe 1drockedacuo Tov TepEyel wypvotpodmo oppovn (LH)
gvdeikvutal yia T 01€yepon g avAamTuéng Tov mobviakiov og yovaikeg pe Papeia avemdprelo
LH xon FSH.

2T0VC EVAMKOUC AVOPEC

. To GONAL-f evdeikvotat, yio T d1€yEPON TNG CTEPLATOYEVEGTC GTOVE AVOPEG TOV EXOVV
GULYYEVN N EMIKTNTO VITOYOVOSOTPOPIKO VTOYOVASICUO GE GVVIVLAGUO e Oepameia e
avOpdmvn yopraxn yovadotpomivn (hCG).

4.2  Aocolroyia Kol TpOTOS YopyNoNs

H swoaywyn og Ogpancio pe to GONAL-f Oa npémet va yiveton vrd v enifreyn woTpov Eumelpov o1
Bepameio StaTapaydV YOVILOTNTOG,

O1 aoBeveic Tpénet va epodacTOVV LE TO GMOTO aPlBLd GUCKELGV TOTTOV TEVAS Y10 TOV KOKAO TG
Oepameiog TOVG Kol Vo EKTOIOEVTOVY OTI XPOT TOV GCOOTMOV TEXVIKOV EVEGNG,.
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Aocoloyia

Ta 6060A0YIKA GYHLOTA TOV GLGTHVOVTAL Y1, T XopNynor tov GONAL-f eivar exeiva mov
xpnoyonotovvtot yo v FSH mov mpoépyetat and ovpa. Kiwvikn a&oddynon tov GONAL-f
OmOdEIKVOEL OTL 01 NUEPNOLEG OOGELS, TA GYNLOTA XOPNYNOEMS Kot 01 LEB0dOL TapaKolovOnoNg NG
Bepamnciog oev Oa Tpémetl va Stopépouvv amd EKEIVEC TOL YPNGILOTOLOVVTOL TPOG TO TOPOV Y10l TO,
QOPUOKELTIKA TTPoidVTa 0Vp®V oL TePEyovv FSH. Xuviotdtot 1 CUPHOPP®ON GTIG GUVIGTMUEVES
d00ELg EVAPEEWMS TOV TEPTYPAPOVTAL TAPUKATO.

2UYKPITIKEG KAVIKEG peAéteg £xovv deitet 0TL 0 pécog asBevng amartel younAloteprn abpototiki d6om
Kot pkpotepng duapketag Oepaneio pe GONAL-f oe avykpion pe FSH mpoepydpevn amd ovpa.
Emopévamg, fewpeiton avaykaio va do0ei pio younAdtepn cvvoiikn d6omn tov GONAL-f and avt mov
yvevikd ypnowonoteitat pe tnv FSH wpogpydpevn amd ovpa, 6yt Lovo yia 1 PerTicTonoinon g
ovamTuEng TV wobvAakiov aAld Kal yio TV EAAYIGTOTOINCT TOL KIVOUVOL avemBOUnNTg
VIEPOIEYEPONG TV wobnkdv. BA. Tapdypapo 5.1.

Koatadelydnke Pro-tcoduvapio petald 10000vVapmy 00GE®V TG TAPOLGINGN S LOVOIOoTG Kot TNG
napovcioong tolanidv d6cemv Tov GONAL-T.

Tvvaikec ue avwoppnlio (rov mepiloufiavel kai cOVOPouo TOIVKDOTIKOY WoONK®V)
To GONAL-f pmopet va xopnyn0ei og pia oeipd amd kadnpuepivég eVEGEIC. X YOVOIKEG Le EUUNVN
poon 1 Bepaneio TpEneL va apyicel EVTOG TV TPOTOV 7 NUEPDV TOV EUUVOPPLCLOKOD KOKAOV.

Mo, aymyn mov ypnoomoteitan cuvinbmg apyilet pue 75 émg 150 IU FSH nuepnoing kot avédvetan
Katd Tpotipunon kotd 37,5 f 75 IU pe pecodiaotipata 7 1 Katd wpotipnon 14 nuepdv avaroya e
TIC OVAYKES Yo TNV miTEVEN eMapKoVC 0AAG Oyt vtepPoiikng omdkpiong. H Bepancio mpénet va
TPOGOPLOCTEL 0TIV e€aTOUKEVILEVT amOKPIoN TNG KAOBE 060evovg dmwg allodoyeitan e PETpNoN TOL
pey€bovg tov Bviakiov pe VITEPYOLVS /KL TNG EKKPLoNG oloTpoyovey. H péytotn nuepnoia doon dev
vrepPaivel cuvnbwc ta 225 IU FSH. Edv o acbevrg dev avtanokpifel emapkmg peTd omd

4 gBdopddec Bepameiog, o KOKAOG TPEMEL va. eykaTodelpBel Kot 1 acBevig Tpémet vo vroPAnOel o
TopoITEP® aE0AOYN oM, HETA amd TV omoia umopei va Eavapyicel Oepameio pe peyaAdtepn apyikn
d00M om' 0,TL 6TOV EYKOTUAEIPOEVTA KOHKAO.

Otav emrevybet EATIoT avTidpoon, pia epdmos Eveon 250 LIKPOYPOUUOPIOY avacLUVOLOGUEVIC
avBpamvng yoplaxng yovadotpomivng aAga oppovng (r-hCG) i 5 000 TU péypr 10 000 TU hCG mpémer
va xopnynOei 24 émg 48 mpeg petd anod v televtain Eveon GONAL-f. Zuviotdratl otnv acbevi| va
éM0gL e cuvovaio katd TV Nuépa ¢ yopnynone hCG kot v exdpevn nuépa. Evailoktikd, umopsel
Vo YIVEL GTTEPUOTEYYVOT).

Edv emtevybei vrepfolikn avtidpaon, n Oepaneio mpémel va dtaxomel kat va pn yopnyndei hCG
(BAéme mapdypago 4.4). H Beponeia mpémet va Eovopyicel 6Tov ETOIEVO KUKAO GE dO0T YoUNAdTEP
amod €KELVN TOL TPOTYOVULEVOL KUKAOV.

Tvvaikec mov vrofdiloviau ae diEyepan twv wodnkwy yio avdrrvén molloamdav wobviakiwy wpiv amo
TNV in Vitro yoviuomoinon 1 aAreg teyvoloyiec vmofonfoduevic avomropoywync

H cvviifng docoloyia yio viepwoppnéia mepthapfavetl ™ xoprynon 150 éwg 225 IU GONAL-f
nuepnoimg, Eexvmvtog v Nuépa 2 1 3 tov kokAov. H aymyn cvveyiletar puéypt va emitevydet
EMOPKNG AvATTLEN TOV MOBVAOKIOL (OTWC EXTILATAL [LE TOV EAEYYO TNG GLYKEVTIPMGNG OLGTPOYOVOV
oTOV 0pd /KO PLE VIEPXOYPAPTLA) KoL 1] d0G0A0Yin TPooapUOLeTal avALOYa LLE TV OTOKPIOT) TNG
aoBevoig, cuvinbmg péypt 450 ITUMpépa to péyioto. N'evikd, wovomomTiky avamtuén tov wobviakiov
gmtvyydveton Katd péco 6po t 10" nuépa ¢ aywyng Tov kKokAo (e0poc 5 €wg 20 nuépeg).

24 ¢mc 48 mpec petd v terevtaia Eveon GONAL-f yopnyeiton epana éveon 250 pukpoypappapiov
r-hCG 711 5 000 IU émg kot 10 000 IU hCG yio v mtpdxAnon g pnéng tov wobuviakiov.

H mpog 1o kbt pvubuon pe ekhvtik oppovn tov yovadotpornvayv (GnRH) ayovictégn

OVTOYOVIOTEG XPNOLHOTOLEITOL CLVIHBWC [Le 0TOYO TV KOTAGTOAN NG evooyevovg LH kat tov éheyyo
TV ToVIK®OV emmédov g LH. e éva cuvnbiouévo tpwtokorro, to GONAL-f Eekivd mepinov
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2 eBdopddeg puetd v Evapén g aymyng e oymvioTés Kot cuveyilovtal Kot To Vo PéEYpL vo
emrevydet emapkng wobviakikn avdmrtoén. ['a mapdadsrypo, petd v aywyn 2 foopddwy pe Evav
ayovioty, yopnyoovvtot 150 éwg 225 IU GONAL-f yia tig 7 tpmdteg nuépec. H docoloyia ot
ocuveéyeln Tpocaprdletar avaioya pe TV ®oONKIKN andkpion.

H ovvoiikn gpmepio otnv IVF delyvel 011 yevikd T0 m0c0GTO £MTUYING TNG OLY®YNG TOPAUEVEL
otabepd KT TN SIAPKELD TOV TPDOTOV 4 TPOSTUOEIDV Kol LetdveTaL Babundov GTic ETOUEVEG.

Tvvaikec ue Papeio avendpreio LH xou FSH

X yovaikeg pe avendpkele LH kot FSH, o otoyoc ¢ Oepanciog pe GONAL-f o€ cuvdvacpo pe
10100KELAG LA TTOL TTEPLEYEL MYPLVOTPOTO opuodvn (LH) elvar 1 mpomBnon g avémtuéng tmv
woBvAakiov akoAovBovpevn amd TV TEAKT] ®PILOVOT, KATOTLY YOPHYNoNG ovOpOTIVIG YOPLOKNG
yovadotpomnivng (hCG). To GONAL-f mpémet va yopnyeitol oe kOKAO kaOnpepvaov evécemv
tavtoypova pe lutropin alfa. Edv 1 acBevnig eivor apnvoppoikn kot epeavilet yopunin evooyevi
£€KKP1OT 016TPOYOVOV, 1 Bepameio UTOpel va apyiceL ovi TAGH YPOVIKT CTUYL.

To cuvictdpevo Bepamevtikd oynua apyiCet pe 75 IU lutropin alfa v nuépa, oe cuvdvacud pe
75 €mw¢ 150 IU FSH. H Oepancia mpémet vo eEATOUKEVETOL AVAAOYWOS TNG AVTATOKPLONG KaOE
acBevoig, n oola aglohoyeiton pe pétpnon tov peyéboug tov wobviakiov, pécm
VIEPNOYPOUPTLLATOG KAL TNG OLGTPOYOVIKNG OVTATOKPLIONG,.

Edv BewpnBel avaykaio pwa avénon g 66ong g FSH, n mpocappoyn g d6ong Tpénet vo yivetot
KOTA TPOTiPNoN HETA amd dwuothpata 7 £0¢ 14 nuepdv Kabdg eniong Kot 6€ TPOCAVENGELS TV
37,5 éw¢ 75 TU. Evdgyopévmg va eival amodekt 1 mopdToct TG SIUpKELNS O1EYEPCENMG OE OTO10
LELOVMUIEVO KOKAO £mG Kat 5 fdopddec.

Orav AapPavetor n PELTio avtamokpion, Oo tpémetl va yopnyeitol pio epdmas Eveon

250 pkpoypappapiov r-hCG 1 5 000 1U émg kot 10 000 1U hCG 24 éwc 48 mpeg petd t1g televtaieg
evéoelg GONAL-f kat lutropin alfa. Zvvictdton 1 acBeviig va £pbet o€ ce€ovalikn enagn v idla
nuépa kot tnv emopévn g yopnynong hCG. Evailaxticd, pmopel vo yivel eviountpiky
onepuatéyyvon M o dAAn dodikaoio wrpikd vrofondovuevng avamapaymyng Le Baor v Kpion
TOV 1TPOD Y10 TNV KAWVIKY TEPIMTMON).

H vrootpi&n g oypwvikng pdoemg pumopel v Anedei vwdyn kabott 1 amovcio ovcidv pe
wypwvotpomo dpactnprotnta (LH/HCG) petd v moppnéio pnopei vo TpoKarECEL TPOLUN AVETAPKELL
TOVL WYPOV CAOUOTIOV.

Edv mapatnpndet vrepPfoincn avtamodkpion, 1 Oepaneio mpénel va SloKomel Kot Vo, avooTOAEL 1)
yopnynon hCG. H Bepancio tpénet va apyicel mdAl tov endpevo kokio pe d6on FSH yapniotepn and
gkeivn otov Tponyoduevo kbkio (BA. mapdypago 4.4).

Avdpec 1e vToyovadoTpoPIKO DTOYOVAIIoUO

To GONAL-f Oa wpénel va yopnyeital o€ pia d6om tv 150 IU tpeig popég v efdoudda,
tavtoypova pe hCG, yia éva oo TOLAGYIOTOV TEGGAPOV UNvedV. Edv dev vdpyetl amokpiorn Tov
aoBevoug PEeTd To TEPUG OLTNG TNG TEPLOSOV, 1| GuVOLOCUEVT Bepaneia Oa pmopovoe va cuveylsbein
TpEYOVGU KAVIKY eumelpia deiyvel Ot Bepameia TovAdyiotov 18 unvodv sivar amapaitntn yio vo
emtevybel omepuatoyéveon.

Edwoi mAnBvopoi

Hlkiowuévor
Agv vrapyet oxetikn xpnon t1ov GONAL-f otov nlikiopévo minbucpd. H acedieia ko n

amoteleouatikotnta 100 GONAL-f dev £xovv tekunpiwbei oe niikiopuévoug acbeveic.

Negppixn 1 nratikn avendpkelo
H acpdieia, 1 aroteAecpoatikdtnta Kot 1 eopuokokivintiky 1ov GONAL-f dev éxovv texpunpiodei o
aoBeveic [Le VEQPIKN | NTATIKN AVETAPKELQ.
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Toudiozpixoc tinBvouoc
Agv vapyet oxetikn xpnon tov GONAL-f 6tov moidiatpikd minbuoud.

Tpomog yoprynong

To GONAL-f npoopiletar yio vodopia ypnon. H éveon npémel va yopnyeitan tnv iduo dpa
KaOnpepva.

H mpdtn éveon tov GONAL-f Oa wpénet va mpaypatoroleital vd aueon wtpikn exifieyn. H
avtoyopnynon tov GONAL-f Ba npémet va mporypotomoleitor HOVoO Gg EVAILEPOVS KOt TPOBVLLOVG
ao0eveic, ETOPKOC EKTOOEVIEVOVG Kot [LE dpeon TPOGPacT 6 GUUBOVAELTIKN VTOGTHPIEN ELOTKOV.

Kabdc 10 GONAL-f g mpoyeiolévn GUOKELT] TOTOL TEVOG LE PUOTYYL0 TOALUTADY dOGEWY
npoopileTor Yo TePIocOTEPEC 0o Lo evEael, Tpémel va divovtal EekdBapeg odnyiec otovg asbeveic

LE GKOTO Vo amoPeLYDel EGOAAUEVT] YPNOT TS GLOKEVAGIOG TOAAATADY SOCEWV.

IMo 0d1yieg oYeTIKA Pe TN YOPNYNON HE TN TPOYEUICUEVT] CLGKELT] THTTOV TEVAS, PA. Tapdypapo 6.6
Ko T «Odnyieg ypnongy.

4.3  Avrevositeg

. vIepELOICONGia 6T SPOCTIKN 0VGIN 1) G KATO0 Ad T, EKOYM TTOV OVUPEPOVTAL GTNV
mapdypogo 6.1.

. 0YKOl 6TOV VIOBAANLLO 1) GTNV LITOPLOT)

. G€ J10YK®MOT modNK®V 1 ®oBNKIKY KOGTN oL 0ev oyeTileETO [IE TN VOGO TOAVKVGTIKOV
®oNKdV Kot tvar dyvwotng TpoéAenong

. GE YUVOIKOAOYIKEG OUpLOpparyies GyvmaoTtng TpoErevong

. o€ Kapkivoua mobnkng, unTpag 1 pootoo.

To GONAL-f avtevdeikvotal dtav dev pmopel va emitevyBel emtuyng omdkpion Onme:

. TPOTOTAONC ®OONKIKY avemdpreLn

. dvomAacieg TOV YEVWNTIKOV 0pYAvmV 0GOUPOTEG LE KOToN
. WOLLOUATO TNG LATPOS AcOUPATO LE EYKVLLOGUVT).

. TPOTONAONC OVETAPKELD OPYEDV.

4.4  E101kéc TPOELOOTONGELS KUl TPOPVAAEELS KATA T1| Y p1on

Iyymhlaowotnto

ITpoxeévov va, BeATimBel 1 tyvnAQGILOTNTO TV BLIOAOYIK®OV QUPUOKEVTIKOV TPOTOVT®V, TO OVOLLN
KoL 0 0plOUOG TOPTIOAG TOV YOPTYOVULEVOL PUPLAKOL TPETEL VO KATOYPAPETOL LLE GOPTVELQL.

T'evikn] cbotoon

To GONAL-f givat pua ioyvp1] yovadoTpomog ovucio Tov ival IKOvN Vo TPOKAAEGEL LETPLEG EMG
coPapéc avemBuUNTEG EVEPYELES KOl TPETEL VAL YPNCLOTOLEITOL HOVO AId 10TPOVS TOV Eival TATP®G
€EOIKEIMUEVOL LIE TO TPOPANLOTO KL TO XEPLOUO TG VTOYOVILOTNTOC.

H Bepancio pe yovadotpomivn amottel Pio GUYKEKPLUEVT YPOVIKT EVOCTYOANGCT OO TOVG LLTPOVG Kol
TOVG emayyeAATIEG VYELOG OTTMOC KAl TNV VIAPEN TOV KATUAANA®Y 0pyavev Tapakoiovdnone. H
0oQOANG Kot amoteleopatikn xpnon 1ov GONAL-f o11g yuvaikeg amortel Ty mapakorlovonon g
®OONKIKNG aVTATOKPIONG LOVO LE DTTEPNYOVG, 1| KATA TPOTIUNGT GE GLVOLACKUO LE TNV TOKTIKY
UETPNON TOV EMTEI®V O1GTPOUSIOANG TOL 0pov. Mropel va vapéet kdmolov Padpov petafAntoTnTa
peta&y acbevav oe oyéon pe v avtoandkpion ot yopriynon FSH, pe avemapxn avtamdkpion otnyv
FSH ¢ opiopéveg acbeveig kot vepPoiikn avtamdkpion oe drrec. [Ipénet va ypnoiponoteitol n

69



YOUNAOTEPT] ATOTEAEGLOTIKY 0OGT GE GYECT LE TO GKOTO TG Bepameing TOGO GTOVG AVOPES OGO Kot
OTIG YUVOUKEG.

Iopoupia
Koartd ™ dwdpxeta ¢ Oepancioc pe GONAL-T, acBeveic pe mopoupio 1 e 01KOYEVELNKO 1GTOPIKO
Topeupiog TPEMEL va TapakorovBodviat otevd. Evdeyopuévog va ypelaotel dtaxonn g Oeponeiog oe

emdeivwon N TpOTN EKONAWMOT OVTHG TNG KATAGTAOTS.

Oepameiot GTIC YOVOIKES

IIpwv v évapén g Bepaneiag, 1 vroyoviudTHTA TOL {EVYOLG B Tpémel va Exel a&loloynOel kat va
&yovv extiundei o1 mbavég avtevoei&elg yio kimon. Ewdwcotepa, ot acbeveic Oo mpénet va eetootody
Y10 VTOBVPEOEISIG O, PAOLOETIVEPPLOLOKT] OVETAPKELLL, VIEPTPOAUKTIVOLIIO KO TPETEL VOL EQUPULOOTEL
1N KATAAANAN e€e1d1KEVLEVT Ay @Y.

Acbeveig mov voioctavtol diéyepon g avamtuéng Tov mobviaxiov gite wg Bepameio vIOyOVILOTNTOG
opeduevng og avooppnéia eite g Bepaneieg ART, umopel va Tapovoidcovy vrepdoyKmon
wobnkav N avamruén vrepdidyeponc. H tpnomn g mpotevopevng d0omg Kot Tov TPOTEWVOUEVOV
Tpomov yopnynong tov GONAL-f kabmg emiong kot 1 otevi mopoakolovdnon g Bepanciog Oa
EMOYLOTOTOMGEL TNV EUEAVIOT) TETOL®V GUUPAVT®V. [0 TNV axpPn KoTavonon TV SEKTOV TNG
avamTuéng Kot opigavong tov Buiakiov, o 1Ttpdc Ba Tpémel va givol EUTEPOC GTNV EPUNVEIN TOV
CYETIKDOV EEETAGEWV.

Xe kKMvikég peréteg, amodeiydnke 6t1 10 GONAL-f av&dvetl v gvaicOncio tov wodnkov dtav
yopnyeiton pe lutropin alfa. Eqv 0sopnBei avaykaio po adénon g 06ong e FSH, n tpocappoyn
g 060NG TPEMEL va YiveTal Katd TpoTiunon o€ dtactiuata 7 éog 14 nuepdv kabng eniong Kot og
wpocavénoelg tov 37,5 émg 75 1U.

Agv €yer yivel aueon ovykpion t@v GONAL-f/LH évavtt g avOpdmivng ELUNVOTOVGIOKNG
yovadotponivig (hMG). H avadpopkn oOykpion pe maiordtepa ototyeio vtodetkviet OTL TO0 T0GOGTO
woppnélmv mov apotnpeitar pe GONAL-/LH eivon mapepgepéc pe avtd mov Aappaveror pe hMG.

20vopouo Ymepdiéyeponc twv Qoldnkwv (OHSS)

Kdamow S10ykmon tov wobnkdv eivar pia tpoPAendpevn enidpaon tng eAeyyOUEVNG WOOMNKIKNG
déyepong. Iapatnpeitor mo cvyvd o€ yovaikeg pe cHVOPOLO TOAVKVOTIKGOV MOONK®V Kot cuviBwg
vroywpei ywpig Oepamneio.

Alopopetikd amd TV amin d1dykwon Tov wodnkaov, o OHSS eival pia katdotacmn mov propel va
eneavictel pe drapopetikovg Baduovs Papdtrag. Xapaktnpiletatl amd 0101TEPMOS SIOYKOUEVES
®oBNKeS, VYNAA eTITEDD GTEPOEWODY TOV PVLAOV GTOV 0P Kol LENUEV AYYELOKT] SIATEPOTOTNTO TOV
UTOPEL VOL 001 Y OEL GE CLGGMPEVCT| VYPADV GTO TEPLTOVALO, GTOV TAEVLPLTIKO YDPO Kol GTOVIMG OTIG
TEPKAPOUKES KOTAOTNTEG,

H axérovbn cvuntopoatoroyio propel va mapatnpndet oe coPapéc nepurtmoeig OHSS: kothoxd
GAYOC, KOWALOKT O10YK®OT), VITEPPOAIKT S1OYK®OOT TV OONK®VY, aDENCT) TOL COUUTIKOD BAPOVG,
dVGTVOLa, OALYOLPI KOl YOGTPEVTEPIKA GUUTTMLOTO TOV TEPIAOUPEVOLY VauTia, EUETO KOl S1dppota.
H i e&étaon pmopel va dei&et vmooykoaipio, apoGUUTOKVOGCT], SOTOPUYEG NAEKTPOAVTAV,
0oKITN, APOTEPLTOVALO, TAEVPITIKEG SINONGELC, VOPOBMdpPaKa 1 0Eeia avamvevoTikn duoyépeta. TToAd
ondvia, to OHSS cofapov PBabuov pmopel va tepumieybel and cuotpoen wodnkdv 1 Bpopfospforikd
EMEIGOO10 OTMC TVEVUOVIKT] EUPOAT, IOYOUIKO OYYELOKO EYKEPOAIKO ETEICOO10 1| EUPPAYLLO, TOV
HooKapdiov.

AveEdpnrol Tapdyovieg Kivovvov yio TNy avantuén tov OHSS cuounepilapfavouvy veapn nikia,

A palo cOUUTOS, GOVOPOLO TOAVKVOTIKGOV 0oONK®V, vynAdTepES dOGELS EEWYEVDV
YOVOSOTPOTIVAOV, VYNAGQ 0TOALTA 1] TaXEMG aLEAVOUEVH ETITESN OLGTPAUIIOANC 0POV KO TPOTYOVLEVQ
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eneiodoio OHSS, peydro apBpd avantvocdpuevov wobviakiov otig modnikeg Kot ANy peydiov
ap1OpoD WOKLTTAPWOY 0 KUKAOVE Vtoonbovuevng avamapaymyng (ART).

H mpnon mg cvuvictdpevng 36omg kot tov TpwtokoAlov yopnynong tov GONAL-f umopet va
TEPLOPIGEL GTO ELAYIOTO TOV KIVOUVO VIIEPIIEYEPONG TOV WOONKDV (PAETE Tapaypdpovg 4.2 kat 4.8).
SVVIGTATOL 1] TOPOKOAOVONGN TOV KOKA®V S1E€YEPONG LEG® VITEPTYOYPUPTLUTOC, OTIMS ETIONG
UETPNGELG TNG OLGTPUSIOANG Y10 TNV TPDUUT CVOYVOPLoT] TOV TUPUYOVI®V KIvODVO.

Yrdpyovv arotyeio mov tpoteivouv twg n hCG mailel éva onpoavtikd pdro oto va tpokoarésel OHSS
KoL 0TL TO GOVOPOUO Umopel va, givat o coPopd Kot Topatetapévo v ovuPei komon. Eropévac,
otav gppavitovral onueio ®odNKIKNG VIEPdIEYEPONS OTIWC EMIMESO 016TPAdIOANG opov > 5 500 pg/ml
1 > 20 200 pmol/l /xon > 40 woBvrakio cuvorkd, Tpoteivetar va pun yopnyeitar hCG kot va
GUVIOTATAL GTNV AGOEVI 1 OTOPLYN GLVOVGIAG 1] 1] XPNOT AVTIGVAANTTIK®V HeBSdV Qparyrov Yio

4 tovAdyiotov nuépec. To OHSS pnopel va emdevmbel tayxéws (viog 24 mpav) 1 katd ) didprela
LEPIKDV MUEPDV G€ Papeia 1TpIkn KATAGTACT. AVTO elEavileTal GUYVOTEP LETA TNG SLOKOTT TG
oppoviKg Bepameiag Kot pBAvel otn péyiotn cofapdtnto o€ TEPIMOL ENTA MG dEKA NUEPES LETE TN
Oepaneio. Enopévac, ol acbeveic npémel va mapakolovbovvtal yio TovAaylotov 600 efoopndades petd
™ yopfiynon hCG.

>mv ART n avappognon tov wobvrakiov tpv Ty moppnéia uTopei va HEIDOGEL TN GLYVOTNTA
EUPAVIOTG TG VTEPIEYEPTG.

To OSHH 7mov 1 pétpiov Pabrod cuviBwc veietor avtopata. Edv cuoppet OHSS cofapod Babrov,
ovviotdral vo dtakonel ) Oepaneio pe yovadotponiveg epdcov cuveyiletat kot 1 acbevig va eloaybel
G€ VOGOKOLEID KOl va, EEKIVOEL KOTAAANAN Oepameio.

Loivdvun konon

e aoBeveig mov voPdAilovtal og emaywyn woppnéiag, 1 cvyvOTNTA TOAHIVUNG KUTONG Elval
avénuévn o cOYKPLoN UE T PUOIOA0YIKY cVAANYM. H mAstoymeia Tov ToAvddpmv Kunoemv givat
didvpeg. H moAvduun komeon, diaitepa ekeiviy vyming katdraéng, cuvodedetol amd avénuévo Kivovvo
AVETOOUNTOV ATOTEAEGUATOV TOGO KOTA TN UNTPIKN 060 Kol GTNV TEPLYEVVITIKT| TEPI0d0.

T"a va gehayiotomonBel o kKivouvog ToOAVSVIOV KUGEMG, CLVIGTATOL 1] TPOCEKTIKN TAPUKOAOVONGoN
NG OVTATOKPIONG TOV WOONKOV.

e acbBeveig mov vroPdAroviar oe dwadkacieg ART, o kivovvog Tng moAvdvung Kuncews oyetileTon
Kupig Ue ToV aptOpd Kot TNV To0TNTO TOV LETAPEPOUEVOV EUPPVOV KOBMG Kot TNV NAwia Tng
acBevoug.

Ot aoBeveic Ba mpémet va evnuep@vovtal yio Tov Thovo Kivouvo moAludvpon KunMoemg Tpv omd TV
évapén g Bepamneiog.

Arwieia kbnong

H ocvyvomto g andAielog komong pe omofodn 1 autopatrn EKTpmaon eivat vymAdTtepn o€ 0oOeVeEig
7ov VToPaAlovtal o€ d1€yepon @oBLANKIKNG avAmTLENG Yo eraywyn TG woppnéiog n ART an’ 6,11
UETA ATtO QUOIOAOYIKY CUAANYM.

Extonn xvonon
Ot yovaikeg L 10TOPIKO VOGO T®V GOATIYY®V PpioKoval 6€ Kivouvo EKTOMNG KUNGEWMG it €V M

Komon &yel emrevyBel pe avtopatn cOAANYN 1 Katdny Oepaneiog vroyovipotntoc. ‘Exel avapepbel
TG 0 EMTOAAGIOC TNG £KTOMNG KON oG Hetd amd ART givar vynAdtepog amd 6,11 610 YEVIKO
TANOvoLO.

Neomlagiec Tov avamapaywykod cvoTHuoTog
Yépyovv avaKoVOGELS Y10l VEOTANGIEG TOV MOBNK®V Kot AAAEG VEOTTANGIEG TOV AVATAPOLYWYTKOV
GUOTNHOTOC, KAAONOELS Kal U, 0€ YOVOIKeG TOL £x0LV VITOPANOEl og TOALATAG OepamevTikd oyfLLoToL

71



v ™ Bepoameio TG vToyovipdTNTag. Agv £yl akOun damioTmbel €dv o1 yovadotpomiveg avEdvouy 1
Oy1 ToV KivOUVO T®V OYKOV 0VTMV GE YOVOIKEG LLE VTOYOVILOTNTA.

20YYeveic OvaUopPLES

O emumoAaoHOG TV cLYYEVDV dSuopopPldv Letd amd ART propel va givon ehappdg vymidtepog am’
0,TL T LGIOAOYIKT GUAANYT. AVTO TIGTEVETOL TG OPEILETOL GE SLOPOPES GTA YAUPAUKTNPICTIKA TOV
YOVEQV (.. MAKIO UNTEPAG, YOPOKTNPIOTIKA CTEPLOTOC) KOl TIG TOADOVUEG KUNGELG.

Opoufoeupfoiira emeigddia

X yovaikeg pe mpdoeatn N tpéyovoa OpopufoepPfoikn voco 1 yovaikeg 6mov yevikd ovayvopilovton
TOPAYOVTEG KIvOLVOL Y1 Opopfogpforid enelcodia, OTMG TO TPOCOTIKO TOVG 1) TO OIKOYEVELONKO TOVG
16TOpIKO, 1 Oepomeia e YovadoTpomiveg umopel va avENcel Tepattépm Tov Kivouvo emdeivmong 1
EUPAVIONG TETOLOL €100VG EMEIGOSIMV. LTI YOVAIKEG AVTEC, TA OPEAT] TNG XOPNYNONG YOVASOTPOTIVMDV
npénel va otabpifovral Evavit Tov Thavav Kivdivay. ZnUeudveToL Tmg 1 idto 1 Kinon 0Tmg Kot To
OSHH eriong eépovv Evav avEnuévo kivovvo yia Bpoppoepfolrikd emeicdoia.

O¢gpamneio 61OV GvOpeS

Avénpéva enineda evdoyevovg FSH eivan evoeiktikd tpotonafoic avendpkelag Opyewv. Avtoi ot
aocBeveig 6ev avtamokpivovtar ot Oepancioc GONAL-f/hCG. To GONAL-f dev mpémel va
YPNOLOTOLEITAL OTOV OEV Elvar duvatd vo ANeOel AmoTELEGUATIKY OVTATOKPLON.

ZuvioTdTon ovaAVGoT ToL oTEPHOTOC 4 ¢ 6 pveg petd v évapén g Bepameiog og pEPoc g
EKTiEMONG TG avTamdkplong ot Bepaneio.

IIepeybuevo og vatplo

To GONAL-f mepiéyet Ayotepo and 1 mmol vatpiov (23 mg) avd d6om, givar ovtd mov ovopdiovue
«eAebBepo vatpiovy.

45  Aliemopacsig pe AL QUPUOKEVTIKA TPOIOVTA Kol GAAeG popPES allniemiopacng

Tavtodypovn yoprynon tov GONAL-f pe Ao @oppraKeLTIKG TPOIGVTO TOV YPTCLLOTOIOVVTOL Y10, TN
déyepon g woppnéiag (w.y. hCG, kitpikn Khoppaivn) propel va EVOUVOUMGEL TNV ATOKPIST] TOL
woBvraxkiov, evd 1 Tawtdypovn xpron tov GnRH ayovictdv 1 avtaymviotdv mov 0dnyovv otnv
amevaiodntonoinon g voPuong uropet va avénoet m d6omn tov GONAL-f mov yperdleTon o va
dnuovpynoet exopkn wobnkikn amoxpiorn. Kapio GAAN KAVIKA oMUOvVTIK) 0AANAETIOPAOT POPUAKOD
dev éxet avapepei yuo t Oepaneio pe GONAL-T.

46 TovipdétnTa, KH16N KO Yolovyio

Kvnon

Agv vtapyovv gvdeitelg yio ) xpnon tov GONAL-f kotd T didpkela g eyxopocvvnge. Ta dedopéva
oo GYETIKG TEPLOPICUEVO aplBUd eKBECEDV KATA TN SLAPKELD TG EYKVHOGUVTG (TEPITTAOCELS EKPOONG
gykvpooHtvng Atyotepec omd 300) kotadetkvoouy T Un Hapén GuYYeEVOVY SOUAPTUPIOV 1| TOEIKOTNTO

070 EUPpvo/veoyvo amd T ypromn g BvAaxioTpomivng GApa.

e uehéteg oe (oo, dgv mapatnpnonke enidpoon tepatoyéveong (BA. mapdypago 5.3).

Ta KAvikd ototyeio dev ETapkobV Yo Vo amoKAEIGTEL 1) emidpaoT tepatoyéveons tov GONAL-f og

nepintwon £kfeong katd T S1GPKELN TG EYKLHOGVUVIG.

Oniaopdc

To GONAL-f dev evdeikvoutat katd tn d1dpKeld Tov OnAacpov.
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Tovipdtta

To GONAL-f gvdeikvutot yuo, yprion oty vroyoviudmto (PA. mapdypapo 4.1).
4.7 Emopacelg 6TV tKavOTITO 001]YN61)S KO XEPIGHOD P ovipndToy

To GONAL-f dev &xet kopio 1 £xel aoUOVIN EXTIOPACT OTNV IKOVOTITA 0N YNONG KoL YEPIGUOD
unyovnudtoy.

4.8  AvemOovunteg evépyeleg

IIepiAnyn Tov TPOEIA acAAELNC

O avemBopnteg evépyeteg mov avagépdniay pe T peyaddtepn ovyvotnta eivar keporolyic, KOOTER
®OONKOV Kal TOTIKEG AVTIOPAGELS 6TO oNEio TG Eveong (TT.y. AAYos, epuBpOTNTA, LOAMTOC, O1ON O
N/xat epebiopdg oo onueio g Eveong).

Avapépinke cuyva Nmov Emg pétprov Paduov cuvdpopo vrepdieyepons tmv wobnkdv (OHSS) kot
npémel va BempnBel eyyevig kivovvog tng dtadikaciog diéyepong. ZoPapov Pabpod OHSS eivat oyt
ovyvo (BA. mapdypogo 4.4).

IToAb omdvio pmopei va eppaviotei Opoppoeuporioudc (Pr. Topdypoago 4.4).

Katdloyoc avemBountwv evepyeidv

Ot ax6AovBot opiopol 1yvovV yio. TNV 0poroyia cuyvotnTag OV Ba Ypnoomondei €1 To €ENG: TOAD
ovyvéc (>1/10), ovyvég (=1/100 £mg <1/10), oyt ocuyvég (=1/1 000 émg <1/100), ordvieg (>1/10 000
¢mg <1/1 000), moAd omdvieg (<1/10 000).

Oepameinl GTIC YOVOIKEC

A1aTapayéc 100 avoeoToINTIKOD GOGTHUATOC
IToA0 ordvieg: "Hmieg €m¢ coPapéc avidpdoelg vrepevaicneiog, copneptiaufovouévov
AVOQUAAKTIKOV OVTIOPAGE®MY KOl GOK

A10T0p0YEC TOV VELPIKOD TLOTHUATOC
[Tolv ovyvéc: Kepoiodyio

Avyyeiaxéc dioropoyéc
IToA0 ordvieg: OpouPoepporicudc (1060 o GLoYETION UE 060 Kt Eeymplotd amd to OHSS)

Aratapayéc tov avarvevatikob cvatiuatoc, 1ov Odparxo kal Tov uecobwpaxiov
IToA0 ordvieg: [Mapo&uvon 1 emdeivaon Ppoyyikod doduotog

Aratopayés 100 yaoTpeviepio
Yoyvéc: Kotmakd aiyog, kothakd Tpnéylo, kotAlokr dvspopia, vavTtio, ELETOS, S1PPOLO

A10T0p0YEC TOV AVOTAPAYWYIKOD CVOTHUATOS KOL TOD UOOTOD

IToA0 cuyvéc: Kvoteig mobnkmv

Suyvéc: "Hriov éwg pétprov fabuod OHSS (cuumepthapfavouévng g oxetilouevng
CUUTTOUOTOAOYIOG)

Oyt ovyvéc: YoBapov Babpov OHSS (cuumepiiapfoavouévng g oxetilopevng
ocvumtopotoroyiog) (BA. mapdaypogo 4.4)

Yravieg: Emumhoxn cofapod Babuod OHSS
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Tevikéc diotopoyéc kKoi KoTaoTaoels TS 000D YOPNYHoNS
IToA0 cuyvéc: Avtidpdoelg Tov onpeiov g éveong (m.y. dlyog, epuBpdtnTa, LOAOTOS, OidN UL
N/xa1 epebiopog 6To onueio g éveonc)

Oepameio 6TOVE AVOPECS

A10T0p0yEC TOD OVOTOTOINTIKOD TVITHILOTOS
[ToAv ondviec: "Hmeg €éw¢ coPapés avidpdoelg vrepevaicnacioc, copmeptiapfovopévov
OVOQUAOKTIKOV OVTIOPEGEMY KOl GOK

A10T0pOYEC TOD OVATVEDTTIKOD GVGTHUATOC, TOV Bwpokxao kKol Tov usaoBwpdkion
IToA0 omdviec: [TapdEuvon 1 emideivaon Bpoyytkov acOuatog

A10T0p0YEC TOV OEPUATOC KOL TOV DITOIOPIOV 10TOD
Yoyvéc: Axun

A10T0p0YEC TOV AVATOPAYWYIKOD COOTHUATOS KOL TOD UOGTOD
Xoyvéc: lMvakopaotio, KipooknAn

Levikéc d10Tapayéc Kol KOTaoTATELS THE 000D YOPHYHONS
[Tolv ovyvéc: Avtidpdoelg Tov onpeiov g éveong (m.y. ahyog, epufpodTnTa, LOAOTOS, 0loT LA
1n/xol epeBIGIOC 6TO GNUEID TNG vEONC)

Hoparxivikéc eletaoelc
Yoyvéc: AvEnon Bapovg

Avopopb mOavoloyoduevov avembOuUnTOV EVEPYELRY

H avaeopd mBovoroyoduevmy avemiBount®y evepyelmy LT amd T YopnyNn o adelg Kukhopopiog
TOV QAPUAKELTIKOD TPOiIOVTOG eivan onpavtiky. Emitpénetl  ovveyn mapakorlobnon g oxéong
0PEALOVG-KIVOVVOV TOV PUPHOKEVLTIKOD TPOIOVTOC. ZNTEITAL OO TOVG ENAYYEALOTIEG VYELOG VO
avVaQEPOVY OTOLEGONTOTE THAVOAOYOVIEVES AVETIOVUNTEG EVEPYELEG LEGM TOL £0VIKOD GLGTNLATOG
ovapopds tov avaypdeetot oto [Hopdptua V.

49 Yrnepodoooloyia

Ta anotehéopata g vaepdocoroyiag tov GONAL-f gival dyvoota, Tapdro Tov eival EVOEOUEVO VO
eppaviotei OHSS (BA. mapdypago 4.4).

5. OAPMAKOAOTI'IKEY IAIOTHTEX

51 ®@oppokoduvopikEs 1010TNTEG

Ddoappokobepanevtikn katnyopio: Oppoveg Tov PUAOL Kol pLOUIGTEG TOV YEVVITIKOD GUGTIHUATOG,
yovadotporniveg, kwduog ATC: GO3GAOS.

Mnyoavioudc dpdonc

H wobBviaxiotpomoc opuoévn (FSH) kar n oypvotpdmog oppovn (LH) exkpivovral and tov tpdcbio
A0B6 T voPLON G g amdkpion oty GnRH kot nailovv copmAnpopotikd poro otV avantuén Tov
wobviakiov kal v woppné&ia. H FSH dieyeipetl tv avdmtuén tov wobvlokiov Tov wodnkov, evod 1
Opdion ¢ LH eumAiéketor oty avantuén tov wobuAiakimv, T 6TEPOEIOOYEVEST KOl TNV OPILaVoT).
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DopuokodvvaukKéc ETOPAGELS

Ta enineda avaotaitivng kot ototpadioAng (E2) av&avovtor petd t yopriynon r-hFSH, ue
EMOKOAOLON EMOy@YN TG avanTLENG TV wobviakiov. H adénon tev emmédmv tng avacsTaitivig
oTOV 0p0 elvar Tayeio Kot pwopei va topatnpndei oM and v tpitn nuépa xopnynong r-hFSH, evo ta
emineda g E2 yperalovion mepiocdtepo ypovo Kot pia advénon mapatnpeitol povo amd Ty TETaPTN
nuépa g Bepameiog. O ouvoAkog dykog Tv wobviakiny apyilel va avéavetol Hetd amd mePinov

4 ¢ 5 nuépeg kabnuepwng yopnynong r-hFSH «on, avdAioya pe v avtandkpion g acbevovg, to
UEYIGTO QMOTEAEGLOL EMLTVYYAVETOL PLETA 0md Tepimov 10 nuépeg amd v Evapén g xopnynong
r-hFSH.

KAwikn omoteeoHOTIKOTITO KOL AOQAAELNL OTIC YUVUIKEC

e KMVIKEG pedétec, ot acBeveic pe Bapeia avendpkela o FSH ko LH, mpocdiopicOnkav pe emineda
opov ¢ evooyevovg LH < 1,2 IU/1 6nnwc avtn petpndnke o Kevipikd epyactiplo. Evtovtolg, mpémet
va AapBavetor veoyn 6t vdpyel petaPAntotnTa otig petpnioec LH mov yivovtal og dtopopetikd
gPYQoTNPLO.

Xe KMVIKEC PEAETES, OTIC OToieg £yive ovyKpton peta&y g r-hFSH (BuvAiaxiotpomivny diea) kot FSH
Tpogpyouevng oo ovpa oe ART (BA. Tapoakdtm wivaka) katl o€ exoywyn woppnéiac, 1o GONAL-f
ntav mo woyvpo ond v FSH mpoepyduevn amd ovpa avapoptkd Le T XOUNAOTEPT GUVOAKT] dOON
KoL TN PIKpOTEPT TEPiodOo Bepameiag Tov YPEBGTNKE YO0 TNV TPOKANGN TNG MPILUVGNG TOV
woBvraxiov.

Y& ART, to GONAL-f og pia younAotepn cLVOAIKT 866N Kot Yo KkpOTePT mEpiodo Bepaneiog omd
v FSH mtpoepyopevn and odpa, giyxe cav amotélesyo v Ay LEYUAVTEPOV aPLOLLOD MOKLTTAP®V
oe oyxéon pe v FSH mpogpydpevn amd ovpa.

[Mivaxag: Anotedéopata g perémng GF 8407 (tuyoromompévn mapdAiniov opddmv pehétn mov
GLYKPIVEL TNV ATOTEAEGLOTIKOTN T Kot TV ac@dAieia tov GONAL-f pe v FSH tov ovpwv ot
TEYVIKES VTTOPonBoveEVNC avaTOPUY®YNC)

GONAL-f FSH tov ovpov
(n=130) (n=116)
Ap1Budg Anebévimv mokuTtdpmv 110+£59 8,8+4,38
Amautoduevec nuépeg o T di€yepon ue FSH 117+£19 145+33
Yuvolikn amattovpevn d6omn g FSH 27,6 £10,2 40,7+ 13,6
(ap1Budg puoiyyov FSH 75 1U)
Avaykn avénong g 86onc (%) 56,2 85,3

Ot dpopég petald Tev 2 opadmv NTav 6TatioTikd onpavtikés (p< 0,05) yio OAa ta KpiLThplo oV
mopatiBevot.

KAwiukn omoteleonotikdTnTo Kot dcOAAEL GTOVC AVOPEC

To GONAL-f yopnyoduevo tavtdypova pe hCG yuo dtdotnpa tovAdyiotov 4 pnvav tpokaiel
OTEPUATOYEVEDT] GE (VOpEG pe avemdpkela o€ FSH.

52  ®@appokoKiviTIKES 1010TNTES

Agv vLapyEl POPUOKOKIVNTIKN dAANAETIOpaoT HETAED TG BuAakiotpomtivig dApa kot TG lutropin alfa
OTOV YopNYOHVTAL TAVTOYPOVAL.

Koatavoun
Metd v evéoAéPia yopnynon, n Bviakiotpomivr GAQa KATAVELETOL GTO VYPO TOV eEMKVTTAPIOV
YOPOL e Evav apytko xpdvo nuicelog {ong mepimov 2 dpeg KO ATOUOKPVVETOL AtO TO GO0 LLE

telkd ypovo nuioetag ong 14 £mg 17 opec. O otabepdg dykog katavoung kopaivetatl omd 9 éog 11 1.
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Metd v vodopa xoprynon, N amdAvtn Prodobecipdtra givar 66% kat 0 avopeVos TEAMKOG
xpOVog Nuicelag Cong kopaivetatl and 24 £og 59 dpec. H avoroyucotnta g d0omg HeTd amd
VIodopLa Yoprynon katadeiydnke puéxpt 900 1U. Metd and eravolopfavopevn yopriynon, n
Bvlaktotpomivny dApa tputhacialeTol aBpoloTikd eTavovTag o otabepd pvdud péca oe

3 éwc 4 pépec.

Amofoin

H cvvolikr k@Bapon givar 0,6 l/opa ko mepimov 12% g yopryoduevig 66ong Burlakiotpomivig
Ao amofailetal and Ta 0vpa.

5.3 IIpoxivikd dedopéva yia TV aoQarsLa

Ta pun KAvikd dedopéva 6ev amokaAdTTOUY 11aitePo Kivouvo yia tov avBpmmo pe Pdon Tig
ovpPatikég HEAETEG TOEIKOTNTOG EQATAE KOl ETUVAAAUPOVOUEVOV SOGEMV KOl YOVOTOEIKOTNTOG,
emmpochera o 6,11 €1 NOM avapepbel oe dAAa TpMpaTo avtg g TIXII.

AvoépOnke HELOUEVT YOVILOTNTO OE EMIUVES TOV EAAPOV PAPUOKEVTIKEG dOGELS BLANKIOTPOTTIVIG
oo (> 40 TU/KgMmuépa) yro peyleg TepLodovs, AOY® HEIMUEVNG IKOVOTNTOG COAANYTG.

Xe vynhég 60oetg (> 5 TU/kg/Mmpépa) n Budakiotponivny dAga tpokdiece peimon otov aplfud tov
Blrocipumv euPpdmv yopic vo, vTapEet TEpaToyEVEST KOl SLGTOKIO TAUPOUOLN LLE VTN TOL TAPATNPEITOL
pe v eppumvonovctokn yovadotponivr (hMG) tev ovpwv. Qotdc0, apod 10 GONAL-f dev
€VOEIKVLTAL GTNV KVN|OT), TA GTOLYELN OVTA ELVOL TEPLOPIGUEVNC KMVIKNG ONLOGTOG.

6. OAPMAKEYTIKEX MIAHPO®OPIEX
6.1 Kotaloyog ekdoywv

IToAo&opepéc 188

Zaxyopoln

Mebetlovivn

Natpro poopopikd d166&vo povoidpiko

Awatplo pmo@opikd d1wdpKod

U-KPEGOAT

Dwcpopucd 0D, cuuTvKVepEVO (Yo Tposappoyn Tov pH)
Natpiov vopo&eidio (Yo mpocappoyr tov pH)

"Yowp yia evéoiua

6.2 Aocvppatotnreg

Agv epappdletar.

6.3 Awgpkero Long

2 ypbdvio.

MoOAG avorytel, To POPUAKEVTIKO TPOTOV TPEMEL va, puAdcceTal o€ Beppokpacio petacd 2°C ko 25°C

v 28 nuépec 1o uéytoto. O aoBevig mPETEL Vo, AVOyPAYEL ETAV® GTNV TPOYEUICUEVT] GUGKEDT] TOTTOV
névag GONAL-f v nuépa e Tpdng Xpnomnge.
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6.4 Idwitepeg TPoPuLAEELS KOTA TN PVLAEN TOV TPOTOVTOG
Ddvidocete og yoyeio (2-8°C). Mnv KoToyvyeTeE.

IIpwv amd 0 dvorypa Kot vtdg e didpketog (mNg Tov, TO PUPUUKEVTIKO TPOTOV UITOPEL VoL
@LAAcoeTal EKTOC Yuyeiov oe Beppokpacieg Emg 1o péyioto 25°C yuo pio pepovopévn tepiodo €mg
ka1 3 umvaov. To mpoidv mpénet vo, amopprpbel edv dev Exel xpnoponombel evidg ovTOV TV 3 UNvav.

Awotnpeite 10 TOUA 6T CLGKELN TOTOV TEVAC, Y10 VO, TPOGTOUTEVETOL A0 TO PG,
Mo cuvOnkeg pOAAENS KaTd T Xpnon, PAére Tapdypapo 6.3.

6.5 ®@Vo1n Ko GLOTATIKA TOV TEPLEKTY

0,72 ml evéoyov Sodvpatog oe euaiyylo (Yool Tomov 1) tewv 3 ml, pe tdpa eloydpnong epnporov
(aAoBovTVAKO EAUGTIKO) KOL EVO TTVGGOUEVO TAOLO OO GAOVUIVIO HE LLOPO EAUCTIKO GTOULO.

Yvokevaocio ¢ 1 Tpoyepiopévng cuokeung THmov mévag kat 12 BeAdvav yia va xpnoipomombody yio
XOpNYNON LE TNV TEVOL.

6.6 Idwitepeg TPpoPULAAEELS aOPPIYNS KO AALOG YEPIGNOG

BA. tig «Odnyieg yprionoy.

IIpv amd v vTodOPLA YOPNYNON KOt EAV 1] TPOYEUICUEVT] GUGKEDT] TUTOV TEVAG SLOTNPEITOL GE
YUYEio, 1) TPOYELGUEVT] GUGKELT TUTTOL TTEVAG TPETEL VO Tapapieivel o€ Oepuokpacio dopatiov Yo
tovAdylotov 30 Aentd TPy amd TV EVEST], MGTE TO PUPUAKEVTIKO TPOIOV Vo PTAGEL o€ Beppokpacio
dopatiov. H cvckeun thmov mévag dev mpémet va Bepuaivetal e tn xpnon ovpvov UIKPOKLUAT®V 1
dAdov Beppavticon ctoygiov.

To dudlvpa dev mpémet va, yopnyeital edv TPyl cOUOTIOW 1 OeV Elvar dlovyEc.

Kd&Be d1divpa mov dev £xet ypnoonoindel mpémel va amoppintetal Ol apyotepa omd 28 puépec Petd

™V TP YPNoN.

To GONAL-f 450 1U/0,72 ml gvéoipo S10Avpa 68 TPOYEUGUEVT] GLOKELT] TOTTOL TTEVOG dEV Eivat
GYESUOUEVO, VO EMTPENEL GTO PLGTYYLO VO OTOGTATOL 1 VO ATTOUOKPVUVETOL.

AmoppiyTe TIG YPNOYLOTOINUEVEG PELOVES AUECHOG LETE TNV £VEDT.

Kda0e aypnoyponointo eoaprakentikd Tpoidv 1 DTOAEUUN TPETEL VO OTOPPITTETAL GOUPDVE, LUE TIG
KOTO TOTOVG 10 HOVGEG OYETIKEG SIOTAEELS.

7. KATOXOX THX AAEIAY. KYKAO®OPIAX

Merck Europe B.V.

Gustav Mahlerplein 102

1082 MA Amsterdam

OMavdia

8. APIOMOX AAEIAY KYKAO®OPIAX

EU/1/95/001/034

9. HMEPOMHNIA IIPQTHE EI'KPIXHX/ANANEQXHX THX AAEIAX

Hpepopnvia mpdtng £ykpiong: 20 OxtoPpiov 1995.
Huepounvia tekevtaiog avavémong: 20 Oktoppiov 2010.
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10. HMEPOMHNIA ANAGEQPHXHYX TOY KEIMENOY

Aentopepeic TANPoPopies Y10 TO TAPOV PAPLOKEVTIKO TPOidV gival dtabéoieg oTov dikTLOKS TOTO
tov Evponaikod Opyoavicpod @apudkmv: http://www.ema.europa.eu.
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1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

GONAL-f 900 1U/1,44 ml gvéciuo d1dAvpa 6€ TPOYEMGUEVT] GUGKEVT TOTTOV TEVOG

2. IHOIOTIKH KAI ITOXOTIKH XYNOEXH

Kd&Be mpoyepuopévn ovokevn tomov névag noAhanidv ddcemv epiéxet 900 IU (1codvvapa pe
66 pwkpoypouudpia) Bviakiotponivig dAea* ot 1,44 ml dteAvpatoc.

* avaovvdvaopévn avBpomivn Buiakiotpoénoc oppovn (r-hFSH) mov napdyeton o kdtTtapa wobnkdv
Kkvelkov kpikntov (CHO) pe v teyvoroyio avacuvovoaouévov DNA

[Na tov AN Katdhoyo Tov ekdoywv, PA. Tapdypapo 6.1.

3. ®APMAKOTEXNIKH MOP®H
Evéoo d1dAvpa o€ Tpoye i EVT] GLGKELT TOTTOV TTEVOC.
Awwyég dypopo didAvpa.

To pH tov dtahduatog ivor 6,7 £wc 7,3.

4, KAINIKEX ITIAHPO®OPIEXZ
4.1 OgpomevTikéc gvoeitelg

2TIC EVIMKECS YUVOIKECS

o Avmoppnéia (mov Teptlapfavel To cOVOPOLO TOAVKLOTIKMY MOONK®OV) GE YUVAIKEG TTOV OEV
amoKPIONKOV GE AymYN LE KITPIKN KAoULpaivn.
. [IpoKinon moAvwoBvAaKIKIC avATTVENG o€ Yuvaikeg mov vVoPdAlovtal oe vtepwoppnéia e

TeyVIKéEG vtofonBoduevng avarapaymyns (ART) onmg eEmcmpatiky yoviporoinon (IVF),
EVOOGOATLYYIKT LETAPOPE YOUETOV KO EVOOGUATLYYIKT LETOPOPE {UYDTOL.

o To GONAL-f g cuvdvacud pe 1drockedacuo Tov TepEyel wypvotpodmo oppovn (LH)
gvdeikvutal yia T 01€yepon g avAamTuéng Tov mobvAiakiov og yuvaikes pe Papeia avemdprelo
LH xon FSH.

2T0VC EVAMKOUC AVOPEC

. To GONAL-f evdeikvotat, yio T d1€yEPON TNG CTEPLATOYEVEGTC GTOVE AVOPEG TOV EXOVV
GULYYEVN N EMIKTNTO VITOYOVOSOTPOPIKO VTOYOVASICUO GE GVVIVLAGUO e Oeparmeia pe
avOpdmvn yopraxn yovadotpomivn (hCG).

4.2  Aocolroyia Kol TpOTOS YopyNoNs

H swoaywyn og Ogpancio pe to GONAL-f Oa npénet va yiveton vrd v enifreyn 10Tpod Eumelpov o1
Bepameio StaTapaydV YOVILOTNTOG,

O1 aoBeveic Tpénet va epodacTOVV LE TO GMOTO aPlBLd GUCKELGV TOTTOV TEVAS Y10 TOV KOKAO TG
Oepameiog TOVE Kol Vo EKTOIOEVTOVV OTI XPOT TOV COOTMOV TEXVIKOV EVEGNG,.
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Aocoloyia

Ta 6060A0YIKA GYHLOTA TOV GLGTHVOVTAL Y1, T XopNynor tov GONAL-f eivar exeiva mov
xpnoyonotovvtot yo v FSH mov mpoépyetat and ovpa. Kiwvikn a&oddynon tov GONAL-f
OmOdEIKVOEL OTL 01 NUEPNOLEG OOGELC, TA GYNLOTA XOPNYNOEMS KOt 01 LEB0SOL TapaKolovOnoNg NG
Bepamneiog oev Oa mpémel va Sapépovv amd EKEIVEC TOV YPNGILOTOLOVVTOL TTPOG TO TOPOV Y10l TO,
QOPUOKELTIKA TTPoidVTa 0Vp®V oL TePEyovv FSH. Xuviotdtot 11 CURUUOPP®ON GTIG CUVIGTMUEVES
d00ELg EVAPEEMS TOV TEPTYPAPOVTAL TAPUKATO.

2UYKPITIKEG KAVIKEG peAéteg £xovv deitet 0TL 0 pécog asBevng amartel younAloteprn abpototiki d6om
Kot pkpotepng duapketag Oepaneio pe GONAL-f oe avykpion pe FSH mpogpydpevn amd ovpa.
Emopévaog, Bewpeiton avaykaio va do0ei pio younAdtepn cvvoiikn d6omn tov GONAL-f and avti mov
vevikd ypnowonoteitat pe tnv FSH wpogpydpevn amd ovpa, 6yt Lovo yia 1 PerTicTonoinon g
ovamTuEng TV wobvAakiov aALd Kal yio TV EAAYIGTOTOINCT TOL KIVOUVOL avemBOuUnNTg
VIEPOIEYEPONG TV wobnkdv. BA. mapdypagpo 5.1.

KoatadelyOnke Pro-tcoduvapio petald 10000vVapmy 00GE®V TG TAPOLGINGN S LOVOIOoTG Kot TNG
napoveioong tolanidv d6cemv Tov GONAL-T.

Tvvaikec ue avwoppnlio (rov mepiloufiavel kai cOVOPouo TOIVKDOTIKOY WoOnK®V)
To GONAL-f pmopet va xopnyn0ei og pia oeipd amd kadnpuepivég EVEGEIC. X YOVOIKEG Le ELUNVN
poon 1 Bepaneio TpEneL va apyicel EVTOG TV TPOTOV 7 NUEPDV TOV EUUVOPPLCLOKOD KOKAOV.

Mo, aymyn mov ypnoomoteitan cuvinbmg apyilet pue 75 émg 150 IU FSH nuepnoing kot avédvetan
Katd Tpotipunon kotd 37,5 f 75 IU pe pecodiaotipata 7 1 Katd wpotipnon 14 nuepdv avaroya e
TIC OVAYKES Yo TNV miTEVEN eMapKoVC 0AAG Oyt vtepPoiikng omdkpiong. H Bepancio mpénet va
TPOGOPHOCTEL 6TNV e€0TOUKEVLEVT amOKPIoN TNG KABE 060evovg dmwg allodoyeiton e PETPNON TOV
pey€boug tov Bviakiov pe VTEPHOLVS /KL TNG EKKPLoNG oloTpoyovey. H péytotn nuepnoia doon dev
vrepPaivel cuvnbwc ta 225 IU FSH. Edv o acbevrg dev avtanokpifel emapkmg peTd omd

4 gBdopddec Bepameioc, o KOKAOG TPEMEL va. eykaTolelpel Kot 1 acBeving Tpémet vo vroPAnOel o
TopoITEP® aE0AOYN oM, HETA amd TV omoia umopei va Eavapyicel Oepameio pe peyaAdbtepn apyikn
d001 om' 0,TL 6TOV EYKOTUAEIPOEVTA KOHKAO.

Otav emrevybet BéATIoT avTidpaon, pia epdmos Eveon 250 LIKPOYPOUUOPIOY avACUVOLOGUEVIC
avBpaTvng yoplaxng yovadotpomivng aAga oppovng (r-hCG) i 5 000 TU péypr 10 000 TU hCG mpémer
va xopnynOei 24 £mg 48 mpeg petd and v televtain Eveon GONAL-f. Zuviotdratl otnv acbevi| va
éM0gL e ouvovaio katd TV Nuépa ¢ yopnynone hCG kot v exdpevn nuépa. Evailoktikd, umopsel
Vo, YIVEL GTTEPUOTEYYVOT).

Edv emtevybei vrepfolikn avtidpaon, n Oepaneio mpémel va dtaxomel kat va pn yopnyndei hCG
(BAéme mapdypago 4.4). H Bepaneia mpénet va Eovopyicel 6Tov ETOIEVO KUKAO GE dO0T YoUnAdTEP
amd €KELVN TOL TPOTYOVULEVOL KVUKAOV.

Tvvaikec mov vrofdiloviou ae diEyepan twv wobdnkwy yio avdrrvén molloamdav wobviakiwy wpiv amo
TNV in Vitro yoviuomoinon 1 aAreg teyvoloyiec vmofonfoduevic avomropoywync

H cvvifng docoloyia yio viepwoppnéia mepthapfavetl ™ xoprynon 150 éwg 225 IU GONAL-f
nuepnoimg, Eexvmvtog v Nuépa 2 1 3 tov kokAov. H aymyn cvveyiletar puéypt va emitevydet
EMOPKNG AvATTLEN TOV MOBVAOKIOL (OTWC EXTILATAL [LE TOV EAEYYO TNG GLYKEVTIPMGNG OLGTPOYOVOV
oToV 0pd /KO Pe VITEPXOYPAPT LX) KOl 1] d0c0A0Yin TPooapUOLETOL OVALOYA [IE TNV ATOKPLOT TNG
acBevoig, cuvinbmg péypt 450 IUMpépa to péyioto. IN'evikd, wovomomTiky avamtuén tov wobviakiov
gmtvyydveton Katd péco 6po tn 10" nuépa ¢ aywyng Tov kKokAoL (e0po¢ 5 €wg 20 nuépeg).

24 ¢mc 48 mpec petd v terevtaia Eveon GONAL-f yopnyeitoun epana éveon 250 pukpoypappapiov
r-hCG 711 5 000 IU émg kot 10 000 IU hCG yuo tnv mtpdxinon g pnéng tov wobviakiov.

H mpog o kbt pvubuon pe ekhvtik oppovn tov yovadotpornvayv (GnRH) ayovictégn

OVTOYOVIOTEG YPNOLHOTOlEITOL CLVIHBMC [Le 0TOYO TV KOTAGTOAN NG evooyevovg LH kat tov éheyyo
TV ToVIK@OV emmédov g LH. e éva cuvnbiouévo tpwtokorro, to GONAL-f Eekivd mepinov
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2 eBdopddeg puetd v Evapén g aymyng e oymvioTés Kot cuveyilovtal Kot To Vo PéEYpL vo
emrevydel emapkng wobviakikn avamrtoén. ['a mapdadsrypo, petd v aywyn 2 foopddwy e Evav
ayovioty, yopnyoovvtot 150 éwg 225 IU GONAL-f yia tig 7 tpmdteg nuépec. H docoloyia ot
ocuveéyeln Tpocaprdletar avaioya pe TV ®oONKIKN andkpion.

H ovvoiikn gpmepio otnv IVF delyvel 011 yevikd T0 m0c0GTO £MTUYING TNG OLY®YNG TOPAUEVEL
otabepd KT TN SIAPKELD TOV TPDOTOV 4 TPOSTUOEIDV Kol LetdveTaL Babundov GTic ETOUEVEG.

Tvvaikec ue Papeio avendpreio LH xou FSH

X yovaikeg pe avendpkele LH kot FSH, o otoyoc ¢ Oepanciog pe GONAL-f o€ cuvdvacpo pe
10100KELAG LA TTOL TTEPLEXEL ®YPLVOTPOTO 0puodvn (LH) elvan n mpomOnon g avémtuéng tov
woBvAakiov akoAovBovpevn amd TV TEAKT] ®PILOVOT, KATOTLY YOPHYNoNG ovOpOTIVIG YOPLOKNG
yovadotpomnivng (hCG). To GONAL-f mpémet va yoprnyeitar oe kOKAO KaOnpepvav evécemv
tavtoypova pe lutropin alfa. Edv n acBevnig eivor apnvoppoikn kot epeavilet yopunin evooyevi
£€KKP1OT 016TPOYOVOV, 1| Bepameio LTOpel va apyicel avi TAGH YPOVIKT CTUYL.

To cvvictdpevo Bepamevtikd oynua apyiCet pe 75 IU lutropin alfa v nuépa, oe cuvdvacud pe
75 €m¢ 150 IU FSH. H Oepancia mpémet vo eEATOUKEVETOL AVAAOYOS TNG AVTATOKPIOT G KaOE
acBevoig, n oola aglohoyeiton pe pétpnon tov peyéboug tov wobviakiov, pécm
VIEPNOYPOUPTLLOTOG KAL TNG OLGTPOYOVIKNG OVTATOKPIONG,.

Edv BewpnBel avaykaio pwa avénon g 66ong g FSH, n mpocappoyn g d6ong Tpénet vo yivetot
KOTA TPOTiPNoN HETA amd dwuothpata 7 £0¢ 14 nuepdv Kabdg eniong Kot 6€ TPOCAVENGELS TV
37,5 éw¢ 75 TU. Evdgyopévmg va eival amodekt 1 mopdToct TG SIdpKeLNg O1EYEPCEMG O OTO10
LELOVMUIEVO KOKAO £mG Kat 5 fdopddec.

Orav AapPavetor n PELTio avtamokpion, Oo tpémetl va yopnyeitol pio epdmas Eveon

250 pkpoypappapiov r-hCG 1 5 000 1U émg kot 10 000 1U hCG 24 éwc 48 mpeg petd t1g televtaieg
evéoelg GONAL-f kat lutropin alfa. Zvvictdton 1 acBeviig va £pbet o€ ceEovalikn| emagn v idla
nuépa kot tnv emopévn g xopnynong hCG. Evailaxticd, pmopel vo yivel eviountpiky
onepuatéyyvon M o dAAn dodikaoio wrpikd vrofondovuevng avamapaymyng Le Baor v Kpion
TOV 1TPOD Y10 TNV KAWVIKY TEPIMTMON).

H vrootpi&n g oypwvikng pdoemg pumopel v Anedei vwdyn kabott 1 amovcio ovcidv pe
wypwvotpomo dpactnprotnta (LH/HCG) petd v moppnéio pnopei vo TpoKarECEL TPOLUN AVETAPKELL
TOVL WYPOV CAOUOTIOV.

Edv mapatnpndet vrepPfoincn avtamodkpion, 1 Oepaneio mpénel va SloKomel Kot Vo, avooTOAEL 1)
yopnynon hCG. H Bepancio tpénet va apyicel mdAl tov endpevo kokio pe d6on FSH yapniotepn and
gkeivn otov Tponyoduevo kbkio (BA. mapdypago 4.4).

Avdpec 1e vToyovadoTpoPIKO DTOYOVAIIoUO

To GONAL-f Oa wpénel va yopnyeital o€ pia d6om tv 150 IU tpeig popég v efdoudda,
tavtoypova pe hCG, yia éva oo TOLAGYIOTOV TEGGAPOV UNvedV. Edv dev vdpyetl amokpiorn Tov
aoBevoug PEeTd To TEPUG OLTNG TNG TEPLOSOV, 1| GuVOLOCUEVT Bepaneia Oa pmopovoe va cuveylsbein
TpEYOVGU KAVIKY eumelpia deiyvel Ot Bepameia TovAdyiotov 18 unvodv sivar amapaitntn yio vo
emtevybel omepuatoyéveon.

Edwoi mAnBvopoi

Hlkiowuévor
Agv vrapyet oxetikn xpnon t1ov GONAL-f otov nlikiopévo minbucpd. H acedieia ko n

amoteleouatikotnta 100 GONAL-f dev £xovv tekunpiwbei oe niikiopuévoug acbeveic.

Negppixn 1 nratikin avendpkelo
H acpdieia, 1 aroteAecpoatikdtnta Kot 1 eopuokokivintiky 1ov GONAL-f dev éxovv texpunpiodei o
aoBeveic [Le VEQPIKN | NTATIKN AVETAPKELQ.
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THoudiozpixoc tinBvouoc
Agv vapyet oxetikn xpnon tov GONAL-f 6tov moidiatpikd minbuoud.

Tpomog yoprynong

To GONAL-f npoopiletar yio vodopia ypnon. H éveon npémel va yopnyeitan tnv iduo dpa
KaOnpepva.

H mpdtn éveon tov GONAL-f Oa wpénet va mpaypatoroleital vd aueon wtpikn exifieyn. H
avtoyopnynon tov GONAL-f Ba npémet va mporypotomoleitor HOVO Gg EVAILEPOVS Kot TPOBVLLOVG
ao0eveic, ETOPKOC EKTOOEVIEVOVG Kot [LE dpeon TPOGPacT 6 GUUBOVAELTIKN VTOGTHPIEN ELOTKOV.

Kabdc 10 GONAL-f 0g mpoyepiolévn GUOKELT] TOTOL TEVOG LE PLOTYYL0 TOALUTADY dOGEWY

npoopiletor Yo meplocdTEPEC 0md pio evéoels, Tpémetl va divovtan EekdBapeg 0dnyiec otovg aobeveic
LE GKOTO Vo amoPeLYDel EGOAAUEVT] YPNOT TS GLOKEVAGIOG TOAAATADY SOCEWV.

IMo 0d1yieg GYETIKA PE TN YOPNYNON HE TN TPOYEUIOUEVT] CLGKELT] THTTOV TEVAS, PA. Tapdypapo 6.6
Ko T «Odnyieg ypnongy.

4.3  Avrevositeag

. vIepELOICONGia 6T SPOCTIKN 0VGIN 1) G KATO0 ATd T, EKOYO TTOV OVUPEPOVTAL GTNV
mapdypogo 6.1.

. 0YKO1 GTOV VIOOAANLLO 1) GTNV LITOPLOT)

. G€ J10YK®MOT moONK®V 1 ®oBNKIKY KOGTN OV OV GYETILETAL [IE TN VOGO TOAVKVGTIKOV
®oNKdV Kot tvar Ayvwotng Tpoérenong

. GE YUVOIKOAOYIKEG OUpLOppayies GyvmaoTtng TpoErevong

. o€ Kapkivopa mobnkng, unTpag 1 pootoo.

To GONAL-f avtevdeikvotal dtav dev pmopel va emitevyBel emtuyng omdkpion Onme:

. TPOTOTAONC ®OONKIKY avemdpreLn

. dvomAacieg TOV YEVWNTIKAOV 0pYAvmV 0cOUPOTEG LE KOToN
. WOLLOUATO TNG LWATPOS AcOUPATO LE EYKVLOGUVT).

. TPOTONAONC OVETAPKELD OPYEDV.

4.4  E101kéC TPOELOOTONGELS KOl TPOPVAAEELS KATA T1| Y p1on

Iyymlaowotnto

ITpoxeévov va, BeATimBel 1 tyvnAQGILOTNTO TV BLIOAOYIK®OV QUPUOKEVTIKOV TPOTOVT®V, TO OVOLLN
KoL 0 0plOUOG TOPTIOAG TOV YOPTYOVULEVOL PAPLAKOV TPEMEL VO, KATOYPAPETAL LLE GUPTVELL.

T'evikn] cbotoon

To GONAL-f givat pua ioyvp1] YovadoTpomog ovucio Tov ival IKOvN Vo TPOKAAEGEL LETPLEG EMG
coPapéc avemBuUNTEG EVEPYELES KOl TPETEL VAL YPNCLOTOLEITOL HOVO AId 10TPOVS TOV Eival TATP®G
€EOIKEIMUEVOL LIE TO TPOPANLOTO KL TO XEPLOUO TG VTOYOVILOTNTOC.

H Bepancio pe yovadotpomivn amottel pio GUYKEKPLUEVT YPOVIKT EVOCTYOANGCT OO TOVG 1LTPOVG KOl
TOVG EMAYYEAIATIEG VYELOG OTTMOC KL TNV VTOPEN TOV KATOAANA®V opYdvov Tapakoiovdnone. H
0oQOANG Kot amoteleopatikn xpnon 1ov GONAL-f o1ig yovaikeg amortel Ty mapakorovonon g
®OONKIKNG aVTATOKPIONG LOVO LE DTTEPNYOVG, ) KATA TPOTIUNGT GE GLVOLACKUO LE TNV TOKTIKY|
UETPNON TOV EMTEI®V O1GTPOUSIOANG TOL 0pov. Mropel va vtapEet kdmotov Padpod petafintoTnta
peta&y acbevav oe oyéon pe v avtondkpion ot yopriynon FSH, pe avemapxn avtamdkpion otnyv
FSH ¢ opiopéveg acbeveig kot vrepPoiikn avtamdkpion oe drrec. [Ipénet va ypnoiponoteitol n
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YOUNAOTEPT] ATOTEAEGLOTIKY 0OGT GE GYECT LE TO GKOTO TG Bepameing TOGO GTOVG AVOPES OGO Kot
OTIG YUVOUKEG.

Iopoupia
Koartd ™ dwdpxeta ¢ Oepancioc pe GONAL-T, acBeveic pe mopoupio 1 e 01KOYEVELNKO 1GTOPIKO
Topeupiog TPEMEL va TapakorovBodviat otevd. Evdeyopuévmg va ypelaotel dtakomn g Oeponeiog oe

emdeivwon N TpOTN EKONAWMOT OVTHG TNG KATAGTAOTS.

Oepameiot GTIC YOVOIKES

IIpwv v évapén g Bepaneiag, 1 vroyoviudTHTA TOL {EVYOLG B Tpémel va Exel a&loloynOel kat va
&yovv extiundei o1 mbavég avtevoei&elg yio kimon. Ewducotepa, ot acbeveic Oa mpénet va e&etootody
Y10 VTOBVPEOEISIG O, PAOLOETIVEPPLOLOKT] OVETAPKELLL, VIEPTPOAUKTIVOLIIO KO TPETEL VOL EQUPULOOTEL
1N KATAAANAN e€e1d1KEVLEVT Ay @Y.

Acbeveig mov voioctavtol diéyepon g avamtuéng Tov mobviaxiov gite wg Bepameio vIOYOVILOTNTOG
opeduevng og avooppnéia eite wg Bepaneieg ART, umopel va Tapovcidcovy vrepdloyKmon
wobnkav N avamruén vrepdidyeponc. H tpnomn g mpotevopevng d0omg Kot Tov TPOTEWVOUEVOV
Tpomov yopnynong tov GONAL-f kabmg emiong kot 1 otV mopoakolovdnon g Bepanciog Oa
EAOYIOTOTOMGEL TNV EUEAVIOT) TETOL®V GLUUPBAVT®V. [0 TNV axpPn KoTavonon TV SEKTOV TNG
avamTuéng Kot opipoavong tov Buiakiov, o 10Tpdc Ba Tpémel va givol EUTELPOC GTNV EPUNVEIN TOV
OYETIKDOV EEETAGEWV.

Xe kKMvikég peréteg, amodeiydnke 6t1 10 GONAL-f av&dvetl v gvaicOncio tov wodnkov dtav
yopnyeiton pe lutropin alfa. Eqv 0ewpnBei avaykaio po adénon g 06omg ¢ FSH, n mpocappoyn
NG 060NG TPEMEL VA YiveTal Katd TpoTiunon o dtactiuata 7 éog 14 nuepdv kabng eniong Kot og
mpocavéncels tov 37,5 émg 75 1U.

Agv €yer yivel aueon ouykpion t@v GONAL-f/LH évavtt g avOpdmivng ELUNVOTOVGIOKNAG
yovadotponivig (hMG). H avadpopkn oOykpion pe maiordtepa ototyeio vrodetkviet OTL TO T0GOGTO
woppnélmv mov waportnpeitar pe GONAL-/LH eivol mapepgepéc pe avtd mov Aappaveror pe hMG.

20vopouo Ymepdiéyeponc twv Qoldnkwv (OHSS)

Kdamow S10ykmon tov wobnkdv eivar pia tpoPAendpevn enidpaon tng eAeyyOUEVNG WOOMNKIKNG
déyepong. Iapatnpeitor mo cvyvd o€ yovaikeg pe cHVOPOLO TOAVKVOTIKGOV MOONK®V Kot cuviBwg
vroywpei ywpig Oepamneio.

Alopopetikd amd Vv amin d1dykwon Tov wodnkav, to OHSS eival pia katdotacn mov propel va
eneavictel pe drapopetikovg Baduovs Papdtrag. Xapaktnpiletatl amd 0101TEPMOS SIOYKOUEVES
®ofNKee, VYNAA emITEDD GTEPOEWOMY TOV PVLAOV GTOV 0P Kol LENUEV AYYELOKT] SIATEPOTOTNTO TOV
UTOPEL VOL 001 Y OEL GE CLGGMPEVCT| VYPADV GTO TEPLTOVALO, GTOV TAEVLPLTIKO YDPO Kol GTOVIMG OTIG
TEPKAPOUKES KOTAOTNTEG,

H axérovbn cvuntopoatoroyio propel va mapatnpndet oe coPapéc nepurtmoeig OHSS: kothioxd
GAYOC, KOIALOKT O10YK®OT), VITEPPOAIKN SOYK®OOT TV 0OONKOV, adENGT) TOL COUATIKOV BAPOVC,
dVGTVOLa, OALYOLPI KOl YOGTPEVTEPIKA GUUTTMLOTO TOV TEPIAOUPAVOLY VauTia, EUETO KOl S1ippola.
H xdwvua) e€étaon pmopel va dei&et vrooykoapio, apLoGUUTOKVOGT], SIOTOPUYEG NAEKTPOAVTAV,
0oKITN, APOTEPLTOHVALO, TAEVPITIKEG SINONGELC, VOPOBdpPaKa 1 0Eeia avamvevoTikn dvoyépeta. TToAd
ondvia, to OHSS cofapov Babuov pmopel va mtepurieybel and cvotpoen wodnkdv 1 Bpopfospforikd
EMEIGOO10 OTMC TVEVUOVIKT] EUPOAT], IOYOIUIKO OYYELOKO EYKEPOAIKO ETEIGOO10 1| EUPPOYLLL, TOV
HooKapdiov.

AveEdpmnrol Tapdyovieg Kivovvov yio v avantuén tov OHSS cuourepilapfavouvy veapn niia,

adamn palo cOUUTOS, GOHVOPOLO TOAVKVOTIKGOV 0oONK®V, vynAdTePES dOGELS EEWYEVDV
YOVOSOTPOTIVAOV, VYNAG 0OALTA 1] TAXEMG ALEAVOUEVA ETITESN OLGTPAUIIOANC 0POV KOl TPOTYOVLEV,
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eneiodoio OHSS, peydro apBpd avantvocdpuevov wobviakiov otig modnikeg Kot ANy peydiov
ap1OpoD WOKLTTAPWOY 0 KUKAOVE Vtoonbovuevng avamapaymyng (ART).

H mpnon mg ocvuvictdpevng d6ong kat tov TpwtokoAlov yopnynong tov GONAL-f umopei va
TEPLOPIGEL GTO ELAYIOTO TOV KIVOUVO VIIEPIIEYEPONG TOV WOONKDV (PAETE Tapaypdpovg 4.2 kat 4.8).
SVVIGTATOL 1] TOPOKOAOVONGN TOV KOKA®V S1E€YEPONG LEG® VITEPTYOYPUPTLUTOC, OTIMS ETIONG
UETPNGELG TNG OLGTPUSIOANG Y10 TNV TPDOUUT OVAYVOPLoT] TOV TUPOYOVI®V KIvODVo.

Yrdpyovv arotyeio mov tpoteivouv twg n hCG mailel éva onpoavtikd pdro 6to va tpokorésel OHSS
KoL 0TL TO GOVOPOUO Umopel va, givat o coPopd Kot Topatetapévo v ovuPei komon. Eropévac,
otav gppavifovral onueio ®odnKIKNG vIePdIEYEPONS OTWG EMITESO 016TPASIOANG opov > 5 500 pg/ml
1 > 20 200 pmol/l /xor > 40 woBvrakio cuvorkd, Tpoteivetar va pun yopnyeitar hCG kat va
GUVICTATAL GTNV AGOEVI 1] OTOPLYN GLVOVGIAG 1] 1| XPNOT AVTIGLAANTTIK®V HeBSdV Qparyov i

4 tovAdyiotov nuépec. To OHSS pnopel va emdevmbel tayéws (viog 24 mpav) 1 katd ) didprela
UEPIKDV MUEPDV G€ Papeia 1Tpikn KATAGTACT. AVTO epeavileTal GUYVOTEPO LETA TNG SLOKOTT TG
oppovikng Bepamneiag Kot pBdvel ot uéylotn cofapdtnta oe mepimov entd Emg dEKa NUEPES LETE TN
Oepaneio. Enopévac, ol acbeveic npémel va mapakolovbovvtal yio TovAaylotov 600 efooprades petd
™ yopfiynon hCG.

>mv ART n avappognon tov wobvrakiov mtpv Ty moppnéia Umopei va HEIDOGEL TN GLYVOTNTA
EUPAVIOTG TG VTEPIEYEPTG.

To OSHH 7mov 1 pétpiov Pabpod cuviBwg veietor avtopata. Edv cuoppet OHSS cofapod Babpov,
ocvviotdral vo dtakonel 1 Oepaneio pe yovadotponiveg epdcov cuveyiletat kot 1 acbevig va eloaybel
G€ VOGOKOLEID KOl va, EEKVoEL KOTAAANAN Oepameio.

Loivdvun konon

e aoBeveig mov voPdAilovtal og emaywyn woppnéiag, 1 cvyvOTNTA TOAHIVUNG KUTONG Elval
avénuévn o cOYKPLoN UE T PUOIOA0YIKY cVAANYM. H mAstoymeia Tov ToAvddpmv Kunoemv givat
didvpeg. H moAvduun komeon, dtaitepa ekeiviy vyming katdraéng, cuvodedetal amd avénuévo Kivovvo
AVETOOUNTOV ATOTEAEGUATOV TOGO KOTA TN UNTPIKN 060 Kol GTNV TEPLYEVVITIKT| TEPI0d0.

T"a va gehayiotomonBel o kKivouvog ToOAVSVIOV KUGEMG, CLVIGTATOL 1] TPOCEKTIKN TAPUKOAOVONGoN
NG OVTATOKPIONG TOV WOONKOV.

e acbBeveig mov vroPdArroviar oe dadkacieg ART, o kivovvog Tng moAvdvUNG KV GEWS oyeTileTON
Kupig Ue ToV aptOpd Kot TNV To0TNTO TOV LETAPEPOUEVOV EUPPVOV KOBMG Kot TNV NAwia Tng
acBevoug.

Ot aoBeveic Ba mpémetl va evnuep@vovtal yio Tov Thovo Kivouvo moAludvpon KuMoemg Tpv omd TV
évapén g Bepamneiog.

Arwieia kbnong

H ocvyvomto ¢ andAielog komong pe omofoin 1 autopatrn EKTpmaon eivat vynAdTepn o€ 0oOeVEig
7ov VToPaAlovtal o€ d1€yepon @oBLANKIKNG avAmTLENG Yo eraywyn TG woppnéiog n ART an’ 6,11
UETA ATtO QUOIOAOYIKT CUAANY.

Extonn xvonon
Ot yovaikeg L 10TOPIKO VOGO T®V GOATIYY®V PpioKoval 6€ Kivouvo EKTOMNG KUNGEWMG it €V M

Komon &yel emrevyBel pe avtopatn cOAANYN 1 Katdny Oepaneiog vroyovipotntoc. ‘Exel avapepbel
TG 0 EMTOAAGIOC TNG £KTOMNG KON oG Hetd amd ART givar vynAdtepog amd 6,11 6T0 YEVIKO
TANOvoLO.

Neomhagiec Tov avamopaywykod cootiuoTog
Yépyovv avaKoVOGELS Y10l VEOTANGIEG TOV MOBNK®V Kot AAAEG VEOTTANGIEG TOV AVATAPOLYWYTKOV
GUOTNHOTOC, KAAONOELS Kal U, 0€ YOVOiKeg TOL £x0ovV VITOPANOEl og TOALATAG OepamevTiKd oyfLoTol
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v ™ Bepoameio TG vToyovipdTNTag. Agv £yl akOun damioTmbel €dv o1 yovadotpomiveg avEdvouy 1
Oy1 ToV KivOUVO T®V OYKOV 0VTMV GE YOVOIKEG LLE VTOYOVILOTNTA.

20YYeveic OvaUopPLES

O emumoAaoHOG TV cLYYEVDV dSuopopPldv Letd amd ART propel va givon ehappdg vymidtepog am’
0,TL T LGIOAOYIKT GUAANYT. AVTO TIGTEVETOL TG OQEILETOL GE SLUPOPES GTO YUPAKTNPIOTIKE TV
YOVEQV (.. MAKIO UNTEPAG, YOPAKTNPIOTIKA CTEPLOTOC) KOl TIG TOADOVUEG KUNGELG.

Opoufoeupfoiira emeigddia

e yovaikeg pe mpdoeatn 1 tpéyovoa OpopufoepuPfoikn voco 1 yovaikeg 6mov yevikd ovayvopilovton
TAPAYoVTEG KIvdLVOL Y1 Opopfogpforid enelcodia, OTMG TO TPOCOTIKO TOVG 1) TO OIKOYEVELONKO TOVG
16TOpIKO, 1 Oepomeia e YovadoTpomiveg umopel va avENcel Tepattépm tov Kivouvo emdeivimong 1
EUPAVIONG TETOLOV €100VG EMEIGOSIMV. LTI YOVAIKEG AVTEC, TA OPEAT] TNG XOPNYNONG YOVASOTPOTIVDV
npénel va otabpifovral Evavit Tov Thavav Kivdivay. ZNUeudveTOL Tmg 1 1o 1 KiNon 0Tmg Kot To
OSHH enriong épovv Evav avEnuévo kivovvo yio Bpopoepforikd emeicddia.

O¢gpamneio 61OV GvOpeS

Avénpéva enineda evdoyevovg FSH eivan evoeiktikd tpotonaboic avendpkelag Opyewv. Avtoi ot
aocBeveig 6ev avtamokpivovtar ot Oepancioc GONAL-f/hCG. To GONAL-f dev mpémel va
YPNOLOTOLEITAL OTOV OEV Elvar duvatd vo ANeOel AmoTELEGUATIKY OVTATOKPLON.

ZuvioTdTon avaAVGeT TOL oTEPHOTOC 4 ¢ 6 pveg petd v évapén g Bepameiog og péPoc g
EKTiEMONG ™G avTamdkplong ot Bepaneio.

IIepeyduevo og vatplo

To GONAL-f mepiéyet Ayotepo and 1 mmol vatpiov (23 mg) avd d6om, givar ovtd mov ovopdiovue
«eAebBepo vatpiovy.

45  Aliemopaocsig pe AL QUPUOKEVTIKA TPOIOVTA Ko GrAheg popeés aiinleniopacng

Tavtodypovn yoprynon tov GONAL-f pe Ao @oppraKeLTIKG TPOIGVTO TOV YPTCLLOTOIOVVTOL Y10, TN
déyepon g woppnéiag (w.y. hCG, kitpikn Khoppaivn) propel va EVOUVOUMGEL TNV ATOKPIST] TOL
woBvroxkiov, evd 1 Tawtdypovn xpron tov GnRH ayovictdv 1 avtayoviotdv mov 0dnyovv otnv
amevaiodntonoinon g voPuong uropet va avénoet m d6omn tov GONAL-f mov yperdleTon o va
dnuovpynoet exopkn wobnkikn amoxpion. Kapio GAAN KAVIKG oMUOVTIK 0AANAETIOPAOT POPUAKOD
dev éxet avapepei yuo t Oepaneio pe GONAL-T.

46 TovipdétnTa, KHNGN KO Yolovyio

Kvnon

Agv vtapyovv gvdeitelg yio ) xpnon tov GONAL-f kotd T didpkela g eyxopocvvnge. Ta dedopéva
OO GYETIKG TEPLOPICUEVO aplBUd eKBECEDV KATA TN SLIPKELR TNG EYKVUOGUVNG (TEPITTAOCELS EKPOoNG
gykvpooHvng Aryotepec omd 300) kotadetkvoouy T Un Hapén GuYYEVOVY SIOUAPTUPIOV 1| TOEIKOTNTA

070 EUPpvo/veoyvo amd T ypromn g BvAaxioTpomivng GApa.

e uehéteg oe (oo, dgv mapatnpnonke enidpoon tepotoyéveonc (BA. mapdypago 5.3).

Ta KAvikd oTotyeio dev TapkobV Yo Vo amokAEIoTEL 1) emidpaot tepatoyéveong tov GONAL-f og

nepintwon £kfeong katd T S1GPKELN TNG EYKLHOGVHVIG.

Oniaopdc

To GONAL-f dev evdeikvoutat katd tn d1dpKeld Tov OnAacpov.
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Tovipdtta

To GONAL-f gvdeikvutot yuo, yprion oty vroyoviudmto (PA. mapdypapo 4.1).
4.7 Emopacelg 6TV tKavOTITO 001]YN61)S KO XEPIGHOD P ovipndToy

To GONAL-f dev &xet kopio 1 £xel aoUOVIN EXIOPACT OTNV IKOVOTITA 0ONYNONG KoL YEPIGUOD
unyovnudtoy.

4.8  AvemOovunteg evépyeleg

IIepiAnyn Tov TPOEIA acAAELNC

O avemBopnteg evépyeteg mov avagépdniay pe T peyaddtepn ovyvotnta efval keporolyic, KOOTER
®OONKOV Kal TOTIKEG AVTIOPAGELS 6TO onEio TG éveong (T.y. AAYos, epuBpOTNTA, LOAMTOC, OldN U
N/xat epebiopdg oto onueio g Eveong).

Avapépinke cuyva Nmov Emg pétprov Paduov cuvdpopo vrepdieyepons tmv wobnkdv (OHSS) kot
npémel va BempnBel eyyevig kivovvog tng dtadikaciog diéyepong. oPapov Pabpod OHSS eival oyt
ovyvo (BA. mapdypogo 4.4).

IToAb omdvio umopei va eppaviotei Opoppoepporioudc (Pr. Topdypago 4.4).

Katdloyog avemBountwmv evepyeidv

Ot ax6AovBot opiopol 1yvovV yio. TNV 0poroyia cuyvotnTag OV Ba Ypnoomondei €1 To €ENG: TOAD
ovyvéc (>1/10), ovyvég (>1/100 £mg <1/10), oyt cuyvég (=1/1 000 émg <1/100), ordvieg (>1/10 000
¢mg <1/1 000), moAd omdvieg (<1/10 000).

Oepameio. GTIC YOVOIKEC

A1aTapayéc 100 avoeoToINTIKOD GOGTHUATOC
IToA0 ordvieg: "Hmieg €m¢ coPapéc avidpdoelg vrepevaicneiog, copneptiaufovouévov
AVOQUAAKTIKOV OVTIOPAGE®MY KOl GOK

A10T0p0YEC TOV VELPIKOD TLOTHUATOC
[Tolv ovyvéc: Kepoiodyio

Avyyeiaxéc dioropoyéc
IToA0 ordvieg: OpouPoepporicudc (1060 o GLoYETION UE 060 Kt Eeymplotd amd to OHSS)

Aratapayéc tov avarvevatikob cvatiuatoc, 1ov Odparxo kal Tov uecobwpaxiov
IToA0 ordvieg: [Mapo&uvon 1 emdeivaon Ppoyyikod doduotog

Aratopayés 100 yooTpeviepikot
Yoyvéc: Kotmakd aiyog, kothakd Tpnéylo, kotAlokr dvspopia, vavTtio, ELETOS, S1PPOLO

A10T0p0YEC TOV AVOTAPAYWYIKOD CVOTHUATOS KOL TOD UOOTOD

IToA0 cuyvéc: Kvoteig mobnkmv

Suyvéc: "Hriov éwg pétprov fabuod OHSS (cupmepthapfavouévng g oxetilouevng
CUUTTOUOTOAOYIOG)

Oyt ovyvéc: YoBapov Babpov OHSS (cuumepiiapfoavouévng g oxetilopevng
ocvumtopotoroyiog) (BA. mapdaypogo 4.4)

Yravieg: Emumhoxn cofapod Babuod OHSS
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Tevikéc diotopoyéc kKoi KoTaoTaoels TS 000D YOPNYHoNS
IToA0 cuyvéc: Avtidpdoelg Tov onpeiov g éveong (m.y. dlyoc, epuBpdTnTa, LOAOTOS, OION LN
N/xa1 epebiopog 6To onueio g éveonc)

Oepameio 6TOVE AVOPECS

A10T0p0yEC TOD OVOTOTOINTIKOD TVITHILOTOS
[ToAv omdviec: "Hmeg €éw¢ coPapéc avtdpdoelg vrepevaicnaciog, copneptiapfovopévov
OVOQUAOKTIKOV OVTIOPEGEMY KOl GOK

A10T0pOYEC TOD OVATVEDTTIKOD GVGTHUATOC, TOV Bwpokxo kKol Tov ueaoBwpadkion
IToA0 omdviec: [TapdEuvon 1 emideivaon Bpoyytkov acOuatog

A10T0p0YEC TOV OEPUATOC KOL TOV DITOIOPIOV 10TOD
Yoyvéc: Axun

A10T0p0YEC TOV AVOTAPAYWYIKOD COOTHUATOS KOL TOD UOOTOD
Xoyvéc: lMvakopaotio, KipooknAn

Levikéc d10Tapayéc Kol KOTaoTATELS THE 000D YOPHYHONS
[Tolv ovyvéc: Avtidpdoelg Tov onpeiov g éveong (m.y. ahyog, epufpodTnTa, LOAOTOS, 0loT LA
1n/xol epeBIGIOC 6TO GNUEID TNG vEONC)

Hoparxivikéc eletaoelc
Yoyvéc: AvEnon Bapovg

Avopopb mOavoloyoduevov avembOuUnTOV EVEPYELRY

H avaeopd mBovoroyoduevmy avemiBount®y evepyelmy LT amd T YopnyNn o adelg Kukhopopiog
TOV QAPUAKELTIKOD TPOiOVTOG eivan onpavtiky. Emitpénet  ovveyn mapakorlobnon g oxéong
0PEAOVG-KIVODVOV TOV PUPHOIKEVLTIKOD TPOIOVTOC. ZNTEITaL OO TOVG EXAYYEALATIEG VYELOG VO
avVaQEPOVY OTOLEGONTOTE THAVOAOYOVIEVES AVETIOVUNTEG EVEPYELEG LEGM TOL £0VIKOD GLGTNLATOG
ovapopds tov avaypdeetot oto [Hopdptua V.

49 Yrnepodoooloyia

Ta anotehéopata g vaepdocoroyiag tov GONAL-f gival dyvaota, Taporo Tov eival EVOEXOUEVO VA
eppaviotei OHSS (BA. mapdypago 4.4).

5. OAPMAKOAOTI'IKEY IAIOTHTEX

51 ®@oppokoduvopikEs 1010TNTEG

Ddoappokobepanevtikn katnyopio: Oppoveg Tov PUAOL Kol pLOUIGTEG TOV YEVVITIKOD GUGTIHUATOG,
yovadotpomiveg, kmdikog ATC: GO3GADS.

Mnyoavioudc dpdonc

H wobBviaxiotpomoc opudvn (FSH) kar  oypvotpdmog oppovn (LH) exkpivovral and tov tpdcdio
A0B6 T VoL g amdkpion oty GnRH kot nailovv copmAnpopotikd poro otV avanTuén Tov
wobviakiov kat v woppné&io. H FSH dieyeipet tnv avdmtuén tov wobvlokiov Tov wodnkdv, evod 1
dpdon ¢ LH eumAiéketon oty avantuén Tov wobuiakiomv, T 6TEPOEIOOYEVEST KOl TV WPILOVOT).
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DopuokodvvaukKéc ETOPAGELS

Ta enineda avaotaitivng kot ototpadioAng (E2) av&avovtor petd t yopriynon r-hFSH, ue
eMOKOAOLON EMOy@YN TNG avanTLENG TV wobvAakiov. H adénon tev emmédmv tng avacsTaitivig
oToV 0p0 elvar Tayeio Kot pwopei va topatnpndei 10m and v tpitn nuépa yopnynong r-hFSH, evo ta
emineda g E2 yperalovion mepiocdtepo ypovo Kot pia advénon mapatnpeitol povo amd Ty TETaPTN
nuépa g Bepameiog. O ouvoAkog dykog Tv wobviakiny apyilel va avéavetol Hetd amd mePinov

4 ¢ 5 nuépeg kabnuepwng yopnynong r-hFSH «on, avdAioya pe v avtandkpion g acbevovg, to
UEYIGTO QMOTEAEGLOL EMLTVYYAVETOL PLETA 0md Tepimov 10 nuépeg amd v Evapén g xopnynong
r-hFSH.

KAwikn omoteeoHOTIKOTITO KOL AOQAAELNL OTIC YUVUIKEC

e KMVIKES pedétec, ot acBeveic pe Bapeia avendpkela o FSH ko LH, mpocdiopicOnkav pe emineda
opov ¢ evooyevovg LH < 1,2 IU/1 6nnwc avtn petpndnke o Kevipikd epyactiplo. Evtovtolg, mpémet
va Aapavetor veoyn 6t vdpyel petafAntdtra otig petprioeig LH wov yivovron og dtapopetikd
gPYQoTNPLO.

Xe KMVIKEC PEAETES, OTIC OToieg £yive ovyKpton peta&y g r-hFSH (BuvAiaxiotpomivny diea) kot FSH
wpogpyouevng oo ovpa oe ART (BA. Tapoakdtm wivaka) kal o€ exoywyn woppnéioc, 1o GONAL-f
ntav mo woyvpo ond v FSH mpoepydpevn amd ovpa avapoptkd e T OUNAOTEPT GUVOAKT dOON
KoL TN PIKpOTEPT TEPiodOo Bepameiag Tov YPEBGTNKE YO0 TNV TPOKANGN TNG MPILUVGNG TOV
woBvraxiov.

Y& ART, to GONAL-f og pia younAotepn cLVOAIKT 366N Kot Yo KkpOTePT TEPiodo Bepaneiog amd
v FSH mtpoepyopevn and ovpa, eiyxe cav amotélespo v Ay LEYUAVTEPOV aPLOLLOD MOKLTTAP®V
oe oyéon pe v FSH mpogpydpevn amd ovpa.

[Mivaxag: Anotedéopata g perémng GF 8407 (tuyoromompévn mapdAiniov opddmv perétn mov
GLYKPIVEL TNV ATOTEAEGLOTIKOTI T Kot TV ac@dieia tov GONAL-f pe v FSH tov ovpwv ot
TEYVIKEG VTTOPonBovEVNC OVATOPUY®DYNC)

GONAL-f FSH tov ovpov
(n=130) (n=116)
Ap1Budg Anebévimv mokuTtdpmv 110+£59 8,8+4,38
Amautoduevec nuépeg o T di€yepon ue FSH 117+£19 145+33
Yuvolikn amattovpevn d6omn g FSH 27,6 £10,2 40,7+ 13,6
(ap1Budg puoiyyov FSH 75 1U)
Avaykn avénong g 86onc (%) 56,2 85,3

Ot dpopég petald Tev 2 opadmv NTav 6TatioTikd onpavtikés (p< 0,05) yio OAa ta KpiLThplo oV
mopatiBevot.

KAwikn omoteleonotikdTnTo Kot dcOAAELN GTOVC AVOPEC

To GONAL-f yopnyoduevo tavtdypova pe hCG yuo dtdotnpa tovAdyiotov 4 pnvav tpokaiel
OTEPUATOYEVEDT] GE (VOpEG pe avemdpkela o€ FSH.

52  ®@appokoKiviTIKES 1010TNTES

Agv vLapyEl POPUOKOKIVNTIKN dAANAETIOpaoT HETAED TG BuAakiotpomtivig dApa kot TG lutropin alfa
OTOV YopNYOHVTAL TAVTOYPOVAL.

Koatavoun
Metd v evéoAéPia yopnynon, n Bviakiotpomivr GAQa KATAVELETOL GTO VYPO TOV eEMKVTTAPIOV
YDOPOL e Evav apyiko xpdvo nuicelog {ong mepimov 2 dpeg KO ATOUOKPVVETOL OTO TO GO0 LLE

telkd ypovo nuioetag ong 14 £mg 17 opec. O otabepdg dykog katavoung kopaivetatl omd 9 éog 11 1.
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Metd v vodopa xoprynon, N amdAvtn Prodobecipdtra givar 66% kat 0 avopeVos TEAMKOG
xpOVog Nuicelag Cong kopaivetal and 24 £og 59 dpec. H avoroyucotnta g d00mg HETd amd
VIodopLa Yoprynon katadeiydnke puéxpt 900 1U. Metd and eravolopfavopevn yopriynon, n
Bvlaktotpomivny dAea tputhacialeTor aBpoloTikd eTavovTag o otabepd pvoud péca oe

3 éwc 4 pépec.

Amofoin

H ocvvolikn kéBapon givar 0,6 1/dpa kor wepimov 12% g yopnyovuevng d6omg Buhakiotpomivig
Ao amofailetal and Ta 0vpa.

5.3 IIpoxivikd dedopéva yia TV aoQarsLa

Ta pun KAvikd dedopéva 6ev amokaAdTTOUY 11aitePo Kivouvo yia tov avBpmmo pe Pdon Tig
ovpPatikég HEAETEG TOEIKOTNTOG EQATAE KOl ETUVAAAUPOVOUEVOV SOGEMV KOl YOVOTOEIKOTNTOG,
emmpochera o 6,11 €1 NOM avapepbel oe dAAa TpMpaTo avtg g TIXII.

AvoépOnke HELOUEVT YOVILOTNTO OE EMIUVES TOV EAAPOV PAPUOKEVTIKEG dOGELS BLANKIOTPOTTIVIG
oo (> 40 TU/KgMmuépa) yro peydleg Tepodovs, A0y HEIMUEVNG IKOVOTNTOG COAANYTG.

Xe vynhég 60oetg (> 5 TU/kg/Mmpépa) n Budakiotponivny dAga tpokdiece peimon otov aplfud tov
Blrocipumv euPpdmv yopic vo vTapEet TEpaToyEVEST Kol SLGTOKIO TAUPOLOLN [IE VTN TOL TOPATNPEITOL
pe v eppumvontovctokn yovadotpornivr (hMG) tewv ovpwv. Qotdco, apod 10 GONAL-f dev
€VOEIKVLTAL GTNV KVN|OT), TA GTOLYELN OVTA ELVOL TEPLOPIGUEVNC KMVIKNG ONLOGTOG.

6. OAPMAKEYTIKEX MIAHPO®OPIEX
6.1 Kotaloyog ekdoywv

IToAo&opepéc 188

Zaxyopoln

Mebetlovivn

Natpro poopopikd d166&vo povoidpiko

Awatplo pmo@opikd d1wdpKod

U-KPEGOAT

Dwcpopucd 0D, cuuTvKVepEVO (Yo Tposappoyn Tov pH)
Natpiov vopo&eidio (Yo mpocappoyr tov pH)

"Yowp yia evéoiua

6.2 Aocvppatotnreg

Agv epappdletar.

6.3 Awgpkero Long

2 ypbdvio.

MoOAG avorytel, To POPUAKEVTIKO TPOTOV TPEMEL va, puAdcceTal o€ Beppokpacio petacd 2°C ko 25°C

v 28 nuépec 1o uéytoto. O aoBevig mPETEL Vo, AVOyPAYEL ETAV® GTNV TPOYEUICUEVT] GUGKEDT] TOTTOV
névag GONAL-f v nuépa e mpdng xpnomnge.
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6.4 Idwitepeg TPoPuLAEELS KOTA TN PVLAEN TOV TPOTOVTOG
Ddvidocete og yoyeio (2-8°C). Mnv KoToyvyeTeE.

IIpwv amd 0 dvorypa Kot vtdg e didpketog (mNg Tov, TO PUPUUKEVTIKO TPOTOV UITOPEL VoL
@LAAcoeTal EKTOC Yuyeiov oe Beppokpacieg Emg 1o péyioto 25°C yuo pio pepovopévn tepiodo €mg
ka1 3 umvaov. To mpoidv mpénet vo, amopprpbel edv dev Exel xpnoponombel evidg ovTOV TV 3 UNvov.

Awotnpeite 10 TOUA 6T CLGKELN TOTOV TEVAC, Y10 VO, TPOGTOTEVETOL A0 TO PG,
Mo cuvOnkeg pOAAENG KaTd T Xpnon, PAére mapdypapo 6.3.

6.5 ®@Vo1 K GVOTATIKA TOV TEPLEKTN

1,44 ml gvéoov Stodvpatog og puaityylo tv 3 ml (yvoii tomov 1), pe topa eloydpnong epnpforov
(aAoBovTVAKS EAUGTIKO) KOl EVO TTVGGOUEVO TAOLO OO GAOVLIVIO HE LLOPO EAUCTIKO GTOULO.

Yvokevaocio g 1 Tpoyepiopévng cvokeung tHmov mévag kat 20 BeAdvav yia va ypnoipomombody yio
YOpNYMNON HE TNV TEVOL.

6.6 Idwitepeg TpoPLAGEELS OPPIYNS KOl GAAOG YELPLONOG

BA. t1ig «Odnyieg yprionoy.

IIpv amd v VTOdOPLA YOPNYNON KOt EAV 1] TPOYEUICUEVT] GLGKEDT] TOTOV TEVAG SLOTNPEITOL GE
YUYEio, 1) TPOYELGUEVT] GUGKELT TUTTOL TTEVOG TPETEL VAL Tapapeivel o€ Oepuokpacio dopatiov Yo
tovAdyiotov 30 Aentd PV amd TNV EVECT], MGTE TO PAPUAKEVTIKO TPOIOV Vo PTACEL 6€ Bepokpacio
dopatiov. H cvckevun thmov mévag dev mpémet va Bepuaivetal Le tn xpron govpvov UIKPOKLUATOV 1|
dAhov Beppavticod ctoygiov.

To dudlvpa dev mpénet va yopnyeital edv mepiExel copatidnn 1 6gv eivar dtowyEg.

KdaBe d1dAvpa mov dev £xet ypnoonoindel mpémnel va amoppintetal Ol apyotepa omd 28 puépec Petd

™V TP XPNoN.

To GONAL-f 900 1U/1,44 ml gvéoipo S10AVH0 GE TTPOYEUGUEVT] GLOKELT] TOTTOL TTEVOG dEV Eivat
GYEOIOUEVO, VO EMTPENEL GTO PLGLYYLO VO OTTOGTATOL 1] VO ATTOUOKPVUVETOL.

AmoppiyTe TIG YPNOYLOTOINUEVEG PELOVES AUECHOG LETE TNV £VEDT.

Kda0e aypnoyomnointo eaprakentikd Tpoidv 1 DTOAEUUN TPETEL VO OTOPPITTETAL GOUPDVE, LUE TIG
KOTO TOTOVG 10YDOVGEG OYETIKEG SLOTAEELS.

7. KATOXOX THX AAEIAY. KYKAO®OPIAX

Merck Europe B.V.

Gustav Mahlerplein 102

1082 MA Amsterdam

OMavdia

8. APIOMOX AAEIAY KYKAO®OPIAX

EU/1/95/001/035

0. HMEPOMHNIA IIPQTHE EI'KPIXHYX/ANANEQXHX THX AAEIAX

Hpepopnvia mpdtng £ykpiong: 20 OxtoPpiov 1995.
Huepounvia tekevtaiog avavémong: 20 Oktoppiov 2010.
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10. HMEPOMHNIA ANAGEQPHXHYX TOY KEIMENOY

Aentopepeic TANPoPopies Y10 TO TAPOV PAPLOKEVTIKO TPOidV gival dtabéoieg oTov dikTLOKS TOTO
tov Evponaikod Opyoavicpod ®apudkmv: http://www.ema.europa.eu.
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ITAPAPTHMA 11
IHAPAXKEYAXTEX THX BIOAOT'TKQX APAXTIKHY OYXZIAX KAI
HAPAXKEYAXTHX YHHEYOYNOX I'TA THN AIIOAEXMEYXH TQN
IHAPTIAQN
OPOI'H ITIEPIOPIEMOI XXETIKA ME TH AIAGEXH KAI TH XPHXH
AAAQOI OPOI KAI AITAITHXZEIX THX AAETAYX KYKAO®OPIAX
OPOI'H TIEPIOPIEMOI XXETIKA ME THN AX®AAH KAI

ATIOTEAEXMATIKH XPHXH TOY ®PAPMAKEYTIKOY
MPOIONTOX
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A. TTAPAXKEYAXTEX THX BIOAOTI'IKQX APAXTIKHX OYXIAX KAI
ITAPAXKEYAXTHX YIIEYOYNOX I'TA THN ATTIOAEEMEYXH TQN ITAPTIAQN

‘Ovoua kot 61e00vven Tov TapocKELASTN TNE BLOAOYIKAOC SPAGTIKNC OVGIOC

Merck Serono S.A.

Succursale d’Aubonne

Zone Industrielle de I’Ouriettaz,
1170 Aubonne

E)\Betia

l

Merck S.L.

C/Batanes 1

28760 Tres Cantos (Madrid)
Iomavia

‘Ovopa kat d1evfvuveon Tov TOPUCKEVOGTH OV Eival VITEVOHLVOC Y10 TNV OTTOOECUEVCT] TV TOPTIOMV

Merck Serono S.p.A.

Via delle Magnolie 15 (loc. frazione Zona Industriale)
70026 Modugno (BA)

ItoAia

B. OPOI'H Ol IIEPIOPIXMOI XXETIKA ME TH AIAGEXH KAI TH XPHXH
DopUAKELTIKO TPOTOV Y10 TO OTOT0 amALTEITAL TEPLOPIGUEVN WTPIKT cvvTayT| (BA. Tapdptnua I:
Tepiinyn tov Xapaktnpiotik®v tov IIpoidvtog, mapdypopog 4.2).

I AAAOI OPOI KAI ATTAITHZEIX THX AAEIAY KYKAO®OPIAX

. Ex0¢cs1g meprooknig mapakorovdneng g aoc@dareiag (PSURS)

Ot amoutioelg yio tnv vwofoin twv PSURS 1o 10 v Adym @appakevtikd mpoidév opiloviot 6tov
KaTdAoYo e Tig nuepounvieg avapopdg e Evoong (katdloyoc EURD) mov mopatifetal otnv

apdypoeo 7, tov dpBpov 107y, tng odnyiag 2001/83/EK kot kdOe erakoiovdng emkaiponoinong
OT®MG ONUOCIEVETAL GTIV EVPMTOIKT SIKTLOKT TOAN Y10 TO QAP UOKOL.

A.  OPOI'H HEPIOPIZMOI XXETIKA ME THN AZ®AAH KAT AHOTEAEXMATIKH
XPHXH TOY ®PAPMAKEYTIKOY ITPOIONTOX

. Yyéor0 owayeiprong kKivovvov (ZAK)

O Kdroyog Adestoc Kukiogpopiog (KAK) Ba die&aydyet Tic omontoOIEVEG dpacTNPLOTNTES KoL

TOPEUPACELS PAPUOKOETOYPVTVIOTG OTT(C Tapovotdlovtal ato cupeavniéy ZAK mov tapovcidaletan

otV evotnta 1.8.2 g ddelog KukAoPopiog Kot 0To1EGONTOTE EMOKOAOVOES EYKEKPIUEVEG
avafempnoelg tov ZAK.
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"Eva emucaiporompévo XAK Oa mpénet va katotedet:

. Metd and aitnpa tov Evponaikod Opyavicpot @appdkaov,

o Onotednnote TPOMOMOLEITAL TO GVGTNUA SlayElPLoNG KIvOHVOD, EWOIKE MG AmOTELEGLO ANYNG
VEOV TANPOQOPLOV TOV LITOPOVV VO EXLPEPOVY GLLOVTIKT OAAAYT TN 0XECT] 0QEAOVG-KIVOUVOU
N ®¢ omTOTEAEGUA TNG ENMITEVLENC EVOG GNUAVTIKOD OPOGTHLOV (POPUOKOETAYPVTVIION N
glayiotomoinon Kvdvvov).
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ITAPAPTHMA III

ENNIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX
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A. EIIIXHMANXH
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ENAEIZEIZ ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

GONAL-f 75 IU, KOYTI ME 1, 5, 10 ®IAAIAIA KAI 1, 5, 10 IPOTEMIEMENEX XYPITTEX

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

GONAL-f 75 TU kévig kot StoA0Tng Yo eVEGLLO dtaAvpo
Bvlakiotpomivny dApa

2. YXYNGOEXH XE APAXTIKH(EX) OYXIA(EX)

Ka0e praiidio mepiéyet 5,5 pikpoypappdpia Buiaxiotporivn drea icodbvapa pe 75 TU. Kédbe ml tov
avacoLOTOUEVOL dtodvpatog mepiEyet 75 1U.

| 3. KATAAOIOX EKAOXQN

"Exdoya: cakyapoln, vaTplo @ocopiko d160EVo LovoDIpIKd, SIVATPLO POGPOPIKO S10dPIKo,
pebetovivn, toAvcopPikd 20, popopikd o0& cuUTLKVOUEVO (Yo Tpocapuoyn Tov pH) kot vatpiov
vOpo&eidio (Yo mpocsapuoyn tov pH).

AAOTNG Yo VEGILO S1GALU: DOI®P Yo EVEGILO.

‘ 4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

1 puolidio KOVE®G Y10 EVEGIUO SLOAV LA
1 mpoyepicpévn copryyo 1 ml Sodv.

5 @loAidia KOVE®G Y10 EVEGTUO SLOAV QL.
5 mpoyepopéveg oOpryyeg 1 ml SrodvTn.

10 @roAidio KOVE®S Y10 EVEGIUO SLAADLOL.
10 mpoyepopéveg cOpryyeg 1 ml draAdn.

| 5. TPOMOX KAI OAOX(OI) XOPHTHEHE

AWPacTe T0 PUALO 0INYIOV XPNONG TPV OO TN XPNOT).
Ymodopa yprion.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION MPEIIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITIPOZEITIZOYN TA ITAIAIA

Na euidooetal o€ 0éom, TV onoia dev PAETOLY Kt dev TPooeyYilovv Ta. TOLOA.

7. AAAH(EZ) EIAIKH(EX) IPOEIAOMOIHZH(EIZ), EAN EINAI AITAPAITHTH(EX)
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8. HMEPOMHNIA AHEHX

AHEH

9. ETAIKEX XYNOHKEYX OYAAEHX

Mn puAdooete og Beppokpacio peyorvtepn Tov 25°C. DLVAAGGETE GTNV 0PYIKT CLCKELOGI Y0l VO
TPOGTATEVETOL OO TO POC.

10. IAIAITEPEXZ IPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIMOIIOIHOENTON ®APMAKEYTIKOQN IMPOIONTQN 'H TQN
YIIOAEIMMATQN ITOY NIPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

Amoppiyote 0TOL0ONTOTE OYPNOUYLOTOINTO SLAAV L.

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Merck Europe B.V.
Gustav Mahlerplein 102
1082 MA Amsterdam
OAMovdia

12.  APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/95/001/025 1 @uolidio KOVE®G Y10, EVEGIUO SIAAVLLOL
1 wpoyepiouévn oipryya SoAdTn

EU/1/95/001/026 5 @rolidio KOVEMG Y10, EVEGIUO SIGAVLLAL
5 Tpoyeopéves ouptyyeg S1aAvT)

EU/1/95/001/027 10 @iaAidio kOVE®S Yio EVESLUO diGAv A
10 mpoyeopéveg oOpLyyeg OLADTN

13.  APIOMOZX ITAPTIAAX

[Moptida
IToaptida StaAvn

‘ 14. TENIKH KATATAZH I'lA TH AIAOGEXH

| 15. OAHTIEX XPHEHX

‘ 16. TAHPO®OPIEX XE BRAILLE

gonal-f 75 iu
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17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIALTATOX TPAMMQTOX
KQAIKAX (2D)

A163106T0T0C YPOUU®TOC KOdKag (2D) mov pépet Tov TepAN@BEVTo, LOVASTKO OVOYVOPLOTIKO KMOIKO.

18. MONAAIKOX ANAI'NQPIZTIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC
SN
NN
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EAAXIXTEX ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

GONAL-f 75 IU, KEIMENO ETIKETAX ®IAAIAIOY

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX(OI) XOPHTHZHX

GONAL-f 75 TU k6v1g y1o. evéoiuo dtdAvpa
Bvlakiotpomivn ahoa
SC

‘ 2. TPOIIOX XOPHI'HXHX

‘ 3. HMEPOMHNIA AHEHX

EXP

4. APIGMOX ITAPTIAAX

Lot

5. HEPIEXOMENO KATA BAPOZXZ, KAT' OI'KO'H KATA MONAAA

751U

6. AAAA XTOIXEIA
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EAAXIXTEX ENAEIZEIX I1IOY IIPEITIEI NA ANATPA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

GONAL-F 751U, KEIMENO ETIKETAX IPOTEMIZMENHX XYPIITAX AIAAYTH

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX(OI) XOPHTHZHX

AAdT™NC Yo KOVL yia evéotuo didAvua v 1o GONAL-f
VO®P Yo EVESLOL

| 2. TPONOX XOPHTHIHE

‘ 3. HMEPOMHNIA AHEHX

EXP

4. APIOMOZX ITAPTIAAX

Lot

5. INIEPIEXOMENO KATA BAPOZ, KAT' OI'KO'H KATA MONAAA

1 ml/mpoyeopévn copryya

6. AAAA XTOIXETA
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ENAEIZEIZ ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

GONAL-f 1050 1U/1,75 ML, KOYTI ME 1 ®IAAIAIO KAI 1 MIPOTEMIXMENH XYPIITTA

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

GONAL-f 1050 1U/1,75 ml k6vig ko S1aAHTNG Y10 EVEGIHO S1dAvpa
Bvlakiotpomivny dApa

2. YXYNGOEXH XE APAXTIKH(EX) OYXIA(EX)

Ka0e proAidio molaridv 66cewv mepi€yet 87 pukpoypappdpio Buiakiotpomivi) dA@o 1GodOVapa e
1 200 IU. Ké&Be ml Tov avacvotopévov dtoivpatog mepiéyet 600 1U.

3.  KATAAOTOX EKAOXQN

"Exdoya: cakyapoln, vaTplo @ocopiko d160EVo LovoDIpIKd, SIVATPLO POGPOPIKO S10dPIKo,
OOGPOPIKO 0EL cVUTLKVOLEVO (Yo Tpocappoyn Tov pH) kat vatpiov vépoeidio (Yo Tpocappoyn
Tov pH).

AaAOTNG Y100 evESpo dtddvpa: HOmP Yo evéatua, Beviuiikn aikooirn 0,9%.

‘ 4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

1 puolidio KOVE®G Y10 EVEGIUO SLOAV LA
1 mpoyepicpévn cvpryyo 2 ml Stodv.
15 ocOpryyeg piag ypnoemg yio ) xoprynon, pe dwefabuicsig oe povadeg FSH.

‘ 5. TPOIIOX KAIL, OAOX(OI) XOPHI'HXHX

Movo Y10 ToAAATAES EVEGELC.
AwBdote To OUALO 0INYIDV YPNONG TPV AT TN YPY|ON.
Y7modopa yprion.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION MPEIIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na puAdooetatl o Béomn, TV omoia dev PAETOLV Kal dev Tpooeyyilovv Ta Toudid.

7. AAAH(EY) ETIATIKH(EYX) ITPOEIAOTIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)

H mapeyopevn mpoyepioévn oopyya Le S1aADTN TPETEL VO YPNCILLOTOLELTAL LLOVO YOl TNV
ovaoLOTOOT).
To avacvoTapEVO QLOAISI0 TPETEL VO, XPTCLLOTOIEITAL LOVO Y10l TO GUYKEKPIUEVO 0GOEVT.
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8. HMEPOMHNIA AHEHX

AHEH

9. ETAIKEX XYNOHKEYX OYAAEHX

[pwv v avacHotaon, un puidocete o Beppokpacio peyordtepn tov 25°C. GvAdcceTe 6TV apyIKy
GLOKEVAGIN Y10l VO TPOGTOTEVETOL OTTO TO PG,

Metd v avaovotacn, un euidcoete o€ Oepuokpacio peyaddtepn tov 25°C. Mnyv katayOyete.
dvAidooete 6NV APYIKN CLOKEVAGIAL.

10. IAIAITEPEXZ IPO®YAAEEIX I'TA THN ATIOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKON ITPOIONTQN 'H TQN
YIHOAEIMMATQN ITIOY NIPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

Amoppiyate 0TO100NTOTE 0YPNCOTOINTO StdAvpa PETE o 28 nuépec.

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEITAY KYKAO®OPIAX

Merck Europe B.V.
Gustav Mahlerplein 102
1082 MA Amsterdam
OMavdia

12.  APIGMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/95/001/021 1 @uolidio KOVE®G Y10, EVEGIUO SIGALLLOL
1 wpoyepiopévn cHpryyo StoAvTn
15 olpryyeg piog ypnoewg

13.  APIOMOZX ITAPTIAAX

[Moptida
IToaptida StaAvn

‘ 14. TENIKH KATATAZEH I'lA TH ATAGEXH

| 15. OAHTIEX XPHEHY

‘ 16. TIAHPO®OPIEX XE BRAILLE

gonal-f 1050 iu
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17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

A163106T0T0C YPOUU®TOC KOdKag (2D) mov pépet Tov TepAN@BEVTo, LOVASTKO OVOYVOPLOTIKO KMOIKO.

18. MONAAIKOX ANAI'NQPIZTIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO

PC
SN
NN
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EAAXIXTEX ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

GONAL-f 1050 1U/1,75 ML, KEIMENO ETIKETAX ®IAAIAIOY

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX(OI) XOPHTHZHX

GONAL-f 1050 1U/1,75 ml k6vig yio evésiuo dtdAvua
Bvlakiotpomivn dhoa
SC

‘ 2. TPOIIOX XOPHI'HXHX

‘ 3. HMEPOMHNIA AHEHX

EXP

4. HMEPOMHNIA ANAYYXTAXHX

Huepopnvia:

5. APIGMOX ITAPTIAAX

Lot

6. HEPIEXOMENO KATA BAPOZXZ, KAT' OI'KO'H KATA MONAAA

1200 IU/praridoo

7. AAAA XTOIXEIA
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EAAXIXTEX ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

GONAL-f 1050 1U/1,75 ML, ETIKETA ITIPO'EMIZEMENHX XYPITTAX AIAAYTH

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX(OI) XOPHTHZHX

AaAdg Yo ypion pe 1o GONAL-f 1050 1U/1,75 ml
VO®p Yo evéaua, Bevioiikn aikooin 0,9%

| 2. TPONOX XOPHTHZHE

‘ 3. HMEPOMHNIA AHEHX

EXP

4. APIOMOX ITAPTIAAX

Lot

5. INIEPIEXOMENO KATA BAPOZ, KAT' OI'KO'H KATA MONAAA

2 ml/mpoyepicpévn copryya

6. AAAA YTOIXEIA
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ENAEIZEIZ ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

GONAL-f 450 1U/0,75 ML, KOYTI ME 1 ®IAAIAIO KAI 1 TIPOTEMIZEMENH XYPIITA

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

GONAL-f 450 1U/0,75 ml xdvig kot S10A0TNG Y10 EVEGLUO S1AAVLLOL
Bvlakiotpomivny dApa

2. YXYNGOEXH XE APAXTIKH(EX) OYXIA(EX)

Ka0e proAidio molamidv 66cewv mepi€yet 44 ukpoypappdpio Buiakiotpomivi) dA@o 1GodVVapa e
600 IU. Kdbe ml Tov avacvotapévov dodvpatog mepéxet 600 1U.

| 3. KATAAOI'OX EKAOXQN

"Exdoya: cakyapoln, vaTplo @ocopiko d160EV0 HovoDIPIKO, SIVATPLO POGPOPIKO S10dPIKo,
OOGPOPIKO 0EL cVUTLKVOLEVO (Yo Tpocappoyn Tov pH) kat vatpiov vépoeidio (Yo Tpocappoyn
Tov pH).

AaAOTNG Y100 evESpo dtddvpa: HOmP Yo evéatua, Beviuiikn aikooirn 0,9%.

‘ 4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

1 puolidio KOVE®G Y10 EVEGIUO SLOAV LA
1 mpoyepicpévn copryyo 1 ml Sodv.
6 ovpryyec piog XpPNoEWMS Yo TN Yopnynon, ne dwupabuicesic og povadeg FSH.

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Movo Y10 ToAAATAES EVEGELC.
AwBdote To UALO 0INYIDV YPNONG TPV AT TN YPY|ON.
Y7rodopa yprion.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION MPEIIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na puAdooetatl o Béomn, TV omoia dev PAETOLV Kal dev Tpooeyyilovv Ta Toudid.

7. AAAH(EY) ETIATIKH(EYX) ITPOEIAOTIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)

H mapeyopevn mpoyepioévn oopyya Le S1aADTN TPETEL VO YPNCILLOTOLELTAL LLOVO YOl TNV
ovaoLOTOOT).
To avacvoTapEVO QLOAISI0 TPETEL VO, XPTCLLOTOIEITAL LOVO Y10l TO GUYKEKPIUEVO 0GOEVT.
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8. HMEPOMHNIA AHEHX

AHEH

9. ETAIKEX XYNOHKEYX OYAAEHX

[pwv v avacHotaon, un puidocete o Beppokpacio peyordtepn tov 25°C. GvAdcceTe 6TV apyIKy
GLOKEVAGIN Y10l VO TPOGTOTEVETOL OTTO TO PG,

Metd v avaovotacn, un euidcoete o€ Oepuokpacio peyaddtepn tov 25°C. Mnyv katayOyete.
dvAidooete 6NV APYIKN CLOKEVAGIAL.

10. IAIAITEPEXZ IPO®YAAEEIX I'TA THN ATIOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKON ITPOIONTQN 'H TQN
YIHOAEIMMATQN ITIOY MIPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

Amoppiyate 0TO100NTOTE 0YPNCOTOINTO StUAVpa METE o 28 Muépec.

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEITAY KYKAO®OPIAX

Merck Europe B.V.
Gustav Mahlerplein 102
1082 MA Amsterdam
OMavdia

12.  APIGMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/95/001/031 1 @uo)lidio KOVE®G Y10, EVEGIUO SIGAL AL
1 wpoyepiopévn cHpryyo StoAvTn
6 cOpryyeg piog xpnoeng yo. T yopnynon

13.  APIOMOZX ITAPTIAAX

[Moptida
IToaptida StaAvn

‘ 14. TENIKH KATATAZEH I'lA TH ATAGEXH

| 15. OAHTIEX XPHEHY

‘ 16. TIAHPO®OPIEX XE BRAILLE

gonal-f 450 iu
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17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

A163106T0T0C YPOUU®TOC KOdKag (2D) mov pépet Tov TepAN@BEVTo, LOVASTKO OVOYVOPLOTIKO KMOIKO.

18. MONAAIKOX ANAI'NQPIZTIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC
SN
NN
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EAAXIXTEX ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

GONAL-f 450 1U/0,75 ML, KEIMENO ETIKETAX ®IAAIAIOY

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX(OI) XOPHTHZHX

GONAL-f 450 1U/0,75 ml kdvig yia evéotipo didivua
Bvlakiotpomivn drhoa
SC

‘ 2. TPOIIOX XOPHI'HXHX

‘ 3. HMEPOMHNIA AHEHX

EXP

4. HMEPOMHNIA ANAYYXTAXHX

Huepopnvia:

5. APIGMOX ITAPTIAAX

Lot

6. HEPIEXOMENO KATA BAPOZXZ, KAT' OI'KO'H KATA MONAAA

600 IU/proridio

7. AAAA XTOIXEIA
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EAAXIXTEX ENAEIZEIX ITIOY ITIPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

GONAL-f 450 1U/0,75 ML, ETIKETA IPOT'EMIZEMENHX XYPITTAX AIAAYTH

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX(OI) XOPHTHZHX

AaAdg Yo xpion pe 1o GONAL-f 450 1U/0,75 ml
VO®p Yo evéaa, Pevioiikn aikooin 0,9%

| 2. TPONOX XOPHTHZHE

‘ 3. HMEPOMHNIA AHEHX

EXP

4. APIOMOX ITAPTIAAX

Lot

5. INIEPIEXOMENO KATA BAPOZ, KAT' OI'KO'H KATA MONAAA

1 ml/mpoyeopévn copryya

6. AAAA YTOIXEIA
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ENAEIZEIZ ITIOY ITIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

GONAL-f 150 1U/0,24 ML XYXKEYH TYIIOY IIENAZX, KOYTI ME 1 IPOTEMIXMENH
YXYXKEYH TYIIOY ITIENAX

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

GONAL-f 150 1U/0,24 ml gvéciuo didAvua o€ TPOYEGUEVT GVGKEVT TOTTOL TEVOG
Bvlakiotpomivn arhoa

2. LYNOEXIH XE APAXTIKH(EX) OYXIA(EY)

Ka0e mpoyepucpuévn cvokeun tomov tévag Tolhanimv d0cemv mepiéyet 150 IU (1coddvapa pe
11 pkpoypappdpia) Bviaxiotponivng drea og 0,24 ml.

‘ 3. KATAAOI'OX EKAOXQN

"Exdoya: [Toro&apepés 188, caxyapdln, pebeiovivn, pmceopid 5166Evo povoddpikd vdtpio,
POOPOPIKO SIPIKO SVATPLO, LL-KPEGOAT, CUUTVKVOUEVO GMSPOPIKO 0EL (Yo Tpocapoyn Tov pH),
vOpo&eidio vatpiov (Yo mpocappoyr tov pH) kot Vdwp Yo evésa.

‘ 4, GOAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Evéoyo d1divpa o€ pia Tpoyeliopévn cueKeLT| THTOV TEVAC.
1 TpoyEUIGUEVT GLUGKEDT] TOTTOV TEVOS TOAAUTAGDY 3OGEDY
4 Behdvec ovpryyog

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AwPaote T0 PUALO 0INYIOV XPHONG TPV OO TN XPTOT).
Ymodopia yprion.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OITIOIA TO ®APMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na pvidooetar o€ Béom, v onoia dev PAETOLV Kat dev Tpooeyyilovv Ta TOdIdL.

‘ 7. AAAH(EY) EIAIKH(EYX) ITPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)

‘ 8. HMEPOMHNIA AHEHX

AHEH
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9. EIAIKEYX XYYNOHKEY ®YAAEHX

dvrdocoete o€ Youyeio. Mnv KatayvyeTe.

Awotnpeite 10 TOUA 6T CLGKELN TOTOV TEVAC, Y10 VO, TPOGTOTEVETAL A0 TO PG,

Ipwv amd T0 Gvorypa Kot evtog TG dtdpkelag {oNG TOv, TO PAPUAKO UTOPEL VO QUAGCGETOL EKTOG
yoyeiov og Beppokpacies £mg to péytoto 25°C yuo pia pepovapévn tepiodo €mg 3 UNvav Kol TPEREL
Vo amoppinteTol LETA.

MoAg avouytel, To eapuaKko Tpénel vo, puidcoceton o€ Beppokpacio peta&y 2°C kot 25°C yo

28 nuépeg 10 péYIoTo.

10. IAIAITEPEX IPO®YAAEZEEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOTHOENTOQN ®APMAKEYTIKON ITPOIONTQN 'H TON
YIHHOAEIMMATQN I1OY IPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

Ka0e pdppoko mov dev €yetl ypnoyomroindei | vaddelupa Tpénel va omoppledel cOUPOVA [E TIC KOTA
TOTMOVG 10YVOVCEG GYETIKEG OATAEELS.

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAYX KYKAO®OPIAX

Merck Europe B.V.
Gustav Mahlerplein 102
1082 MA Amsterdam
OAovdia

12.  APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/95/001/036  Evéoipo 610Avpa 6€ pio TPOYEUOUEVT GUGKEDT] TOTTOV TEVOLC.
4 Belovec.

13.  APIOMOZX ITAPTIAAX

[Moptida

‘ 14. TENIKH KATATAZH I'lA TH AIAGEXH ‘

| 15. OAHTIEX XPHZHX |

| 16. MAHPO®OPIEX XE BRAILLE |

gonal-f 150 iu/0,25 ml

17.  MONAAIKOX ANATNQPIZTIKOX KQAIKOX - AIZAIAXTATOX TPAMMQTOX
KQAIKAZX (2D)

A16d100T0TOC YPOUU®TOS KOdKAS (2D) Tov pépet Tov TepAN@BEVTO LOVASTKO OVOYVOPLOTIKO KMOKO.
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18. MONAAIKOZXZ ANAI'NQPIEZTIKOXZ KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
TON ANGOPQIIO

PC
SN
NN

114




ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN IPOI'EMIEMENH XYXKEYH
TYIIOY IIENAX

GONAL-f 150 1U/0,24 ML XYXKEYH TYIIOY INENAX, AYTOKOAAHTH ETIKETA

Oa TapEyeTor AVTOKOAANTY ETIKETO. OGTE VO, UTTOPEL O OTOEVHS VO YPAPEL THY HUEPOUNVIQ TEPATHS
xpriong.
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EAAXIXTEX ENAEIZEIX ITIOY ITIPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

GONAL-f 150 1U/0,24 ML MPOT'EMIXMENH XYXKEYH TYIIOY MNENAX, KEIMENO
ETIKETAX XYXKEYHX TYHIOY IIENAX

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX KAI OAOX(OI) XOPHTHZHX

GONAL-f 150 1U/0,24 ml gvéciuo di1dAvpa 6€ TPOYEMGUEVT] GVGKEVT TOTTOV TEVOG
Bvlaxkiotpomivn Grhoa
Ymodopra yprion

‘ 2. TPOIIOX XOPHI'HXHX

| 3. HMEPOMHNIA AHEHE

EXP
Avdpkero Long petd v Tpotn ypion: 28 nuépes

4. APIOMOZX ITAPTIAAX

Lot

5. NMEPIEXOMENO KATA BAPOZ, KAT' OI'KO'H KATA MONAAA

150 1U/0,24 mi

6. AAAA XTOIXEIA
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ENAEIZEIZ ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

GONAL-f 300 1U/0,48 ML XYXZKEYH TYIIOY IIENAZX, KOYTI ME 1 IPOTEMIXMENH
YXYXKEYH TYIIOY ITIENAX

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

GONAL-f 300 1U/0,48 ml gvéciuo didAvua o€ TPOYEHGUEVT GVGKEVT TOTTOL TEVOG
Bvlakiotpomivn ahoa

2. LYNOEXIH XE APAXTIKH(EX) OYXIA(EY)

Ka0e mpoyepucpuévn cvokeun tomov tévag tolhanimv d0cemv mepiéyet 300 IU (1coddvapa pe
22 pukpoypoppdpia) Bviaxrotponivrg driea og 0,48 ml.

‘ 3. KATAAOI'OX EKAOXQN

"Exdoya: [Toroapepés 188, caxyapdln, pebetovivr, pmceopid 51665vo povoddpikd vatpio,
POOEOPIKO SOPIKO SVATPLO, LL-KPEGOAT, CUUTVKVOUEVO GMCPOPIKO 0EL (Yo Tpocapoyn Tov pH),
vopoéeidlo vatpiov (Yo Tpocapuoyn tov pH) kot Héwp Yo evésua.

‘ 4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Evéoyo d1divpa o€ pia Tpoyeliopévn cueKeLT| THTOV TEVAC.
1 TpoyEUIGUEVT GLUGKEDT] TOTTOV TEVOS TOAAUTAGDY 3OGEDY
8 Beldveg oupryyog

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AwPaote T0 PUALO 0INYIOV XPHONG TPV OO TN XPTOT).
Ymodopia yprion.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OITIOIA TO ®APMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI ZE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na pvidooetar o€ Béom, v onoia dev PAETOLV Kat dev Tpooeyyilovv Ta TOdIdL.

‘ 7. AAAH(EY) EIAIKH(EYX) ITIPOEIAOITIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)

‘ 8. HMEPOMHNIA AHEHX

AHEH
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9. EIAIKEYX XYNOHKEY ®YAAEHX

dvrdocoete o€ Youyeio. Mnv KatayvyeTe.

Awotnpeite 10 TOUA 6T CLGKELN TOTOV TEVAC, Y10 VO, TPOGTOTEVETAL A0 TO PG,

Ipwv amd T0 Gvorypa Kot evtog TG dtdpkelag {oNG TOv, TO PAPUAKO UTOPEL VO QUAGCGETOL EKTOG
yoyeiov og Beppokpacies £mg to péytoto 25°C yuo pia pepovapévn tepiodo €mg 3 UNvav Kol TPEREL
Vo amoppinteTol LETA.

MoAg avouytel, To eapuaKko Tpénel vo, puidcoceton o€ Beppokpacio peta&y 2°C kot 25°C yo

28 nuépeg 10 péYIoTo.

10. IAIAITEPEX IPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOTHOENTOQN ®APMAKEYTIKON ITPOIONTQN 'H TON
YIHHOAEIMMATQN I1OY IPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

Ka0e pdppoko mov dev €yetl ypnoyomroindei | vaddelupa Tpénel va omoppledel cOUPOVA [E TIC KOTA
TOTMOVG 10YVOVCEG GYETIKEG OATAEELS.

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Merck Europe B.V.
Gustav Mahlerplein 102
1082 MA Amsterdam
OAovdia

12.  APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/95/001/033 Evéotpo d1GAvpa o€ pio TPOYEMOUEVT] GVGKEDT] TOTTOV TEVOG
8 Peroveg

13.  APIOMOZX ITAPTIAAX

[Moptida

‘ 14. TENIKH KATATAZH I'lA TH AIAGEXH ‘

| 15. OAHTIEX XPHZHX |

| 16. MAHPO®OPIEE XE BRAILLE |

gonal-f 300 iu/0,48 ml

17.  MONAAIKOX ANATNQPIZTIKOX KQAIKOX - AIZAIAXTATOX TPAMMQTOX
KQAIKAZX (2D)

A16d100T0TOC YPOUU®TOS KOdKAS (2D) Tov pépet Tov TepAN@BEVTO LOVASTKO OVOYVOPLOTIKO KMOKO.
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18. MONAAIKOZXZ ANAI'NQPIEZTIKOXZ KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
TON ANGOPQIIO
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN IPOI'EMIEMENH XYXKEYH
TYIIOY IIENAX

GONAL-f 300 1U/0,48 ML XYXKEYH TYIIOY INENAX, AYTOKOAAHTH ETIKETA

Oa TapEyeTor AVTOKOAANTY ETIKETO. OGTE VO, UTTOPEL O OTOEVHS VO YPAPEL THY HUEPOUNVIQ TEPATHS
xpriong.
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EAAXIXTEX ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

GONAL-f 300 1U/0,48 ML ITPOTEMIXMENH XYXKEYH TYIIOY IIENAX, KEIMENO
ETIKETAX XYXKEYHX TYIIOY ITIENAX

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX(OI) XOPHTHZHX

GONAL-f 300 1U/0,48 ml gvéciuo didAvua o€ TPOYEHGUEVT GVGKEVT TOTTOL TEVOG
Bvlakiotpomivn Grhoa
Ymodopra yprion

‘ 2. TPOIIOX XOPHI'HXHX

‘ 3. HMEPOMHNIA AHEHX

EXP
Awdpxero Long petd v Tpotn ypnion: 28 nuépeg

4. APIOMOZX ITAPTIAAX

Lot

5. MNEPIEXOMENO KATA BAPOZ, KAT' OI'KO'H KATA MONAAA

300 1U/0,48 ml

6. AAAA XTOIXEIA
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

GONAL-f 450 1U/0,72 ML, KOYTI ME 1 IPOTEMIEMENH XYXKEYH TYIIOY IIENAX

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

GONAL-f 450 1U/0,72 ml evéciuo didAvua o€ TPOYEUGUEVT GVGKELT TOTOL TEVOG
Ovlakiotpomivn ahoa

2. TLYNOEXIH XE APAXTIKH(EX) OYZIA(EY)

Kda0e mpoyepucpuévn cuokeun tomov tévag Tolhamimv d0cemv mepiéyet 450 IU (1oodbvapa pe
33 wkpoypappdpia) Burakiotponivig Ghpa o 0,72 ml.

‘ 3. KATAAOTI'OX EKAOXQN

"‘Exdoya: [Toro&apepéc 188, cakyapoln, pebeiovivr, pmceopid 5166Evo povoddpikd vatpio,
POOPOPIKO SOPIKO SVATPLO, LL-KPEGOAT, CUUTVKVOUEVO GMCPOPIKO 0EL (Yo Tpocapoyn Tov pH),
vOpo&eidio vatpiov (Yo mpocappoyr tov pH) kot Vdwp Yo evésa.

‘ 4. DOAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Evéoo d1dAvpa o€ pio mpoyelicévn GLGKELT TOTTOV TEVOLG.
1 TpoyeUIGUEVT GLUGKEDT] TOTOV TEVOS TOAAUTADY 3OGEDY
12 Beldveg ovpryyag

‘ 5. TPOIIOX KAIL, OAOX(OI) XOPHI'HXHX

AwPaote T0 PUALO 0INYIOV XPNONG TPV OO TN XPTOT).
Ymodopia yprion.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OITIOIA TO ®APMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI E OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na pvidooetar o€ 0éom, TV onoia dev PAETOVV Kot dev Tpooeyyilovv Ta TOdd.

‘ 7. AAAH(EY) EIAIKH(EYX) ITIPOEIAOITIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)

‘ 8. HMEPOMHNIA AHEHX

AHEH

9. EIAIKEYX XYNOHKEY ®YAAEHX

dvrdcoete o€ Yyouyeio. Mnv KatayvyeTe.

122



Awotnpeite 10 TOUO 6T GLOKELT TOTOV TEVAGS, YOl VO, TPOCTOTEVETOL A0 TO PG,

IIpwv amd o dvorypa Kot evtog TG didpkelag Cmng Tov, TO PAPUAKO UTOPEL VO QUAGGGETAL EKTOC
yoyeiov og Beppokpacies £mg to péytoto 25°C yuo pio pepovapévn tepiodo Emg 3 UNvov Kot TpEnet
va amoppintetan HeTd. MOMG avouytel, To PApLaKo TPETEL VoL PLAAGGETOL GE Bepplokpacio peta&d
2°C ko 25°C vy 28 nuépeg 10 PEYIOTO.

10. IAIAITEPEXZ IPO®YAAEEIX I'TA THN ATIOPPIYH TQN MH
XPHEIMOIIOIHOENTON ®APMAKEYTIKOQN MMPOIONTQN 'H TQN
YIIOAEIMMATQN ITOY NIPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

Kda0e pappoko mov dev €xetl ypnoyromoindei | vIOAeupa TPETEL Vo 0mopPlLpdel GOUPOVA LE TIC KOTA
TOMOVG 10YVOVCEG GYETIKEG OUTAEELS.

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Merck Europe B.V.
Gustav Mahlerplein 102
1082 MA Amsterdam
OALavdia

12.  APIOMOZXZ(OI) AAEIAYX KYKAO®OPIAX

EU/1/95/001/034 Evéoipo d1dAvpa o€ pio TPOYELGLEVT] GUGKEDT] TOTTOV TEVOG
12 Beloveg

13.  APIOMOZX ITAPTIAAX

ITaptida

‘ 14. TENIKH KATATAZH I'lA TH AIAOGEXH

| 15. OAHTIEX XPHEHX

‘ 16. TAHPO®OPIEX XE BRAILLE

gonal-f 450 iu/0,72 ml

17.  MONAAIKOX ANAT'NQPIZTIKOZ KQAIKOX — AIZAIAZTATOX TPAMMQTOX
KQAIKAX (2D)

A160146T0T0C YPOUUU®TOS KDOKAS (2D) Tov pépel Tov TEPIANEOEVTO LOVAOIKO AVAYVEOPIGTIKO KMOIKO.
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18. MONAAIKOZXZ ANAI'NQPIEZTIKOXZ KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
TON ANGOPQIIO
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN IPOI'EMIEMENH XYXKEYH
TYIIOY IIENAX

GONAL-f 450 1U/0,72 ML XYXKEYH TYIIOY INENAX, AYTOKOAAHTH ETIKETA

Oa TapEyeTor AVTOKOAANTY ETIKETO. OGTE VO, UTTOPEL O OTOEVHS VO YPAPEL THY HUEPOUNVIQ TEPATHS
xpriong.
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EAAXIXTEX ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

GONAL-f 450 1U/0,72 ML MPOI'EMIXMENH XYXKEYH TYIIOY NNENAX, KEIMENO
ETIKETAX XYXKEYHX TYHIOY IIENAX

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY TPOIONTOX KAI OAOX(OI) XOPHTHZHX

GONAL-f 450 1U/0,72 ml gvéciuo di1dAvpa 6€ TPOYEMGUEVT] GUGKEVT TOTTOV TEVOG
Bvlakiotpomivn Grhoa
Ymodopia yprion

| 2. TPONOX XOPHTHIHE

| 3. HMEPOMHNIA AHEHE

EXP
Avdpkero Long petd v Tpotn ypion: 28 nuépes

4. APIOMOZX ITAPTIAAX

Lot

5. MNEPIEXOMENO KATA BAPOZ, KAT' OI'KO'H KATA MONAAA

450 1U/0,72 ml

6. AAAA XTOIXEIA
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

GONAL-f 900 1U/1,44 ML XYZKEYH TYIIOY IIENAZX, KOYTI ME 1 IPOTEMIZXMENH
YXYXKEYH TYIIOY ITIENAX

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

GONAL-f 900 1U/1,44 ml egvéciuo didAvua o€ TPOYEHGUEVT GVGKEVT TOTTOL TEVOG
Bvlaxkiotpomivn Grhoa

2. YXYNOEXH XE APAXTIKH(EX) OYXIA(EX)

Ka0e mpoyepucpuévn cvokeun tomov tévag tolhanimv d0cemv mepiéyet 900 U (1coddvapa pe
66 pikpoypaupapio) Bviaxiotponivig diea oe 1,44 ml.

3. KATAAOTI'OX EKAOXQN

"Exdoya: ITohoEapepéc 188, caxyapoln, nebeiovivn, vatplo poo@opikd dicdEvo ovohdpiko,
SWATPLO POCPOPIKO SOPIKO, LL-KPEGOAT, POGPOPIKO 0EVL GLUTLKVOUEVO (Yo Tpocappoyn Tov pH),
vatpiov voposeidio (Yo Tpooappoyn Tov pH) Kot Héwp Yo evéoyua.

‘ 4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Evéowo d1dAvpo o TPOYEUIGUEVT) GUGKELT] TOTTOV TEVOC,.
1 mpoyeicUEV GLUGKEDT] TOTTOV TEVAG TOAAUTADY dOGEDY
20 BeAdveg cOpryyog

‘ 5. TPOIIOX KAI, OAOX(OI) XOPHI'HXHX

AwBdote To GUALO 0INYIDV YPNONG TPV AT TN (PN ON.
Y7modopia yprion.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION MIPEIEI NA ®YAAXIETAI XE OEXH THN OITOIA AEN BAETIOYN KAI
AEN ITPOZEITIZOYN TA ITAIATA

Na puAdooetatl o Béon, TV omoia dev PAETOLV Kal dev Tpooeyyilovv Ta Toudid.

‘ 7. AAAH(EY) EIATIKH(EY) ITPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)

| 8.  HMEPOMHNIA AHEHE

AHEH

127



9. EIAIKEYX XYNOHKEY ®YAAEHX

dvrdocoete o€ Youyeio. Mnv KatayvyeTe.

Awotnpeite 10 TOUA 6T CLGKELN TOTOV TEVAC, Y10 VO, TPOGTOTEVETAL A0 TO PG,

Ipwv amd T0 Gvorypa Kot evtog TG dtdpkelag {mNG Tov, TO PAPUAKO UTOPEL VO QUAGCGETOL EKTOG
yoyeiov og Beppokpacies £mg to péytoto 25°C yuo pia pepovapévn tepiodo €mg 3 UNvav Kol TPEREL
Vo amoppinteTol LETA.

MoAg avouytel, To eapuaKko Tpénel vo, puidcoceton o€ Beppokpacio peta&y 2°C kot 25°C yo

28 nuépeg 10 péYIoTo.

10. IAIAITEPEX TIPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOTHOENTOQN ®APMAKEYTIKON ITPOIONTQN 'H TON
YIHHOAEIMMATQN I1OY IPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

Ka0e pdppoko mov dev €yetl ypnoyomroindei | vaddelupa Tpénel va omoppledel cOUPOVA [E TIC KOTA
TOTMOVG 10YVOVGEG GYETIKEG OATAEELS.

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Merck Europe B.V.
Gustav Mahlerplein 102
1082 MA Amsterdam
OAovdia

12.  APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/95/001/035 Evéoipo 610Avp0 GE TPOYEUOUEVT] GLGKEDT] TOTTOV TEVOG
20 Berdveg

13.  APIOMOZX ITAPTIAAX

[Moptida

‘ 14. TENIKH KATATAZH I'lA TH AIAGEXH ‘

| 15. OAHTIEX XPHZHX |

| 16. MAHPO®OPIEE XE BRAILLE |

gonal-f 900 iu/1,44 ml

17.  MONAAIKOX ANATNQPIZTIKOX KQAIKOX - AIZAIAXTATOX TPAMMQTOX
KQAIKAZX (2D)

A16d106T0TOC YPOUU®TOS KOdKaG (2D) Tov pépet Tov TepAN@BEVTA LOVASTKO OVOYVOPLOTIKO KMOKO.
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18. MONAAIKOZXZ ANAI'NQPIEZTIKOXZ KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
TON ANGOPQIIO
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN IPOI'EMIEMENH XYXKEYH
TYIIOY IIENAX

GONAL-f 900 1U/1,44 ML XYXKEYH TYIIOY INENAX, AYTOKOAAHTH ETIKETA

Oa TapEyeTor AVTOKOAANTY ETIKETO. OGTE VO, UTTOPEL O OTOEVHS VO YPAPEL THY HUEPOUNVIQ TEPATHS
xpriong.
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EAAXIXTEX ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

GONAL-f 900 1U/1,44 ML MPOT'EMIXMENH XYXKEYH TYIIOY MNENAX, KEIMENO
ETIKETAX XYXKEYHX TYHIOY IIENAX

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY TPOIONTOX KAI OAOX(OI) XOPHTHZHX

GONAL-f 900 1U/1,44 ml gvéciuo d1dAvpa 6€ TPOYEMGUEVT] GUGKEVT TOTTOV TEVOG
Bvlakiotpomivn Grhoa
Ymodopia yprion

| 2. TPONOX XOPHTHIHE

| 3. HMEPOMHNIA AHEHE

EXP
Avdpkero Long petd v Tpotn ypion: 28 nuépes

4. APIOMOZX ITAPTIAAX

Lot

5. MNEPIEXOMENO KATA BAPOZ, KAT' OI'KO'H KATA MONAAA

900 1U/1,44 ml

6. AAAA XTOIXEIA
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B. ®YAAO OAHI'TQN XPHXHX
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®vAro ooV rpiong: IIAnpogopiss yro Tov yp1otn

GONAL-f 75 TU kévig ko drarvTng
Yo gvéoipo ordivpa
Bvlakiotpomivn dAQa.

AP AoTE TPOGEKTIKA OAOKANPO TO QVAAO 0ONYLAOV PN OGS TPLY UPYIGETE VA YPNGLUOTOLEITE AVTO
TO PAPRUKO, OLOTL TEPLAAPUPAVEL CNRAVTIKEG TANPOPOPIES VLU GO,

. DuAGETE 0VTO TO PUALO 00N Y1V Ypriong. Towg xpelaoteil va To dafdacete Eavd.
. Edv éxete meportépm amopieg, p@TNOTE TOV YLOTPO 1 TOV PAPLOKOTOLO GOC.
. H ocvuvtoyn yio avtd 10 approKo xopnynonke amokAEIGTIKA Yo 6aG. AV TPEMEL VO ODCETE TO

QapuroKo o€ AoV Mmopel vo Tovg TPOoKAAEGEL PAAPT], AKOUO KOl OTOV TO, GUUTTOUATO, TNG
ac0éveldg Tovg givarl id1a pe ta Ok Gog.

. Edv mapatnpioete Kamoo avemBOunTn evEpYEL, EVILEPDGTE TOV YIATPO 1) TOV POPLOKOTOLO
o0G. AvTo 1oyveL kot Yo KGO mhovi avemBOUNTN EVEPYELD TTOV JEV AVAPEPETAL GTO TAPOV
@POALO oMYV Ypione. BAéme mapdypago 4.

T egprEyeL 1o Tapov UALO 0ONYLOV:

T etvar to GONAL-f kou oo giva 1 ypniomn tov

T1 npémer va. yvopilete mpv ypnoponotioete 1o GONAL-f

[Tog va ypnoonomoete 1o GONAL-f

[MBavég avemBounteg evépyetleg

Mo va pvidooete to GONAL-F

[epieydpeva g cvokevaciog Kot AOITEG TANpopopieg

[Mog va mpoetopdoete kat va ypnoiponomcete 1o GONAL-f kovic kat dtaAvTng

oarwNE

1. T givar o GONAL-f kar owa givar n xpiion Tov
T givan To GONAL-f

To GONAL-f epiéyet £va gappako mov ovopdletatl «Buiakiotpomivn aipo». H Buiakiotpomivn
dApa etvar éva gidog «wobvrakiotpomov opudévney (FSH) mov avikel 6Tnv 01KOYEVELD, OPLOVAY TOL
QTOKAAOVVTOL «YOVOSOTPOTivES). Ol YOVASOTPOTIVEG EPLTAEKOVTOL GTIV CVOTOPOY®YT] KOl T
YOVILOTNTOL.

Iowo civar n ypiion tov GONAL-f

2115 evijMkeg yovaikes, 1o GONAL-f yopryeitat:

. v vo Bonbnoet va eAevBepwbei Eva moxvTTapo amd v wodnkn (woppné&ia) oe yuvaikec mov
dev kavouv woppnéia kat Tov dev £X0VV avTamokplel o ay®yn LE VO PAPLOKO TOL
ovopaletol «KITPIKN KAOLLPAIVI».

. oe GuVOLaG O Le Eva GALO paplako Tov ovopdletor «lutropin alfay («wypvotpoTog POV
1 LH) v va BonOnoet va ehevBepwbel éva woxvtTapo amd v modnkn (woppnéia) oe
YUVOIKEG TV 001V TO GO TOPAYEL TOAD Alyeg yovadotponives (FSH kot LH).

o v va fondncet va avartuyfovv morlomAd mobvlikia (Teptéyovtag Eva wokHTTOPO TO Kabéva)
G€ YUVaiKEG TTOVL VPioTOVTOL TEXVIKEG LITofonbovuevng avamapaywyng (Sadikacieg wov
pumopobv va ce Bondncovy va peivelg £yKvog) Onmg «EEMOMUOTIKY YOVILOTOINoT,
«EVOOGOATLYYIKT LETAPOPA YOUETMDV» 1 KEVOOGOATLYYIKY] LETAPOPA LUYOTAVY.

Y1006 gvijMkovg Gvopec, 1o GONAL-f yopnyeitat:

. € GLVOLAGUO [E EVaL GALO PAPLLOKO TOV OVOUALETAL «aVOPOTIVY YOPLOKT YOVASOTPOTTIVI
(hCG) Y10 va. Pondnoetl Ty TOPOyOYT CTEPUATOS GTOVE AVOPES, TOV eV Eival YOVILOL EXEDN
£€YOVV LEPIKEG OPLOVEG GE YOUNAG ETTiTESA.
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2. T npéner vo, yvopilete Tpwy ypnopororicete 10 GONAL-f

pwv and v évapén g aywyng, Oa Tpénet va ektiunel n yovipodtnto tov {guyoptod amd yotpo
éumelpo ot Bepameio dTOPAYDV YOVILOTNTOGS.

Mnyv ypnoiporoumjcete o0 GONAL-f

o o€ MEPIMTOON aAlepying oTNV WOHLAAKIOTPOTO OPUOV T} GE OTO10ONTTOTE GALO O TOl
GLGTOTIKA 0VTOD TOV PAPUAKOL (AVUPEPOVTOL GTHV TaPEypopo 6).

. G€ TEPIMTOON OV £YETE OYKO GTOV LWOBAAALLO 1 6TV LTOPLGT (Kot Ta SVO ival HEPOC TOV
£YKEPAAOV).

. €dv glote yovaika:

—  uE SlOYK®UEVEG WOONKEC 1 GAKKOLE WE VYPO OTO EC6MTEPIKO TOV MOINKDV (KOOTES T®V
®oONK®V) GyveooTng aiTioAoyiog.

— L€ YUVOIKOAOYIKT OLoppayio dyvmoTng aitioloyiog.

—  ue Kopkivo oTig wobnKeg, pqTpa | HooTOOGC,

—  HE M0 KOTAOOTOON 7oV KoOeTd advvartn v KONoT, OT®MG OVETAPKELL TOV ®OONK®OV
(TpdIUN EPUNVOTOVLGT) 1] SVOTANGIN TV YEVVITIK®DY 0pyIvOV

o €av glote dvopag:
—  ue PAGPn tov opyemv mov dev BepamedeTa.

Mn ypnoponomoete 10 GONAL-f gdv kdmotlo amod ta mopondve cvpfaivel o€ ecdc. Eav éxete
appiBoliec, angvBuvleite oTov yloTpd GG TPV YPTGLOTOUGETE AVTO TO PAPLOKO.

IIpog1domTou|6ELS KoL TPOPUAGEELS

AmevBuvbeite oTov Y10Tpd, TOV QUPLAKOTOLO 1] TOV VOCOKOLUO GUG TPLY YPTCLOTOCETE TO
GONAL-f.

Iopoupia
Evnuepmaote tov yrotpd cag mpiv apyioete ) Bepomeia, edv €6€ilg 1 omolodnmote uEAOG TNG
01KOY£EVELAG G0G TAoyEL amd Topeupia (Ho advvapio SIECTUCTG TOV TOPPUPIVAV, 1) OTTolo UTOPEL Vo,

KAnpovopeitat omd Toug YOVElG 0T TALdLdL).

Evnpepmaote tov yiatpd 6oc apécwmg eQv:

J 70 O0éppa cog yiveror evmabég Kol Tapovolalel vkold QAVKTAIVES (POVGKAAES), KLpl®S TO
déppa Tov extifetal cvyvoTEp GTOV A0, 1)/KOL
. gpeavicete TOVO GTO GTOUNYL 1] oTA dKPaL.

Ye TePINTOOT EUPAVIOTG TOV TOPATAV®, O YITPOS 060G THUVOV VO GO.G GUGTNHGEL TN J10KOT TNG
Oepaneioc.

2Hvopopo vrepdEyepons tav monkav (OHSS)

Edv gocig giote yovaika, avtd to pdppoko avéavet tov kivouvo avamtuéng OHSS. Avto coppaivel
otav ta. ®oBvAdkia avarticcovtal VITEPPOAIKE Ko YivovTon peydiec kootelc. Eqv eppavicete movo
GTNV KATOTEPN KOIAMOKN YDpa, Ypryopn avénon Bapovg, voutia 1§ EUETO, | SUGKOAIN GTIV OVATVOTY],
EVILEPMOTE TOV Y1ALTPO GAG AUECSHGS, 0 000G THAVOV VA GOG GVGTNHCEL TN SKOTN TNG ¥PNONG CLTOV
OV QopudKkov (PAére Tapdhypopo 4).

X mepinton wov dev Kavete woppnéio kot epdcov tnpnoel N CLVIGTOWPEVT OGN KOl TO TPOTOKOALO
xopnynong, n epedvion OHSS givar Myotepo mbovr. H ayoyr pe GONAL-f ondvio mpokokel
coPapd OHSS extdg edv yopnynei 1o oKkedACHA TOL TEPIEXEL AVOPDTIVN YOPLUKT YOVOSOTPOTIVY,
hCG, mov ypnoonoteitol yio v TeEMKN opipaven tov mobviakiov. Edv avarto&ete OHSS, o
Ywtpog cag pmopet va unv oag xopnynoet hCG og avtdv Tov KOKAO aymyng Kot pmopet va, cag {ntnoel
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Vo OmOQVYETE TN 6eE0VOAIKY] ETOPN 1) VO YPNCILOTOMGETE L0 AVTICLAANTTIKT LEB0dO Pparyrov yio
TOVAAYLOTOV TEGCEPIC NUEPEC.

TToAvdvun Kunon

Me 1 ypfion Tov GONAL-f, vapyel peyodldtepog Kivouvog va PetveTe £YKVOG LE TEPIGGOTEPQ UTTO
éva BpEen TauTOYpOoVe («TOAVSLUT KOG, KUPImG didvua), 6 GOYKPLoT LE TN QUGIKT GVAANYT. H
TOADSVUT KONOT UTOPEL VO TPOKOAEGEL ETTAOKES Y10, GOG KOl TO. LOPA 6og. MTOpeite va HEIDCETE
ToV Kivouvo TNng ToADVOLUNG KUNONG XPNOYOTOIMVTOS TN 6ot 0061 GONAL-f 6T1¢ KatdAANAEC
oTiypég. Otav vrofaiiecte o€ Te)VIKEG LTOPONOOVUEVTG OVOTOPAY®OYNS, O KIVOUVOC TOADSVUNG
KONoNG oxetTileTon pe TV NAIKi0 600G, TV TOLOTNTA Kot TOV aplfid YOVILOTOUUEVOV MOKVTTAP®V 1
eUPpLOV TOV gRPLTEHOVTUL LECH GG,

Amofoin

Orav vroPdAileote o TeYVIKEG LIOPonOovUEVIC avamapay®YNG ] ®OONKIKAG d1EyepoNg Yo va.
TOPAYETE M®OKVTTAPO, TO TOGOGTO ATOPOANG EIVAL VYNAITEPO TOL PUGIOAOYIKOD.

IIpoBAinuata pe tnv mnén tov aipotod (Opouposuforikd ererodoin)

Edv moté éxete eppavioel 1| epeavicate mpdceota OpoUPoug aipatog 6To TOd 1] GTOV TVELLOV, 1)
KapdloKn TPOoPoAN N ayYEOKO EYKEPAUAMKO €MEIGOO10, 1 €AV ALTE XYoLV GLUPEL GTNV OIKOYEVELD GO,
umopel va vdpéel peyaAdtepog Kivouvog ot vo. GUUPBOVY 1 VA, YEPOTEPEYOVV LIE TNV Cy®YN UE
GONAL-f.

Avdpec ue vaepfoikn FSH oo aipa Tovg

Edv eoeig eiote dvopoac, To va &xete vaepPorkn FSH oto aipa cog pmopei va givan €vdeidn AN
twv 0pyewv. To GONAL-f cuvnfwg dev Aettovpyel edv £xete avTO TO TPOPANLLOL.

Edv o yatpdg oag amopaciost va dokipdoet Ty aymyn pe GONAL-f, yio va tpocsdiopiotei
avTamoKkplon ot Bepamneia, pmopel va cag {ntnoet deiypo omépUaToc Yo avdivon 4 £o¢ 6 uveg petd
v évapén g Bepamneioc.

Mowora ko £gnpor

To GONAL-f dev mpoopiletot yia yprion oe Tadid Kot pnPouvs kdto Tov 18 eTmv.

Alha gappoxe kor GONAL-f

Evnuepaote tov yuotpd cog edv maipvete, Exete Tpdopata TAPEL 1 UTOPEL VO TAPETE AAAL PAPLLOKOL.

o Edv ypnowomomoete GONAL-f pe GAia oxevdopoto mov fonbodv v woppnéia (0nmwg hCG
N KITptkn KAopipaivn), autd umopel va 0véNGeL TNV avTamoKpion Tov wobviakioy cog.

. Edv ypnowonomoete GONAL-f tavtdypova pe Evay aymvioT] 1| avIOy®VIGTH TNG «EKAVTIKNG
opuoVNG TV yovadotpomvdvy (GnRH) (awtd to, okevdopata HEOVOVY T0, EXITED TV
6€E0VOAIKMV OPUOVAOV KOl GTAUATOVV TV @oppnéia 60g) Umopel vo YpENCTEITE o VYNAOTEPT
d6om tov GONAL-f y1a va mapdyete moBvAdkio.

Kinon ka1 Oniaopdg

Mnv ypnoponomoete 1o GONAL-f edv giote £ykvog 1 OnAdlerte.

001yNoN Ko YEPIGUOS POV RATOV

Agv avopévetat 0vTd TO PAPUOKO VO ETNPEACEL TNV TKOVOTNTO 001YNONG KOL XEPIGUOD UNYOUVILAT®V.
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To GONAL-f nepréyer vatpro

To eappaxo avtd mepiEyel Aydtepo amd 1 mmol vatpiov (23 mg) avd 666m, ival avtd Tov
ovopdlovpe «erevBepo vatpiovy.

3. Iag va ypnoporomjcete o GONAL-f

ITavtote va ypNOLOTOLEITE TO PAPLOKO AVTO ALGTNPH COLPOVO LE TIC 0ONYiEG TOV YiaTpoy cag. Eqv
&xete apPPOAIES, pOTHGTE TOV YIATPO 1) TOV POPLOKOTOLO GOGC.

Xp1on avtod ToV PuppdKov

. To GONAL-f poopiletar yio yoprynon pe éveon axpiPdc kdtm amd To déppa (VToddpia).

. H npdtn éveon tov GONAL-f Oa npénet va npaypotomoteitol vio v exifAeyn Tov yioTpov
o0,

o O ywTpdc 1 | voonAeutpid oog Ba cog deiéel Tg va Kavete v éveon tov GONAL-f npv
UTOPEGETE VUL KAVETE TNV VEGT GTOV EAVTO GOC.

. Edv yopnynoete to GONAL-f 610V €001 G0C, TOPUKAAEITTE VO, S1PACETE TPOCEKTIKA KOl VO

aKolovBnoTe TIg 001 Yieg 6TO TEAOC ALTOD TOV PVLAAOV 0N YLV, HE TitAo «IlMg va
TPOETOACETE KO va ypnotpomomoete 10 GONAL-T kovig kat StodldTng».

Moo TOGOHTNTA VA YPTGLULOTOU|GETE

O ywtpog oag Ba anopacicel 1660 PappoKko Bo mhpeTe Kot pe Tote cuyvotnTa. Ot d6GEIC TOV
TEPLYPAPOVTAL TOPAKATO ovapEpovtol o€ debveig povadeg (International Units - [U).

TINuvaikeg
Eav ogv éyete moppnio ko éxete akavovieTn wepiodo 1| kaborov mepiodo.

o To GONAL-f yopnyeitat cuvnBwg kdbe pépa.

. Edv éyete axovoviom mepiodo, apyiote m xpnon tov GONAL-f evtdc tov npdtomv 7 nuepmdv
TOV EUUNVOPPLGLOKOV KUKAOL caG. Edv dev €xete kabBohov mepiodo, pmopeite va apyiocete
YPNOT TOL POPUAKOV OTOLOdNTOTE UEPOQ BEAETE.

. H ovuvnng apywm d6om tov GONAL-f eivan 75 €wg 150 TU kb pépa.

. H 860m cag oo GONAL-f pmopet va avénbel kb 7 1 kaOe 14 nuépeg xotd 37,5 g 75 1U,
UEYPL VO EMLTOYETE TNV EMOLUNTN ATOKPLION.

o H péyiom nuepnowa d6on oo GONAL-f cuvBwmg dev eitvar vymAdtepn tov 225 1U.

o Orav emitoyete v emBounty omdkpion, o cag dobei pia povo Eveon 250 pikpoypappopiov
«ovacvvovacuévng hCG» (r-hCG, pa hCG mov mapackevdletol Ge Eva EpYRcTNPIO UE LN
€101kn teyvikn DNA), 11 5 000 émg 10 000 TU hCG, 24 éwc 48 dpeg petd v televtaia £veon pe
GONAL-f. H koaldtepn dpa vo éxete 6eE0VOAIKT ETOQEN EIVOL TNV NUEPA YOPIYNONE TNG £VESNS
pe hCG ko v exdpevn nuépa.

Ed&v o yuatpdc cog dev eviomioet puo embopntn amdkpion petd amod 4 efoopnddsg, Oa mpémet va
oTapaTNoEL 0VTOV TO Bgpamevtikd kukho ue GONAL-f. IMa tov emduevo Bepamentivd kbhkAo, o
YwTpog cag Ba cog yopnynoet o vyniotepn apyikn 6o GONAL-f and mpwv.

Edv o opyaviopog cag mapovciicetl vepforikn amdkpion, 1 Oepaneio oag O dtakomel kot 6gv o cag

xopnyNnBet hCG (PA. Tapdypapo 2, «ZOvopopo vrepdiEyepong tov wobnkav (OHSS)»). o tov
EMOUEVO KVKAO, 0 Y10TpOG cag Ba cag yopnynoet yapniotepn 06on GONAL-f and mpv.
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Eav £xete owoyvootel pe mold younid enireda oppovov FSH ko LH

o H ovviOng apyikn 86om tov GONAL-f givar 75 éwg 150 TU padi pe 75 1U lutropin alfa.

. B0 YPNCLOTOMGETE OVTA TOL dVO PAPLLOKA KOO UEPIVA Y10l L1, XPOVIKY| TEPI0D0 EMG Kot TEVTE
ePOOUGO®V.

o H 860n cag tov GONAL-f pmopet va avéndel kdbe 7 1 kabe 14 nuépec katd 37,5 éwg 75 1U,
UEYPL VOl EMTOYETE TNV EMBLUNTY ATOKPLON.

. Orav emtoyete v embount) andkpion, Oa oog 600l pio povo Eveon 250 pkpoypoppapiov
«ovaovvdvacuévng hCG» (r-hCG, pia hCG mov mapackevdletol og Vo EpYUcTHPLO UE Ui
g101kn teyvikn DNA), 11 5 000 émg 10 000 IU hCG, 24 ém¢ 48 dpeg petd TI¢ TeEAEVTAIEG EVETELG
pe GONAL-T xou lutropin alfa. H koddtepn dpa va £xete 6eE0VOMKT maQT lval TV nuépa
yoprynong g éveong pe hCG kat v emopevn nuépa. Evaliaxtikd, umopet vo yivel
EVOOUNTPIKN OTEPHOTEYYLOM 1 fal GAAT dtadtkacio wtpikd vrofonBodpeving avamopaywyng
pe Paon v kpion tov yoTpov Gag.

Edv o yiautpog cog dev eviomiost pua embopntn amdkpion petd amd 5 efooudadss, Oa mpémet va
oTopaTnoEL ovTdv T Bepamevtind kokho pue GONAL-L. IMa tov endpevo Bepanentikd KOKAO, 0
yTpdg oag Ba cag yopnynoet o vynAotepn apykn 66on GONAL-f and mpuwv.

Ed&v o opyavicudc cag mopovoidoet vrepPoitkn andkpion, 1 Oepaneia cag pe GONAL-f Oa dtakomel
Ko 0ev Ba cag yopnynBel hCG (BA. Tapdypago 2, «ZOVvOPoUOo VIEPIEYEPTNE TV MOONK®Y
(OHSS)»). ' Tov endpevo KOKAO, 0 YaTpdc cog Ba cag yopnynoet xaunidteprn 66on GONAL-f amod
TpW.

Edv yperaleote vo avamtigete MOAOTAL OOKVTTOPA VIO GVALOYT TTPLV 0.0 OTOLUONTTOTE
TeYvoloyia vrofonBoduevng avarapaywyng

o H cvving apyin 66om tov GONAL-f givar 150 €mg 225 TU kabfnpepwvd, amd t 2" 1 3" pépa
7oV OgpamevTIKOD GOG KUKAOL.

. To GONAL-f punopei va avénbei, avdroya pe v andkpion cag. H péyiot nuepniota d6on
glvar 450 1U.

. H Bepameio cvveyiletor péypt v avantuérn TV 0OKLTIAP®V G0G 6T0 enBuuntd onpeio. Avtd
Sdtapket cuvnBwg 10 pépeg mepimov, aAld umopet kat va dtapkécet omd 5 mg 20 nuépec. O
YTpdS G0c Oa ¥PNGIUOTOMGEL AUATOAOYIKEG EEETAGELS 1/KAL VITEPNYOYPAPI UK Y1 Vo EAEYEEL
wote B cupPet avto.

. Orav T woxvTTopa eivat ETowa, Oa cog dobel pio pudvo éveon 250 pikpoypappapiov
«avacvvdvacpévng hCG» (r-hCG, o hCG mov topackevdletal og Eva pYOCTNPIO UE Lol
£101k1] TeYVIKY avacvvdvacuévov DNA), 11 5 000 émg 10 000 1U hCG, 24 £mg 48 dpeg petd v
terevtaio éveon pe GONAL-f. Avtd Ba etoludost To @oKOTTOPE GOG Yo GVAAOYY.

X€ QALEC TEPMTMOELS, O YITPOG OOG UTOPEL VO GTALOTHCEL TPAOT TV woppNEia YPNCLULOTOIDOVTOG
£&vay ayovIoT 1| AVIOY®VICTH TNG EKAVTIKNG 0provnc TV yovadotpontvav (GnRH). Ztn cuvvéyela,
apyilete To GONAL-f mepimov 600 efdopddeg petd v Evapén g aywyng pLe tov ayovioty. To
GONAL-f kat o ayovietic tg GnRH yopnyobvtat tavtdypova péEypt T eXBLUNTY avATTUEN TOV
wobviakiov cag. ['a mapddetypa, petd amd dvo efoounddeg epaneiag pe ayovioti g GnRH,
yopnyovvtatl 150 émg 225 U GONAL-f ya 7 nuépec. H 86om toTe pubpiletar avaroya pe tnv
onOKPLON TOV MOKLTTAPOV GOC.

Avopeg

o H ovviing d6om tov GONAL-f gtvon 150 TU podi pe hCG.

o Ba YPNOOTOMGETE OVTA TO 6VO PAPLOKO TPELG POPES TNV EPSOUASA Y10 L0 ¥POVIKT TEPLOJO
TOLAGYIGTOV 4 UNVAV.

. Edv dev éyete avtamokpBei otn Oepameio petd amd 4 PNVeS, 0 yloTpoOg 60¢ UTOPEL va TpoTeivel

V0L GUVEYIOETE TN XPNON AVTAOV TOV dVO PAPUAKWOV V1o TOVAdyIoTOV 18 pnveg.
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Eav ypnowponomosete peyorvtepn 0001 GONAL-f a6 Tnv Kavoviki

Ot emmtdoelg Tov va ypnoyonotioste vrepPoiikd GONAL-f givan dyvmoteg. QQot660, O pmopovce
Kavelg Vo TEPIUEVEL TNV EKONAMOT TOL GUVOPOUO VITEPdIEYEpPONS TV wobnkdv (OHSS), 1o onoio
meptypdpeTon oty mopdypoeo 4. Evtovtolc, to OHSS 0a cuppel povo dtav yivel emiong yopnynon
hCG (BAéne Tapdypago 2, «Zovdpopo vrepdiéyepons tav wobnikdv (OHSS)»).

Eav Egyaoete vo ypnoipomonjoste 10 GONAL-f

Edv &eydoete va ypnopwonomoete 1o GONAL-f, unv mépete SimAr 001 Yo Vo OVATANPOCETE TN
d0oon mov Eeydoate. IapaxoreioTe vo ETKOWVMOVIGETE e TOV YIOTPO GOG LOALG GUVELOT|TOTOMGETE OTL
Eeyboate pia d6om.

Edv éxete meptocoTEpEG EPOTNCELS GYETIKA LLE TN YPTOT] AVTOV TOV QUPUAKOV, POTIOTE TOV Y1OTPO 1)
TOV QAPLOKOTOLO GOC.

4, MBavég avemBOUNTES EVEPYELEG

Onwg 6Aa To. pAPLOKO, £TCL KOL 0VTO TO PAPLOKO UTOPEL VO TPOKAAEGEL AVETIOOUNTEG EVEPYELEG, OV
Kot 6gv TOpovGLAlovTal 6€ OAOVG TOVG AvEPMOTOLC.

Yopapég avemOVUNTES EVEPYELEG GTIS YUVOUIKES

. [16vog otV KatdTepN KOTAMOKN ¥Dpa cuVOLOLOUEVOC e VouTio 1 ELETO umopohv va gival Ta
GUUTTOLOTO TOL GUVOPOLO LITEPSLEYEPONS TV wobnK®mV (OHSS). Avtd umopet vo vTodNAMoEL
011 01 woBNKeg avTédpacay vepPolkd ot Bepameio Kot OTL avorTOYON KOV HEeYAAES @OBMKIKEG
Kvotelg (PA. emiong oty Tapdypa@o 2. KAT® omd ToV TITAO «ZHVOPOLO VITEPIIEYEPCNC TOV
wobnkdv (OHSS)»). Avti n avemBount evépyera etvar cuyvn (Lmopet va ennpedost €oc 1 ota
10 droua).

. To OHSS umopei va yivet cofapd pe eLeavdc S10YKOUEVEG ®OBNKES, LELOUEVT] TOPOYMYT|
ovpav, avénon Papovg, SvcTvola /Kot AV GLYKEVTPMOGT VYPOD GTO GTOU)L T} 6T0 OdpaKd
oag. Avti n avemBounTn evépyela gival oyl ovyvr (uropel va ennpedoet £o¢ 1 ota 100 dropa).

o [Tepimhoxég tov OHSS, 6nmg suotpoer| wobnkdv N TEN TOL AUpaToS, HTOPOVV VO CLUPOVV
ondvia (uropel va emnpedoovv £w¢ 1 ota 1 000 dtopa).

. YoBapéc mepumhokég TS TENG TOV aipatog (BpoposPoAikd enelcodLn), OPIGUEVES POPEC
aveCaptitwg Tov OHSS, pumopodv va epeavictodv oA ondvia (uropel va ennpedoovy wg 1
ota 10 000 dropa). Avto pmopel vo tpokarécel Bopakikd Tovo, SUGKOAIN GTNV OVATVON,
AYYELOKO EYKEPAAKO €MEIGOO10 1) KOpItaK TPooPoAn (BA. eniong oty Tapdypaeo 2. KAT®
amd tov Titho «IIpofAnpata pe v méEn Tov aitaTog»).

2ofapég avemOBUUNTES EVEPYELEG OTOVS (AVOPES KOL GTIG YOVOIKES

. Ot oAAepyIkéG avTOpAoELS, OTmG eEAvOn L, EpLOPOTNTA, KVIO®GT, S10YKWOOT TOL TPOGMITOL LIE
SVoKOAiD, GTNV OVOTTVOT|, WTOPEL LEPIKES POPEC VO Eival coPapés. AvTni 1 avemBountn evépyela
gtvar moAd omdvia (pmopel va enmpedoet £og 1 ota 10 000 dropa).

Edv mapatnp1)cete KAmoro aveTOOUNTI EVEPYELD TTOV OVAPEPETUL TOPATAV®, TPETEL VO,

EVI|LEPADGETE TOV YIUTPO GG UPUEGMGS, 0 07T010G PUTOPEL VO 600G LNTIGEL VO GTORATI|GETE TN AP0
T0v GONAL-f.
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Addeg aVETOVUNTES EVEPYELEG OTIS YUVUIKES

oA cuyvég (umopel va emnpedoovy meptocdTepa. and 1 ota 10 dropa):

o 2AKKOl e VYPO OTO ECOTEPIKO TV WOONK®OV (KVOTELG T®V MOONKDOV)

o Kepaiohyio

o Tomikéc avtidpdoelg 6to onpeio g £veong, OTmg TOVOG, epuBpoOTNTO, LOA®TAG, TPNEO 1)/Kot
epebiopndc

2uyvég (umopet va ennpedcovy g 1 ota 10 dropa):

. [T6vog otV KotAlaKkn yodpa
. Navtia, LETOC, dAPPOL, KOIMUKES EMDOVVEC HVTKES GLOTTACELS Kot TPNELO

oA omdvieg (umopei va ennpedoovy €mg 1 ota 10 000 dropa):

o Alhepyikéc avtidpdoelc, onmg e&avOnpua, epuBpotnTa, KvidwoT, SOYK®GCT TOV TPOCHTOV LE
OVOKOAIN GTNV OVATTVOT], UTOPOVV va, SUUPOVV. AVTEC Ol AVTIOPACELS LEPIKES POPEG UTOPOVV VO
givar coPapéc.

. To doBua cog pmopel va yePoTEPEYEL.

AlLeg avemOOUNTES EVEPYELES OTOVG GVOPES
oA cuyvég (umopel va emnpedoovy meptocdTepa amd 1 ota 10 dropa):

. Tomkég avtidpdoelg oto onueio ¢ éveonc, OTwWe TOVoG, EpLOPOTNTA, LOAMTOC, TPNELLO 1Y/KaL
gpediopdg

2uyvég (umopet va ennpedcovv émog 1 ota 10 dropa):

. TPNEO TV AEPOV TAVED Kal TIo® amd Tovg 0pYELS (KIPGOKNAN)
. AvENnom tov peyéboug Tov pacTmv, akun 1 avénon Papovg

ol ondvieg (umopel va ennpedoovy €wg 1 ota 10 000 dropa):

. Alepykéc avtdpaocels, Omwg eEavinua, epufpdtnrta, Kvidmor, dOYKOOoN TOL TPOCSHTOV LE
dVoKOAiD, TNV aVOITVOT, LTOPOVY Vo GUUPBOVV. AVTEC Ol AVTIOPAGELG UEPIKEC POPEC UTOPOVY VL
givar coPapéc.

. To doBua cog pmopei va yelpoTePEYEL

Ava@opd avemOOunTOV vEPYELOV

Edv mapatnprioete kdmola avemBountn evépyela, EVIUEPMOTE TOV YIOTPO 1] TOV QUPHOKOTOIO GOC.
AvT0 1oyvet Kot Yo kdOe mhavr| avemBountn vEPyELR TOL OEV AVAPEPETAL GTO TAPOV GVALO 0dNYIDV
ypNons. Mmopeite emiong vo avagépete ovemBOuNTEG evépyeleg anevbeiog, LEcm Tov BviKoD
GLOTIOTOG OVAPOPAS TTOL avaypdpeTol 6To [lapaptnuae V. Mécw g avapopdc averdountov
gvepyelmv pnopeite va fondfoete ot GLALOYN TEPIGTOTEP®V TATPOPOPLAOV GYETIKA LIE TNV AGPAAELD
TOV TOPOVTOG POPUAKOV.

5. Iog va puidscete To GONAL-f
To @appako ovtd TPETEL VO PUAACCETAL GE PEPT TTOV OgV TO PAETOVV Kot dgV TO POAVOLV T TAL1E.

No pn ¥pNoILOTOLEITE OVTO TO PAPLOKO LETAE TNV MUepOoUNVic ANENG TOL avaQEPETAL GTO PLOAISI0
uetd v « AHEH/EXPy». H nuepounvia AHéng sivar n televtaio nUéEPO TOV UNVA TOV AVOPEPETAL EKEL.
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Mn puAdooete og Beppokpacio peyarvtepn tov 25°C.
DduAdocete 6NV APYIKT) CLGKEVAGIN Y10 VO TPOGTATEVETAL OO TO PG,

Na pn ypnowonoteite to GONAL-f edv mapatnpioete omoladnmote opatd onueio aAloimong, dv 10
OVOCLGTOUEVO OLdALLL TTEPIEXEL COUATIOW 1) dEV elvar dlavyEg.

To @éppoko TPEMTEL VL YPTGLULOTOLEITAL AUEGMG LETA TNVIOAPACKELT.

Mnv metdite @ApUAKOA GTO VEPD NG amoyETevons. Potote tov gapprokomold Gog yio 1o Tos vo
TETAEETE TO PAPLLOKO TOV OEV YpNoionoteite mo. Avtd Ta pétpa o fondncovy 6Ty Tpoctacio Tov
mePPArAAovVTOC.

To GONAL-f dgv mpémet va avopleryvietar 6Tn ooptyya pe dAla okevdoupata, ektog tng lutropin alfa.
O1 peréteg €yovv deiéel TmG oL 6VO PAPLLOKO, LTOPOVY VA AVALELYOOVV Kot va, xopryndovv diymg to
éva va ennpedlel To dAro.

6. Iepreydpevo. TG GVOKEVOGING KUl AOTES TANPOPOPiES

T wegpréyer to GONAL-f

. H dpaoctikn ovoia sivar Budakiotpomivn dAga.

. Kdabe @laridlo mepiéyet 5,5 pikpoypoppdpio OvAakiotpomivy dAea.

. Metd TV mapacKev| TOL TEAKOD evESIon dtodvpatog, vdpyovy 75 U (5,5 wikpoypappdpie)
Bvlakiotpomivig GApa og KdBE YIAOGTOAMTPO SUAVUATOC.

. Ta dAha cvotatikd gival cakyapdln, VATplo eocpopikd S166E1vo LovoidpiKo, SvVATPLo

POCPOPIKO d1dPIKO, pebeiovivn, morvcopPiko 20, Kabdg Kot pmSPoptkod 0EHL GUUTLKVOUEVO
Kol vorpiov vdpo&eidio (yia mpocappoyn tov pH).
. O SoAHTNG elvar VO®P Yo EVESLOL.

Epo@avion tov GONAL-f kot wepreyopeve TG cvokevaciog

o To GONAL-f dwotifeton vod popen kOvemg Kot S10A0TH, TOL YPTCLOTOI0VVTOL Y10, VOl
eTolaotel éva evéoio d1dAvpa.

. H kévig eivan €va Aevkd o@apidio o€ va yodAvo eloiidio.

. O dohbTNg elvar €va dtowyEg Axpoio vYpo o€ Eva YOAAVO QLoAidlo, Kot KABE QLaAISIO TEPLEYEL
1ml.

o To GONAL-f diatifetot oe cuokevacieg tov 1, 5, 10 ploAdiov KOVE® Le TOV avVTIoTOL O

AP0 TPOYELGUEVAOV GLPLYYDV OLOADTN. Mmopel vo. Uiy KuKAOQPOPOUV OAEC 01 GUGKEVOGIES.
Katoyog Adsrog Kvkhogopiag
Merck Europe B.V., Gustav Mahlerplein 102, 1082 MA Amsterdam, OA\ovdia
Iopaockevaotig
Merck Serono S.p.A., Via delle Magnolie 15, 70026 Modugno (Bari), Itaiio
To mwapdv ULAo 00N YOV yp1ioNs avaBewp1Onke Yo TerevTaio gopd otic {MM/EEEE}.

Aentopepeic mAnpogopieg yio 1o eapuako avtd gival dabéoieg otov diktvakd Témo Tov Evpomaikond
Opyavicpod Oopudxkov: http://www.ema.europa.eu.
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QX NA TIPOETOIMAXETE KAI NA XPHXIMOIIOIHXETE TO GONAL-f KONIX KAI

AIAAYTHX

. Avt 1 Topdypogog cog e€nyel TOG va TPoETOAoETE Kot va ypnoiponooete 1o GONAL-f
KOVIG Kot S10ADTNG.

o [pw apyicete TV etoacio, TapakaAeloTE VO SLOPACETE TPOTO OAES VTEG TIC OOT|YIEC.

. Na yopnyeite v éveon v idto dpa Kabnuepva.

1. IAvvete To répra cog Ko Bpeite Evav kaBapéd yopo

. Eivol onuavtikd ta xépla Kot To GVTIKEILEVA TTOV YPTCLLOTOOVVTOL VO, Eival 660 7o Kabapd
yivetat.

. "Eva, kodo pépog etvart éva kabapd tpaméll 1 empavela kovlivoc.

2. YUYKEVTPAOTE 0,TL YPELALEGTE KON TOKTOTOUMGTE TO UTPOGTA GOC:

L0 TPOYEUGUEVT] GOPLYYO TTOV TEPLEYEL TO OLOADTN (TO S1oVYES VYPO)
éva @loAidlo mov wepiéyel 1o GONAL-f () domprn kovic)

pio ferdva yio TV avacheToo

pic, AETTOU SOUETPAOTOS, PEAOVA Yo EVEGT] KOTM OO TO dEPUAL

Agv dwtifevtol 61N cvoKevAGia:

. 2 TOADTLOL LLE OVOTIVEV|LOL

. £VaV TEPLEKTT] ALYUN POV AVTIKELLEVOV

3. [pogTowocia Tov SLHAVNATOS

. AQa1pEoTE TO TPOGTATEVTIKA KATAKLO 0TO TO PLOALOI0 TNG KOVEWMG KO TNV TPOYELUGLEVN
cupLyyo.

o Yuvdéote T PeAOVA Y10 0VOCHGTOGT] GTNV TPOYELUGUEVT] GUPLYYX, EIGAYETE TNV GTO PLOAIS10

™G KOVE®G Kol €yYHOTE apyd OAO TO S10ADTN. AVOKIVIGTE OMAAd Y®PIG Vo, ApalpESTE TN
ovpryyo. Mnv avatapdéete.

. EMéy&Ete 0T1L TO TEAIKO dtdAvpa eivar dtawyEg Kot dev TEPIEXEL KAVEVH COUATIONO.

. IMvpiote 10 PLOAISI0 OVATOdA KO ATOAL OVOPPOPTOTE TO SEAVLL TAAL EVTOC TNG CVUPLYYOUC
Tpofavtog to Euporo.

o Bydte tn cVptyya omd 10 @oAidlo Kol aproTe TNV KAT® TPooekTikd. Mnv ayyi&ete tn Peddva

Kot pnv agnoete ) Pelova vo ayyiEel omoldnmoTe Empavela.

(Ed&v cag €xet ovvtayoypaenOei mévo and éva aridio GONAL-T, enaveyydoete apyd To didAlvua o
€va GAAO QLOAISI0 KOVEMG EMG OTOL £XETE SLOAVGEL TOV APLOUO PLOALDIOV KOVEMG TTOV GG EYEL
ocvvtayoypaendei oto ddhvpa. Edv oag €xet cuvtayoypaenBet kot lutropin alfa pali pe to GONAL-f,
umopeite emiong va avapeiete ta 000 PAappaKo avTi vo Kavete Eeymploth £veon yia 1o kKabéva. Metd
T 61dhvon g kKovemg lutropin alfa, avappoPnote 10 SIGAVLO TAAL EVTOG TNEG CUPTYYOS KOl
EMOVEYYVOETE TO 0T0 PlaAidto pe tnv k6vi GONAL-f. Otav d1odvbel n KOVIC, avappopioTe TO
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dudlvpa TaAL evioc g ovpryyas. EAEYETe Kot TAAL Y10 GOUOTIOW KOl UMV TO XPTCILOTOGETE EGV
dev givan drawyéc. 'Ewg kot 3 mepiékteg KOvemg umopodv va dtaAvbodv eviog 1 ml dtaddn).

4, pogTowacia TV cOpryyac y1a éveon

. AM\GETe T Beddva pe T Perdvo AETTOV SLOUETPNUATOC.

. Apapéote 0mo1EGOMTOTE PVOUAISES: €AV deiTe PLGUAIdEC GTN GVPLYYA, KPATHOTE TH GUPLYYQ. LIE
T BeAdVa TPOG TA WAV KOl YTUANGTE ATAAR T GUPLYYA UEXPIS OTOV OAOG O AEPIS
ovykevpmbel otnv Kopvon. [Tiéste to EuPolo péypt va pOyovv OAEG 01 QLGOAIDEC.

5. Xopnynen g d6ong

o Kévete apéomg éveon tov dtadvpartog: O yiotpds 1 1 voonredTpd cog Bo cag Exovv 11om
ovuPoviedoel ToV va KAVETE TNV €veon (.. oTNV KOWAA 1| TNV TpodShia em@AvELR TOV LUNnpoD).
IMo voa peidoete Tov epebicpd Tov dépuatoc, emAélte éva drapopetikd onpeio Eveong kdbe

LEPQL.

o 2KOVTIOTE TNV EMAEYUEVT] TEPLOYN OEPUATOG IE EVOL TOADTLO LLE OVOTTVEL O KAVOVTAG KUKALKEG
KV GELC.

. Towmnote otabepd To dépHa Kot TavTdypova lcdyete T Pehdva vd yovia 45 éog 90 poipmv
He amdTouN Kivnon.

. Kdavete v €éveon kdto amd 1o déppa mélovtog porakd 1o EUPoro, 0TS oG EYEL LITOOELYTEL.

Mnyv kdvete éveon amevbeiog oe eAEPa. Exete otn dudbeom cog 660 ypovo ypetdleote yio v
£€veon OAOV TOL SADULATOC.

o Apéong petd Pydite  Perdva and to déppa kot KabopioTe TO LE TO TOAVTIO LE OWVOTVEVLLOL
KAVOVTOG KUKAMKEG KIVIOELG.

6. Metd v éveon
ITetd&re GAa T XPNOYLOTOMNUEVA OVTIKEIHEVO: APOV TEAEIWMGETE LIE TNV EVEGT| GOC, TETAETE AUECOC

OMeg TIC PEAOVEG KO TOVG AOELOVG YUUAIVOUG TEPIEKTES LLE ACPAAELN, KATH TPOTIUNGT) GTOV EOIKO
TEPLEKTN AUV avtikelwévov. Kabe un ypnopomombév didAvpa tpémet vo amoppintetot.
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®vAro ooV rpiong: IIAnpogopiss yro Tov yp1otn

GONAL-f 1050 1U/1,75 ml kévig kan draivTng
Yo gvéoipo ordivpa
Bvlaktotpomivny dApa

AP aoTE TPOGEKTIKA 0AOKANPO TO QVAAO 0ONYLAOV PN OIS TPLV UPYIGETE VA YPNGLUOTOLEITE AVTO
TO PAPRUKO, OLOTL TEPLAAPPAVEL CNRAVTIKEG TANPOPOPIES YIX GO,

. DuAGETE 0VTO TO PUALO 0O YLDV Ypriong. Towg xpelaoctei va To dafdacete Eavd.
. Edv éxete meportépwm amopieg, p@TNOTE TOV Y1OTPO 1 TOV PAPLOKOTOLO GOC.
. H ocvuvtoayn yio avtd 10 ¢appoKo xopnynonke amokAEIGTIKA Yio 6aG. Agv TPEMEL VO ODCETE TO

Qapurako o€ AAAoVE. Mmopel vo Tovg TPOoKOAEGEL BAAPT], AKOUO KOl OTOV TO, GUUTTOUATO, TNG
ac0Eveldg Tovg gival id1a pe ta Sk Gog.

. Edv mapatnpfioete Kamoto avemBOunTn evEpYELd, EVILEPMDGTE TOV YIATPO 1) TOV POPLOKOTOLO
o0G. AvTo 1oyvel Kot Yo kKB mhovi avemBOUNTN EVEPYELD TTOV OEV OVAPEPETAL GTO TAPOV
@OALO oONYLV Ypione. BAéme mapdypago 4.

T egpréyer 1o Tapov UALO 0ONYLOV:

T etvar to GONAL-f ko wowa giva 1 ypriomn tov

T1 npémet va. yvopilete mpv ypnoponotoete 1o GONAL-f

[Tog va ypnoonomoete 1o GONAL-f

[TBavég avemBounteg evépyeteg

Mo va pvidooete to GONAL-f

[epreydpeva g cvokevaciog Kot AOTEG TANpoPopieg

[Mwg va mpoetopdoete kat va ypnoiponomcete 1o GONAL-f kovic kat StaAvTng

oarwNE

1. T givar to GONAL-f kon owa gival 1 xpiion Tov
T givan To GONAL-f

To GONAL-f epiéyet £va gappako mov ovopdletatl «Bviakiotpomivn aApoy». H Buiakiotpomivn
oo givar éva gidog «@oBviaxtotpdmov oppovney (FSH) mov avikel otnv o1koy£velo OpUOVAY TOV
ATOKAAOVVTOL «YOVAdOTPOTIVES). Ol YOVASOTPOTIVEG EUTAEKOVTOL GTIV OVOTOPOY®YT] KOl T
YOVILOTNTOL.

Iow givar n xpien Tov GONAL-f

2115 evijMkeg yovaikeg, 1o GONAL-f yopryeitat:

. v vo Bonbnoet va eAevBepwbei Eva moxvTTapo amd v wodnkrn (woppnéia) ce yuvaikeg mov
dev kdvouv woppnéia kat wov dev £X0VV OVTOTOKPOEl o ay@YN LE VO QPAPLOKO TOL
ovoualetot «KITptKN KAOLpaivmy.

. o€ GuVOLAGUO e Eva GALO paplako Tov ovopdaleton «lutropin alfay («wyptvotpoTog oppoVN»
1N LH) v va Bonfnoet va ehevBepwbel éva woxvtTapo amd v modnkn (woppnéia) oe
YUVOIKEG TV 001V TO GO TOPAYEL TOAD Alyeg yovadotponives (FSH kot LH).

o v va fondncet va avartuyfovv morlomAd mobvlikia (TepEyovtag £va wokHTTOPO TO Kabéva)
G€ YUVAIKEG TTOVL VPioTOVTOL TEXVIKEG LTofonbovuevng avamapaywyng (Sadikacieg wov
pumopobv va og Bondncovy va petvelg £YKvog) Onmg «EEMOMUOTIKY YOVILOTOIN o,
«EVOOGOATLYYIKT LETAPOPA YOUETMDV» 1 KEVOOCOATLYYIKY] LETAPOPA LOYOTAVY.

Y1006 gvijMkovg vopec, 1o GONAL-f yopnyeitat:

. 0€ GLVOLACUO HE EvaL GALO PAPLLOKO TOV OVOUALETAL «avVOPOTIVY YOPLOKT YOVOSOTPOTTIiVI
(hCQG) ywo va Bonbnoet v mapoymyn STEPUOTOS GTOVS AVOPES, TOV OEV EIVOL YOVILLOL ETELON
£€YOVV LEPIKEG OPLOVEG GE YOUNAG ETTITESQ.
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2. T npéner vo, yvopilete Tpwy ypnopororicete 10 GONAL-f

pwv and v évapén g aywyng, Oa Tpénet va ektiunel n yovipodtnto tov {guyoptod amd yotpo
éumelpo ot Bepameio dTOPAYDV YOVILOTNTOGS.

Mnyv ypnoiporoumjcete o0 GONAL-f

o o€ MEPIMTOON aAlepying oTNV WOHLAAKIOTPOTO OPUOV T} GE OTO10ONTTOTE GALO O TOl
GLGTOTIKA 0VTOD TOV PAPUAKOL (AVUPEPOVTOL GTHV TaPEypopo 6).

. G€ TEPIMTOON TOV £YETE OYKO GTOV LWOBAAALLO 1 6TV LTOPLGT (Kot Ta SVO ival PHEPOC TOV
£YKEPAAOV).

. €dv glote yovaika:

—  uE SlOYK®UEVEG WOONKEC 1 GAKKOLE WE VYPO OTO EC6MTEPIKO TOV MOINKDV (KOOTES T®V
®oONK®V) GyveooTng aiTioAoyiog.

— L€ YUVOIKOAOYIKY OpLoppayio dyvmoTng aitioloyiog.

—  Ue Kopkivo oTig wobnKeg, pTpa | HooToOE,

—  HE W0 KOTAOOTOON 7oV KoOeTd advvarn tnv KONoT, OT®MG OVETAPKELD TOV ®OONK®OV
(TpddIUN EPUNVOTOVGT) 1] SVOTANGIN TV YEVVITIK®DY 0pYIvmV

o €av glote dvopag:
—  ue PAGPn tov opyemv mov dev BepamedeTal.

Mn ypnoponomoete 10 GONAL-f gdv kdmotlo amod ta mopondve cvpfaivel o€ ecdg. Eav éxete
appiBoliec, angvBuvleite oTov yloTpd GG TPV YPTCLOTOUGETE ALTO TO PAPLOKO.

IIpog1domTou|6ELS KoL TPOPUAGAEELS

AmevBuvbeite oTov Y10Tpd, TOV QUPLAKOTOLO 1] TOV VOCOKOLO GUG TPLY YPTCLOTOCETE TO
GONAL-f.

Iopoupia
Evnuepmaote tov yrotpd cag mpv apyicete m Oepomeia, edv €ogilg 1 omolodnmote LEAOG TNG
01KOY£EVELAG G0G TAoyEL amd Topeupia ([o advvapio SIECTUCTG TOV TOPPUPIVAV, 1) OTTOlo UTOPEL Vo,

KANpovopeiTat omd TOVG YOVELG 0T TTALOLEL).

Evnuepdote Tov y101pd G0G AUECOG EAV:

o T0 O0éppa cog yivetor evmabég Kol TopPoVolalel vkoAd QAVKTAIVES (POVCKAAESG), KLpl®S TO
déppa mov extifetal cvyvoTEP GTOV A0, 1)/KOL
. gpeavicete TOVO GTO GTOUNYL 1] oT dKpal.

Ye TePINTOOT EUPAVIOTG TOV TOPATAV®, O YITPOS 060G THUVOV VoL GO.G GUGTNHGEL TN J10KOTT TNG
Oepaneiog.

2Hvopopo vrepdEyepons tav modnkav (OHSS)

Edv gocig giote yovaika, avtd to pdppoko avéavet tov kivouvo avamtuéng OHSS. Avto coppaivel
otav ta. ®oBvAdkia avarticcovtal VITEPPOAIKE Kot YivovTon peydiec kbotelc. Edv eupavicete ndvo
GTNV KATOTEPN KOIAMOKN ¥Dpa, Ypryopn avénon Bapovg, voutia 1 EUETO, | SUGKOAIN GTIV OVATVOT,
EVILEPMOTE TOV YIALTPO GOG AUECSHGS, 0 000G THAVOV VA GOG GLGTHCEL TN SKOTN TNG ¥PNONG CVTOV
oV QopudKkov (PAére Taphypopo 4).

X mepinton wov dev Kavete woppnéio kot epdcov tnpnoel N CLVIGTOWPEVT OGN KOl TO TPOTOKOALO
xopnynong, n epedvion OHSS givar Myotepo mbovr. H ayoyr pe GONAL-f ondvio mpokokel
coPapd OHSS extdg edv yopnynei 1o oKkedACHA TOL TEPIEXEL AVOPDTIVN YOPLUKT YOVOSOTPOTTIVY,
hCG, mov ypnoonoteitol yio v TeEMKN opipaven tov mobviakiov. Edv avarto&ete OHSS, o
Ywtpog cag pmopet va unv oag xopnynoet hCG og avtdv Tov KOKAO aymyng Kot pmopet va, cag {ntnoel
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Vo OmOQVYETE TN 6eE0VOAIKY] ETOPN 1) VO YPNCILOTOMGETE U0l AVTICVAANTTIKY EB0dO Ppoarylov yio
TOVAAYLOTOV TEGCEPIC NUEPEC.

TToAvdvun Konon

Me 1 ypfion Tov GONAL-f, vapyel peyodldtepog Kivouvog va PetveTe £YKVOG LE TEPIGGOTEPQ UTTO
éva BpEen TauTOYPOVE («TOAVSLT KOG, KUPImG didvpa), 6 GOYKPLoT LE TN QUGIKT GVAANYT. H
TOADSVUT KONOT UTOPEL VO TPOKOAEGEL ETTAOKES Y10, GOG KOl TO. LOPA 6og. MTOpeite va HEIDCETE
ToV Kivouvo TNng ToADVOLUNG KUNONG XPNOYOTOIMVTOS TN 6ot 0061 GONAL-f 6T1¢ KatdAANAEC
oTiypég. Otav vrofaiiecte o€ Te)VIKEG LTOPONOOVUEVTG OVOTAPAY®OYNS, O KIVOLVOC TOADSVUNG
KONoNG oxetTileTon pe TV NAIKio 600G, TV TOLOTNTA Kot TOV apliid YOVIHLOTOUUEV®V MOKVTTAP®V 1)
eUPpLOV TOV gRPLTEHOVTUL LECH GG,

Amofoin

Orav vroPdAileote o TeYVIKEG LIOPonOovUEVIC avamapay®YNG ] ®OONKIKAG d1EyepoNg Yo va.
TOPAYETE M®OKVTTAPO, TO TOGOGTO AMOPOANG EIVAL VYNAITEPO TOL PVGIOAOYIKOD.

IIpoBAinuata pe tnv mtnén tov aipotod (Opouposuforikd exercdoia)

Edv moté éxete eppavioel 1| epeavicate mpdceota OpoUPoug aipatog 6To TOd 1] GTOV TVELLOV, 1)
KapdloKn TPOSPoAN N ayYELOKO EYKEPAUAMKO €MEIGOO10, 1] €AV ALTE XYoLV GLUPEL GTNV OIKOYEVELD GO,
umopel va vdpéel peyaAvtepog Kivouvog ot vo. GUUPBOVY 1 VA, YEPOTEPEYOVVY LIE TNV Cy®YN UE
GONAL-f.

Avdpec ue vrepfoikn FSH oo aipo Tovg

Edv eoeig eiote dvopoac, To va &xete vaepPorkn FSH oto aipa cog pmopei va givan €vdeidn AN
twv 0pyewv. To GONAL-f cuvnfwg dev Aettovpyel edv £xete avTO TO TPOPANLLOL.

Edv o yatpdg oag amopaciost va dokipdoet Ty aymyn pe GONAL-f, yio va tpocsdiopiotei
avTamoKkplon ot Bepamneia, pmopel va cag {ntnoet deiypo omépUaToc Yo avdivon 4 £o¢ 6 uveg petd
mv évapén g Bepamncioc.

Mowora ko £gnpor

To GONAL-f dev mpoopiletot yia yprion oe Tadid Kot pnPouvs kdto Tov 18 eTmv.

Alha gappoxe kor GONAL-f

Evnuepaote tov yuotpd cog edv maipvete, Exete Tpdopata TAPEL 1 UTOPEL VO TAPETE AAAL PAPLLOKOL.

o Edv ypnowomomoete GONAL-f pe GAia oxgvdopota mov fonbodv v woppnéia (0nmwg hCG
N KITptkn KAopipaivn), avtd umopel va ovéNGeL Ty avtamoKpion Tov wobviakioy cog.

. Edv ypnowonomoete GONAL-f tavtdypova pe Evay aymvioT] 1| dvIOy®VIGTH TNG «EKAVTIKNG
opuoVNG TV yovadotpomvdvy (GnRH) (awtd to, okevdouate HEOVOVY TO, EXITED TV
6€E0VOAIKMOV OPUOVAV KOl GTAUATOVV TNV moppnéia 60G) Umopel vo YpEOCTEITE o VYNAOTEP
d6om tov GONAL-f y1a va mapdyete moBvAdkio.

Kinon ka1 Oniaopdg

Mnv ypnoponomoete 1o GONAL-f edv giote £ykvog 1 OnAdlete.

001yNon Ko YEPIGROS POV RATOV

Agv avopévetat 0vTd TO PAPUOKO VO ETNPEACEL TNV TKOVOTNTO 001YNONG KOL XEPIGUOD UNYOUVILAT®V.
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To GONAL-f epiéyer varpro ko Pevivikn aAkoOrn

To eappaxo avtd mepiéyel Aydtepo amd 1 mmol vatpiov (23 mg) avd d66m, ival avtd Tov
ovopdlovpe «erevBepo vatpiovy.

Otav mapackevooTel e TOV TapeXOUEVO O10ADTY, aVTd TO Papuako mepiéyet 1,23 mg Bevivikng
oAko0OANG o€ kGBe doom 75 TU, mov wodvvapel pe 9,45 mg/ml. H Bevioiikn aAkooAn pmopel va
TPOKOAETEL OAAEPYIKEG AVTIOPACELG.

3. IMog va ypnoporomjcete o GONAL-f

ITavtote va ypNCILOTOLEITE TO PAPLOKO AVTO ALGTIPH COLPOVO LE TIG 00NYiEG TOV YiaTPOL Gag. Edv
€xete aUOPBOAIES, POTAOTE TOV Y1ATPO 1 TOV PUPHOKOTOLO GOG.

Xp1ion ovtov T0V PUPRAKOV

o To GONAL-f npoopiletar yio xopriynon pe €veon akpipmg Katm and 1o dépua (vmoddpia). To
AVOOLGTOUEVO Stddvpa pumopel va ypnotpomomBel yio ToAAaTAES EVECELS.

° H npdm éveon tov GONAL-f 6o mpémet va mparypatonoteitor vwd v exifleyn tov yoTpod
oG,

. O ywTpog N N voonievtpid cog Ba cag deibel mog va kavete v €veorn tov GONAL-f mpv
UTOPEGETE VO KAVETE TNV €VEGT GTOV EAVTO GOC.

o Edv yopnynoete 1o GONAL-f 610V €00T6 GOG, TOpaKaAEicTE VO SIUPACETE TPOCEKTIKG KOl VOl

aKOAOVONGTE TIC 001 YiEC GTO TEAOG AVTOV TOV PVAAOV 0dNYIDV, HE TiTAo «Ildg va
TpoeTOUAoETE Kat va xpnoiporomoete 10 GONAL-F kovig kat StoAdTne».

ow To66TNTA VO (PN GLLOTOU|CETE
O ywTpodg oag Ba amopacicel OGO AapUaKo o Tapete Kot pe oo cuyvotnta. O1 0GEIS TOoV
TEPLYPAPOVTOL TapakAT® avopipoviar og diebveic povadeg (International Units - TU), wov

avtikatontpilel ™ d1fdbuion otTig cHPLYYES YOPNYNONS TOV TAPEXOVTOL GTN CLCKEVAGIAL.

Edv ypnowonomacete dAAn cvpiyya, 1 omoia dgiyvel yriootortpa (ml) avti yio [U, propeite va
AGPete T oot TocOTNTA Yo TNV £veon o€ ml and Tov akdAovBo mivaka:

Adon mov wpémel va yopnynei (IU) Oykog mov mpémet va yopnynbei (ml)
75 0,13
150 0,25
225 0,38
300 0,50
375 0,63
450 0,75

Iovaikeg
Edv o¢v &xete moppniio kot £ete akavovieTn nePiodo 1 KaOO6Lov epiodo.

. To GONAL-f yopnyeiton cuviBwg ke pépa.

. Edv éyete axoavoviomn nepiodo, apyiote ) xpnon tov GONAL-f evtdc tov npdhtmv 7 nuepdv
TOV EUUNVOPPLGLOKOD KOKAOL 0. Edv dev €xete kabdiov mepiodo, umopeite vo apyiocete
YPTOMN TOL PUPLAKOV OTOLUONTOTE PEPQ DELETE.

o H ovving apyikn 66om tov GONAL-T givan 75 éwg 150 TU kabe pépa.

o H 860n cag tov GONAL-f pmopet va avéndel kébe 7 1 kabe 14 nuépec katd 37,5 éwg 75 1U,
UEYPL VOl EMTOYETE TNV EMOBLUNTY ATOKPLON.
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o H péyiom nuepnowa d6on oo GONAL-f cuvBwmg dev eitvar vymAdtepn tov 225 1U.

. Otav emtoyete v emBounty omdkpion, o cag dobei pia povo Eveon 250 pikpoypappopiov
«avacvvovacpévng hCG» (r-hCG, pa hCG mov mapackevdletol Ge Vo EpYRCTAPIO UE HIO
€10k teyvik) DNA), 1 5 000 émg 10 000 IU hCG, 24 éw¢ 48 dpeg petd tnv televtoio Eveon pe
GONAL-f. H kaAdtepn dpa va £xete 6e£0VOAIKT ETOEN EIVAL TNV NUEPA YOPNYNONS TG EVESNS
pe hCG ko v emodpevn NuéPQL.

Edv o yioutpog cag dev evromioet pia emiBount amokpion petd and 4 efoouddeg, Oa mpénel va
OTOUOTNOEL 0LTOV TO Bgpamevtikd kukho e GONAL-f. IMa tov emduevo Bepamenticd khkAo, o
yitpdg cag Ba cag yopnynoet pa vynAotepn apykn d6on GONAL-f and mpwv.

Edv o opyaviouodg cog mapovsiioetl viepfoiikn andkpion, n Oepaneio oag Oa draxomel kat 6ev o cag
xopnynBelt hCG (BA. mopdypago 2, «X0vdpopo vepdiéyepong twv wobnkadv (OHSS)»). 'a tov
EMOLEVO KVKAO, 0 YLoTpOG 60¢ Ba cag yopnynoet yaunioteprn 66on GONAL-f and mpiv.

Edv éyete dwoyvootel pe morv younid enineda oppovaov FSH ko LH

o H ovviOng apyikn 86om tov GONAL-f givar 75 éwg 150 TU padi pe 75 1U lutropin alfa.

. B0 ¥PNCILOTOMGETE OVTA TOL dVO PAPLLOKA KOUOMUEPIVA Y10l LI, XPOVIKT| TEPI0DO EMG Ko TEVTE
efoopadwv.

. H 860m cag tov GONAL-f propet va avénbel kb 7 1 kd0e 14 nuépeg xotd 37,5 g 75 1U,
UEYPL VO ETLTOYETE TNV EMOLUNTN ATOKPLION.

o Orav emitoyete v emBounty omdkpion, o cag dobei pia povo Eveon 250 pikpoypappopiov
«avacvvdvacpévng hCG» (r-hCG, pa hCG mov topackevdletal og Eva pYOCTNPIO UE Lol
g101kn teyvikn DNA), 11 5 000 émg 10 000 IU hCG, 24 ém¢ 48 dpeg PeTd TIC TEAEVTAIEG EVETELG
pue GONAL-f xau lutropin alfa. H koddtepn dpa va £xete 6eE0VOMKT EmAPT Elval THY nuépa
yopnynong tg €veong pe hCG kot v endpevn nuépa. Evailaxtikd, pnopei va yivet
EVOOUNTPIKN OTEPUOTEYYVOTN 1 LLal GAAT Stadtkacio wtpikd vrofonBodevne avamapay®yng
pe Baon v Kpion Tov yluTpow Gog.

Edv o yiatpog cag dev evromicet po emBounty| ondkpion Hetd amod S gfdopddec, Bo mpémet va
oTaOTAOEL AVTOV TO Bepamevtikd KOKAo pe GONAL-f. "o tov emdpevo Bepamevtikd KHkAo, 0
ywTpdg cag Ba cag yopnynoet o vyniotepn apyikn 6o GONAL-f and mpwv.

Edv o opyaviondc oog mapovoidcel vepPorikn anokpion, n Bepaneia cag pe GONAL-f Oa drokomel
Ko 0ev Ba cag yopnynBel hCG (BA. mapdypago 2, «ZOVOPOoUOo VIEPIEYEPTNC TV MOONK®Y
(OHSS)»). ' Tov endpevo kOKAO, 0 YTpoc cog Ba cag yopnynoet yauniotepn d6on GONAL-f amd
TpwW.

Eav yperaleote vo avamtiete MOAOTAL OOKOTTOPA VIO GVALOYT TPV 0O OTOLUONTTOTE
TeYvohoyia vrofonBoduevng avarapaywyng

. H ovving apykn 86om tov GONAL-f givan 150 émg 225 TU kabnuepvd, amd 2" 1 3" pépa
7oV OgpamevTIKOD GOG KUKAOL.

. To GONAL-f punopei va avénbei, avdroya pe v andkpion cag. H péyiotm nuepniota d6on
givar 450 1U.

. H Bepameio cvveyiletarl péypt v avantuén TV 0OKLTIAP®V G0¢ 6T0 eXBuuntd onueio. Avtd
Sdwpkel ovvnBog 10 pépeg mepinov, aAAG pmopei Kot va dtapkécetl omd 5 €wg 20 nuépeg. O
YTPOC GOG Oa YPNOLOTOUCEL AUOTOAOYIKEG EEETACELG 1)/KOL VTEPTXOYPAPN LA Yio VO EAEYEEL
wote B cupPet avto.

. Orav T woxvTTopa eivat EToa, Oa cog dobel pio pudvo éveon 250 pikpoypappapiov
«avacvvdvacpévng hCG» (r-hCG, o hCG mov mopackevdletal og Eva PYOCTNPIO UE Lol
€101k teYVIKN avacvvovacuévov DNA), 11 5 000 éwg 10 000 TU hCG, 24 éwg 48 dpeg petd v
terevtaio éveon pe GONAL-f. Avtd Oa etoludost To @oKOTTOPE GOC Yo GVAAOYY.

X€ QALEC TEPMTMOELS, O YITPOG OOG UTOPEL VO GTALOTHCEL TPAOT TV woppNEia YPNCLLOTOIDOVTOG
£&vay ayovIoT 1| aVIOY®VICTH TNG EKAVTIKNG 0provng TV yovadotpontivav (GnRH). Ztn cvvéyeia,

147



apyilete To GONAL-f mepinov 600 efdopdoeg petd v Evapén g aywyngs pe tov ayovioty. To
GONAL-f kat o ayovietic g GnRH yopnyobvtat tavtdypova pLéypt TV eXBLUNTY avATTUEN TOV
wobBviaxiov cog. ['a mapadetypa, petd omd dvo efdopnadec Oepanciog pe aymviot g GnRH,
yopnyovvtot 150 émg 225 U GONAL-f v 7 nuépec. H 86om tote pubpiletar avaroya pe tnv
omdKPIoN TOV OOKLTTAPWOV GOC.

Avopeg

. H ovvnOng 66om too GONAL-f eivan 150 TU pali pe hCG.

. B0 YPNOYLOTOMGETE CVTA TOL dVO PAPLOKA TPEIS POPES TNV EPOOUAIA Yol [LoL ¥POVIKT TEPI0S0
TOLAGYIGTOV 4 PUNVOV.

. Edwv dev éyete avtamokpiBei otn Oepaneio petd amd 4 piveg, o ylotpodg coc Umopel va mpoteivet

Vo GuVEYIoETE TN YPNON AVTOV TOV 000 PAPUAK®V Y10 TOLAGYIoTOV 18 pnveg.
Edv ypnowpononjoete peyarvtepn 66on GONAL-f od tTnv Kavovikn

O emmtdoelg Tov va ypnoyonrotoste vrepPoiikd GONAL-f givon dyvmoteg. Qot660, B pmopovce
KOVELG VO, TEPLEVEL TNV EKONAMGT] TOL GLVOPOLO VITEPILEYEPONC TV wobnkmv (OHSS), 10 omolo
TePypaeeToL otV Topdypago 4. Evrovtolg, to OHSS Oa cupufel povo otav yivel emiong yopnynon
hCG (BAéme mapdypapo 2, «Zovdpopo vrepdiéyepong tav wobnikdv (OHSS)»).

Eav Egyaoete vo ypnoipononjoste 10 GONAL-f

Edv Egyaoete va ypnoomomoete 10 GONAL-f, unv mépete dumhr d6om 1o va avomAnpdoete )
8601 mov Eeydoate. ITapakaleioTe Vo EMKOWVMOVICETE LLE TOV YIOTPO GOG LOALG GUVELINTOTOMOETE OTL
Eexbdoate pia d6om.

Edv éxete meplocdTepeg EPMTNOELS OYETIKA LIE TN YPTOT) AVTOV TOV QUPUAKOV, POTAGTE TOV Y10TPO 1)
TOV QUPHOKOTOLO GOC.

4. MOavég avemOOuNTES EVEPYELEG

Onwe 6Aa T Péppaka, ETCL KOt AVTO TO PAPLOKO UTOPEL VoL TPOKAAESEL OveTBOUNTES EVEPYELES, OV
KoL gV TOPOVSIALoVTaL GE OAOVE TOLS AVOPMOTOVG.

Yopapég avemOVUNTES EVEPYELEG OTIS YUVUIKES

. [16vog 6tV Katdtepn Kotk xdpa cuvovaldpevos e vavtio 1 euetd umopodv va ival tao
GUUTTOHOTO TOL GUVOPOLO LITEPSEYEPONS TV wobnK®dY (OHSS). Avtd umopel va vrodnAmoet
0T1 01 @oBNKeG aviédpacay vepPolikd ot Oepaneio Kot 6TL avorTOONKAY pEYAAEG WOOMNKIKES
Kvotelg (PA. eniong oty Tapdypapo 2. KAT® omd ToV TITAO «ZUVOPOO VIEPIIEYEPOTS TOV
wobnkav (OHSS)»). Avth n avemBOuntn evépyeta etvar ouyvi (Lmopei va ennpedoetl Eo¢ 1 ota
10 dropa).

. To OHSS umopei va yivelt coPapd pe eppavag SI0YKOUEVES mONKES, LELOUEVN Tapay®YN
o0pwv, avénomn Papovg, dvomvola 1/kot THAv] GLYKEVTP®MGT VYPOV GTO GTOUAYL 1) 6TO OdpaKd
cag. Avti 1 avemBountn evépyeta gival oL ovyvr| (uropel va ennpedoet £o¢ 1 ota 100 dropa).

. [epumhoxég Tov OHSS, 6nmwg cuaTPoPn WobnkdV 1 THEN TOL ailaTog, HTOPOVY VA GLUPOVV
onavio (uropet va ennpedoovy £o¢ 1 ota 1 000 dropa).

. YoPapég mepumAokég TG TENG Tov aipatog (Bpoppoepporikd emelcdo), optopéveg popég
ave&optteg tov OHSS, uropodv va epeavietovy oAl ordvia (UTopel va exnpedoovy Emg 1
ota 10 000 dropa). Avtd pmopet vo Tpokarécel Bpakikd TOVo, SUGKOAID GTNV avamTVoN,
AYYELOKO £YKEPAAKO ENEIGOO10 1 KOpdtaKN TpocsPoAn (BA. eniong otny Tapdypaeo 2. KAT®
a6 tov Titho «IIpoPfAnfuota pe tnv &N ToL aiplatogy).
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Yofapég avemOBUUNTES EVEPYELEG OTOVS (AVOPES KOL GTIS YUVOIKES

. Ot oAAepyIKéEG avTIOPACELS, OTTMG eEAvVON L, EpLOPOTNTA, KVIO®GT, S10YKWOGCT TOL TPOGMITOL LIE
SVoKOAiD, GTNV OVATTVOT|, UTOPEL LEPIKES POPEC VO eival coPapég. AvTni 1 avemBountn evépyela
glvar moh0 omdvia (umopei va emnpedoet £og 1 ota 10 000 dtopa).

Eév mapatnp1)cete KAmo1o aveTOOUNTI EVEPYELD TTOV AVAPEPETUL TAPUTAVE®, TPETEL VO,

EVI|LEPADGETE TOV YIUTPO GG UPUEGMGS, 0 0TT010G NUTTOPEL VO 600G LNTIGEL VO GTURUTI|GETE TN YP1ioN

700 GONAL-f.

AdLeg AVETOVUNTES EVEPYELEG OTIS YUVUIKEG

IToAb ovyvég (umopel va ernpedoovy teptocotepa omd 1 ota 10 dtopa):

. 2AaKKol Ue vYpo GTO ECMTEPIKO TV MOONKOV (KOGTEIC TOV OINKOV)

. Keparalyio

o Tomikéc avTidpaoelg 6To onpeio g £veong, OTmg TOVOG, EpLOPOTNTO, LOA®TAG, TPAELLO /Kot
epediopodg

2uyvég (umopel va emmpedoovy €o¢ 1 ota 10 dtopa):

. [16vog otV KotMoK™| Ydpa
o Nowvrtia, guetdc, duippoia, KOIMAKEG ETMOVVEG HVTKES GUGTACELS Kol TPNELO

oA omdvieg (umopel va emnpedoovy émg 1 oto, 10 000 dropa):

o Alepyicéc avtidpdoelc, onwg e&avOnua, epufpotnTa, KvidwoT, SOYK®GCT TOV TPOCHTOL LE
dvoKoAio oTNV avVOTVOT, UTOPOVHV Vo GUUPBOVY. AVTEC Ol OVTIOPAGELG LEPIKES POPES UITOPOVV VL
glva cofapéc.

. To dcbua cag pumopet va yelpotepéyet.

Addeg avVETMOVUNTES EVEPYELEG OTOVS AVOPES

IToAb ovyvég (Lmopel va emnpedoovy teptocotepa ond 1 ota 10 dropa):

o Tomikéc avTidpaoelg 6To onpeio g £veong, OTmg TOVog, EpLBpOTNTO, LOA®TOG, TPREO 1)/Kot
epediopodg

2uyvég (umopet va ennpedcovy g 1 ota 10 dropa):

o TPNEO TOV PAEBOV TAVO Kol TIO® 0O TOVG OpYELS (KIPGOKNAN)
o AvEnon tov peyéboug TV paoctav, akun 1 avénon Bapovg

oA omdvieg (umopel va emnpedoovy €mg 1 ota 10 000 dropa):
o Alepyikéc avtidpdoeic, onmg e&avOnpua, epuBpotnTa, KVidWoT, SOYK®GCT TOV TPOCHTOL LE
OVOKOAIN GTNV OVATVOT], LTOPOVV va, SUUPOVV. AVTEC Ol AVTIOPACELG LEPIKEC POPEG UTOPOVV VO

glvan coPapéc.
. To doBua cog pmopel va, YEPOTEPEWEL
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Ava@opd avemOounTOV vepyELOV

Edv mapatnproete kdmowo avemBOUNT EVEPYELN, EVIILEPDOCTE TOV YIOTPO N TOV QOPUIKOTOLO GOLC.
AvT0 1oyel Kot Yo kaOe mhavr avemBountn vEPYELN TOL OEV AVAPEPETAL GTO TOPOV GVALO 0ONYIDV
xpnons. Mmopeite emiong va avagépete avembountes evépyetes angvbeiog, Lécw Tov eBvikol
GULGTILOTOG OVAPOPAS ToL avaypdpeTal oto [apdpnua V. Méom tng avapopds avemBountov
gvepyelmv umopeite vo, fondnoete ot GLAAOYN TEPICCOTEP®V TATPOPOPLDOV GYETIKY LE TNV AGPAAEL
TOL TOPOVTOG POPUAKOL.

5. Iag va puidseete To GONAL-f

To @dpproko ovTd TPETEL VO, PUAACCETOL GE LLEPT) TTOL eV TO PAETOVY KO dEV TO POAVOLY TO TOdLAL.
Na pn yprolonoteite 0vtd T0 PAPHOKO UETAE TNV NUEPOUNVia ANENG TOV aVaQEPETAL GTO PLOAISI0 N
610 KouTi petd v « AHEH/EXPy». H nuepounvia AnéEng eivar n teAevtaio nuéPa ToV [ivo Tov
ovopEpETal eKel.

[pw Vv avacvotaon, un puidoocete o Beppokpacio peyoakvtepn tov 25°C.

DduAdocete oTNV OPYIKT) CLGKEVOAGIN Y10 VO TPOGTATEVETAL OO TO PG,

Noa un ypnoponoteite 1o GONAL-f edv mopoatnprioete omoladnmote opatd onueio oAloimong, edv to
OvVOCLOTOUEVO OLdALLL TTEPIEXEL COUATIOW 1] dEV elvar dlavyEg.

Otav €yet yivel 1 avacHoTaoT Tov dADUATOC, UTopel va puAdooeTal Yia 28 NUEPES TO LEYLOTO.

. [Mopaxoieiote vo  Koataypayete o10 @uiiidlo tov GONAL-f v mnuepounvia mov
TPOETOLACATE TO SLAAVLO.

. Na unv puAdoocetal g Beprokpacio peyarvtepn tov 25°C. Mnyv katayHyete

. DVAAGGETE GTIV OPYIKT] GLOKEVAGI Y10 VO TPOCTATEVETUL OO TO PG,

. Na punv ypnopomocete onotodnmote ddAivpa GONAL-f wov €xet amopeivel 610 QLOAISIO peTd
amd 28 nuépeg.

210 1éhog ¢ Oepaneiag, 0mol0dNmoTE U ¥PNOLHLOTOMBEY SdAvpa TPENEL VO AmoppinTETaL.

Mnv metdite @ApUAKO GTO VEPD NG amoyETevons. Potiote tov gapprokomold Gog yio 10 Tis vo
TeTAEETE TOL PAPLLOKE TOV gV ypnoiponoteite ma. Avtd ta pétpa Bo fondncovv oty npoctacic Tov
nepPaiiovtoc.

H x6vig too GONAL-f 1050 1U/1,75 ml dev o mpémel va avoueryvheTal 6tn cOpryyo pe dAlo
(QAPLLOKCL.

H x6vig too GONAL-f 1050 1U/1,75 ml dev mpénet va avapetyvoetol pe GAAo 18106KEVACUOTOL
GONAL-f 670 510 QlaAidlo ) oty 1610 cOPLYYQ.

6. Iepreydpeva TS GLOKEVAGIOG KOl AOUTES TTANPOPOPIES
T regpréyer to GONAL-T

. H dpaoctikn ovoia eivar Buhakiotpomivn dA@a.

o KdaBe grarioo mepiéyet 1 200 IU Bvrakiotpomivi GAga.

. Metd v avacvotacn, vaapyovy 1 050 1U (77 pwikpoypoupdpia) Budokiotpomivig Ghea o
1,75 ml dteddpotog, to omoio onpaivel ot vadpyovv 600 1U (44 nikpoypappdpio) o Kabe
YMOGTOATPO SLOADUATOG.

. Ta GAAa cvotatikd givarl cakyopoln, vaTplo pceopikd S166Evo Lovohdpiko, SvaTplo
POOEOPIKO dIPIKO, KOBMG Kot @oGPoptkd 0EH GLUTVKVOUEVO Kal vaTpiov vOpoteidio (Yo
mpocappoyn tov pH).

o O dAvTng eivor HOWP Yo evéaipa Kot BeVILAIKT OAKOOAN.
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Epg@avion tov GONAL-f ko wepreydpeva tng cvokevaciog

. To GONAL-f dwotifetat vt popen k6vemg Kot SIADTT, TOL YPTGLLOTOOVVTOL Y10, VO,
ETONOOTEL EVal EVEGIO O1GALLLOL.

o H kovig eivan éva Agukd 6paipidlo g £va YudAvo QLoAIS10 TOAAUTAGY dOGE®V.

o O d1AvTNG ivar Eva d1ovyEG AYpOIO VYPO GE TPOYEUIGUEVT] GUPLYYa, Kol Kae cuptyya
nepiéyer 2 mi.

o To GONAL-f dwotifeton 6€ cUOKELAGIEG TTOV TEPLEYOVV Eva PLAAISIO [E KOVL, [ TPOYEUGUEVN

ouptyya pe dOtaAvTn Kot 15 olpryyeg piog ypnoewg e dtapaduiceic oe debveic povadeg
(International Units - TU FSH) yio. tn yopfynon.

Kéroyoc Adsrog Kvkrogopiag

Merck Europe B.V., Gustav Mahlerplein 102, 1082 MA Amsterdam, OALavdio
HopackevaoTig

Merck Serono S.p.A., Via delle Magnolie 15, 70026 Modugno (Bari), ItaAio

To wapdv @OAL0 00N YOV YprioNs avadewp1Onke Yo TeAevTaio Popd otic {MM/EEEE}.

Agmtopepeic TAnpopopieg yia 10 pappoKo avtod givor dabéoiyeg otov diktvako Tomo tov Evponaikon
Opyavicuod Gopudxov: http://www.ema.europa.eu.
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QX NA TIPOETOIMAXETE KAI NA XPHXIMOIIOIHXETE TO GONAL-f KONIX KAI

ATAAYTHX

Avt 1 Topdypogog cog eEnyel TOG va TPOETOAcETE Kot va ypnoiponooete 1o GONAL-f
KOVIG Kot S1oADTNG.

[Ipw apyicete TV etoacio, TapakaAEIGTE VO SLOPACETE TPOTO OAES OVTEG TIC OOT|YiEC.

Na yopnyeite v éveon v idto dpa Kabnuepva.

IAvvete To répra cog Ko Bpeite Evav kaBapéd yopo

Eivol onuavtikd ta xépla Kot To GVTIKEILEVA TTOV YPTCLLOTOOVVTOL VO, Eival 660 o Kabapd
yivetat.

"Eva, kodo pépog etvar éva kabapd tpaméll 1 empavela kovlivoc.

YUYKEVTPAOTE OTL YPELALEGTE KUl TOKTOTOLEIGTE T UTPOGTAH GOC:

2 TOAOTIOL PE OLVOTTVED AL

Tnv mpoyeiopévn cupLyya Tov TEPIEYEL TO O10ADTY (TO S10VYEC VYPO)
To @uaridio mov wepiéyel to GONAL-f (n domprn kovic)

Mia adeia ferova yia Eveon (BA. eucoOVa TOPAKAT®)

[pogropocio Tov SLEAVPATOS

A@uipéoTe Ta TPOGTATEVTIKE KOTAKIO ATd TO PLOAIOI0 TNG KOVE®G KOl TNV TPOYEUICUEVT|
copLyya.

[Mépte v Tpoyepuiopévn odpiyya, elodyete T PeAdVO 6TO PLOAISI0 TNG KOVEMC Kot EYYVOTE
apyd 6o To S10ADTN 6TO PLHAISI0 TOV TEPIEYEL TNV KOVL.

Apapéote T oVptyya omd 1o Podidto kot amoppiyte TV (EovafAATe TO TPOSTATEVTIKO KATAKL
Y10l VO ATOQUYETE TPAVLATICLOVC).

To @raridio mepiéyet pepikéc 66ceic GONAL-f. Oa mpémetl va S1atnpnoeTe TO QLOAISIO Yo
UEPIKEG NUEPES KOL VO OVOPPOPATE KABMUEPIVA LOVO TI GUVIGTMUEVT OOOT).
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[pogropacio Tnv cVpryyag Yo éveon

Avokivinote Ehaepdg To Proiidio tov GONAL-f mov mpoetopdoare oto frypa 3, unv
avatapatete. EAEyEte 0T1 T0 S1dAvpa givart S100YEG Kol OV TEPLEYEL KAVEVO COUATION0.
[éapete ™ cOpryya yio Eveon Kot yepiote T pe aépa Tpofaviog To EUPoAo PEYPL T GOGTH
doom péypt v emBountm d6on oe debveic povadeg (International Units — IU FSH).

Ewodyete ™ Belova 610 @roridio, yopiote avamoda 1o Proridio, Kot 0dEGoTE TOV TEPLEYOUEVO
aépa 0TO PLOALDL0.

Avappopnote Tov Tpotevouevo dyko tov GONAL-f ot cOptyya yio éveon tpafdvtag To
éuPoro péxpt va etaoel otn ocwot 06on o IU FSH.

Ag@aipeon TOV QUGAMO®V

Edv d¢ite puoarideg otn ovpryya, Kpatote T cvPLYya pe TN PeEAdVO TPOG Ta TAVD Kot
YTLTNOTE ELAPPDOG TN cVPLYYL LEYPL VO palgvTtel OA0G 0 aépag oto Tave pépog. ITiéote 10
£UPoro £mc 6TOL 01 PLCAAISEG AEPOC £XOVV PUYEL.

Xopijynen g d6ong

Kavete apéomg éveon tov daAdpatog: O yiatpog 1 1 voonievtpd cag Ba cog £xovv on
ovuPoviedoel ToV va KAVETE TNV €veon (.. OTNV KOWAA 1| TNV TpodShia EmPAvELD TOV LUNnpoD).
[Ma va peidoete Tov epebicpd Tov dépuatoc, emAélte éva drapopetikd onueio Eveong kdbe
pépa.

2KOVTIOTE TNV EMAEYUEVT] TEPLOYN OEPUATOG IE EVOL TOADTLO LLE OVOTTVEL O, KAVOVTOAG KUKALKEG
KWV GELG.

Towumiote otafepd To SO Kot TAVTOYPOVA EIGAYETE TN PeAdva vid Ywvia 45 £wg 90 popdv
Ue amdTOUN Kivion.

Kdavete v €éveon kdto amd 1o déppa melovtog Loakd 1o EUPoro, ONMC oG EYEL VTOOELYTEL.
Mnyv kdvete éveon amevbeiog oe eAEPa. Exete otn d1dbeom cog 660 ypovo ypetdleote yio v
€veon 6A0V TOV S10ADHOTOG.

Apéowc petd Pyddte T Perova and 1o dépua Kot kabapioTe TO e TO TOADTIO LE OVOTTVEL LA
KEAVOVTOG KUKAMKEG KIVIOELG.
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Metd ™V £veon

AoV tedelmoete Pe TNV €veon 6ag, TeTAETE AUESMG OAES TIG YPNOIUOTOMUEVES PEAOVES e
AGPAAELD, KOTA TPOTIUNOTN GTOV E101KO TEPLEKTN ALLYUNPOV OVTIKELLEV®V.

DvrdETe TO YOAMVO PLOAISIO LLE TO AVOCVOTAUEVO SIIAVUO G £VOL AGPIAEG UEPOC. Mmopel va
t0 ypewaoteite Eavd. To avaovoTapévo dtaAivua givar LOvo Yo S1KIG GOg YPNOT Kol OEV TPETEL
va dobel og GAlovg acheveic.

Mo tepartépm evécelg pe 1o avacvatapévo ddivua tov GONAL-f, emavaidfete ta frpata 4
g 7.
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®vAro ooV rpiong: IIAnpogopiss yro Tov yp1otn

GONAL-f 450 1U/0,75 ml kovig Kon dtoldTng
Yo gvéoipo ordivpa
Bvlaktotpomivny dApa

AP AoTE TPOGEKTIKA OAOKANPO TO QVAAO 0ONYLOV PN OIS TPLV UPYIGETE VA YPNGLUOTOLEITE AVTO
TO PAPLOKO, OLOTL TEPLAAPPAVEL CNRAVTIKEG TANPOPOPIES YIX GOC.

. DuAGETE 0WVTO TO PUALO 00N YLV Ypriong. Towg xpelaotei va To dafdacete Eavd.
. Edv éxete meportépw amopieg, p@TNOTE TOV YLOTPO 1 TOV PAPLOKOTOLO GOC.
. H ocvuvtayn yio avtd 10 ¢appoKo xopnynonke amokAEIGTIKA Yo GaG. Agv TPEMEL VO ODCETE TO

@apurako o€ aAAAovg. Mmopel vo Tovg TPoKaAEGEL PAAPT], AKOUO KOl OTOV TO, GUUTTOUATO, TNG
ac0Eveldg Tovg gival id1a pe ta Sk Gog.

. Edv mapatnpioete Kamoo avemBOunTn evEpyeLd, EVILEPMDGTE TOV YIATPO 1) TOV POPLOKOTOLO
o0G. AvTo 1oyvel Kot Yo kKB mhovi avemBOUNTN EVEPYELD TTOV OEV OVAPEPETAL GTO TAPOV
@OALO oONYL®V Ypione. BAéme mapdypapo 4.

T egpréyer 1o Tapov UALO 0ONYLOV:

T etvar to GONAL-f kou wowa givat 1 ypniomn tov

T1 npémet va. yvopilete mpv ypnoponotoete 1o GONAL-f

[Tog va ypnoonomoete 1o GONAL-f

[TBavég avemBounteg evépyeteg

Mo va pvidooete to GONAL-f

[epreydpeva g cvokevaciog Kot AOTEG TANpoPopieg

[Mwg va mpoetopdoete kat va ypnoiponomcete 1o GONAL-f kovic kat dtaAvTng

oarwNE

1. T givar to GONAL-f kon owa gival i ypiion Tov
T givan To GONAL-f

To GONAL-f epiéyet £va gappako mov ovopdletatl «Bviakiotpomivn aapoy». H Buiakiotpomivn
dhoa givar éva gidog «@oBviaxtotpdmov oppovney (FSH) mov avikel otnv olkoy£velo OpUOVAY TOV
QTOKAAOVVTOL «YOVAdOTPOTIVES). Ol YOVASOTPOTIVEG EUTAEKOVTOL GTIV OVOTOPOY®YT] KOl T
YOVILOTNTAL.

Iow givar n xpiien Tov GONAL-f

2115 evijMkeg yovaikeg, 1o GONAL-f yopryeitat:

. v vo Bondnocet va eAevBepwbel Eva moxvTTapo amd v wodnkn (woppnéia) ce yuvaikeg mov
dev kdvouv woppnéia Kot Tov dev £X0VV OVTOTOKPLOEl o€ ay@YN LE EVO QAPLOKO TOV
ovoualetor «KITptkn KAOLpaivm.

J o€ GuVOLaGUO Le Eva GALO eappako Tov ovopdaletor «lutropin alfay («wyptvotpomog oppodVN»
1N LH) yia va Bonfnoet va ehevBepwbel éva moxvtTapo amd v modnkn (woppnéia) ce
YUVOIKEG TV 001V TO GO TOPAYEL TOAD Alyeg yovadotponives (FSH kot LH).

o v va fondnocet va avartuyfovv moAlomAd mobvlikio (TepiEyovtag £vo wokHTTOPO TO Kabéva)
G€ YUVOIKEG TTOV VPIoTOVTOL TEXVIKEG LTOofonboduevng avamapaywyng (Slodkacies Tov
puropobv va og Bondncovy va peivelg £yKvog) OTmG «EEMOMUOTIKY YOVILOTOIN o,
«EVOOGOATLYYIKT LETAPOPA YOUETMOV» 1) KEVOOCOUATLYYIKY| LETAPOPA LOYOTOVY.

Y10vg gvijMkovg dvopes, 1o GONAL-f yopnyeitat:

. € GLVOLUCUO HE £VaL BALO PAPLLOKO TOV OVOUALETAL «avOPOTIVY YOPLOKT YOVOSOTPOTTIiVI
(hCQG) ywo va Bonbnoet v mapoymyn STEPUOTOS GTOVE AVOPES, TOV OV EIVAL YOVILLOL ETELON
£€YOVV LEPIKEG OPLOVEG GE YOUNAG ETTITESQL.
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2. T apémer vo, yvopilete Tpwy ypnopororicete 1o GONAL-f

pwv and v évapén g aywyng, Oa mpénet va ektiunel n yovipodtnto tov {guyoplod amod yotpo
éumelpo ot Bepameio dTOPUYDOV YOVILOTNTOGS.

Mnyv ypnoiporounjcere o0 GONAL-f

o o€ MEPIMTOOTN aAlepying oTNV WOHLANKIOTPOTO OPUOVT T} GE OTO10ONTTOTE GALO AT Tal
GLGTOTIKA 0VTOD TOV PAPUAKOL (AVOPEPOVTOL GTHY TOPEYpopo 6).

. o€ TEPIMTOON OV £YETE OYKO GTOV LLOBAAALLO 1 6TV LTOPLGT (Kot Ta SVO giva HEPOC TOV
£YKEPAAOV).

. €dv glote yovaika:

—  ue S0YK®UEVEG WOBNKEC 1 GAKKOLE WE VYPO OTO EGMTEPIKO TOV MOINKDV (KOOTES T®V
®oONK®V) GyveooTng aiTioAoyiog.

— L€ YUVOIKOAOYIKT OOppayio dyvmaoTng aitioloyiog.

— U Kopkivo oTig wobnKeg, pMTpa 1| HOoTOVGC.

—  HUE M0 KOTAOOTOON 7oV KoOeTd advvartn v KONoT, OT®MG OVETAPKELD TOV ©OONKOV
(TpdIUN EUUNVOTAVLGT) 1) SVOTAAGIN TV YEVVNTIK®Y OpyIvOV

o €av glote dvopag:
—  ue PAGPn tov opyemv mov dev BepamedeTal.

Mn ypnowonomoete 10 GONAL-f gdv kdmotlo amod ta mapondve cvpfaivel o ecdg. Edv éxete
appiBoliec, angvbuvleite oTov yloTpd GG TPV YPTCULOTOGETE ALTO TO PAPLOKO.

IIpog1domTou|6ELS Ko TPOPUAGAEELS

AmevBuvbeite GTov Y10Tpd, TOV QUPLAKOTOLO 1 TOV VOCOKOLO GUG TPLY YPTCLOTOCETE TO
GONAL-f.

opoupia
Evnuepmaote tov yrotpd cag mpiv apyioete ) Bepomeia, edv €6€ilg 1 omolodnmote uEAOG TNG
01KOY£EVELAG G0G TAoyEL amd Topeupia (Ho advvapio SIECTUCTG TOV TOPPUPIVAV, 1) OTTolo UTOPEL Vo,

KAnpovopeitat omd Toug YOVElG 0T TALdLdL).

Evnpepmaote tov yiatpd 6oc apécwmg eQv:

J 70 O0éppa cog yiveror evmabég Kol Tapovolalel vkold QAVKTAIVES (POVGKAAES), KLpl®S TO
déppa mov extifetal cvyvoTEp GTOV A0, /KON
. gpeavicete TOVO GTO GTOUNYL 1] oTA dKPaL.

Ye TePINTOOT EUPAVIOTG TOV TOPATAV®, O YITPOS 060G TOUVOV VoL GO.G GUGTNHGEL TN S10KOTT TNG
Oepaneioc.

2Hvopopo vrepdEyepons tav monkav (OHSS)

Edv gocig giote yovaika, avtd to pdppoko avéavet tov kivouvo avamtuéng OHSS. Avto coppaivel
otav ta. ®oBvAdkia avarticcovtal VITEPPOAIKE Kot YivovTon peydiec kbotelc. Edv eupavicete ndvo
GTNV KATOTEPN KOIAMOKN YDpa, Ypryopn avénon Bapovg, voutia 1§ EUETO, | SUGKOAIN GTIV OVATVOTY],
EVILEPMOTE TOV Y1ALTPO GAG AUECSHGS, 0 000G THAVOV VA GOG GVGTNHCEL TN SKOTN TNG ¥PNONG CLTOV
OV QopudKkov (PAére Tapdhypopo 4).

X mepinton wov dev Kavete woppnéio kot epdcov tnpnoel N CLVIGTOWPEVT OGN KOl TO TPOTOKOALO
xopnynong, n epedvion OHSS givar Myotepo mbovr. H aywyr pe GONAL-f onévia mpokairel
coPapd OHSS extdg edv yopnynei 1o oKkedACHA TOL TEPIEXEL AVOPDTIVN YOPLUKT YOVOSOTPOTTIVY,
hCG, mov ypnoonoteitol yio v TeEMKN opipaven tov mobviakiov. Edv avarto&ete OHSS, o
Ywtpog cag pmopet va unv oag xopnynoet hCG og avtdv Tov KOKAO aymyng Kot pmopet va, cag {ntnoel
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Vo OmOQVYETE TN 6eE0VOAIKY] ETOPN 1) VO YPNCILOTOMGETE U0l AVTICVAANTTIKY EB0dO Ppoarylov yio
TOVAAYLOTOV TEGCEPIC NUEPEC.

TToAvdvun Kunon

Me 1 ypfion Tov GONAL-f, vapyel peyodldtepog Kivouvog va LetveTe £YKVOG LE TEPIGGOTEPQ OO
éva BpEen TauTOYPOVE («TOAVSLT KOG, KUPImG didvpa), 6 GOYKPLoT LE TN QUGIKT GVAANYT. H
TOADSVUT KONOT UTOPEL VO TPOKOAEGEL ETTAOKES Y10, GOG KOl TO. LOPA 6og. MTOpeite va HEIDCETE
ToV Kivouvo TNng ToAOVOLUNG KUNONG XPNOYOTOIMVTOS TN 6ot 0061 GONAL-f 6T1¢ KatdAANAEC
oTiypég. Otav vrofaiiecte o€ Te)VIKEG LTOPONOOVUEVTG OVOTAPAY®OYNS, O KIVOLVOC TOADSVUNG
KONoNG oxetTileTon pe TV NAIKi0 600G, TV TOLOTNTA Kot TOV aplfid YOVILOTOUUEVOV MOKVTTAP®V 1
eUPpLOV TOV gRPLTEHOVTUL LECH GO,

Amofoin

Orav vroPdAileote o TeYVIKEG LIOPonOovUEVIC avamapay®YNG ] ®OONKIKAG d1EyepoNg Yo va.
TOPAYETE ®OKVTTAPO, TO TOGOGTO AMOPOANG EIVOL VYNAATEPO TOL PVGIOAOYIKOD.

IIpoBAinuata pe tnv mnén tov aipotod (Opouposuforikd ererodoin)

Edv moté éxete eppavioel 1| epeavicate mpdceota OpoUPoug aipatog 6To TOd 1] GTOV TVELLOV, 1)
KapdloKn TPOSPoAN N ayYELOKO EYKEPAUAMKO €MEIGOO10, 1] €AV ALTE XYoLV GLUPEL GTNV OIKOYEVELD GO,
umopel va vdpéel peyaAvtepog Kivouvog ot vo. GUUPBOVY 1 VA, YEPOTEPEYOVVY LIE TNV Cy®YN UE
GONAL-f.

Avdpec ue vrepfoikn FSH oo aipo Tovg

Edv eoeig eiote dvopoac, To va &xete vaepPorkn FSH oto aipa cog pmopei va givan €vdeidn AN
twv 0pyewv. To GONAL-f cuvnfwg dev Aettovpyel edv £xete avTO TO TPOPANLLOL.

Edv o yatpodg oag amopaciost va dokipdoet Ty aywyn pe GONAL-f, yio va tpocdiopiotei n
avTamoKkplon ot Bepamneia, pmopel va cag {ntnoet deiypo oTépUATOC Yo avdAvon 4 Eo¢ 6 uveg petd
v évapén g Bepamneioc.

owora ko £npor

To GONAL-f dev mpoopiletat yia ypnion oe Tadid Kot pnPouvs kdto Tov 18 etmv.

Alha gappoxe kor GONAL-f

Evnuepaote tov yuotpd cog edv maipvete, Exete Tpdo@aTa TAPEL 1 UTOPEL VO TAPETE AAAL PAPLLOKOL.

J Edv ypnowomomoete GONAL-f pe GAha oxevdopota mov fonbodv v woppnéia (0nwg hCG
N KITptkn KAopipaivn), avtd umopel va ovéNGeL Ty avtamoKpion Tov wobviakioy cog.

. Edv ypnowonomoete GONAL-f tavtdypova pe Evay aymvioT 1| dVIOy®VIGTH TNG «EKAVTIKNG
opudVNG TV yovadotpomvdvy (GnRH) (awtd ta okevdopata HEOMVOVY T0, EXITES TV
6€E0VOAIKOV OPUOVAV KOl GTAUATOVV TNV ®oppnéia 60,G) UTopel Vo PENCTEITE o VYNAOTEPT
d6om tov GONAL-f y1a va mapdyete moBvidkia.

Kdnon kot Onraocpog

Mnv ypnoponomoete 1o GONAL-f edv giote £ykvog 1) Onidlete.

001yNoN Ko YEPIGUOS POV LATOV

Agv avopévetal auTd TO PAPUAKO VO ETNPEAGEL TNV TKAVOTNTO 001YNOTG KOl XEIPIGLOD UNYOVIUAT®V.
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To GONAL-f epiéyer varpro ko Pevivikn aAkoOrn

To eappaxo avtd mepiéyel Aydtepo amd 1 mmol vatpiov (23 mg) avd d66m, ival avtd Tov
ovopdlovpe «erevBepo vatpiovy.

Otav mapackevooTel e TOV TapeXOUEVO O10ADTY, aVTd TO PapuaKo mepiéyet 1,23 mg Bevivikng
oAko0OANG o€ kGBe doom 75 TU, mov wodvvapel pe 9,45 mg/ml. H Bevioiikn aAkooAn pmopel va
TPOKOAETEL OAAEPYIKEG AVTIOPACELG.

3. IMog va ypnoporomjcete o GONAL-f

ITavtote va ypNCILOTOLEITE TO PAPLOKO AVTO ALGTIPH COLPOVO LE TIG 00NYiEG TOV YiaTPOL Gag. Edv
€xete aUOPBOAIES, POTAOTE TOV Y1ATPO 1 TOV PUPHOKOTOLO GOG.

Xp1ion ovtov T0V PUPRAKOV

o To GONAL-f poopiletar yio xopriynon pe £veon akpipmg Katm and 1o dépua (vmoddpia). To
aVOOLGTOUEVO Stddvpa pumopel va ypnotpomomBel yio ToAAaTAES EVECELS.

. H npd éveon tov GONAL-f 6o mpémet va mparypatonoteitor vid v exifreyn tov yioTpod
oG,

. O ywTpog N N voonievtpid cog Ba cag deiEel mog va kdvete v €veorn tov GONAL-f mpv
UTOPEGETE VO KAVETE TNV €VEGT GTOV EAVTO GOC.

o Edv yopnynoete 1o GONAL-f 610V €00T6 GOG, TOpaKaAEicTE VO SIUPACETE TPOCEKTIKG KOl VOl

aKOAOVONGTE TIC 001 YiEC GTO TEAOG AVTOV TOV PVAAOV 0dNYIDV, HE TiTAo «Ildg va
TPoETOUAoETE Kat va xproiporomoete 10 GONAL-F kovig kat StoAdTne».

[ow To66TNTA VO (PNGLLOTO|CETE
O ywTpodg oag Ba amopacicel OGO AapUaKo o Tapete Kot pe oo cuyvotnta. O1 0GEIS TOoV
TEPLYPAPOVTOL TOPUKAT® avapépovtal o€ dlebveic povadeg (International Units - [U), wov

avtikatontpilel ™ d1afdbuion otTig cHPLYYES YOPNYNONS TOV TAPEXOVTOL TN CLCKEVAGIAL.

Edv ypnowonomacete dAAn cvptyya, 1 omoia dgiyvel yrthootortpa (ml) avti yio [U, propeite va
AGPete T oot TosoTNTA Yo TNV £veon o€ ml and Tov akdAovBo mivaka:

Adon mov wpémel va yopnynei (IU) Oyxkog mov mpémet va yopnynei (ml)
75 0,13
150 0,25
225 0,38
300 0,50
375 0,63
450 0,75

Iovaikeg
Edv o¢v &xete moppniio kot £ete akavovieTn nePiodo 1 KaOO6Lov epiodo.

. To GONAL-f yopnyeiton cuviBwg kdbe pépa.

. Edv éyete axoavoviomn nepiodo, apyiote ) xpnon tov GONAL-f evtdc tov npdhtmv 7 nuepdv
TOV EUUNVOPPLGLOKOD KOKAOL 0. Edv dev €xete kabdiov mepiodo, umopeite vo apyiocete
YPTOMN TOL PUPLAKOV OTOLUONTOTE PEPQ DELETE.

o H ovvnOng apykn 66om tov GONAL-f eivan 75 émg 150 1U kdBe pépa.

o H 860on cag tov GONAL-f pmopet va avéndel kébe 7 1 kabe 14 nuépec katd 37,5 éwg 75 1U,
UEYPL VO EMTOYETE TNV EMOLUNTY ATOKPLION.
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o H péyiom nuepnowa d6on oo GONAL-f cuvBwmg dev eitvar vymAdtepn tov 225 1U.

o Otav emtoyete v emBounty omdkpion, o cag dobei pia povo Eveon 250 pikpoypappopiov
«avacvvovacpévng hCG» (r-hCG, pa hCG mov mapackevdletol Ge Vo EpYRCTAPIO UE HIO
€10k teyvik) DNA), 1 5 000 émg 10 000 IU hCG, 24 éw¢ 48 dpeg petd tnv televtoio Eveon pe
GONAL-f. H kaAdtepn dpa va £xete 6e£0VOAIKT ETOEN EIVAL TNV NUEPA YOPNYNONS TNG £VESNS
pe hCG ko v emodpevn NuéPQL.

Edv o yioutpog cag dev evromioet pia emiBount amokpion petd and 4 efoouddeg, Oa mpénel va
OTOUOTNOEL 0LTOV TO Bgpamevtikd kukho e GONAL-f. IMa tov emduevo Bepamenticd khkAo, o
yitpdg cag Ba cag yopnynoet pa vynAotepn apykn d6on GONAL-f and mpwv.

Edv o opyaviouodg cog mapovsidost viepfoikn andkpion, n Oepaneio oag Oa dtaxomel kat 6gv o cag
xopnynBelt hCG (BA. mopdypago 2, «X0vdpopo vepdiéyepong twv wobnkav (OHSS)»). 'a tov
EMOUEVO KVKAO, 0 YLoTpOC 60¢ Ba cag yopnynoet yaunioteprn 66on GONAL-f and mpiv.

Eadv éyete dwayvootel pe morv younid enineda oppovaov FSH ko LH

o H ovviOng apyikn 86om tov GONAL-f givar 75 éwg 150 TU padi pe 75 1U lutropin alfa.

. B0 ¥PNCILOTOMGETE OVTA TO dVO PAPLLOKA KOO UEPIVA Y10l LI, XPOVIKT| TEPIODO EMG Kot TEVTE
efoopddmv.

. H 860m cag tov GONAL-f propet va avénbel ke 7 1 kdOe 14 nuépeg xotd 37,5 g 75 1U,
UEYPL VO ETLTOYETE TNV EMOLUNTN ATOKPLION.

o Orav emitoyete v emBounty omdkpion, o cag dobei pia povo Eveon 250 pikpoypappopiov
«avacvvdvacpévng hCG» (r-hCG, pa hCG mov topackevdletal 6g Eva PYOCTNPIO UE L0l
g101kn teyvikn DNA), 11 5 000 émg 10 000 IU hCG, 24 ém¢ 48 dpeg PeTd TIC TEAEVTAIEG EVETELG
e GONAL-f xau lutropin alfa. H koddtepn dpa va £xete 6eE0VOMKT maPT £lval TNV nuépa
yopnynong tg €veong pe hCG kot v endpevn nuépa. Evailaxtikd, pnopei va yivet
EVOOUNTPIKN OTEPUOTEYYVOM 1 Lol GAAT Stadtkacio wtpikd vrofonBodevne avamapaywyng
pe Baon v Kpion Tov YluTpoL Gog.

Edv o yiatpog cag dev evromicet po emBounty| ondkpiomn HeTd amod S efdopddec, Bo mpémet va
oTOUOTAOEL AVTOV TO Bepamevtikd KOKAo pe GONAL-T. ' tov emdpevo Bepamevtikd KOk 0, 0
ywTpdg cag Ba cag yopnynoet o vyniotepn apyikn 06on GONAL-f and mpwv.

Edv o opyaviondc oog mapovoidcel vepPoiikn andkpion, n Bepaneia cag pe GONAL-f Oa diokomel
Ko 0ev Ba cag yopnynBel hCG (BA. mapdypago 2, «XOVOPoUOo VIEPIEYEPTNE TV MOONK®Y
(OHSS)»). I'a Tov endpevo kKOKAO, 0 YaTpdc cog Ba cag yopnynoet xaunAidteprn 66on GONAL-f anod
TPpW.

Eav yperaleote vo avamtiete MOAOTAG OOKOTTUPA VIO GVALOYT TPV OO OTOLUONTTOTE
e voroyia vrofonBoduevnc avarapaymyng

. H cvving apyikn 86om tov GONAL-f givan 150 émg 225 TU kabnuepvd, amd t 2" 1 3" pépa
7oV OgpamevTIKOD GOG KUKAOL.

. To GONAL-f punopei va avénbei, avdroya pe v andkpion cag. H péyiot nuepniota d6on
givar 450 1U.

. H Bepameio cvveyiletarl péypt v avantuén TV 0OKLTIAP®V G0¢ 6T0 eXBuuntd onueio. Avtd
Sdwpkel ovvnBog 10 pépeg mepimov, oAAG pmopei Kot va dtapkécetl omd 5 €wg 20 nuépeg. O
YTPOC GOG Oa YPNOLOTOUCEL AUOTOAOYIKEG EEETACELG 1)/KOL VTEPTXOYPAPN LA Yio VO EAEYEEL
wote B cupPet avto.

. Orav T woxvTTopa eivat EToa, Oa cog dobel pio pudvo éveon 250 pikpoypappapiov
«avacvvdvacpévng hCG» (r-hCG, pa hCG mov topackevdletal og Eva pYOCTNPIO UE Lol
€101k teYVIKN avacvuvovacuévov DNA), 11 5 000 émg 10 000 IU hCG, 24 éwg 48 dpeg petd v
terevtaio éveon pe GONAL-f. Avtd Oa etoludost To @oKOTTOPE GOC Yo GVAAOYY.

X€ QALEC TEPMTMOELS, O YITPOG OOG UTOPEL VO GTALOTHCEL TPAOT TV woppNEia YPNCLLOTOIDOVTOG
£&vay ayovIoT 1| aVIOY®VICTH TNG EKAVTIKNG 0provng TV yovadotpontivav (GnRH). Ztn cvvéyeia,
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apyilete To GONAL-f mepinov 600 efdopdoeg petd v Evapén g aywyngs pe tov ayovioty. To
GONAL-f kat o ayovietic g GnRH yopnyobvtat tavtdypova pLéypt TV eXBLUNTY avATTUEN TOV
wobBviaxiov cog. ['a mapadetypa, petd omd dvo efdopnadec Oepanciog pe aymviot g GnRH,
yopnyovvtot 150 émg 225 U GONAL-f v 7 nuépec. H 86om tote pubpiletar avaroya pe tnv
omdKPIoN TOV OOKLTTAPWOV GOC.

Avopeg

. H ovvnOng 66om too GONAL-f eivan 150 TU pali pe hCG.

. B0 YPNOYLOTOMGETE CVTA TOL dVO PAPLOKA TPEIS POPES TNV EPOOUAIA Yol [LoL ¥POVIKT TEPI0S0
TOLAGYIGTOV 4 PUNVOV.

. Edwv dev éyete avtamokpiBei otn Oepaneio petd amd 4 piveg, o ylotpodg coc Umopel va mpoteivet

Vo GuVEYIoETE TN YPNON AVTOV TOV 000 PAPUAK®V Y10 TOLAGYIoTOV 18 pnveg.
Edv ypnowpononjoete peyarvtepn 66on GONAL-f od tTnv Kavovikn

O emmtdoelg Tov va ypnoyonrotoste vrepPoiikd GONAL-f givon dyvmoteg. Qot660, B pmopovce
KOVELG VO, TEPLEVEL TNV EKONAMGT] TOL GLVOPOLO VITEPILEYEPONC TV wobnkmv (OHSS), 10 omolo
TePypaeeToL otV Topdypago 4. Evrovtolg, to OHSS Oa cupufel povo otav yivel emiong yopnynon
hCG (BAéme mapdypapo 2, «Zovdpopo vrepdiéyepong tav wobnikdv (OHSS)»).

Eav Egyaoete vo ypnoipononjoste 10 GONAL-f

Edv Egyaoete va ypnoomomoete 10 GONAL-f, unv mépete dumhr d6om 1o va avomAnpdoete )
8601 mov Eeydoate. ITapakaleioTe Vo EMKOWVMOVICETE LLE TOV YIOTPO GOG LOALG GUVELINTOTOMOETE OTL
Eexbdoate pia 06om.

Edv éxete meplocdTepeg EPMTNOELS OYETIKA LIE TN YPTOT) AVTOV TOV QUPUAKOV, POTAGTE TOV Y10TPO 1)
TOV QUPHOKOTOLO GOC.

4. MOavég avemOOuNTES EVEPYELEG

Onwg 6Aa T Péppaka, ETCL Kot AVTO TO PAPLOKO UTOPEL Vo TPOKAAESEL OveTBOUNTES EVEPYELES, OV
KoL gV TOPOVSIALoVTaL GE OAOVE TOLS AVOPMOTOVG.

Yopapég avemOVUNTES EVEPYELEG OTIS YUVUIKES

. [16vog 6tV Katdtepn Kotk xdpa cuvovaldpevos e vavtio 1 euetd umopodv va ival tao
GUUTTOHOTO TOL GUVOPOLO LITEPSEYEPONS TV wobnK®dY (OHSS). Avtd umopel vo vrodnAmdoet
0T1 01 @oBNKeG aviédpacay vepPolikd ot Oepaneio Kot 6TL avorTOONKAY pEYAAEG WOOMNKIKES
Kvotelg (PA. eniong oty Tapdypapo 2. KAT® omd ToV TITAO «ZUVOPOO VIEPIIEYEPOTS TOV
wobnkav (OHSS)»). Avth 1 avemBOuntn evépyeta etvar ouyvi (Lmopei va ennpedoetl Eo¢ 1 ota
10 dropa).

. To OHSS umopei va yivelt coPapd pe eppavag SI0YKOUEVES mONKES, LELOUEVN Tapay®YN
o0pwv, avénomn Papovg, dvomvola 1/kot THAv] GLYKEVTP®MGT VYPOV GTO GTOUAYL 1) 6TO OdpaKd
cag. Avti 1 avemBountn evépyetla gival oyl ovyvr| (uropel va ennpedoet £o¢ 1 ota 100 dropa).

. [epumhoxég Tov OHSS, 6nmwg cuaTPoPn WobnkdV 1 THEN TOL ailaTog, HTOPOVY VA GLUPOVV
onavio (uropet va ennpedoovy £o¢ 1 ota 1 000 dropa).

. YoPapég mepumAokég TG TENG Tov aipatog (Bpoppoeppforikd emelcdol), optopéveg popég
ave&optteg tov OHSS, uropodv va epeavietovy oAl ordvia (UTopel va exnpedoovy Emg 1
ota 10 000 dropa). Avtd pmopet vo Tpokarécel Bpakikd TOVo, SUGKOAID GTNV avamTVoN,
AYYEWKO EYKEQPUAKO ETELGO010 N Kapdlokt Tpocforn (PA. emiong otnv mapdypo@o 2. KAT®
a6 tov Titho «IIpoPfAnfuota pe tnv &N ToL aiplatogy).
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Yofapég avemOBUUNTES EVEPYELEG OTOVS (AVOPES KOL GTIS YUVOIKES

. Ot oAAepyIKéEG avTIOPACELS, OTTMG eEAvVON L, EpLOPOTNTA, KVIO®GT, S10YKWOGCT TOL TPOGMITOL LIE
SVoKOAiD, GTNV OVATTVOT|, UTOPEL LEPIKES POPEC VO eival coPapés. AvTni 1 avemBountn evépyela
glvar moh0 omdvia (umopei va emnpedoet £og 1 ota 10 000 dtopa).

Eév mapatnp1)cete KAmo1o aveTOOUNTI EVEPYELD TTOV AVAPEPETUL TAPUTAVE®, TPETEL VO,

EVI|LEPADGETE TOV YIUTPO GO UPUEGMGS, 0 0TT010G NUTTOPEL VO 600G LNTIGEL VO GTORATI|GETE TN AP0

700 GONAL-f.

AdLeg AVETOVUNTES EVEPYELEG OTIS YUVUIKEG

IToAb ovyvég (umopel va ernpedoovy teptocotepa omd 1 ota 10 dtopa):

. 2AaKKol Ue vYpo GTO ECMTEPIKO TV MOONKOV (KOGTEIC TOV OINKOV)

. Keparalyio

o Tomikéc avTidpaoelg 6To onpeio g £veong, OTmg TOVOG, EpLOpPOTNTO, LOA®TAG, TPRELO /Kot
epediopodg

2uyvég (umopel va emmpedoovy €o¢ 1 ota 10 dtopa):

. [16vog otV KotMoK™| Ydpa
o Nowvrtia, guetdc, duippoia, KOIMAKEG ETMOVVEG HVTKES GUGTACELS Kol TPNELO

oA omdvieg (umopel va emnpedoovy émg 1 oto, 10 000 dropa):

o Alepyicéc avtidpdoelc, onwg e&avOnua, epufpotnTa, KvidwoT, SOYK®GCT TOV TPOCHTOL LE
dvoKoAio oTNV avVOTVOT, UTOPOVHV Vo GUUPBOVY. AVTEC Ol OVTIOPAGELG LEPIKES POPES UITOPOVV VL
glva cofapéc.

. To dcbua cag pumopet va yelpotepéyet.

Addeg avVETOVUNTES EVEPYELEG OTOVS AVOPES

IToAb ovyvég (Lmopel va emnpedoovy teptocotepa ond 1 ota 10 dropa):

o Tomikéc avTidpaoelg 6To onpeio g £veong, OTmg TOVog, EpLBpOTNTO, LOA®TOG, TPREO 1)/Kot
epediopodg

2uyvég (umopet va ennpedcovy g 1 ota 10 dropa):

o TPNEO TOV PAEBOV TAVO Kol TIO® 0O TOVG OpYELS (KIPGOKNAN)
o AvEnon tov peyéboug TV paoctav, akun 1 avénon Bapovg

oA omdvieg (umopel va emnpedoovy €mg 1 ota 10 000 dropa):
o Alhepyikéc avtidpdoeic, onmg e&avOnpua, epuBpotnTo, KvidwoT, SOYK®GCT TOV TPOCHTOL LE
OVOKOAIN GTNV OVATTVOT], LTOPOVV va, SUUPOVV. AVTEC Ol AVTIOPACELG LEPIKEG POPEG UTOPOVV VO

glvan coPapéc.
. To doBua cog pmopet va, YEPOTEPEWEL

161



Ava@opd avemOounTOV vepyELOV

Edv mapatnproete kdmowo avemBOUNT EVEPYELN, EVIILEPDOCTE TOV YIOTPO N TOV POPUIKOTOLO COLC.
AvT0 1oyel Kot Yo kaOe mhavr avemBountn vEPYELN TOL OEV AVAPEPETAL GTO TOPOV GVALO 0ONYIDV
xpnons. Mmopeite emiong va avagépete avembountes evépyetes angvbeiog, Lécw Tov eBvikol
GULGTILOTOG OVAPOPAS ToL avaypdpeTor oto [Hapdpnua V. Méom tng avapopds avemBountov
gvepyelmv umopeite vo, fondnoete ot GLAAOYN TEPIGTOTEP®V TATPOPOPLDOV GYETIKY IUE TNV ACGPAAELN
TOL TOPOVTOG PAPUAKOL.

5. IMog va pouidseete To GONAL-f

To @dpproko ovTd TPETEL VO, PUAACCETOL GE LLEPT) TTOL eV TO PAETOVY KO dEV TO POAVOLY TO TOdLAL.
Na pn yprolLonoteite 0vtd T0 PAPHOKO UETAE TNV NUEPOUNVia ANENG TOV aVAQEPETAL GTO PLOAISI0 N
010 kouTi petd v « AHEH/EXPy». H nuepounvia AnéEng eivar n teAevtaio nuépa Tov [ivo Tov
avopEPETaL eKel.

[pw Vv avacvotaon, un euidooete og Beppokpacio peyorvtepn tov 25°C.

DduAdocete oTNV OPYIKT) CLGKEVAGIN Y10 VO TPOGTATEVETAL OO TO PG,

Noa pn ypnowonoteite to GONAL-f edv mapotnpioete omoladnmote opatd onueio aAloimong, dv 10
OvVOCLOTOUEVO OLdALLL TTEPIEXEL COUATIOW 1] dEV elvar dlavyEg.

Otav €xet yivel 1 avacHoTaoT Tov dADUATOC, UTopel va puAGooeTal Yia 28 NUEPES TO LEYLOTO.

. [Mopaxkoieiote vo  Koataypayete o10 OQuiidlo tov GONAL-f v mnuepounvia mov
TPOETOUACATE TO SLAAVLLO.

. Na unv puAdoocetal g Beprokpacio peyarvtepn tov 25°C. Mnv katayHyete

. DVAAGGETE GTIV OPYIKT] GLOKEVAGI Y10 VO TPOCTATEVETUL OO TO PG,

. Na punv ypnopomomcete onotodnmote dtdlvpa GONAL-f wov €xet amopeivel 610 QLOAISI0 pEeTd
amd 28 nuépeg.

210 1éh0g ¢ Oepaneing, 0mTo0dNTOTE U YPNOLULOTOMOEY SLdAvpa TPENEL VO AmOPPInTETOL.

Mnv metdite @ApUAK GTO VEPD NG amoyEtevons. Potiote tov gapprokomold Gog yio 1o Tis vo
TeTAEETE TOL PAPLLOKE TOV dgV ypnoiponoteite ma. Avtd to pétpa Bo fondnocovv oy npoctacio Tov
mepPaiiovToc.

H x6vig too GONAL-f 450 1U/0,75 ml dev mpémnel va avapetyvotat otny idto o0pryyo ue GAia
(QAPLLOKOL.

H x6vig too GONAL-f 450 1U/0,75 ml dev mpénel va avapetyvOEToL Ue GAAN 15106KELAC AT
GONAL-f 670 510 @loAidlo ) otny 1610 cOPLYYQ.

6. Iepreydpeva TS GLOKEVAGIOG KOl AOUTES TANPOPOPIES

T wepréyer to GONAL-f

. H dpaoctikn ovoia eivar Burakiotpomivn dAga.
. Kabe praridro mepiéyet 600 IU Bvraxiotpomivny dAga.
. Metd v avaciotacn, vaapyovy 450 U (33 pwikpoypoupdpia) Ouiakiotpomivig Ghea o

0,75 ml daAduatoc, To omoio onuaivel 6tL vdpyovy 600 1U (44 wkpoypoauudpia) ce ke
YMOGTOAMTPO SLOHADUATOG.

. Ta GAAa cvotatikd givar cakyapoln, vaTplo poceopikd S166Evo Lovohdpiko, Svatplo
POCPOPIKO dIPIKO, KOOBMOG Kol @oSPoptkd 0EH GLUTVKVOUEVO Kal vaTpiov vOpoteidio (Yo
nmpocapuoyn tov pH).

. O dAvTng eivor KOWP Yo evéatpa Kot BeViLAIKT oAKOOAN.
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Epg@avion tov GONAL-f ko wepreydpeva tng cvokevaciog

. To GONAL-f dwotifetan vtod popen kévemg Kot SIHADTT, TOL YPTGLLOTOOVVTOL Y10, VO,
ETONOOTEL EVal EVEGIO O1GALLLOL.

o H kovig eivan éva Agukd 6paipidlo g £va YudAvo QLoAIS10 TOAAUTAGY dOGE®V.

o O d1AvTNG ivar Eva d1ovyEG AYpOIO VYPO GE TPOYEUIGUEVT] GUPLYYa, Kol Kae cuptyya
nepiéyet 1 mi.

o To GONAL-f dwotifeton o€ cuokevaoies TOL TEPLEYOVV £va PLOAISIO [E KOVL, [ TPOYEMGUEVT

ovptyya e oAt Kot 6 cvpryyeg piag yprioemg pe dafabuicelg oe diebveig povadeg
(International Units - TU FSH) yio. tn yopfynon.

Kéroyoc Adsrog Kvkrogopiag

Merck Europe B.V., Gustav Mahlerplein 102, 1082 MA Amsterdam, OALavdio
HopackevaoTig

Merck Serono S.p.A., Via delle Magnolie 15, 70026 Modugno (Bari), Itoiia

To wapdv @OAL0 00N YOV YprioNs avadewp1Onke Yo TeAevTOio Popd oTic {MM/EEEE}.

Agmtopepeic TAnpopopieg yia 10 pappoKo avtod givor dabéoieg otov diktvako Tomo tov Evponaikon
Opyavicuod ®opudxkev: http://www.ema.europa.eu.
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QX NA TIPOETOIMAXETE KAI NA XPHXIMOIIOIHXETE TO GONAL-f KONIX KAI

ATAAYTHX

Avt 1 Topdypogog cog eEnyel TOG va TPOETOAcETE Kot va ypnoiponooete 1o GONAL-f
KOVIG Kot S1oADTNG.

[Ipw apyicete TV etoacio, TapakaAEIGTE VO SLOPACETE TPOTO OAES OVTEG TIC OOT|YiEC.

Na yopnyeite v éveon v idto dpa Kabnuepva.

IAvvete To répra cog Ko Bpeite Evav kaBapéd yopo

Eivol onuavtikd ta xépla Kot To GVTIKEILEVA TTOV YPTCLLOTOOVVTOL VO, Eival 660 o Kabapd
yivetat.

"Eva, kodo pépog etvar éva kabapd tpaméll 1 empavela kovlivoc.

YUYKEVTPAOTE OTL YPELALEGTE KUl TOKTOTOLEIGTE T UTPOGTAH GOC:

2 TOAOTIOL PE OLVOTTVED AL

Tnv mpoyeiopévn cupLyya Tov TEPIEYEL TO O10ADTY (TO S10VYEC VYPO)
To @uaridio mov wepiéyel to GONAL-f (n domprn kovic)

Mia adeia ferova yia Eveon (BA. eucoOVa TOPAKAT®)

[pogropocio Tov SLEAVPATOS

A@uipéoTe Ta TPOGTATEVTIKE KOTAKIO ATd TO PLOAIOI0 TNG KOVE®G KOl TNV TPOYEUICUEVT|
copLyya.

[Mépte v Tpoyepuiopévn odpiyya, elodyete T PeAdVO 6TO PLOAISI0 TNG KOVEMC Kot EYYVOTE
apyd 6o To S10ADTN 6TO PLHAISI0 TOV TEPIEYEL TNV KOVL.

Apapéote T oVptyya omd 1o Podidto kot amoppiyte TV (EovafAATe TO TPOSTATEVTIKO KATAKL
Y10l VO ATOQUYETE TPAVLATICLOVC).

To @raridio mepiéyet pepikéc 66ceic GONAL-f. Oa mpémetl va S1atnpnoeTe TO QLOAISIO Yo
UEPIKEG NUEPES KOL VO OVOPPOPATE KABMUEPIVA LOVO TI GUVIGTMUEVT OOOT).
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[pogropacio Tnv cVpryyag Yo éveon

Avokivinote Ehaepdg To Proiidio tov GONAL-f mov mpoetopdoare oto frypa 3, unv
avatapatete. EAEyEte 0T1 T0 S1dAvpa givart S100YEG Kol OV TEPLEYEL KAVEVO COUATION0.
[éapete ™ cOpryya yio Eveon Kot yepiote T pe aépa Tpofaviog To EUPoAo PEYPL T GOGTH
doom péypt v emBountm d6on oe debveic povadeg (International Units — IU FSH).

Ewodyete ™ Belova 610 @roridio, yopiote avamoda 1o Proridio, Kot 0dEGoTE TOV TEPLEYOUEVO
aépa 0TO PLOALDL0.

Avappopnote Tov Tpotevouevo dyko tov GONAL-f ot cOptyya yio éveon tpafdvtag To
éuPoro péxpt va etaoel otn ocwot 06on o IU FSH.

Ag@aipeon TOV QUGAMO®V

Edv d¢ite puoarideg otn ovpryya, Kpatote T cvPLYya pe TN PeEAdVO TPOG Ta TAVD Kot
YTLTNOTE ELAPPDOG TN cVPLYYL LEYPL VO palgvTtel OA0G 0 aépag oto Tave pépog. ITiéote 10
£UPoro £mc 6TOL 01 PLCAAISEG AEPOC £XOVV PUYEL.

Xopijynen g d6ong

Kavete apéomg éveon tov daAdpatog: O yiatpog 1 1 voonievtpd cag Ba cog £xovv on
ovuPoviedoel ToV va KAVETE TNV €veon (.. OTNV KOWAA 1| TNV TpodShia EmPAvELD TOV LUNnpoD).
[Ma va peidoete Tov epebicpd Tov dépuatoc, emAélte éva drapopetikd onueio Eveong kdbe
pépa.

2KOVTIOTE TNV EMAEYUEVT] TEPLOYN OEPUATOG IE EVOL TOADTLO LLE OVOTTVEL O, KAVOVTOAG KUKALKEG
KWV GELG.

Towumiote otafepd To SO Kot TAVTOYPOVA EIGAYETE TN PeAdva vid Ywvia 45 £wg 90 popdv
Ue amdTOUN Kivion.

Kdavete v €éveon kdto amd 1o déppa melovtog Loakd 1o EUPoro, ONMC oG EYEL VTOOELYTEL.
Mnyv kdvete éveon amevbeiog oe eAEPa. Exete otn d1dbeom cog 660 ypovo ypetdleote yio v
€veon 6A0V TOV S10ADHOTOG.

Apéowc petd Pyddte T Perova and 1o dépua Kot kabapioTe TO e TO TOADTIO LE OVOTTVEL LA
KEAVOVTOG KUKAMKEG KIVIOELG.
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Metd ™V £veon

AoV tedelmoete Pe TNV €veon 6ag, TeTAETE AUESMG OAES TIG YPNOIUOTOMUEVES PEAOVES e
AGPAAELD, KOTA TPOTIUNOTN GTOV E101KO TEPLEKTN ALLYUNPOV OVTIKELLEV®V.

DvrdETe TO YOAMVO PLOAISIO LLE TO AVOCVOTAUEVO SIIAVUO G £VOL AGPIAEG UEPOC. Mmopel va
t0 ypewaoteite Eavd. To avaovoTapévo dtaAivua givar LOvo Yo S1KIG GOg YPNOT Kol OEV TPETEL
va dobel og GAlovg acheveic.

Mo tepartépm evécelg pe 1o avacvatapévo ddivua tov GONAL-f, emavaidfete ta frpata 4
g 7.

166



®vAro ooV rpiong: IIAnpogopiss yro Tov yp1otn

GONAL-f 150 1U/0,24 ml gvéoipo d1dlopo 6€ TPOYEMIGUEVI] GUGKEVT] TOTTOV TEVOG
Bvlakiotpomivn Grhoa

AP AOTE TPOGEKTIKA OAOKANPO TO QVAAO 0ONYLOV PN CIS TPLY UPYIGETE VO YPNGLUOTOLEITE AVTO
TO POPRAKO, OLOTL TEPLAUPPAVEL CNUAVTIKEG TANPOPOPIES YIX GO,

o DoraEte avtd TO PUARO 0dNYIDY YpNong. Towg ypelaotel va to duPfdcete Eavda.
. Edv éxete mepontépo amopieg, p@TNGTE TOV Y1OTPO 1| TOV PAPLOKOTOLO GOC.
. H cvvtayn yio avtd 10 eappoko xopnynonke amokAeloTikd yio 6. Agv Tpémel vo SOGETE TO

PaploKo o€ GALOVG. MTopel va Tovg TPOKOAESEL PAGPT], OKOLO KOt OTOV TO GUUTTMLOTO, TNG
acBéveldg Toug etvar 110 e Ta Sk oag.

. Ed&v mapatnpnoete kdmolo avemBOunt evEpyela, EVILEPDCTE TOV YIUTPO N TOV POPUOKOTOLD
c0G. AvTo 1oyvel kot yo kaBe mhovi avemBOUNTN EVEPYELD TTOV OEV OVAPEPETOL GTO TAPOV
@OAAO oMYV ypriong. BAére mapdypago 4.

T wepLéyeL 1o TaPOV GUALO 00N YLOV:

Tt etvar to GONAL-f ko wota givat ) gpniomn tov

T1 npémer va yvopilete Tpv ypnoponotioete 1o GONAL-f
Mo va ypnoipomomoete 1o GONAL-f

[MBavéc avemBOunTes evEpyetes

IMog va pvidooete to GONAL-f

[epieydpeva g ovokevociog Kot Aotég TANpoPopieg
Odnyieg xpriong

oM whE

1. Tu givor to GONAL-f kar owa gival n xpiien Tov
T givan o GONAL-f

To GONAL-f mepiéyet éva pdappaxo mov ovopdletar «Buiakiotporivny dipor. H Buiakiotporivn
aroa glvar éva gidog «moBuiaxtotpdnov oppovne» (FSH) mov avikel otnv okoy£vela opLOV®Y TOV
UTOKOAOVVTAL «YOVOO0TPOTiveSy. O YovadoTpomiveg EUTAEKOVTUL GTIV AVOTOPOYMYN KoL TN
YOVILOTNTAL.

Iowa givar n xpijon Tov GONAL-f

Y115 evijAikeg yovaikeg, 1o GONAL-f yopnyeitac:

. v va Bondnoet va eAevBepmbet Eva mokvTTapo amd v wobrkn (woppnéia) oe yuvaikes mov
dev Kdvovv woppnia Kot Tov dev EYouv ovTamokplOel o€ aymyn e Eva QAPLLOKO TOV
ovopAEToL KKITPIKT KAOULQOIVIY.

o € GLVOLUGUO UE €V GALO apuako Tov ovopdaletal «lutropin alfay («@ypvotpomog opudvn»
1 LH) yia va Bonfnoet va elevbepwbel éva woxvtTopo amd v modnkn (woppnéia) oe
YOVOIKEG TV OTO1MV TO GOUN TOPAyeL TOAD Alyeg yovadotponives (FSH kot LH).

. v va Bondnocet va avartuyfovv moAlomid mobvlikia (Tepiéyovtag Eva wokHTTOPO To Kabéva)
G€ YUVOIKEG TTOV VYioTOVTOL TEXVIKEG LTofonbovuevng avamapaywyng (Sadikacieg Tov
umopobv va og fondncovy vo peivelg £YKvog) 0nmg «EEMOMLOTIKY YOVILOTOINoT,
«EVOOCUATILYYIKY| LETOPOPA YOUETMV» 1] «EVOOCSHATLYYIKY] LETOPOPA COYOTMVY.

Y10ovg gvijMkovg avopeg, To GONAL-f yopnysitat:

o € GLVOLAGUO HE Eva GANO QAPUOKO TTOV OVOUALETOL «avOp®OTIVI YOPLOKT YOVASOTPOTIVI
(hCG) y10 va BonBnoet v mapay®yn GIEPUATOG GTOVG AVOPES, TOL deV givarl YOVILOL ETEN
€OV LEPIKEG OPUOVEG OE YOUNAQ EMITED Q.
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2. T npéner vo, yvopilete Tpwv ypnoypororeste 1o GONAL-f

pwv and v évapén g aywyng, Oa Tpénet va ektiunel n yovipodtnto tov {guyoptod amd yotpo
éumelpo ot Bepameio dTOPAYDV YOVILOTNTOGS.

Mnyv ypnoponomjocte To GONAL-f

o o€ MEPIMTOON aAlepying oTNV WOHLAAKIOTPOTO OPUOV T} GE OTO10ONTTOTE GALO O TOl
GLGTOTIKA 0VTOD TOV PAPUAKOL (AVUPEPOVTOL GTHV TaPEypopo 6).

. G€ TEPIMTOON TOV £YETE OYKO GTOV LWOBAAALLO 1 6TV LTOPLGT (Kot Ta SVO ival PHEPOC TOV
£YKEPAAOV).

. €dv glote yovaika:

—  UE OLOYK®UEVEG WOONKEC 1 GAKKOLE WE VYPO OTO ECMTEPIKO TOV MOINKDV (KOOTES T®V
®oONK®V) GyveooTng aiTioAoyiog.

— L€ YUVOIKOAOYIKY OpLoppayio dyvmoTng aitioloyiog.

—  Ue Kopkivo oTig wobnKeg, pTpa | HooToOE,

—  HE M0 KOTAOOTOON 7oV KoOeTd advvartn v KONoT, OT®MG OVETAPKELL TOV ®OONK®OV
(TpdIUN EUUNVOTOVGT]) 1) SVOTANGIN TV YEVVITIK®Y OpyIvOV

o €dv glote dvopag:
—  pe PAGPn tov opyemv mov dev BepamedeTar.

Mn ypnoiporomoete 10 GONAL-f gdv kdmotlo amod ta mopondve cvpfaivel o€ ecdc. Eav éxete
apeiBoliec, angvBuvleite oTov YroTpd GG TPV YPTCULOTOGETE ALTO TO PAPLAKO.

IIpocidomomcerg Kot TpoPLAGEELS

AmevBuvbeite oTov Y1aTpd, TOV QUPUAKOTOLO 1] TOV VOGOKOLO GUG TPLY YPTCLOTOCETE TO
GONAL-f.

Iopoupia
Evnuepmaote tov yrotpd cag mpiv apyioete ) Bepomeia, edv €6€ilg 1 omolodnmote uEAOG TNG
01KOY£EVELAG G0G TAoyEL amd Topeupia (Ho advvapio SIECTUCTG TOV TOPPUPIVAV, 1) OTTolo UTOPEL Vo,

KAnpovopeitat omd Toug YOVElG 0T TALdLdL).

Evnpepmaote tov yiatpd 6oc apécwmg eQv:

J 70 O0éppa cog yiveror evmabég Kol Tapovolalel vkold QAVKTAIVES (POVGKAAES), KLpl®S TO
déppa Tov extifetal cvyvoTEP GTOV A0, 1)/KOL
. gpeavicete TOVO GTO GTOUNYL 1] oTA dKPaL.

Ye TePINTOOT EUPAVIOTG TOV TOPATAV®, O YITPOS 060G TOUVOV VoL GO.G GUGTNHGEL TN S10KOTT TNG
Oepaneioc.

2Hvopopo vrepdEyepons tav monkav (OHSS)

Edv gocic giote yovaika, avtd to pdppoko avéavet tov kivouvo avantoéng OHSS. Avto coppaivel
otav ta. ®oBvAdkia avarticcovtal VITEPPOAIKE Kot YivovTon peydiec kbotelc. Edv eupavicete ndvo
GTNV KATOTEPN KOIAMOKN YDpa, Ypryopn avénon Bapovg, voutia 1§ EUETO, | SUGKOAIN GTIV OVATVOTY],
EVILEPMOTE TOV Y1ALTPO GAG AUECSHGS, 0 000G THAVOV VA GOG GVGTNHCEL TN SKOTN TNG ¥PNONG CLTOV
OV QopudKkov (PAére Tapdhypopo 4).

X mepinton wov dev Kavete woppnéio kot epdcov tnpnoel N CLVIGTOWPEVT OGN KOl TO TPOTOKOALO
xopnynong, n eppdvion OHSS givar Myotepo mbovr. H aywyr pe GONAL-f onévia mpokairel
coPapd OHSS extdg edv yopnynei 10 okedACHA TOL TEPIEXEL AVOPDTIVN YOPLOKT YOVOSOTPOTIVY,
hCG, mov ypnoonoteitol yio v TeEMKN opipaven tov mobviakiov. Edv avarto&ete OHSS, o
Ywtpog cag pmopet vo unv oag xopnynoet hCG og avtdv Tov KOKAO aymyNg Kot pmopei va cag (ntnoel
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Vo OmOQVYETE TN 6eE0VOAIKY] ETOPN 1) VO YPNCILOTOMGETE U0l AVTICVAANTTIKY EB0dO Ppoarylov yio
TOVAAYLOTOV TEGCEPIC NUEPEC.

TToAvdvun Kunon

Me 1 ypfion Tov GONAL-f, vapyel peyoldtepog Kivouvog va LetveTe £YKVOG LE TEPIGGATEPQ OO
éva BpEen TauTOYPOVE («TOAVSLT KOG, KUPImG didvpa), 6 GOYKPLoT LE TN QUGIKT GVAANYT. H
TOADSVUT KONOT UTOPEL VO TPOKOAEGEL ETTAOKES Y10, GOG KOl TO. LOPA 6og. MTOpeite va HEIDCETE
ToV Kivouvo TNng ToADVOLUNG KUNONG XPNOYOTOIMVTOS TN 6ot 0061 GONAL-f 6T1¢ KatdAANAEC
oTiypég. Otav vrofaiiecte o€ TeXVIKEG LTOPONOOVUEVTG OVOTAPAY®OYNS, O KIVOLVOC TOADSVUNG
KONoNG oxeTICETON Pe TNV NAIKIO OOG, TV TOWOTNTA KOl TOV aplfid YOVILOTOUUEVOV MOKVTTAP®Y 1
eUPPLOV TOV gLPLTEVOVTUL LECH GOG.

Amofoin

Orav vroPdAileote o TeYVIKEG LIOPonOovUEVIC avamapay®YNG ] ®OONKIKAG d1EyepoNg Yo va.
TOPAYETE ®OKVTTAPO, TO TOGOGTO AMOPOANG EIVOL VYNAATEPO TOL PVGIOAOYIKOD.

IIpoBAinuata pe tnv mnén tov aipotod (Opouposuforikd ererodoin)

Edv moté €xete eppavioel 1| epeavicate mpdcepata OpoUPoug aipatog 6To TOd 1] GTOV TVELLOV, 1)
KapdloKn TPOSPoAN N ayYELOKO EYKEPAUAMKO €MEIGOO10, 1] €AV ALTE XYoLV GLUPEL GTNV OIKOYEVELD GO,
umopel va vdpéel peyaAvtepog Kivouvog ot vo. GUUPBOVY 1 VA, YEPOTEPEYOVVY LIE TNV Cy®YN UE
GONAL-f.

Avdpec ue vrepfoikn FSH oo aipo Tovg

Edv eoeig eiote dvopoac, To va &xete vaepPorkn FSH oto aipa cog pmopei va givan €vdeidn AN
twv 0pyewv. To GONAL-f cuvnfwg dev Aettovpyel edv £xete avTO TO TPOPANLLOL.

Edv o yatpdg oag amopaciost va dokipdoet v aywmyn pe GONAL-f, yio va tpocsdiopiotei
avTamoKkplon ot Bepamneia, pmopel va cag {ntnoet deiypo omépUaToc Yo avdivon 4 £o¢ 6 uveg petd
v évapén g Bepamneioc.

Mowora ko £gnpor

To GONAL-f dev mpoopiletot yia yprion oe Toudid Kot pnPouvs kdto Tov 18 eTmv.

Alha gappoxe kor GONAL-f

Evnuepaote tov yuotpd cog edv maipvete, Exete Tpdopata TAPEL 1 UTOPEL VO TAPETE AAAL PAPLLOKOL.

J Edv ypnowomomoete GONAL-f pe GAAia oxevdopota mov fonbodv v woppnéia (0nmwg hCG
N KITptkn KAopipaivn), autd umopel va ovéNGeL TV avtamoKpion Tov wobviakioy cog.

. Edv ypnowonomoete GONAL-f tavtdypova pe Evay aymvioT 1| avIOy®VIGTH TNG «EKAVTIKNG
opudVNG TV yovadotpomvdvy (GnRH) (awtd to, okevdopata HEOVOVY T0, EXITES TV
6€E0VOAIKOV OPUOVAV KOl GTAUATOVV TV ®oppnéia 60.G) UTopel Vo PENCTEITE o VYNAOTEPT
d6om tov GONAL-f y1a va mapdyete moBvidkio.

Kinon ko1 Oniaopdg

Mnv ypnoponomoete 1o GONAL-f edv giote £ykvog 1) OnAdlerte.

001yNoN Ko YEPIGUOS POV RATOV

Agv avopévetal avTd TO PAPUAKO VO ETNPEACEL TNV TKAVOTNTO 001yNOTG KOl XEIPIGLOD UNYOVIUAT®V.
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To GONAL-f nepréyer vatpro

To eappakenTikd ovtd TPoidv mepiéyel Myotepo and 1 mmol vatpiov (23 mg) avd 66om, givar avtd
mov ovopalovpe «ehevBepo vatpiovy.

3. Iag va ypnoporomjcete o GONAL-f

ITavtote va ypNOLOTOLEITE TO PAPLOKO AVTO ALGTNPH COLPOVO LE TIC 0ONYiEG TOV YiaTpoy cag. Eqv
&xete apPPOAIES, pOTHGTE TOV YIATPO 1) TOV POPLOKOTOLO GOGC.

Xp1on avtod ToV PuppdKov

. To GONAL-f poopiletar yio yoprynon pe €veon axpifag kdtm amd to 0épua (vmoddpila). H
TPOYELGHEVT] CLOKELT TOTOL TTEVAG UTOPEL VoL xpno1omom Bel Yo TOAAATAES EVECELS.

. H npd éveon tov GONAL-f Ba npénet vo mparypatonoteitor vd v enifreyn tov yiatpol
GOG.

. O ywTpoG N 1 voonrenTpld cag Ba cag deiEel TG va YPTCILOTOUCETE TNV TPOYELUGLEVN
ovokevn tomov mévag tov GONAL-f yuo va kdvete v éveon Tov @apudKov.

. Ed&v yopnynoete to GONAL-f otov €001 60C, TOPUKAAEITTE VO, O1PACETE TPOGEKTIKA KOl VL

aKOAOVONGTE TIC 001 YiEC 6TO TELOG AVTOL TOL PVAAOV 0dNYIDV, HE TiTAo «Odnyieg xpnong».
Ilowe T066TNTA VO YPNGIUOTOU|GETE

O ywatpog oag Ba anopacicel 1660 PappoKko Ba mapeTe Ko pe ma cuyvotnta. Ot d0celg Tov
TEPLYPAPOVTAL TOPUKATO ovapEpovtol o€ debveig povadeg (International Units - [U).

TINovaikeg
Eav oev éete moppnio ko éyete akavovieTn Tepiodo | kaborov mepiodo.

o To GONAL-f yopnyeitat cuviBwg kdbe pépa.

. Edv éyete axovoviom mepiodo, apyiote m xpnon tov GONAL-f evtdc tov npdhtomv 7 nuepmdv
TOV EUUNVOPPLGLOKOV KUKAOL caG. Edv dev €xete kaBoAiov mepiodo, pmopeite va apyioete
¥PNOT TOL POPUAKOV OTO1adNTOTE UEPQ BEAETE.

. H ouvnng apywm d6om tov GONAL-f eivan 75 €wg 150 TU kb pépa.

. H 860m cag tov GONAL-f pmopet va avénbel kb 7 1 ka0e 14 nuépeg xotd 37,5 g 75 1U,
UEYPL VO EMLTOYETE TNV EMOLUNTN ATOKPLON.

o H péyiom nuepnowa d6on 1o GONAL-f cuvBwmg dev eitvar vymAdtepn Tov 225 1U.

o Orav emitoyete v emBounty omdkpion, o cag dobei pia povo Eveon 250 pikpoypappopiov
«ovacvvovacuévng hCG» (r-hCG, pa hCG mov mapackevdletol Ge Vo EpYRcTAPIO UE U
€101kn teyvikn DNA), 11 5 000 émg 10 000 TU hCG, 24 éwc 48 dpeg petd v televtaia £veon pe
GONAL-f. H kaldtepn dpa vo éxete 6e£0VOAIKT ETOQEN EIVOL TNV NUEPA YOPHYNONE TNG £VESNS
pe hCG xon v exdpevn nuépa.

Edv o yiatpdc cog dev eviomioet puo embountn amodkpion petd amd 4 efoounddss, Oa mpénet va
oTOUOTNOEL 0VTOV TO BgpamevTtikd kukho e GONAL-f. IMa tov emduevo Bepamenticd kAo, 0
ywTpog cag Ba cog yopnynoet wo vyniotepn apyikn 6o GONAL-f and mpwv.

Edv o opyaviepog cag mapovciicel vepforikn amdkpion, 1 Oepaneio oag 0o dtakomel kat dev Oa cag

yopnyNnBet hCG (PA. Topdypapo 2, «ZOvopopo vepdiEyepong tov wobnkav (OHSS)»). o tov
EMOUEVO KVKAO, 0 Y10TpOG cag Ba cag yopnynoet yapniotepn o6on GONAL-f and mpv.
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Eav £xete owoyvootel pe mold younid enireda oppovov FSH ko LH

o H ovviOng apyikn 86om tov GONAL-f givar 75 éwg 150 TU padi pe 75 1U lutropin alfa.

. B0 YPNCLOTOMGETE OVTA TOL dVO PAPLLOKA KOO UEPIVA Y10l L1, XPOVIKY| TEPI0D0 EMG Kot TEVTE
ePOOUGO®V.

o H 860n cag tov GONAL-f pmopet va avéndel kébe 7 1 kabe 14 nuépec katd 37,5 éwg 75 1U,
UEYPL VOl EMTOYETE TNV EMBLUNTY ATOKPLON.

. Orav emtoyete v embount) andkpion, Oa oog 600l pio povo Eveon 250 pkpoypoppapiov
«ovaovvdvacuévng hCG» (r-hCG, pia hCG mov napackevdletol oe Vo EpYUcTHPLO UE Ui
g101kn teyvikn DNA), 11 5 000 émg 10 000 IU hCG, 24 ém¢ 48 dpeg petd Ti¢ TeEhevTaieg evécelg
pe GONAL-f xau lutropin alfa. H koddtepn dpa va £xete 6eE0VOMKT AT ival TV nuépa
yoprynong g éveong pe hCG kat v emdpevn nuépa. Evaliaxtikd, umopei vo yivel
EVOOUNTPIKN oTEPHOTEYYLON 1 fal GAAT dladtkacio wtpikd vrofonBodueving avamopaywyng
pe Paon v kpion tov yoTpov Gag.

Edv o yiutpog cog dev eviomiost puo embopntn amdkpion petd amd 5 efooudadsg, o mpémetl va
oTopaTnoEl ovtdv 1o Bepamevtind kokho pue GONAL-L. Mo tov endpevo Bepanentikd KOKAO, 0
yTpdg cag Ba cag yopnynoet po vynAotepn apykn 66on GONAL-f and mpuwv.

Ed&v o opyavicudc cag mopovoidoet vrepPoitkn andkpion, 1 Oepaneia cag pe GONAL-f Oa drakomel
Ko oev Ba cag yopnynBel hCG (BA. mapdypago 2, «XOvOpoUo VIEPIEYEPTNE TV MOONK®Y
(OHSS)»). ' Tov endpevo kOKAO, 0 YTpdc cog Ba cag yopnynoet xaunidtepn 66on GONAL-f amod
TpwW.

Eav yperaleote vo avamtilete MOAOTAL OOKVTTUPA VL0 GVALOYT TPV 0.0 OTTOLUONTOTE
Ty voroyia vrofonBoduevig avarapaymyng

o H cvving apyikn 66om tov GONAL-f givan 150 £mg 225 TU kabnpepvd, amd ™ 2" 1 3" pépa
7oV OgpamevTIKOD GOG KUKAOL.

. To GONAL-f punopei va avénbei, avdroya pe v andkpion cag. H péyiot nuepniota d6on
glvar 450 1U.

. H Bepoameio cvveyiletar péypt v avantuérn TV 0OKLTIAP®V 60G 6T0 enBountd onueio. Avtd
Sdtapket cuvnBwg 10 pépeg mepimov, aAld umopet kat va dtapkécet omd 5 mg 20 nuépec. O
YTpdS G0c Oa ¥PNGIUOTOMGEL AUATOAOYIKEG EEETAGELS 1/KAL VITEPNYOYPAPI UK Y1 Vo EAEYEEL
wote B cupPet avtod.

. Oroav T woxvTTopa eivat ETowa, Oa cog dobel pio povo éveon 250 pikpoypappapiov
«avacvvdvacpévng hCG» (r-hCG, pa hCG mov topackevdletal og Eva pYOCTNPIO UE Lol
€101KN TEYVIKN avacvvovaouévov DNA), 1 5 000 éwc 10 000 IU hCG, 24 éwg 48 mpeg puetd v
terevtaio éveon pe GONAL-f. Avtd Ba etoludoet To @oKOTTOPE GOG Yo GUAAOYY.

X€ QALEC TEPMTMOELS, O YITPOG COG UTOPEL VO GTALOTHCEL TPAOT TV woppNEia YPNCLLOTOIDOVTOG
£vay ayovIoT 1| aVIOY®VICTH TNG EKAVTIKNG 0provig TV yovadotponvav (GnRH). Ztn cvvéyela,
apyilete To GONAL-f mepimov 600 efdopddeg petd v Evapén g aymyng pLe tov ayovioth. To
GONAL-f kat o ayovietic tg GnRH yopnyobvtat tavtdypova péEypt T eXBLUNTY avATTLEN TOV
wobviakiov cag. ['a mapddetypa, petd amd dvo efoopnddeg Bepamneiag pe aymvioti g GnRH,
yopnyovvtatl 150 émg 225 IU GONAL-f yia 7 nuépec. H 660m toTe pubpiletar avaroya pe tnv
onOKPLON TOV MOKLTTAPOV GOC.

Avopeg

o H ovvnfng 60om tov GONAL-f gtvan 150 U pali pe hCG.

o B ¥PNOOTOMGETE OVTA TOL 6VO PAPLOKO TPELG POPES TNV EPSOUASA Y10 L0 YPOVIKT TEPLOJO
TOVAGYIGTOV 4 UNVAOV.

. Edv dev éyete avtamokpfei otn Oepameio petd amd 4 PNVeES, 0 YLlTpOg 60C UTOPEL va TPOTELvEL

VO GUVEYIOETE TN XPNON AVTAOV TOV dVO PAPUAKOV Yio TOVAdyoTOV 18 pnveg,.
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Eav ypnowponomosete peyorvtepn 0001 GONAL-f a6 Tnv Kavoviki)

O1 emmtdoelg Tov va ypnoyonotioete vrepPoiikd GONAL-f givar dyvmoteg. QQot660, O pmopovce
KaVelg VoL TEPIUEVEL TNV EKONAMOT TOL GUVOPOUO VITEPdIEYEpPONS TV wobnkdv (OHSS), 1o onoio
mepLypdpeTon oty mopdypoeo 4. Evtovtolc, to OHSS Oa cuppel povo dtav yivel emiong yopnynon
hCG (BAéme Tapdypago 2, «Zuvdpopo vrepdiéyepong tav wobnikmv (OHSS)»).

Eav Egyaoete vo ypnoipomonjoste 10 GONAL-f

Edv &eydoete va ypnopwonomoete 1o GONAL-f, unv mépete SimAr 001 Yo Vo OVATANPOCETE TN
doon mov Eeydoate. IlapakadeioTte vo ETIKOWVMOVIGETE LE TO YIOTPO GOG LOALG GUVELOINTOTOCETE OTL
Eeyboate pia d6om.

Edv éxete meptocoTEpEG EPOTNCELS GYETIKA LLE TN YPTOT] AVTOV TOV QUPUAKOV, POTIOTE TOV Y1OTPO 1)
TOV QAPLOKOTOLO GOC.

4, MBavég avemBOUNTES EVEPYELEG

Onwg 6Aa To. pAPLOKO, £TCL KOL 0VTO TO PAPLOKO UTOPEL VO TPOKAAEGEL AVETIOOUNTEG EVEPYELEG, OV
Kot 6gv TOpovGLAlovTal 6€ OAOVG TOVG AvEPMOTOLC.

Yopapég avemOVUNTES EVEPYELEG GTIS YUVOUIKES

. [16vog 6TV KatdTePN KOTAMOK ¥Dpa cuVOLOLOUEVOC e VouTio 1 ELeTO umopohy va gival ta
GUUTTOLOTO TOL GUVOPOLO LITEPSLEYEPONS TV wobnK®mV (OHSS). Avtd umopet vo vTodNAMoEL
011 01 woBNKeg avTédpacay vepPolkd ot Bepameio Kot OTL avorTOYON KOV HEeYAAES @OBMKIKEG
Kvotelg (PA. emiong oty Tapdypa@o 2. KAT® omd ToV TITAO «ZHVOPOLO VITEPIIEYEPCNC TOV
wobnkdv (OHSS)»). Avti n avemBount evépyera etvar cuyvn (Lmopet va ennpedost €oc 1 ota
10 droua).

. To OHSS umopei va yivet cofapd pe eLeavdc S10YKOUEVEG ®OBNKES, LELOUEVT] TOPOYMYT|
ovpav, avénon Papovg, Svorvola /Kot ThAvV GLYKEVTPMOGT VYPOV GTO GTOUAYL 1} 6T0 OdpaKd
oag. Avti n avemBounTn evépyela gival oyl ovyvr (uropel va ennpedoet £o¢ 1 ota 100 dropa).

o [Tepimhoxég tov OHSS, 6nmg suotpoer| wobnkdv N TEN TOL AUpaToS, HTOPOVV VO CLUPOVV
ondvia (uropel va emnpedoovv £w¢ 1 ota 1 000 dtopa).

. YoBapéc mepumhokég TS TENG TOV aipatog (BpoposPoAikd enelcodLn), OPIGUEVES POPEC
aveCaptitwg Tov OHSS, pumopodv va epeavictodv oA ondvia (uropel va ennpedoovy wg 1
ota 10 000 dropa). Avto pmopel vo tpokarécel Bopakikd Tovo, SUGKOAIN GTNV OVATVON,
AYYELOKO EYKEPAAKO €MEIGOO10 1) KOpItaK TPooPoAn (BA. eniong oty Tapdypaeo 2. KAT®
amd tov Titho «IIpofAnpata pe v méEn Tov aitaTog»).

2ofapég avemOBUUNTES EVEPYELEG OTOVS (AVOPES KOL GTIG YUVOIKES

. Ot oAAepyIkég avTOpAcELS, OTmG eEAvOn I, EpLOPOTNTA, KVIO®GT, S10YKWOGCT TOL TPOGMITOL LIE
SVoKOAiD, GTNV OVOTTVOT|, WTOPEL LEPIKES POPEC VO Eival coPapés. AvTni 1 avemBountn evépyela
gtvan moAd omdvia (pmopel va enmpedoet £og 1 ota 10 000 dropa).

Edv mapatnp1)cete KAmoro aveTOOUNTI EVEPYELD TTOV AVAPEPETUL TUPUTAVE®, TPETEL VO,

EVI|LEPADGETE TOV YIUTPO GG UPUEGMGS, 0 07T010G PUTOPEL VO 600G LNTIGEL VO GTORATI|GETE TN AP0
T0v GONAL-f.
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Addeg aVETOVUNTES EVEPYELEG OTIS YUVUIKES

oA ouyvég (umopel va emnpedoovy meptocdTepa and 1 ota 10 dropa):

o 2AKKOl e VYPO OTO ECOTEPIKO TV WOONK®OV (KVOTELG T®V MOONKDOV)

o Kepaiohyio

o Tomikéc avtidpdoelg 6to onpeio g £veong, OTmg TOVOG, epuBpoOTNTO, LOA®TAG, TPNEO 1)/Kot
epebiopndc

2uyvég (umopet va ennpedcovy g 1 ota 10 dropa):

. [T6vog otV KotAlaKkn yodpa
. Navtia, LETOC, dAPPOL, KOIMUKES EMDOVVEC HVTKES GLOTTACELS Kot TPNELO

oA omdvieg (umopei va ennpedoovy €mg 1 ota 10 000 dropa):

o Alhepyikéc avtidpdoelc, onmg e&avOnpua, epuBpotnTa, KvidwoT, SOYK®GCT TOV TPOCHTOV LE
OVOKOAIN GTNV OVATTVOT], UTOPOVV va, SUUPOVV. AVTEC Ol AVTIOPACELS LEPIKES POPEG UTOPOVV VO
givar coPapéc.

. To doBua cog pmopel va yePoTEPEYEL.

AlLeg avemOOUNTES EVEPYELES OTOVG GVOPES
oA cuyvég (umopel va emnpedoovy meptocdTepa and 1 ota 10 dropa):

. Tomkég avtidpdoelg oto onueio ¢ éveonc, OTwWe TOVoG, EpLOPOTNTA, LOAMTOC, TPNELLO 1Y/KaL
gpediopdg

2uyvég (umopet va ennpedcovv émog 1 ota 10 dropa):

. [Ipr&ipo tov eAEBOV TAV® Kol TGo amd Tovg Opyels (KIpooKNAN)
. AvEnon tov peyéboug Tov pacTmv, akun 1 avénon Papovg

o\ ondvieg (umopel va ennpedoovy £wg 1 ota 10 000 dropa):

. Alepykéc avtdpaocels, Omwg eEavinua, epufpdtnrta, Kvidmor, dOYKOOoN TOL TPOCSHTOV LE
dVoKOAiD, TNV aVOITVOT], LTOPOVY Vo GUUPBOVV. AVTEC 0L AVTIOPAGELG UEPIKEC POPEC UTOPOVY VL
givar coPapéc.

. To doBua cog pmopei va yepoTeEPEYEL

Ava@opd avemOOunTOV evepyELOV

Edv mapatnprioete kdmola avemBountn evépyela, EVIUEPMOTE TOV YIOTPO 1] TOV QUPHOKOTOLO GOC.
AvT0 1oyt Kot Yo kdOe mhavr| avemBountn vEPYELR TOL OEV AVAPEPETAL GTO TAPOV GVALO 0dNYIDV
ypNons. Mmopeite emiong vo avagépete ovemBOuNTEG evépyeleg anevbeiog, LEcm Tov BviKoD
GLOTIOTOG OVAPOPAS TTOL avaypdpeTol 6To [lapaptnuae V. Mécw g avapopdc averdountov
gvepyelmv pnopeite va fondfoete ot GLALOYN TEPIGTOTEP®V TATPOPOPLAOV GYETIKA LIE TNV AGPAAELD
TOV TOPOVTOG POPUAKOV.

5. Iog va puidscete To GONAL-f
To @appako ovtd TPETEL VO PUAACOETAL GE PEPT TTOV OgV TO PAETOVV Kot dgV TO POAVOLV Ta A1
No pn ypnoponoteite amd To PAPUOKO LETA TV NUEPOUN VI ANENE TOV avaEPETAL GTO PLOAISI0 1)

o710 kouti pe v « AHEH/EXP». H nuepounvia AnéEng sivar n tedevtaio nuépa Tov uive mov
ovopEPETOL EKEL.
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duvrdooete og Yoyeio (2°C-8°C). Mnv kotonyHyete.

IIpwv and 10 Gvorypo kot eviog TG dtdpkelag (NG Tov, TO TPOiOV UTOPEL VO PLAAGGETAL EKTOG
yoyeiov og Bepuokpaciceg Emg o péyioto 25°C yia pio pepovouévn mepiodo €mg Kot 3 Unvav Kot
TPEMEL VoL amoppimteTol eGv oev €xel ypnotomoin el evtdg avtdv TV 3 Pnvov.

Awtnpeite 10 TOUO GTN GLOKELN TOTOV TEVAGS, YOl VO, TPOCTOUTEVETOAL AT TO PG,

Na un ypnowonoteite 1o GONAL-f edv mapoatnpioete onolodnmote opatd onpeio oAioioong, eav 1o
OVOGLOTOUEVO JLBALUO TTEPLEYEL COUOTIOWN ) OEV Elvar SlovyEC.

IMoapaxoaieiote va kataypdyete ot TpoyeoéV cvokevn TOmov tévog tov GONAL-f v
nuepounvia TG TPOTNG ¥PNoNS Tov. o ToV 6KOTO aVTO, TAPEXETAL UKL CVTOKOAAN TN ETIKETA UE TIG

«Odmyieg yproney.

. MO avolytel, N GVLOKEVT TOTOV TEVOC TPEMEL Vo, pLAGGGETAL o€ Bgpuokpacia peta&d 2°C kat
25°C yw 28 nuépeg 10 PéyioTo.
. Na punv xpnNoHOTOCETE OTOLOOMTOTE PAPUOKO TOV £XEL AMOUEIVEL GTI) TPOYEUGUEVT] GUGKELT

TOTOL TTEVOG PET amd 28 MUEPES.
210 téA0G TG Bepameing, OTOIOOMTOTE [N XPTOLULOTOINOEY S1AAVLC TTPETEL VO, ATOPPITTETAL.

Mnv metdite @ApUAKO GTO VEPD NG amoyETevons. Potote tov gapprokomold Gog yio 10 Tos vo
TETAEETE TOL QAPULOKE TOV dgV ypnotponoteite ma. Avtd ta pétpa Ba fondncovv oty npoctacic Tov
mepPAriovTOoC.

6. Iepreyopeva TS GLOKEVAGTOG KOl LOUTES TANPOPOPIES

T ngpréyer to GONAL-f

o H dpaotikn ovsia eivar Bulakiotpomivr GA@a.

o Kd&Be mpoyepuopévn cvokeun TOmov Tévag e puotyylo ToAAOTA®OY d0cewv Tepiéyet 150 1U
(11 pukpoypappdpia) Burakiotporivig Grea o 0,24 ml dtaAdpoTOG.

. Ta GAha cvotatikd eivar moAo&apepés 188, cakyapdln, pebetovivn, vaTplo pocoptkod

d1e0&1vo LovoidpKo, SVATPLO POCPOPIKO STOPIKD, U-KPEGOAT, KAOMG KOl pOGPOPIKO 05D
GUUTVKVAOUEVO KOt vaTpiov Vopoteidio (Yo mpocappoyn Tov pH) Kot véwp yia evéciua.

Epg@avion tov GONAL-f ko wepleopeve TS 6VOKELOGIOg

o To GONAL-f diatifetor g dtavyég dypopo eVEGILO SIEAVLO GE TPOYEUIOUEVT] GUGKEDT TOTTOV
TEVOG.
. To okevacua datiBeTor oe GLGKELAGIES TOV TTEPLEXOVY 1 TPOYEUIGUEVT] GUOKELT TOTOL TTEVOG

Kal 4 BeAdveg piog ypnoemc.
Karoyoc Aderog Kukrhoopiag
Merck Europe B.V., Gustav Mahlerplein 102, 1082 MA Amsterdam, OAavdio
Hapaockevaotiig
Merck Serono S.p.A., Via delle Magnolie 15, 70026 Modugno (Bari), Itaiio
To mapdév eviro 0dNYLOV ypriong avedewpOnke yia televtaio gopa otigc {MM/EEEE}.

Aemtopepeic TAnpopopieg yia 1o pappoko avtod givar dabféoyieg otov diktvakod Tomo tov Evponaikon
Opyaviepov Ooppdxmv: http://www.ema.europa.eu.
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Odnyies ypiiong
GONAL-f TIPOTEMIZMENH XYZKEYH TYIIOY ITENAZX 150 1U/0,24 mi

Evéoylo S1dAvpa o€ TpoyeUIGUEVT] GUOKELT TOTTOL TTEVOG
®vlakiotpomivn dAa

IMivakag mepreyopévav

ENUAVTIKEG TANPOQOPIEC OYETIKA LE TNV TPOYEUIOUEVT GLGKEVT TOTOL TEvag GONAL-f
[og va ypnoomomacete to Nuepordylo Bepameiog Tng TPOYEUIGUEVIG GUGKEDTG TOTTOV TEVAG
GONAL-f

E€owkeimbeite ue tnv mpoysuicuévn cvokeun tonov névag GONAL-f

Bipa 1 XZvykevipoote Tic mpopndeiég oag

Bipa 2 [Ipoetoacteite yio v éveon

Bipa 3 Ilpocaptiote T Perdva

Bijpa 4 Katoyopnote ) 0661 G0G

Bipa 5 Xopnynote 1 6001 6og

Bijpa 6 Apapéote ™ Beddva petd and kdbe Eveon

Bipa 7 Metd v éveon

Bnjpa 8 Anofnkedote v Tpoyeoévn cuokent| Tomov mévag GONAL-F

HpepoAdyto Bepameiog tng mpoyepiopévng cvokevng tomov tévag GONAL-f

INUAVTIKEG TANPOPOPIES GYETIKA e TNV TPOYEMIGUEVT] GVGKEVT TOTTOV tévas GONAL-f

o Awpaote 115 Odnyieg yprong kot 1o GHAAO 001 YLDV YPONS TPV Ao T YPNON TNG
TPOYEUGUEVNC oLOKEVN G TOTOV TEvag GONAL-f.

. AxolovBeite mhvta OAEC TIG 00MYieg oTIg TOpovoeg OdNYieg ¥pIoNG KoL TNV EKTOIOEVOT) TOV
mapéxeTal omd Tov emayyeluatioo vyeiog cog, Kabmg UTopEl va SLoQEPOVY OO TNV TPOTYOVUEVN
eumelpio cog. Avtég ol TAnpoopieg Ba emTpéyouy TNV TPOANYT cQUAuUéVNg Bepameiag 1
poéAvLVeNG amd TpOTNU BELOVAC 1] TPAVLOTICUOD OO CTAGUEVO YUOM.

. H npoyepiopévn ovokevn tomov névag GONAL-f mpoopiletat Yo vwodopla Eveon HOVo.

. XPNOOTOIOTE TNV TPOYELGHEVT GVOKELT] TOTOL TTEVag GONAL-f povo edv o emayyehpatiog
VYElOg 060G OGG EKTAOELGEL Y10 TO TTMG VAL TN YPNCULOTOLEITE COGTA.

. O enoyyehpatiog vyeiog cag Bo cog Tel TOGEG TPOYEMOUEVES 6VOKEVES TOTTOL TTEvag GONAL-f
xpELETTE Yo Vo, OMOKANpDGETE TN Bepameia Gog.

. Xopnyeite 6Tov £0VTO GOG TNV £veon TNV 1010 dpa. KAOE pépa.

. Ot apBpoi oto HapdBupo avaminpo@opnong 606G avTITPOsOTEHOLY TOV aplBUd TV

AeBvarv Movadwv (International Units), 1) IU, ko detyvouv tn d6on g Budakiotpomivig GAga.
O emayyelpatiog vyeiog cag Ba cag el tdoec U Bulakiotporivig dAea va yopnynoete Kaoe

pépa.
o Ot apBpoi wov gppavifovtar 6to MMapdadvpo avaminpo@opneng 866ng cic fondodv va
o. PvOuicete ) ovvtayoypagnuévn 66om cog
(Ewcova 1).
Ew. 1
B. EnaAnBevoete po oAokAnpopévn éveon (T —)
(Euwcova 2). Ew. 2

Y. AwBéoete TNV vTOAEOUEVT OGN OV

TpEmeL va yopnynOel pe po devTepN Fuc 3
ovokevn tonov névag (Ewova 3). '

. Apapéote T Perdvo amd Tr GUGKELT TOTOV TEVAG AUECHS PETH amd KAOe Eveon.
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Mnyv enavoypnoiponoteite Tic feLOve.

Mpn ypnoiponolgite and Kool T GLGKELT TOTTOL TEVOS 1)/Kat Tig fEAOVES e GALO GTOpO.

Mnyv ¥pnOHOTOMGETE TNV TPOYEUICUEVT] GLokeLN TOmoVL Tévag GONAL-f edv €xel méoet, M) €bv M
GUOKELT] TOTOL TTEVAG EVOL PAYIGLEVN ] KATEGTPOALLEVT, KAODC 0VTO UTOPEL VO TPOKAAESEL
TPOVUATIGHO.

&g va. Y pNGLHOTOMGETE TO NUEPOLIYI0 OEPUTTELNS TS TPOYEMGUEVIIS GUGKEVNG TUTTOV TEVUG
GONAL-f

"Eva nueporoyio Bepaneing meprtiapupdvetar oty tehevtaio celido. Xpnolponomote To MUeEPOAdYLO

Oepameiog Yo vo KoTaypayeTe T YopnyoOLEVT] TOCOTNTA.

H yopfiiynon ec@oaipévng TocoTNTOG TOL POPUAKOD Umopel vo exnpedoet T Bepaneia cog.

. Kataypayte Tov apifud g nuépag Bepomeiog (otqin 1), tnv nuepounvia (6TiAn 2), v dpa
¢ éveong oog (othAn 3) Kot Tov OYKOo TNG GLOKEVNG 6ag TOTOL TTEVAG (GTAAN 4).

o Kataypdayte ) cuvtayoypaenuévn d6on cog (otiin 5).

o EMéy&te 0T KoTOopeite T oot 600 TP TV éveon (oTHAn 6).

o Mertd v éveon, dwfdote Tov aplfud mov speavitetat oto Ilapadvpo aveminpoeopnong
06061G.

. Empepordote 611 AopPdvere o minpn éveon (6thAn 7) 1 kotoypdyte Tov aptOpd mov
gupavifeton oto Mapadupo avarinpoedpnong d6ong edv eivar dtopopeTikdg amd «Ox»
(o™An 8).

. Orav yperaletal, YopnynoTe GTOV EAVTO GOG EVECT YPTOLOTOIDVTOS Lo SEVTEPT] GUGKELT

TOTOL TTEVAG, KOTAXMPMOVTOG TNV VIOAEMOUEVT 0OGT TOV AVAYPAPETAL TNV EVOTNTO
«ITocotnTo MOV TPEMEL Vo, pLOoTel yio. o, devtepn veony» (othAn 8).

. Kotaypdyte avtiv v vroiemdpevn 860 oty evotnta «PvOpispévn moeodtnto Yo Evesn»
(ot)An 6) oTNV ETOUEVN YPOUUT.

H ypnon tov nueporoyiov Bepaneiag cag yio va kataypdeete Tv(g) nuepnowa(eg) éveon(elg) ocag cdg
emutpénel va emoin0gvete kA0 pPépa OTL AapUPAVETE TNV TAN PN CLVTAYOYPOENUEVT] dOOT).

IToapddetypa nueporoyiov Bepameiog:

1 2 3 4 5 6 7 8
Apibpég Hpepopn Qpa ‘Oykog Zovtayoypo Mapdabupo avamknpopdpneng doong
TP Vi ngg:;gzg (P:;l;l zﬂ Pn(-);ut’suév MocdtnTa mov mpémer vo puBoTei Yo o
Separziog r{]l:lroét\rz;gw . devTepn éveon
[£50 1U/0.24 m
I‘ES{W Lle@v oyt «0», amouteitat devtepn Eveon
#1 10/06 07:00 150 1U 100 100 ) «0»1 EvéoTe 00TV TY TOGOTNT <.ev.coo..
n SViGﬂ givon APNOLOTOLDOVTOG VEX GUGKELT TOTOV TEVOG
TANPNG

leqv oL «O», amorteitat devTepY EVes

£Gv «0»,
#2 11/06 07:00 150 U 100 100 n éveon eivar Evéote autiv v mocdTnTo S50.
TMPNG %I OOTOIDVTAS VEC GLCKEVT TOTOLREVUG
I‘Eg‘i" Lleav Oyt «O», amorteiton devtepn éveon
#2 11/06/ | 07:00 150 U Ahoyder 50 ) “0”1 Evéote auTiVv TV TOGOTNTO .. ...
n &veon evat APNOLOTOIDVTOG VEN GLGKELY TOTOV TEVOG
Tipng

176



Eéowkeim0site pe tnv tpoyspiopéivi cvokevi tomov névag GONAL-f

H Behovo*:

H wpoyspiopévi) 6vokev TOTOL TEVOAG:

|
— N
ro
Ecwtepuc aonida
Btwrepucd Berovag
Kamdkt BeELOvag
‘Epporo

KoyMwtog éppon

oOvdeopog Berdvag

ik
I.'-_ i

- Ak

: Suykpatnpog deEopevict*
Komdkt cuokeung tomov mévag

*MoVo Y100 GKOTOVG OTTEKOVIONG.
**Or apBpoi oto MapaBuvpo averinpo@opnong d661g Kt 6Tov cuYKpatNTPa SEEAUEVIS OVTITPOSO®TEHOVV TOV aplipd Twv Atebvodv
Movadwv (1U) tov appdiov.

Bijpa 1 Zvykevrpoote Tig Tpopi|0€1ég cog

Agaipodpuevn Berdva

. Etwcéta oppdyiong
TEPPALATOG

Kovpri pvbpiong
Iapadopo doong

avamAnpoeopnong doong** |

\

,IGMN_"

L 5o W24 L

11

AQNoTE TNV TPOYELGILEVT GUGKELT] TUTTOL TTEVOS VL
TapopEivel oe Oepprokpacio dmOTION Y10 TOLAGYIGTOV
30 Aemtd wpwv amd T YPNON, DOTE TO PAPLOKO VO,
otdoel oe Beppokpacio dopatiov.

Mnv {pNCLOTOGETE POVPVO UIKPOKVUATOV 1) GALO
Oeppovtikd otoryeio yia vo, (EGTAVETE TI GLGKELT TOTOV
TEVAG.

1.2

1.3

14

15

IIpoetolpdote Evav Kabapd xdpo Kal Lo einedn
emdvela, Onmg Eva tpaméll 1 £vag TdyKog epyaciag,
0€ 0L KOAG QMTIGUEVT] TTEPLOYT.

Oa ypelaoteite eniong (dev meptrappdvovral ot
GLOKEVOACIN):

e ToAVmia pie OvOTVEL O KO TEPLEKTN OLLYUNPDV
avtikeévoy (Ewova 4).

[Thovete ta yépro cag pe oamoHvl Kot vepod Kot
oteyvmote to kadd (Ewdva 5).

XPNOHOTOMOTE TO XEPL OAG Y10 VO APALPECETE TNV
Tpoyeopuévn cuokevn Tomov mévag GONAL-f amd ™
GLGKELAGIOL.

Mnv ¥pNGLOTOMGETE OTOLOONTTOTE EPYAAELD, 1 ¥PNION
gpyaleiov pumopel va Tpokarécel (Nl 6T GLOKELT TOTOL
TEVAG.

1.6

1.7

E\éy&Ete 0T TO OVOUO GTNV TPOYEUIGUEVT] GLOKELN
tomov mévag Aéet GONAL-T.

EAéyEte v nuepounvia ANENg oty emonuaven g
ovokevng Tomov TEvog (Ewcdva 6).

MnV ¥p1GLOTOMGETE TNV TPOYEUGUEVT] GLGKELT TOTTOV
névog GONAL-f edv n nuepounvio ANéEng éxet mapérber
€AV 1] TPOYEUGUEVT] GUGKELT] TOTOL TEVOG OEV AVOLYPAPEL
GONAL-f.
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Bipa 2 Ilpogtowpacteite yio v éveon

2.1 Apoipéote T0 KOTAKL TNG
GUGKEVTG TOTOV TEVOLG

(Ewva 7). e
2.2 EAéyEre 611 O Qdippoko gival
dtavyég, Aypopo kot dgv
TEPLEYEL COUATIOW. Fi. 7 Ew. 8
Mnv ¥pNGLOTOMGETE TNV
TPOYEUIOUEVT] GUGKELT] TUTTOL
évag eqv to pappoKo gival
ATOYPOUOTICUEVO 1| BOAD, KaBmG
oVTO LITOPEL VO, TPOKAUAEGEL
uoivvon).
2.3 E\éy&re 611 10 [TapdBupo
OVOTTANPOQAPTOTG BTG Elval
pvOcpévo oto «0»
(Euwcova 8).

Em\éEte 10 onpeio g éveonc:
2.4 O enayyshpotiog vysiog oag o mpénet vo cag dogi&el ta
onpeia £veong mov TPEMEL va, XPNGULOTOGETE YOP® Ol TNV
mepLoyN g Kowkdg oag (Ewova 9). ' va ehaylotonomoete
Tov gpediond Tov déppatoc, emEETE Eva OLOPOPETIKO oNueio  Ew. 9
éveong Kabe pépa.
2.5 KoaBapiote to 6épua oto onpeio g Eveong okovmilovtag pe
£va TOADTILO LLE OVOTTVEV AL
Mnyv ayyilete 1| koAvmTeTe T0 KOOOPIGUEVO dEPLLAL.

Bipa 3 Ilpocaptiiote ™ Perdva

Inpovtikd: [avta vo PePardveote Ot ypnoyLomoleite

pa véa Berdva yuo kaOe Eveon. H emavaypnoipomroinon

Belovav umopel va Tpokarécel LOALVGT.

3.1 Iéaprte i véa Pelova. Xpnoonoteite povo Tig
BeAdvec «uiag ypriong» mov TapEYovTal.

3.2 EXéy&Ete 011 10 e€@TEPIKO KOTAKL TNG fEAOVAG dev
€lvoll KOTEGTPOULEVO.

3.3 Kparnote 10 e£mtepkd Kamdxt g Pehdvog Eu. 10
otabepd.

3.4 EXéyEte 0111 0moKOAAOVUEVT] COPAYIGT) GTO
eEmtepkd Kamdxt g Perdvag dev Exel
KOTAOTPOPEL 1 YolopdoeL’, Kot OTL 1| NUEPOUNVia
MEng dev éxel mapérdet (Ewcova 10).

3.5 AmopaxpOvete T GPPAYIoT TEPIPANUATOS Eue 11
(Ewova 11).

Mnyv ypnoiponomoete T PeAdva v eivor

KOTESTPOUUEVT], ANYUEVN, 1| €4V TO eEmTEPIKO Kamdit

BeAdvag 1 n oepdyion TepPARATOG Elval

KATESTPAUUEVT 1} amokoAAnuévn. H yprion Anyuévov

Belovav 1 Pehovdv pE KATESTPAUUEVT CPPAYION

TEPIPANLATOC 1] KOTEGTPALUEVO EEMTEPIKO KATAKL

BeAdvag pmopet va odnynoet og poivvon. letdéte v

o€ £€vo, S0YEL0 ATOPPIYNG ALYUNPDV AVTIKEWEVOV KO

mhpte Lo véa Peldva.
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3.6 Bidmote 1o e€mtepikd kamdkt Pehdvag endved 6To
KOYAM®TO AKPO TNG TPOYEUIGUEVIG GVOKEVTG TUTTOV
névag GONAL-f péypt va arcBovleite ehagppid
avtiotaon (Ewova 12).

Mnyv npocaptdre tn PeAdva ToAd cELTd: 1 PeAova

umopel va givar dvokoro vo apalpedel petd v éveon.

3.7 Apaipéote 10 e£®TEPIKO KOTAKL TNG PEXOVAG
tpafavrog o amard (Ewova 13).

3.8 ®éote To Kot PEPOG Y10 VO, TO YPTCUYLOTOCETE
apyotepo (Ewcova 14).

Mnv anoppintete T0 £®MTEPIKO KATAKL TNG PEAOVOC,

KaBmG B0 ATOTPEWYEL TOV TPOVUATIGUO OO TPOTN L

Beddvag Kot T poAvvor Katd Ty ondeTacT TG

BeAdvag amd TNV TPOYEUGUEVT CLGKELT TOTTOV TTEVOC.

3.9 Kpoatfote TV TpoyEUIGUEVT] GLGKEDT] TOTTOV TEVOG
GONAL-f pe ™ PBehdva va deiyvel Tpog o, ETGvm
(Ewoéva 15).

3.10 Agoipéote TPOGEKTIKA Kot TETAETE TO TPAGIVO

gomTepikd mpootatevtikd (Ewdva 16).

Mnyv kodontete Eovd tn feddva pe 1o Tpdoivo

€0MTEPIKO TPOGTATELTIKO TNG PerOVag, KabdS avtd

UTOPEL VOL 00N YNGEL GE TPAVLATIOUO OTd TPOTN O

Berovag kot poivvon.

3.11 E&etdote mpooektikd 10 dicpo g PeAdvog yio

HIKpooKoTiKO(d) otayovidio(a) vypov.

Eav Tote
Xpnoomoteite o EAéyéte yuo otaryovidlo
V&L GLOKELT] TOTTOV VYPOV GTO AKPO TNG
TEVOG Berdvag (Ewova 17).
* Edv mopatnproete Eva
UIKPOGKOTIKO

GTOYOVidl0 VYPOU,
ocuvveyiote oto Bijpa 4
Kataympiote ) 6601
coG.

* Edv dev mapatnpnroete
£V0, LUKPOGKOTIKO
oTayovidolo oto dKpo M
KOVTA GTO GKPO TNG
BeAovag, mpémet va
ekTeEAéoETE TO PriLaTa
oTNV EMOpEVN GELiIdQ
Y10, VO. OLPOULPECETE TOV
0€pal 0md TO CLGTN O,

Enavaypnowonoinon | AEN amatteiton éAeyyoc yio

GLOKELNG TOTTOV GT0yoVidlo vypov.

TEVOLG Yvveyiote angvbeiog 610
Bipa 4 Kataympiote
0661 60G.
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Edv dev mapatnpnioete éva pikpookomiko(d) otayovidio(a) vypov 6To GKpo 1 KOVTE 6To GKPO NG
BeAddvag TV TPdTN POPA TOL (P CLLOTOLEITE L VEX GLOKELT TOTTOV TEVAG:

Ew. 18

1. INvpiote elappd to Kovumi pOOUIoN G O0NG TPOG T EUTPOG UEXPL VO AvaypaPETAL «25» GTO
Mapadvpo avarinpo@opnens d6ong (Ewdva, 18).
e Mmopeite va yoplote T0 KOUUTL HOGNC TPOG Ta. TIG® £V TO YVPIGETE TEPA OO TO «25%.

Ew. 19 Ew. 20 Ewc. 21

Kpatiote ) cvokevn Tomov mévag pe T Peddva va delyvel Tpog T Emdve.
Xtomnote gEhappd to cvykpatntipa g deouevig (Ewkova 19).

[Tiéote T0 KovpTt POBLUIONC dOONC 660 TaEL. 'Eva pikpookonikd otayovidio vypov Ha
speaviotel oty dxpn g Perdvag (Ewcova 20).

5. EMéyEte 611 010 Hapadvpo avaminpo@opneng d6ong ovaypapetor «0» (Eucova 21).
6 Yvveyiote oto Bijpa 4 Kotoympiote ) 6601 cag.

~own

Edv dev gpoaviotel éva LlUKpoGKOTIKO GTAYOVIO0 VYPOV, ETIKOIVOVNOTE LE TOV EMOyyEALOTIO VYElag
oG,
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Bipo 4 Katoyopiote T 6661 60g

Ynpeioon: H cvokeun tomov mévag mepiéyetl 150 TU Bulakiotporivng dhea. H péyiom pbOpuon
epamaé d6omg g ovokevng Tomov wévag 150 TU eivan 150 TU. H pikpodtepn pvbuion
epdmag doong etvon 12,5 TU kou 1 d6om pmopet va avénbel oe mpocavénoeig tov 12,5 1U.

4.1 Tvpiote 10 Kovumi pHOUIONG dOONG LEXPL M| TTPOOPILOUEVT OOGT GUG VO ELPUVIOTEL GTO
Mapabvpo avardinpopopnong d6oNG.
e Jlopadetypo: Eav n mpoopilopuevn d6on cog eivar «150» U, emPePordote 011 T0 [apdbupo
avomAnpoeopnong doonc eppavilel «150» (Ewdva 22). H yoprynon ec@oiuévng mocotntog
TOL QopUaKOL pmopel va, ennpedoet T Bepaneia cog.

Euwc. 22 Ew. 23
o T'vpiote t0 KOLUA PHOLIONG dOONG TTPOS TAL e Mmnopeite va yupicete 10 kovumi pOOpIoNG
gumpog yo avénon (Ewova 22). d60NG TPOGS TO. TG £GV TO YupiceTe TEPQL

and v mpoopiiduevn doomn (Ewdva 23).

4.2. EAéyé&te 6t to HapdBopo avarinpo@iépnong 66ong sppavilel tv whqpn
GUVTAYOYPAPNUEVY 600G COG TTPLY TPOYWPNCETE GTO EXOUEVO PriaL.

Bipa 5 Xopnynote ™ 6601 cog

Inpavtiké: Xopnynote m 600m 6mwg cog

EKTTOUOEVGE 0 EMAyYEAUATIOG VYEING GOC.

5.1 QBnote apyd tn Perdva péca oTo dEPUA
tekeiong (Ewova 24).

Ew. 24
5.2 TomoBetroTE TOV QWVTiYEPA GO OTN LEST
TOV KOVUTOVL pYOong doonc. Méste
apyd 1o Kovumi 600NG TPOS TA. KATM
REYPL TO TEPUA KOL KPOTNGTE TO Y10l VL
0ALOKANpDOOETE TNV TANPN £vEOT
(Ewova 25).
Ew. 25
Inpeioon: Oco peyodvtepn eivar 1 060
TOGO TEPLOTOTEPO YPOVO YpedleTar yio vol
xopnynoet.

5.3 Kpamote 10 kovumi 001G TEGUEVO Yio!
TOVAGYIGTOV 5 deVTEPOLETTA TPV
OTOULOKPVOVETE T1] PEAOVA aTO TO SEPLLO GOG
(Ewcova 26).

e O apBuog d60m¢ mov gpeaviletal 6To
Hapadupo avaminpoeopnong d66ng
Oa emavérDBel oto «O».

e  Metd amd TovAayIGTOV
5 devtepdrenta, amocpete T PEAdva
070 TO 0PN EVE KPATATE TO KOVUTL
pUOnIoN G 000G TIEGUEVO

Ew. 26
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(Ewéva 27).

e Otav 1 ferdva Pyet and 10 déppa,
ameAeVBEPOOTE TO KOVUTL pLOUIONC
doong.

Mnyv anedevBepdoETE TO KOVUTL HOGNC HEYPL
Vo ook pOveTE TN PeEAOVa amd To dEpLaL.

Bijpa 6 Agarpécte ™ Perdva petd omd kG Eveon

Ew. 27

6.1 TomoBetnote T0 E£OTEPIKO KATAKL TG
Belovag oe pio eminedn eTPAVELA.

6.2 Kpatnote TNV TpoyEUIGUEVT] GLOKELN
tomov mévag GONAL-f otabepd pe 1o
éva xépt, kol ocvpete T PeAdva péca 6To
e€mTepkd Kokl e PeAdvog
(Ewdva 28).

6.3 Xvveyiote vo wbeite v KoAvppévn
Beldva emavm oe pio oTadepn ETQAVELD
UEYPL VO, 0KOVGETE £VOL YOPOKTNPLOTIKO
Nyo («click») (Eucova 29).

6.4 Kpatnote otabepd 10 eEOTEPIKO KATAKL
g Pelovag kot EePromote ™ Perova
TEPIOTPEPOVTAG TNV TPOG TNV avTifetn
katevbuvon (Ewova 30).

6.5 Amoppiyte ) ypnoomoinuévn ferdva
LE ACPAAELD GE EVOV TEPIEKTT] OLYUNPDV
avtikelévov (Ewova 31). Xepioteite
BeAdva pe TPOGOYN Y10 VO AITOPVYETE TOV
TPOVUOTIGUO amd T PeAdva.

Mnyv enavoypnotpomoleite N yprouonoteite

oo KOWoL Lol ¥PNGILoTomuévn Pehdva.

Bijpa 7 Metd tnv éveon

Ew. 28

Ew. 29

Ew. 30

Ew. 31

7.1 EAéyEte 011 €xete yopmynoet pio TApN
doon;:

o EAéy&te edv to [apdbopo
aVOTANPOEApTONG 800G delyvel «0»
(Ewova 32).

Edv to [apabupo avorinpopodpnong 066ng
delyvel «0», £xeTe OAOKANPMGEL T 000N GO,
Edv 1o [apdaBupo avarinpoedpnong d6ong
delyvel évav aplOpd vyniétepo amo «0», 1
TPOYEUIGHEVT GLoKeLT TOTOL TTEvag GONAL-f
glval kevi). Agv €yete AaPetl tnv TANPN
GLUVTOYOYPOUPNLLEVT SOCT GOG KOt TPETEL VAL
EKTELEGETE TO Pripa 7.2 TOPOKATO.
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7.2 Ohoxcdnpaote pa Al éveon (Lovo otov

yperaleTon):
e To ITapdBupo avaminpo@opnong
060G O deiyvel TNV VTOAETOUEVN Eic. 33

TOGOTNTO TOL YPEIGLETOL VO YOPNYNOETE
YPNOLUOTOIDVTAG L0 VEN GUCKEDT
TOTOL TTEVOG. LTO TOPASELY O, TTOV
(QOIVETOL OTIV EIKOVA, 1] VTOAETOUEVN
nocdtta givor «50» TU (Ewova 33).
IMa va ohokAnpdoete ) 3001 e devTEPN
GLOKEVT TOTTOV TEVAS, EXOVOLAPETE TA
Prparta 1 émg 8.

Brjna 8 AmoOnkevote TV TpoyEPIopEv 6v6KeL) TOmov Tévag GONAL-f

8.1 TomobetnoTE TO KOMAKL TG CLGKELNC TOTOL
TEVAG TAAL TAVE GTNV TEVA Y10, VO,
amopvyete T porvvon (Ewdva 34).
8.2 DvAGccETE TN GLOKELT TOTOV TEVAG LE
TOTOOETNUEVO TO KOTAKL GE AGPUAES LEPOG
Kot OG VTOJEKVOETAL 6TO0 DVALO OIMNYIDV £y 34
xpfiong.
8.3 Otav 1 ovokevn TOUTOL TEVAG Elval KEVT,
POTNOTE TOV EMAyYEAATIO VYEIOG GOG MG
VoL TNV OTOppIYETE.

Mnv amofnkeVeTE T GVOKELT TOTTOL TEVOG UE TN PEAOVE OKOLO TPOGOPTNIEVT, KAODS 0 TO
UTOPEL VO TPOKOAEGEL LOALVET).

Mnyv gnavoypnoylomoleite TV TPoyeUIcUEVT cuokevn TOTOL Tévag GONAL-f edv éyel méoet, 1 edv
1 GLGKELY] TOTTOL TTEVOG EIVOL PAYIGUEVN 1] KATEGTPAUUEVT, KOODS avTO UTOPEL VO TPOKAAEGEL
TPOVUATIGHO.

Emwowmviote pe tov emayyehpatio vyeiog oog edv EXETE EPOTNOELS.
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Hpepoloyro Oepanciog Tne mpoyepiopéving cuokevig Tomov wévag GONAL-f

1 2 3 4 5 6 7 8
ApOpog Hpepopnvia Qpo ‘Oykog Zovtayoypa. Mopadupo avaminpopdpnong déong
nuépag ovokeviig [ gnuév
Bepanciog TUTIOV TEVag dbon PvBpiopévy Mosétnra mov mpémer va pubmoTei Yo ma
T06OTITA L0 devTepn éve
[150 1U/0,24 ml| éVSGI]" v ﬁ i ol
[y «O, [ledv 61 «O», amouteitan debtep éveon
/ 101U 1 éveon eivar hpng | Evéote vty Ty 10600 «......... PIOILOTOLOVTAG VEQ
GUOKEVT TOTOV TEVOG
ey «O, [edy 0Oyt «O», omoutetton devtepn Eveon
/ 1501V n éveon eivar Tprg | Evéote vty v moooma .......... APNOILOTOIOVTEG VEQ
GVOKEVY TOMOL MEVaG
/ 150 1U [y «O, [edv 61 «O», amouteitan debtep éveon
1 éveon eivar thiipng | Evéote avtiiv v mosotta .......... APNGILOTOIDVTAG VEX
GVOKEVT TOTOV TEVaG
[y «O, [edv 61 «O», amouteitan debtep éveon
! 101U 1 éveon etvar mhjpg | Evéote autiiv my mocoma .......... YpNGLLOTOLOVTOS VEX
GUGKEVY THTOV TEVOG
[y «O, [ledv 61 «O», amouteitan Sebtep éveon
/ 101U 1 éveon elvarmipng | Evéote avtiy my mocdma .......... APNOLLOTOIOVTOG VE
GUGKEVT TOTOV TEVOG -
ey «O, [edy 0Oyt «O», omoutetton devtepn Eveon
/ 1501V 1 éveon eivar Tpg | Evéote vty my mocoma .......... APNOILOTOLOVTEG VEQ
GLOKEVY TOMOL MEVaC
Uledv «0m, [ledv o1 «O, amoneeizon Seteep éveon
/ 1501V 1 éveon eivar Tpg | Evéote vty v moooma .......... APNOILOTOIOVTEG VEQ
GUGKEVY TOHTOV VG
[y «O, [edv 61 «O», amouteitan debtep éveon
/ 101U 1 éveon eivar Thpg | Evéote vty ty moooma «......... APNOLUOTOLOVTOG VEX
GUOKEVT TOTOV TEVOG
[y «On, [edv 61 «O», amouteitan debtep éveon
/ 101U 1 éveon eivar hpng | Evéote vty Ty 10000 «......... PIOILOTOLOVTAG VEQ
GUOKEVT TOTOV TEVOG
ey «O, [eay Oyt «O», omoutetton devtepn Eveon
/ 1501V 1 éveon eivor Tpg | Evéste ovmiv TV T0GOTNTO .......... PIGILOTOIOVTEG VEQ
GUGKEVY TOHTOV VG
ey «O, [edy 0Oyt «O», omoutetton devtepn Eveon
/ 1501V 1 éveon eivar Tpg | Evéote vty v mooomta ......... APNOUOTOIOVTEG VEQ
GUGKEVY TOHTOV VG
Clegv «0», [leév o1 «Ow, amoneetzon Setepn éveon
/ 101U 1 éveon eivar mhpg | Evéote vty ty moooma .......... APNOLHOTOLOVTOG VEX

GUOKEVT TOTOV TEVOG

AVt 10 PLALASI0 OdNYLdV YpHong avabewpndnke yio tedevtaio gopd otic: {MM/EEEE}.
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®vAro ooV rpiong: IIAnpogopiss yro Tov yp1otn

GONAL-f 300 1U/0,48 ml gvéoipo d1dlopo 6€ TPOYEMIGUEVI] GUGKEVT] TOTTOV TEVOG
Bvlakiotpomivn dhoa

AP AOTE TPOGEKTIKA OAOKANPO TO QVAAO 0ONYLOV PN CIS TPLY UPYIGETE VO YPNGLUOTOLEITE AVTO
TO POPRAKO, OLOTL TEPLAUPPAVEL CNUAVTIKEG TANPOPOPIES YIX GO,

o DoraEte avtd TO PUARO 0dNYIDY YpNong. Towg ypelaotel va to duPfdcete Eavda.
. Edv éxete mepontépo amopieg, p@TNGTE TOV Y1OTPO 1] TOV PAPHOKOTOLO GOGC.
. H ocvvtayn yio avtd 10 gappoko xopnynonke amokAeloTikd yio oag. Agv Tpémel vo SDGETE TO

PapLoKo o€ GALOVG. MTopel va Tovg TPOKOAESEL PAAPT], OKOLO KOt OTOV TO GUUTTMLOTO, TNG
acBéveldg Toug etvar 1010 pe Ta Sk oag.

. Edv mapatnpnoete kdmolo avemBOunT evEpYELn, EVILEPDOTE TOV YIUTPO N TOV POPUAKOTOLD
c0G. AvTd 1oyvel kot yo kKaBe mhovi avemBOUNTN EVEPYELN TOV OEV OVOAPEPETOL GTO TAPOV
@OAAO 0ONY1DV ypriong. BAére mapdypago 4.

T ePLéyeL To TAPOV PUAAO 0ONYLOV:

Tt etvar to GONAL-f ko ot givat 1 gpriomn tov

T1 npémet va. yvopilete Tpv ypnoponotioete 1o GONAL-f
Mo va ypnoipomomoete 1o GONAL-f

[MBavéc avemBounTes evépyeteg

IMig va pvidooete o GONAL-f

[Mepieydpeva g cvokevOciog Kot AoTéG TANpoPopieg
Odnyieg xpriong

o~ whE

1. Tu givor to GONAL-f kan owa gival 1 piien Tov
T givan o GONAL-f

To GONAL-f mepiéyet éva pappaxo mov ovopdletar «Buiakiotporivny dipo». H Buiaxiotporivn
dhoa glvar éva gidog «woBuiaxtotpdnov oppovney» (FSH) mov avikel otnv okoy£velo opLOVOY TOV
UTOKOAOVVTAL «YOVOOOTPOTiveSy. Ot YovadoTpomiveg EUTAEKOVTUL GTIV AVOTOPOYMYN KoL TN
YOVILOTNTAL.

Iowx givar n xp1jon Tov GONAL-f

Y1ig evijMkeg yovaikeg, 1o GONAL-f yopnyeitat:

. v va Bondnoet va eAevBepmbet Eva wokvTTapo amd v wobrkn (woppnéia) ce yuvaikes mov
dev Kdvovv woppn&ia Kot Tov dev EYovv ovTamoKplOel 6€ aymyn e £va QAPLLOKO TOV
ovopACETOL KKITPIKT) KAOULQOIVIY.

o € GLVOLUGUO UE €V GALO apuako Tov ovopdaletar «lutropin alfay («@ypvotpomog opudvn»
1N LH) yia vo Bondnoet va elevbepabel éva woxdtTopo amd v modnkn (woppnéia) ce
YOVOIKEG TV OTO1MV TO GO TOPAYEL TOAD Atyeg yovadotponives (FSH kot LH).

. v va Bondnocet va avartuyfovv moAlomid mobvlikia (Tepiéyovtag £va wokHTTopo To Kabéva)
GE€ YUVOIKEG TTOV VYioTOVTOL TEXVIKEG LTOfonbodEVNG avamapaywyng (Sl0dKacies TOV
pumopobv va o€ Bondncovy vo peivelg £YKvog) 0nmg «EEMOMUOTIKY YOVILOTOINoT,
«EVOOCUATILYYIKY| LETOPOPA YOUETMV» 1] «EVOOCSHATLYYIKY] LETOPOPA COYOTMVY.

Y10vg gvijMKkovg avopeg, 1o GONAL-f yopnysitat:

o € GLVOLAGUO HE Eva GANO QAPLOKO TTOVL OVOUALETOL «avOp®TIVI XOPLOKT YOVASOTPOTIVI
(hCG) ya va Pondnost v TopAY®YN CTEPUATOG GTOVG AVOPES, TTOV OEV EIVOL YOVILLOL ETELDN
€YoV LEPIKEG OPUOVEG OE YOUNAQ EMITEDQ.
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2. T npéner vo, yvopilete Tpwy ypnopororicete 10 GONAL-f

pwv and v évapén g aywyng, Oa mpénet va ektiunel n yovipodtnto tov {guyoptod amod yotpo
éumelpo ot Bepameio dTOPAYDV YOVILOTNTOGS.

Mnyv ypnoepononjocte To GONAL-f

o o€ MEPIMTOOTN aAlepyiog oTNV WOoHLAAKIOTPOTO OPUOV T} GE OTO10ONTTOTE GALO O TOl
GLGTOTIKA 0VTOD TOV PAPUAKOL (AVUPEPOVTOL GTHV TaPEypopo 6).

. G€ TEPIMTOON OV £YETE OYKO GTOV LWOBAAALLO 1 6TV LTOPLGT (Kot Ta SVO ival HEPOC TOV
£YKEPAAOV).

. €dv glote yovaika:

—  uE SlOYK®UEVEG WOONKEC 1 GAKKOLE WE VYPO OTO EC6MTEPIKO TOV MOINKDV (KOOTES T®V
®oONK®V) GyveooTng aiTioAoyiog.

— L€ YUVOIKOAOYIKT OpLoppayio dyveotng aitioloyiog.

—  Ue Kopkivo oTig wobnKeg, pTpa | HooToOE,

—  HE M0 KOTAOOTOON 7oV KoOeTd advvartn v KONoT, OT®MG OVETAPKELL TOV ®OONK®OV
(TpdIUN EPUNVOTOVLGT) 1] SVOTANGIN TV YEVVITIK®DY 0pyIvOV

o €av glote dvopag:
—  ue PAGPn tov opyemv mov dev BepamedeTal.

Mn ypnoponomoete 10 GONAL-f edv kdmotlo amod ta mopondve cvpfaivel o€ ecdg. Eav éxete
appiBoliec, angvBuvleite oTov yloTpd GG TPV YPTCLOTOUGETE ALTO TO PAPLOKO.

IIpog1domTou|6ELS KoL TPOPUAGAEELS

AmevBuvbeite oTov Y1aTpd, TOV QUPLAKOTOLO 1] TOV VOCOKOLO GUG TPLY YPTCLOTOLCETE TO
GONAL-f.

Iopoupia
Evnuepmaote tov yrotpd cag mpiv apyioete ) Bepomeia, edv €6€ilg 1 omolodnmote uEAOG TNG
01KOY£EVELAG G0G TAoyEL amd Topeupia (Ho advvapio SIECTUCTG TOV TOPPUPIVAV, 1) OTTolo UTOPEL Vo,

KAnpovopeitat omd Toug YOVElG 0T TALdLdL).

Evnpepmaote tov yiatpd 6oc apécwmg eQv:

J 70 O0éppa cog yiveror evmabég Kol Tapovolalel vkold QAVKTAIVES (POVGKAAES), KLpl®S TO
déppa Tov extifetal cvyvoTEp GTOV A0, 1)/KOL
. gpeavicete TOVO GTO GTOUNYL 1] oTA dKPaL.

Ye TePINTOOT EUPAVIOTG TOV TOPATAV®, O YITPOS 060G TOUVOV VoL GO.G GUGTNHGEL TN S10KOTT TNG
Oepaneioc.

2Hvopopo vrepdEyepons tav monkav (OHSS)

Edv gocig giote yovaika, avtd to pdppoko avéavet tov kivouvo avamtuéng OHSS. Avto coppaivel
otav ta. ®oBvAdkia avarticcovTal VITEPPOAIKE Kot YivovTon peydiec kbotelc. Eqv eupavicete ndvo
GTNV KATOTEPN KOIAMOKN YDpa, Ypiyopn avénon Bapovg, voutia 1§ EUETO, | SUGKOAIN GTNV AVATVOT],
EVILEPMOTE TOV Y1ALTPO GAG AUECSHGS, 0 0T010¢ THAVOV VAL GOG GLGTHGEL TN SKOTN TNG ¥PNONG CVTOV
OV QopudKkov (PAéne Tapdypopo 4).

X mepinton wov dev Kavete woppnéio Kot epdcov tnpnoel 1 CLVIGTOWEVT OGN KOl TO TPMOTOKOALO
xopnynong, n eppdvion OHSS givar AMyotepo mbovn. H ayoyn pe GONAL-f ondvio mpokokel
coPapd OHSS extdg edv yopnynOei 10 oKedACHA TOL TEPIEXEL AVOPDTTIVN YOPLOKT YOVOSOTPOTIVY,
hCG, mov ypnoyonoteiton yro v TEAKN @pipoven tov mobviaxiov. Edv avarticete OHSS, o
YwTpdg cag pmopet va unv oag xopnynoet hCG og avtdv Tov KOKAO aymyng kot propet va, cag {ntnoel
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Vo OmoQUYETE TN 6eE0VOAIKY] ETAPN 1) VO YPNCILOTOMGETE L0l AVTICLAANTTIKY EB0dO Pparylov yio
TOVAAYLOTOV TEGCEPIC NUEPEC.

TToAvdvun Kunon

Me 1 ypfion Tov GONAL-f, vapyel peyodldtepog Kivouvog va PetveTe £YKVOG LE TEPIGGOTEPQ UTTO
éva BpEen TauTOYpOoVe («TOAVSLUT KOG, KUPImG didvua), 6 GOYKPLoT LE TN QUGIKT GVAANYT. H
TOADSVUT KONOT UTOPEL VO TPOKOAEGEL ETTAOKES Y10, GOG KOl TO. LOPA 6og. MTOpeite va HEIDCETE
ToV Kivouvo TNng ToADVOLUNG KUNONG XPNOYOTOIMVTOS TN 6ot 0061 GONAL-f 6T1¢ KatdAANAEC
oTiypég. Otav vrofaiiecte o€ Te)VIKEG LTOPONOOVUEVTG OVOTOPAY®OYNS, O KIVOUVOC TOADSVUNG
KONoNG oxetTileTon pe TV NAIKi0 600G, TV TOLOTNTA Kot TOV aplfid YOVILOTOUUEVOV MOKVTTAP®V 1
eUPpLOV TOV gRPLTEHOVTUL LECH GG,

Amofoin

Orav vroPdAileote o TeYVIKEG LIOPonOovUEVIC avamapay®YNG ] ®OONKIKAG d1EyepoNg Yo va.
TOPAYETE M®OKVTTAPO, TO TOGOGTO ATOPOANG EIVAL VYNAITEPO TOL PUGIOAOYIKOD.

IIpoBAinuata pe tnv mnén tov aipotod (Opouposuforikd ererodoin)

Edv moté éxete eppavioel 1| epeavicate mpdceota OpoUPoug aipatog 6To TOd 1] GTOV TVELLOV, 1)
KapdloKn TPOoPoAN N ayYEOKO EYKEPAUAMKO €MEIGOO10, 1 €AV ALTE XYoLV GLUPEL GTNV OIKOYEVELD GO,
umopel va vdpéel peyaAdtepog Kivouvog ot vo. GUUPBOVY 1 VA, YEPOTEPEYOVV LIE TNV Cy®YN UE
GONAL-f.

Avdpec ue vaepfoikn FSH oo aipa Tovg

Edv eoeig eiote dvopoac, To va &xete vaepPorkn FSH oto aipa cog pmopei va givan €vdeidn AN
twv 0pyewv. To GONAL-f cuvnfwg dev Aettovpyel edv £xete avTO TO TPOPANLLOL.

Edv o yatpdg oag amopaciost va dokipdoet Ty aymyn pe GONAL-f, yio va tpocsdiopiotei
avTamoKkplon ot Bepamneia, pmopel va cag {ntnoet deiypo omépUaToc Yo avdivon 4 £o¢ 6 uveg petd
v évapén g Bepamneioc.

Mowora ko £gnpor

To GONAL-f dev mpoopiletot yia yprion oe Tadid Kot pnPouvs kdto Tov 18 eTmv.

Alha gappoxe kor GONAL-f

Evnuepaote tov yuotpd cog edv maipvete, Exete Tpdopata TAPEL 1 UTOPEL VO TAPETE AAAL PAPLLOKOL.

o Edv ypnowomomoete GONAL-f pe GAia oxevdopoto mov fonbodv v woppnéia (0nmwg hCG
N KITptkn KAopipaivn), autd umopel va 0véNGeL TNV avTamoKpion Tov wobviakioy cog.

. Edv ypnowonomoete GONAL-f tavtdypova pe Evay aymvioT] 1| avIOy®VIGTH TNG «EKAVTIKNG
opuoVNG TV yovadotpomvdvy (GnRH) (awtd to, okevdopata HEOVOVY T0, EXITED TV
6€E0VOAIKMV OPUOVAOV KOl GTAUATOVV TV @oppnéia 60g) Umopel vo YpENCTEITE o VYNAOTEPT
d6om tov GONAL-f y1a va mapdyete moBvAdkio.

Kinon ka1 Oniaopdg

Mnv ypnoponomoete 1o GONAL-f edv giote £ykvog 1 OnAdlete.

001yNon Ko YEPIGROS POV RATOV

Agv avopévetat 0vTd TO PAPUOKO VO ETNPEACEL TNV TKOVOTNTO 001YNONG KOL XEPIGUOD UNYOUVILAT®V.
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To GONAL-f nepréyer vatpro

To eappakenTikd ovtd TPoidv mepiéyel Myotepo and 1 mmol vatpiov (23 mg) avd 66om, givar avtd
mov ovopalovpe «ehevBepo vatpiovy.

3. Iag va ypnoporomjcete o GONAL-f

ITavtote va ypNOLOTOLEITE TO PAPLOKO AVTO ALGTNPH COLPOVO LE TIC 0ONYiEG TOV YiaTpoy cag. Eqv
&xete apPPOAIES, pOTHGTE TOV YATPO 1) TOV POPLOKOTOLO GOGC.

Xp1on avtod ToV PuppdKov

. To GONAL-f poopiletar yio yoprynon pe €veon axpifag kdtm amd to 0épua (vmoddpila). H
TPOYELGHEVT] CLOKELT TOTOL TTEVAG UTOPEL VoL xpno1omom Bel Yo TOAAATAES EVECELS.

. H npd éveon tov GONAL-f Ba npénet vo mparypatonoteitor vd v enifreyn tov yiatpol
GOG.

. O ywTpoG N 1 voonAenTpld cog Ba cag deiEel TG va YPTCILOTOUCETE TNV TPOYELUGLEVN
ovokevn Tomov mévag Tov GONAL-f yuo va kdvete v éveon tov @apudKov.

. Ed&v yopnynoete to GONAL-f 610V €001 G0C, TOPOKAAEITTE VO, O1APACETE TPOGEKTIKG KOl VL

aKOAOVONGTE TIC 001 YiEC 6TO TEAOG AVTOL TOL PVAAOV 0dNYIDV, pE TiTAo «Odnyieg xpnong».
Ilowe T066TNTA VO YPNGIUOTOU|GETE

O ywatpog oag Ba anopacicel 1660 Pappoko Ba mhpeTe Ko pe ma cuyvotnta. Ot d0celg Tov
TEPLYPAPOVTAL TOPUKATO ovapEpovtol o€ debveig povadeg (International Units - [U).

TINvvaikeg
Eav oev éyete moppnio Kk éyete akavovieTn wepiodo | kaborov mepiodo.

o To GONAL-f yopnyeitat cuvnBwg kdbe pépa.

. Edv éyete axovoviom mepiodo, apyiote m xpnon tov GONAL-f evtdc tov nphtomv 7 nuepmdv
TOV EUUNVOPPLGLOKOV KUKAOL caG. Edv dev €xete kaBoAiov mepiodo, pmopeite va apyiocete
YPNOT TOL POPUAKOV OTOLOdNTOTE UEPQL BEAETE.

. H ouvnng apywm d6om tov GONAL-f eivan 75 €wg 150 TU kb pépa.

. H 860m cag tov GONAL-f pmopet va avénbel kb 7 1 kdOe 14 nuépeg xotd 37,5 g 75 1U,
UEYPL VO EMLTOYETE TNV EMOLUNTN AIOKPLON.

o H péyiom nuepnowa d6on oo GONAL-f cuvBwmg dev eitvar vymAdtepn Tov 225 1U.

o Orav emitoyete v emBounty omdkpion, o cag dobei pia povo Eveon 250 pikpoypappopiov
«ovacvvovacpévng hCG» (r-hCG, pa hCG mov mapackevdletol Ge Vo EpYRcTAPIO UE LI
€101k teyvikn DNA), 11 5 000 éwg 10 000 TU hCG, 24 éwc 48 dpeg petd v televtaia £veon pe
GONAL-f. H kaldtepn dpa vo Exete 6e£0VOMIKT ETOQEN EIVOL TNV NUEPA YOPNYNONE TG EVESNS
pe hCG ko v exdpevn nuépa.

Edv o yiatpdc cog dev eviomioet pua embopntn amdkpion petd amod 4 efoouddsg, Oa mpénet va
oTaUOTNOEL 0VTOV TO Bgpamevtikd kukho e GONAL-f. IMa tov emduevo Bepamenticd kbkAo, o
ywTpog cag Ba cog yopnynoet o vyniotepn apyikn 6o GONAL-f and mpwv.

Edv o opyaviopog cag mapovciicel vepforikn amdkpion, 1 Oepaneia oag 0o dtakomel kat 6gv o cag

yopnyNBet hCG (PA. Tapdypapo 2, «ZOvopopo vrepdiEyepong tov wobnkav (OHSS)»). o tov
EMOUEVO KVKAO, 0 Y10TpOG cag Ba cag yopnynoet yapniotepn o6on GONAL-f and mpv.
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Eav £xete owoyvootel pe mold younid enireda oppovov FSH ko LH

o H ovviOng apyikn 86om tov GONAL-f givar 75 éwg 150 TU padi pe 75 1U lutropin alfa.

. B0 YPNCLOTOMGETE OVTA TOL dVO PAPLLOKA KOO UEPIVE Y10l L1, XPOVIKT| TEPI0D0 EMG Ko TEVTE
ePOOUGO®V.

o H 860n oag tov GONAL-f pmopet va avéndel kébe 7 1 kabe 14 nuépec katd 37,5 éwg 75 1U,
UEYPL VO EMTOYETE TNV EMOBLUNTY ATOKPLON.

. Orav emroyete v embount) andkpion, Ha oag 600l pio povo Eveon 250 pkpoypoppopiov
«oavaovvdvacuévng hCG» (r-hCG, pia hCG mov napackevdletol oe Vo EpYUcTHPIO UE Ui
g101kn teyvikny DNA), 11 5 000 émg 10 000 IU hCG, 24 ém¢ 48 dpeg PeTd TIC TEAEVTAIEG EVETELG
e GONAL-f xau lutropin alfa. H koddtepn dpa va £xete 6eE0VOMKT maQT lval TV nuépa
yoprynong g éveong pe hCG kat v emopevn nuépa. Evaliaxtikd, umopet vo yivel
EVOOUNTPIKN OTEPHOTEYYLOM 1 fal GAAT dladtkacio wtpikd vrofonBodpevng avamapay®yng
pe Paon v kpion tov yoTpov Gag.

Edv o yiatpog cog dev eviomiost pua embopntn amdkpion Hetd amd 5 efoouddsg, Oa mpémet va
oTopaTNoEL 0vToV T Bepamevtikd kukho pue GONAL-L. [Ma tov endpevo Bepamentikd KOKAO, 0
yTpdg cag Ba cag yopnynoet o vynAotepn apyikn 66on GONAL-f and mpuwv.

Ed&v o opyavicudc cag mopovoidoet vrepPoitkn andkpion, 1 Oepaneia cag pe GONAL-f Oa drakomel
Ko oev Ba cag yopnynel hCG (BA. mapdypago 2, «ZOVOPoUOo VIEPIEYEPTNE TOV MOOMNK®YV
(OHSS)»). ' Tov endpevo kKOKAO, 0 YraTpdc cog Ba cag yopnynoet xaunAidteprn 66on GONAL-f amo
TpW.

Edv yperaleote vo avontiete MOAOTAL OOKVTTOPA VIO GVALOYT TTPLV 0.0 OTOLUONTOTE
TeYvoLoyia vrofonBoduevng avarapaywyng

o H cvving apyicn 66om tov GONAL-f givar 150 €mg 225 TU kabnpepwvd, amd t 2" 1 3" pépa
7oV OgpamevTIKOD GOG KUKAOL.

. To GONAL-f punopei va avénbei, avdroya pe v andkpion cag. H péyiotm nuepniota d6on
glvar 450 1U.

. H Bepameio cvveyiletar péypt v avantuén TV OOKLTIAP®V 60G 6T0 enBountd onueio. Avtd
Swapket cuvnBwg 10 pépeg mepimov, aAld umopet kat va dtapkécet omd 5 mg 20 nuépec. O
YTpdS Goc Oa ¥PNGIUOTOMGEL AUTOAOYIKEG EEETAGELG 1/KAL VTTEPNYOYPAPN UK Y1or Vo EAEYEEL
note B cupPet avto.

. Orav to wokvTTopa eivat ETowa, Oa cog dobel pio povo éveon 250 pikpoypappapiov
«avacvvdvacpévng hCG» (r-hCG, pa hCG mov topackevdletal og Eva pYOCTNPIO UE Lol
€101KN TEYVIKN avacvvovaouévov DNA), 1 5 000 éwc 10 000 IU hCG, 24 éwg 48 mpeg puetd v
terevtaio éveon pe GONAL-f. Avtd Ba etoludost To @oKOTTOPE GOG Yo GVAAOYY.

X€ QALEC TEPMTMOELS, O YITPOG OOG UTOPEL VO GTALOTHCEL TPAOT TV woppNEia YPNCLLOTOIDOVTOG
£vay ayovIoT 1| aVIOY®VICTH TNG EKAVTIKNG 0provnc TV yovadotponvav (GnRH). Ztn cvvéyela,
apyilete T0 GONAL-f mepimov 600 efdopddeg petd v Evapén g ayoyng pLe tov ayovioty. To
GONAL-f kat o ayovietic tg GnRH yopnyobvtat tavtdypova péEypt T EXBLUNTY avATTUEN TOV
wobvrakiov cag. ['a mapddetypa, petd amd dvo efoopnddeg Bepanciag pe aymviot g GnRH,
yopnyovvtatl 150 émg 225 IU GONAL-f yia 7 nuépec. H 86om toTe pubpiletar avaroya pe tnv
onOKPLIoTN TOV MOKLTTAPOV GOGC.

Avopeg

o H ovving 86om tov GONAL-f gtvon 150 TU podi pe hCG.

o Ba YPNOOTOMGETE OVTA TO SVO PAPLOKO TPELG POPES TNV ERSOUASA VoL it ¥POVIKY TEPLOdO
TOLAGYIGTOV 4 UNVOV.

. Edv dev éyete avtamokpfei otn Oepameio petd amd 4 PNVES, 0 YLTpOg GOC UTOPEL va TpoTeivel

V0L GLVEYIOETE TN YPNON ALTAOV TOV dVO PAPUAKOV Y10 TOVAGYIoTOV 18 unveg.
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Eav ypnowponomosete peyorvtepn 0001 GONAL-f a6 Tnv Kavoviki)

Ot emmtdoelg Tov va ypnoyonotioste vrepPoiikd GONAL-f givar dyvmoteg. Qot660, O pnopovce
Kavelg vo TEPEVEL TNV EKONAMOT TOL GUVOPOUO VITEPdIEYEpoNS TV wobnkdv (OHSS), 1o onoio
meptypdpeTon oty mopdypoeo 4. Evtovtolc, to OHSS 0a cuppel povo dtav yivel emiong yopnynon
hCG (BAéne mapdypago 2, «Zuvdpopo vrepdiéyepong tav wobnikdv (OHSS)y»).

Eav Egyaoete vo ypnoipomonjoste 10 GONAL-f

Edv &eydoete va ypnopwonomoete 10 GONAL-f, unv mépete SimAr 001 Yo Vo oVATANPOCETE TN
doon mov Eeydoate. IapakadeioTte vo ETIKOWVOVIGETE LE TO YIOTPO GOG LOALG GUVELOINTOTOCETE OTL
Eeybdoate pia d6om.

Edv éxete meptocOTEPEG EPOTICELS GYETIKA LLE TN YPTOT] AVTOV TOV QUPUAKOV, POTIOTE TOV Y10TPO 1)
TOV QAPLOKOTOLd GOC.

4, MBavég avemBOUNTES EVEPYELES

Onwg 6Aa To PAPLOKOL, £TCL KOL 0VTO TO PAPLOKO UTOPEL VO TPOKAAEGEL AVETIOOUNTEG EVEPYELEG, OV
Kol 6gv TOpovSLalovTal 6€ OAOVG TOVG AvEPMOTOLG.

Yopapég avemOOUNTES EVEPYELEG GTIS YUVOIKES

. [16vog 6tV KatdTePN KOIAMOKT ¥Dpa GuVOLOLOUEVOS e VouTio 1] ELETO umopohy va gival Ta
GUUTTOOTO TOL GUVOPOLO LITEPSEYEPONS TV wobnK®mv (OHSS). Avtd umopel vo vtodnAmoeL
011 01 W0 Keg avTédpacay vepPolkd ot Bepameio Kot OTL ovomTOYON KOV peydAes moBNKIKEG
KOoTEIS (PA. EMioNg 6NV TOPAypapo 2. KAT® 0t TOV TITAO «ZVVOPOUO VTEPSIEYEPTNG TMV
wobnrdv (OHSS)»). Avti n avemBount evépyetra etvar cuyvn (Lmopet va ennpedost €o¢ 1 ota
10 droua).

. To OHSS umopei va yivet cofapd pe eLeavdc S10YKOUEVEG MOBNKES, LELOUEVT] TUPOYMYT|
ovpav, avénon Papovg, Svomvola /Kot ThAV GLYKEVTPMOGT VYPOV GTO GTOUYL T} 6T0 OdpaKd
oag. Avti 1 avemBounTn evépyela gival oyl ovyvr (uropel va ennpedoet £éo¢ 1 ota 100 dropa).

o [Tepimhoxég tov OHSS, 6nmg suotpoer| wobnkdv N TEN TOL ApLaTOS, HTOPOVY VO CLUPOVV
ondvia (umopel va ennpedoovv £w¢ 1 ota 1 000 dropa).

. YoBapéc mepurhokég TS TNENG TOV aipatog (BpopPosPoAtkd enelcodLn), OPICUEVES POPEC
aveCaptitwg Tov OHSS, pumopovv va epeavictodv oA ondvia (uropel va ennpedoovy wg 1
ota 10 000 dropa). Avto pmopel vo tpokarécel Bopakikd TOvo, SUGKOAIN GTNV AVATVOT,
AYYELOKO EYKEPOAKO €TEIGOO10 1) KOpdtaK TPooPoAn (BA. eniong oty Tapdypaeo 2. KAT®
and tov Titho «IIpofAnpata pe tnv méEN Tov aipaTog»).

2ofapég avemOUUNTES EVEPYELEG OTOVS (AVOPES KOL GTIS YOVOIKES

. Ot oAAepyIkég avTOpAcELS, OTmG eEAvOn I, EpuOPOTNTA, KVIO®MGT, S10YKWOGCT TOL TPOGMITOL LIE
SVoKOAiD, GTNV OVATTVOT|, WTOPEL LEPIKES POPEC VO Eival coPapég. AvTi 1 avemBountn evépyela
gtvar oAb omdvia (pmopel va ennpedoet £mg 1 ota 10 000 dropa).

Eév mapatnpi)oete KAmoro avemOOUNT EVEPYELN TOV AVUPEPETUL TUPUTAVE®, TPETEL VO,

EVI|LEPADGETE TOV YIUTPO GG UPUEGMGS, 0 07T010G NTOPEL VO 600G LNTIGEL VO GTORATI|GETE TN AP0
T0v GONAL-f.
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Addeg aVETOVUNTES EVEPYELEG OTIS YUVUIKES

oA ouyvég (umopel va emnpedoovy meptocdTepa and 1 ota 10 dropa):

o 2AKKOl e VYPO OTO ECOTEPIKO TV WOONK®OV (KVOTELG T®V MOONKDOV)

o Kepaiohyio

o Tomikéc avtidpdoelg 6to onpeio g £veong, OTmg TOVOG, epuBpoOTNTO, LOA®TAG, TPNEO 1)/Kot
epebiopndc

2uyvég (umopet va ennpedcovy g 1 ota 10 dropa):

. [T6vog otV KotAlaKkn yodpa
. Navtia, LETOC, dAPPOL, KOIMUKES EMDOVVEC HVTKES GLOTTACELS Kot TPNELO

oA omdvieg (umopei va ennpedoovy €mg 1 ota 10 000 dropa):

o Alhepyikéc avtidpdoelc, onmg e&avOnpua, epuBpotnTa, KvidwoT, SOYK®GCT TOV TPOCHTOV LE
OVOKOAIN GTNV OVATTVOT], UTOPOVV va, SUUPOVV. AVTEC Ol AVTIOPACELS LEPIKES POPEG UTOPOVV VO
givar coPapéc.

. To doBua cog pmopel va yePoTEPEYEL.

AlLeg avemOOUNTES EVEPYELES OTOVG GVOPES
oA cuyvég (umopel va emnpedoovy meptocdTepa amd 1 ota 10 dropa):

. Tomkég avtidpdoelg oto onueio ¢ éveonc, OTwWe TOVoG, EpLOPOTNTA, LOAMTOC, TPNELLO 1Y/KaL
gpediopdg

2uyvég (umopet va ennpedcovv émog 1 ota 10 dropa):

. [Ipr&ipo tov eAEBOV TAV® Kol TGM amd Tovg Opyels (KIPpoOoKNAN)
. AvENnom tov peyéboug Tov pacTmv, akun 1 avénon Papovg

o\ ondvieg (umopel va ennpedoovy £wg 1 ota 10 000 dropa):

. Alepykéc avtdpaocels, Omwg eEavinua, epufpdtnrta, Kvidmor, dOYKOOoN TOL TPOCSHTOV LE
dVoKOAiD, TNV aVOITVOT], LTOPOVY Vo GUUPBOVV. AVTEC 0L AVTIOPAGELG UEPIKEC POPEC UTOPOVY VL
givar coPapéc.

. To doBua cog pmopei va yepoTeEPEYEL

Ava@opd avemOOunTOV evepyELOV

Edv mapatnprioete kdmola avemBountn evépyela, EVIUEPMOTE TOV YIOTPO 1] TOV QUPHOKOTOLO GOC.
AvT0 1oyt Kot Yo kdOe mhavr| avemBountn vEPYELR TOL OEV AVAPEPETAL GTO TAPOV GVALO 0dNYIDV
ypNons. Mmopeite emiong vo avagépete ovemBOuNTEG evEpyeleg anevbeiag, LEcm Tov Bvikon
GLOTIOTOG OVAPOPAS TTOL avaypdpeTol 6To [lapaptnuae V. Mécw g avapopdc averdountov
gvepyelmv pnopeite va fondfoete ot GLALOYN TEPIGCOTEP®V TATPOPOPLAOV GYETIKA LLE TNV AGPAAELD
TOV TOPOVTOG POPUAKOL.

5. Iog va pouidscete To GONAL-f
To @appako ovtd TPETEL VO PUAACOETAL GE PEPT TTOL OgV TO PAETOVV Kot dgV TO POAVOVVY T TALd1E.
No pn ypnoiponoteite omd To PAPUOKO LETA TV NUEPOUNVIE ANENG TOV avAPEPETAL GTO PLOAISI0 1)

o710 kouTti pe v « AHEH/EXP». H nuepounvia AnéEng sival n tedevtaio nuépa Tov unive mou
ovopEPETAL EKEL.
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dvrdccete o€ Yyoyeio (2°C-8°C). Mnv katonyvyeTe.

IIpwv and 10 Gvorypa kot eviog TG dtdpkelag (NG Tov, TO TPOiOV UTOPEL VO PLAAGGETOL EKTOC
yoyeiov og Bepuokpaciceg Emg o péyioto 25°C yia pio pepovouévn mepiodo €mg Kot 3 Unvav Kot
TPEMEL VoL amoppimteTol eGv oev €xel ypnotomoin el evtdg avtdv TV 3 Pnvov.

Awtnpeite 10 TOUO GTN GLOKELN TOTOV TEVAGS, YOl VO, TPOCTOTEVETOAL AT TO PG,

Na un ypnowonoteite 1o GONAL-f edv mapoatnpioete onolodnmote opatd onpeio oAioioong, eav 1o
OVOGLOTOUEVO JLAVUO TTEPLEYEL COUOTIOWN ) OEV Elvar dLovYEG.

ITapaxoaieiote va kaTaypdyete ot TPoyEGHEVT] cvuakevn TOTOV TTEva Tov GONAL-f v
nuepounvia TG TPOTG ¥PNoNS Tov. [ ToV 6KOTO aVTO, TAPEXETAL UKL CVTOKOAAN TN ETIKETA UE TIG

«Odnyieg yproney.

. MO avolytel, N GVLOKEVT TOTOV TEVOC TPEMEL Vo, PLAGGGETAL o€ Bepuokpacio peta&d 2°C kat
25°C yw 28 nuépeg 10 péyioTo.
. Na punv xpnoLOTOCETE OTOLOOMTOTE PAPUOKO TOV £XEL ATOUEIVEL GTI) TPOYEUGHUEVT] GUGKELT

TOTOL TTEVOG PET amd 28 MUEPES.
210 téA0G TG Bepameing, OTOIOOMTOTE [N XPTOLUOTONOEY S1BAVLC TPETEL VO, TOPPITTETAL.

Mnv metdite eApUAKa 6TO VEPD NG amoyEtevons. Potote tov gapprokomold Gog yio 1o Tis vo
TeTAEETE TOL PAPLOKE TOV gV ypnoiponoteite ma. Avtd To pétpa Ba fondncovv oty npoctacic Tov
mepPariovToc.

6. Mepreyopeva TS GLOKEVAGTOG KUl AOUTES TANPOPOPIES

T ngpréyer to GONAL-f

o H dpaotikn ovcia eivar Bulakiotpomivr GAa.

o Kébe mpoyepiopévn cuokent| TOTOL TEVOS e pLGTYY10 TOALOTA®VY docewv Tepiéyet 300 1U
(22 pkpoypappdpia) Burakiotporivig Grea o 0,48 ml dtaAdpoTOG.

. Ta GAha cvotatikd ivar moAo&apepés 188, caxyapdln, pedetovivn, vaTplo pocopikod

S160&1vo LovohdpIKo, SIVATPLO POCPOPIKO STOPIKD, U-KPEGOAT, KAOMG KOl pOGPOPIKO 05D
GUUTVKVAOUEVO KOt vaTpiov Vopoteidio (Yo mpocappoyr tov pH) kot véwp yia evéoiua.

Epoeavien tov GONAL-f kot wepieyopeva. g 6VGKEVAGING

o To GONAL-f diatifetor ¢ dtovyég dypopo eVEGILO SIEAV L0 GE TPOYEUIOUEVT] GUGKEDT] TOTTOV
TEVOG.
. To okevacua datiBeTor oe GVGKELOGIES OV TTEPLEXOVY 1 TPOYEUIGUEVT] GLOKELT TOTOL TTEVOG

Kal 8 BeAdveg piag xpnoemc.
Karoyoc Aderog Kukrhoopiag
Merck Europe B.V., Gustav Mahlerplein 102, 1082 MA Amsterdam, O Lavdia
Hapaockevaotiig
Merck Serono S.p.A., Via delle Magnolie 15, 70026 Modugno (Bari), Itaiio
To mapdév pviro 0dNYLOV Yprions avadepOnke yia televtaio popa otigc {MM/EEEE}.

Aemtopepeic TAnpopopieg yia 10 pappoko avtod givar dabféoyieg otov diktvakod tomo tov Evponaikon
Opyaviepov Ooppdxmv: http://www.ema.europa.eu.

192


http://www.ema.europa.eu/

Odnyieg ypnong
GONAL-f MPOTEMIZMENH XYXKEYH TYIIOY IIENAX 300 1U/0,48 ml

Evéoylo S1dAvpa og TpoyeUIGUEVT] GUOKELT TOTOL TTEVOG
®vlakiotpomivn dApa

IMivaxkag Tepreyopévav

ENUAVTIKEG TANPOQOPIEC OYETIKA LE TNV TPOYEUIOUEVT GLGKEVT TOTOL TEvag GONAL-f
[og va ypnoomomacete to Nuepordylo Bepameiog Tng TPOYEUIGUEVIG GUGKEDTG TOTTOV TEVAG
GONAL-f

E€owkeimbeite ue tnv mpoysuicuévn cvokeun tonov névag GONAL-f

Bipa 1 XZvykevipoote Tic mpopndeiég oag

Bipa 2 [Ipoetoacteite yio v éveon

Bipa 3 Ilpocaptiote T Perdva

Bijpa 4 Katoyopnote ) 0661 G0G

Bipa 5 Xopnynote 1 6001 6og

Bijpa 6 Apapéote ™ Beddva petd and kdbe Eveon

Bipa 7 Metd v éveon

Bnjpa 8 Anofnkedote v Tpoyeoévn cuokent| Tomov mévag GONAL-F

HpepoAdyto Bepameiog tng mpoyepiopévng cvokevng tomov tévag GONAL-f

INUAVTIKEG TANPOPOPIES GYETIKA e TNV TPOYEMIGUEVT] GVGKEVT TOTTOV tévas GONAL-f

o Awpaote 115 Odnyieg yprong kot 1o GHAAO 001 YLDV YPONS TPV Ao T YPNON TNG
TPOYEUGUEVNC oLOKEVN G TOTOV TEvag GONAL-f.

. AxolovBeite mhvta OAEC TIG 00MYieg oTIg TOpovoeg OdNYieg ¥pIoNG KoL TNV EKTOIOEVOT) TOV
mapExeTal omd Tov emayyeluotio vyeiog cog, Kabmg UTopEl va SoQEPOVY OTd TNV TPOTYOVUEVN
eumelpio cog. Avtég ol TAnpoopieg Ba emTpéyouy TNV TPOANYT cQUAuUéVNg Bepameiag 1
poéAvLVeNG amd TpOTNU BELOVAC 1] TPAVLOTICUOD OO CTAGUEVO YUOM.

. H mpoyepiopévn ovokevn tomov névag GONAL-f mpoopiletat Yo vwodopla Eveon HOVO.

. XPNOOTOIOTE TNV TPOYELGHEVT GVoKELT] TOTOL TTéEvag GONAL-f povo edv o emayyehpatiog
VYElOG 060G 0GG EKTAOELGEL Y10 TO TTMG VAL TN YPNCULOTOIEITE COGTA.

. O enoyyehpotiog vysiog cag 6o cog Tel TOGEG TPOYEMOUEVEG GVOKEVES TOTTOL TTEvag GONAL-f
xPELETTE Y10 VO, OMOKANpDGETE TN Bepameia Gog.

. Xopnyeite 6Tov £0VTO GOG TNV £vESN TNV 1010 dpa. KAOE pépa.

. Ot apBpoi oto HapdBupo avaminpo@opnong 606G avTITPOcOTEHOLVY TOV aplOUd TV

Aebvarv Movadwv (International Units), 1) IU, ko detyvouv tn d6on g Buraxkiotpomivig GAga.
O emayyelpatiog vyeiog cog Ba cag el tdoec U Bulakiotporivig dAea va yopnynoete Kdoe

pépa.
o O apBpoi wov gppavifovtar 6to MMapdadvpo avaminpo@opneng 866ng cic fondodv va
o. PvOuicete ) ovvtayoypagnuévn 66om cog
(Ewcova 1).
Ew. 1
B. EnaAnBevoete po oAokAnpopévn éveon (T —)
(Euwcova 2). Ew. 2

Y. AwBéoete TNV vTOAEOUEVT OGN OV

TpEmeL va yopnynOel pe po devTepN Fuc 3
ovokevn tonov névag (Ewova 3). '

. Apapéote T Perdvo amd Tr GUGKELT TOTOV TEVAG AUECHS PETH amd KAOe Eveon.
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Mnyv enavoypnoiponoteite Tic feLOve.

Mpn ypnoiponolgite and Kool T GLGKELT TOTTOL TEVOS 1)/Kat Tig fEAOVES e GALO GTOpO.

Mnyv ¥pnOHOTOMGETE TNV TPOYEUICUEVT] GLokeLN TOmoVL Tévag GONAL-f edv €xel méoet, M) €bv M
GUOKELT] TOTOL TTEVAG EVOL PAYIGUEVN 7| KATEGTPOALLEVT, KAODC 0VTO UTOPEL VO TPOKAAESEL
TPOVUATIGHO.

&g va. Y pNGLHOTOMGETE TO NUEPOLIYI0 OEPUTTELNS TS TPOYEMGUEVIIS GUGKEVNG TUTTOV TEVUG
GONAL-f

"Eva nueporoyio Bepaneiog mepriapupdvetar oty tehevtaio celido. Xpnolponoote To NUePOAdYLO

Oepameiog Yo vo KoTaypayeTe T YopnyoOLEVT] TOCOTNTA.

H yopriynon ec@aipévng TocoTNTOG TOL POPUAKOD Umopel vo exnpedoet T Bepaneia cog.

. Kataypayte Tov apifuod g nuépag Bepomeiog (otqin 1), tnv nuepounvia (6ThAn 2), v dpa
g éveong cog (oThAn 3) Kot Tov OYKOo TNG GLOKEVNG 6ag TOTOL TTEVAG (GTAAN 4).

o Kataypdayte ) cuvtayoypaenuévn d6on cog (otiin 5).

o EMéy&te 0T KoTOopeite T oot 600 TP TV éveon (oTHAn 6).

o Mertd v éveon, dwfdote Tov aplfud mov speavitetat oto Ilapadvpo aveminpoeopnong
06061G.

. Empepordote 611 AopPdvere o minpn éveon (6thAn 7) 1 kotoypdyte Tov aptOpd mov
gupavifeton oto Mapadupo avarinpoedpnong d6ong edv eivar dtopopeTikdg amd «Ox»
(o™An 8).

. Orav yperaletal, YopnynoTe GTOV EAVTO GOG EVECT YPTOLUOTOIDVTAG Lo SEHTEPT] GUCKELT

TOTOL TTEVAG, KOTAXMPMOVTOG TNV VIOAETOUEVT 0OGT TOV AVAYPAPETAL GTNV EVOTNTO
«ITocotnTo MOV MPEMEL Vo, pLOoTel yio. o, devtepn veony» (othAn 8).

. Kotaypdyte avtv v vroiemdpevn d6or oty evotnta «PvOpispévn mocodtnto Yo Evesn»
(ot)An 6) oTNV ETOUEVN YPOUUT.

H ypnon tov nueporoyiov Bepaneiag cag yio va kataypdeete Tv(g) nuepnowa(eg) éveon(elg) ocag cdg
emutpénel va emoin0gvete kA0 pPépa OTL AaUPAVETE TNV TAN PN CLVTAYOYPOENUEVT] dOOT).

IToapddetypa nueporoyiov Oepameiog:

1 2 3 4 5 6 7 8
Apibpdg Hpgpopn | Qpo Oykog | Zovrayoypag Tapdbupo avarknpogopyong déeng
TIHEpag Ve OVOKEVIIS TIHev Pobpopévy Tocsdmta mov tpémer va puBmoTel yia e devTepn
Oepanciog TOMOV TEVOG doon ToG6TITA Y1 . éveon
éveon
300 1U/0,48 mi|
|‘£ v <O [edv Oyt «O», omanteiton Sedtepn Eveon
#l 10/06 07:00 3001V 125 125 néveon eiva Evéote authiy TV 0600 ... JPIOIHOTOIOVTOG VEL
TAPNG 6UGKeVN THOL TEVag
|‘£ v <O [edv Oy «O», omanteiton Sedtepn Eveon
#2 11/06 07:00 3001V 125 125 néveon eivor Evéote authiy TV 0600 ... JPIOIHOTOIOVIOG VEL
NG GGk m&l 20O TEVOC
[ledv «0», I'E L. 0 o Seb P
' néveon eivan eav Oyt «O», anatteiton devrepn veon
#3 12/06/ 07:00 3001V 125 125 Tng Evéote autiy tv nocomza. 5.
JPOUIOTOLOVTOS VEE GUOKEV TOMOWES
|‘E, 6 <O [edv Oy «0»,; omatettar 0e0Tepn £veon
#3 12/06 07:00 3001U Aloyder 75 i éveon eivon Evéote quthiy Ty T060TT0. .. JPTOLOTOLOVTOG VEL
PG GUOKE!] TOTOV TEVOG
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Eéowkeim0site pe tnv tpoyspiopéivi cvokevi tomov névag GONAL-f

H Berova*:

Agpapoduevn Berdva

-

Ecotepwn aonida |d
E&wtepco Perdvag
Kamakt BeAdvag
‘Epporo

Koyhwtog | fypone

cOvdeopog Perdvag

H wpoyepiopévn cvokevi) TOTOL TéEVOG:

ju— ToykpatnTipag SeEapevict*
Koandxt cuokevng Tomov Tévag

*MoVo Y100 GKOTOVG OTTEKOVIONG.

Etwcéta oppdyiong
TEPPALATOG

Kovuai pvbuong
doong

TapaBvpo
avomAnpoeopnong 6oong**

**Or apBpoi oto MapaBuvpo averinpo@opnong 366G Kt 6Tov cuykpatnTipa dSeEAEVS avTITPos®TEHOVV TOV aplipd Twv Aebvov

Movéadwmv (1U) tov pappdiov.

Bipa 1 Xvykevipdote Tic mpop)0giés cog

1.1 Agnorte TV TPOYEUGUEVT GLOKEDT TOTTOV TEVAG VOl
Tapopeivel og Beppokpacio d®UTION Y10 TOLAGYIGTOV
30 Aemtd wpwv amod T YPNHoN, DOTE TO PAPUAKO VO,
etdoel og Beppokpacio dopatiov.

MmnV ¥p1GIUOTOGETE POVPVO UIKPOKVLUATOV 1 GALO

Bepuavtikd otoryeio yia va {eotdvete T cuokeLn TOTOV

TEVAG.

1.2 TIpostopdote £vav kabapod ydPO Kot pie eTimEdN
emedavela, Onmg Eva Tpaméll 1 £vag TdyKog epyaciag,
G€ L0 KOAQ QOTIGLLEVT TEPLOYN].

1.3 Ou ypelaoteite eniong (dev meprhapupdvovior 6t
GLOKEVOCIN):

o ToAOTIO [LE OVOTVEL LA KOl TEPIEKTY] OLYUNPDV
avtikelpévov (Ewova 4).

1.4 TTAbvete T xEplo oag pe oamohVvl Kot vepod Kot
oteyvwote to kaAd (Ewdva 5).

1.5 Xpnoiomoiote 10 XEPL GOG Yo VO OPOLPECETE TNV
TpoyeUIopévn cvokeLvn Tomov mévag GONAL-f amd ™
GLOKELAGIOL.

Mnv ¥pNGLOTOMGETE OTOLOONTTOTE EPYAAELQ, 1 ¥PNION

gpyoieiov pmopet vo mpokaAésetl {nud 6t cLoKELT] TOTOV

TEVAG.

1.6 EAéy&te O6T1 1O OVOO OTNV TPOYELUGHEVT] GUOKELN
tomov mévag Aéet GONAL-T.

1.7 EAéy&te v nuepounvia MENG 6TV ETGAIOVGT TNG
ovokevng Tomov wévog (Ewova 6).

MnV p1GLUOTOGETE TNV TPOYEUIGUEVT] GUGKELT] TOTTOV

névag GONAL-f edv n nuepounvio AMéng €xet mapéiber 1

€AV 1 TPOYEUGUEVT] GVGKELT] TOTOL TTEVOG OEV AVOLYPAPEL

GONAL-f.
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Bipa 2 Ilpogtowpacteite yio v éveon

2.1 Apoipéote T0 KOTAKL TNG
GUGKEVTG TOTOV TEVOLG

(Ewva 7). e
2.2 EAéyEre 611 O Qdippoko gival
dtavyég, Aypopo kot dgv
TEPLEYEL COUATIOW. Fi. 7 Ew. 8
Mnv ¥pNGLOTOMGETE TNV
TPOYEUIOUEVT] GUGKELT] TUTTOL
évag eqv to pappoKo gival
ATOYPOUOTICUEVO 1| BOAD, KaBmG
oVTO LITOPEL VO, TPOKAUAEGEL
uoivvon).
2.3 E\éy&re 611 10 [TapdBupo
OVOTTANPOQAPTOTG BTG Elval
pvOcpévo oto «0»
(Euwcova 8).

Em\éEte 10 onpeio g éveonc:
2.4 O enayyshpotiog vysiog oag o mpénet vo cag dogi&el ta
onpeia £veong mov TPEMEL va, XPNGULOTOGETE YOP® Ol TNV
mepLoyN g Kowkdg oag (Ewova 9). ' va ehaylotonomoete
Tov gpediond Tov déppatoc, emEETE Eva OLOPOPETIKO oNueio  Ew. 9
éveong Kabe pépa.
2.5 KoaBapiote to 6épua oto onpeio g Eveong okovmilovtag pe
£va TOADTILO LLE OVOTTVEV AL
Mnyv ayyilete 1| koAvmTeTe T0 KOOOPIGUEVO dEPLLAL.

Bipa 3 Ilpocaptiiote ™ Perdva

Inpovtikd: [avta vo PePardveote Ot ypnoyLomoleite

pa véa Berdva yuo kaOe Eveon. H emavaypnoipomroinon

Belovav umopel va Tpokarécel LOALVGT.

3.1 Iéaprte i véa Pelova. Xpnoonoteite povo Tig
BeAdvec «uiag ypriong» mov TapEYovTal.

3.2 EXéy&Ete 011 10 e€@TEPIKO KOTAKL TNG fEAOVAG dev
€lvoll KOTEGTPOULEVO.

3.3 Kparnote 10 e£mtepkd Kamdxt g Pehdvog Eu. 10
otabepd.

3.4 EXéyEte 0111 0moKOAAOVUEVT] COPAYIGT) GTO
eEmtepkd Kamdxt g Perdvag dev Exel
KOTAOTPOPEL 1 YolopdoeL’, Kot OTL 1| NUEPOUNVia
MEng dev éxel mapérdet (Ewcova 10).

3.5 AmopaxpOvete T GPPAYIoT TEPIPANUATOS Eue 11
(Ewova 11).

Mnyv ypnoiponomoete T PeAdva v eivor

KOTESTPOUUEVT], ANYUEVN, 1| €4V TO eEmTEPIKO Kamdit

BeAdvag 1 n oepdyion TepPARATOG Elval

KATESTPAUUEVT 1} amokoAAnuévn. H yprion Anyuévov

Belovav 1 Pehovdv pE KATESTPAUUEVT CPPAYION

TEPIPANLATOC 1] KOTEGTPALUEVO EEMTEPIKO KATAKL

BeAdvag pmopet va odnynoet og poivvon. letdéte v

o€ £€vo, S0YEL0 ATOPPIYNG ALYUNPDV AVTIKEWEVOV KO

mhpte Lo véa Peldva.
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3.6 Bidmote 1o e€mtepikd kamdkt Pehdvag endved 6To
KOYAM®TO AKPO TNG TPOYEUIGUEVIG GVOKEVTG TUTTOV
névag GONAL-f péypt va arcBovleite ehagppid
avtiotaon (Ewova 12).

Mnyv npocaptdre tn PeAdva ToAd cELTd: 1 PeAova

umopel va givar dvokoro vo apalpedel petd v éveon.

3.7 Apaipéote 10 e£®TEPIKO KOTAKL TNG PEXOVAG
tpafavrog o amard (Ewova 13).

3.8 ®éote To Kot PEPOG Y10 VO, TO YPTCUYLOTOCETE
apyotepo (Ewcova 14).

Mnv anoppintete T0 £®MTEPIKO KATAKL TNG PEAOVOC,

KaBmG B0 ATOTPEWYEL TOV TPOVUATIGUO OO TPOTN L

Beddvag Kot T poAvvor Katd Ty ondeTacT TG

BeAdvag amd TNV TPOYEUGUEVT CLGKELT TOTTOV TTEVOC.

3.9 Kpoatfote TV TpoyEUIGUEVT] GLGKEDT] TOTTOV TEVOG
GONAL-f pe ™ PBehdva va deiyvel Tpog o, ETGvm
(Ewoéva 15).

3.10 Agoipéote TPOGEKTIKA Kot TETAETE TO TPAGIVO

gomTepikd mpootatevtikd (Ewdva 16).

Mnyv kodontete Eovd tn feddva pe 1o Tpdoivo

€0MTEPIKO TPOGTATELTIKO TNG PerOVag, KabdS avtd

UTOPEL VOL 00N YNGEL GE TPAVLATIOUO OTd TPOTN O

Berovag kot poivvon.

3.11 E&etdote mpooektikd 10 dicpo g PeAdvog yio

HIKpooKoTiKO(d) otayovidio(a) vypov.

Eav Tote

Xpnoomoteite o EAéyéte yuo otaryovidlo

V&L GLOKELT] TOTTOV VYPOV GTO AKPO TNG

TEVOG Berdvag (Ewova 17).

* Edv mopatnproete Eva
UIKPOGKOTIKO
GTOYOVidl0 VYPOU,
ocuvveyiote oto Bijpa 4
Kataympiote ) 6601
coG.

* Edv dev mapatnpnroete
£V0, LUKPOGKOTIKO
oTayovidolo oto dKpo M
KOVTA GTO GKPO TNG
BeAovag, mpémet va
ekTeEAéoETE TO PriLaTa
oTNV EMOpEVN GELiIdQ
Y10, VO. OLPOULPECETE TOV
0€pal 0md TO CLGTN O,

Eravaypnowonoinon | AEN amatteiton Eleyyog yio

GLOKELNG TOTTOV GT0yoVidlo vypov.

TEVOLG Yvveyiote angvbeiog oto
Bipa 4 Kataympiote
0661 60G.

197

Ew. 15

Ew. 17




Edv dev mapatnpnioete éva pikpookomiko(d) otayovidio(a) vypov 6To GKpo 1 KOVTE 6To GKPO NG
BeAddvag TV TPdTN POPA TOL (P CLLOTOLEITE L VEX GLOKELT TOTTOV TEVAG:

Ew. 18

1. INvpiote elappd to Kovumi pOOUIoN G O0NG TPOG T EUTPOG UEXPL VO AvaypaPETAL «25» GTO
Mapadvpo avarinpo@opnens d6ong (Ewdva, 18).
e Mmopeite va yoplote T0 KOUUTL HOGNC TPOG Ta. TIG® £V TO YVPIGETE TEPA OO TO «25%.

Ew. 19 Ew. 20 Ewc. 21

Kpatiote ) cvokevn Tomov mévag pe T Peddva va delyvel Tpog T Emdve.
Xtomnote gEhappd to cvykpatntipa g deouevig (Ewkova 19).

[Tiéote T0 KovpTt POBLUIONC dOONC 660 TaEL. 'Eva pikpookonikd otayovidio vypov Ha
speaviotel oty dxpn g Perdvag (Ewcova 20).

5. EMéyEte 611 010 Hapadvpo avaminpo@opneng d6ong ovaypapetor «0» (Eucova 21).
6 Yvveyiote oto Bijpa 4 Kotoympiote ) 6601 cag.

~own

Edv dev gpoaviotel éva LlUKpoGKOTIKO GTAYOVIO0 VYPOV, ETIKOIVOVNOTE LE TOV EMOyyEALOTIO VYElag
oG,
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Bipo 4 Katoyopiote T 6661 60g

Ynpeioon: H cvokeun tomov mévag mepiéyetl 300 IU Bulakiotpomrivng drea. H péyiom phOpuon
epamag 06ong g ovokevng tomov wévag 300 1U eivon 300 TU. H pikpdtepn pHOuon
epdmag doong etvar 12,5 TU ko 1 d6on pmopet va avénbei oe mpocavénocelg tov 12,5 1U.

4.1 Tvpiote 10 Kovumi pHOUIONG dOONG LEXPL M| TTPOOPILOUEVT OOGT GUG VO ELPUVIOTEL GTO
Mapabvpo avardinpopopnong d6oNG.
e Jlopadetypo: Eav n mpoopilopuevn d6on cog eivar «150» U, emPePordote 011 T0 [apdbupo
avomAnpoeopnong doonc eppavilel «150» (Ewdva 22). H yoprynon ec@oiuévng mocotntog
TOL QopUaKOL pmopel va, ennpedoet T Bepaneia cog.

Euwc. 22 Ew. 23
o T'vpiote t0 KOLUA PHOLIONG dOONG TTPOS TAL e Mmnopeite va yupicete 10 kovumi pOOpIoNG
gumpog yo avénon (Ewova 22). d60NG TPOGS TO. TG £GV TO YupiceTe TEPQL

and v mpoopiiduevn doomn (Ewdva 23).

4.2. EAéyé&te 6t to HapdBopo avarinpo@iépnong 66ong sppavilel tv whqpn
GUVTAYOYPAPNUEVY 600G COG TTPLY TPOYWPNCETE GTO EXOUEVO PriaL.

Bipa 5 Xopnynote ™ 6601 cog

Inpavtiké: Xopnynote m 600m 6mwg cog

EKTTOUOEVGE 0 EMAyYEAUATIOG VYEING GOC.

5.1 QBnote apyd tn Perdva péca oTo dEPUA
tekeiong (Ewova 24).

Ew. 24
5.2 TomoBetroTE TOV QWVTiYEPA GO OTN LEST
TOV KOVUTOVL pYOong doonc. Méste
apyd 1o Kovumi 600NG TPOS TA. KATM
REYPL TO TEPUA KOL KPOTNGTE TO Y10l VL
0ALOKANpDOOETE TNV TANPN £vEOT
(Ewova 25).
Ew. 25
Inpeioon: Oco peyodvtepn eivar 1 060
TOGO TEPLOTOTEPO YPOVO YpedleTar yio vol
xopnynoet.

5.3 Kpamote 10 kovumi 001G TEGUEVO Yio!
TOVAGYIGTOV 5 deVTEPOLETTA TPV
OTOULOKPVOVETE T1] PEAOVA aTO TO SEPLLO GOG
(Ewcova 26).

e O apBuog d60m¢ mov gpeaviletal 6To
Hapadupo avaminpoeopnong d66ng
Oa emavérDBel oto «O».

e  Metd amd TovAayIGTOV
5 devtepdrenta, amocpete T PEAdva
070 TO 0PN EVE KPATATE TO KOVUTL
pUOnIoN G 000G TIEGUEVO

Ew. 26
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(Ewéva 27).

e Otav 1 ferdva Pyet and 10 déppa,
ameAeVBEPOOTE TO KOVUTL pLOUIONC
doong.

Mnyv anedevBepdoETE TO KOVUTL HOGNC HEYPL
Vo ook pOveTE TN PeEAOVa amd To dEpLaL.

Bijpa 6 Agarpécte ™ Perdva petd omd kG Eveon

Ew. 27

6.1 TomoBetnote T0 E£OTEPIKO KATAKL TG
Belovag oe pio eminedn eTPAVELA.

6.2 Kpatnote TNV TpoyEUIGUEVT] GLOKELN
tomov mévag GONAL-f otabepd pe 1o
éva xépt, kol ocvpete T PeAdva péca 6To
e€mTepkd Kokl e PeAdvog
(Ewdva 28).

6.3 Xvveyiote vo wbeite v KoAvppévn
Beldva emavm oe pio oTadepn ETQAVELD
UEYPL VO, 0KOVGETE £VOL YOPOKTNPLOTIKO
Nyo («click») (Eucova 29).

6.4 Kpatnote otabepd 10 eEOTEPIKO KATAKL
g Pelovag kot EePromote ™ Perova
TEPIOTPEPOVTAG TNV TPOG TNV avTifetn
katevbuvon (Ewova 30).

6.5 Amoppiyte ) ypnoomoinuévn ferdva
LE ACPAAELD GE EVOV TEPIEKTT] OLYUNPDV
avtikelévov (Ewova 31). Xepioteite
BeAdva pe TPOGOYN Y10 VO AITOPVYETE TOV
TPOVUOTIGUO amd T PeAdva.

Mnyv enavoypnotpomoleite N yprouonoteite

oo KOWoL Lol ¥PNGILoTomuévn Pehdva.

Bijpa 7 Metd tnv éveon

Ew. 28

Ew. 29

Ew. 30

Ew. 31

7.1 EAéyEte 011 €xete yopmynoet pio TApN
doon;:

o EAéy&te edv to [apdbopo
aVOTANPOEApTONG 800G delyvel «0»
(Ewova 32).

Edv to [apabupo avorinpopodpnong 066ng
delyvel «0», £xeTe OAOKANPMGEL T 000N GO,
Edv 1o [apdaBupo avarinpoedpnong d6ong
delyvel évav aplOpd vyniétepo amo «0», 1
TPOYEUIGHEVT GLoKeLT TOTOL TTEvag GONAL-f
glval kevi). Agv €yete AaPetl tnv TANPN
GLUVTOYOYPOUPNLLEVT SOCT GOG KOt TPETEL VAL
EKTELEGETE TO Pripa 7.2 TOPOKATO.
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7.2 Ohoxcdnpaote pa Al éveon (Lovo otov

yperaleTon):
e To ITapdBupo avaminpo@opnong
060G O deiyvel TNV VTOAETOUEVN Eic. 33

TOGOTNTO TOL YPEIGLETOL VO YOPNYNOETE
YPNOLUOTOIDVTAG L0 VEN GUCKEDT
TOTOL TTEVOG. LTO TOPASELY O, TTOV
(QOIVETOL OTIV EIKOVA, 1] VTOAETOUEVN
nocdtta givor «50» TU (Ewova 33).
IMa va ohokAnpdoete ) 3001 e devTEPN
GLOKEVT TOTTOV TEVAS, EXOVOLAPETE TA
Prparta 1 émg 8.

Brjna 8 AmoOnkevote TV TpoyEPIopEv 6v6KeL) TOmov Tévag GONAL-f

8.1 TomobetnoTE TO KOMAKL TG CLGKELNC TOTOL
TEVAG TAAL TAVE GTNV TEVA Y10, VO,
amopvyete T porvvon (Ewdva 34).
8.2 DvAGccETE TN GLOKELT TOTOV TEVAG LE
TOTOOETNUEVO TO KOTAKL GE AGPUAES LEPOG
Kot OG VTOJEKVOETAL 6TO0 DVALO OIMNYIDV £y 34
xpfiong.
8.3 Otav 1 ovokevn TOUTOL TEVAG Elval KEVT,
POTNOTE TOV EMAyYEAATIO VYEIOG GOG MG
VoL TNV OTOppIYETE.

Mnv amofnkeVeTE T GVOKELT TOTTOL TEVOG UE TN PEAOVE OKOLO TPOGOPTNIEVT, KAODS 0 TO
UTOPEL VO TPOKOAEGEL LOALVET).

Mnyv gnavoypnoylomoleite TV TPoyeUIcUEVT cuokevn TOTOL Tévag GONAL-f edv éyel méoet, 1 edv
1 GLGKELY] TOTTOL TTEVOG EIVOL PAYIGUEVN 1] KATEGTPAUUEVT, KOODS avTO UTOPEL VO TPOKAAEGEL
TPOVUATIGHO.

Emwowmviote pe tov emayyehpatio vyeiog oog edv EXETE EPOTNOELS.
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Hpeporoyro Oepanciog Tne mpoyepiopéving cuokevig Tomov wévag GONAL-f

1 2 3 4 5 6 7 8
Apibpog Hpepopnvie Qpa OYK"G' Zovroyoypoo Mepddupo avomhnpoedpnong doong
¢ GUGKEVIG é
P UL 3 7. , . ;
Osl:)l:z 1': sigag Témov mévag 1‘30‘:: PuOpuiopévy Mocotnra mov mpéner va pubmotei Yo o
TOGOTNTA Y10l o devtepn éveon
veon
ey «0», [ ey o1 «Ov, omanteiton Sevepn éveon
/ 301U néveon ivat EVEoTe qu TV TV TOGOTTA ... APNOTHOTOLOVTAG VE
TANPNG GUOKEVT) TOOV TIEVEG
ey «0», [ ey oy «Om, amonzeizan Sevtepn éveon
/ 301U néveon ivat EvEaTe qu Ty TV TOGOTTA ..o APNOTHOTOIOVTAG VEC:
TANPNG GUOKEVT) TOTOV TEVEG
/ 001U ey «0», [ ey 1 «Ov, omanteiton Sevepn éveon
néveon ivat EvEoTe quTv TV TOGOTTA ..o APNOTHOTOLOVTAG VE
TANPNG GUOKEVT TOTOV TEVEG
ey «0», [ ey o1 «Ov, omanteiton Sevepn éveon
/ 301U néveon ivat EVEGTE QUTIV TNV TOGOTITA ......... (POUIOTOLOVTCG VEDL
TANPNG GUOKEVT TOTOV TIEVEG
ey «0», [ ey o1 «Ov, omanteiton Sevepn éveon
/ 301U néveon ivat EvéoTe auTiiy TV T0GOTTAL ... JPTOIHOTOIOVTIG VEML
TANPNG GUOKEVT) TOMOV TEVEG
ey «0», [ ey o1 «Ov, omanteiton Sevepn éveon
/ 301U néveon ivat EvEoTe quTv TV TOGOTTA ..o APNOTHOTOLGVTAG VE
TANPNG GUOKEVT) TOTOV TIEVEG
ey «0», [ ey 1 «Ov, omanteiton Sevepn éveon
/ 301U néveon ivat EvéoTe quTv TV TOGOTTA ..o APNOTHOTOLOVTAG VEC
TANPNG GUOKEVT) TOTOV TIEVEG
ey «0», [ ey 1 «Ov, omanteiton Sevepn éveon
/ 301U néveon ivat EvEoTe quTv TV TOGOTTA ..o APNOTHOTOLOVTAG VE
TANPNG GUOKEVT) TOTOV TIEVEG
ey «0», [ ey oy «Om, amonzeizan Sevtepn éveon
/ 301U néveon ivat EVEGTE QUTIV TNV TOGOTITA ......... (POUIOTOLOVTEG VEDL
TANPNG GUOKEVT) TOTOV TEVEG
ey «0», [ ey o1 «Ov, omanteiton Sevepn éveon
/ 301U néveon ivat EVEGTe qu TV TV TOGOTTA ... APNOTHOTOLOVTAG VEC
TANPNG GUOKEVT) TOTOV TIEVEG
ey «0», [ ey 1 «Ov, omanteiton Sevepn éveon
/ 301U néveon ivat EVEoTe quTv TV TOGOTTA ... APNOTHOTOLOVTAG VE
TANPNG GUOKEVT) TOTOV TIEVEG
ey «0», [ ey o1 «Ov, omanteiton Sevepn éveon
/ 301U néveon ivat EVEoTe qu TV TV TOGOTTA ... APNOTHOTOLOVTAG VE
TANPNG GUOKEVT) TOOV TIEVEG

Avtd 10 PLALASI0 OdNyLdV YpHong avabewpndnke yio tedevtaio opd otic: {MM/EEEE}.
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®vAro ooV rpiong: IIAnpogopiss yro Tov yp1otn

GONAL-f 450 1U/0,72 ml gvéoipo d1dlopo 6€ TPOYEMIGUEVI] GUGKEVT] TOTTOV TEVOG
Bvlakiotpomivn dhoa

AP AOTE TPOGEKTIKA OAOKANPO TO QVAAO 0ONYLOV PN CIS TPLY UPYIGETE VO YPNGLUOTOLEITE AVTO
TO POPRAKO, OLOTL TEPLAUPPAVEL CNUAVTIKEG TANPOPOPIES YIX GO,

o DoraEte avtd TO PUARO 0dNYIDY YpNong. Towg ypelaotel va to duPfdcete Eavda.
. Edv éxete mepontépo amopieg, p@TNGTE TOV Y1OTPO 1] TOV PAPHOKOTOLO GOGC.
. H ocvvtayn yio avtd 10 gappoko xopnynonke amokAeloTikd yio oag. Agv Tpémel vo SDGETE TO

PapLoKo o€ GALOVG. MTopel va Tovg TPOKOAESEL PAAPT], OKOLO KOt OTOV TO GUUTTMLOTO, TNG
acBéveldg Toug etvar 1010 pe Ta Sk oag.

. Edv mapatnpnoete kdmolo avemBOunT evEpYELn, EVILEPDOTE TOV YIUTPO N TOV POPUAKOTOLD
c0G. AvTd 1oyvel kot yo kKaBe mhovi avemBOUNTN EVEPYELN TOV OEV OVOAPEPETOL GTO TAPOV
@OAAO 0ONY1DV ypriong. BAére mapdypago 4.

T ePLéyeL To TAPOV PUAAO 0ONYLOV:

Tt etvar to GONAL-f ko ot givat 1 gpriomn tov

T1 npémet va. yvopilete Tpv ypnoponotioete 1o GONAL-f
Mo va ypnoipomomoete 1o GONAL-f

[MBavéc avemBounTes evépyeteg

IMig va pvidooete o GONAL-f

[Mepieydpeva g cvokevOciog Kot AoTéG TANpoPopieg
Odnyieg xpriong

o~ whE

1. Tu givor to GONAL-f kan owa gival n ypiien Tov
T givan o GONAL-f

To GONAL-f mepiéyet éva pappaxo mov ovopdletar «Buiakiotporivny dipo». H Buiaxiotporivn
dhoa glvar éva gidog «woBuiaxtotpdnov oppovney» (FSH) mov avikel otnv okoy£velo opLOVOY TOV
UTOKOAOVVTAL «YOVOOOTPOTiveES). O1 YovadoTpomiveg EUTAEKOVTUL GTIV AVOTOPOYMYN KoL TN
YOVILOTNTAL.

Iow givar n xp1jon Tov GONAL-f

Y1ig evijMkeg yovaikeg, 1o GONAL-f yopnyeitat:

. v va Bondnoet va eAevBepmbet Eva wokvTTapo amd v wobrkn (woppnéia) ce yuvaikes mov
dev Kdvovv woppnia Kot Tov dev £Yovv ovTamokplOel o€ aymyn e Eva QAPLLOKO TOV
ovopACETOL KKITPIKT) KAOULQOIVIY.

o € GLVOLUGUO UE €V GALO apuako Tov ovopdaletar «lutropin alfay («@ypvotpomog opudvn»
1 LH) y1a va Bondnoet va elevbepabel éva woxdtTopo amd v modnkn (woppnéia) oe
YOVOIKEG TV OTO1MV TO GO TOPAYEL TOAD Atyeg yovadotponives (FSH kot LH).

. v va Bondnocet va avartuyfovv moAlomid mobvlikia (Tepiéyovtag £va wokHTTopo To Kabéva)
G€ YUVOIKEG TTOVL VYioTOVTOL TEXVIKEG LTOfonbodEVNG avamapaywyng (Sl0dKaGies TOV
pumopobv va o€ fondncovy vo peivelg £YKvog) 0nmg «EEMOMLOTIKY YOVILOTOINoT,
«EVOOCUATILYYIKY| LETOPOPA YOUETMV» 1] «EVOOCHATLYYIKY] LETOPOPA COYOTMVY.

Y10ovg gvijMKkovg avopeg, 1o GONAL-f yopnysitat:

o € GLVOLAGUO HE Eva GANO QAPLOKO TTOV OVOUALETOL «avOp®OTIVI YOPLOKT YOVASOTPOTIVI
(hCG) y10 va PonBnoet v mapay@yn GIEPUATOS GTOVS AVOPES, TOL dev givorl YOVILOL ETEN
€YoV LEPIKEG OPUOVEG OE YOUNAAL EMITEDQ.
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2. T npéner vo, yvopilete Tpwy ypnopororicete 10 GONAL-f

pwv and v évapén g aywyng, Oa Tpénet va ektiunel n yovipodtnto tov {guyoptod amd yotpo
éumelpo ot Bepameio dTOPAYDV YOVILOTNTOGS.

Mnyv ypnoponomjocte To GONAL-f

o o€ MEPIMTOON aAlepying oTNV WOHLAAKIOTPOTO OPUOV T} GE OTO10ONTTOTE GALO O TOl
GLGTOTIKA 0VTOD TOV PAPUAKOL (AVUPEPOVTOL GTHV TaPEypopo 6).

. G€ TEPIMTOON TOV £YETE OYKO GTOV LWOBAAALLO 1 6TV LTOPLGT (Kot Ta SVO ival PHEPOC TOV
£YKEPAAOV).

. €dv glote yovaika:

—  uE SlOYK®UEVEG WOONKEC 1 GAKKOLE WE VYPO OTO EC6MTEPIKO TOV MOINKDV (KOOTES T®V
®oONK®V) GyveooTng aiTioAoyiog.

— L€ YUVOIKOAOYIKY OLoppayio dyveoTng aitioAoyiog.

—  ue Kopkivo oTig wobnKeg, pTpa 1 HooTovG.

—  HE W0 KOTAOOTOON 7oV KoOeTd advvartn v KONoT, OT®MG OVETAPKELD TOV ®OONK®OV
(TpddIn gPUNVOTOVGT) 1) SVCTAAGIN TV YEVVITIK®Y OpyIvmV

o €dv glote dvopag:
—  pe PAGPn tov opyemv mov dev BepamedeTa.

Mn ypnoiponomoete 10 GONAL-f gdv kdmotlo amod ta mopondve cvpfaivel o€ ecdc. Edv éxete
apeiBoliec, angvBuvleite oTov yroTpd GG TPV YPTGLOTOGETE AVTO TO PAPLOKO.

IIpocidomomcelg Kot TpoPLAGEeLg

AmevBuvbeite oTov YiaTpd, TOV QUPLAKOTOLO 1] TOV VOGOKOLO GUG TPLY YPTCLOTOCETE TO
GONAL-f.

Iopoupia
Evnuepmaote tov yrotpd cag mpiv apyioete ) Bepomeia, edv €6€ilg 1 omolodnmote uEAOG TNG
01KOY£EVELAG G0G TAoyEL amd Topeupia (Ho advvapio SIECTUCTG TOV TOPPUPIVAV, 1) OTTolo UTOPEL Vo,

KAnpovopeitat omd Toug YOVElG 0T TALdLdL).

Evnpepmaote tov yiatpd 6oc apécwmg eQv:

J 70 O0éppa cog yiveror evmabég Kol Tapovolalel vkold QAVKTAIVES (POVGKAAES), KLpl®S TO
déppa Tov extifetal cvyvoTEp GTOV A0, 1)/KOL
. gpeavicete TOVO GTO GTOUNYL 1] oTA dKPal.

Ye TePINTOOT EUPAVIOTG TOV TOPATAV®, O YITPOS 060G TOUVOV VoL GO.G GUGTNHGEL TN S10KOTT TNG
Oepaneioc.

2Hvopopo vrepdEyepons tav monkav (OHSS)

Edv eocig giote yovaika, avtd to pdppoko avéavet tov kivouvo avantuéng OHSS. Avto copfaivel
otav ta. ®oBvAdkia avarticcovtal VITEPPOALKE Ko YivovTon peydiec kbotelc. Edv eupavicete ndvo
GTNV KATOTEPN KOIAMOKN YDpa, Ypiyopn avénon Bapovg, voutia 1§ EUETO, | SUGKOAIN GTIV AVATVOT],
EVILEPMOTE TOV Y1ALTPO GAG AUECSHGS, 0 000G THAVOV VA GOG GVGTHGEL TN SKOTN TNG YPNONG CLTOV
oV Qopudkov (PAére Tapdhypopo 4).

X mepinton wov dev Kavete woppnéio kot epdcov tnpnoel  cLVIGTOWUEVT OGN KOl TO TPOTOKOALO
xopnynong, n eppdvion OHSS givar Myotepo mbovr. H aywyr pe GONAL-f ondvio mpokokel
coPapd OHSS extdg edv yopnyndei 10 oKedACHA TOL TEPIEXEL AVOPDTIVN YOPLOKT YOVOSOTPOTTIVN,
hCG, mov ypnoonoteitol yio v TeEMKN opipaven tov mobviakiov. Edv avarto&ete OHSS, o
Ywtpog cag pmopet va unv oag xopnynoet hCG og avtdv Tov KOKAO aymyng Kot pmopet va, cag (ntnoel
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Vo OmOQVYETE TN 6eE0VOAIKY] ETOPN 1) VO YPNCILOTOMGETE U0l AVTICVAANTTIKY EB0dO Ppoarylov yio
TOVAAYLOTOV TEGCEPIC NUEPEC.

TToAvdvun Kunon

Me 1 ypfion Tov GONAL-f, vapyel peyodldtepog Kivouvog va PetveTe £YKVOG LE TEPIGGOTEPQ UTTO
éva Bpéen TauTodYpOoVe («TOAVSLUT KOG, KUPImG didvpa), 68 GOYKPLoT LE TN PLGIKT GVAANYT. H
TOADSVUT KONOT UTOPEL VO TPOKOAEGEL ETTAOKES Y10, GOG KOl TO. LOPQ 6og. MTOopeite va HEIDCETE
ToV Kivouvo TNng ToADOLUNG KON GNG XPNOYOTOIMVTOS TN 6ot 0061 GONAL-f 6T1¢ KatdAANAEC
oTiypég. Otav vrofaiiecte o€ Te)VIKEG LTOPONOOVUEVTG OVOTAPAY®OYNS, O KIVOLVOC TOADSVUNG
KONoNG oxetTileTon pe TV NAIKi0 600G, TV TOLOTNTA Kot TOV aplfid YOVILOTOUUEVOV MOKVTTAP®V 1
eUPpLOV TOV gRPLTEHOVTUL LECH GG,

Amofoin

Orav vroPdAileote o Te)VIKEG LOPonbovEVC avamapay®YNG ] ®OONKIKAG d1EyEPONS Yol VO
TOPAYETE ®OKVTTAPO, TO TOGOGTO AMOPOANG EIVOL VYNAATEPO TOL PVGIOAOYIKOD.

IIpoBAinuata pe tnv mnén tov aipotod (Opouposuforikd ererodoin)

Edv moté éxete eppavioel 1| epeavicate mpdcepota OpoUPoug aipatog 6To TOd 1] GTOV TVELLOV, 1)
KapdloKn TPOSPOAN N AyYELOKO EYKEPUAMKO €MEIGOO10, 1 €AV ALTE EYoVV GLUPEL GTNV OIKOYEVELD GO,
umopel va vdpéel peyaAdtePOg Kivouvog ot vor GUUPBOVY 1 VA, YEPOTEPEYOVV LIE TNV Cy®YN UE
GONAL-f.

Avdpec ue vaepfoikn FSH oto aipo tovg

Edv eoeig eiote dvopoac, To va &xete vaepPorkn FSH oto aipa cog pmopei va givan €vdeidn AN
twv 0pyewv. To GONAL-f cuvnfwg dev Aettovpyel edv £xete avTO TO TPOPANLLOL.

Edv o yatpdg oag amopacioet va dokipdoet v aywyn pe GONAL-L, yio va tpocdiopiotei 1
avTamokplon ot Bepamneia, pmopel va cag {ntnoet deiypo omépUaToc Yo avdivon 4 £o¢ 6 uveg petd
v évapén g Bepamneioc.

Mowora ko £gnpor

To GONAL-f dev mpoopiletot yia yprion oe Tadid Kot pnPouvs kdto Tov 18 eTmv.

Alha gappoxe kor GONAL-f

Evnuepaote tov yuotpd cog edv maipvete, Exete Tpdopata TAPEL 1 UTOPEL VO TAPETE AAAL PAPLLOKOL.

o Edv ypnowomomoete GONAL-f pe GAia oxevdopoto mov fonbodv v woppnéia (0nmwg hCG
N KITptkn KAopipaivn), avtd umopel va 0véNGeL TV avTamoKpion Tov wobviakioy cog.

. Edv ypnowonomoete GONAL-f tavtdypova pe Evay aymvioT 1| avIOy®VIGTH TNG «EKAVTIKNG
opuoVNG TV yovadotpomvdvy (GnRH) (awtd to, okevdopata HEOVOVY T0, EXITED TV
6€E0VOAIKMV OPUOVAOV KOl GTAUATOVV TV @oppnéia 60g) Umopel vo YpENCTEITE o VYNAOTEPT
d6om tov GONAL-f y1a va mapdyete moBvAdkio.

Kinon ka1 Oniaopdg

Mnv ypnoponomoete 1o GONAL-f edv giote £ykvog 1 OnAdlete.

001yNon Ko YEPIGROS POV RATOV

Agv avopévetat 0vTd TO PAPUOKO VO ETNPEACEL TNV TKOVOTNTO 001YNONG KOL XEPIGUOD UNYOUVILAT®V.
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To GONAL-f ntepréyer vatpro

To eappakenTikd ovtd TPoidv mepiéyel Myotepo and 1 mmol vatpiov (23 mg) avd 66om, givar avtd
mov ovopalovpe «ehevBepo vatpiovy.

3. Iag va ypnoporomjcete o GONAL-f

ITavtote va ypNOLOTOLEITE TO PAPLOKO OVTO ALGTNPH COLPOVO LE TIC 00NYiES TOV YiaTpov cag. Eqv
&xete apPPOAiES, pOTHGTE TOV YIATPO 1) TOV POPLOKOTOLO GOGC.

Xpion avtod Tov PuppdKov

. To GONAL-f poopiletar yio yoprynon pe €veon axpifag kdtm amd to 0épua (vmoddpla). H
TPOYELGHEVT] CLOKELT TOTOL TTEVAG UTOPEl vaL xpno1pomom Bel Yo TOAAATAES EVEGELS.

. H npd éveon tov GONAL-f Ba npénet vo mparypatonoteitor vd v enifreyn tov yiatpol
GOG.

. O yTpdG N 1 voonAenTpld cog 0o cag deiEel TG va YPTNCLOTOUCETE TNV TPOYELUGLEVN
ovokevn tomov mévag tov GONAL-f yuo va kdvete v éveon tov @apudKov.

. Ed&v yopnynoete to GONAL-f 610V €001 G0C, TOPUKAAEITTE VO, O1PAGETE TPOCEKTIKE KOl VL

aKOAOVONGTE TIC 001 YiEC 6TO TELOG AVTOL TOL PVAAOV 0dNYIDV, pE TiTAo «Odnyieg xpnong».
Ilowe T066TNTA VO YPNGIUOTOU|GETE

O ywatpog oag Oa anopacicel 1660 PappoKo Ba mapeTe Kot pe T cuyvotnta. Ot d0celg Tov
TEPLYPAPOVTAL TOPUKATO ovapEpovtol o€ debveig povadeg (International Units - [U).

TINvvaikeg
Eav oev éyete moppnio Kk éyete akavovieTn wepiodo | kaborov mepiodo.

o To GONAL-f yopnyeitat cuvnBwg kdbe pépa.

. Edv éyete axovoviom mepiodo, apyiote m xpnon tov GONAL-f evtdc tov npdhtomv 7 nuepmdv
TOV EUUNVOPPLGLOKOV KUKAOL caG. Edv dev €xete kaBoiov mepiodo, pmopeite va apyiocete
YPNOT TOL POPUAKOV OTO1OdNTOTE UEPQL BEAETE.

. H ovuvnng apywm d6om tov GONAL-f eivan 75 €wg 150 TU kb pépa.

. H 860m cag tov GONAL-f pmopet va avénbel kb 7 1 kaOe 14 nuépeg xotd 37,5 g 75 1U,
UEYPL VO EMLTOYETE TNV EMOLUNTN AIOKPLON.

o H péyiom nuepnowa d6on oo GONAL-f cuvBwmg dev eitvar vymAdtepn Tov 225 1U.

o Orav emitoyete v emBounty omdkpion, o cag dobei pia povo Eveon 250 pikpoypappopiov
«ovacvvovacpévng hCG» (r-hCG, pa hCG mov mapackevdletol Ge Vo EpYRcTAPIO UE LI
€101k teyvikn DNA), 11 5 000 éwg 10 000 TU hCG, 24 éwc 48 dpeg petd v televtaia £veon pe
GONAL-f. H kaldtepn dpa vo Exete 6e£0VOMIKT ETOQEN EIVOL TNV NUEPA YOPHYNONE TNG £VESNS
pe hCG ko v exdpevn nuépa.

Edv o yiatpdc cog dev eviomioet puo embountn amdkpion petd amod 4 efoounddss, Oa mpémnet va
oTOUOTNOEL 0LTOV TO BgpamevTtikd kukho e GONAL-L. IMa tov emduevo Bepamenticd khkAo, 0
ywTpog cag Ba cog yopnynoet wo vyniotepn apyikn 6o GONAL-f and mpwv.

Edv 0 opyaviopog cag mapovciicel vepforikn amdkpion, 1 Oepaneio oag 0o dtakomel kat dgv Oa cag

yopnyNBet hCG (PA. Tapdypapo 2, «ZOvopopo vepdiEyepong tov wobnkav (OHSS)»). o tov
EMOUEVO KVKAO, 0 Y10TpOG cag Ba cag yopnynoet yapniotepn o6on GONAL-f and mpv.
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Eav £xete owoyvootel pe mold younid enireda oppovov FSH ko LH

o H ovviOng apyikn 86om tov GONAL-f givar 75 éwg 150 TU padi pe 75 1U lutropin alfa.

. B0 YPNCLOTOMGETE OVTA TOL dVO PAPLLOKA KOO UEPIVA Y10l L1, XPOVIKY| TEPI0D0 EMG Kot TEVTE
ePOOUGO®V.

o H 860n oag tov GONAL-f pmopet va avéndel kébe 7 1 kabe 14 nuépec katd 37,5 éwg 75 1U,
UEYPL VO EMTOYETE TNV EMOBLUNTY ATOKPLON.

. Orav emroyete v embount) andkpion, Ha oag 600l pio povo Eveon 250 pkpoypoppopiov
«ovaovvdvacuévng hCG» (r-hCG, pia hCG mov napackevdletol oe Vo EpYUcTPLO UE Ui
€101k teyvikny DNA), 11 5 000 émg 10 000 IU hCG, 24 ém¢ 48 dpeg PeTd TIC TEAEVTAIEG EVETELG
pe GONAL-f xau lutropin alfa. H koddtepn dpa va £xete 6eE0vaMKT Emapt ival Ty nuépa
yoprynong g éveong pe hCG kat v emopevn nuépa. Evaliaxtikd, umopet vo yivel
EVOOUNTPIKN OTEPHOTEYYLOM 1 fal GAAT dladtkacio wtpikd vrofonBodpeving avamapaywyng
pe Paon v kpion tov yoTpov Gag.

Ed&v o yiautpog cog 6ev eviomioet pua embopntn amdkpion Hetd amd 5 efooudadss, Oa mpémet va
oTopaTNoEL 0VToV TO Bgpamevtid kukho pue GONAL-L. Mo tov endpevo Bepamentikd KOKAO, 0
yTpdg cag Ba cag yopnynoet o vynAotepn apykn 66on GONAL-f and mpuwv.

Ed&v o opyavicudc cag mopovoidoel vrepPoitkn andkpion, 1| Oepaneia cag pe GONAL-f Oa dtakomel
Ko oev Ba cag yopnynBel hCG (BA. mapdypago 2, «ZOVOPoUOo VIEPIEYEPTNG TV MOOMNK®V
(OHSS)»). ' Tov endpevo kOKAO, 0 YTpog cag Ba cag yopnynoet yauniotepn 66on GONAL-f amd
TpW.

Edv yperaleote vo avantiete MOAOTAL OOKVTTOPA VIO GVALOYT TTPLY 0.0 OTTOLUONTTOTE
TeYvoloyia vrofonBoduevng avarapaywyng

o H cvving apyicn 66om tov GONAL-f givar 150 €wg 225 TU kafnpepvd, amd t 2" 1 3" pépa
7oV OgpamevTIKOD GOG KUKAOL.

. To GONAL-f punopei va avénbei, avdroya pe v andkpion cag. H péyiot nuepniota d6on
glvar 450 1U.

. H Bepameio cvveyiletar péypt v avantuérn TV OOKLTIAP®V 60G 6T0 eXBuuntd onueio. Avtd
Sdtapket cuvnBwg 10 pépeg mepimov, aAld umopet kot va dtapkécet omd 5 mg 20 nuépec. O
YTpdS G0c O YPNGIUOTOMGEL AUTOAOYIKEG EEETAGELS 1/KAL VITEPNYOYPAPI UK Y1or Vo EAEYEEL
note O cupPet avtod.

. Orav T woxvtTopa eivat ETowa, Oa cog dobel pio povo éveon 250 pikpoypappapiov
«avacvvdvacpévng hCG» (r-hCG, pa hCG mov Topackevdletal og Eva PYOCTNPIO UE L0l
€101KN TEYVIKN avacvvovaouévov DNA), 1 5 000 éwc 10 000 IU hCG, 24 ¢wg 48 mpeg puetd v
terevtaio éveon pe GONAL-f. Avtd Ba etoludost To @oK1TTOPE GOG Yo GVALOYY.

X€ QALEC TEPMTMOELS, O YITPOG GG UTOPEL VO GTALOTHOEL TPAOT TV woppNEia YPNCLULOTOIDOVTOG
£vay ayovIoT 1] AVIOY®VIGTH TNG EKAVTIKNG 0pproviS TV yovadotpontivav (GnRH). Ztn cvvéyeia,
apyilete To GONAL-f nepimov 500 gfdopddeg petd v Evapén g ay®yng Le tov ayovioth. To
GONAL-f kot 0 aymviotic tg GnRH yopnyobvtatl tovtdypova péypt TV EXBLUNTH avATTLEN TOV
wobBviakiov cag. ['a mapddetypa, petd amd dvo efdopndadeg Bepamneiag pe ayovioti g GnRH,
yopnyovvtatl 150 émg 225 IU GONAL-f yia 7 nuépec. H 860m toTe pubpiletar aviroya pe tnv
onOKPLON TOV MOKLTTAPOV GOGC.

Avopeg

J H ovvnfng 60om tov GONAL-f gtvar 150 U poli pe hCG.

o B YPNOUOTOMGETE OVTA TOL SVO PAPLOKO TPELG POPES TNV EPSOUASA Y10 L0 YPOVIKT TEPLOJO
TOLAGYIOTOV 4 UNVOV.

. Edv dev éyete avtamoxpiBei otn Oepameio petd amd 4 UNVeES, 0 YITpOG 0OG UTOPEL VL TPOTEIVEL

VO GUVEYIOETE TN XPNON AVTAOV TOV dVO EAPUAK®OV V1o TOVAdyIoTOV 18 pnveg.
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Eav ypnowponomosete peyorvtepn 0001 GONAL-f a6 Tnv Kavoviki)

Ot emmtdoelg Tov va ypnoyonotioste vrepPoiikd GONAL-f givar dyvmoteg. Qot660, O pnopovce
Kavelc vo TEPIEVEL TNV EKONAMOT TOL GUVOPOUO VITEPdIEYEpoNS TV wobnkdv (OHSS), 1o onoio
meptypdpeTon oty mopdypoeo 4. Evtovtolc, to OHSS 0a cuppel povo dtav yivel emiong yopnynon
hCG (BAéne mapdypago 2, «Zuvdpopo vrepdiéyepong tav wobnikdv (OHSS)y»).

Eav Egyaoete vo ypnopononjocte 10 GONAL-f

Edv Eeydoete va ypnopwonomoete 10 GONAL-f, unv mépete SimAn 001 Yo Vo OVamANPOCETE TN
d0oom mov Eeydoate. IapakareioTte vo ETIKOWVOVIGETE e TO YIOTPO GOG LOALG GUVELONTOTOCETE OTL
Eeybdoate pia d6om.

Edv éxete meplocdtepeg EpMTNGELG GYETIKA LLE T YPNOT AVTOV TOL PUPUAKOV, POTIOTE TOV Y1OTPO 1)
TOV QUPLOKOTOLd GOC.

4. MBavég avemBOUNTES EVEPYELEG

Onwg 6A0 T0. pAPLOKO, £TCL KOL 0VTO TO PAPLOKO UTOPEL VO TPOKAAEGEL AVETIOOUNTEG EVEPYELEG, OV
Kot 6gv TOPoVGLALovTal 6€ OAOVG TOVG AvEpMITOLC.

Yopapég avemOVUNTES EVEPYELEG OTIS YUVOUIKES

. [16vog oV KatdTepN KOTAMOKN ¥Opa cuvOLaLOUEVOC e VouTio 1 ELeTO umopohv va gival ta
GUUTTOOTO TOL GUVOPOLO LITEPSLEYEPONS TV wobnK®mv (OHSS). Avtd umopel vo vTodNAMoEL
011 01 w0 Keg avTédpacay vepPolkd ot Bepameio Kot OTL avorTOYON KOV pEeYAAES @OBMKIKEG
Kvotelg (PA. emiong oty Tapdypa@o 2. KAT® omd ToV TITAO «ZHVOPOLO VITEPIIEYEPCTC TOV
wobnkdv (OHSS)»). Avti n avemBount evépyera etvar cuyvn (Lmopet va ennpedost €oc 1 ota
10 droua).

. To OHSS umopei va yivet cofapd pe epeavdc S10YKOUEVEG ®OBNKES, LELMUEVT] TOPOYMYT|
ovpav, avénon Papovg, Svomvola /Kot ThAv GLYKEVTPMGT VYPOV GTO GTOUYL 1} 6T0 OdpaKd
oag. Avti 1 avemBountn evépyeta gival oyl ovyvr (uropel va ennpedoet £o¢ 1 ota 100 dropa).

o [Tepimhoxég tov OHSS, 6nmg suotpoer| @obnkdv 1 TEN TOL ApLaTOS, HTOPOVV VO GLUPOVV
ondvia (uropel va exnpedoovv £w¢ 1 ota 1 000 dropa).

. YoBapéc mepumhokég TS TENG TOV aipatog (BpopPosPoAtkd enelcOdLn), OPICUEVES POPEC
aveCaptitwg Tov OHSS, pumopodv va epeavictodv oA omdvia (uropel va ennpedoovy wg 1
ota 10 000 dropa). Avto pmopel vo tpokarécel Bopakikd TOvo, SUGKOAIN GTNV AVATVON,
AYYELOKO EYKEPOAKO €MEIGOO10 1) KOpdtaK TPooPoAn (BA. eniong oty Tapdypa@o 2. KAT®
and tov Titho «IIpofAnpata pe tnv méEn Tov aipaTog?).

2ofapég avemOBUUNTES EVEPYELEG OTOVS (AVOPES KOL GTIG YUVOIKES

. Ot oAAepyIKEG avTIOPACELS, OTTMG eEAVON L, EpLOPOTNTA, KVIO®GT, S1O0YKWOGCT TOL TPOGMITOL LIE
SVoKOAio, GTNV OVATTVOT|, WTOPEL LEPIKES POPEC VO eival coPapég. AvTni 1 avemBountn evépyela
gtvan moAd omdvia (pmopel va enmpedoet £og 1 ota 10 000 dropa).

Eév mapatnp1)cete KAmoro aveTOOUNT EVEPYELN TTOV AVAPEPETUL TUPUTAVE®, TPETEL VO,

EVI|LEPADGETE TOV YIUTPO GG UPUEGMGS, 0 07T010G NUTOPEL VO 600G LNTIGEL VO GTORATI|GETE TN| AP0
T0v GONAL-f.
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Addeg avemMOVUNTES EVEPYELEG OTIS YUVAIKEG

oA ouyvég (umopel va emnpedoovy meptocdTepa and 1 ota 10 dropa):

o 2AKKOl e VYPO OTO ECOTEPIKO TV WOONK®OV (KVOTELG T®V MOONKDOV)

o Kepaiohyio

o Tomikéc avtidpdoelg 6to onpeio g £veong, OTmg TOVOG, epuBpoOTNTO, LOA®TAG, TPNEO 1)/Kot
gpebiopndc

2uyvég (umopet va ennpedcovy g 1 ota 10 dropa):

. [T6vog otV KotAlaKkn yodpa
. Navtia, LETOC, dAPPOL, KOIMUKES EMDOVVEC HVTKES GLOTTACELS Kot TPNELO

oA omdvieg (umopei va ennpedoovy €mg 1 ota 10 000 dropa):

o Alhepyikéc avtidpdoeic, onmg e&avOnpua, epuBpotnTa, KViIdWoT, SOYK®GCT TOV TPOCHTOL LE
OVOKOAIN GTNV OVATTVOT], LTOPOVV va, SUUPOVV. AVTEC Ol AVTIOPACELG LEPIKEG POPEG UTOPOVV VO
givat coPapéc.

. To doBua cog pmopei va yePoTEPEYEL

AlLec avemBOUNTES EVEPYELES OTOVG AVOPES
oA ouyvég (umopel va emnpedoovy meptocdTepa and 1 ota 10 dropa):

. Tomkég avtidpdoelg oto onueio ¢ éveonc, OTwWe TOVoG, EpLOPOTNTA, LOAMTOC, TPNELLO 1Y/KaL
gpediopdg

2uyvég (umopet va ennpedcovv émog 1 ota 10 dropa):

. [Ipr&ipo tov eAEBOV TAV® Kol TGM amd Tovg Opyels (KIPpoOoKNAN)
. AvENnom tov peyéboug Tov pacTmv, akun 1 avénon Papovg

o\ ondvieg (umopel va ennpedoovy £wg 1 ota 10 000 dropa):

. Alepykéc avtdpaocels, Omwg eEavinua, epufpdtnrta, Kvidmor, dOYKOOoN TOL TPOCSHTOV LE
dVoKOAiD, TNV aVOITVOT], LTOPOVY Vo GUUPBOVV. AVTEC 0L AVTIOPAGELG UEPIKEC POPEC UTOPOVY VL
givar coPapéc.

. To doBua cog pmopei va yepoTeEPEYEL

Ava@opd avemOOunTOV evepyELOV

Edv mapatnprioete kdmola avemBountn evépyela, EVIUEPMOTE TOV YIOTPO 1] TOV QUPHOKOTOLO GOC.
AvT0 1oyt Kot Yo kdOe mhavr| avemBountn vEPYELR TOL OEV AVAPEPETAL GTO TAPOV GVALO 0dNYIDV
ypNons. Mmopeite emiong vo avagépete ovemBOuNTEG evEpyeleg anevbeiag, LEcm Tov Bvikon
GLOTIOTOG OVAPOPAS TTOL avaypdpeTol 6To [lapaptnuae V. Mécw g avapopdc averdountov
gvepyelmv pnopeite va fondfoete ot GLALOYN TEPIGCOTEP®V TATPOPOPLAOV GYETIKA LLE TNV AGPAAELD
TOV TOPOVTOG POPUAKOL.

5. Iog va pouidscete To GONAL-f
To @appako ovtd TPETEL VO PUAACOETAL GE PEPT TTOL OgV TO PAETOVV Kot dgV TO POAVOVVY T TALd1E.
No pn ypnoiponoteite omd To PAPUOKO LETA TV NUEPOUNVIE ANENG TOV avAPEPETAL GTO PLOAISI0 1)

o710 kouTti pe v « AHEH/EXP». H nuepounvia AnéEng sival n tedevtaio nuépa Tov unive mou
ovopEPETAL EKEL.
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dvrdccete o€ Yyoyeio (2°C-8°C). Mnv katonyvyeTe.

IIpwv and 10 Gvorypa kot eviog TG dtdpkelag (NG Tov, TO TPOiOV UTOPEL VO PLAAGGETOL EKTOC
yoyeiov og Bepuokpaciceg Emg o péyioto 25°C yia pio pepovouévn mepiodo €mg Kot 3 Unvav Kot
TPEMEL VoL amoppimteTol eGv oev €xel ypnotomoin el evtdg avtdv TV 3 Pnvov.

Awtnpeite 10 TOUO GTN GLOKELN TOTOV TEVAGS, YOl VO, TPOCTOTEVETOAL AT TO PG,

Na un ypnowonoteite 1o GONAL-f edv mapoatnpioete onolodnmote opatd onpeio oAioioong, eav 1o
OVOGLOTOUEVO JLAVUO TTEPLEYEL COUOTIOWN ) OEV Elvar dLovYEG.

ITapaxoaieiote va kaTaypdyete ot TPoyEGHEVT] cvuakevn TOTOV TTEva Tov GONAL-f v
nuepounvia TG TPOTG ¥PNoNS Tov. [ ToV 6KOTO aVTO, TAPEXETAL UKL CVTOKOAAN TN ETIKETA UE TIG

«Odnyieg yproney.

. MO avolytel, N GVLOKEVT TOTOV TEVOC TPEMEL Vo, PLAGGGETAL o€ Bepuokpacio peta&d 2°C kat
25°C yw 28 nuépeg 10 péyioTo.
. Na punv xpnoLOTOCETE OTOLOOMTOTE PAPUOKO TOV £XEL ATOUEIVEL GTI) TPOYEUGHUEVT] GUGKELT

TOTOL TTEVOG PET amd 28 MUEPES.
210 téA0G TG Bepameing, OTOIOOMTOTE [N XPTOLUOTONOEY S1BAVLC TPETEL VO, TOPPITTETAL.

Mnv metdite eApUAKa 6TO VEPD NG amoyEtevons. Potote tov gapprokomold Gog yio 1o Tis vo
TeTAEETE TOL PAPLOKE TOV gV ypnoiponoteite ma. Avtd To pétpa Ba fondncovv oty npoctacic Tov
mepPariovToc.

6. Mepreyopeva TS GLOKEVAGTOG KUl AOUTES TANPOPOPIES

T ngpréyer to GONAL-f

o H dpaotikn ovcia eivar Bulakiotpomivr GAa.

o Ké0e mpoyepiopévn cuokent| TOTOL TEVOGS e PUGTYY10 TOAAOTA®VY d0cewv Tepiéyet 450 1U
(33 pkpoypappdpia) Burakiotporivig Grea o 0,72 ml dtaAdpoTOG.

. Ta dAha cvotatikd eivar moAo&apepés 188, caxyapdln, pebetovivn, vaTplo pocoptkod

d1e0&1vo LovoidpKod, SIVATPLO POCPOPTKO STOPIKD, U-KPEGOAT, KAOMG KOl pOGPOPIKO 05D
GUUTVKVOUEVO KOt vaTpiov Vopoteidio (Yo mpocappoyn tov pH) kot véwp yia evéciua.

Epg@avion tov GONAL-f kon wepLeopneve TS 6VOKELOGIOg

o To GONAL-f d1atifetor ¢ dtavyég dypopo eVEGILO SIAAVLO GE TPOYEUICUEVT] GUGKEDT] TOTTOV
TEVOG.
. To okevacua datiBeTor oe GLGKELAGIES OV TTEPLEXOVY 1 TPOYEUIGUEVT] GUOKELT TOTOL TTEVOG

kol 12 Berdveg piag ypoemg.
Karoyoc Aderog Kukroopiag
Merck Europe B.V., Gustav Mahlerplein 102, 1082 MA Amsterdam, O Aavdio
Hapaockevaotiig
Merck Serono S.p.A., Via delle Magnolie 15, 70026 Modugno (Bari), Itaiio
To mapdév eviro 0dNYLOV yprions avadepOnke yia televtaio popa otigc {MM/EEEE}.

Aemtopepeic TAnpopopieg yia 10 pappoko avtod gival dabéoyieg otov diktvakod Tomo tov Evponaikon
Opyaviepov Ooppdxmv: http://www.ema.europa.eu.
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Odnyies ypiiong
GONAL-f TIPOTEMIZMENH XYZKEYH TYIIOY ITENAZX 450 1U/0,72 ml

Evéoylo S1dAvpa o€ TpoyeUIGUEVT] GUOKELT TOTTOL TTEVOG
®vlakiotpomivn dAa

IMivakag mepreyopévav

ENUAVTIKEG TANPOQOPIEC OYETIKA LE TNV TPOYEUIOUEVT GLGKEVT TOTOL TEvag GONAL-f
[og va ypnoomomacete to Nuepordylo Bepameiog Tng TPOYEUIGUEVIG GUGKEDTG TOTTOV TEVAG
GONAL-f

E€owkeimbeite ue tnv mpoysuicuévn cvokeun tonov névag GONAL-f

Bipa 1 XZvykevipoote Tic mpopndeiég oag

Bipa 2 [Ipoetoacteite yio v éveon

Bipa 3 Ilpocaptiote T Perdva

Bijpa 4 Katoyopnote ) 0661 G0G

Bipa 5 Xopnynote 1 6001 6og

Bijpa 6 Apapéote ™ Beddva petd and kdbe Eveon

Bipa 7 Metd v éveon

Bnjpa 8 Anofnkedote v Tpoyeoévn cuokent| Tomov mévag GONAL-F

HpepoAdyto Bepameiog tng mpoyepiopévng cvokevng tomov tévag GONAL-f

INUAVTIKEG TANPOPOPIES GYETIKA e TNV TPOYEMIGUEVT] GVGKEVT TOTTOV tévas GONAL-f

o Awpaote 115 Odnyieg yprong kot 1o GHAAO 001 YLDV YPONS TPV Ao T YPNON TNG
TPOYEUGUEVNC oLOKEVN G TOTOV TEvag GONAL-f.

. AxolovBeite mhvta OAEC TIG 00MYieg oTIg TOpovoeg OdNYieg ¥pIoNG KoL TNV EKTOIOEVOT) TOV
mapéxeTal omd Tov emayyeluotioo vyeiag cog, Kabmg UTopEl va SoQEPOVY OO TNV TPOTYOVUEVN
eumelpio cog. Avtég ol TAnpoopieg Ba emTpéyouy TNV TPOANYT cQUAuUéVNg Bepameiag 1
poéAvLVeNG amd TpOTNU BELOVAC 1] TPAVLOTICUOD OO CTAGUEVO YUOM.

. H mpoyepiopévn svokevn tomov névag GONAL-f mpoopiletat Yo vwodopla Eveon HOVO.

. XPNOOTOIOTE TNV TPOYELGHEVT GVOKELT] TOTOL TTEVag GONAL-f povo edv o emayyehpatiog
VYElOg 060G OGG EKTAOELGEL Y10 TO TTMG VAL TN YPNCULOTOLEITE COGTA.

. O enoyyehpatiog vysiog cag 6o cog Tel TOGEG TPOYEUOUEVES GVOKEVES TOTTOL TTEvag GONAL-f
xpeleaTE Yo Vo, OAOKANpDGETE TN Bepameia Gog.

. Xopnyeite 6Tov £0VTO GOG TNV £vEon TNV 1010 dpa. KAOE pépa.

. Ot apBpoi oto HapdBupo avaminpo@opnong 606G avTITPoc®TEHOLY TOV aplBUd TV

Aebvarv Movadwv (International Units), 1) IU, ko detyvovv tn d6on g Budakiotpomivig aroa.
O emayyeipatiog vyeiog cog Ba cag el tdoec IU Bulakiotporivig dAea va yopnynoete Kaoe

pépa.
o O apBpoi wov gppavifovtar 6to MMapadvpo avaminpo@opneng 866ng cic fondodv va
o. PvOuicete ) ovvtayoypagnuévn 66om cog
(Ewcova 1).
Ew. 1
B. EnaAnBevoete po oAokAnpopévn éveon (T —)
(Euwcova 2). Ew. 2

Y. AwBéoete TNV vTOAEOUEVT OGN OV

TpEmeL va yopnynOel pe po devTepN Fuc 3
ovokevn tonov névag (Ewova 3). '

. Apapéote T Perdvo amd Tr GUGKELT TOTOV TEVAG AUECHS PETH amd KAOe Eveon.
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Mnyv enavoypnoiponoteite Tic feLOve.

Mpn ypnoiponolgite and Kool T GLGKELT TOTTOL TEVOS 1)/Kat Tig fEAOVES e GALO GTOpO.

Mnyv ¥pnOHOTOMGETE TNV TPOYEUICUEVT] GLokeLN TOmoVL Tévag GONAL-f edv €xel méoet, M) €bv M
GUOKELT] TOTOL TTEVAG EVOL PAYIGUEVN 7| KATEGTPOALLEVT, KAODC 0VTO UTOPEL VO TPOKAAESEL
TPOVUATIGHO.

&g va. Y pNGLHOTOMGETE TO NUEPOLIYI0 OEPUTTELNS TS TPOYEMGUEVIIS GUGKEVNG TUTTOV TEVUG
GONAL-f

"Eva nueporoyio Bepaneiog mepriapupdvetar oty tehevtaio celido. Xpnolponoote To NUePOAdYLO

Oepameiog Yo vo KoTaypayeTe T YopnyoOLEVT] TOCOTNTA.

H yopriynon ec@aipévng TocoTNTOG TOL POPUAKOD Umopel vo exnpedoet T Bepaneia cog.

. Kataypayte Tov apifuod g nuépag Bepomeiog (otqin 1), tnv nuepounvia (6ThAn 2), v dpa
g éveong oog (othAn 3) Kot Tov OYKOo TNG GLOKEVNG 6ag THTOL TTEVAG (GTAAN 4).

o Kataypdayte ) cuvtayoypaenuévn d6on cog (otiin 5).

o EMéy&te 0T KoTOopeite T oot 600 TP TV éveon (oTHAn 6).

o Mertd v éveon, dwfdote Tov aplfud mov speavitetat oto Ilapadvpo aveminpo@opnong
06061G.

. Empepordote 611 AopPdvere o minpn éveon (6thAn 7) 1 kotoypdyte Tov aptOpd mov
gupavifeton oto Mapadupo avarinpoedpnong d6ong edv eivar dtopopeTikdg amd «Ox»
(o™An 8).

. Orav yperaletal, YopnynoTe GTOV EAVTO GOG EVECT YPTOLOTOIDVTOS Lo SEVTEPT] GUGKELT

TOTOL TTEVAG, KOTAXMPMOVTOG TNV VIOAEMOUEVT 0OGT TOV AVAYPAPETAL TNV EVOTNTO
«ITocotnTo MOV TPEMEL Vo, pLOoTel yio. o, devtepn veony» (othAn 8).

. Kotaypdyte avtiv v vroiemdpevn 860 oty evotnta «PvOpispévn moeodtnto Yo Evesn»
(ot)An 6) oTNV ETOUEVN YPOUUT.

H ypnon tov nueporoyiov Bepaneiag cag yio va kataypdeete Tv(g) nuepnowa(eg) éveon(elg) ocag cdg
emutpénel va emoin0gvete kA0 pPépa OTL AapUPAVETE TNV TAN PN CLVTAYOYPOENUEVT] dOOT).

IToapddetypa nueporoyiov Bepameiog:

1 2 3 4 5 6 7 8
Apibpég Hpepopn Qpa. ‘Oykog Zovtayoypag Mapadupo avamknpopdpneng doong
THEpaS Vio OUOKEVTG e Pubpopévy TocdtnTa mov pémer vo, puOmoTei Y10, o devTepn
Oepanciog TOMOV TEVOG doon TocéTTY Nt . éveon
5010072 m veon
|‘£, e6v <O, ]af'zv oy <<,0», anmtair'm devtepn Eveon ' '
#l 10/06 07:00 4501V 175 175 néveon etvon Evéote ooty mv mosdia........ JPTIOLHOTOLOVTOG Vel
Tfione GVOKEVT TOTOV TEVOG
le6v «Om, ]af'zv oy <<,0», anmtair'm devtepn Eveon ' '
#2 11/06 07:00 450U 175 175 néveon efvon Evéote autiv 1 T0GOTTO v IPTCLHOTOIGVIOS Ve
mhjpng —NCKER IO TV,
r]ao,v «9»' ﬁd\/ Oyt «0», amonteitan devtepn éveon
. éveon etvat
#3 12/06/ 07:00 4501V 175 175 27\7']97]2 < Evéote aufy Ty moobeao.. 7.
JPIOIOTOBVTUC VED: GUOKeVY Thmou I
; rf-‘gdv «0, Jﬁfi‘/ ox “ T 0CVTEPT éveon o
#3 12/06 07:00 4501U Aloyder 75 éveon v Evéote autiy Ty mo60TTe v 1PNOULOTOLOVIOG VDL
Tone GVOKEVT TOTOV TEVOG
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E&owkeim0site pe tnv tpoyspiopéivi cvokev Tomov névag GONAL-f

H Berova*: '

I
) "ﬁﬂ —=

) Ecwtepikn aomida
E&otepkd

, . Bedovag
Kamdakt BeAdvag
Koytmtog ']V”:HBOXO
. ., oOvdeopog Berdvag  EYAVONG
H npoyepiopévn cvekevn) Tomov
névag:
i 'Y
R i

Kamdxt cuokevig Tomov mévog

*MoVo Y100 GKOTOVG OTEKOVIONG.

**Or apBpoi 1o Mapadvpo avarinpo@opnong d661g Kot 6Tov cLYKPATHTAPO SEEAUEVIS OVTITPOSO®TEDOVV TOV aplipd Twv Atebvav
Movéadwv (1U) tov gappdkov.

Bijpa 1 Xvykevipoote TS Tpoun0giés oog

Agparpovpevn Perdva

. Etucéta oppdyiong
TePPANOTOG

Kovpri pvbpiong
Tapabvpo doong
avamAnpoeopnong doéong** |

\

J 14 0. 72 mib
Go

_gj #50!

ZoykpatnTipog deapevic**

1.1 Agnote Vv TPOYEUGUEVT GLGKEDT TOTTOV TEVAS VL

nmopapeivel o Beprokpacio SOUOTION Y10 TOVAAYLGTOV
30 Aemtd wpwv amod T YPNHON, DOTE TO PAPLOKO VO,
otdoel og Beppokpacio dopatiov.

Mnyv {pNCILOTOGETE POVPVO UIKPOKVUATOV 1) GALO
Oeppovtikd otoryeio yia vo, (EGTAVETE TI GLGKELT TOTOV
TEVAG.

1.2

1.3

14

15

IIpoetoldote Evav Kabapd xdpo Kal Lo eXinedn
emdvela, Onmg Eva tpaméll 1 £vag TdyKog epyaciag,
O€ [0, KOAG QMTICUEVT] TTEPLOYT].

Oa ypelaoteite eniong (dev meptrappdvovral ot
GLOKEVACIN):

o ToAVmia [Le OVOTVELLOL KO TEPLEKTT ALY U P DV
avtikelpévov (Euwova 4).

[Thovete ta yépro oag pe oamoHvl Kot vepod Kot
oteyvmote to kaAd (Ewdva 5).

XPNOOTOOTE TO XEPL CAG Y10, VO APALPECETE TNV
Tpoyeopévn cuokevn Tomov mévag GONAL-f amd ™
GuoKeLAGiaL.

Mnyv ¥pNGLOTOMGETE OTOLOONTTOTE EPYAAELD, 1 ¥P1IoN
gpyaleiov pmopel va Tpokarécel {nud 6T GLOKELT TOTOL
TEVOC.

1.6

1.7

EAéyEte 611 10 Gvoua GTNV TPOYEUIGUEVT] GUGKEL|
tomov mévag Aéet GONAL-T.

EAéyEte v nuepounvia ANENg oty emonpaven g
ovokevng TOmoL TEVaG (Ewcdva 6).

MnV ¥pNGLOTOGETE TNV TPOYEUGUEVT] GLGKELT TOTTOV
névag GONAL-f edv n nuepounvio ANéEng éxet mapérbel
€AV 1) TPOYEUGUEVT] GUGKELT] TOTOL TTEVOG OEV AVOLYPAPEL
GONAL-f.
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Bipa 2 Ilpogtowpacteite yio v éveon

2.1 Apoipéote T0 KOTAKL TNG
GUGKEVTG TOTOV TEVOLG

(Ewva 7). e
2.2 EAéyEre 611 O Qdippoko gival
dtavyég, Aypopo kot dgv
TEPLEYEL COUATIOW. Fi. 7 Ew. 8
Mnv ¥pNGLOTOMGETE TNV
TPOYEUIOUEVT] GUGKELT] TUTTOL
évag eqv to pappoKo gival
ATOYPOUOTICUEVO 1| BOAD, KaBmG
oVTO LITOPEL VO, TPOKAUAEGEL
uoivvon).
2.3 E\éy&re 611 10 [TapdBupo
OVOTTANPOQAPTOTG BTG Elval
pvOcpévo oto «0»
(Euwcova 8).

Em\éEte 10 onpeio g éveonc:
2.4 O enayyshpotiog vysiog oag o mpénet vo cag dogi&el ta
onpeia £veong mov TPEMEL va, XPNGULOTOGETE YOP® Ol TNV
mepLoyN g Kowkdg oag (Ewova 9). ' va ehaylotonomoete
Tov gpediond Tov déppatoc, emEETE Eva OLOPOPETIKO oNueio  Ew. 9
éveong Kabe pépa.
2.5 KoaBapiote to 6épua oto onpeio g Eveong okovmilovtag pe
£va TOADTILO LLE OVOTTVEV AL
Mnyv ayyilete 1| koAvmTeTe T0 KOOOPIGUEVO dEPLLAL.

Bipa 3 Ilpocaptiiote ™ Perdva

Inpovtikd: [avta vo PePardveote Ot ypnoyLomoleite

pa véa Berdva yuo kaOe Eveon. H emavaypnoipomroinon

Belovav umopel va Tpokarécel LOALVGT.

3.1 Iéaprte i véa Pelova. Xpnoonoteite povo Tig
BeAdvec «uiag ypriong» mov TapEYovTal.

3.2 EXéy&Ete 011 10 e€@TEPIKO KOTAKL TNG fEAOVAG dev
€lvoll KOTEGTPOULEVO.

3.3 Kparnote 10 e£mtepkd Kamdxt g Pehdvog Eu. 10
otabepd.

3.4 EXéyEte 0111 0moKOAAOVUEVT] COPAYIGT) GTO
eEmtepkd Kamdxt g Perdvag dev Exel
KOTAOTPOPEL 1 YolopdoeL’, Kot OTL 1| NUEPOUNVia
MEng dev éxel mapérdet (Ewcova 10).

3.5 AmopaxpOvete T GOPAYIoT TEPIPANUATOS Eue 11
(Ewova 11).

Mnyv ypnoiponomoete T PeAdva v eivor

KOTESTPAUUEVT], ANYUEVN, 1| €4V TO eEmTEPIKO Kamdit

BeAdvag 1 n oepdyion TepPARATOG Elval

KATESTPAUUEVT 1} amokoAAnuévN. H yprion Anyuévov

Belovav 1 Pehovdv pe KATESTPAUUEVT CPPAYION

TEPIPANLUATOC 1] KOTEGTPALUEVO EEMTEPIKO KATAKL

BeAdvag pmopet va odnynoet og poivvon. Ietdéte v

o€ £€vo, 00YEL0 AmOPPIYNG ALYUNPDV AVTIKEUEVOV KO

mhpte Lo véa Peldva.
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3.6 Bidmote 1o e€mtepikd kamdkt Pehdvag endved 6To
KOYAM®TO AKPO TNG TPOYEUIGUEVIG GUGKEVTG TUTTOV
névag GONAL-f péyxpt va arcBovleite ehagppid
avtiotaon (Ewova 12).

Mnyv npocaptdte tn PeAdva ToAD ceLTd: 1 PeAdva

umopel va givar dvokoro va apalpedel petd v éveon.

3.7 Apaipéote 10 e£®TEPIKO KOTAKL TNG PELOVAG
tpafavrog o anald (Ewova 13).

3.8 ®éote To KT PEPOG Y10 VO, TO YPTCUYLOTOCETE
apyotepo (Ewcova 14).

Mnv anoppintete T0 £®MTEPIKO KATAKL TNG PEAOVOC,

KaBmG B0 ATOTPEWYEL TOV TPOVUATIGUO OO TPOTN L

Beddvag Kot T poAvvor Katd Ty ondeTacT TG

BeAdvag amd TNV TPOYEUGLEVT CLOKELT TOTTOV TTEVC.

3.9 Kpoatfote TV TpoyEUIGUEVT] GLGKEDT] TOTTOV TEVOG
GONAL-f pe ™ PBehdva va deiyvel Tpog o, ETGvm
(Ewoéva 15).

3.10 Agoipéote TPOGEKTIKA Kot TETAETE TO TPAGIVO

gomTepikd mpootatevtikd (Ewdva 16).

Mnyv kodontete Eovd tn feddva pe 1o Tpdoivo

€0MTEPIKO TPOGTATELTIKO TNG PerOVag, KabdS avtd

UTOPEL VOL 00N YNGEL GE TPAVLATIOUO OTd TPOTN O

Berovag kot poivvon.

3.11 E&etdote mpooektikd 10 dicpo g PeAdvog yio

HIKpooKoTiKO(d) otayovidio(a) vypov.

Eav Tote

Xpnoomoteite o EAéyéte yuo otaryovidlo

V&L GLOKELT] TOTTOV VYPOV GTO AKPO TNG

TEVOG Berdvag (Ewova 17).

* Edv mopatnproete Eva
UIKPOGKOTIKO
GTOYOVidl0 VYPOU,
ocuvveyiote oto Bijpa 4
Kataympiote ) 6601
coG.

* Edv dev mapatnpnroete
£V0, LUKPOGKOTIKO
oTayovidolo oto dKpo M
KOVTA GTO GKPO TNG
BeAovag, mpémet va
ekTeEAéoETE TO PriLaTa
oTNV EMOpEVN GELiIdQ
Y10, VO. OLPOULPECETE TOV
0€pal 0md TO CLGTN O,

Eravaypnowonoinon | AEN amatteiton Eleyyog yio

GLOKELNG TOTTOV GT0yoVidlo vypov.

TEVOLG Yvveyiote angvbeiog oto
Bipa 4 Kataympiote
0661 60G.
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Edv dev mapatnpnioete éva pikpookomiko(d) otayovidio(a) vypov 6To GKpo 1 KOVTE 6To GKPO NG
BeAddvag TV TPdTN POPA TOL (P CLLOTOLEITE L VEX GLOKELT TOTTOV TEVAG:

Ew. 18

1. INvpiote elappd to Kovumi pOOUIoN G O0NG TPOG T EUTPOG UEXPL VO AvaypaPETAL «25» GTO
Mapadvpo avarinpo@opnens d6ong (Ewdva, 18).
e Mmopeite va yoplote T0 KOUUTL HOGNC TPOG Ta. TIG® £V TO YVPIGETE TEPA OO TO «25%.

Ew. 19 Ew. 20 Ewc. 21

Kpatiote ) cvokevn Tomov mévag pe T Peddva va delyvel Tpog T Emdve.
Xtomnote gEhappd to cvykpatntipa g deouevig (Ewkova 19).

[Tiéote T0 KovpTt POBLUIONC dOONC 660 TaEL. 'Eva pikpookonikd otayovidio vypov Ha
speaviotel oty dxpn g Perdvag (Ewcova 20).

5. EMéyEte 611 010 Hapadvpo avaminpo@opneng d6ong ovaypapetor «0» (Eucova 21).
6 Yvveyiote oto Bijpa 4 Kotoympiote ) 6601 cag.

~own

Edv dev gpoaviotel éva LlUKpoGKOTIKO GTAYOVIO0 VYPOV, ETIKOIVOVNOTE LE TOV EMOyyEALOTIO VYElag
oG,
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Bipo 4 Katoyopiote T 6661 60g

Ynpeioon: H cvokeun tomov mévag mepiéyel 450 IU Bulakiotporivng diea. H péyiom phOpuon
epamos 060omg ¢ ovokevng Tomov wévag 450 1U eivon 450 TU. H pikpdtepn pbOuon
epdmag doong etvar 12,5 TU ko 1 d6on pmopet va avénbei oe mpocavénocelg tov 12,5 1U.

4.1 Tvpiote 10 Kovumi pHOUIONG dOONG LEXPL M| TTPOOPILOUEVT OOGT GUG VO ELPUVIOTEL GTO
Mapabvpo avardinpopopnong d6oNG.
e Jlopadetypo: Eav n mpoopilopuevn d6on cog eivar «150» U, emPePordote 011 T0 [apdbupo
avomAnpoeopnong doonc eppavilel «150» (Ewdva 22). H yoprynon ec@oiuévng mocotntog
TOL QopUaKOL pmopel va, ennpedoet T Bepaneia cog.

Euwc. 22 Ew. 23
o T'vpiote t0 KOLUA PHOLIONG dOONG TTPOS TAL e Mmnopeite va yupicete 10 kovumi pOOpIoNG
gumpog yo avénon (Ewova 22). d60NG TPOGS TO. TG £GV TO YupiceTe TEPQL

and v mpoopiiduevn doomn (Ewdva 23).

4.2. EAéyé&te 6t to HapdBopo avarinpo@iépnong 66ong sppavilel tv whqpn
GUVTAYOYPAPNUEVY 600G COG TTPLY TPOYWPNCETE GTO EXOUEVO PriaL.

Bipa 5 Xopnynote ™ 6601 cog

Inpavtiké: Xopnynote m 600m 6mwg cog

EKTTOUOEVGE 0 EMAyYEAUATIOG VYEING GOC.

5.1 QBnote apyd tn Perdva péca oTo dEPUA
tekeiong (Ewova 24).

Ew. 24
5.2 TomoBetroTE TOV QWVTiYEPA GO OTN LEST
TOV KOVUTOVL pYOong doonc. Méste
apyd 1o Kovumi 600NG TPOS TA. KATM
REYPL TO TEPUA KOL KPOTNGTE TO Y10l VL
0ALOKANpDOOETE TNV TANPN £vEOT
(Ewova 25).
Ew. 25
Inpeioon: Oco peyodvtepn eivar 1 060
TOGO TEPLOTOTEPO YPOVO YpedleTar yio vol
xopnynoet.

5.3 Kpamote 10 kovumi 001G TEGUEVO Yio!
TOVAGYIGTOV 5 deVTEPOLETTA TPV
OTOULOKPVOVETE T1] PEAOVA aTO TO SEPLLO GOG
(Ewcova 26).

e O apBuog d60m¢ mov gpeaviletal 6To
Hapadupo avaminpoeopnong d66ng
Oa emavérDBel oto «O».

e  Metd amd TovAayIGTOV
5 devtepdrenta, amocpete T PEAdva
070 TO 0PN EVE KPATATE TO KOVUTL
pUOnIoN G 000G TIEGUEVO

Ew. 26
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(Ewéva 27).

e Otav 1 ferdva Pyet and 10 déppa,
ameAeVBEPOOTE TO KOVUTL pLOUIONC
doong.

Mnyv anedevBepdoETE TO KOVUTL HOGNC HEYPL
Vo ook pOveTE TN PeEAOVa amd To dEpLaL.

Bijpa 6 Agarpécte ™ Perdva petd omd kG Eveon

Ew. 27

6.1 TomoBetnote T0 E£OTEPIKO KATAKL TG
Belovag oe pio eminedn eTPAVELA.

6.2 Kpatnote TNV TpoyEUIGUEVT] GLOKELN
tomov mévag GONAL-f otabepd pe 1o
éva xépt, kol ocvpete T PeAdva péca 6To
e€mTepkd Kokl e PeAdvog
(Ewdva 28).

6.3 Xvveyiote vo wbeite v KoAvppévn
Beldva emavm oe pio oTadepn ETQAVELD
UEYPL VO, 0KOVGETE £VOL YOPOKTNPLOTIKO
Nyo («click») (Eucova 29).

6.4 Kpatnote otabepd 10 eEOTEPIKO KATAKL
g Pelovag kot EePromote ™ Perova
TEPIOTPEPOVTAG TNV TPOG TNV avTifetn
katevbuvon (Ewova 30).

6.5 Amoppiyte ) ypnoomoinuévn ferdva
LE ACPAAELD GE EVOV TEPIEKTT] OLYUNPDV
avtikelévov (Ewova 31). Xepioteite
BeAdva pe TPOGOYN Y10 VO AITOPVYETE TOV
TPOVUOTIGUO amd T PeAdva.

Mnyv enavoypnotpomoleite N yprouonoteite

oo KOWoL Lol ¥PNGILoTomuévn Pehdva.

Bijpa 7 Metd tnv éveon

Ew. 28

Ew. 29

Ew. 30

Ew. 31

7.1 EAéyEte 011 €xete yopmynoet pio TApN
doon;:

o EAéy&te edv to [apdbopo
aVOTANPOEApTONG 800G delyvel «0»
(Ewova 32).

Edv to [apabupo avorinpopodpnong 066ng
delyvel «0», £xeTe OAOKANPMGEL T 000N GO,
Edv 1o [apdaBupo avarinpoedpnong d6ong
delyvel évav aplOpd vyniétepo amo «0», 1
TPOYEUIGHEVT GLoKeLT TOTOL TTEvag GONAL-f
glval kevi). Agv €yete AaPetl tnv TANPN
GLUVTOYOYPOUPNLLEVT SOCT GOG KOt TPETEL VAL
EKTELEGETE TO Pripa 7.2 TOPOKATO.
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7.2 Ohoxcdnpaote pa Al éveon (Lovo otov

yperaleTon):
e To ITapdBupo avaminpo@opnong
060G O deiyvel TNV VTOAETOUEVN Eic. 33

TOGOTNTO TOL YPEIGLETOL VO YOPNYNOETE
YPNOLUOTOIDVTAG L0 VEN GUCKEDT
TOTOL TTEVOG. LTO TOPASELY O, TTOV
(QOIVETOL OTIV EIKOVA, 1] VTOAETOUEVN
nocdtta givor «50» TU (Ewova 33).
IMa va ohokAnpdoete ) 3001 e devTEPN
GLOKEVT TOTTOV TEVAS, EXOVOLAPETE TA
Prparta 1 émg 8.

Brjna 8 AmoOnkevote TV TpoyEPIopEv 6v6KeL) TOmov Tévag GONAL-f

8.1 TomobetnoTE TO KOMAKL TG CLGKELNC TOTOL
TEVAG TAAL TAVE GTNV TEVA Y10, VO,
amopvyete T porvvon (Ewdva 34).
8.2 DvAGccETE TN GLOKELT TOTOV TEVAG LE
TOTOOETNUEVO TO KOTAKL GE AGPUAES LEPOG
Kot OG VTOJEKVOETAL 6TO0 DVALO OIMNYIDV £y 34
xpfiong.
8.3 Otav 1 ovokevn TOUTOL TEVAG Elval KEVT,
POTNOTE TOV EMAyYEAATIO VYEIOG GOG MG
VoL TNV OTOppIYETE.

Mnv amofnkeVeTE T GVOKELT TOTTOL TEVOG UE TN PEAOVE OKOLO TPOGOPTNIEVT, KAODS 0 TO
UTOPEL VO TPOKOAEGEL LOALVET).

Mnyv gnavoypnoylomoleite TV TPoyeUIcUEVT cuokevn TOTOL Tévag GONAL-f edv éyel méoet, 1 edv
1 GLGKELY] TOTTOL TTEVOG EIVOL PAYIGUEVN 1] KATEGTPAUUEVT, KOODS avTO UTOPEL VO TPOKAAEGEL
TPOVUATIGHO.

Emwowmviote pe tov emayyehpatio vyeiog oog edv EXETE EPOTNOELS.
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Hpgporoyro Oepanciog Tns mpoyepiopévng 6vokevig Tomov wévag GONAL-f

1 2 3 4 5 6 7 8
Apibpog Hpepopnvie Qpa Oykog Zovtayoypag MapdBupo avominpopdpnong doomg
npépag GVoKeVTg npévy - - p p
Oepania rémov mbvag 8601 Pvo mopév) IosoétnTo mov mpénzLva pudmoTEl Y10 o
TOGOTITA Y10 ﬁ dedtepn éveon
vean
[eav «0», [eay Oyt «O», amonteiton devtepn Eveon
/ 4501U néveon ivat Evéote qumiv my nocomia....... PTOTHOTOLOVTUG Vée
NG GUOKEVT TOOV TIEVG
[eav «0», [eay Oyt «O», amonteiton devtepn Evean
/ 4501V néveon eival Evéote qumiv my mocomia....... JprowoToIdvTuG Véd
TnNpNG GUOKEVT TOOV TIEVg
/ 501U [eav «0», [eay Oy «O», amonteiton devtepn Evean
néveon eival Evéote qumiv TV 10GOTTA ... YPYGUIOTOLOVTES VELL
TnNpNG GUOKEVT TOOV TIEVG
[eav «0», [eay Oyt «O», amonteiton devtepn Evean
/ 450U néveon eivol Evéote qumiv my mocomia........ PTOTHOTOLOVTUG Véa
NP GUOKEVT) TOOV TIEVG
[eav «0», [eay Oyt «O», amonteiton devtepn Evean
/ 4501V néveon ivat Evéote qutiiv v mocoma ......... JpnotonoldvTag véa
TN GUOKEVT] TOMOV TEVG
[eav «0», [eay Oyt «O», amonteiton devtepn Eveon
/ 450U néveon eival Evéote qumiv my mocomia....... PTOTHOTOLOVTUG VéC
TN GUOKEVT TOOV TIEVg
[eav «0», [eay Oyt «O», amonteiton devtepn Evean
/ 450U néveon eival Evéote qumiv my mocomia........ PTOTHOTOLOVTUG VéC
NP GUOKEVT) TOOV TIEVG
[eav «0», [eay Oyt «O», amonteiton devtepn Evean
/ 4501U néveon vt Evéote qumiv TV 10GOTTAL ... YPNGUIOTOLOVTES VL
TnNpNG GUOKEVT TOOV TIEVg
[eav «0», [eay Oyt «O», amonteiton devtepn Eveon
/ 4501U néveon ivat Evéote qumiv my mocomia....... PTOTHOTOLOVTUG VéC
TnNpNG GUOKEVT) TOOV TIEVG
[eav «0», [eay Oy «O», amonteiton devtepn Evean
/ 4501U néveon ivat Evéote qumiv mv mocomia........ PTOTHOTOLOVTUG VéC
NP GUOKEVT TOOV TIEVg
[eav «0», [eay Oy «O», amonteiton devtepn Evean
/ 4501U néveon vt Evéote qumiv my mocomia....... PTOTHOTOLOVTUG VéQ
TnNpNG GUOKEVT TOOV TIEVg
[eav «0», [eay Oyt «O», amonteiton devtepn Eveon
/ 4501U néveon ivat Evéote qumiv my mocomia........ PTOTHOTOLOVTUG VéC
TnNpNG GUOKEVT) TOOV TIEVG

AVt 10 PLALASI0 OdNyLdV YpHong avabewpndnke yio tedevtaio opd otic: {MM/EEEE}.
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®vAro ooV rpiong: IIAnpogopiss yro Tov yp1otn

GONAL-f 900 1U/1,44 ml gvéoipo d1dlvpo 6€ TPOYEMIGUEVI] GUGKEVT] TOTTOV TEVOG
Bvlakiotpomivn dhoa

AP AOTE TPOGEKTIKA OAOKANPO TO QVAAO 0ONYLOV PN CIS TPLY UPYIGETE VO YPNGLUOTOLEITE AVTO
TO POPRAKO, OLOTL TEPLAUPPAVEL CNUAVTIKEG TANPOPOPIES YIX GO,

o DoraEte avtd TO PUARO 0dNYIDY YpNong. Towg ypelaotel va to duPfdcete Eavda.
. Edv éxete mepontépo amopieg, p@TNGTE TOV Y1OTPO 1] TOV PAPHOKOTOLO GOGC.
. H ocvvtayn yio avtd 10 gappoko xopnynonke amokAeloTikd yio oag. Agv Tpémel vo SDGETE TO

PapLoKo o€ GALOVG. MTopel va Tovg TPOKOAESEL PAAPT], OKOLO KOt OTOV TO GUUTTMLOTO, TNG
acBéveldg Toug etvar 1010 pe Ta Sk oag.

. Edv mapatnpnoete kdmolo avemBOunT evEpYELn, EVILEPDOTE TOV YIUTPO N TOV POPUAKOTOLD
c0G. AvTd 1oyvel kot yo kKaBe mhovi avemBOUNTN EVEPYELN TOV OEV OVOAPEPETOL GTO TAPOV
@OAAO 0ONY1DV ypriong. BAére mapdypago 4.

T ePLéyeL To TAPOV PUAAO 0ONYLOV:

Tt etvar to GONAL-f ko ot givat 1 gpriomn tov

T1 npémet va. yvopilete Tpv ypnoponotioete 1o GONAL-f
Mo va ypnoipomomoete 1o GONAL-f

[MBavéc avemBounTes evépyeteg

IMig va pvidooete o GONAL-f

[Mepieydpeva g cvokevOciog Kot AoTéG TANpoPopieg
Odnyieg xpriong

o~ whE

1. Tu givor to GONAL-f kan owa gival 1 piien Tov
T givan o GONAL-f

To GONAL-f mepiéyet éva pappaxo mov ovopdletar «Buiakiotporivny dipo». H Buiaxiotporivn
dhoa glvar éva gidog «woBuiaxtotpdnov oppovney» (FSH) mov avikel otnv okoy£velo opLOVOY TOV
UTOKOAOVVTAL «YOVOOOTPOTiveSy. Ot YovadoTpomiveg EUTAEKOVTUL GTIV AVOTOPOYMYN KoL TN
YOVILOTNTAL.

Iowx givar n xp1jon Tov GONAL-f

Y1ig evijMkeg yovaikeg, 1o GONAL-f yopnyeitat:

. v va Bondnoet va eAevBepmbet Eva wokvTTapo amd v wobrkn (woppnéia) ce yuvaikes mov
dev Kdvovv woppn&ia Kot Tov dev EYovv ovTamoKplOel 6€ aymyn e £va QAPLLOKO TOV
ovopACETOL KKITPIKT) KAOULQOIVIY.

o € GLVOLUGUO UE €V GALO apuako Tov ovopdaletar «lutropin alfay («@ypvotpomog opudvn»
1N LH) yia vo Bondnoet va elevbepabel éva woxdtTopo amd v modnkn (woppnéia) ce
YOVOIKEG TV OTO1MV TO GO TOPAYEL TOAD Atyeg yovadotponives (FSH kot LH).

. v va Bondnocet va avartuyfovv moAlomid mobvlikia (Tepiéyovtag £va wokHTTopo To Kabéva)
GE€ YUVOIKEG TTOV VYioTOVTOL TEXVIKEG LTOfonbodEVNG avamapaywyng (Sl0dKacies TOV
pumopobv va o€ Bondncovy vo peivelg £YKvog) 0nmg «EEMOMUOTIKY YOVILOTOINoT,
«EVOOCUATILYYIKY| LETOPOPA YOUETMV» 1] «EVOOCSHATLYYIKY] LETOPOPA COYOTMVY.

Y10vg gvijMKkovg avopeg, 1o GONAL-f yopnysitat:

o € GLVOLAGUO HE Eva GANO QAPLOKO TTOVL OVOUALETOL «avOp®TIVI XOPLOKT YOVASOTPOTIVI
(hCG) ya va Pondnost v TopAY®YN CTEPUATOG GTOVG AVOPES, TTOV OEV EIVOL YOVILLOL ETELDN
€YoV LEPIKEG OPUOVEG OE YOUNAQ EMITEDQ.
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2. T npéner vo, yvopilete Tpwy ypnopororicete 10 GONAL-f

pwv and v évapén g aywyng, Oa mpénet va ektiunel n yovipodtnto tov {guyoptod amod yotpo
éumelpo ot Bepameio dTOPAYDV YOVILOTNTOGS.

Mnyv ypnoepononjocte To GONAL-f

o o€ MEPIMTOOTN aAlepyiog oTNV WOoHLAAKIOTPOTO OPUOV T} GE OTO10ONTTOTE GALO O TOl
GLGTOTIKA 0VTOD TOV PAPUAKOL (AVUPEPOVTOL GTHV TaPEypopo 6).

. G€ TEPIMTOON OV £YETE OYKO GTOV LWOBAAALLO 1 6TV LTOPLGT (Kot Ta SVO ival HEPOC TOV
£YKEPAAOV).

. €dv glote yovaika:

—  uE SlOYK®UEVEG WOONKEC 1 GAKKOLE WE VYPO OTO EC6MTEPIKO TOV MOINKDV (KOOTES T®V
®oONK®V) GyveooTng aiTioAoyiog.

— L€ YUVOIKOAOYIKT OpLoppayio dyveotng aitioloyiog.

—  Ue Kopkivo oTig wobnKeg, pTpa | HooToOE,

—  HE M0 KOTAOOTOON 7oV KoOeTd advvartn v KONoT, OT®MG OVETAPKELL TOV ®OONK®OV
(TpdIUN EPUNVOTOVLGT) 1] SVOTANGIN TV YEVVITIK®DY 0pyIvOV

o €av glote dvopag:
—  ue PAGPn tov opyemv mov dev BepamedeTal.

Mn ypnoponomoete 10 GONAL-f edv kdmotlo amod ta mopondve cvpfaivel o€ ecdg. Eav éxete
appiBoliec, angvBuvleite oTov yloTpd GG TPV YPTCLOTOUGETE ALTO TO PAPLOKO.

IIpog1domTou|6ELS KoL TPOPUAGAEELS

AmevBuvbeite oTov Y1aTpd, TOV QUPLAKOTOLO 1] TOV VOCOKOLO GUG TPLY YPTCLOTOLCETE TO
GONAL-f.

Iopoupia
Evnuepmaote tov yrotpd cag mpiv apyioete ) Bepomeia, edv €6€ilg 1 omolodnmote uEAOG TNG
01KOY£EVELAG G0G TAoyEL amd Topeupia (Ho advvapio SIECTUCTG TOV TOPPUPIVAV, 1) OTTolo UTOPEL Vo,

KAnpovopeitat omd Toug YOVElG 0T TALdLdL).

Evnpepmaote tov yiatpd 6oc apécwmg eQv:

J 70 O0éppa cog yiveror evmabég Kol Tapovolalel vkold QAVKTAIVES (POVGKAAES), KLpl®S TO
déppa Tov extifetal cvyvoTEp GTOV A0, 1)/KOL
. gpeavicete TOVO GTO GTOUNYL 1] oTA dKPaL.

Ye TePINTOOT EUPAVIOTG TOV TOPATAV®, O YITPOS 060G TOUVOV VoL GO.G GUGTNHGEL TN S10KOTT TNG
Oepaneioc.

2Hvopopo vrepdEyepons tav monkav (OHSS)

Edv gocig giote yovaika, avtd to pdppoko avéavet tov kivouvo avamtuéng OHSS. Avto coppaivel
otav ta. ®oBvAdkia avarticcovTal VITEPPOAIKE Kot YivovTon peydiec kbotelc. Eqv eupavicete ndvo
GTNV KATOTEPN KOIAMOKN YDpa, Ypiyopn avénon Bapovg, voutia 1§ EUETO, | SUGKOAIN GTNV AVATVOT],
EVILEPMOTE TOV Y1ALTPO GAG AUECSHGS, 0 0T010¢ THAVOV VAL GOG GLGTHGEL TN SKOTN TNG ¥PNONG CVTOV
OV QopudKkov (PAéne Tapdypopo 4).

X mepinton wov dev Kavete woppnéio Kot epdcov tnpnoel 1 CLVIGTOWEVT OGN KOl TO TPMOTOKOALO
xopnynong, n eppdvion OHSS givar AMyotepo mbovn. H ayoyn pe GONAL-f ondvio mpokokel
coPapd OHSS extdg edv yopnynOei 10 oKedACHA TOL TEPIEXEL AVOPDTTIVN YOPLOKT YOVOSOTPOTIVY,
hCG, mov ypnoyonoteiton yro v TEAKN @pipoven tov mobviaxiov. Edv avarticete OHSS, o
YwTpdg cag pmopet va unv oag xopnynoet hCG og avtdv Tov KOKAO aymyng kot propet va, cag {ntnoel
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Vo OmoQUYETE TN 6eE0VOAIKY] ETAPN 1) VO YPNCILOTOMGETE L0l AVTICLAANTTIKY EB0dO Pparylov yio
TOVAAYLOTOV TEGCEPIC NUEPEC.

TToAvdvun Kunon

Me 1 ypfion Tov GONAL-f, vapyel peyodldtepog Kivouvog va PetveTe £YKVOG LE TEPIGGOTEPQ UTTO
éva BpEen TauTOYpOoVe («TOAVSLUT KOG, KUPImG didvua), 6 GOYKPLoT LE TN QUGIKT GVAANYT. H
TOADSVUT KONOT UTOPEL VO TPOKOAEGEL ETTAOKES Y10, GOG KOl TO. LOPA 6og. MTOpeite va HEIDCETE
ToV Kivouvo TNng ToADVOLUNG KUNONG XPNOYOTOIMVTOS TN 6ot 0061 GONAL-f 6T1¢ KatdAANAEC
oTiypég. Otav vrofaiiecte o€ Te)VIKEG LTOPONOOVUEVTG OVOTOPAY®OYNS, O KIVOUVOC TOADSVUNG
KONoNG oxetTileTon pe TV NAIKi0 600G, TV TOLOTNTA Kot TOV aplfid YOVILOTOUUEVOV MOKVTTAP®V 1
eUPpLOV TOV gRPLTEHOVTUL LECH GG,

Amofoin

Orav vroPdAileote o TeYVIKEG LIOPonOovUEVIC avamapay®YNG ] ®OONKIKAG d1EyepoNg Yo va.
TOPAYETE M®OKVTTAPO, TO TOGOGTO ATOPOANG EIVAL VYNAITEPO TOL PUGIOAOYIKOD.

IIpoBAinuata pe tnv mnén tov aipotod (Opouposuforikd ererodoin)

Edv moté éxete eppavioel 1| epeavicate mpdceota OpoUPoug aipatog 6To TOd 1] GTOV TVELLOV, 1)
KapdloKn TPOoPoAN N ayYEOKO EYKEPAUAMKO €MEIGOO10, 1 €AV ALTE XYoLV GLUPEL GTNV OIKOYEVELD GO,
umopel va vdpéel peyaAdtepog Kivouvog ot vo. GUUPBOVY 1 VA, YEPOTEPEYOVV LIE TNV Cy®YN UE
GONAL-f.

Avdpec ue vaepfoikn FSH oo aipa Tovg

Edv eoeig eiote dvopoac, To va &xete vaepPorkn FSH oto aipa cog pmopei va givan €vdeidn AN
twv 0pyewv. To GONAL-f cuvnfwg dev Aettovpyel edv £xete avTO TO TPOPANLLOL.

Edv o yatpdg oag amopaciost va dokipdoet Ty aymyn pe GONAL-f, yio va tpocsdiopiotei
avTamoKkplon ot Bepamneia, pmopel va cag {ntnoet deiypo omépUaToc Yo avdivon 4 £o¢ 6 uveg petd
v évapén g Bepamneioc.

Mowora ko £gnpor

To GONAL-f dev mpoopiletot yia yprion oe Tadid Kot pnPouvs kdto Tov 18 eTmv.

Alha gappoxe kor GONAL-f

Evnuepaote tov yuotpd cog edv maipvete, Exete Tpdopata TAPEL 1 UTOPEL VO TAPETE AAAL PAPLLOKOL.

o Edv ypnowomomoete GONAL-f pe GAia oxevdopoto mov fonbodv v woppnéia (0nmwg hCG
N KITptkn KAopipaivn), autd umopel va 0véNGeL TNV avTamoKpion Tov wobviakioy cog.

. Edv ypnowonomoete GONAL-f tavtdypova pe Evay aymvioT] 1| avIOy®VIGTH TNG «EKAVTIKNG
opuoVNG TV yovadotpomvdvy (GnRH) (awtd to, okevdopata HEOVOVY T0, EXITED TV
6€E0VOAIKMV OPUOVAOV KOl GTAUATOVV TV @oppnéia 60g) Umopel vo YpENCTEITE o VYNAOTEPT
d6om tov GONAL-f y1a va mapdyete moBvAdkio.

Kinon ka1 Oniaopdg

Mnv ypnoponomoete 1o GONAL-f edv giote £ykvog 1 OnAdlete.

001yNon Ko YEPIGROS POV RATOV

Agv avopévetat 0vTd TO PAPUOKO VO ETNPEACEL TNV TKOVOTNTO 001YNONG KOL XEPIGUOD UNYOUVILAT®V.
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To GONAL-f nepréyer vatpro

To eappakenTikd ovtd TPoidv mepiéyel Myotepo and 1 mmol vatpiov (23 mg) avd 66om, givar avtd
mov ovopalovpe «ehevBepo vatpiovy.

3. Iag va ypnoporomjcete o GONAL-f

ITavtote va ypNOLOTOLEITE TO PAPLOKO AVTO ALGTNPH COLPOVO LE TIC 0ONYiEG TOV YiaTpoy cag. Eqv
&xete apPPOAIES, pOTHGTE TOV YATPO 1) TOV POPLOKOTOLO GOGC.

Xp1on avtod ToV PuppdKov

. To GONAL-f poopiletar yio yoprynon pe €veon axpifag kdtm amd to 0épua (vmoddpila). H
TPOYELGHEVT] CLOKELT TOTOL TTEVAG UTOPEL VoL xpno1omom Bel Yo TOAAATAES EVECELS.

. H npd éveon tov GONAL-f Ba npénet vo mparypatonoteitor vd v enifreyn tov yiatpol
GOG.

. O ywTpoG N 1 voonAenTpld cog Ba cag deiEel TG va YPTCILOTOUCETE TNV TPOYELUGLEVN
ovokevn Tomov mévag Tov GONAL-f yuo va kdvete v éveon tov @apudKov.

. Ed&v yopnynoete to GONAL-f 610V €001 G0C, TOPOKAAEITTE VO, O1APACETE TPOGEKTIKG KOl VL

aKOAOVONGTE TIC 001 YiEC 6TO TEAOG AVTOL TOL PVAAOV 0dNYIDV, pE TiTAo «Odnyieg xpnong».
Ilowe T066TNTA VO YPNGIUOTOU|GETE

O ywatpog oag Ba anopacicel 1660 Pappoko Ba mhpeTe Ko pe ma cuyvotnta. Ot d0celg Tov
TEPLYPAPOVTAL TOPUKATO ovapEpovtol o€ debveig povadeg (International Units - [U).

TINvvaikeg
Eav oev éyete moppnio Kk éyete akavovieTn wepiodo | kaborov mepiodo.

o To GONAL-f yopnyeitat cuvnBwg kdbe pépa.

. Edv éyete axovoviom mepiodo, apyiote m xpnon tov GONAL-f evtdc tov nphtomv 7 nuepmdv
TOV EUUNVOPPLGLOKOV KUKAOL caG. Edv dev €xete kaBoAiov mepiodo, pmopeite va apyiocete
YPNOT TOL POPUAKOV OTOLOdNTOTE UEPQL BEAETE.

. H ouvnng apywm d6om tov GONAL-f eivan 75 €wg 150 TU kb pépa.

. H 860m cag tov GONAL-f pmopet va avénbel kb 7 1 kdOe 14 nuépeg xotd 37,5 g 75 1U,
UEYPL VO EMLTOYETE TNV EMOLUNTN AIOKPLON.

o H péyiom nuepnowa d6on oo GONAL-f cuvBwmg dev eitvar vymAdtepn Tov 225 1U.

o Orav emitoyete v emBounty omdkpion, o cag dobei pia povo Eveon 250 pikpoypappopiov
«ovacvvovacpévng hCG» (r-hCG, pa hCG mov mapackevdletol Ge Vo EpYRcTAPIO UE LI
€101k teyvikn DNA), 11 5 000 éwg 10 000 TU hCG, 24 éwc 48 dpeg petd v televtaia £veon pe
GONAL-f. H kaldtepn dpa vo Exete 6e£0VOMIKT ETOQEN EIVOL TNV NUEPA YOPNYNONE TG EVESNS
pe hCG ko v exdpevn nuépa.

Edv o yiatpdc cog dev eviomioet pua embopntn amdkpion petd amod 4 efoouddsg, Oa mpénet va
oTaUOTNOEL 0VTOV TO Bgpamevtikd kukho e GONAL-f. IMa tov emduevo Bepamenticd kbkAo, o
ywTpog cag Ba cog yopnynoet o vyniotepn apyikn 6o GONAL-f and mpwv.

Edv o opyaviopog cag mapovciicel vepforikn amdkpion, 1 Oepaneia oag 0o dtakomel kat 6gv o cag

yopnyNBet hCG (PA. Tapdypapo 2, «ZOvopopo vrepdiEyepong tov wobnkav (OHSS)»). o tov
EMOUEVO KVKAO, 0 Y10TpOG cag Ba cag yopnynoet yapniotepn o6on GONAL-f and mpv.
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Eav £xete owoyvootel pe mold younid enireda oppovov FSH ko LH

o H ovviOng apyikn 86om tov GONAL-f givar 75 éwg 150 TU padi pe 75 1U lutropin alfa.

. B0 YPNCLOTOMGETE OVTA TOL dVO PAPLLOKA KOO UEPIVE Y10l L1, XPOVIKT| TEPI0D0 EMG Ko TEVTE
ePOOUGO®V.

o H 860n oag tov GONAL-f pmopet va avéndel kébe 7 1 kabe 14 nuépec katd 37,5 éwg 75 1U,
UEYPL VO EMTOYETE TNV EMOBLUNTY ATOKPLON.

. Orav emroyete v embount) andkpion, Ha oag 600l pio povo Eveon 250 pkpoypoppopiov
«oavaovvdvacuévng hCG» (r-hCG, pia hCG mov napackevdletol oe Vo EpYUcTHPIO UE Ui
g101kn teyvikny DNA), 11 5 000 émg 10 000 IU hCG, 24 ém¢ 48 dpeg PeTd TIC TEAEVTAIEG EVETELG
e GONAL-f xau lutropin alfa. H koddtepn dpa va £xete 6eE0VOMKT maQT lval TV nuépa
yoprynong g éveong pe hCG kat v emopevn nuépa. Evaliaxtikd, umopet vo yivel
EVOOUNTPIKN OTEPHOTEYYLOM 1 fal GAAT dladtkacio wtpikd vrofonBodpevng avamapay®yng
pe Paon v kpion tov yoTpov Gag.

Edv o yiatpog cog dev eviomiost pua embopntn amdkpion Hetd amd 5 efoouddsg, Oa mpémet va
oTopaTNoEL 0vToV T Bepamevtikd kukho pue GONAL-L. [Ma tov endpevo Bepamentikd KOKAO, 0
yTpdg cag Ba cag yopnynoet o vynAotepn apyikn 66on GONAL-f and mpuwv.

Ed&v o opyavicudc cag mopovoidoet vrepPoitkn andkpion, 1 Oepaneia cag pe GONAL-f Oa drakomel
Ko oev Ba cag yopnynel hCG (BA. mapdypago 2, «ZOVOPoUOo VIEPIEYEPTNE TOV MOOMNK®YV
(OHSS)»). ' Tov endpevo kKOKAO, 0 YraTpdc cog Ba cag yopnynoet xaunAidteprn 66on GONAL-f amo
TpW.

Edv yperaleote vo avontiete MOAOTAL OOKVTTOPA VIO GVALOYT TTPLV 0.0 OTOLUONTOTE
TeYvoLoyia vrofonBoduevng avarapaywyng

o H cvving apyicn 66om tov GONAL-f givar 150 €mg 225 TU kabnpepwvd, amd t 2" 1 3" pépa
7oV OgpamevTIKOD GOG KUKAOL.

. To GONAL-f punopei va avénbei, avdroya pe v andkpion cag. H péyiotm nuepniota d6on
glvar 450 1U.

. H Bepameio cvveyiletar péypt v avantuén TV OOKLTIAP®V 60G 6T0 enBountd onueio. Avtd
Swapket cuvnBwg 10 pépeg mepimov, aAld umopet kat va dtapkécet omd 5 mg 20 nuépec. O
YTpdS Goc Oa ¥PNGIUOTOMGEL AUTOAOYIKEG EEETAGELG 1/KAL VTTEPNYOYPAPN UK Y1or Vo EAEYEEL
note B cupPet avto.

. Orav to wokvTTopa eivat ETowa, Oa cog dobel pio povo éveon 250 pikpoypappapiov
«avacvvdvacpévng hCG» (r-hCG, pa hCG mov topackevdletal og Eva pYOCTNPIO UE Lol
€101KN TEYVIKN avacvvovaouévov DNA), 1 5 000 éwc 10 000 IU hCG, 24 éwg 48 mpeg puetd v
terevtaio éveon pe GONAL-f. Avtd Ba etoludost To @oKOTTOPE GOG Yo GVAAOYY.

X€ QALEC TEPMTMOELS, O YITPOG OOG UTOPEL VO GTALOTHCEL TPAOT TV woppNEia YPNCLLOTOIDOVTOG
£vay ayovIoT 1| aVIOY®VICTH TNG EKAVTIKNG 0provnc TV yovadotponvav (GnRH). Ztn cvvéyela,
apyilete T0 GONAL-f mepimov 600 efdopddeg petd v Evapén g ayoyng pLe tov ayovioty. To
GONAL-f kat o ayovietic tg GnRH yopnyobvtat tavtdypova péEypt T EXBLUNTY avATTUEN TOV
wobvrakiov cag. ['a mapddetypa, petd amd dvo efoopnddeg Bepanciag pe aymviot g GnRH,
yopnyovvtatl 150 émg 225 IU GONAL-f yia 7 nuépec. H 86om toTe pubpiletar avaroya pe tnv
onOKPLIoTN TOV MOKLTTAPOV GOGC.

Avopeg

o H ovving 86om tov GONAL-f gtvon 150 TU podi pe hCG.

o Ba YPNOOTOMGETE OVTA TO SVO PAPLOKO TPELG POPES TNV ERSOUASA VoL it ¥POVIKY TEPLOdO
TOLAGYIGTOV 4 UNVOV.

. Edv dev éyete avtamokpfei otn Oepameio petd amd 4 PNVES, 0 YLTpOg GOC UTOPEL va TpoTeivel

V0L GLVEYIOETE TN YPNON ALTAOV TOV dVO PAPUAKOV Y10 TOVAGYIoTOV 18 unveg.
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Eav ypnowponomosete peyorvtepn 0001 GONAL-f a6 Tnv Kavoviki)

Ot emmtdoelg Tov va ypnoyonotioste vrepPoiikd GONAL-f givar dyvmoteg. Qot660, O pnopovce
Kavelg vo TEPEVEL TNV EKONAMOT TOL GUVOPOUO VITEPdIEYEpoNS TV wobnkdv (OHSS), 1o onoio
meptypdpeTon oty mopdypoeo 4. Evtovtolc, to OHSS 0a cuppel povo dtav yivel emiong yopnynon
hCG (BAéne mapdypago 2, «Zuvdpopo vrepdiéyepong tav wobnikdv (OHSS)y»).

Eav Egyaoete vo ypnoipomonjoste 10 GONAL-f

Edv &eydoete va ypnopwonomoete 10 GONAL-f, unv mépete SimAr 001 Yo Vo oVATANPOCETE TN
doon mov Eeydoate. IapakadeioTte vo ETIKOWVOVIGETE LE TO YIOTPO GOG LOALG GUVELOINTOTOCETE OTL
Eeybdoate pia d6om.

Edv éxete meptocOTEPEG EPOTICELS GYETIKA LLE TN YPTOT] AVTOV TOV QUPUAKOV, POTIOTE TOV Y10TPO 1)
TOV QAPLOKOTOLd GOC.

4, MBavég avemBOUNTES EVEPYELES

Onwg 6Aa To PAPLOKOL, £TCL KOL 0VTO TO PAPLOKO UTOPEL VO TPOKAAEGEL AVETIOOUNTEG EVEPYELEG, OV
Kol 6gv TOpovSLalovTal 6€ OAOVG TOVG AvEPMOTOLG.

Yopapég avemOOUNTES EVEPYELEG GTIS YUVOIKES

. [16vog 6tV KatdTePN KOIAMOKT ¥Dpa GuVOLOLOUEVOS e VouTio 1] ELETO umopohy va gival Ta
GUUTTOOTO TOL GUVOPOLO LITEPSEYEPONS TV wobnK®mv (OHSS). Avtd umopel vo vtodnAmoeL
011 01 W0 Keg avTédpacay vepPolkd ot Bepameio Kot OTL ovomTOYON KOV peydAes moBNKIKEG
KOoTEIS (PA. EMioNg 6NV TOPAypapo 2. KAT® 0t TOV TITAO «ZVVOPOUO VTEPSIEYEPTNG TMV
wobnrdv (OHSS)»). Avti n avemBount evépyetra etvar cuyvn (Lmopet va ennpedost €o¢ 1 ota
10 droua).

. To OHSS umopei va yivet cofapd pe eLeavdc S10YKOUEVEG MOBNKES, LELOUEVT] TUPOYMYT|
ovpav, avénon Papovg, Svomvola /Kot ThAV GLYKEVTPMOGT VYPOV GTO GTOUYL T} 6T0 OdpaKd
oag. Avti 1 avemBounTn evépyela gival oyl ovyvr (uropel va ennpedoet £éo¢ 1 ota 100 dropa).

o [Tepimhoxég tov OHSS, 6nmg suotpoer| wobnkdv N TEN TOL ApLaTOS, HTOPOVY VO CLUPOVV
ondvia (umopel va ennpedoovv £w¢ 1 ota 1 000 dropa).

. YoBapéc mepurhokég TS TNENG TOV aipatog (BpopPosPoAtkd enelcodLn), OPICUEVES POPEC
aveCaptitwg Tov OHSS, pumopovv va epeavictodv oA ondvia (uropel va ennpedoovy wg 1
ota 10 000 dropa). Avto pmopel vo tpokarécel Bopakikd TOvo, SUGKOAIN GTNV AVATVOT,
AYYELOKO EYKEPOAKO €TEIGOO10 1) KOpdtaK TPooPoAn (BA. eniong oty Tapdypaeo 2. KAT®
and tov Titho «IIpofAnpata pe tnv méEN Tov aipaTog»).

2ofapég avemOUUNTES EVEPYELEG OTOVS (AVOPES KOL GTIS YOVOIKES

. Ot oAAepyIkég avTOpAcELS, OTmG eEAvOn I, EpuOPOTNTA, KVIO®MGT, S10YKWOGCT TOL TPOGMITOL LIE
SVoKOAiD, GTNV OVATTVOT|, WTOPEL LEPIKES POPEC VO Eival coPapég. AvTi 1 avemBountn evépyela
gtvar oAb omdvia (pmopel va ennpedoet £mg 1 ota 10 000 dropa).

Eév mapatnpi)oete KAmoro avemOOUNT EVEPYELN TOV AVUPEPETUL TUPUTAVE®, TPETEL VO,

EVI|LEPADGETE TOV YIUTPO GG UPUEGMGS, 0 07T010G NTOPEL VO 600G LNTIGEL VO GTORATI|GETE TN AP0
T0v GONAL-f.
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Addeg aVETOVUNTES EVEPYELEG OTIS YUVUIKES

oA ouyvég (umopel va emnpedoovy meptocdTepa and 1 ota 10 dropa):

o 2AKKOl e VYPO OTO ECOTEPIKO TV WOONK®OV (KVOTELG T®V MOONKDOV)

o Kepaiohyio

o Tomikéc avtidpdoelg 6to onpeio g £veong, OTmg TOVOG, epuBpoOTNTO, LOA®TAG, TPNEO 1)/Kot
epebiopndc

2uyvég (umopet va ennpedcovy g 1 ota 10 dropa):

. [T6vog otV KotAlaKkn yodpa
. Navtia, LETOC, dAPPOL, KOIMUKES EMDOVVEC HVTKES GLOTTACELS Kot TPNELO

oA omdvieg (umopei va ennpedoovy €mg 1 ota 10 000 dropa):

o Alhepyikéc avtidpdoelc, onmg e&avOnpua, epuBpotnTa, KvidwoT, SOYK®GCT TOV TPOCHTOV LE
OVOKOAIN GTNV OVATTVOT], UTOPOVV va, SUUPOVV. AVTEC Ol AVTIOPACELS LEPIKES POPEG UTOPOVV VO
givar coPapéc.

. To doBua cog pmopel va yePoTEPEYEL.

AlLeg avemOOUNTES EVEPYELES OTOVG GVOPES
oA cuyvég (umopel va emnpedoovy meptocdTepa amd 1 ota 10 dropa):

. Tomkég avtidpdoelg oto onueio ¢ éveonc, OTwWe TOVoG, EpLOPOTNTA, LOAMTOC, TPNELLO 1Y/KaL
gpediopdg

2uyvég (umopet va ennpedcovv émog 1 ota 10 dropa):

. [Ipr&ipo tov eAEBOV TAV® Kol TGM amd Tovg Opyels (KIPpoOoKNAN)
. AvENnom tov peyéboug Tov pacTmv, akun 1 avénon Papovg

o\ ondvieg (umopel va ennpedoovy £wg 1 ota 10 000 dropa):

. Alepykéc avtdpaocels, Omwg eEavinua, epufpdtnrta, Kvidmor, dOYKOOoN TOL TPOCSHTOV LE
dVoKOAiD, TNV aVOITVOT], LTOPOVY Vo GUUPBOVV. AVTEC 0L AVTIOPAGELG UEPIKEC POPEC UTOPOVY VL
givar coPapéc.

. To doBua cog pmopei va yepoTeEPEYEL

Ava@opd avemOOunTOV evepyELOV

Edv mapatnprioete kdmola avemBountn evépyela, EVIUEPMOTE TOV YIOTPO 1] TOV QUPHOKOTOLO GOC.
AvT0 1oyt Kot Yo kdOe mhavr| avemBountn vEPYELR TOL OEV AVAPEPETAL GTO TAPOV GVALO 0dNYIDV
ypNons. Mmopeite emiong vo avagépete ovemBOuNTEG evEpyeleg anevbeiag, LEcm Tov Bvikon
GLOTIOTOG OVAPOPAS TTOL avaypdpeTol 6To [lapaptnuae V. Mécw g avapopdc averdountov
gvepyelmv pnopeite va fondfoete ot GLALOYN TEPIGCOTEP®V TATPOPOPLAOV GYETIKA LLE TNV AGPAAELD
TOV TOPOVTOG POPUAKOL.

5. Iog va pouidscete To GONAL-f
To @appako ovtd TPETEL VO PUAACOETAL GE PEPT TTOL OgV TO PAETOVV Kot dgV TO POAVOVVY T TALd1E.
No pn ypnoiponoteite omd To PAPUOKO LETA TV NUEPOUNVIE ANENG TOV avAPEPETAL GTO PLOAISI0 1)

o710 kouTti pe v « AHEH/EXP». H nuepounvia AnéEng sival n tedevtaio nuépa Tov unive mou
ovopEPETAL EKEL.
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dvrdccete o€ Yyoyeio (2°C-8°C). Mnv katonyvyeTe.

IIpwv and 10 Gvorypa kot eviog TG dtdpkelag (NG Tov, TO TPOiOV UTOPEL VO PLAAGGETOL EKTOC
yoyeiov og Bepuokpaciceg Emg o péyioto 25°C yia pio pepovouévn mepiodo €mg Kot 3 Unvav Kot
TPEMEL VoL amoppimteTol eGv oev €xel ypnotomoin el evtdg avtdv TV 3 Pnvov.

Awtnpeite 10 TOUO GTN GLOKELN TOTOV TEVAGS, YOl VO, TPOCTOTEVETOAL AT TO PG,

Na un ypnowonoteite 1o GONAL-f edv mapoatnpioete onolodnmote opatd onpeio oAioioong, eav 1o
OVOGLOTOUEVO JLAVUO TTEPLEYEL COUOTIOWN ) OEV Elvar dLovYEG.

ITapaxoaieiote va kaTaypdyete ot TPoyEGHEVT] cvuakevn TOTOV TTEva Tov GONAL-f v
nuepounvia TG TPOTG ¥PNoNS Tov. [ ToV 6KOTO aVTO, TAPEXETAL UKL CVTOKOAAN TN ETIKETA UE TIG

«Odnyieg yproney.

. MO avolytel, N GVLOKEVT TOTOV TEVOC TPEMEL Vo, PLAGGGETAL o€ Bepuokpacio peta&d 2°C kat
25°C yw 28 nuépeg 10 péyioTo.
. Na punv xpnoLOTOCETE OTOLOOMTOTE PAPUOKO TOV £XEL ATOUEIVEL GTI) TPOYEUGHUEVT] GUGKELT

TOTOL TTEVOG PET amd 28 MUEPES.
210 téA0G TG Bepameing, OTOIOOMTOTE [N XPTOLUOTONOEY S1BAVLC TPETEL VO, TOPPITTETAL.

Mnv metdite eApUAKa 6TO VEPD NG amoyEtevons. Potote tov gapprokomold Gog yio 1o Tis vo
TeTAEETE TOL PAPLOKE TOV gV ypnoiponoteite ma. Avtd To pétpa Ba fondncovv oty npoctacic Tov
mepPariovToc.

6. Mepreyopeva TS GLOKEVAGTOG KUl AOUTES TANPOPOPIES

T ngpréyer to GONAL-f

o H dpaotikn ovcia eivar Bulakiotpomivr GAa.

. Kd&Be mpoyepiopévn cuckevn] TOTOL TEVAG e PUGTYYL0 TOALOTAGY docemv Ttepiéyel 900 1U
(66 pkpoypappdapia) Burakiotporivig Grea og 1,44 ml dtaAdpoTog.

. Ta GAha cvotatikd ivar moAo&apepés 188, caxyapdln, pedetovivn, vaTplo pocopikod

S160&1vo LovohdpIKo, SIVATPLO POCPOPIKO STOPIKD, U-KPEGOAT, KAOMG KOl pOGPOPIKO 05D
GUUTVKVAOUEVO KOt vaTpiov Vopoteidio (Yo mpocappoyr tov pH) kot véwp yia evéoiua.

Epoeavien tov GONAL-f kot wepieyopeva. g 6VGKEVAGING

o To GONAL-f diatifetor ¢ dtovyég dypopo eVEGILO SIEAV L0 GE TPOYEUIOUEVT] GUGKEDT] TOTTOV
TEVOG.
. To okevacua datiBeTor oe GVGKELOGIES OV TTEPLEXOVY 1 TPOYEUIGUEVT] GLOKELT TOTOL TTEVOG

ka1 20 Berdveg piag ypnoemg.
Karoyoc Aderog Kukroopiag
Merck Europe B.V., Gustav Mahlerplein 102, 1082 MA Amsterdam, O XL avdio
Hapaockevaotiig
Merck Serono S.p.A., Via delle Magnolie 15, 70026 Modugno (Bari), Itaiio
To mapdév pviro 0dNYLOV Yprions avadepOnke yia televtaio popa otigc {MM/EEEE}.

Aemtopepeic TAnpopopieg yia 10 pappoko avtod givar dabféoyieg otov diktvakod tomo tov Evponaikon
Opyaviepov Ooppdxmv: http://www.ema.europa.eu.
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Odnyies ypiiong
GONAL-f IPOTEMIZMENH XYZKEYH TYIIOY ITENAZX 900 1U/1,44 ml

Evéoylo S1dAvpa g TPOoyEUIGUEVT] GUOKELT TOTTOL TTEVOG
BOuAaKIOTPOTIVY AAPOL

IMivakog mepreyopévav

ENUAVTIKEG TANPOQOPIEC OYETIKA LE TNV TPOYEUIOUEVT GLGKEVT TOTOL TEvag GONAL-f
[og va ypnoomomacete to Nuepordylo Bepameiog Tng TPOYEUIGUEVIG GUGKEDTG TOTTOV TEVAG
GONAL-f

E€owkeimbeite ue tnv mpoysuicuévn cvokeun tonov névag GONAL-f

Bipa 1 XZvykevipoote Tic mpopndeiég oag

Bipa 2 [Ipoetoacteite yio v éveon

Bipa 3 Ilpocaptiote T Perdva

Bijpa 4 Katoyopnote ) 0661 G0G

Bipa 5 Xopnynote 1 6001 6og

Bijpa 6 Apapéote ™ Beddva petd and kdbe Eveon

Bipa 7 Metd v éveon

Bnjpa 8 Anofnkedote v Tpoyeoévn cuokent| Tomov mévag GONAL-F

HpepoAdyto Bepameiog tng mpoyepiopévng cvokevng tomov tévag GONAL-f

INUAVTIKEG TANPOPOPIES GYETIKA e TNV TPOYEMIGUEVT] GVGKEVT TOTTOV tévas GONAL-f

o Awpaote 115 Odnyieg yprong kot 1o GHAAO 001 YLDV YPONS TPV Ao T YPNON TNG
TPOYEUGUEVNC oLOKEVN G TOTOV TEvag GONAL-f.

. AxolovBeite mhvta OAEC TIG 00MYieg oTIg TOpovoeg OdNYieg ¥pIoNG KoL TNV EKTOIOEVOT) TOV
mapéxeTal omd Tov emayyeluotioo vyeiag cog, Kabmg UTopEl va SoQEPOVY OO TNV TPOTYOVUEVN
eumelpio cog. Avtég ol TAnpoopieg Ba emTpéyouy TNV TPOANYT cQUAuUéVNg Bepameiag 1
poéAvLVeNG amd TpOTNU BELOVAC 1] TPAVLOTICUOD OO CTAGUEVO YUOM.

. H mpoyepiopévn svokevn tomov névag GONAL-f mpoopiletat Yo vwodopla Eveon HOVO.

. XPNOOTOIOTE TNV TPOYELGHEVT GVOKELT] TOTOL TTEVag GONAL-f povo edv o emayyehpatiog
VYElOg 060G OGG EKTAOELGEL Y10 TO TTMG VAL TN YPNCULOTOLEITE COGTA.

. O enoyyehpatiog vysiog cag 6o cog Tel TOGEG TPOYEUOUEVES GVOKEVES TOTTOL TTEvag GONAL-f
xpeleaTE Yo Vo, OAOKANpDGETE TN Bepameia Gog.

. Xopnyeite 6Tov £0VTO GOG TNV £vEon TNV 1010 dpa. KAOE pépa.

. Ot apBpoi oto HapdBupo avaminpo@opnong 606G avTITPoc®TEHOLY TOV aplBUd TV

Aebvarv Movadwv (International Units), 1) IU, ko detyvovv tn d6on g Budakiotpomivig aroa.
O emayyeipatiog vyeiog cog Ba cag el tdoec IU Bulakiotporivig dAea va yopnynoete Kaoe

pépa.
o O apBpoi wov gppavifovtar 6to MMapadvpo avaminpo@opneng 866ng cic fondodv va
o. PvOuicete ) ovvtayoypagnuévn 66om cog
(Ewcova 1).
Ew. 1
B. EnaAnBevoete po oAokAnpopévn éveon (T —)
(Euwcova 2). Ew. 2

Y. AwBéoete TNV vTOAEOUEVT OGN OV

TpEmeL va yopnynOel pe po devTepN Fuc 3
ovokevn tonov névag (Ewova 3). '

. Apapéote T Perdvo amd Tr GUGKELT TOTOV TEVAG AUECHS PETH amd KAOe Eveon.
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Mnyv enavoypnoiponoteite Tic feLOve.

Mpn ypnoiponolgite and Kool T GLGKELT TOTTOL TEVOS 1)/Kat Tig fEAOVES e GALO GTOpO.

Mnyv ¥pnOHOTOMGETE TNV TPOYEUICUEVT] GLokeLN TOmoVL Tévag GONAL-f edv €xel méoet, M) €bv M
GUOKELT] TOTOL TTEVAG EVOL PAYIGUEVN 7| KATEGTPOALLEVT, KAODC 0VTO UTOPEL VO TPOKAAESEL
TPOVUATIGHO.

&g va. Y pNGLHOTOMGETE TO NUEPOLIYI0 OEPUTTELNS TS TPOYEMGUEVIIS GUGKEVNG TUTTOV TEVUG
GONAL-f

"Eva nueporoyio Bepaneiog mepriapupdvetar oty tehevtaio celido. Xpnolponoote To NUePOAdYLO

Oepameiog Yo vo KoTaypayeTe T YopnyoOLEVT] TOCOTNTA.

H yopriynon ec@aipévng TocoTNTOG TOL POPUAKOD Umopel vo exnpedoet T Bepaneia cog.

. Kataypayte Tov apifuod g nuépag Bepomeiog (otqin 1), tnv nuepounvia (6ThAn 2), v dpa
g éveong cog (oThAn 3) Kot Tov OYKOo TNG GLOKEVNG 6ag TOTOL TTEVAG (GTAAN 4).

o Kataypdayte ) cuvtayoypaenuévn d6on cog (otiin 5).

o EMéy&te 0T KoTOopeite T oot 600 TP TV éveon (oTHAn 6).

o Mertd v éveon, dwfdote Tov aplfud mov speavitetat oto Ilapadvpo aveminpoeopnong
06061G.

. Empepordote 611 AopPdvere o minpn éveon (6thAn 7) 1 kotoypdyte Tov aptOpd mov
gupavifeton oto Mapadupo avarinpoedpnong d6ong edv eivar dtopopeTikdg amd «Ox»
(othAn 8).

. Orav yperaletal, YopnynoTe GTOV EAVTO GOG EVECT YPTOLOTOIDVTOS Lo SEVTEPT] GUGKELT

TOTOL TTEVAG, KOTAXMPMOVTOG TNV VIOAEMOUEVT 0OGT TOV AVAYPAPETAL TNV EVOTNTO
«ITocotnTo MOV TPEMEL Vo, pLOoTel yio. o, devtepn veony» (othAn 8).

. Kotaypdyte avtiv v vroiemdpevn 860 oty evotnta «PvOpispévn moeodtnto Yo Evesn»
(ot)An 6) oTNV ETOUEVN YPOUUT.

H ypnon tov nueporoyiov Bepaneiag cag yio va kataypdeete Tv(g) nuepnowa(eg) éveon(elg) ocag cdg
emutpénel va emoin0gvete kA0 pPépa OTL AapUPAVETE TNV TAN PN CLVTAYOYPOENUEVT] dOOT).

IToapddetypa nueporoyiov Bepameiog:

1 2 3 4 5 6 7 8
Apibpog Hpgpopn | Qpu Oryxog Zuvrayoypa Tapdbupo avarknpogopyong déeng
eg:)’:fg;ig vie w(’,:::jrué'\]'zg ‘P‘;l:j:l“ PoBmopévy TocdtnTa mov pémer vo, puOmoTei Y10, o devTepn
TOGOTITA Y10 an B éveon
o
[p00 1U/1,44 m
[E,'géw «O» [edv Oy «O», amonteiton devtepn Eveon
#1 10/06 07:00 901U 350 350 1éveon siva Evéote avtiiv Ty mocomd ... JPNOULOTOIOVTHS VU
onc GUGKEVN THTOL TEVOG
leay «O» [edv Oy «O», amonteiton devtepn Eveon
#2 11/06 07:00 9001V 350 350 néveon eivan Evéote quthiy Ty T060TT0. v JPTOLOTOLOVTOG VE
TAMPNC CUCKAVFM IRV
,Uaiv «9»* Ig-séw Oy «O», amonteitan devtepn Eveon
. éveon eivat
#3 12/06/ 07:00 9001U 350 350 ikﬁpng < Evéote avtiy v mocomee. 150,
JIOUIOTOIOVTNS VEE GUOKEVT] TOTQLESYIE
rﬁadw «O» [edv Oy «Ox,; omattettan 0e0tepn £veon
#3 12/06 07:00 9001V Aloyder 150 Dnéveon eivon Evéote authy TV T0GOTNT ... JPOHOTOLOVIOS VEL
TMApNC GUGKeVN THOL TEVag
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Eéowkeim0site pe tnv tpoyspiopéivi cvokevi tomov névag GONAL-f

A e
H Behéva~: Aapodpevn Berova

|
g - Etucéra oppdyiong
— g nePBAHOTOC

Eocwtepikn aomido

E&w,tspu«') ) Perovag Kovpmi phBpuiong
Kokt BeAovag Tapédopo d6omg
Koghotoc ‘Euporo avoTAnpoeopnong d0ong** |
oUVIEGOG PEAdVaG EYxvoms
H mpoyspiopévy cuckev) TOmov TEVOG: ‘ A
. l a0 9001V LAt
G

Zvykpamthipag Segapevig™*
Komdkt cuokevng tomov mévag

*MoVo Y100 GKOTOVG OTTEKOVIONG.

**Or apBpoi oto MapaBuvpo averinpo@opnong d661g Kt 6Tov cuYKpatNTPa SEEAUEVIS OVTITPOSO®TEHOVV TOV aplipd Twv Atebvodv
Movadwv (1U) tov appdiov.

Bijpa 1 Zvykevrpaote Tig Tpopi|0€1ég cog

1.1 A@note TV TPOYEUGHEVT CLGKELT TOHTTOV TEVOC VUL
TapopEivel oe Oepprokpacio dUOTION Y10 TOLAGYIGTOV
30 Aemtd wpwv amd T YPNON, DOTE TO PAPLOKO VO,
otdoel og Bepuokpacio dopatiov.

Mnyv {pNGULOTOGETE POVPVO UIKPOKVUATOV 1) GALO

OeppovTikd otoryeio Yo vo, (EGTAVETE TI GLGKELT TOTOV Ew. 4

TEVAG.

1.2 TIpogtodote £vay Kabopd YOPO Kot Lol EMITEO
emdvela, Onmg Eva tpaméll 1 £vag TdyKog epyaciog,
0€ 10, KOAGQ QMTIGUEVT] TTEPLOYT].

1.3 Oa ypewaoteite eniong (dev meptAapfavovtal ot
GLOKEVAGIN):
e ToAVmia pe OvOTVEL O KO TEPLEKTN OLLYUNPDV Ew. 5
avtikeévoy (Ewova 4).

1.4 TTAdvete 0 XEPLO GOG LE GOTOVVL KO VEPO KOl

oteyvmote Ta KoAd (Ewkova 5). B Jue 2028

1.5 Xpnoipuomomote 1o xEPL 60C Y10 VO APOIPECETE TNV Al
npoyepuopévn cvokewn Tomov tévag GONAL-f amd ™ Ew. 6
GLGKELOGIOL.

Mnv ¥pNGLOTOMGETE OTOLOONTTOTE EPYAAELD, 1 ¥P1ION

gpyaleiov pmopel va Tpokarécel (Nl 6T GLOKELT TOTOL

TEVAG.

1.6 EAéy&te O0TL 10 OVOLLO GTNV TPOYELUGUEVT] GVOKELN
tomov mévag Aéet GONAL-T.

1.7 EAéy&te v nuepounvio AMENG 6TNV EMGHIOVCT TNG
ovokevng TomoL TEvoG (Ewcdva 6).

Mnv ¥p1GULOTOMGETE TNV TPOYEUGUEVT] GLGKELT TOTTOV

névag GONAL-f edv n nuepopnvio AnéEng éxel mapérbet 1

€4V 1) TPOYELGUEVT] GUGKELT] TOTOL TTEVOG OEV AVOLYPAPEL

GONAL-f.
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Bipa 2 Ilpogtowpacteite yio v éveon

2.1 Apoipéote T0 KOTAKL TNG
GUGKEVTG TOTOV TEVOLG

(Ewva 7). e
2.2 EAéyEre 611 O Qdippoko gival
dtavyég, Aypopo kot dgv
TEPLEYEL COUATIOW. Fi. 7 Ew. 8
Mnv ¥pNGLOTOMGETE TNV
TPOYEUIOUEVT] GUGKELT] TUTTOL
évag eqv to pappoKo gival
ATOYPOUOTICUEVO 1| BOAD, KaBmG
oVTO LITOPEL VO, TPOKAUAEGEL
uoivvon).
2.3 E\éy&re 611 10 [TapdBupo
OVOTTANPOQAPTOTG BTG Elval
pvOcpévo oto «0»
(Euwcova 8).

Em\éEte 10 onpeio g éveonc:
2.4 O enayyshpotiog vysiog oag o mpénet vo cag dogi&el ta
onpeia £veong mov TPEMEL va, XPNGULOTOGETE YOP® Ol TNV
mepLoyN g Kowkdg oag (Ewova 9). ' va ehaylotonomoete
Tov gpediond Tov déppatoc, emEETE Eva OLOPOPETIKO oNueio  Ew. 9
éveong Kabe pépa.
2.5 KoaBapiote to 6épua oto onpeio g Eveong okovmilovtag pe
£va TOADTILO LLE OVOTTVEV AL
Mnyv ayyilete 1| koAvmTeTe T0 KOOOPIGUEVO dEPLLAL.

Bipa 3 Ilpocaptiiote ™ Perdva

Inpovtikd: [avta vo PePardveote Ot ypnoyLomoleite

pa véa Berdva yuo kaOe Eveon. H emavaypnoipomroinon

Belovav umopel va Tpokarécel LOALVGT.

3.1 Iéaprte i véa Pelova. Xpnoonoteite povo Tig
BeAdvec «uiag ypriong» mov TapEYovTal.

3.2 EXéy&Ete 011 10 e€@TEPIKO KOTAKL TNG fEAOVAG dev
€lvoll KOTEGTPOULEVO.

3.3 Kparnote 10 e£mtepkd Kamdxt g Pehdvog Eu. 10
otabepd.

3.4 EXéyEte 0111 0moKOAAOVUEVT] COPAYIGT) GTO
eEmtepkd Kamdxt g Perdvag dev Exel
KOTAOTPOPEL 1 YolopdoeL’, Kot OTL 1| NUEPOUNVia
MEng dev éxel mapérdet (Ewcova 10).

3.5 AmopaxpOvete T GOPAYIoT TEPIPANUATOS Eue 11
(Ewova 11).

Mnyv ypnoiponomoete T PeAdva v eivor

KOTESTPAUUEVT], ANYUEVN, 1| €4V TO eEmTEPIKO Kamdit

BeAdvag 1 n oepdyion TepPARATOG Elval

KATESTPAUUEVT 1} amokoAAnuévN. H yprion Anyuévov

Belovav 1 Pehovdv pe KATESTPAUUEVT CPPAYION

TEPIPANLUATOC 1] KOTEGTPALUEVO EEMTEPIKO KATAKL

BeAdvag pmopet va odnynoet og poivvon. Ietdéte v

o€ £€vo, 00YEL0 AmOPPIYNG ALYUNPDV AVTIKEUEVOV KO

mhpte Lo véa Peldva.
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3.6 Bidmote 1o e€mtepikd kamdkt Pehdvag endved 6To
KOYAM®TO AKPO TNG TPOYEUIGUEVIG GUGKEVTG TUTTOV
névag GONAL-f péyxpt va arcBovleite ehagppid
avtiotaon (Ewova 12).

Mnyv npocaptdte tn PeAdva ToAD ceLTd: 1 PeAdva

umopel va givar dvokoro va apalpedel petd v éveon.

3.7 Apaipéote 10 e£®TEPIKO KOTAKL TNG PELOVAG
tpafavrog o anald (Ewova 13).

3.8 ®éote To KT PEPOG Y10 VO, TO YPTCUYLOTOCETE
apyotepo (Ewcova 14).

Mnv anoppintete T0 £®MTEPIKO KATAKL TNG PEAOVOC,

KaBmG B0 ATOTPEWYEL TOV TPOVUATIGUO OO TPOTN L

Beddvag Kot T poAvvor Katd Ty ondeTacT TG

BeAdvag amd TNV TPOYEUGLEVT CLOKELT TOTTOV TTEVC.

3.9 Kpoatfote TV TpoyEUIGUEVT] GLGKEDT] TOTTOV TEVOG
GONAL-f pe ™ PBehdva va deiyvel Tpog o, ETGvm
(Ewoéva 15).

3.10 Agoipéote TPOGEKTIKA Kot TETAETE TO TPAGIVO

gomTepikd mpootatevtikd (Ewdva 16).

Mnyv kodontete Eovd tn feddva pe 1o Tpdoivo

€0MTEPIKO TPOGTATELTIKO TNG PerOVag, KabdS avtd

UTOPEL VOL 00N YNGEL GE TPAVLATIOUO OTd TPOTN O

Berovag kot poivvon.

3.11 E&etdote mpooektikd 10 dicpo g PeAdvog yio

HIKpooKoTiKO(d) otayovidio(a) vypov.

Eav Tote

Xpnoomoteite o EAéyéte yuo otaryovidlo

V&L GLOKELT] TOTTOV VYPOV GTO AKPO TNG

TEVOG Berdvag (Ewova 17).

* Edv mopatnproete Eva
UIKPOGKOTIKO
GTOYOVidl0 VYPOU,
ocuvveyiote oto Bijpa 4
Kataympiote ) 6601
coG.

* Edv dev mapatnpnroete
£V0, LUKPOGKOTIKO
oTayovidolo oto dKpo M
KOVTA GTO GKPO TNG
BeAovag, mpémet va
ekTeEAéoETE TO PriLaTa
oTNV EMOpEVN GELiIdQ
Y10, VO. OLPOULPECETE TOV
0€pal 0md TO CLGTN O,

Eravaypnowonoinon | AEN amatteiton Eleyyog yio

GLOKELNG TOTTOV GT0yoVidlo vypov.

TEVOLG Yvveyiote angvbeiog oto
Bipa 4 Kataympiote
0661 60G.
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Edv dev mapatnpnioete éva pikpookomiko(d) otayovidio(a) vypov 6To GKpo 1 KOVTE 6To GKPO NG
BeAddvag TV TPdTN POPA TOL (P CLLOTOLEITE L VEX GLOKELT TOTTOV TEVAG:

Ew. 18

1. INvpiote elappd to Kovumi pOOUIoN G O0NG TPOG T EUTPOG UEXPL VO AvaypaPETAL «25» GTO
Mapadvpo avarinpo@opnens d6ong (Ewdva, 18).
e Mmopeite va yoplote T0 KOUUTL HOGNC TPOG Ta. TIG® £V TO YVPIGETE TEPA OO TO «25%.

Ew. 19 Ew. 20 Ewc. 21

Kpatiote ) cvokevn Tomov mévag pe T Peddva va delyvel Tpog T Emdve.
Xtomnote gEhappd to cvykpatntipa g deouevig (Ewkova 19).

[Tiéote T0 KovpTt POBLUIONC dOONC 660 TaEL. 'Eva pikpookonikd otayovidio vypov Ha
speaviotel oty dxpn g Perdvag (Ewcova 20).

5. EMéyEte 611 010 Hapadvpo avaminpo@opneng d6ong ovaypapetor «0» (Eucova 21).
6 Yvveyiote oto Bijpa 4 Kotoympiote ) 6601 cag.

~own

Edv dev gpoaviotel éva LlUKpoGKOTIKO GTAYOVIO0 VYPOV, ETIKOIVOVNOTE LE TOV EMOyyEALOTIO VYElag
oG,
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Bipo 4 Katoyopiote T 6661 60g

Ynpeioon: H cvokeun tomov mévag mepiéyel 900 IU Bulakiotporivng dhea. H péyiom phOpuon
epamag 06ong ¢ ovokevng tomov wévag 900 1U eivon 450 TU. H pikpdtepn pbOuon
epdmag doong etvar 12,5 TU ko 1 d6on pmopet va avénbei oe mpocavénocelg tov 12,5 1U.

4.1 Tvpiote 10 Kovumi pHOUIONG dOONG LEXPL M| TTPOOPILOUEVT OOGT GUG VO ELPUVIOTEL GTO
Mapabvpo avardinpopopnong d6oNG.
e Jlopadetypo: Eav n mpoopilopuevn d6on cog eivar «150» U, emPePordote 011 T0 [apdbupo
avomAnpoeopnong doonc eppavilel «150» (Ewdva 22). H yoprynon ec@oiuévng mocotntog
TOL QopUaKOL pmopel va, ennpedoet T Bepaneia cog.

Euwc. 22 Ew. 23
o T'vpiote t0 KOLUA PHOLIONG dOONG TTPOS TAL e Mmnopeite va yupicete 10 kovumi pOOpIoNG
gumpog yo avénon (Ewova 22). d60NG TPOGS TO. TG £GV TO YupiceTe TEPQL

and v mpoopiiduevn doomn (Ewdva 23).

4.2. EAéyé&te 6t to HapdBopo avarinpo@iépnong 66ong sppavilel tv whqpn
GUVTAYOYPAPNUEVY 600G COG TTPLY TPOYWPNCETE GTO EXOUEVO PriaL.

Bipa 5 Xopnynote ™ 6601 cog

Inpavtiké: Xopnynote m 600m 6mwg cog

EKTTOUOEVGE 0 EMAyYEAUATIOG VYEING GOC.

5.1 QBnote apyd tn Perdva péca oTo dEPUA
tekeiong (Ewova 24).

Ew. 24
5.2 TomoBetroTE TOV QWVTiYEPA GO OTN LEST
TOV KOVUTOVL pYOong doonc. Méste
apyd 1o Kovumi 600NG TPOS TA. KATM
REYPL TO TEPUA KOL KPOTNGTE TO Y10l VL
0ALOKANpDOOETE TNV TANPN £vEOT
(Ewova 25).
Ew. 25
Inpeioon: Oco peyodvtepn eivar 1 060
TOGO TEPLOTOTEPO YPOVO YpedleTar yio vol
xopnynoet.

5.3 Kpamote 10 kovumi 001G TEGUEVO Yio!
TOVAGYIGTOV 5 deVTEPOLETTA TPV
OTOULOKPVOVETE T1] PEAOVA aTO TO SEPLLO GOG
(Ewcova 26).

e O apBuog d60m¢ mov gpeaviletal 6To
Hapadupo avaminpoeopnong d66ng
Oa emavérDBel oto «O».

e  Metd and TovAdyloTOV
5 devtepdienta, amocHpete T Peldva
omd 10 SEPUO EVA KPATATE TO KOvumi
pUBpIoN G 000G TIEGNEVO

Ew. 26
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(Ewoéva 27).

e Otav 1 ferdva Pyet and 10 déppa,
ameAeVBEPOOTE TO KOVUTL pLOUIONC
doong.

Mnyv anedevBepdoETE TO KOVUTL HOGNC HEYPL
Vo ook pOveTE TN PeEAOVa amd To dEpLaL.

Bijpa 6 Agarpécte ™ Perdva petd omd kG Eveon

Ew. 27

6.1 TomoBetnote T0 E£OTEPIKO KATAKL TG
Belovag oe pio eminedn eTPAVELA.

6.2 Kpatnote TNV TpoyEUIGUEVT] GLOKELN
tomov mévag GONAL-f otabepd pe 1o
éva xépt, kol ocvpete T PeAdva péca 6To
e€mTepkd Kokl e PeAdvog
(Ewdva 28).

6.3 Xvveyiote vo wbeite v KoAvppévn
Beldva emavm oe pio oTadepn ETQAVELD
UEYPL VO, 0KOVGETE £VOL YOPOKTNPLOTIKO
Nyo («click») (Eucova 29).

6.4 Kpatnote otabepd 10 eEOTEPIKO KATAKL
g Pelovag kot EePromote ™ Perova
TEPIOTPEPOVTAG TNV TPOG TNV avTifetn
katevbuvon (Ewova 30).

6.5 Amoppiyte ) ypnoomoinuévn ferdva
LE ACPAAELD GE EVOV TEPIEKTT] OLYUNPDV
avtikelévov (Ewova 31). Xepioteite
BeAdva pe TPOGOYN Y10 VO AITOPVYETE TOV
TPOVUOTIGUO amd T PeAdva.

Mnyv enavoypnotpomoleite N yprouonoteite

oo KOWoL Lol ¥PNGILoTomuévn Pehdva.

Bijpa 7 Metd tnv éveon

Ew. 28

Ew. 29

Ew. 30

Ew. 31

7.1 EAéyEte 011 €xete yopmynoet pio TApN
doon;:

o EAéy&te edv to [apdbopo
aVOTANPOEApTONG 800G delyvel «0»
(Ewova 32).

Edv to [apabupo avorinpopodpnong 066ng
delyvel «0», £xeTe OAOKANPMGEL T 000N GO,
Edv 1o [apdaBupo avarinpoedpnong d6ong
delyvel évav aplOpd vyniétepo amo «0», 1
TPOYEUIGHEVT GLoKeLT TOTOL TTEvag GONAL-f
glval kevi). Agv €yete AaPetl tnv TANPN
GLUVTOYOYPOUPNLLEVT SOCT GOG KOt TPETEL VAL
EKTELEGETE TO Pripa 7.2 TOPOKATO.
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7.2 Ohoxcdnpaote pa Al éveon (Lovo otov

yperaleTon):
e To ITapdBupo avaminpo@opnong
060G O deiyvel TNV VTOAETOUEVN Eic. 33

TOGOTNTO TOL YPEIGLETOL VO YOPNYNOETE
YPNOLUOTOIDVTAG L0 VEN GUCKEDT
TOTOL TTEVOG. LTO TOPASELY O, TTOV
(QOIVETOL OTIV EIKOVA, 1] VTOAETOUEVN
nocdtta givor «50» TU (Ewova 33).
IMa va ohokAnpdoete ) 3001 e devTEPN
GLOKEVT TOTTOV TEVAS, EXOVOLAPETE TA
Prparta 1 émg 8.

Brjna 8 AmoOnkevote TV TpoyEPIopEv 6v6KeL) TOmov Tévag GONAL-f

8.1 TomobetnoTE TO KOMAKL TG CLGKELNC TOTOL
TEVAG TAAL TAVE GTNV TEVA Y10, VO,
amopvyete T porvvon (Ewdva 34).
8.2 DvAGccETE TN GLOKELT TOTOV TEVAG LE
TOTOOETNUEVO TO KOTAKL GE AGPUAES LEPOG
Kot OG VTOJEKVOETAL 6TO0 DVALO OIMNYIDV £y 34
xpfiong.
8.3 Otav 1 ovokevn TOUTOL TEVAG Elval KEVT,
POTNOTE TOV EMAyYEAATIO VYEIOG GOG MG
VoL TNV OTOppIYETE.

Mnv amofnkeVeTE T GVOKELT TOTTOL TEVOG UE TN PEAOVE OKOLO TPOGOPTNIEVT, KAODS 0 TO
UTOPEL VO TPOKOAEGEL LOALVET).

Mnyv gnavoypnoylomoleite TV TPoyeUIcUEVT cuokevn TOTOL Tévag GONAL-f edv éyel méoet, 1 edv
1 GLGKELY] TOTTOL TTEVOG EIVOL PAYIGUEVN 1] KATEGTPAUUEVT, KOODS avTO UTOPEL VO TPOKAAEGEL
TPOVUATIGHO.

Emwowmviote pe tov emayyehpatio vyeiog oog edv EXETE EPOTNOELS.
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Hpeporoyro Oepanciog Tne mpoyepiopéving cuokevig Tomov wévag GONAL-f

1 2 3 4 5 6 7 8
0o Hpepopnvie Qpo. ‘Oyxo! Zovtayoypas HopdBupo avarknpopdpnong d6c
S yoYpag pubop TpoQopnoTS 0001S
Tpépog ovokevlig npévy - - ; -
Ogponsiog Tbmov mévag déon P ‘)9{"61’-8"11 MocdtnTa mov mpéneL va pudieTei Yo o
T0GOTNTA Y10 [ wm devtepn éveon
[900 1U/1,44 m sveon

/ 001U [edy «0», ey 6y «Ov, omaneetzon Sevtepn éveon
néveon tvon Evéote qumiiv v 106010 .01 10 IPNOHOTOIOVTHS VéaL
TANPNG GUGKEV TOTOL TEVELG

[edy «0», ey 6y «Ov, omaeeizon Sevtepn éveon

/ 901U néveon tvon Evéote qutiiv v 106010 .01 110 IPNOHOTOIOVTHS VéaL
TANPNG GUGKEVT TOTOL TEVELS

/ 901U [edy «0», ey Gy «Ov, omaneetzon Sevtepn éveon
néveon tvon Evéote qutiiv v 106010 .01 110 IPNOOTOIOVTHS VéDL
TANPNG GUGKEVT TOTOL TEVELS

/ 001U [edy «0», ey Gy «Ov, omaeetzon Sevtepn éveon
néveon tvon Evéote qutiiv v 106010 .01 10 IPNOHOTOIOVTHG VéDL
TANPNG GUGKEVT TOTOL TEVELS

/ 001U [edy «0», ey 6y «Ov, omaneetzon Sevtepn éveon
néveon etvon Evéote aumiv Ty 1060mIaL o0 APNGUIOTOLDVTES VX
TANPNG GUGKEVT) TOOL TEVOLG

/ 001U [edy «0», ey 6y «Ov, omaneetzon Sevtepn éveon
néveon tvon Evéote qutiiv v 106010 .01 10 IPNOHOTOIOVTHG VéDt
TANPNG GUGKEV TOTOL TEVELG

/ 001U [edy «0», ey 6y «Ov, omaneetzon Sevtepn éveon
néveon tvon Evéote qutiiv v 106010 .01 10 IPNOHOTOIOVTHG VéDL
TANPNG GUGKEVT TOTOL TEVELG

/ 001U [edy «0», ey 6y «Ov, omaneetzon Sevtepn éveon
néveon tvon Evéote qutiiv v 106010 .01 110 IPNOOTOIOVTHG VéDt
TANPNG GUGKEVT TOTOL TEVELS

/ 001U [edy «0», ey 6y «Ov, omanteizon Sevtepn éveon
néveon tvon Evéote qutiiv v 106010 .01 10 IPNOHOTOIOVTHG Véat
TANPNG GUGKEVT TOTOL TEVELG

/ 001U [edy «0», ey 6y «Ov, omantetzon Sevtepn éveon
néveon tvon Evéote qutiiv Ty 106010 .01 100 IPNOUOTOIOVTHG VéDt
TANPNG GUGKEVT TOTOL TEVELS

/ 001U [edy «0», ey 6y «Ov, omaneetzon Sevtepn éveon
néveon etvon Evéote qutiiv v 106010 .01 1010 IPNOUOTOIOVTHG VéQL
TANPNG GUGKEVT TOTOL TEVELS

/ 001U [edy «0», ey Gy «Ov, omaneeizon Sevtepn éveon
néveon tvon Evéote qutiiv v 106010 .01 110 IPNOHOTOIOVTHG Véa
TANPNG GUGKEVT TOTOL TEVELS

Av16 10 PLALGSI0 OdNYLBY YpNons avadempnOnke Yo tedevtaia popd otig: {MM/EEEE}.
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