ITAPAPTHMA 1

IEPIAHYH TON XAPAKTHPIZTIKQN TOY IIPOIONTOX



1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Bemfola 75 1U/0,125 ml gvécipo d1dAvpo 6 TPOYEUICUEVT] GUGKEDT] TOTTOV TEVOG
Bemfola 150 1U/0,25 ml gvécipo didAvpo 6 TPOYEUICUEVT] GUGKEDT] TOTTOV TEVOG
Bemfola 225 1U/0,375 ml evéoiuo SAvUO GE TPOYELGUEVT] GUGKELT] TOTTOV TEVAG
Bemfola 300 1U/0,50 ml gvécipo d1dAvpo 6 TPOYEUIGUEVT] GUGKEDT] TOTTOV TEVAG
Bemfola 450 1U/0,75 ml gvécipo d1dAvpo 6 TPOYEUIGUEVT] GUGKEDT] TOTTOV TEVOG

2. HNOIOTIKH KAI MIOXOTIKH XYNOEXH

Kdabe ml tov dradvpatog nepiéyet 600 TU Ovlaxiotpomtivig dAga *(1codbvapo pe

44 wKpoypappapia).

Bemfola 75 1U/0,125 ml gvécipo S1GAVUG GE TPOYEUIGUEVT] GLOKELT] TOTTOV TEVOC:

Ka0e mpoyepiopévn cuokevn Tomov mévag ancievfepavel 75 TU (16odvvapa e 5,5 pukpoypoppdpio)
og 0,125 ml.

Bemfola 150 1U/0,25 ml gvécipo d1GAVUG GE TPOYEUIGUEVT] GLOKELT] TOTTOL TEVOC:

Kda0e mpoyepiopévn cuokevn tomov névag omelevbepdvetl 150 TU (1oodvvapa pe 11 pikpoypappdpia)
oe 0,25 ml.

Bemfola 225 1U/0,375 ml evécio StdAvpa G€ TPOYEMGHUEVT] GUGKELT] TUTTOV TEVOG:

Kda0e mpoyepiopévn cuokevn tomov névag ameievbepvet 225 TU (1c0dvvapa pe

16,5 pikpoypapupdpia) o€ 0,375 ml.

Bemfola 300 1U/0,50 ml evéoipo S1dAvpe G TPOYEUIGUEVT] GUCKELT] TOTTOL TEVOG:

Kd&0e mpoyepiopévn cvokevn tomov névag omelevbepdvel 300 TU (1oodvvapa pe 22 Pikpoypoppiaplo)
oc 0,5 ml.

Bemfola 450 1U/0,75 ml evéotipo S1dAvpa 6 TPOYEMGUEVT] GUGKELT] TOTOL TEVOC:

Ka0e mpoyepicpévn cuokevn tomov névog amelevfepivel 450 TU (1c0dvvapa pe 33 pikpoypoppapio)

oe 0,75 ml.

* avacvvdvaopévn avBpomivn Bviakiotpomog opuovn (r-hFSH) mov mapdyeton og kOTTOpO MOONKOV
Kkwvelikov kpkntov (CHO) pe v teyvoroyia avacvvovacuévor DNA

I"a tov TAnpn katdroyo TV ekddywv, PA. Tapdypoeo 6.1.

3. ®APMAKOTEXNIKH MOP®H
Evéowo didAvpa (éveon).
Awyég dypopo didivpa.

To pH tov doAdpartog etvon 6,7 éwg 7,3.

4. KAINIKEX ITIAHPO®OPIEX
4.1 OgpamevTiKég EVOEiselg

2TIC EVIMKEC YUVOIKEC

o Avooppnéia (mov mepthapfavel To GUVOPOUO TOAVKVGTIKOV MOONK®OV) G€ YOVAIKEG TOL dgV
omokpifnKav o€ aywyn He KITPIKN KAOHQaivn.



o [Ipoxdnon moAvmobulakikng avanTtuéng o yovaikes Tov vroPaiiovtal o€ vrepwoppnéio Le
TeXviKEG vofonbovpevng avarapaywyne (ART) omwg eEowowpatiky yovipomroinon (IVF),
EVOOCOATLYYIKY] LETOPOPA YOETDV KOl EVOOGUATLYYIKT LETAPOPE {uydTOUL.

. H BvAaxiotpomtivn dApa 6e GUVIVAGHS LE 1OI0OGKEVOGLO TOV TEPLEYEL WYPLVOTPOTO OPUOVN
(LH) evdeikvutar yio tn S1€yepomn g avantuéng tov wobviakinv oe yovaikeg pe Boapeio
avendpkeo LH ko FSH.

2TOLC EVAMKOUC AVOPEC

e H Bviaxiotpomivn dAea evdeikvutat, Yio Tn SIEYEPOT] TNG OTEPUATOYEVESTG GTOVG AVOPEC TOV
£€yovv cvyyevi 1 EXIKTNTO LITOYOVASOTPOPIKO VITOYOVASIGHO G GLVILAGHO e Bepameia e
avOpamivn yoplaky yovasotponivy (hCG).

4.2  Aocoloyio Kol TPOTOG JOPINYNONS

H eicaymyn og Bepancia pe Bvlokiotponivn dhoa Bo npénel va yivetal vod v emifAeym 10tpod
éumeipov ot Bepomeio dTAPOYDOV YOVILOTNTOG.

Ot acBeveic Tpémel va €pod1OGTOVY LUE TO GMGTO 0PLOUO GLGKEVOV TOTOL TEVOC Y10 TOV KOKAO TNG
Bepameiog TOVG KOl VoL EKTALOEVTOVV GTN (P01 TOV COCTMV TEYVIKAOV EVECT|G.

Aocoloyia

Ta 6000A0YIKE GYAUOTA TOV GUGTAVOVTOL Ylol T1 XOp1yNoT Tng Buhakiotpomivig dApa givar exeiva
oL ypnoiponmotovvto Yo TV FSH mov mpoépyetan amd ovpa. KAk a&loldynon g
Bvlokiotpomivng dApo amodeikvieL OTL 01 NUEPTOIEG OOGELG, TO. CYNUATO XOPTYNoE®G Kot ot pébodot
mapakorlovOnong g Bepaneiog dev Bo TPEMEL VO SLAPEPOVV OO EKEIVEC TTOL YPTCUYLOTOLOVVTOL TTPOG
TO APV Y10, TO POPUAKEVTIKE TPoidvTa oVp®V oL epi€yovv FSH. Xuviotdtol 11 GOPHOpP®ON OTIG
GUVIGTOUEVEC OOGELS EVAPEEMC TOV TEPTLYPAPOVTOL TOPUKAT®.

SUYKPITIKEG KAMVIKEG HEAETEG £xovV Ogi&el OTL 0 uécog aabevig amattel yoauniotepn afpolotikn d0om
Kot pkpotepnc duapketag Oepameio e Bviaktotpomivny dAgo oe cvykpion ue FSH mpogpyduevn and
ovpa. Emopévag, Bewpeitar avaykaio vo do0ei pia younAotepn cuvoiikn o6on Buiaxiotpomivng ahoa
omd ot Tov yevikd ypnoomoteiton pe tnv FSH wpogpydpevn and odpa, oyt povo yuo
Bektiotomoinomn ¢ avamTtuéng TV ®oBvAakimv aAAG Kot Yo THY EAAYIGTOTOINGT] TOV KIVEUVOL
avemBountng vepdiEyepong twv wobnkav. BA. Tapdypagpo 5.1.

Tvvaiksc us avawoppnio. (mov wepiloufavel Ko oOVOPOUO TOAVKVITIKWDY wobnKmV)

H BvAaxiotpomtivn drea pumopet va yopnynOel o¢ pia oelpd and Kadnpeptvég evésels. Xe yovaikeg pe
uunvn poon m Bepaneio mpEmeL va, apyicel EVTOG TV TPATOV 7 NUEPDV TOV EUUNVOPPUGLOKOD
KOKAOV.

Mo aymyn mov ypnowomoteitor cuvimg apyilet pe 75 émg 150 IU FSH nuepnoing kot avédveral
Katd Tpotipumon kot 37,5 M 75 U pe pecodiactipata 7 1 Katd tpotipnon 14 nuepdv avaioya pe
TIG avAyKeg Yoo TNV emitevén emapkovg aAld Oyt vrepPorikng amodkpione. H Beponeio mpénet va
TPOCAPUOCTEL 6TV EATOUIKEVEVT amOKpLoN TNG KAOe acBevong dnmc a&loloyeital e HETPTOT| TOV
pey€boug tov Budakiov pe vEPNXOLE /KL TNG EKKPIoNG oloTpoyovev. H péyiotn nuepnota doom dev
vrepPaivel cuvnBog ta 225 TU FSH. Edv o acBevig 6ev avtamokplOel enapkmg uetd omd

4 gfdopadec Oepamneiag, o kKOKAog Tpémel va eykatolelpOel Ko 1 aobevng Tpénet vo voPAnOei o
TEPOLTEP® aEL0AOYN O, LETE amd TNV omoia pmopel va Eavapyioet Oepaneio e peyarbtepr apyikn
5001 am' 0,TL 6TV £YKATAAELPOEVTA KOKAO.

Orav emtevybei PEATIOT avTidpaoT, o epdma éveon 250 KpoypoUUapi®V avasUVILAGUEVNS
avBpdmivng yoplakrg yovadotpomivng drlpa oppovng (r-hCG) 1 5 000 TU péypr 10 000 IU hCG mpéner
va yopnynei 24 émg 48 dpeg petd amd v televtain Eveon BuhakloTpomiving dApa. ZuvieTdTol 6TV
acOevn va €ABel oe Guvovsia Katd v nuépa g xopnynong hCG kot tnv enduevn nuépa.
Evalloktikd, umopel va yivel EvOOUNTpIKn CTEPUATEYYLON.
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Edv emtevydei vepPolikn avtidpaor, 1 Oepameio mpénel va dtakomel kat vo un yopnyndeit hCG
(BAéme mapdypoeo 4.4). H Oepancia npémnet va Eavapyicel oTov endeEVO KOKAO G SO0T YOUNAOTEPT
oo EKEVN TOL TPONYOVUEVOL KOKAOV.

Tvvairec wov vrofirloviar oe diéyepon Twv wolnkwv yio, avertvln molomAwy wobviokiwy mpiv amod
TV in vitro yoviuoroinon 1 aAlec teyvoloyies vrofonBoduevnc avarapaywyng.

H ovviBng docoroyia yia viepwoppné&io mepthappdvet t yopriiynon 150 émg 225 TU Bviaxiotpomivig
drApa nuepnoing, Eekvavtag v nuépa 2 1 3 tov kixhov. H aywyn cvveyileton uéypt va emttevydei
EMOPKNG AvATTLEN TOV ®OoBVAAKIOL (OTTWG EXTIUATAL [LE TOV EAEYYO TNG CLYKEVTPMGNG OLGTPOYOVMV
oTOV 0p0 /KO LE VITEPNXOYPAPT LX) KOl 1] SOGOAOYIN TPOSUPUOLETAL AVAAOYX LE TV OTOKPIOT TNG
acBevoug, cuvnbog péxpt 450 IUMuépa to péytoto. IN'evikd tavomomTiky ovamtuén tov wobviakiov
emtuyydvetal Katd péco 6po T 10" nuépa e aywyng Tov KokAov (€0pog 5-20 nuépeg).

24 ¢w¢ 48 dpeg petd v televtaio Eveon Bulakiotpomivig Ahea yopnyeital epdmas Eveon

250 pikpoypappopiov r-hCG 1 5 000 IU éwg kot 10 000 TU hCG yo tnv TpdkAnomn e pnéng tov
wobvraxkiov.

H mpog ta kétm phOon pe ekAvtiky oppovn tov yovadotpornivadv (GnRH) ayovietéc 1
AVTOYOVIGTEC YPNOLOTOlEiTOL GLVIOMG e GTOYO TV KOTAGTOAT TG evdoyevovg LH kai tov éleyyo
TV ToviK®Vv emmédov g LH. X éva cuvnbiopévo mpwtdkorro, 1 Budakiotpomivi dhpa Eekiva
nepinmov 2 efdopdadeg petd v Evapén g aymyng Le ay®vIoTEG Kot cuveyifovtal kat Ta 600 pEXPL va
emtevyBel emaprng wobviakikn avamtuén. [a mapddetypo, Hetd v aymyn 2 BOOUGO®Y pe Evay
ayovioTn, yopnyoovvtot 150 éwc 225 TU Buiaxiotporiving drea yo Tig 7 mpmteg nuépes. H docoloyia
01N cLVEXELN TPosaprOleTat avdioya Le TNV WOBNKIKY 0TOKPIoT).

H ovvolikr eumeipia otnv IVF deiyvel 011 yevikd To T0G0GTO EMLTUYING TNE OYWDYNG TOPAUEVEL
otabepd Kath TN SLAPKELN TOV TPOTOV 4 TPooTadeldV Kot petdvetat fabunddv oTic EmdueveC.

Tovaikec ue Bopeio averopreio LH kou FSH.

e yovaikeg pe averapkelon LH kow FSH, o 01606 ¢ Bepomeiag pe Buiakiotponivn dApa o€
GLUVOLOCUO LE IO10CKELUG A TOV TEPLEXEL MYPLVOTPOTO 0ppovn (LH) givar n mpoddnon g avdmtuéng
TV wobviakiov akolovBovevn and TNV TEAKN OpIiHaven, KATOTLY YopNynong ovopamivng yoplokng
yovadotponivng (hCG). H Bvhakiotpomtivi dAgo mpémet va yopryeitol oe KOKAO KaOnuepvamv
gvéoev TowtoOypova ue lutropin alfa. Eedcov 1 acBevic eivar aunvoppoikn kot epeavilet younin
€VO0YEVT £KKPIOT 016TPOYOV®MV, 1 Oepameio pmopel va apyicel ava Taca Ypovikn oTiyun.

To cuvietduevo Bepamevtikd oynuo apyilet pe 75 IU lutropin alfa v nuépa, oe cuvdvaoud pe 75
¢wc 150 IU FSH. H Oepancio mpémel va eEatopkevetol avaidymg TG aviomokpiong kdbe acbevoic,
omoia a&lohoyeital pe pétpnon tov peyéboug Tov mobviakiov, LEG® VITEPNYOYPAPHLLOTOS KL TG
010TPOYOVIKNG OVTOTOKPLOTG.

Edv Bempnbei avaykaio o adéEnon tng 06ong g FSH, n mpocappoyn g d6ong mpémet va yivetot
KOTO TPOTIUNON HETA 0md dlaothpata 7 £0¢ 14 nuepdv kabmg eniong Kot oe Tpocavéncelc tov 37,5
¢wc¢ 75 IU. Evdeyouévmg va ivar omodekTn 1 Topatacn e S10pKELNG dlEYEPGEMS 6€ OTTOL0
Hepovapévo kukho mg kat S efdopddec.

Otoav AapPavetor n péAtio avtamokpion, Oo mpémetl va yopnyeiton pia epdmaé Eveon

250 picpoypappopiov r-hCG 1 5 000 TU €wc ko 10 000 TU hCG 24 émg 48 dpeg petd Tic televtaieg
gvéoelg Bulakiotpomivng aApa kot lutropin alfa. Xvviotdtot ) acbevig va £pBet oe ce&ovaiikn emapn
v 0o uépa kat v emxopévn g yopnynone hCG.

Evolhoktikd, propei va yivel evdountpikn omeppatéyyuon N o GAAn Stodtkacion Tpikd
vrofonfovpevng avoamapaymyne Le Paon v kpicn Tov WTpov Yo TV KAWVIKN TEPInT®oT).

H vmootpién g oypvikng pdoemg umopel va Anedet voyT koot 1 amovsio OLGLOY [E
oypvotpomo Spactnprotnta (LH/ACG) petd v woppnéio pmopel va Tpokarécel TPpOUUT OVETAPKELL
TOL ®YPOV cCONATIOV.



Ed&v mapotnpnOei vrepforikn avrandkpion, n Oeponeio mpémet va Slokomel Kot vo avaoTaAE 1
yopnynon hCG. H Oepancio mpénel vo apyioel mdAl tov enduevo kokio pe d6on FSH yaunidtepn omd
gkeivn otov Tponyovuevo KOKAO (BA. mopdypopo 4.4).

Avdpec pue vroyovadoTPoPLKd DIOYOVOIIoUO

H BvAaxiotpomtivny droa Ba mpémel va yopnyeital og pio d6om twv 150 IU tpeig popéc v efdoudda,
tavtoypova pe hCG, yia éva ot e TOLAGYIGTOV TEGGApV unvav. Edv dev vdpyel andkpion tov
000evovg HeTd To TEPAG AVTAG TNE TEPLOSOL, 1 cLVOLAGUEVT Bepamneia Ba pmopovoe va cuveytsOel. H
TpEYoLVG KAVIKN eumetpia delyvel ot Bepaneio tovAdyiotov 18 unvav eivar omapaitntn yio va
emtevy el omepuatoyéveon.

Edikoc tAnfuoudc

Himawuévor
Agv vrapyel oYeTIKN xp1on TS Bviakiotporivng dApa otov nAikiopévo TAnBvoud. H acedieta kot n

OTOTEAECUATIKOTNTA TNG BLANKIOTPOTIVIG dAPa Oev £xovV TekUNPL®BEl 6e NAMKI®OUEVOLS acBeVEiS.

Neppixn n nratiky avendpkelLo.
H aoc@dieia, n omoteAeoaTIKOTNTO KOt 1] QOPULOKOKIVITIKN TNG BuAakiotpomivig dApa dev £xouvv
tekunprwel oe 0cOeVelg e VEQPPIKT 1] MTOTIKY] OVETHPKELQ.

Houdozpixoc mAnBooudc

Agv vapyetl oxeTiKn ypnomn g BvAaKloTpoTiving GAPA G6TOV TadLOTPIKO TANBLoUO.

Tpomog yopnynong

To Bemfola npoopiletor yio vmodopia yprion. H éveon mpénet va yopnyeitot tnv id1a dpa kabnpepva.

H mptn éveon tov Bemfola Ba mpénet va mpaypatonoleiton vd dueon wtpikn enipieyn. H
avtoyopnynon tov Bemfola Oa wpénel va mpaypotomotleitan povo g eVijLEPOLS Katl TPOBuovg
ao0eveic, ETOPKAOC EKTOOEVEVOVG Kat e dpeon TPOGPaoT o€ GUUBOVAELTIKT VITOCTHPLEN ELOKOV.

To onueio g éveong Ba mpémet vo evorlrdoceTal Kabnuepva.

Kabmg 1o Bemfola o mpoyspicuévn cuokenn tHmov mévag pe puoiyylo piog 6ong tpoopiletar yio
pio povo éveon, mpémel va divovtal capeig odnyieg otovg acheveic pe oxomod va amopevydel
€0QUALEVT] ¥PNOT TNG CLOKEVAGTNG piog dOOTG.

IMo 0dnyieg oyeTIKd pe TN yopNyNoM HE TNV TPOYEMGUEVT CLOKEVT TOTTOV TEVAS, PA. Tapdypapo 6.6
KoL To OUAAO 00N YLDV ¥PNOTG.

4.3 Avtevosielg

. vrepeLAGHNGia 0TN dPUGTIKY OLGIN 1) GE KATO0 OO TO EKOOY0 TOV OVAPEPOVTOL GTNHV
Tapaypapo 6.1.

e Oykot 6Tov LTOOAAaO 1 oTNV LTOPLOT)

o o€ 010YKmoT monK®dv 1 wobnKiky Khotn Tov dev oyetTileTon pe T VOG0 TOAVKLGTIKMV
®oONKOV Kot gival AyvooTng TPoELELGNC

®  OE YUVOUKOAOYIKEC OLUOPPOYIEG AYVMOTNG TPOEAELONC

®  0g KapKivouo ®oBnKng, UATPag N LAGTOD.

H Bviaxiotporivn drea avtevdeikvotal 0tav dev pumopel va emitevydel emtuyng andkpion Omwc:
o mpwrtonadng wobnkikn averdpkelo

®  JVOTMAUGIEG TV YEVWNTIK®V OpYAvVOV acOUPATES [LE KUNON

®  WOUVAUATO TNG UATPOS OcLUPATO Pe EYKLHOCHVT.

e mpeTOTadNg aVETAPKELD OPYEDV.



4.4 E101kég TPoEIOOTOUGELS KU TPOPVAGEELS KATE TN (pP1iom

IyynAaciuotnta

IIpoxeyévou va Bedtimbel  yyvnAacindtTta TV BloAOYIKOV QOPUUKEVLTIKOV TPOIOVTI®V, 1 OVOLOGio
Ko 0 aplOpog TOPTIOOG TOL YOPTYOVUEVOD TTPOiIOVTOG B0 TPEMEL VOL KUTOYPAPOVTOL LE GUPTVELQ.

Teviki) obotaon

H Bvlaxiotporivn drhoa givar pio 1oyvpn YovadoTpOTOg 0vGio OV Eval KOV VO TPOKOAECEL HETPLES
£0¢ coPapéc avemBOUNTEG EVEPYELES KO TPETEL VAL YPNGLULOTTOLEITAL LLOVO aTd 10TPOVG TTOV givat
TAMNPOG EEOIKEIMUEVOL LE TO TPOPANLOTA KO TO XEPIGUO TNG VTOYOVIILOTNTOG,

H Bepameia pe yovadoTpomivn amottel po GUYKEKPILEVT ¥POVIKT EVAGYOANGT OO TOVG 1TPOVS Ko
TOVG emaryyeApoTieg vyeiog OmwS Kat TNV VIoPEN TOV KATUAANA®Y 0pyavemv Tapakorovnong. H
0OQOANG KOl OTOTEAECUATIKT XP1oT TG BLANKIOTPOTIVIG AAPA GTIG YOVOIKES ATOLTEL TNV
TaPaKoAoHONGN TS WOONKIKNAG AVTATOKPIONG LOVO UE VTTEPNYOVE, | KATH TPOTIUNOT) GE GLVOVAGLO
LE TNV TOKTIKT LETPTON TOV EMITESWMV O1GTPASIOANG TOV 0pov. Mropel va vidpéet kdmotov fabdpon
petafintotra petabd aobevav oe oxéon pe v avtamokpion ot yopnynon FSH, pe avenapkn
avtonokpion otnv FSH og opiopéveg acbeveic kot vepPoikn avtamokpion o dAAes. [Ipénet va
YPTOULOTOLELTAL 1] XOUNAOTEPT OTOTELECUATIKT dOGN G€ GYE0T Ue TO 0KOTd TN¢ Oepamneiog 1060 GTOVG
vdpeg 000 KOl 0TI YOVOIKEG.

Hopovpia
Koatd ™ didprela g Oepaneiog pe Buiaxiotpomivn dAea, ol acbeveic e mopeupio 1 L€ OTKOYEVELNKO
1OTOPIKO TOPPLPING TPETEL VA TapakolovBodvtar otevd. Evdgyopévag va ypelaotel dtokom g

Oepanciog o emdeivwon 1 TPMOTN EKONA®GN CLTAE TNG KOTAGTOONC.

OePOmELN, OTIS YUVOUIKEC

IIpwv v évapén g Bepamneiag, n vroyovipodTnTa TOL (EVYOLE B TPEmet va Exetl a&toloynBel kot va
&yovv extiunBet o1 mBavég avtevdeibelg yia komorn. Edikotepa, ov acbeveic Oa npénetl va eEetactovy
Y10 VTOBVPEOEIIIG O, PAOIOETIVEPPIOLOKT| AVETAPKELQ, VITEPTPOAAKTIVOLLLIC KO TPETEL VAL EPOPLOCTEL
N KATAAANAN e€e1dKevpévn oywyn.

Acbeveig mov vpioTovTot diéyepon TG ovATTLENG TV ®oBvlokimv gite ¢ Bepaneio vToyovipudTTAG
opeILduevNG og avooppnéia eite wg Oepameicg ART, unopei va Tapovcldcovy VIEPSOYKMON
®oOnkov N avantuén vepdiéyepong. H tpnon g mpotevopevng d66mMg Kot TOV TPOTEWVOUEVOD
TPOTOL YopNYNoNG ¢ Bviakiotpomivig dApa Kabmg emiong Kat 1 6TeEVH TapakoAovONo™ TNng
Oepameiog Oa eEloy1oTOTOMGEL TNV EUEAVIOT] TETOLOV GLUPBAVTOV. [a TV axpiPn KoTovonon TV
SEIKTOV TNE avATTLENG Ko wpipavong Tmv Bviakiony, o wtpog Bo Tpénet va eivorl EUmelpog Ty
EpUNVElD TOV GYETIKAOV EEETACEMV.

e KAMviKEG peréteg, amodeiydnke 6t n Bvlakiotpomiv dhpa avéavel Ty evastncio Twv ®@odnKmV
otav yopnyettan pe lutropin alfa. Edv 6swpnBel avaykaio pio avénon g d6ong g FSH, n
TPOGAPLOYN TNG 000G TPEMEL VoL YiveTon katd mpotiunomn o dwotipata 7 £og 14 nuepdv Kabmg
emiong kot o€ wpooavénoelc twv 37,5 émg 75 TU.

Agv €yel yivel dpeon ovykpion g Bvlakiotponivng dApo/LH évavtt g avBpodmivng
gupnvomovactakng yovadotporivng (hMG). H avadpopuikn cOykpion pe moAaidtepa oTotyeio
VTOJEIKVVEL OTL TO TOGOGTO WOoPPNEIDY TTOL TTapatnpeitan pe Bvlakiotponivn ahea/LH givar
mapePePEG e ovtd mov AapPdvetor pe hMG.



2Vvopouo Yrepdigyepons twv Qobnrav (OHSS)

Kamota 616ykmon tov wodnkdv eival pio mpoPAendpevn enidpaon g EAEYYOUEVNS MOONKIKNG
déyepong. [Mopatnpeital o cuyVa 6 YOVOIKES [Le GOVOPOLO TOAVKVGTIKMOV MOONK®V Kal cuvi g
vroywpel yopig Bepaneia.

Alopopetikd amd v amAn d1dykmon tov wobnkdv, To OHSS eivar pio katdotaon tov pmopel va
eupavictel pe dapopetikovs fabuovg Papvtnrag. Xapaktnpiletol amd WO1UTEPWOG SIOYKMOUEVES
®obnKec, VYMAA eninedo GTEPOEODY TOV PLAOV GTOV 0PO Kol AVENUEVT] OYYELOKT] SLOTEPATOTITO, TTOV
UTOPEL VoL 00TYNGEL GE GLGCMPEVCT] VYPDV GTO TEPLTOVALO, GTOV TAEVPLTIKO ¥DPO KOl CTOVIWG GTIG
TEPIKAPIAKEG KOTLOTNTEC.

H axolovdn cupntopotoroyia puropei va mapatnpnbei oe cofapéc nepimtdoeig OHSS: kothiaxo
Ayog, KOAaKY O10YKWOOT), VIEPPOALKT SIOYKWOOT TOV 0oONK®V, aOENCT TOL COUOTIKOD BAPOVG,
SVOTVOL0, OALYOLPID KO YOOTPEVIEPIKE GUUTTOUOTA TOV TEPIAAUPAVOLY VauTia, EUETO Kot Stdppota.
H i e€€taon umopel va dei&etl vrooykoapia, apocVUTOKVOGT), S10TAPUYEC NAEKTPOAVTMV,
aoKiTN, OUOTEPITOVALD, TAELPLTIKEG OO oEL, VOpobmpaKka 1| o&ela avamvevoTikn dvoyépeta. [ToAd
ondvie, 10 OHSS coPoapod Paduov propel va mepimieyfet amd cuotpopn wobnkmv 1 Opoupoeupfoiucd
EMEICO010 OTIWC TVEVUOVIKT] EUPOAT, IOYUUIKO OyYELNKO EYKEQPOMKO ETEIGOO10 1) EUPPAYLLOL TOV
pvokopdiov.

AveEaptnrtol Topdyovteg Kvduvov yua v avdmtuén tov OHSS ovurepilapfavouvv veapn niia,
) palo cOUATOG, GLVIPOUIO TOAVKVGTIKOY MOONKOV, VYNAOTEPES 0OGELS EEWYEVMV
YOVASOTPOTIVAV, DYNAL OTOAVTA 1] TAYXEWS ALEAVOUEVO ETITESD OLGTPAUIIOATG OPOV Kol TPOTYOVUEVA
enelcdde OHSS, peydio apBuod avantvocopevov mobvlokiov otig wodnKeg Kot Aqyn peydiov
apBpod wokvTTdpmv o€ KhKAovg vroPfonbovuevng avarapaynynis (ART).

H mpnon g cuvictdpevng 660mg Kot Tov Tp@TOKOAALOL Yop1ynomng g Buiakiotpomnivng dAga
umropel va meplopicel 610 EAAyIGTO TOV Kivouvo vepdEyepong v wobdnkmv (PAéne mapaypdpovg 4.2
ka1 4.8). Xuviotdtol 1 Topakolovdnon Tov KOk mV S1€yEpong HEG® VITEPTYOYPUPTLOTOC, OTMS
EMIONG LETPNOELG TNG OLGTPASIOANG Y10 TV TPMIUN AVOLYVOPICT] TOV TOPAYOVI®V KIVOHVOD.

Agv vdpyovv otoryeio mov va Tpoteivouy g 1 hCG mailel €éva onuavTikd poAo 6To Vo, TPOKOAEGEL
OHSS kot 611 T0 GVVIpOUO UTopel va. ivar o cofupod Kol TUPUTETAUEVO AV GLpPel KOnom.
Enopévaoc, 6tav eppaviCovror onueio mobnkikng vrepdiéyepong 0nmg eninedo o16TpadiOANg 0pov

> 5500 pg/ml 13 > 20 200 pmol/l #/xon > 40 mwoBvrdkio cuvolikd, Tpoteivetar va, un xopnysitoan hCG
KOl VOL GUVIGTATOL TNV 0.00EV 1] AITOPLYT GLVOVGING 1 ] XPNOT| OVIIGCVAANTTIKOV HeBOd®V Qparypod
v 4 tovAdyiotov nuépes. To OHSS pmopet va emdevmbet tayémg (evtog 24 mpdv) 1 Katd
SuapKeLn LEPIKADV MUEPDV € Papeia 1aTpiKY| KatdoToot. Avtd eppavileTal cuyvotepa LETA TN
dloKoT TNG oppoviKiG Bepameiog kot pBavel otn LEYIoTN coPapoOTnNTO OE TEPITOL EMTA MG dEK
nuépeg petd t Bepaneia. Emopévamg, ot acBeveig mpénet va mopakoiovbovvral yio TovAdyiotov dVo
epoopdoeg petd ™ yopnynon hCG.

>mv ART n avappoepnon tov wobviakiov tpty Tnv moppnéia UTopel vo, LEIMGEL T1 GUYVOTNTA
EUQAVIONG TNG VIEPIIEYEPTTC.

To OSHH 7jmiov 1 pétpiov Pabpov cvvnbwg veietor avtopata. Edv coppei OHSS cofapod Babuov,
cvvioTatal va dtakonel 1 Bepaneia e yovadotponiveg epodcov cuveyileTon kai 1 acBevig va eloaydel
6€ VocoKoelo ko va Eekviogl KOTdAANAY Bepoaneia.

Iolddvun kdnon

Y& aoBeveig mov voPdAlovrol og emaywyn moppn&iag, 1 cuyvOTNTO TOADSLUNG KUTENG Eivarl
ovénuévn o chykpilon He T eUGIOA0YIKT CVAANYT. H mAgioymeia tov moAvddpmy GLAANYE®DY glval
didvpec. H moAbovun komon, diaitepa ekeivn vynAng Katdtaéng, cuvodedeTat omd avénuévo Kivovvo
AvemBOUNTOV ATOTEAEGUATOV TOGO KOTA TN UNTPIKT 060 Kol GTNV TEPLYEVVITIKN TTEPI0d0.

IMoa vo ehayietonombel o Kivouvog moAvSVUOV KUNGEMS, GLUVIGTATOL 1] TPOGEKTIKY TOPOKOAOVON oM
NG OVTATOKPIOTG TV MOONKOV.



Xe acbBeveig mov vroPdAlovtar oe dandkaciec ART, o kivovvog pog moAdvdvung kuncemg oyetileton
Kupig e Tov aptfpd Kot TNy To1dTNTe TOV avTiKodoTOUeVeV UPpdmv kabdg kot Tnv nAkic g
acBevoug.

Ot acBeveic Ba mpémet va evnuep®@voVTaAL Yo ToV TBovO Kivouvo ToAVSVUOV TOKETMV TPV OO TNV
évapén g Bepomeiog.

Anwiero konong

H ocvyvomta g ondieiag komong pe amoPoAn 1 avtopatn EKTpmon ivar vynAidtepn o€ acbeveig
7ov voPdAlovrol og di€yepon woBvANKIKNG avAaTTLENG Yo eTaymyn TG woppnéiog | ART an’ 0,11
UETA ATtO PUCIOAOYIKT) GUAAN Y.

Exronn konon
Ot yuvaikeg [e 10TopKd VOGO TV GOATIyy®V Bpiokovial o€ Kivouvo EKTOMNG KUNGEWMS Eite v M

Konon £xel emrevyBel pe avtopaTn cLAAYM 1 Katdry Bepaneiag vroyovipdttoc. ‘Exet avoapepbel
TG 0 EMTOAUCUOG TNG EKTOTNG KONomg petd omd ART givar vynAdtepog and 0,TL GTO YEVIKO
TANOLGLO.

Neormloaiec Tov avamopoywyKob voTHUATOS

Ymépyovv avoKomGELS Y10 VEOTAUGIEG TOV MOONK®V Kol AAAEG VEOTANGIEC TOL OVATOPOYMYIKOD
GLOTNHOTOG, KAAONOELC Kal LN, G€ Yuvaikeg TOL £xovV VIOPANOEL og TOALATAG BepamevTIKG GYALOTO
v T Bepomeio TG vIOYOVILOTNTAG. Agv £xEl akOUN SOMIGTOOEL v 01 YOVOOOTPOTiveS ovEdvouy 1
O TOV KivOuvo TV GYKOV QUTMV GE YOVOIKEG LE VITOYOVILOTNTA.

20YYEVEIC OVOUOPPIES

O emmOAUGUOG TV CLYYEVOV SLGHOPELDY HETA amd ART umopei va eivar Ehappdg vynAdtepog om’
0,TL GTI] QLUGLOAOYIKT GUAANYT]. AVTO TIOTEVETOUL TMG OPEIAETOL GE SLUPOPES GTA YAPOKTIPIGTIKE TV
YOVE®V (LY. NAMKIO UNTEPOC, YOPAKTNPLOTIKE GIEPLATOC) KAl TIG TOAVSVIES KUT|GELS,

Opoufosufolrixa exergooio

e yovaikeg pe Tpooeatn 1 tpéyovsa BpopPoepforikn voco 1 yovaikeg 6mov yevika avayvopilovtal
mapayovteg Kivovvou yio Bpopoepfolrikd emeicddld, OTMS TO TPOSOMIKO TOVE 1} TO OIKOYEVELNKO TOVG
10TOPIKO, 1| Bepameia e YOvadoTpoTives pmopel va, av&NoEL TEPOITEP® TOV KivOuVo Emdeivmong n
EUEAVIONG TETOLOV E100VE ENMELGOOIMVY. ZTIG YOVOIKEG AVTEG, TOL OPEAT TNG YOPYNONG YOVUSOTPOTIVADY
npénel va otafuilovrol Evavti Tov TOavav Kivouveoyv. ZNUEIOVETIL TOg 1 01a 1 Kinon dnwg Kot 1o
OSHH eriong pépovv évav avénuévo kivouvo yia Opoppospforicd enelcoota.

Oepaneia 6TOVE GVOPEC

Avénuéva enineda evdoyevoig FSH eivar evdewctikd mpotonafoic avendpkelag opyewv. Avtoi ot
acBeveic dev avramokpivovtar ot Oepaneio pe Bviakiotponivn ahea/hCG. H Buhakiotpomivy dApa
dev pémet va ypnoiponoteital dtav dev givor duvato va Anedel OTOTEAEGILATIKY AVTATOKPLON.

ZoVIoTAToL avAAVoT ToL omEPaTog 4 £¢ 6 unveg petd v Evapén g Bepaneiog ¢ HEPOS TG
eKtipunong g avrondkpiong ot Bepamneio.

Ilepeyduevo ce vaTplo

AVT0 TO POPUAKEVTIKO TPOIOV TTEPLEYEL AYOTEPO atd 1 mmol vatpiov (23 mg) avd 56om, dnAadr| eivar
OVLCLOGTIKG «ELEVOEPO VATPIOLY.

4.5 Almiemopdocseig pe GAlo QUPUUIKEVTIKE TPOTOVTO Kol GAAES popPPES aAAnAemiopaong
Tavtdypovn yoprynon g Bviakiotpomivig GAea e GAAD POPUIKEVTIKE TPOTOVTO TOV

ypMNoLoTolovvTol yia T di€yepon g woppnéiag (w.y. hCG, kitpiky kKhouipoaivn) uropei va
EVOLVOUMGEL TNV adkpion Tov wobviakiov, Evd 1 Tavtdypovn ypnon T@v GnRH ayovictdv 1



OVTOYOVIGTOV TOV 00NyohV 6TV anevasntonoinomn e vToeLoNG Uropel va avénoet T 00661 NG
Bvlaxrotpomiving AApo Tov ypedleTan Yo va ONULOVPYNOEL ETOPKT ®OONKIKY amokpion. Kapio GAAn
KAWVIKG onUavTiK 0AANAETIOPOOT) QAPUAKELTIKOD TPOIOVTOG OV £xel avapepOel yia tn Oepaneia pe
Bvlakiotpomivn GAa.

4.6 T'ovipétnTo, KONON KAl Yorovyia

Kvnon

Agv vapyovv gvdeitelg yuo T xpnon g BuAaKloTpoTivig GAPa KaTd T SLAPKELN TNG EYKVUOGVVTG.
Ta dedopéva amd oYETIKE TEPLOPICUEVO aplBUd eKOEGEDY KOTA TN SIAPKELN TNG EYKVUOGVVNG
(mepumtdoelg EkPaong eykoposvvng Myotepeg and 300) katadeikvoouy T un Omapén cuyyevov
SUApTLPLOY 1 TOEIKOTNTA GTO EPPPLO/VEOYVO amd TN Xpromn Tng BuAakloTpomivng GAQa.

e peréreg og {ma, dev mopatnpndnke enidpacn tepatoyéveong (BA. mapdypago 5.3).

Ta Khvikd oTotyeio dev EXAPKOVY Y10, VO OTTOKAEIGTEL 1] EXLOPOOT) TEPATOYEVESTG TNG BLAAKIOTPOTTIVIG

Ao og mepintwon £kBeomg KATA T JSIAPKELN TNG EYKVUOGVVNG.

ONnAaGPOS

H Bvlaxiotporivn drhoa dev evdeikvutor Katd tn didpkela Tov OnAacuod.

Tovyotnto

H BvAaxiotpomtivn dAea evdeikvotor yia xprion oty vroyovipdtto (PA. mapdypago 4.1).
4.7 Emodpacsig 6TV IKaVOTNTA 001]Y1|61G KL (EIPICHOD PUNYOVI|LATOV

H Bvlaxiotpomivn Ghea dgv éxetl kopio 1 Y€l AGTIUAVTY EXIOPACT) GTNV IKAVOTNTO 00T YNONG KoL
YEWPIOUOD UnyavnpaTmy.

4.8 AvemOOuNTES EVEPYELES

IIepiinwn Tov TPOPIA acEAAELNC

Ot avemBOUNTEG EVEPYELEG TTOVL OVOPEPON KAV LLE TI LEYAAVTEPT GLYVOTNTA EIVOL KEQOAAAYi0, KOOTELG
®OONKOV Kol TOTIKES OvVTIOPACELS 6TO onpeio g éveong (T.y. GAyog, EpuOpdTNTA, LOAOTOC, 010NN
N/xa1 epebiopog oto onueio g Eveonc).

Avaeépinie ouyva mov £oc pétplov Pabuov cvvdpopo vepdiéyepong Tov mobnkmv (OHSS) kot
npénel va BempnBel eyyevng kivouvog g dtadikaciog diéyepong. ZoPapod Babuod OHSS eivar oyt
ovyvo (BA. Tapdypago 4.4).

[ToAv omévia propei va epepoviotel Opopfoeppforioudc (PA. mapdypoaeo 4.4).

Kazdloyoc ovembountov evepysimv

Ot ax6Aov001 0p1G o1 1GYVOLV Y10 TNV 0POAOYia GLYVOTNTOG oV Ba xpMcloTonbel €1¢ T0 €£NG @ TOAD
ovyvég (>1/10), ouyvég (>1/100 €mg <1/10), oyt ovyvég (>1/1.000 émg <1/100), omdvieg (>1/10.000
¢w¢ <1/1.000), molv omdvieg (<1/10.000).

Oepomein OTIC YUVUIKEC

A1070p0YEC TOV AVOTOTOTIKOD TVOTHUATOS
Mo\ omdviec: "Hmieg €wg soPapég avtidpdoelg vrepevaicOnoiog, copneplapufoavouévov
OVOQUAOKTIK®V OVTIOPACEMY KOl GOK




A10T0p0YEC TOV VEVPIKOD GLOTIUOTOC
IToA0 cvyvéc: Kepaiaryia

Ayyeraxéc diatopoyéc
IToA0 omdvieg: Opoppoeuforopdc (1660 ce cuoyétion Le 660 Kot Eexympiotd and o OHSS)

A10T0poyEC TOL OVamVEDTTIKOD GVGTHUATOC, TOV Bwpoxo kol ToL 1uscoBwpdkio
IToA0 omdvieg: [TapdEuvon 1 emdeivwon Ppoyyikov doduatog

A1070p0YEC TOV YATTPEVTEPIKOD
Yuyvég: Kotuakod dhyoc, kothokd tpri&uo, kothakn dvoeopia, vautio, EUETOG, d1dppota

A10TapoyEC TOL OVaATaAPAYWYIKOD COOTHUATOC KOL TOD UOOTOD

IToAv ovyvéc: Kvoteig wobnrav

Xoyvéc: "Hmov €wg pétprov Babpov OHSS (cupmeptiapfoavopévng g oxetilopevng
GUUTTOIOTOAOYING)

Oy ovyvég: YoBapov Babuod OHSS (cvurepirappavopévng g oxeTilONEVNC
cvumtopoatoAroyiag) (PA. mapdypagpo 4.4)

Xrdvieg: Emmioxn cofapov Babuod OHSS

Levikec d1otopayec Kol KOTAOTATELS THC 000D YOPHYHONC
IToA0 cvyvéc: Avtidpdoelg Tov onueiov g éveong (m.y. Ahyoc, EpuOpOTNTA, LOAWMTAG, O10TLLOL
N/xan epebiopog oto onueio g Eveonc)

Oepomeio 6TOVE AVOpPEC

A1070p0YEC TOV AVOTOTONTIKOD TVOTHUATOS
[ToAv omdviec: "Hmeg €wg soPapég avtidpdoelg vrepevaictnoiog, copneplapuPovouévov
OVOQUAOKTIK®V OVTIOPACEMY KOl GOK

A10T0poyEC TOL OVamVEDGTIKOD GVOTHUATOC, TOV Bwpokao kol Tov 1uscoBwpdkiov
IToA0 omdvieg: [TapdEvvon 1 emdeivion Ppoyyikov doduatog

A10T0poyEC TOL OEPUOTOC KOL TOV DITOIOPIOV 10TOD
Xoyvéc: Axpun

A10T0poyEC TOL OVATaPAYWYIKOD COOTHUOTOC KO TOD UOOTOD
Xoyvég: IMovaikopaotio, KipooknAn

Teviréc d10topoyéc Kol KaToaTdaels THS 000D YOPHYNoHS
IToAv ovyvéc: AvTtidpaceig Tov onpeiov g éveong (T.y. aAyoc, pufpoTNTO, LOADTAG, OTON U
N/xan epebioog oto onueio g Eveonc)

Hopoxiivikéc eCetdoelc
Xoyvéc: AvEnon Papovg

Avopopd THavorloyoOUeEVOV avETOOUNTOV EVEPYELDY

H avoeopd mbavoroyodpevev avemBOLTOV eVEPYEIDV LETA A0 TN YOPNYNOT AdEL0C KLKAOPOPIG
TOV QOPULOKEVTIKOV TPoiovTog eivar onuavtikr. Emtpénel tn ovveyn mapoakolobnon g oxéong
0PEALOVC-KIVODIVOD TOV QOPUOKEVTIKOV TPOIOVTOG. ZmNteitol omd TOLG EmOyYEAUOTiES vyelag va
AVOPEPOVV OTOLEGINTOTE THAVOLOYOVUEVEG OVETBOUNTEG EVEPYELEC LECH TOV €0VIKOD GLOTNLATOS
avoeopds mov avaypdeeton oto [Hopdptmua V.
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4.9 Ynepdocoroyia

Ta amoteréopota TG vVIEPdocoAoYiag TG BulakioTporivng AApa ival Ayvmota, TapOAo TOL gival
gvoeyopevo va eupaviotei OHSS (BA. mapdypoeo 4.4).

5. DOAPMAKOAOT'IKEX IATOTHTEX

5.1 @oppokodvVOUIKES 1O10TNTES

Doppokobepamentikn katnyopio: Oppoveg Tov EUAOL Kot pLOUIGTEG TOL YEVVITIKOD GLGTIHOTOG,
yovadotpomnives, kadikog ATC: GO3GAOS.

To Bemfola givot Blo-opog1dég poprokeutikd mpoiov. AentopepEstepa TANPOPOPLOKA oToL ElD Etvort
dwbéotua otov diktvakd Tomo Tov Evpmmraikod Opyavicuod @apudkov http:/ www.ema.europa.eu.

Mnyoviopdc dpaong

H wobviaxiotpomog oppovn (FSH) kot np ypivotpdmog opudvn (LH) ekkpivovion amd tov tpdcdio
A0B6 ™ voPLoN g g amokpion oty GnRH kot wailovv copmAnpopaticd poro TNy avantuén Tov
wobvlaxiov kot v woppnéia. H FSH deyeipet v avamtuén tov wobviaxiov Tov monkadv, eved M
Opdon ¢ LH eumiéketon oty avantuén tov mobuAakimy, T 6TEPOEO0YEVEST Kol TV OPILAVOT).

Dapuokodvvakic emOPAUoELS

Ta enineda avaotodtivng kot ototpadtoing (E2) avédvovtot petd tn yopnynon r-hFSH, ue

enoKkO oVl eTaywyn TG avanTuéng TV wobviakiov. H avénon tov emmédnv g avasTaATivig
ooV 0pd eivar Tayelo kon pmopet va mapotnpn et non and v tpitn nuépa yopnynong r-hFSH, evo ta
enineda g E2 yperalovtar mepiocdTEPO YpOVO KOl Lo adENOT Topatnpeital Lovo amd TV TETOPTN
nuépa g Bepoameiog. O cuvoAkog 6ykog TV wobvlakinv apyilel va av&avetal HeTd amd mepimov

4 ¢mg 5 nuépeg kabnpepvig yopnynong r-hFSH kat, avdioya pe v avtamodxpion g acbevoig, 1o
UEYIOTO AMOTEAEG LN EMLTLYYAVETAL LETE amd epimov 10 nuépeg amd v Evapén g xopnynong 1-
hFSH.

Khlvikn omotelesnotikdTnTo Kol 0GQAAELN GTIC YUVOIKES

e KAMvikég peréteg, ot acBeveic pe Papeia avemdprelo oe FSH ka1 LH, mpocdiopicOnkav e enimeda
0po?¥ g evdoyevoug LH < 1,2 TU/I 6nmg avtn petpndnke oe kevipikd epyactipro. Eviovtolg, npénet
va Aapfdavetar voyn 6tL vadpyel peTtapintotta otig petpnoetg LH mwov yivovtal og dtapopetikd
EPYOOTNPLOL.

e KAMVIKEG peAéTeg, oTic omoieg £yive ovykpion peta&y g r-hFSH (Bvlakiotponivn dhea) kot FSH
npogpyduevnc omd obpa oe ART (BA. mivaxa mapakdtw) Kot o€ emaywyn woppnéiog, n
Bvlakiotpomivn dhpa Tav mo woyvpn and v FSH mpoepyduevn and odpa avagopikd pe T
YOUNAOTEPT GLVOAIKT dOGM Ko TN UIKpdTEPT TEPT0d0 BEpOmEing TOV YPELAGTNKE Y10, TNV TPOKANON
NG Opitoveng Tov wobviakiov.

e ART, n Bvrakiotpomivn GA@a o€ pia YapunAdTEPT GUVOAIKT 6OCT| Kol Yo KPOTEPT] TEPT0O0
Oepaneiog omd v FSH mpogpyouevn amd obpa, eixe cav omotéAeoua Ty Ayn LeyoAvTeEPOL aptOpod
wokvttdpav og oyéon pe v FSH npoepydpevn and ovpa.

[Mivakag: Amoteréopota e perétng GF 8407 (tuyatomomuévn TapdAAniov opddmy HeAét mov
GUYKPIVEL TNV OOTEAEGLOTIKOTITO, KOl TNV ac@Aaiela TG Bviakiotporivng aiga pe tv FSH tov
00pwV o€ TEYVIKESG LIOBoNHOVUEVIG AVATAPAYDYNG)

, FSH Tov
Bvlakiotpomivn .
&Aoo 0VPOV
(n=116)
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(n =130)
ApBudc ANeBEvTiv moKLTTAPWV 11,0£5,9 8,8 £4,8
Amaitodueveg nuépeg yia ™ diéyepon pe FSH 11,7£1,9 14,5+3,3
YvvoAikn amortovpevn 66om g FSH (apBuog pusiyyov 27,6 £ 10,2 40,7 £ 13,6
FSH 75 1U)
Avaykn avénong g d6onc (%) 56,2 85,3

O1 dapopég uetald Tov 2 opadmv NTav oTatIoTiKA onpavtikég (p< 0,05) yia 6Aa Ta KpLThpla Tov
mapoTifevtat.

KAk ommoteAheoUaTKOTNTO KOl 0GQAAELD GTOVC AVOPEC

H Bvlaxiotpomivn drhea yopnyovpevn tavtdypovo pe hCG yuo didotnpa tovAdyietov 4 unvov
mpokalel omepuaToyéveon o€ dvopeg e avenapkelo oe FSH.

52 ®@appoxoxivnTikEG 1016TNTEG

Agv vrdpyetl poappokokvnTikny oAlnieniopacn peta&y trng Buiakiotpomivng dAea kot tng lutropin alfa
oTaV YopNyoHVTaL TOLTOYPOVA.

Koatavoun

Metd v evioeAEPLa yopynon, 1 OLAAKIOTPOTIVY] AAPA. KOTAVELETOL GTO VYPO TOL EEMKVLTTAPLOV
YOPoL Le Evay apykd ypdvo npicelag (mng Tepimov 2 dPEG Kot OMOUOKPOVETOL OO TO GOLLOL LLE
TEAKO YPpOVO Muicelag (ong 14 g 17 dpec. O otabepdg dykog katavoung kKupaiveton omd 9 émg 11 1.
Metd v vTodopia yop1ynon, N amdALT Prododecipotnta eivar 66% Kot 0 POVOLEVOG TEAMKOG
ypdvog nuicelog Lmng kopaivetol amd 24 Eoc 59 dpec. H avaroyikotnta e 600mGg Hetd omd
vodopLa Yoprynomn katadelydnike péypt 900 IU. Metd amd enavolapfavopevn yopiynon, n

Bvlokiotporivn arhea tpmlacidletal abpoloTtikd gtdvovioc o€ otabepd puOuod péca o
3 ém¢ 4 pépeg.

AmofoAn

H ocvvolkn kéBapon givar 0,6 l/opa kot wepinov 12% tng yopnyoduevng 66omg Buiaxiotpomivng
Ao amofaiietal amd To 0vpa.

5.3 IIpoxivikd d€dopéva Y10, TNV 06QALELN
Ta pun KAviKd dedopéva OgV amoKaAVTTOVY 1010iTEPO Kivouvo Y10, Tov dvBpwmo pe Baon Tig
oVUPBUTIKEG LEAETEC TOEIKOTNTOC EQATAE KOt ETOVAAUUPOVOUEVDY SOGEMV Kal YOVOTOEIKOTNTOG,

emmpocheta og 0,11 £xel NON avaeepbel oe AhAa Tupoto avtg g TIXTIL.

AvoeEpOnKe HEI@UEVT] YOVILOTNTO OE EMUVES IOV EAAPOV PAPUAKEVTIKEC dOGELS BLANKIOTPOTTIVIG
oo (> 40 TU/Kg/Mmuépa) yio peydrleg Teptddous, Aoy HEIMUEVNG IKOVOTNTOG COAANYTG.

Ye vynhéc 60oelg (> 5 TU/kg/Muépa) n Buhakiotpontiviy dAga tpokdiece ueimon otov aplfud tmv
Blocipumy euPpomv ympic va vedpéel TepatoyEvesn Kot SUGTOKIO TUPOUOLOL LUE QVTY TOV TOPOTNPEITL
pe v Eppnmvonavoiaxy F'ovadotponivi (hMG) tov ovpwv. Qotdc0o, apod 1 Buiakiotponiv diea
dgv evdeikvuTal TNV KOG, TO. GTOLYElN 0V TE EIval TEPLOPIOUEVNC KAVIKTG oNUaciag.

6. DOAPMAKEYTIKEX TIAHPO®OPIEXZ

6.1 Katdroyog ekdoymv

IMoAo&apepég 188
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Zaxkyopoln

Mebeovivn

Awodpikd pocPoptko dvaTplo
Natpro poceopikd d166Evo d1dpkd
Dwopopikd o&D

"Yowp yia evéoiuo

6.2 AocvupatétnTeg
Agv gpapudletar.
6.3 Awdpkera Long

3 xpovie
MeTd 10 AVOolypa, TO PAPUUKEVTIKO TPOTOV Oo TPEMEL VoL eyyvETAL OUECMG.

6.4 Iowitepeg mpourdéers katd T @OLAEN TOV TPOIOVTOG

dvidocoete og yoyeio (2°C - 8°C). Mnv katayOyeTe.

Ipwv and 10 dvorypa kot vrog g dtdpkelag (oG Tov, T0 POPUOKEVTIKO TPoidv pumopel va puioyBel
eKTOC Youyeiov, ympic vo youybel Eava, yio éog 3 uveg kot o€ Bepuokpacio ion N pikpdtepn tov 25°C.
To pappokevtikd Tpoidv Tpémel va amoppipbel edv dev £xet ypnopomombei petd tovg 3 punvec.
dvrdccete 6NV APYIKN CLOKEVAGIO Y10, VO TPOGTATEVETAL OO TO PG,

6.5 ®@Von Kol GLOTATIKA TOV TEPLEKTT)

dvoiyyo tov 1,5 ml (yvaAi tomov 1), pe emiotopo epuPpdrov (aAofovTuAKO EAAGTIKO) Kol £Val
TTUGGOUEVO TOUO OO CAOVUIVIO e EAACTIKO GTOWL0, GUVAPUOAOYNUEVO GE TPOYEUIGUEVT] GUGKELY|

THTOV VIS,

Bemfola 75 1U/0,125 ml:
Kdabe puotyyro mepiéyet 0,125 ml evéoipov dtoahdpaTog.

Bemfola 150 1U/0,25 ml:
Kdabe puotyyo mepiéyet 0,25 ml evésyov dreddpatoc.

Bemfola 225 1U/0,375 ml:
Ka0e puotyyio mepiéyet 0,375 ml evésyov dtoAdpoTOC.

Bemfola 300 1U/0,50 ml:
Kda0e puoiyyo nepiéyet 0,5 ml evéoipov dtodvpartog.

Bemfola 450 1U/0,75 ml:
Ka0e puotiyyro mepiéyet 0,75 ml evésyov dtoAdpatoc.

Meyén ovokevaciog: 1, 51 10 Tpoyeucéves GVOKEVEG TOTTOV TEVOC, GUUTEPIAUUPBAVOLEVIC LOG
avaADoIUNG PEAOVOG KOt EVOG TOAVTIOL Ue OVOTTVEL A 0VEL GUCOKELN TOTTOL TTEVaG. 1 Beddvog kot 1
TOAVTIIOL [LE OVOTTVEL O Y10 VO YPNGLUOTOINB0VV Y10 YOPNYNOT| LLE TNV TTEVAL.

Mmropei va, unv KuKAOPOPOLV OLEG Ol GLOKEVAGIES.

6.6 Iowitepeg TPOPLAGEELS UOPPLYNGS KAl GALOG YELPIGIOG

To dudivpa dev TPEMEL VoL YOPTYEITAL EAV TEPLEYEL COUOTIOWN 1] OV Elvat SLovYEC.
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To Bemfola mpoyeucpévn cuokevt| THmoL TEVAG OV €ival GYESIOGUEVO VO ETLTPENEL GTO PLGLYYLO VOl
OTOGTATOL.

Amoppiyte T ypnopomomuévn TEva Kot T PeAdva opécmg LETE TV £veon.

Kda0e mpoiov mov dev €xel ypnoyomomBei 1 vITOAE TPETEL VO aoppLPOel GOUPOVA LLE TIG KOTA
TOTOVG 10YHOVCEG COYETIKEG JATAEELS.

IMa 00Myiec GYETIKA LE TN YOPNYNON UE TNV TPOYEUOUEVT] CLGKEVT TOTOV TEVAS, avaTpEETE GTO
@OALO OOMYI®V YPNONG.

7. KATOXOX THX AAEIAY KYKAO®OPIAX

Gedeon Richter Plc.
Gyomrdi at 19-21.
1103 Budapest
Ovyyapia

8. APIOMOZX AAEIAY KYKAO®OPIAX

Bemfola 75 1U/0,125 ml:
EU/1/13/909/001
EU/1/13/909/006
EU/1/13/909/007

Bemfola 150 1U/0,25 ml:
EU/1/13/909/002
EU/1/13/909/008
EU/1/13/909/009

Bemfola 225 1U/0,375 ml:
EU/1/13/909/003
EU/1/13/909/010
EU/1/13/909/011

Bemfola 300 1U/0,50 ml:
EU/1/13/909/004
EU/1/13/909/012
EU/1/13/909/013

Bemfola 450 1U/0,75 ml:

EU/1/13/909/005

EU/1/13/909/014

EU/1/13/909/015

9. HMEPOMHNIA IMTPQTHX EI'KPIXHX/ANANEQYXHX THX AAEIAX
Huepounvia mpdtng éykprong: 27/03/2014

Hpepounvia tekevtaiog avavémong:

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

14



Aentopepn) TANPOPOPLAKA GTOLYEID Y10 TO TAPOV QUPLUKEVTIKO TPOTOV givat d100Ea1pLa 6TOV SIKTLOKS
t6mo 1ov Evponaikod Opyavicpod dopudakony http:/www.ema.europa.eu
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http://www.ema.europa.eu/

ITAPAPTHMA 11

HAPATI'QI'OX THX BIOAOTI'IKQX APAXTIKHX OYXIAX KAI ITAPAT QI'OX
YIHEY®YNOX I'TA THN AIIOAEXMEYZXZH TQN HAPTIAQN

OPOI'H IIEPIOPIXMOI XXETIKA ME TH AIAGEXH KAI TH XPHXH
AAAOI OPOI KAI AITAITHXEIX THX AAETAY KYKAO®OPIAX

OPOI'H ITIEPIOPIXMOI XXETIKA ME THN AX®PAAH KAI AIIOTEAEEMATIKH
XPHZIH TOY ®APMAKEYTIKOY ITPOIONTOX
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A. HAPATI'QI'OX THX BIOAOT'IKQX APAXTIKHYE OYXIAY KAI ITAPAT'QI'OX
YIHEYOYNOZX I'TA THN AITOAEEMEYZH TQN ITAPTIAQN

Ovouo kot d1evfvven Tov Topaywyos TS BlOAOYIK®OEC OPUGTIKNG 0VGIOC

Polymun Scientific Immunbiologische Forschung GmbH
DonaustralBe 99

Klosterneuburg 3400

Avotpia

‘Ovoua kot d1evfuven Tov Tapay®wyol mov eivol VITELOVVOC YO TNV OTOOEGLEVOT] TV TOUPTIOMY

Gedeon Richter Plc.
Gyomrdi ut 19-21.
1103 Budapest
Ovyyapia

B. OPOI'H OI IIEPIOPIXMOI XXETIKA ME TH AIAGEXH KAI TH XPHXH

DoppokevTikd TPoidv yio 10 onoio amarteital mepropiopévn watpikn ovvtoyn (PA. apdpnua I:
[TepiAnym v Xapaktnpiotik®v tov [Ipoidvtog, mapdypoaeoc 4.2).

T. AAAOI OPOI KAI AITAITHZEIX THX AAEIAY. KYKAO®OPIAX
o Ex0éoe1g TEp1od1kig mapakorovOnons TS 0oPAAELNG

Ot aroutnoetg yuo tnv voPoin ekBécemv mePLOSIKNG TOPaKOAoVONONG TG ACPAAELNG Y10 TO €V
AOY® opuUakeVTIKO TPOT1dV opilovTal 6TOV KATAAOYO UE TI NUEpOoUNVies avapopds ™ Evoong
(xotdroyog EURD) mov mapatifeton oty mopdypago 7, tov apbpov 107y, tng odnyiog
2001/83/EK kot ke emacdA0ov0ng EMKapomoinong On®s ONUOGIEVETAL TNV EVPMOTAIKY|
SIKTLOKT TOAT| Y10. TO POPLLOKOL.

A.  OPOI'H IIEPIOPIXMOI XXETIKA ME THN AX®AAH KAI ATIOTEAEXMATIKH
XPHZIH TOY ®PAPMAKEYTIKOY ITIPOIONTOX

o Yyéowo Awayeipiong Kivovvovo (XAK)

O Kdroyog Adeiag Kvkhogpopiag Ba die&aydyet Tic amartovpeveg dpactnplotnteg Kot mopeUPAacels
QOPUAKOETOYPOTTVTIONG OTT®G TTopovGtaloviat 6To cuupovniév ZAK mov napovoidletal otnv
evotra 1.8.2 g adetag Kukhoeopiog Kot omolesdmote enakorovdes eyKeKpuéves avabempnoelg
tov ZAK.

‘Eva emucatportompévo LAK Oa wpénel va katotedei:
e uetd and aitmua tov Evponaikol opyovicpod @apuixmy,
®  OMOTENNMOTE TPOTOTOLEITAL TO GVGTNLA JlaXEIPLONG KIVOVLVOUL, E10IKA G ATOTELEG O ANYNG
VE®V TANPOQOPIDY TOL HTOPOVV VOl ETLPEPOLY GIUAVTIKT GALOYT OT1 GYECT 0PEAOVC-
KIVOOVOL 1] (0 OTOTELECLO TNG EMITEVENG EVOC GTUAVTIKOD OPOCTILOV ((POPUAKOETAYPOTVIOT)|
N EAOYLOTOTOINGT) KIVOUVOU).
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ITAPAPTHMA III

EINIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX
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A. EINIIXHMANXH
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ENAEIZEIX [TIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

KOYTI 1, 51} 10 cvokevég TOTOV TTEVOG

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

bemfola 75 1U/0,125 ml gvéoipo dtdAvpo o€ TPOYEUOUEVT] GLGKEVT TOTOV TEVAG
Bvlaxrotpomivn dApa

2. YYNGOEXH XE APAXTIKH(EX) OYXIA(EYX)

Ka0e mpoyepiopévn cuokevn Tomov mévag aneievbepavel 75 TU Budakiotpomivng GApa, 16000V
pe 5,5 pucpoypappdpia, ava 0,125 ml. Kabe ml tov dwodvpartog tepiéyet 600 1U 1codvvapa pe
44 wpoypappdpa.

| 3.  KATAAOI'OX EKAOXQN

ITolo&apepéc 188, caxyopoln, pebetovivn, d1dPIKO POSPOPLKO SVATPLO, VATPLO POSPOPIKO d1GOEVO
dwdpkd, POSPOPIKO 0ED KoL VOWP Y0 EVECLLOL.

‘ 4. GOAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Evéoo ddivpua

1 mpoyeGEVN CLGKELT TOTTOV TTEVOG
1 Belova éveong

1 ToAVTIIO e OVOTTVELLOL

5 TPOYEUGUEVEG GLGKEVES TUTTOL TTEVAG
5 Beddveg éveong
5 TOADTLOL LLE OLVOTTVEVLOL

10 mpoyepioéveg GLOKEVEG TOTTOV TTEVOG
10 Beloveg éveong
10 ToAdmIa, e OVOTVEL L

5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AwBdote 10 PUALO 0INYIDV YPNONG TPV O TN YOPNYNON.
Yrodopia yprion.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
IPOION HPEIEI NA ®YAAXXETAI E OEXH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOXETTIZOYN TA ITAIATIA

Na puAdooetor og 06om v onoia dev PAETOLY Ko dgv Tpooeyyilovv Ta TodLd.

7. AAAH(EY) EIAIKH(EX) ITPOEIAOIIOIHXH(EIX), EAN EINAI AITAPAITHTH(EYX)
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8. HMEPOMHNIA AHZHX

AHEH

9. EIAIKEY YYNOHKEX OYAAEHX

Ddvrdocete o€ Yoyeio.
Mnv KaToyOyEeTE.

Ddvidooete 6NV APYIKN] GLOKEVAGIN Y10, VO TPOGTATEVETAL OO TO PG,
Evtog ¢ dudpxelag {ong tov, To U avorypévo Tpoiov pumopel vo puidocetol o€ Oeprokpocia ion 1

pcpotepn tv 25°C yuo ddotnua £og Kot 3 piveg xopic vo yoyBel Eava Kot Tpénet vo amoppimteTon
€av dgv &yel ypnotponombel Enerta omd 3 unvec.

10. TAIAITEPEX IPO®YAAZEEIX I'TA THN ATIOPPIYH TQN MH
XPHEIIMOIIOTHOENTON ®APMAKEYTIKQN ITPOIONTOQN 'H TON YIIOAEIMMATQN
NOY MPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAETAY. KYKAO®OPIAX

Gedeon Richter Plc.
Gyomréi ut 19-21.
1103 Budapest
Ovyyapia

12. APIOMOX(OI) AAEIAYX KYKAO®OPIAX

EU/1/13/909/001
EU/1/13/909/006
EU/1/13/909/007

13. API®OMOZX ITAPTIAAZ<, X TOIXEIA AOTH KAI KQAIKOI ITPOIONTOX>

IMoptida

14. TENIKH KATATAEH I'TA TH ATAGEXH

DopUAKEVTIKO TPOTOV Y10 TO OTOI0 AMOLTEITOAL LOTPIKT CUVTOYT.

‘ 15. OAHI'IEX XPHXHX

‘ 16. TIAHPO®OPIEX XE BRAILLE
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Bemfola 75 1U/0,125 ml

17. MONAAIKOZX ANAI'NQPIZETIKOX KQAIKOX — AIXAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

AGd1a0TOTOC YPOUU®TOS KddKag (2D) mTov pépet Tov TEPIANPOEVTO LOVOITKO aVayVOPIOTIKO KMOTKO.

18. MONAAIKOX ANATNQPIXTIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQITIO

PC:
SN:
NN:
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EAAXIXTEX ENAEIZEIX TIOY IIPEITEI NA ANAI'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

KEIMENO ETIKETAX ITPOTEMIXMENHX YYXKEYHYX TYIIOY IIENAX

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX(OI) XOPHITHIHE

bemfola 75 1U/0,125 ml éveon
Bvlokiotpomivn Ao
SC

| 2. TPOIIOX XOPHIHIHE

‘ 3. HMEPOMHNIA AHEZHX

AHEH

4. APIOMOZX ITAPTIAAX

Moptida

5. HNEPIEXOMENO KATA BAPOZX, KAT' O'KO 'H KATA MONAAA

0,125 ml

6. AAAA XTOIXEIA
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ENAEIZEIX ITIOY MMPEIEI NA ANATPA®ONTAI XTHN EEQTEPIKH LYXKEYAXIA
KOYTI 1, 5 1] 10 cvokevég TOTOV TTEVOG

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

bemfola 150 1U/0,25 ml gvéoipo didAvpo o€ TPOYEUGUEVT GLGKEDT] TOTTOV TEVAG
Bvlaxrotpomivn dApa

2. TYNOEIH XE APAXTIKH(EX) OYZIA(EY)

Ka0e mpoyepiopévn cuokevn Tomov mévag ameievdepdvel 150 TU Bulaxiotpomivig GApa, 16000voLa
pe 11 ppoypappdpia, avé 0,25 ml. KéBe ml tov draddpartog mepiéyet 600 IU codvvapa pe

44 wkpoypappdpra.

‘ 3. KATAAOI'OX EKAOXQN

ITolo&apepéc 188, caxyopoln, pebetovivn, d1dPIKO POGPOPLKO SIVATPLO, VATPLO POSPOPIKO d16OEVO
SIPKO, POGPOPIKO 0EL KoL VOWP YO EVECTUAL.

‘ 4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Evéoipo didlopa

1 mpoyeGLEVN cLGKELT TOTTOV TTEVOG
1 Behdva éveong

1 ToAbmI0 pe ovomveL U

5 TPOYEUIOUEVEG CLGKEVEC TVLTTOL TTEVAG
5 Beddveg éveong
5 Toldma e ovomvEL AL

10 mpoyepiopéveg GLOKEVEG TOTTOV TTEVOG
10 Behoveg éveong
10 ToAbmI0, [LE OVOTTVEL L

5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AwBdote T0 PUALO 0INYIDV YPNONG TPV 0T TN YOPNYNON.
Ymodopia ypnon.

6. EIAIKH ITPOEIAOIIOIHXEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
ITPOION ITPEITEI NA ®YAAXXETAI XE OEXH THN OITIOIA AEN BAEIMTOYN KAI
AEN ITPOXETTIZOYN TA ITAIATA

Na puAdooetor og B6om v onoia dev PAETOLY Ko dgv Tpooeyyilovv Ta TodLd.

7. AAAH(EY) EIAIKH(EX) ITIPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EX)
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8. HMEPOMHNIA AHEHX

AHEH

9. EIAIKEY YYNOHKEX ®OYAAEHX

dvidcoete og yoyeio.
Mnv kaToyOyeTe.

DduAdooete GTNV APYIKN] GLOKEVAGIN Y10, VO TPOGTATEVETAL OO TO PG,
Evtog e duapketag ong tov, To un avoryuévo Tpoiov pumopel vo puidocetal o€ Oepuokpocia ion 1

pkpotepn tv 25°C yuo ddotnua £og Kot 3 pveg xopic vo yoyBel Eava Kot Tpémet vo amoppimteTon
€ dev &yel ypnoiponombel Enerta omd 3 unvec.

10. TAIAITEPEX TIPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHEZIMOIIOIHOENTOQN ®APMAKEYTIKOQN NPOIONTQN 'H TON YIIOAEIMMATOQN
NOY MPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEJTAY. KYKAO®OPIAX

Gedeon Richter Plc.
Gyomréi at 19-21.
1103 Budapest
Ovyyapia

12. APIOMOX(OI) AAEIAYX KYKAO®OPIAX

EU/1/13/909/002
EU/1/13/909/008
EU/1/13/909/009

13. APIOMOZX ITAPTIAAZX<, X TOIXEIA AOTH KAI KQAIKOI ITPOIONTOX>

[Moptida

14. TENIKH KATATAZH I'TA TH AIAOEXH

DopUAKEVTIKO TPOTOV Y10 TO OTOI0 AMOLTEITOL LOTPIKT CUVTOYT.

‘ 15. OAHI'IEX XPHXHX

‘ 16. ITAHPO®OPIEX XE BRAILLE
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bemfola 150 iu/0,25 ml

17. MONAAIKOZX ANATNQPIXTIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

AGd1a0TOTOC YPOUU®TOS KddKaG (2D) mov pépet Tov TEPIANPOEVTO LOVOITIKO aVoyVOPIOTIKO KOOKO.

18. MONAAIKOZXZ ANAI'NQPIZTIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC:
SN:
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EAAXIXTEX ENAEIZEIX TIOY IIPEITEI NA ANAI'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

KEIMENO ETIKETAX ITPOTEMIXMENHX YYXKEYHYX TYIIOY IIENAX

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX(OI) XOPHITHIHE

bemfola 150 1U/0,25 ml éveon
Bvlokiotpomivn Ao
SC

| 2. TPOIIOX XOPHIHIHE

‘ 3. HMEPOMHNIA AHEZHX

AHEH

4. APIOMOZX ITAPTIAAX

Moptida

5. HNEPIEXOMENO KATA BAPOZX, KAT' O'KO 'H KATA MONAAA

0,25 ml

6. AAAA XTOIXEIA
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ENAEIZEIX ITIOY MMPEIEI NA ANATPA®ONTAI XTHN EEQTEPIKH LYXKEYAXIA
KOYTI 1, 5 1] 10 cvokevég TOTOV TTEVOG

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

bemfola 225 1U/0,375 ml evécipo S1AVUA GE TPOYELUGUEVT] GUGKELT] TOTTOV TEVAG
Bvlaxrotpomivn dApa

2. TYNOEIH XE APAXTIKH(EX) OYZIA(EY)

Ka0e mpoyepiopévn cuokevn Tomov mévag amedevdepdvel 225 TU Bulakiotpomivig GApa, 16000vVoLo
ue 16,5 pkpoypappapta, ava 0,375 ml. KaOe ml tov dioddpotog mepiéyel 600 IU 1coddvaua pe

44 wkpoypappdpra.

‘ 3. KATAAOI'OX EKAOXQN

ITolo&apepéc 188, caxyopoln, pebetovivn, d1dPIKO POGPOPLKO SIVATPLO, VATPLO POSPOPIKO d16OEVO
SIPKO, POGPOPIKO 0EL KoL VOWP YO EVECTUAL.

‘ 4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Evéoipo didiopa

1 mpoyeGEVN CLGKELT TOTTOV TTEVOG
1 Behdva éveong

1 ToAbmI0 pe ovomveL U

5 TPOYEUIOUEVEG CLGKEVEC TLTTOL TTEVAG
5 Beddveg éveong
5 Toldma e ovomvEL UL

10 mpoyepioéveg GLOKEVEG TOTTOV TTEVOG
10 Behoveg éveong
10 ToAdmIa, e OVOTVEL L

5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AwBdote T0 PUALO 0INYIDV YPNONG TPV 0T TN YOPNYNON.
Ymodopia ypnon.

6. EIAIKH ITPOEIAOIIOIHXEH XYM ®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
ITPOION ITPEITEI NA ®YAAXXETAI XE OEXH THN OITIOIA AEN BAEIMTOYN KAI
AEN ITPOXETTIZOYN TA ITAIATA

Na puAdooetor og 06om v onoia dev PAETOVY Ko dgv Tpooeyyilovv Ta TodLd.

7. AAAH(EY) EIAIKH(EX) ITIPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EX)
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8. HMEPOMHNIA AHEHX

AHEH

9. EIAIKEY YYNOHKEX ®OYAAEHX

dvidcoete og yoyeio.
Mnv kaToyOyeTe.

DduAdooete GTNV APYIKN] GLOKEVAGIN Y10, VO TPOGTATEVETAL OO TO PG,
Evtog e duapketag ong tov, To un avoryuévo Tpoiov pumopel vo puidocetal o€ Oepuokpocia ion 1

pucpotepn tv 25°C yuo ddotnua £og Kot 3 piveg xopic vo yoyBel Eava Kot Tpénet vo amoppimteTon
€ dev &yel ypnoiponombel Enerta omd 3 unvec.

10. TAIAITEPEX TIPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHEZIMOIIOIHOENTON ®APMAKEYTIKOQN NPOIONTQN 'H TON YIIOAEIMMATOQN
NOY MPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAETAY KYKAO®OPIAX

Gedeon Richter Plc.
Gyomréi at 19-21.
1103 Budapest
Ovyyapia

12. APIOMOX(OI) AAEIAYX KYKAO®OPIAX

EU/1/13/909/003
EU/1/13/909/010
EU/1/13/909/011

13. APIOMOZX IMAPTIAAZ<, ETOIXEIA AOTH KAI KQAIKOI ITPOIONTOX>

[Moptida

14. TENIKH KATATAZH I'TA TH AITAOEXH

DopHoKeLTIKO TPOTOV Y10 TO OTOL0 AMOLTEITOL LOTPIKT) GLUVTOYT.

‘ 15. OAHI'IEX XPHXHX

‘ 16. ITAHPO®OPIEX XE BRAILLE
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bemfola 225 iu/0,375 ml

17. MONAAIKOZX ANATNQPIXTIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

AGd1a0TOTOC YPOUU®TOS KddKaG (2D) mov pépet Tov TEPIANPOEVTO LOVOITIKO aVoyVOPIOTIKO KOOKO.

18. MONAAIKOZXZ ANAI'NQPIZTIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC:
SN:
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EAAXIXTEX ENAEIZEIX TIOY IIPEITEI NA ANAI'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

KEIMENO ETIKETAX ITPOTEMIXMENHX YYXKEYHYX TYIIOY IIENAX

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX(OI) XOPHITHIHE

bemfola 225 1U/0,375 ml éveon
Bvlokiotpomivn Ao
SC

| 2. TPOIIOX XOPHIHIHE

‘ 3. HMEPOMHNIA AHEZHX

AHEH

4. APIOMOZX ITAPTIAAX

Moptida

5. HNEPIEXOMENO KATA BAPOZX, KAT' O'KO 'H KATA MONAAA

0,375 ml

6. AAAA XTOIXEIA
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ENAEIZEEIX ITIOY MMPEIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA
KOYTI 1, 5 1] 10 cvokevég TOTOV TTEVOG

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

bemfola 300 1U/0,5 ml evécio S1dAvpa G€ TPOYEUIGUEVT] GUGKELT] TUTOL TTEVOG
Bvlaxrotpomivn dApa

2. TYNOEIH XE APAXTIKH(EX) OYZIA(EY)

Ka0e mpoyepiopévn cuokevn tomov mévag ameievdepdvel 300 TU Budaxiotpomivig GApa, 16000voLo
pe 22 ppoypappdpia, avé 0,5 ml. Kédbe ml tov dtodvparog mepiéxel 600 IU 1codbvapa pe

44 wkpoypappdpra.

‘ 3. KATAAOI'OX EKAOXQN

ITolo&apepéc 188, caxyopoln, pebetovivn, d1dpIKd POGPOPLKO SIVATPLO, VATPLO POSPOPIKO d1GOEVO
SIPKO, POGPOPIKO 0EL KoL VOWP YO EVECTUAL.

‘ 4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Evéoipo didiopa

1 mpoyeGEVN CLGKELT TOTTOV TTEVOG
1 Behdva éveong

1 ToAbmIO pe ovomveL UL

5 TPOYEUIOUEVEG CLGKEVEC TLTTOL TTEVAG
5 Beddveg éveong
5 Toldma e ovomvEL AL

10 mpoyepioéveg GLOKEVEG TOTTOV TTEVOG
10 Behoveg éveong
10 ToAdmIa, e OVOTVEL L

5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AwBdote T0 PUALO 0NV YPAONG TPV O TN YOPNYNON.
Ymodopia ypnon.

6. EIAIKH ITPOEIAOIIOIHXEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
ITPOION ITPEITEI NA ®YAAXXETAI XE OEXH THN OITIOIA AEN BAEIMTOYN KAI
AEN ITPOXETTIZOYN TA ITAIATA

Na puAdooetor og 06om v onoia dev PAETOVY Ko dgv Tpooeyyilovv Ta TodLd.

7. AAAH(EY) EIAIKH(EX) ITIPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EX)
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8. HMEPOMHNIA AHEHX

AHEH

9. EIAIKEY YYNOHKEX ®OYAAEHX

dvidcoete og yoyeio.
Mnv kaToyOyeTe.

DduAdooete GTNV APYIKN] GLOKEVAGIN Y10, VO TPOGTATEVETAL OO TO PG,
Evtog e duapketag ong tov, To un avoryuévo Tpoiov pumopel vo puidocetal o€ Oepuokpocia ion 1

pkpotepn tv 25°C yuo ddotnua £og Kot 3 pveg xopic vo yoyBel Eava Kot Tpémet vo amoppimteTon
€ dev &yel ypnoiponombel Enerta omd 3 unvec.

10. TAIAITEPEX TIPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHEZIMOIIOIHOENTOQN ®APMAKEYTIKOQN NPOIONTQN 'H TON YIIOAEIMMATOQN
NOY MPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAETAY KYKAO®OPIAX

Gedeon Richter Plc.
Gyomréi at 19-21.
1103 Budapest
Ovyyapia

12. APIOMOX(OI) AAEIAYX KYKAO®OPIAX

EU/1/13/909/004
EU/1/13/909/012
EU/1/13/909/013

13. APIOMOZX ITAPTIAAZ<, ETOIXEIA AOTH KAI KQAIKOI ITPOIONTOX>

[Moptida

14. TENIKH KATATAZH I'TA TH AITAOEXH

DopHoKeLTIKO TPOTOV Y10 TO OTOL0 AMOLTEITOL LOTPIKT) GLUVTOYT.

‘ 15. OAHI'IEX XPHXHX

‘ 16. ITAHPO®OPIEX XE BRAILLE
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bemfola 300 iu/0,5 ml

17. MONAAIKOZX ANATNQPIXTIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

AGd1a0TOTOC YPOUU®TOS KddKaG (2D) mov pépet Tov TEPIANPOEVTO LOVOITIKO aVoyVOPIOTIKO KOOTKO.

18. MONAAIKOZXZ ANAI'NQPIZTIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC:
SN:
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EAAXIXTEX ENAEIZEIX TIOY IIPEITEI NA ANAI'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

KEIMENO ETIKETAX ITPOTEMIXMENHX YYXKEYHYX TYIIOY IIENAX

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX(OI) XOPHITHIHE

bemfola 300 IU/0,5 ml éveon
Bvlokiotpomivn Ao
SC

| 2. TPOIIOX XOPHIHIHE

‘ 3. HMEPOMHNIA AHEZHX

AHEH

4. APIOMOZX ITAPTIAAX

Moptida

5. HNEPIEXOMENO KATA BAPOZX, KAT' O'KO 'H KATA MONAAA

0,5 ml

6. AAAA XTOIXEIA
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ENAEIZEIX ITIOY MMPEIEI NA ANATPA®ONTAI XTHN EEQTEPIKH LYXKEYAXIA
KOYTI 1, 5 1] 10 cvokevég TOTOV TTEVOG

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

bemfola 450 1U/0,75 ml gvéoipo didAvpo o€ TPOYEUGUEVT GLOKEDT] TOTTOV TEVAG
Bvlaxrotpomivn dApa

2. TYNOEIH XE APAXTIKH(EX) OYZIA(EY)

Ka0e mpoyepiopévn cuokevn Tomov mévag ameievdepdvel 450 TU Bulaxiotpomivig GApa, 16000voLa
pe 33 ppoypappdpia, avé 0,75 ml. KéOe ml tov diaddpartog mepiéyet 600 IU codvvapa pe

44 wkpoypappdpa.

‘ 3. KATAAOI'OX EKAOXQN

ITolo&apepéc 188, caxyopoln, pebetovivn, d1dPIKO POGPOPLKO SIVATPLO, VATPLO POSPOPIKO d16OEVO
SIPKO, POGPOPIKO 0EL KoL VOWP YO EVECTUAL.

‘ 4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Evéoipo didiopa

1 mpoyeGEVN cLGKELT TOTTOV TTEVOG
1 Behdva éveong

1 ToAbmI0 pe ovomveL U

5 TPOYEUIOUEVEG CLGKEVEC TLTTOL TTEVAG
5 Beddveg éveong
5 Toldma e ovomvEL AL

10 mpoyepioéveg GLOKEVEG TOTTOV TTEVOG
10 Behoveg éveong
10 ToAdmIa, e OVOTVEL L

5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AwBdote T0 PUALO 0INYIDV YPNONG TPV 0T TN YOPNYNON.
Ymodopia ypnon.

6. EIAIKH ITPOEIAOIIOIHXEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
ITPOION ITPEITEI NA ®YAAXXETAI XE OEXH THN OITIOIA AEN BAEIMTOYN KAI
AEN ITPOXETTIZOYN TA ITAIATA

Na puAdooetor og 06om v onoia dev PAETOLY Ko dgv Tpooeyyilovv Ta TodLd.

7. AAAH(EY) EIAIKH(EX) ITIPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EX)
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8. HMEPOMHNIA AHEHX

AHEH

9. EIAIKEY YYNOHKEX ®OYAAEHX

dvidcoete og yoyeio.
Mnv kaToyOyeTe.

DuAdooete GTNV APYIKN] CLOKEVAGIN Y10, VO TPOGTATEVETAL OO TO PG,
Evtoc e dudpkelag ong tov, To un avoryuévo Tpoiov pumopel vo puidocetal o€ Oepuokpocia ion 1

pkpotepn tv 25°C yuo ddotnua £0¢ Kot 3 piveg xopic vo woyBel Eava Kot Tpémet vo amoppimteTon
€ dev yel ypnotiponombel Enerta omd 3 unvec.

10. TAIAITEPEX TIPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHEZIMOIIOIHOENTOQN ®APMAKEYTIKOQN NPOIONTQN 'H TON YIIOAEIMMATOQN
NOY MPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIJAY. KYKAO®OPIAX

Gedeon Richter Plc.
Gyomréi at 19-21.
1103 Budapest
Ovyyapia

12. APIOMOX(OI) AAEIAYX KYKAO®OPIAX

EU/1/13/909/005
EU/1/13/909/014
EU/1/13/909/015

13. APIOMOZX ITAPTIAAZ<, ETOIXEIA AOTH KAI KQAIKOI ITPOIONTOX>

[Moptida

14. TENIKH KATATAZH I'TA TH AIAOEXH

DopHoKeLTIKO TPOTOV Y10 TO OTOL0 AMOLTEITOL LOTPIKT) GLUVTOYT.

‘ 15. OAHI'IEX XPHXHX

‘ 16. ITAHPO®OPIEX XE BRAILLE
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bemfola 450 iu/0,75 ml

17. MONAAIKOZX ANATNQPIXTIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

AGd1a0TOTOC YPOUU®TOS KddKaG (2D) mov pépet Tov TEPIANPOEVTO LOVOITIKO aVoyVOPIOTIKO KOOKO.

18. MONAAIKOZXZ ANAI'NQPIZTIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC:
SN:
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EAAXIXTEX ENAEIZEIX TIOY IIPEITEI NA ANAI'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

KEIMENO ETIKETAX ITPOTEMIXMENHX YYXKEYHYX TYIIOY IIENAX

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX(OI) XOPHITHIHE

bemfola 450 1U/0,75 ml éveon
Bvlokiotpomivn Ao
SC

| 2. TPOIIOX XOPHIHIHE

‘ 3. HMEPOMHNIA AHEZHX

AHEH

4. APIOMOZX ITAPTIAAX

Moptida

5. HNEPIEXOMENO KATA BAPOZX, KAT' O'KO 'H KATA MONAAA

0,75 ml

6. AAAA XTOIXEIA
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B. PYAAO OAHI'TQN XPHXHX
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@vAro ooV piong: IIAnpogopics yra Tov yprjot

Bemfola 75 1U/0,125 ml evécipo o1GAVpa 6€ TPOYEUIGUEVT] GUOKEDT] TOTOV TEVOG
Bemfola 150 1U/0,25 ml evécipo o1GAvpa 6€ TPOYEUIGUEVT] GUOKEDT] TOTOV TEVOG
Bemfola 225 1U/0,375 ml evéoipo d1GAvpa 6€ TPOYEPIGUEVY] CVOKEVT] TOTTOV TEVAG
Bemfola 300 IU/0,50 ml gvéoipo d1dAvpa 6€ TPOYERIGUEVT] GLOKEVY] TOUTOV TEVAGS
Bemfola 450 1U/0,75 ml evécipo o1GAvpa 6€ TPOYEUIGUEVT] GUOKEDT] TOTOV TEVOG

Bvlokiotpomivn GrAea

AP acTe TPOGEKTIKA 0AOKAN PO TO PVAAO 0ONYIAOV YP1CNG TPV UPYICETE VA YP1CLUOTOLEITE AVTO
T0 QAPLOKO, OLOTL TEPLAGUPAVEL ONUAVTIKES TANPOPOPIES Y10 CUG.

o DdvrdEte avTo To EOALO 0dNYIBV ¥pMone. Towg ypelactel va to dofdacete Eavda.
. Edv éxete mepartépo amopieg, p@TNGTE TOV Y1OTPO 1] TOV PAPUOKOTOLO GOC.
. H cuvvtayn yia ovtd 10 eapuoko xopnynonke amokAelotikd, yio oag. Agv TPETEL VO ODGETE TO

0apuoko o€ GAALovc. Mmopel va Tovg TPOKAAEGEL BAAPT], AKOLO KoL OTOV TO GUUTTOUOTO TNG
ac0éveldg Tovg givar 1010 pe T Sk Gog,.

o Edv mapotnproete kamowo avemBOUNTN eVEPYELD, EVILEPADOTE TOV YIOTPO 1) TOV PUPLOKOTOLO
c0c. Avtd 1oyvel kot yo Kabe movn avemBOunT EVEPYELD TTOV JEV AVAPEPETUL GTO TAPOV
@OAAO 0OMY1DV ¥prione. BAéme mapdypagpo 4.

T epréyel 1o mapoév OLA0 00N YLOV:

T1 etvon To Bemfola kot mowa ivon n gprion tov

T mpénet va yvopilete mpv ypnoponomoete to Bemfola
g va ypnoomomoete to Bemfola

[MBavég avemBOunteg evépyeteg

Iog va purdooete o Bemfola

[epreydpeva g cvokevaciog Kot AOTES TANPOPOpieg

Sk wd =

1. T givan To Bemfola kon wowa givan 1 ypfon tov
Th givan To Bemfola

To @appako avtd TEPIEYEL TN dpaoTiK ovsia BuAakiotpomtivy dAQa, Lo opudvn oyedov
TOVOLOLOTUTIN E TN PLOIKT 0pUdVY TTOVL TTaPAYEL TO GO GOG Kot 1) onoia ovopdaleton
«wobvrakiotporog opudvny (FSH). H FSH etvan yovadotponivr, dniadn éva gidog oppovng mov
Sradpapatilel onuovtikd poLo oty avOpOTIVY YOVILOTNTO KOl OVAmopoy®yn. XTi¢ yovaikeg, 1 FSH
glval omoapaitnTn Yo v avantuén tov cakov (0oBvAdkia) oTic ®oBNKeg TOV TEPIEXOVV TA MAPL.
X1ovug Gvopeg, 1 FSH eivou amapaitntn yio Ty Topaymyn GrépUATOG.

Howx givar n ypijon Tov Bemfola

2115 EVIfMKEG YVvaikeg, To Bemfola yopnyeitot:

. yio va Bondnoel va eAevBepwbet Eva woxvTTapo amd TV wobnkn (mwoppnéin) oe yvvaikeg mov
dev Kavovv woppné&ia kot Tov dev £xovv avtamokpliel oe aywyn e Eva pAPLOKO TOL
ovopdgeTot «KITpKn KAOUUpOiv.

. € GLVOLOGUO HE Eva GALO Ppapuako Tov ovopaletal «lutropin alfay («Qypivotpomog Oppudvn»
1 LH) v v BonOnoet va, ehevbepwbei éva wordtTapo amd v mobnkn (woppnéio) ce
YOVOIKEG TOV 0TIV TO GO TOPAYEL TOAD Alyec yovadotpomiveg (FSH kot LH).

. v va. fononcetl va avartuyBodv morllamid wobvddakia (TepLEYovTag £V wOKVTTAPO TO KOOEVa,)
G€ YUVOIKEG TTOVL VPIoTOVTOL TEXVIKEG vToLonBoducvnS avorapaywyRS (SUOIKAGIEG TOV UTOPOVV
va o€ fondnoouvv vo, pHevelg £YKD0og) OTMG «EEMOMUATIKT YOVILOTTOINGT, «EVOOGUATILYYIKN
UETAPOPA YOUETMOV» 1 «EVOOCUATLYYIKT METAPOPE LOYMTMVY.
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210vg eVijMKOVG Gvopeg, To Bemfola yopnyeitot:

o G€ GLVOLOGUO HE EVo GALO papuako Tov ovopaletal «avOpmmvn Xoplakr [ovadotpomivi
(hCG) y1a va Bondncet TV mopoymyn GIEPLATOG GTOVG AVOPES, TOL OEV Eival YOVILLOL ETELON
£€YOVV LEPIKEG OPLOVEG GE YOUNAG ETtimeda.

2. Tvpéner va yvopilete pv (pnoiponomocsete 7o Bemfola

Ipwv and v évapén e aywyng, Oa mpénet vo, ektiundel  yoviudtnto tov {guyoptod amod yutpod
éumelpo ot Oepameio doTopaym®V YOVILOTNTOC.

Mnyv ypnoipomonjoete To Bemfola

o o€ mepintowon aAlepyiog omnv Qobuviakiotpomo Opudvn 1 6€ 0TOL0INTOTE AAAO GLGTATIKO TOL
QOPLAKOV (TTOV OVOPEPETUL GTIV TAPAYPAPO 6).

. o€ mePInTOON ToL £YeTe OYKO 6TOV LITOOAAAUO 1 oTNV LIEOPLET (Kot Ta dVO Eivat UEPOG TOV
EYKEQAILOV).

o €dv glote yovaika:

—  pe dwykopéveg mobnkeg 1 odkovg Le vYPO OTO €0MTEPIKO TOV ®OINKAOV (KOHGTES TV
®OoONKAOV) dyveootng artioloyiog.

— L& YUVOIKOAOYIKN apoppayio dyveootng oitioloyiog.

— & KopKivo oTic ®@oBNKeS, UATpa 1 LOGTOVG.

—  pe po katdotaon mov Kafiotd adhvan TV Kunot, TG aVETAPKELN TOV @OINKAOV (Tpdiun
EUUNVOTIOGT) 1] SVCTANGIO TV YEVWNTIK®V 0pYAvOY

. €bv gilote Gvopac:
—  ue PAAPN Tov opyemv Tov dev BepamedeTa.

Mn ypnoponomoete to Bemfola edv kdmoto amd to mopandve cvuPaivel o€ ecdc. Eav éxete
apeiPolrieg, amgvubuvbeite oToV YLOTPO GOG TPV YPTGLUOTOINCETE OVTO TO PAPLLOKO.

IIpogdomou|oels Ko TPOPVAGEELS
AmevBuvheite oToV Y10TpO 1 TOV QOPLOKOTOLO GOG TPV Ypnoiponomoete o Bemfola.

Hopovpia

Evnuepoote tov y10tpd cag mptv apyicete 1 Oepaneio, edv €ogic 1 0m0100MmOTE LEAOG TNG
01K0Y£VELdG oag Taoyel amd Topeupia (Lo ALV SIACTACTG TOV TOPPUPIVMV, 1 OTTOT0 LTOPEL Vo
KANpOVOUEITAL 0O TOVG YOVEIG OTO TOOLYL).

Evnuepdote 1oV y10Tpd GO QUECMS EQV:

o 7O OEPUA 00 YiveTor eumaBEg Kal TaPoVo1Alel EDKOAN PAVKTAUVES (POVOKAAES), KLPIMG TO déPLLL
7oV ektifeTan cLyVOTEPO GTOV A0, 1/KaL
. gUQavicete TOVO GTO GTOUMYL 1) OTO dKPaL.

e TePINTOOT EUPAVIOTG TOV TUPUTAV®, 0 YIOTPOS G0G TOAVOV VL GOG GLGTNGEL T SLUKOT TG
Oepameiag.

20vdpopuo vrepdiEyepong Twv wobnkav (OHSS)

Edv eocig elote yovaika, autd to eappoko avEdvel tov kivovvo avantuéng OHSS. Avtd cupfaivet
oOTOV o ®OBVLAAKLN AVATTTUGGOVTOL VITEPPOALKE Kol Yivovtal peyaheg kootels. Edv eppavicete mdévo
OTNV KATAOTEPT KOIAOKT] YDpa, Ypryopn avénon Bapovg, vavtio 1 EPeTd, 1] SUGKOAID TNV OVOTVOT|,
EVIUEPDOTE TOV Y1ATPO GOC AUESWOS, O 0T010¢ TBAVHV VO GOC GUGTNOEL TN SLOKOTI TNE YPNONG AL TOV
oV Qapudkov (BAEne Tapdypapo 4).

X mepintwon mov dev kdvete woppnéio Kot epdsov tnpndel N cuvVieTOUEVN dOGT KOl TO TPOTOKOALO
yopnynongs, n eneavion OHSS eivon Aryotepo mbavi|. H ayoyn pe Bemfola ondvia mpokaiei coPfapd
OHSS extdc¢ gdv yopnynOel to okevacue mov TepiEyel avOpamivn Xoplaxn INovadotporivn, hCG, mwov
YPMOLLOTOLELTAL Y10 TNV TEAMKN wpipaven Tov wobviakiov. Edv avarntoéete OHSS, o yiatpog cag
uropei va punv cag yopnynoet hCG og avutdv tov Khkho aywyng Kot propel va cog {ntnbei va
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OmOPOYETE TN GEEOLOMKN ETOPT| 1] VO YPNOULOTOMGETE UL, AVTIGVAANTTIKN HEB0SO @pary LoV yia
TOLAGYLIOTOV TEGOEPIC UEPEC.

[ToAvdvun Kvnon

Me ) ypnon tov Bemfola, vdpyetl peyoldtepoc kivouvog va peivete £ykvog e meptocdtepa omd Eva
Bpéoen tavtdypova («morlddvun KoNon», Kupimg didvpa), 6 GLYKPLOT LE TN PLGIKN cOAANYN. H
TOAHOLUT KONOT UTOPEL VO TPOKAAEGEL EMTAOKES Y10 GOG KO TO LOPA 60G. MTopeite vo LEIDCETE
ToV Kivouvo Tn¢ ToADSL NG KONGTG XPNCLOTOIMVTOC TN 6ot 060n Bemfola 6tig katdAAnieg
otiypés. Otov vmoPdilecte og teyviKEG vIofonBodevng avamapaywyns, 0 Kivouvog ToADOLUNG
Konong oxetiCeTon e ™V NAkio cog, TNV TOOTNTA Kot TOV AptOpd YOVILOTOMUEVOY MOKLTTAP®V N
eUPpO®V OV EPPVTEHOVTOL LEGO GOG.

AmofoAn
Orav vrofdAieote o TEYVIKEG LITOPOMHOVEVNC avaTOPOY®YNG 1 WOONKIKNG d1€yepong Yia va
TOPAyYETE MOKLTTOPA, Eivol TOAVOTEPO VA, ATOPAALETE G GYEON e TN LEST YUVaiKO.

HpoPAjuata pe v mnén Tov aipotog (Bpoufoepforikd engico6o1a)

Edv moté €yete eppavioetl 1 epeavicate mpdseata Opoufoug aipatog 6to TddL 1 6ToV TVED OV,
KapOLaKN TPOSPOAN 1 AYYELOKO EYKEPOMKO EMEICOO10, 1) EAV OLTA EXOVV GUUPEL GTNV O1KOYEVELD GAG,
umopel va vap&el peyolutepog Kivouvog autd vo GupPolv 1 Vo XEPOTEPEYOLY LE TNV OY®OYT UE
Bemofola.

Avdpec pe vrepBoiki) FSH oto aipa Toug

Edv eoeig elote avdpag, to va £yete vrepPfoikn FSH oto aipo cag pmopet va givor €voeién BAAPNG
TV 0pyewv. To Bemfola cuviBwg dev Aettovpyel edv Exete avtd 10 TPOPANUa. Edv o yrotpog cog
omopacioel va dokipdost Ty aymyn pe Bemfola, yio va mpocsdiopiotel | avtandkpion ot Bepaneia,
umopel va cog {ntnoet detypo omépRoToc Yo aviivon 4 £mg 6 uveg petd v Evapén g Bepomeiog.

IMoord ko Epnpor
To Bemfola dev gvdeikvoton yia yprion og moudid Kot eprfoug kdtw tov 18 etdv.

Alha @éppoxa kor Bemfola
Evnuepmote tov yiatpd cog v Toipvete, Exete mpdo@ata Tapel | Lnopel va mhpete GAAN QAP LUK,
o Edv ypnowomoioete 1o Bemfola pe dAia ockevdopota mov fonbodv mv woppnéio (0nmg
hCG 1 xirpikn Khoppaivn), avtd pmopel va avéENcet Ty avTandkpion Tov ®oBvAakiov 6og.
e Edv ypnoyomoioete to Bemfola Tavtoypova pe Evav oy@vioth 1 avIoy®vieT| TG
«EKATIKNG 0pprovng TV yovadotportivavy (GnRH) (avtd to oxevdouato He@vouy Ta
emineda TV 6e£0VOAKOV 0PLOVAOV KL GTOUATOVV TV woppnéio 6oc) umopel va ypelocTeite
pio vymAdTeEPT 6001 Tov Bemfola yia va mapdyete woBvidkia.

Kinon kot Onhaopog
Mnv ypnowonomcete 1o Bemfola edv giote éykvog 1) Onralete.

Oonynon kot yEPLoROg PNy avnpdTmv
Agv avopévetal ouTd TO QAPUAKO VO EXNPEACEL TIV KOVOTNTO 001YNONG KOL XEPIGUOD UNYOVILAT®V.

To Bemfola wepiéyer vatpro
Av106 10 PappaKo TEPEYEL ArydTEpPO 06 1 mmol vatpiov (23 mg) avd 066n, onAad1| Eival OVGLUCTIKA
«ehevBepo vatpiovy.

3. o va gpnowoenomoesere 10 Bemfola

[Tavtote va ypnoyLonoleite ovTd TO PAPLOKO AVGTNPE GOUPOVO, LE TIC 0dNYiES TOL YLoTpov cag. Edv
€xete oau@1Poiiec, pOTNOTE TOV YATPO 1) TOV POPLOKOTOLO GOG.
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Xpnomn ovtov TOL QP ULAKOV

To Bemfola tpoopiletan yio xopriynomn pe Eveor akpiBodg KAt amd o dEpa (VTOdOPIK).
Xpnoomoote TV KABe TPOoyEUGHEVT CLGKELT TOTTOV TTEVAG LOVO pia popd. Katomy, Ba
TPENEL VO, ATOPPITTOVTAL LUE AGPUAEG TPOTTO. MN yop1ynoeTe To StdAvpa 4V TEPIEYEL
ocOUOTIOW 1 0eV Elvar SLoYEC.

H mptn éveon tov Bemfola Oa mpénet va mpaypatoroleiton vio v enifreyn tov ylotpov
o0,

O y10tpdc N n voonrentpid oag Ba cog 6giEel TAG VoL XPTGLOTOUWGETE TNV TPOYEUICUEVN
oLokeELT TOTTOVL TEVaG Tov Bemfola yio va kdvete v évecn Tov QUPUAKOL GTOV E0VTO GOC.
Edv yopnynoete 1o Bemfola otov eavtod cog, mapakareiote va SlofACETE TPOGEKTIKG KOL VO
axolovOnoete Tig «Odnyieg Xpnong». Ot odnyieg avtég Ppickoviatl 1o TEAOG TOV POAAOV
odnyov ypfione.

ITowo ToGOTNTO VO, YPNCULOTOLGETE

O y10tpdc oag Bo amopacicel TOGo ApLaKO Ba TapeTe Kot e oo cuyvotnTo. Ot d00Elg TOV
TEPLYPAPOVTUL TOPAKAT® ovapépovtal o€ dlebveig povadeg (International Units - IU) ko
yMootoATpa (ml).

Tovaikeg

Edv dev €yete moppnéio kot £yete axavoviorn nepiodo 1 kofdAov Tepindo.

To Bemfola yopryeitor cuvBwg kdbe pépa.

Edv éyete axavoviotn mepiodo, apyiote T ypnon tov Bemfola eviog tov apotov 7 nuepov
TOV EUUNVOPPLCIOKOV KUKAOL cag. Edv dev €xete kaBdAov mepiodo, umopeite va apyioete
YPNOT TOL PAPUAKOV OTOLONTOTE UEPO BELETE.

H ovuvibng apyxn 66om tov Bemfola givar 75 éw¢ 150 TU (0,12 éw¢ 0,25 ml) kéBe pépa.

H d60n cag tov Bemfola pmopel vo avéndel kébe 7 1 kabe 14 nuépec kartd 37,5 éwg 75 1U,
UEYPL VO EMLTOYETE TNV EMBLUNTH ATOKPLION.

H péyiom nuepnoia d6om tov Bemfola cuvnbwmg dev givar vynAdtepn tov 225 1U (0,375 ml).
Oroav emtvyete v emtbount) andkpion, Oa cog dobel pio povo éveon 250 pkpoypappapiov
«avacvvovaopévng hCG» (r-hCG, o hCG mov TopackevdleTol og £va EpYOCTNPLO LUE LI
€10tk teyvikny DNA), 11 5 000 ém¢ 10 000 IU hCG, 24 ¢ 48 dpeg petd v TEAevTAio EVEDT
pe Bemfola. H xaAdtepn dpa va £xete ceEovaikn emaen ivar Ty nuépa xopnynong tg
éveong ne hCG kot v emdpevn nuépa.

Edv o yiatpog cag dev evtomioet o extBount| omdkpion petd amo 4 efdopddsc, Oo mtpémet vo
OTOHOTNOEL AVTOV TO BepamenTikd KOKA0 pe Bemfola. ['a tov emdpevo Bepamevticd kAo, 0 yotpog
cag 0o ocag yopnynoet po, vynAoTEPN apyikn 06cn Bemfola and mpwv.

Edv o opyaviopog cog mapovsidoetl viepPoiikn amdkpion, 1 Oepaneia oag Oa dStakomel kot dev Ba cog
yopnynBel hCG (BA. mapdypapo 2, «Zuvdpopo vrepdieyepong tawv wodnkmv (OHSS)»). I'a tov
EMOUEVO KVKAO, 0 Y10TpOG oag Ha cog yopnynoet yauniotepn d6on Bemfola amd wpiv.

Edv €yete diayvmotel pue moAv younid erninedo opuovev FSH ko LH

H ovuvnng apywmn 86om tov Bemfola givon 75 éwc 150 1U (0,12 €wg 0,25 ml) poli pe 75 TU
(0,12 ml) lutropin alfa.

B0 YPNOUOTOCETE QLTA T VO PAPLLOKE KABMUEPIVA Y10l Ll YPOVIKT TTEPLODO £MG KOl TEVTE
efoopndomy.

H 8601 coc tov Bemfola umopei va avénbei ke 7 1) kaBe 14 nuépeg xatd 37,5 émg 75 1U,
UEYPL VO EMLTOYETE TNV EMOBLUNTH ATOKPION.

Orav emtoyete v emBount) andkpion, Oa cog dobel pio povo éveon 250 pkpoypappopiov

«avacvvovaouévng hCG» (r-hCG, o hCG mov topackevdletol oe Eva EpYOCTNPLO UE ULOL
€10tk teyvikny DNA), 11 5 000 émg 10 000 IU hCG, 24 £m¢ 48 dpeg LETA TIC TEAEVTAIEG EVECELG
pe Bemfola kot lutropin alfa. H kaAbtepn mpa va €xete ce&ovahikn emapmn ival v nuépa
yopnynong g éveong pe hCG kot tnv endpevn nuépa. Evailoktikd, uropel va yivet
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EVOOUNTPIKT OTEPLATEYYLVOT 1 Lt GAAT dladtkacio tTpikd vrofonBodevnc avomapay®yNS
pe Baon v kpion 1oV Y1OTPOL GOG.

Edv o yiatpdg oag dev gviomicel andkpion petd omd 5 efdoudoes, o TPEMEL Vo GTAUOTNOEL CVTOV TO
Oepamentind KOk o pe Bemfola. ' tov enduevo kokho, o yiatpog oag Bo cag yopnynost pia
VynAOTEPT apyikn 66on Bemfola and mpwv.

Edv o opyaviopog cog mapovsidost vepfoikn andkpion, 1 Oepaneia cag pe Bemfola Oa dakomel
kot dgv Ba cag yopnynOeit hCG (BA. Tapdypago 2, «ZHvOpopo vaepdEyepons TV wobnKmV
(OHSS)»). I'a tov emduevo kOHKA0, 0 yloTpdg cog O oag yopnynoet youniodtepn 66on Bemfola amd
Tpw.

Edv ype1aleote va avontdéete TOAOTAG @OKOTTAPA Y10 GLAAOYT TPV OO OMOLAONTOTE TEYVOAOYi
vrofonfodevne avarapaywyng

e H ovviOnc apyikn 66om tov Bemfola sivar 150 ém¢ 225 TU (0,25 éwg 0,37 ml) kabnuepwvd,
amo ) 2" 1 3" uépa tov BepamevtiKod oag KOKAOL.

e To Bemfola pmopei va avénbeti, avdioya pe v amoxpion cag. H péyiotn nuepnota 86om
givar 450 IU (0,75 ml).

e H Bepamneio ovveyiletar péxpt v avantuén ToV @OKLTTAP®V 60¢ 6To entfountd onpueio.
Av10 dapkei cuvnBwg 10 pépec mepimov, aAld pumopel kat vo dtopkéast amd 5 Emg 20 nuépec.
O y10tpdg cag Ba XPNCIULOTOGEL ALUATOAOYIKES EEETAGELS T)/KOL LTEPTXOYPAPTLLOL Y10 VO
eMéyEel mote Oa ouuPei avto.

e  Otav t0 wokvtTopa givar étowpa, Ba cag 600el pia poévo €veon 250 pikpoypoppopiov
«avacvvovaouévng hCG» (r-hCG, o hCG mov topackevdletol oe Eva EpYOCTNPLO UE ULOL
€101 TEYVIKN avacvvdvacpévov DNA), 11 5 000 £wg 10 000 TU hCG, 24 é¢mg 48 mpeg petd
v teAevtaia éveon pe Bemfola. Avtd Ba etoludoet To wok0TTOpPd GOg Yot GUAAOYY.

e GAAEG TEPMTAOGELG, O YIOTPOG OAG UTOPEL VO CTAUATHOEL TPMTA TV ®OoppNELR ¥PNCILOTOIDOVTOG
£Vav aymvIioTn 1 avVTay®VvIoT TG EKALTIKNS oppudvng twv yovadotpomvav (GnRH). Zn cuvéyeta,
apyilete T0 Bemfola mepimov dvo efdouddeg petd v évapén e oywyng Ue Tov aymvioth. To
Bemfola kot o ayoviotc mg GnRH yopnyobvtar tavtoypova péxpt tqv extbounm avdmtoén tov
wofvrakiov oag. ['a mopdderypa, petd and dvo efdonddec Bepaneiog pe ayoviot s GnRH,
yopnyovvtor 150 émg 225 TU Bemfola yio, 7 nuépec. H 66on 1ot pubpiletar avaroya pe tnv
OmOKPIoN TOV WOKLTTAPWOV CGOC.

Avopeg

. H ovvng d6om tov Bemfola givan 150 IU (0,25 ml) pali pe hCG.

. ®a YPNOLUOTOCETE QLTA TAL SVO PAPLLOKE TPES POPES TNV ERSOUAd Y10l Lia YPOVIKT TTEPIODO
TOVAGYIOTOV 4 UNVDV.

. Edv dev éxete avtamokpiBel otn Oepameio petd amd 4 pnveg, 0 Y1otpog 6og LWTOPEL Vo TpoTeivel

Vo GUVEYICETE T1] YPT|ON AVTOV TOV dVO PAPUAK®V Y10 TOLAdYIoTOV 18 pnveg.

Eav ypnowponomocete peyorvtepn 00on Bemfola a6 tnv kavovukn

O1 emmTOGELG TOL Vo, Yproonocete vaepPoikd Bemfola eivan dyvmoteg. Qot6c0, B0 propovoe
KOVelg VoL TEPIUEVEL TNV EKONAMCT] TOL GLVOPOLOL VTEPOLEYEPTNG TV mobnkdv (OHSS), to omolo
mepypapetarl oty Toapdypago 4. Evrovtoig, to OHSS Oa cupfel povo otav yivel emiong yopnynon
hCG (BAéne mapdypago 2, «Xovdpopo vrepdiéyepong tov ®odnkmv (OHSS)»).

Edv Egyaoete va ypnoporomjcere To Bemfola

Edv Eeydoete va ypnoonomcete To Bemfola, unv ndpete dumhn d6om yio v avomAnpmdceTe T 000
mov Eeydoate. [opokaAeiote vo, ETIKOIVOVAGETE UE TOV YIOTPO GOG LOAIC GUVELONTOTOINGETE OTL
Eexdoate pia doom).

Edv éxete meplocotEpEG EPOTNOELS GYETIKA LLE T YPNOT] AVTOV TOV TPOIOVTOG, POTNOTE TO YTPO N
TOV QUPLOKOTOLO GG,
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4. IMBavéc avemBounTeg evépyereg

Onwg 6ha Ta eAppaKa, £TGL KOL AVTO TO QAPUAKO UTOPEL VO TPOKAAEGEL AVETIHOUNTEC EVEPYELEG, OV
Kot 6gv Topovctdalovtal 6€ OAOLG TOVG AvOPMOTOLG.

Yofapég avemBOUNTES EVEPYELES OTIC YUVAIKEG

. [Tovog oty KaTdTEPT KOIAMOKT Y ®PO GLVOLALOUEVOG [IE VOVTIO 1] ELETO UTOPOVV VO EIVOL TO
CUUTTMUOTO TOV GLVIPOUOV VTTEPILEYEPONC TV wobnkadv (OHSS). Avto pmopel va
VTOIMAMGEL OTL 01 OO KES avTéEdpacay VITEPPOAKA ot Bepomeio kot dTL avamTdyOnKoy
peyaiec modnkikég kouotelg (PA. emiong v mopdypapo 2 «ZHVIPOUo VTEPIIEYEPONG TOV
oobnkodv (OHSS)»). Avti 1 avemBountn evépyela givar cuyvn (Lmopel va ennpedost éog 1 ota
10 dropa).

. To OHSS umopei va yivel coPapd pe eUQavdc S10YKOUEVEG WOONKES, LEIOUEVT] TAPAYWOYT
ovpv, avénon Papovg, duomvora /Kt Thov| GLYKEVIPMGN VYPOD GTO GTOUdYL 1| 6TO Bdpakd
oag. Avti n avemBountn evépyeta elvan oyt ouyvn (Hmopel va ennpedoet éwg 1 ota 100 dropa).

o [epimhokéc Tov OHSS, dnmwg cuotpoen wodnkdV 1 TEN ToL aipaTog, propodv va cupuBodv
ondvio (umopel va emnpedoovy £o¢ 1 ota 1 000 dropa).

o YoPapég mepumhokés g mENG Tov aipotog (Bpopfoepforikd eneicddia), OpIGUEVES POPES
aveaptntmg Tov OHSS, pumopovv va epeavietody moAd ordvia (Lropel vo eanpedcovy ng 1
ota 10 000 dropa). Avtd pmopel va tpokarécel Bopaxikd Tovo, SUGKOAIN TNV OVATVOT|,
UYYELOKO EYKEPUALKO ETMELGOO10 1) KOPOlaKT TPocPoin (BA. exiong v mopdypapo 2,
«IIpopiuota pe v mén Tov aipartog (OpopupoeuPorikd enelcoOd1a)»).

YoPapéc avemBOuNTES EVEPYELES GTOVG AVOPES KL GTIG YUVUIKES
o Ot aArepyIKEG aVTIOPACELS, OTTMG e&AvVON L0, EpVOPITNTA, KVIB®OT], SIOYK®GT TOL TPOGMITOV LE
dvokoio otV avomvor, UTopel Hepkég Popég va etvar cofapéc. Avt 1 avemBOuNT evépyeia

glvar ToA0 oravia (umopet va ennpedoet émg 1 ota 10 000 dropa).

Edv mapotnpfoete KAmoto avemBOUNTN EVEPYELD TOV OVOPEPETOL TAPATAV®, TPETEL VO EVIUEPDCETE
TOV Y1Tpd 600G AUECHS, 0 0moiog pmopet va cag {ntioeL va oTapatioeTe T xpron tov Bemfola.

Addeg avemOUUNTES EVEPYELES OTIS YUVAIKEG

TToAV ovyvéc (umopel va ernpedoovy nepiocdtepa amd 1 oto 10 dropa):

o 2401 [LE VYPO GTO E0AOTEPIKO TOV MOONKOV (KVGTELG TV MOONKDV)

o Kepolaryia

o Tomikéc avTIdpAcELS 6TO oneio TG EVEoT g, OTTMG TOVOGS, EpBPITNTA, LOA®TOG, TPNEWO /KoL
gpebionodg

2uyvéc (umopet va emnpedoovy £o¢ 1 ota 10 dropa):

. [Tovog oty Kotk yodpa

o Navtia, gpetdg, S1appota, KOIAMOKEG ETDIVVES PVTKEG CUOTAGELS Kot TPNELLO

oAV ombvieg (umopei va enmnpedoovy émg 1 ota 10.000 dropa):

. AMrepyikéc avtidpdoets, Onme eEdvOnua, epuBpdtnta, Kvidwon, S10YK®MGT TOV TPOGHTOV LE
dVoKOAD GTNV AVOTTVOT], HTOPOVV VO GUUPBOVV. AVTEG Ol AVTIOPAGELS LEPIKES POPES LTOPOVV VL
glvol cofapéc.

. To doBua cog pmopet va XEPOTEPEYEL.

ALLeG avemMOOUNTES EVEPYELES OTOVG AVOPES

TToAb ovyvéc (umopel va emnpedoovy teptocdtepa amd 1 ota 10 dropa):
. Tomikéc avTIdpAcelg 6TO ONUEID TNG EVEOTG, OTMG TTOVOC, £pOPITNTA, UOA®TOGC, TPNEWO 1Y/KaL
epediopog
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2uyvéc (umopet va emnpedoovv éoc 1 ota 10 dropa):
. IIpné&o v eAePav Tave Kot Tiow amd Toug OpYELS (KIPGOKNAAN)
. AvENon Tov peyéBoug TV pooTdv, akpn 1 adEnon Papovg

HoAb oméviec (umopei va ennpedoovv €0 1 ota 10.000 dropa):

o Al\epyiKég avTIdpaoels, Ommg e&dvinua, epuBpotnTa, Kvidmon, S10YKWOGT) TOV TPOCHTOV LE
OVGKOALN GTNV AVATVOT], LWITOPOLV VO GUUPOVV. AVTEG Ol AVTIOPAGELC LEPIKEC POPEG UTOPOVV VO
glvan cofapéc.

. To doBua cag umopet va yepotepéyet.

Ava@opd avemOOunTmVv gvepyetdv

Edv mapotnproete kamoto avemBOunTn evépyela, EVIUEPMOGTE TOV YIOTPO 1 TOV QPOPLOKOTOLO GOG.
Av10 1oyt Ko Yo kdBe mbavr avemBountn evépyela mov dev avapEPETAL 6TO TAPOV EOALO 0ONYIDV
ypnons. Mropeite emiong va avapépete avemBounteg evépyeleg anevbeiog, Léow Tov Bvikod
GUGTHKATOS OVOPOPAC TTOL avaypaeetol oto [Tapdptnua V. Mécwm g avapopdc avertdountov
EVEPYELMV UmOpeite vo. fon0NoeTe 0TI GLALOYT TEPIGGOTEP®V TANPOPOPIDV GYETIKA UE TIV OCPOAELL
TOV TTOPOVTOS POAPUAKOL.

5. og va gvraccete 10 Bemfola
To @appako ovtd TPETEL VoL PUAACCETAL GE PEPT] TOV OgV TO PAETOVV Kail dgv TO POAVOLV T, TOSLA.

Na pn ypnoiponoteite avtd 10 PAPUOKO LETE TNV Nuepounvio ANENG TOL avapEPETAL TNV
gmonuaven ¢ mévag 1 oto kovuti pe to «AHEH/EXP». H nuepounvia AMéng eivan n tedevtaio nuépa
TOL UVO TTOV AVOPEPETAL.

dvrdcoete og yoyeio (2°C - 8°C). Mnv katayOyeTe.
dvldcoete GTNV APYIKN] CLEKEVAGIO Y10, VO TPOGTATEVETAL OO TO PG,

Evtog e dudprelag Cong tov,  un avoryuévn mévo umopel va puidooetal o€ Oepuokpacio ion M
uikpotepn tv 25°C yio didotnua £0¢ Kot 3 unveg xopic vo yoybel Eava Kot Tpénet vo, amoppimteTot
€ dev &yel ypnoiponombel Enerta omd 3 unvec.

Na yun ypnCIULOTOLEITE 0V TO TO PAPLOKO EAV TAPATNPNOETE OTOLAONTOTE 0paTA onpeio pOopac, EGv 0
OVOGLOTAUEVO SLIAVO TTEPLEYEL COUATIOW 1] eV givarn SlovYEC.

MoMic avouytei, To @apuaKo TpEnel va, eyyvOel apécwmg.

Mnyv metdte ApUOKO GTO VEPO TNG AMOYETELOTG 1) OTA GKOVTIOIN. POTAGTE TO QUPUOKOTOLO GOG TG
va TeTdEeTe TO PAPLOKA TOV gV ypnotponoteite mo. Avtd to pétpa Ba fondicovv oy Tpoctacia
ToV mEPPAALovTOG.

6. Iepreyopeva TG 6VOKELAGIOG KO AOUTTEG TANPOPOPieg

T nepréyer To Bemfola
e H dpaotikn ovsia givar ) Buiakiotpomivn dhga.

e Bemfola 75 iu/0,125 ml Ké&fe copryya nepiéyet 75 1U (1codvvapa pe 5,5 micrograms)
Bvlakiotponivng dAga og 0,125 ml drodvpatoc.

e Bemfola 150 iu/0,25 ml Ké&Oe cupryya nepiéyet 150 IU (1ocodvvapa pe 11 micrograms)
Bvlakiotpomivng dApa og 0,25 ml StohdpaTog.

e Bemfola 225 iu/0,375 ml Kd0e cOpryya mepiéyet 225 U (toodvvapa pe 16,5 micrograms)
Bvlakiotponivng dAea og 0,375 ml drodvpatoc.
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e Bemfola 300 iu/0,50 ml Ké&fe cupryya mepiéyet 300 IU (1ooddvapa pe 22 micrograms)
Bvlakiotpomivng dApa og 0,50 ml StoivpaTog.

e Bemfola 450 iu/0,75 ml Ké&Be cupryya mepiéyet 450 IU (1oodOvapa pe 33 micrograms)
Bvlakiotponivng dApa og 0,75 ml Stoidpartog.

e Kdabe ml Tov doAvpartog mepiéyet 600 IU Buiaxiotpomtivng aApa, (1codOvoua pe
44 ukpoypappdpia).

e To dMha €kdoya givor: TohoEapepéc 188, cakyapoln, nebetovivn, dopikd poGPoPIKo
dwATP1o, VATPLO POGPOPIKO O160EVO SUOPIKO, POGPOPIKO 05D Kot DOWP Y10 EVEGIULA.

Epeavien tov Bemfola ko wepieyopevo g cvokevaciog
e To Bemfola diatifetor o¢ dtowyég dypopo eVEGIUO SIGALIO GE TPOYEULGUEVT] GUGKEVT] TOTTOV
nwévag (éveon).
e Bemfola diatifetol oe cuokevaocieg pe 1, 51 10 Tpoyeuiopuévec GuokevEg TOTTOL TTEVOCS, 1, 51
10 Behdveg ko 1, 51 10 toldma pe owvomvevpa. Aev gival OAEG 01 GLOKEVAGIES LTOPOVV VAL
dwotebodv 610 gUmOPIO.

Kéroyog ddcrog kukrhopopiag Kot Tapay®yog
Gedeon Richter Plc.

Gyomréi at 19-21.

1103 Budapest

Ovyyapia

To mapév AL 00N YLOV YpfoNS avabe®mp1OnKE Yo TELEVTALN POPA OTIS

Aentopepn TANPOPOPLOKA GTOLYXEID Yi0 TO TPOTOV QLTO Elvar S10BECILA GTOV SIKTLOKO TOTO TOV
Evponaixod Opyavicpod @appdkov: http:/www.ema.europa.eu.
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Bemfola [Ipoygmopévn cuokevt] Tomov mtévag 75 1U/0,125 ml
Bemfola [Ipoygmopévn cuokevi) Tomov tévag 150 1U/0,25 ml
Bemfola IIpoygpiopévn cuekevt] Tomov wévag 225 1U/0,375 ml
Bemfola IIpoyspmiopévn cvuekevn tomov wévag 300 1U/0,50 ml
Bemfola IIpoygpuiopévn ovokeon Tomov névag 450 1U/0,75 ml

Odnyieg yprong

ITEPIEXOMENA

1. Ilog va. YpNGLHOTOGETE TV TPOYEMIOUEVT] GVGKELT] TOTTOV TEvag Bemfola
2. lpw apyicete T ApRoN TS TPOYEMOUEVIG GVOKEVTS GUS TOTOV TEVAG

3. Etopalovtac TV Tpoyeiopévi GUGKEDT] 60.G TOTOL TEVAG YL, £y V61

4. PHOuon g 6661G mov £xEL cvvtayoypaen0el amé Tov YioTpd cog

5. Xopiynon g doong

6. Meta v éveon

pocwdomoine: Awfdote kot akoAovdnote Tig Tapovoeg Odnyieg ¥pNong TS TPOYEUOUEVIC
ovokevng TOTov TéEvag Bemfola. Mnv axoAovfeite 0onyieg amd dALeC TNyEG EKTOC OO AVTEC TOV
napEyovian oTig Tapovoec Odnyieg xprone 1 amd Tov emoyyeApotio vyeiag Tov Gug ToPaKoAoLOE],
KaBmg evogyetal va tebel e kKivduvo 1 opB1 ¥pN o1 TG TPOYELGLEVIS GVGKEVNC TOTTOV TTEVOG KOL 1)
Oepaneia cag.

1. IIog va (PNGLHOTOMGETE TNV TPOYEULIGUEVT] GVOKEVT] TOTTOV Tévas Bemfola

o [lpwv apyicete va ¥PNGILOTOLEITE TIG TPOYEMGHEVES GVOKEVEG GOC TOTTOV TTEVUGS, TAPUKAAEIGOE
va dtoPdoete TpocekTiKd OAeg TG OdNYieg ¥pHoNG Kot TO GUALO 0dNYIDV XP1ONG.

o Kdabe mpoyepiopévn cuokevn TOTTOL TEVAG eival yio pamal ypron Uovo and ecdg — pnyv
OPNCETE KAVEVAY GALO VO T1| YPTCLLOTOGEL.

e Ot apiBuoi oty 006vn 366NG TOV TPOYELIGUEVOV CUGKEVDV TUTOV TEVOS LETPLOVVTOL GE
Atebveic Movadeg (International Units) 1 IU. O ywatpog cog 0a oag éxer mer moceg IU va
XopPNYNOETE KAOE népa.

o O 7oTpoc/QapproKomolds 6og 0o 6og TEL TOGES TPOYEPIGUEVES GUOKEVES TOTTOV TEVOG
Bemfola ywo epdma yprion ypeldleTan va yPpGLULOTOGETE Y10 VO OLOKANPADGETE TOV
KVUKA0 Ogpameiog.

e Na yopnyeite Tnv €veon mepimov TNV 1010 dpa Kabnuepva.

2. Ipw apyicete ™ APNON TS TPOYEUIGUEVIIS GVOKEVTG GO TOTOV TEVUG

2.1. Bydkte T cvokevn} TOTOL TEVAS 0O TO YLYEiID

. BydAte ) pio amd Tig cuoKeEVEG TOTOV TEVAG amd TO Yuyeio S éwg 10 Aemtd mpwv va )
YPNCLLOTO|CETE.
. Edv to @dppaxo elvar maympévo, 10te Topakareiche vo punv T (PN CLLOTOGETE.

2.2. IIiovete T 1épLa cag

. [TAbvete ta yépila cag e camovvi Ko {eoTd vepd Kol GTEYVAOGTE TO.

. Etvar onpovtkd ta xépro Kot 1o ovTIKEIIEVO OV YPTCLLOTOLEITE Y10 TV TPOETOOGIO TNG
GLGKELNG TOTOL TTEVOS VO, Eival 660 To duvatdv To Kabapd.

2.3. Bpsite évav ka0apo yOpo
e 'Eva kaAd pépog eivor éva kabapd tpaméll 1 empavela.

3. Etowpdlovrog v IpoyEUIopéVI] GUGKELT GOG TUTOV TEVAGS YLd £YYV0N
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Ta o1a@opo. péPN NG TPOYEUIGUEVIIS GUGKEVNS TUTOV TEVAG

o Aoocoloyia

KoupuTri p0@piong
&6ong

Fpapun
gvepyotroinong
®duoiyyio

HE QapuAKO

G BeAdva

EowTtepiké KATTAKI
BeAbvag
ESwrepiké kamwdki
BeAbvag

300 1U/0.5ml
injection

Bemfola

[
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Kavete v éveon mepimov v id10 dpa kKGbe
puépa. Bydite ) cvokevn TOmov méEvoS omd To
yoyeio 5 émg 10 Aemtd Tpv va
YPNCLLOTO|CETE.

2nuciwon: Befoiwbeite 011 T0 papuaio ogv eivol
TOYWUEVO.

IIpogTowpdote T Pelova cag Yo éveon
ITpounBevteite o véo feELdVa —xpnoLOTTOINOTE
povo Tic epamas PELOVEG OV TOPEYOVTOL OTY|
ovokevaocia. Kpamote otabepd 1o eEmtepikd
mopo ¢ Perdvag. EAéyEte oe kdOe mepinton
OTL 1] OMTOKOAADUEVT] COPAYION GTO EEMTEPIKO
oM TG PeAdvag dev €xel vmootel {nud Kot dev
glvon yaAapn.

A@a1péoTe TNV OTOKOAADUEVT COPAYLIoT OO TN
Belova tng Eveong.

Ilpocoyn: Eav n amokollausvy oppdyion syel
vrootel (Ui 1 elvol yalopn, un ypHoLUOTOL]CETE
™ Pelova. Amoppiyte T o6 TEPIEKTH ATOPPIYNS
oaryunpav avukeyevov. Ipounbevteite pio véa
Sedova.



Xuvoéate ) Perdva.
Kpatiote ) cuokeun TOmoLv TEVOS 0o TIC Vo
TAELPEG TG KO KPATNOTE T feEAdVa 0TV 1010
gvbeia pe avtn, evd cvvdéete T Perdva.
Bidmnote mAnpmg ) Perdva deldsTpopa 6TV
AKPN TNG CLGKELNG TOTTOL TTEVAG LLEYPL VO
ovvdebei otabepd. Befoiwbeite 6ti 1 Pedldva
glvol oot oTEPEMUEV 0TI GLGKELT| TOTTOV
— mévag o€ gvubeia Béom.

Ilpocoyn: My opiyyste viepforika tn Pelova.
Mnv mélete to kovumi poBuions doons 6co
ovviéete ) Pelovo.

Apapéote 10 eEmTEPIKO Kamdkl TG PeEAdVOC
(G). DorGETE TO YO OPYOTEPO. OO TO
APELUGTEITE PETA TV £VEGT] Y10 VO, ATOPPIYETE
T1] GLOKEVT] TUTOV TEVOG.

Apaipéote T0 ecmTEPIKO Kamdkl e Peadvag (F).

Befaiwbeite 011 1 felova Ppicketar 6T oo
0éom.

ooty 0éon e AavOoonévn 0<on

Berovag ¢ Behdvag
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4. PyOpion g 60606n¢ ov £l cvvtayoypaen0si amd Tov yiaTpd cog
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Apyid, KpaToTE TN GLGKELT] TOTOL TTEVOG £TOL
wote M Pelova va givorl oTpoppévn Tpog To
enavo. o va apaipécete Tig puoaAidec aépa
omd TO0 GUOTNO, XTUTNGTE GTO AL LLE MTTIES
KIVIGELS T1] GLUOKELT] TUTOL TEVAG, TG DGTE Ol
QLOOAISEC aEpa TOV VILAPYOVY VAL avEPOVY TPOC
o ENAVE.

Kpotdvtog akdpa T cLeKELT] TOTOV TEVOC TPOG
TO ETAVO, TIEGTE TO KOVUTTL pYOpong g d0omg
£ OTOL VoL U1 QOVETOL T 1) YPOLRUN
gvepyomoinong e 1o Likpo PEroc. O mpémet
eMOMNG VoL aKOVGETE VAL KKALK» KOl OPIOUEVT|
ToGOTNTA LYPOV Ba ekyVBEel (avTd etvan
ouooroy1kd). H cuokevn tomov mévag elval
TOpa EToun yia tn pHOen e doong.

Ilpocoyn: Ecv dev exyvlel vypo 1 dromiotwbet
010PPON VYPOL aTNY EVWON THS PEAOVOS KOl THG
OVOKEVNS TOTOV TEVAS, TOTE ) CVOKEVH TOTOD
Tévag oev mpémel va. ypnoiuoroinbei. Eviuepwaore
TOV Y10TPO 1 TOV POPUAKOTOLO TGOS EAV
TOPOTHPNOETE OTOLOONTOTE TPOPANLUO.

ZTpEYTE PE NITIES KIVIGELS TO KOV pvouiong
NG 060MC £10G OTOV 1] YPOUUN TNG 0OGNG TOV GOG
£xel ovvtayoypagnBei evBuypapucTel pe ™
HEDT TNG E00YNG GTN GLGKELT TOTOV TEVOLC.

2nuciwon: o vy mpoyeuiouévn oookevy TOITOD
néva Bemfola 75 1U/0,125 ml, o kovuni
POOUIGHS THS OOONS OV UTOPEL VO TEPLTTPOPEL
TApwg, arla earxolovbel va. umopel va
reploTpapel pog 1o, wiow. H ovokevy tomon
TEVAG EIVOL TLO, ETOLUN YLOL TV EVEDT].

IIpocoyn: Mnv miélete to kovuri poOuions e
000NG TEPOITEPQ, GE ODTO TO OHUELO.



5. Xopiynen g d6eng

Topa eiote £Topon va kKavete apéomg Ty £veon: O yratpog 1 1 voonrevTprd cag 0o cog £xovv
10N cvpuPovievcel Too va Kavete TNV éveon (.. 6TNV KOLAMA 1] TV TPOGOLa ETLPAVELD TOV
unpod). o vo pevdoete Tov EpeBLond Tov dEPRATOC, EMALETE EVa OLUPOPETIKO GNUELD £VESTG

KG0g pépa.
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KabBapiote to onpeio g
£VEGT|G YPNCYLOTOLDVTOG TO
TOADTIO LE TO OVOTVELLLOL TTOL
drotifetan 6T cvokevacia pe
Kok kivnon. [lepiuévete
UEPIKA OEVTEPOAETTA UEYPL TO
owoTveELLO VO, EEATIOTEL amd
TO SEPLLOL KO VO GTEYVDGEL
TPOoTOV KAVETE TNV €VEDT).

EMéyEre Eava edv n cootn
doom epupavileTol ot
cvokeLT TOmov évag. [liéote
ELOPPDG TO dEPLLAL BTNV
neproyn g veong. Kpatnote
T1 GLOKELN TOTTOV TTEVAG VIO
opOn yovia (yovia 90°)
TEPIMOL KOl ELGAYETE
oAOKAN PN TN PeAOva pe pio
otabepn kivnon oto 6épua
oG,

Ilpocoyn: Mnv mélete 1o
Kovuri pouions s d0ong
KT, TNV e10ay@yn ¢ Pelovag
Ko unv allalere v
katevBvvon e felovag kabamg
EIOYWPEL.

Mog 1 Berova eloympnoet
TAP®G GTO OMELD NG
€veog, MEGTE TO KOVUT
pOBIoNG TG dOOTG OPYE Ko
otafepd £0C OTOL GTOUATNOEL
KOL 1 YPOuuT g puhpopévng
doomg dev paivetal mo.

Mnv apoipeite apécme
Berova, Tepipévere
TOVAGYIGTOV 5 deVTEPOLETTTO.
TPOTOV TNV OPOLPECETE, Y10l VOL
BeParmbeite 611 ExeTe eyyvOEL
0AOKAN PN TN dOOM.

Metd v agaipegon g
Belovag: okovTmicTe TO dépLaL
Ue €va TOADTLO [IE OVOTVELLLOL
KAVOVTOG KUKALKEG KIVIOELG
o610 onpeio éveong.
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Ilpocoyn: Eav diamiorwBei
oLappon vyPov aTnV EVWOoN TS
Perovog ko ¢ ovokevns
TOTOV TEVAS KOTA TV EVEDTT,
EVIUEPDTTE TOV YLATPO 1] TOV
POPUOKOTOIO GOG.



6. Metd v éveon

Enavatonobetote mpooeytikd to e£mTepikod
Kamakl e felovag endvm otn Peddva.

Mmopeite vo ¥pNGILOTOMGETE TNV TPOYEUICUEVT|
GLOKELT £YYVOMG TOTOV TEVOS LOVO i pOopdL Kot
Oa pémel va amoppinTeTE T GLOKELT] TOTOV
TEVOG OKOUN KO 0V TAPOUEVEL VYPO UETH TNV
£€VECT] 0TI GLGKELT] TOTTOV TEVOC.

ITetd&te 10 KOLTI TG GLOKEVOGING, TO ECOTEPIKO
Kamdkl TG PEAdVAC, TV ETIKETA ATOKOAAN GG,
TO TOAVTILO L€ TO OWOTVEL A Kal Tig Odnyieg
YPNONG 6Ta KOWd orKlaKd amoppippote. Mnv
TMETATE PAPLLOKA GTOV VEPOYVTY], OTIV TOVOAETO )
ota owloKa anoppippata. H ypnoipomomuévn
GLOKELT] TUTOL TTEVAG TTPEMEL VO, ATOPPITTETAL GE
TEPLEKTN OLYUNPDV OVTIKEIUEVOV KOL VO,
EMOTPEPETOL OTO PAPUAKEIO Y10 COOTN
andppy. Potmote to papprokomold cog mmg va
TETAEETE TO PAPLLOKA, TTOV OEV YPNOULOTOLELTE
0.
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