ITAPAPTHMA 1

IEPIAHYH TON XAPAKTHPIETIKOQN TOY IIPOIONTOX



1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Nuwiq 250 IU k6vic Kot StoddTng yio eVESIO d1dAv L

Nuwiq 500 U k6vic kot StoddTng yio eVESIUO S1dAv UL

Nuwiq 1000 IU kévig kot Stahdtng yio eVEGILLO dtdAv 0L
Nuwiq 1500 IU kévig kot Stohdtng Yo eVEGILLO ddAv 0L
Nuwiq 2000 [U x6vig ko S1aAdTng Yo eVEGIUO SLAAV AL
Nuwiq 2500 [U k6vig kot S1aAdTNg Yo EVEGIUO SLAAV UL
Nuwiq 3000 [U k6vig kot S1aAdTnG Yo EVEGIUO SLAAV UL
Nuwiq 4000 [U x6vig ko S10AdTNg Yo eVEGIUO SLAAV AL

2. MNOIOTIKH KAI IOXOTIKH XYNOEXH

Nuwiq 250 TU kdvic kot StaAdTNnC Yo VEGLLO d1dAv Lo,

Kabe proridwo mepiéyet ovopaotikd 250 IU avBpomivou mapdyovra méng VII (rDNA), simoctocog
alfa.

To Nuwiq 250 IU mepiéyet mepimov 100 IU/mL avBpmmivov mapdyovra méng VIII (rDNA),
simoctocog alfa petd v avacvotoon.

Nuwiq 500 IU kovic kot StaAdTNne Yo VEGLLO d1dAv Lo,

Kabe proridwo mepiéyet ovopaotikd 500 IU avBpodmivou mapdyovra méng VII (rDNA), simoctocog
alfa.

To Nuwiq 500 IU wepiéyet mepimov 200 IU/mL avBpmmvov mapdyovra mnéng VIII (rDNA),
simoctocog alfa petd v avacvotoon.

Nuwiq 1000 IU kdvic kot dStaldne yio. eVESLUO didAvuo

Kabe proridwo mepiéyet ovopaotikd 1000 IU avBpomvov mapdyovta méng VIII (rDNA), simoctocog
alfa.

To Nuwiq 1000 IU zepiéyet mepinov 400 IU/mL avOpodmivov mapdyovia méng VIII (rDNA),
simoctocog alfa petd v avacvotoon.

Nuwiq 1500 IU kovic ko S1aAdTnE Yo EVEGLLO SLAAL Lo,

Kabe proridwo mepiéyet ovopaotikd 1500 IU avBpomvov mapdyovta méng VIII (rDNA), simoctocog
alfa.

To Nuwiq 1500 IU mepiéyet mepinov 600 IU/mL avBpadmivov mapdyovia méng VI (rDNA),
simoctocog alfa petd v avacvotoon.

Nuwiq 2000 TU kdvic kot dStaldne yio. eVEGLUO didAvuo

Ka0e praridio mepiéyet ovopaotikd 2000 IU avOpomvov mapdyovta tiéng VIII (rDNA), simoctocog
alfa.

To Nuwiq 2000 IU rwepiéyet mepinov 800 IU/mL avBpaomivov mapdyovia méng VI (rDNA),
simoctocog alfa petd v avacvotoon.

Nuwiq 2500 IU kévig ko S1aAdTne Yo EVEGIUO SLAAV LLO,

Ka0e praridio mepiéyet ovopaotikd 2500 IU avOpodmvov mapdyovta téEng VIII (rDNA), simoctocog
alfa.

To Nuwiq 2500 IU mepiéyet mepinov 1000 IU/mL avBpomivov tapdyovra méng VIII (rDNA),
simoctocog alfa petd v avacvotoon.

Nuwiq 3000 IU kévig ko S1aAdTne Yo EVEGIUO SLAAV LLO,




Ka0e praridio mepiéyet ovopaotikd 3000 IU avOpomvov mapdyovta méng VIII (rDNA), simoctocog
alfa.

To Nuwiq 3000 IU mepiéyetl mepinov 1200 [IU/mL avBpomivov tapdyovra méng VIII (rDNA),
simoctocog alfa petd v avacvoToo.

Nuwiq 4000 IU kdvig ko S1aAdTne Yo EVEGIUO SLAAV O,

Ka0e praridio mepiéyet ovopaotikd 4000 IU avOpomvov mapdyovta téng VIII (rDNA), simoctocog
alfa.

To Nuwiq 4000 IU mepiéyet mepinov 1600 IU/mL avBpodmivov tapdyovra méng VIII (rDNA),
simoctocog alfa petd v avacvoToo.

H dpaoctikotmnra (IU) xabopiletar pe xpnon g ypopoyovikig pedddov g Evpomaikig
Ddoppokonotiog. H e1dwkr dpactikdmmra tov Nuwiq eivon tepimov 9500 IU/mg npwteivng.

To Simoctocog alfa (avOpdmivog mapdyovtag mnéng VII (rDNA)) eivar o kekaboappévn tpoteivn pe
1440 apvo&éa. H adAniovyia apvo&émv ivor cuykpioun pe tn popen 90 + 80 kDa tov mapdyovia
VIII avBpomivov mAdopatog (dniadn owaypaen mepoyng B). To Nuwiq moapdyetat pe teyvoloyia
avacvvdvacpod DNA og yevetikd tpomomoinpéva veppika epfpuikd kottapa avipodmov (HEK) 293F.
Agv mpootifevtan {oikd 1 avOpdmiva VAIKA Katd T oladikacio Topaymyng | 610 TEAKO
QOPUOKEVTIKO TPOTIOV.

"Exd0y0 ue yvaootic dpAoels

"Eva mL avacvotafévtog stoivpatoc mepiéyet 7,35 mg vatpiov (18,4 mg vatpiov avd @iaridno).

IMa tov TAfpn katdroyo TV ekddywv, PA. Tapdypoeo 6.1.

3. ®APMAKOTEXNIKH MOP®H
Kovig kot dtoddTng yio vésio didAvpa.
Kovig: e00puntn Aevkn| £0¢ LVTOAEVKN KOVIC.

AwAg: dtowyég, dypwpo vypo.

4. KAINIKEX TIAHPO®OPIEX

4.1 OgpamevTiKég evoeitelg

Ogpamneio Kol TPoPOHAUEN oo opoppayio g acbeveic Le apoppoeiiio A (cvyyevig avemdpKele
mapdyovta VIII).

To Nuwiq umopei va ypnoomombei yio OAEG TIC NAKIOKEG KOTYOPIEG.

4.2 Aocoioyio Kol TPOTOG LOPNYNONS

H Oepaneia mpémel va mpaypatonoteitar vd v emonteio 1Tpov e EUTEIPIN GTNV AVTILETAOTION TNG
apoppopMag.

TTopaxorovOnon Oepomeiog

Kotd ™ didprela g Oepaneiog, cuvietdtol KATIAANAOS TPOGIOPICUOS TOV ETTEIDY TOV
nmapdyovta VIII dote va puBuiletor n 06om kai n suyvotta TV emavorlappovopevey eyyvocewny. H
amokpiomn tov kdbe acbevoig otov mapayovta VIII pnopei va mowidiet, tapovcsialovog



dtapopeTikovg ypovoug Nuiceag Long Kot S1apopeTIKES ovoKTNoElS. Evdéyeton va amoteiton
TPOGUPUOYT TNG 000MG oL PacileTol 610 cOPTIKO BApog oToVG Mmofapeis Kot vtEpPapovg
aocBeveic. [dwaitepa oty mepinTmon coPapdv ¥EPOVPYIKOV ETEUPACEDV, Elval omapaitnTn 1 OKPIPNG
mapakolovOnon ¢ Bepanciog vrokaTdoTaong LES® aviivong mEng (dpactikdtnta Tapdyovta VIII
TOL TAACUOTOC).

Orav ypnoponotgiton pa in vitro avaivon méng evog otadiov mov Paciletarl otov ypovo
Opouporraoctivne (aPTT) yia Tov Tpocdiopioud g dpactnpiomrag tov toapayovra VIII ota
delyuata aipotog Tmv 0obevdv, umopel ta amoteAéouato, TG dpactnplotnTeg Tov Tapdyovta VIII tov
TAACULATOG VO EXNPEACTOVV G SNUAVTIKO Babpd 1660 and Tov TuTo Tov avtidpactnpiov aPTT 6co
Kot otd T0 TPOHTLTTO AVAPOPAS TOL YPNCIUOTOLEITAL OTNV avAaivot. Yrdpyet eniong mbavotnta
EUPAVIOTNG CNUOVTIKOV ATOKAMGEDV OVAIEST, GTO OTOTEAEGUOTO AVAADOTG TTOL AOUBAVOVTOL LECH
g avaivong Téng evog otadiov mov Paciletor otov aPTT kot tng ypwpoyevikng peboddov copemva
pe v Ph. Eu. Kéti t€to10 eivon 1dwaitepng onpaciog katd tnv aAioyn TOL EpYOcTNPIiO 1)/Kot TV
AVTIOPOGTNPI®Y TOV YPTGILOTOLOVVTOL GTNV AVAAVOT).

Aocoloyia

H 660m kau 1 didpketa g Oepameiag vrokatdotaong eEaptdvtar amd T PapdTNTO TG AVETAPKELNG
mapdyovta VI, tn Béon ko TNy €kTOoN TG popparyiog Kot Ty KAWVIKY KOTdoTacT] ToL 060EVOGE.

O ap1Buog TV povadwv tapdyovta VIII mov yopnyovvrol exkppaletal oe Aebveig Movaodeg (IU), ot
omoieg Pacifovral oto Tpéyov TPodTLTTO GLUTLKVAONATOG Tov WHO Y10 Tpoidvta mapdyovta VIII. H
dpaotikotnta tov mapdyovia VIII oto mhdopa ekppaletat gite G T0c00TO €Mi TO1G EKATO (MG TPOG
TO VOIOAOYIKO avOpdTIVO TAGoUA) | KaTd TtpoTiunon oe Aebveic Movaodeg (e Baom to Aebvég
IIpotumo yia tov mapdyovta VIII oto mAdoua).

Mia Aebviig Movéda (IU) dpactucotntog tov mapdyovia VIII icodvuvapel pe v mocdtnta Tou
napdyovta VII og éva mL puctoloyikod avOpdmivov TAaouatog.

O¢epomeia KOT omaitnon

O voAoYIoHOG TNG amatTovpevN g 061G Tov Tapdyovta VIII Baciletarl otny gumepikn Tapotipnon
ot 1 Aebvig Movada (IU) mapdyovta VIII ava kg copatikod Bdpovg avédvet T dpacTikdTNTo TOL
napdyovta VIII 6to mAdopa Kotd 1060016 Tepimov 2% g puololoyikng dpactikdtrag i 2 TU/dL.
H amaitodpevn d6om mpocdiopiletar pe ypnor tov akdAovbov poadnpotucod tHmov:

Amautodpeveg povadeg = copotikd Papog (kg) x emBountn avénon tapdyovta VIII (%) (IU/dL)
x 0,5 (IU/kg avé 1U/dL)

Avapevopevn avénon mapdyovta VI (% tov pucstoroywkov) = 2 x yopnyovueveg U
ocopotikd Bapog (kg)

H yopnyovpevn mocdtnta Kot 1 suyvotnta, xopnynong 0o npémet va gival mévto TpOCaVATOAIGUEVEG
GTNV KAMVIKN OTOTEAEGUATIKOTNTO KATH TEPITTOON.

2V TEPInT®ON TOV aKOAOLOWOV AHOPPAYIKOV ETEIGOdIMV, 1) OpacTikdTnTa Tov Tapdyovta VIII dev
Oo Tpémel va TEPTEL KAT® 0O TO SEDOUEVO EMIMEDO dPACTIKOTNTOG 6TO TAdGH (68 Y% TOV
evotoroykov 1 IU/dL) katd v avtictoryn mepiodo. O akdlovbog mivakag uropei va ypnoiorotnei
®G 00MY6G 60G0A0YI0G GE AUOPPAYIKE ETEICOOI0 KOl YELPOVPYIKEG ENEUPACELC.

B(}Bu 05 GLILOPPaYLL 4 Anm,r OVHEVO smn;aﬁo Yoyvotnte d6cemv (Opec)/ Alapkela
Tomog yelpovpyikig napdyovra VIII (%) g Oepanziog (Muépes)

enéppaong (IU/dL) 1S Vepaneras (Muepss

Awoppayio

[Mpodun opdpBpwon, poikn 1 2040 Emavainym kdbe 12 g 24 dpec.




BaOpog axpoppayiog/ Amartodpevo eninedo ToqvétnTa 56080v (Gpec) AEpKeLa

TYmog yerpovpykig napayovta VIII (%) , .
enépfaong (IU/dL) ™S Ozponsiag (Muepes)
GTOLLOTIKN Olopparyio TovAdyiotov 1 nuépa péypt
OTOSPOUNG TOV UULLOPPOLYTIKOD
EMEIGOOI0V UE YVOLOVA TOV TTOVO 1)
péypt va emrevydel emovAmon.
[Two extevig apdpbpwon, 30-60 EnavaldaPete v éyyvon kabe 12 wg
Loikn aipoppoyio 1| apdtopo 24 opec yuo 3 €mg 4 nuépec M
TEPLGGATEPO, HEYPL VO VTTOYWPTICOVY O
TOVOG KoL 1) 0EElaL avIKOVOTNTAL.
AmetAntikég yo tn (on 60—-100 Emavoiapete v £yyvon kabe 8 £wg
opoppayieg 24 mpec péypt va mapéABet o Kivouvoc.
Xelpovpyikn enéuPaon
Mukp1| yelpovpyikn enépPfoacn 30-60 Kabe 24 opec yio tovAdyiotov 1
GUUTEPIAOUPAVOLEVIC TNG nuépa péEypt va emitevyel emovAwmon.
eEaymyng 0d6vtog
2ofapn yelpovpyikn enéufocn 80-100 EnavaidBete v éyyvon kabe 8-24
(mpo- kot DOPEC PEYPL ETAPKOVG ETOVAMGCNG TOV
LETEYYEPNTUCL) TPOVLOTOC Kot 6T ouvEELD Bepameio

Y10 TOVAGYLOTOV 7 aKOUA NUEPES DOTE
va, ot pnOel 1 OpaCTIKOTNTA TOL
mopdyovta VIII oto 30% éwg

60% (1U/dL).

Ipoedraén
T poaxpompdBesun TpoEOANEN KATA T®V AOpPaYIdV GE 0oBEVEIC e cofapn| apoppoPiiia A, ot
ovvnbeig dooelg eivar 20 £wg 40 TU mapdyovrta VIII ava kg copotikod Bdpovg avd daothuata 2 £m¢

3 nuepov. Eivar duvartn n mpocappoyn tov oynuatog BAcEL Tng avTamokplong Tov achevoic.

Y& UEPIKEG TEPIMTMGELG, 10104TEPT GE VEOTEPOVG aiebevels, umopel va eivor amapoitnto WKpoOTEP
3000A0YIKA dtooTHHATO 1] VYNAGTEPEG OOGELS.

TMoudwarpikdc TANOvoUOC

H docoloyia gival id1a yio evihikeg, mondid Kot EpPovs, ®oTOG0, GTA TOdLA Kot TOLG P1Ifovg
umopel va omontohvtal UKpOTEPO LEGOMAGTAHATH LETOED TV 00GEwV 1| vymAdTtepeg ddoelc. Ta
mopdvta dabéoipa dedopéva Teptypdpoviol otny Tapdypago 4.8, 5.1 kot 5.2.

Tpomog yopnynong

To Nuwiq eivan yio evoo@AéPia ypnon.
ZuVieTatal vo unv yopnyovvtal tepiocotepa ond 4 mL avd Aemto.

IMo 0dnyieg oyeTIKA PE TNV OVAGVGTAGT) TOV POPUOKEVTIKOD TPOIOVTOG TPV Otd T Xopnynon, PA.
Toapaypapo 6.6.

4.3 Avtevosielg

YrepevoioOnoio 61N dpacTikn ovoia 1} 6 KAmolo amd T £KO0YA TOV AVUPEPOVTUL GTNV
Topaypapo 6.1.

4.4 E10kég TPOEIOOTOMGELS KO TPOPVAAEES KATE TN Y(p1jo



Iyvnioowdtro

Ipokeévov va Bertiwbel 1 yvnAacudTnTo TV PLOAOYIKMV QOPUIKEVTIKOY TPOIOVI®V, TO GVOUQ
Kol 0 aplOpog TOPTIONG TOL YOPYOVLEVOL PAPLLAKOV TPETEL VO, KATAYPAPETAL L€ COPVELQL.

Yrepevarchnoio

Onwc 6g 6A0 T0 TPOTEIVIKA TPOTOVTU EVOOPAEPLOC YPNOTG, EVOEYETAL VO TAPOVGLUGTOVY GAAEPYIKOD
TOTOV avTIdpacelg vepevarctnciog. To Nuwiq mepiéyet iyvn TpoTEVOY KLTTAPOV avOpdITIVOU
Eeviot ektog Tov Topdyovta VIIL Edv eppovicboldv copntdpato vrepevaicnoiog, tpénet va
GLVIOTATOL GTOVG 0.G0eVELS VAL S10KOTTTOVY OUESHC T XPTOT TOL PAPHLOKEVTIKOD TPOTOVTOS KOl VO
EMKOWVMVOLV LE TOV TP TovG. Ot acbeveic Bo TPEMEL VO EVILEPDVOVTOL Y10 TO TPDOULO CT|UEID TV
avTOpdoemv vepevacnaciog Tov meptiapfdavovy e£avOna, yevikevpévn kvidwon, aicOnuo
oVoPiEng tov Bdpaka, cuptyud, vedtacn Kot avaeLAasio.

Xe mepintwon koromAnéiog, Tpémel va epoproleTaL 1) IGYOOLCO LTPIKT TPOKTIKT Y10, TV
AVTILETOTIOT TNG KoTomAn&iag.

AvooToleig

O oyNUOTIGHOC EE0VOETEPOTIKAOV AVTICOUATOV (VUG TOAE®MY) EvavTl ToL Ttapdyovto VIII, etvar pua
YVOOTI EXTAOKT GTNV AVTILETOTIOT] 000eVAOV Ue aipoppodirio A. Avtoi o1 ovaoToAelg eival cuvBmg
avocoopatpives IgG mov KatevBvuvovTal EVOVTIOV TG TPOTNKTIKNG OPACTIKOTNTOS TOV TOPAYOVTO
VIII ko mov ekppaloviot tocotikd o Movadec Bethesda (BU) ava mL mAdopotog, e m yprion tov
TPOTOTONWEVOL TP0GO10p1GH0Y. O Kivouvoc avamtuéng avactoléwv cvoyetiletar pe T cofapdtnta
g vooov, kabmg kat tnv £ékBeon otov mapdyovta VI, énov o kivévvog gival vynAdtepog HEGa GTIG
mpmteg S0 nuépeg £xBeong aAdd cuveyileTon did Biov av kot o kivduvog glvar Oyl GuyvOc.

"Eyxovv mopatnpnbel nepintdoelg emaveppaviong avastoAiéd (Yapniog Tithog) Hetd and oliayn amod
éva mpoidv mapdyovta VIII og dALo mpoiov, oe acheveig mov eiyav Tponyovpuévmg vroPAnbei o
Oepaneia pe meprocdTepo amd 100 nuépeg £kBeonc ot omoiot £OVV TPONYOVUEVO 1GTOPIKO AVATTUENG
AVOOTOAEN. ZUVETMC, GLVICTATOL 1) TPOCEKTIKY TOPUKOAOVONGN OA®MV TV 0.oBeVOY Yo eLLpavion
OVOOTOAE®V PETA aO OTOL0ONTTOTE OAAOYT] TPOIOVTOG.

H A onpacio tg avémrtuéng avactorémv Oo eoptndel omd Tov TITAO TOL AVOGTOAEN, LE TOVG
Voo TOAELS yapmAod TitAov Tov gppavifovtal Tapodikd 1 Tapapévouy POV 6g aUNAoUg TITAOVG
VO GLVIGTOVV YOUNAOTEPO KIVOLVO Y10 OVETAPKT] KAVIKT AVTOTOKPIOT) atd TOLG avOGTOAELG LYNAOD
TitAov.

I'evikd, 6Ao1 o1 aoBeveig mov AapPdavovy Bepameio pe Tpoidvta mov TepiEyovy Tapdyovto tnéng VIII
TPETEL VO, TOPOKOAOLOOVVTAL TPOGEKTIKG, Y10 TNV AVATTVEN OVAGTOAE®V [E KOTAAANAEG KAVIKEG
TOPUTNPNOELS KO EPYAUCTNPLOKES doKIpaGies. Edv dev emtevyBolv To avapevopueva emimeda,
dpaotikdtnrag tov mopdyovta VII oto mAdopo 1 €6v 1 alpoppayio dev EAEYXETAL LE XOPNYNOT TG
KATAAANANG 0OGNC, TPEMEL VO YivEL Uid SOKILOGTO MOTE VO TPOGOIOPIoTEL EGV VTTAPYEL EVOG
avaotoréag Tov mapdyovta VI Ze acOeveig pe vymid exinedo avactoréa, n Oepomeio pe Tapdyovio
VIII pmopet va unv givon amotelecpatiky kot 8o mpénet va AneBodv vdym direg Bepanevtikég
emAoyés. H avtpetodmion avtodv tov acbevav 8o tpénet va kabodnyeitarl amd 1atpods mov diabétovy
EUTELPIO OTNV PPOVTION TNG OUOPPOPIAING KOl € avacTOAElC Tov Tapdyovta VIIIL

Kapdayysiokd coppdvra,

e acbeveig e vPIoTaIEVOLG TaPAYOVTEG KapOLoyYELOKOU KIvOOvov, 1) Bepameio VTOKATAGTACTG LE
FVIII evoéyeton va avénoet tov kapdloyyeloko Kivovvo.

Emmhokéc oyetilduevec pe kabetnpa




Edv amouteiton kevrpucog erePfikog kabetipag (CVAD), Ba mpémel va Anedel vdyn o kivévvog
emmhok®v mov oyetilovrot pe tov CVAD, cuopmeptAapifavoévay TV TOTIK®Y AOUOEEWDY, TNG
Baktnplopiog kKo g OpouPwong oto onpeio Tov kabetnpa.

TMoudwarpikdc TANOvouUoC

Ot avaypa@OUEVEG TPOELOOTOGELG KOl TPOPLAAEELG 1GYDOVY TOGO Y10 TOLG EVAAIKEG OGO KoL Yid. Ta.
ool Kot Toug eenpovcg.

ZNTIUoTo oYETIKA UE To £K00Y 0 (TEPLEKTIKOTNTO GE VATPLO)

Av10 10 PappakeLTIKO TPOidV epLéyet 18,4 mg vatpiov avd eraiido, wov wodvvapel pe 0,92% g
ocuvictopevng and tov [IOY péyiotng nuepniotog TpocAnyng 2 g vatpiov HEG® S10TPoPng, Yio EVay
EVIAIKO.

4.5 Almiemopdocseig pe GAlo QUPUIKEVTIKE TPOTOVTO Kol GAAES popPES arlAnAemiopaong
Agv &povv mpaypotonomel pelétec aAlniemdpaceny pe to Nuwiq.

4.6 Tovipétra, kONon kKo yorovyio

Agv &povv die€ayOel pelétec avamapaywyne o (oo pe tov mapdyovrta VIIL

AdY® NG OTAVIG TEPITTOOTG EUPAVIONG OLLOPPOPIAING A OE Yuvaikes, OV VITAPYEL EUTEIPIO TYETIKA
pe tn xpnon tov mapdyovro VIII katd tn didpkeia Tng eyKLHOGHVNG Kot TOL OnAacov. Xuvenmg, o
napdyovtag VIII npémel va ypnoyLonoteitan katd tn SGpKELN TG EYKLVHOGUVIG Kot TOL Oniacuon
udvo OGOV VIEIKVLTAL GOQMG. AgV VITAPYOLY SLUPESILO DESOUEVA GYETIKE LLE T1) YOVIULOTNTOL.

4.7 Emodpaoeig 6TV IKOVOTNTA 001]Y1|61G KL (ELPICHOD Uy OVI|LATOV

To Nuwiq dev €xet kapia enidpaon oTNV IKOVOTNTO 001 YNONG KOl YEPIGHOD UNyovnHATOV.

4.8 AvemOOunTEg evépyELES

20VoWYT TOL TTPOPIA 0LGPOUAELOC

YrepevaioOnoio 1 aAlepycéc avtidpdoelg (mov umopel va mepthapdvoovv ayyelooidnuo, aicOnua
KGOV Kol ONYHOTOG 6TO ornueio £yyvong, piyn, EEaym, keporodyia, dvOnua, vedtacn, Andapyo,
vavtia, e£dvOnua, avnovyia, Toyvkapdia, cei&io oto othbog, pLovdlacua, Kvidwon,
GUUTEPTAAUPAVOLEVIC TG YEVIKEVIEVN G KVIO®ONC, EETO, GUPLYLO) €YoV TTapatnpnOel ondvia pe
napackevacpoto FVII kot pmopel og opiopéveg meputtmaoelg vo e&elyfobv o soPfapr| avapuiaiio
(mepriapavopévng g KatamAn&iag).

Mmropei vo, epeaviotel avantuén eE0VOETEPOTIKMOV OVTICOUATOV (0VACTOAE®V) o€ aobevels pe
atpoppogiiia A mov giyov vroPAndel og Bepoaneia pe Tapdyovro VI, copureprrapfavorévov Tov
Nuwiq. Edv epgpoviotodv antod tov THmov ot avactoreic, 1 katdotaot 0o exkdnimbel mg avemapknc
KAWVIKT] ovTOTOKPLoT. X€ TETOEG TEPUTTMGELS, GLUVIOTATAL 1] ETOPN UE VAL EIOIKEVUEVO OLUOPPOPIALKO
KEVTPO.

Kotdroyoc avemBountmyv evepysldv 6€ LOPOY TIVOK,

O ax6AovBog ITivaxag 1 elvar cOPE®VOS L TNV Katnyopia opyovikod cuatiuatog (SOC kat eninedo
TPOTIUDIEVOL Opov) TNG Paong dedopévov MedDRA. Ot cuyvotnteg Pacilovion o avagopés and
KAMVIKEG SOKIES e £va oHVOLO 355 LOVOSIKMV GUUUETEXOVTOV [ GOBapT] QLOPPOPIAia A, EK TOV
omoiwv 247 Ntav acbeveig mov eiyav AaPel mponyoduevn Bepaneia (PTPs) kon 108 tav acbeveic mov
dev giyov Aafet mtponyovuevn Bepoameio (PUPs).



H ovyvomta a&loloyeitar ypnoiponot@vtag Ty akdiovdn coufocn: moAd cuyvéic (>1/10), cuyvég
(>1/100 émg <1/10), 6yt suyvég (>1/1.000 mg <1/100), omdvieg (>1/10.000 Emg <1/1.000), TOAH
onavieg (>1/10.000), un yvootég (dev pmopovv va extiundovv pe faon ta dtbéoipo dedopuéva).

Evtog ka0e katnyopiog cuyvoTnTag ELPAVIONG, 01 AVETBVUNTEG EVEPYELEG TTOPATIOEVTOL KOTE
oBivovca celpd coPapdtnToc.

Hivaxkag 1. XvyvotnTto avembountmy EVEPYELAV 68 KMVIKEG PEAETEG

Koatyopia/opyaviké coctnpo AvemOOpunTeg evépyereg YuyvotnTa
oOpeova pue ™ faon
dgoopnévov MedDRA
AlotapoyéG TOU OULLOTOINTIKOV Avapio Oy ovyvéc*
KOl TOL AELLOIKOV GUGTILLOTOG Avactoi Hapdayovta VIII Oyt cvyvég (PTPs)*
IToA0 cvyvég (PUPs)*
Awoppayikn avorpio Oyt cvyvéc*
Awtapoyés Tov avocoromtikod | YmepegvaroOnoio Xuyvéck
GUGTNHUOTOC
AwoTapay£c Tov VELPLKoD Z6én Oyt ouyveéc*
GULOTNLOTOG Kepoararyia Oyt ouyveéc*
MoparcOncio Oyt cvyvéc*
Awotapoyés Tov MTOC Kol TOL Tayyog Oy ovyvéc*
AafopivBov
Alotapoy£C TOV aVATVELGTIKOD Avorvoun Oyt ouyveéc*
GULGTILLOTOC, TOL BMPaKa Kol TOL
uecobwpdxiov
Alotapoyéc TOV YOOTPEVTEPIKOD Enpoactopuio Oy ovyvéc*
ATOpayEC TOL HVOCKEAETIKOD Oocpuaiyia Oyt ouyveéc*
GULGTILOTOG KOl TOVU GUVOETIKOV
1GTOV
Ieviéc dratapayéc kot TTvpegia XuyvécH
KOTAGTACELG TNG 000V yopnynons | @mpokikdg mévog Oyt ouyveéc*
dAeypovn oo onpeio g Oyt ovyvéc*
éveong
IT6vog oto onpeio g éveong | Oyl cvyvéc*
AicOnua kokovyiog Oy ovyvéc*
Hopaxkivikég e€etdioeig ®etikd og U Oyt ovyvéc*
€E0VJETEPOTIKG QVTICOUO
(og PTP)

*Eyovv vmoAoyiotel og 0o0eveic e avemBouunTeg eveépyeles ova cuvolkd aptBud 355 acBevadv KAvikdv
peketdv, 247 ex T@v omoimv givar acBevelg mov Eyovv AdPet mponyovpevn Bepaneio (PTP) kot 108 mov dev
£xovv AaPet mponyovpevn Bepaneio (PUP).

#H cvyvotnro Pocileton og peréteg pe Oha ta mpoidvta FVIII mov nepreldpfavay acbeveic pe cofapn
apoppopiria A. PTPs = acBeveig mov égovv AdPet mponyovpevn Bepaneio, PUPs = acBeveic mov dev £xovv
AdPer mponyoduevn Bepameio

TIeprypaon smdeyuévav avemBountwyv EVEPYEIOV

‘Eva un e€ovdetepatikd avticopo tapdyovto VIII evtomiotnie og évav evilika acBevi (BA. Tlivaxag

1. To delypa eléyyOnie amd TO KEVIPIKO EPYUCTNPLO G OKTM apaldcels. To amotéleoua fray BeTikd
HUOVO 610 GUVTEAESTY apainong 1 Kot o TITAOG T®V OVTICOUAT®V NTOV TOAD YOUNAOS. AVOGTUATIKN
dpdon, 6mwg petpronke and v Tpononompévn avdivon Bethesda, dev aviyvenfnke ce avtdv Tov

aoBevn]. H khvikn amoteAespotikdTnTa Ko 1 in vivo avaktnon tov Nuwiq dev EnnpedcTnKe 6€ QTOV

ToV acOevn.

Toudrorpikde TAnOvoude




H ovyvotnta, o tHmog Kot 1 6oPapodtnTa TV avemBOUNTOV EVEPYEIDY GTA ALY KoL TOVS EQTovg
Bempeiton 6Tt glvat 1010 WG KOl GTOVG EVAAIKEG.

Avopopd mHavorloyoOueEVOV aveTOOUNTOV EVEPYELDY

H avoapopd mBavoroyodevmy avemiBountmy evepyeumy HeTd amd T Yop1yNno” Adelc KUKAOPOpiag
TOV PAPUAKELTIKOD TPOIOVTOC elvar onuavtikn. Emtpénet tn cuveyn mapakoiovdnon g oyéong
0PEAOVG-KIVOUVOL TOVL QOPUAKEVTIKOD TPOTOVTOG. Znteital amd Toug enayyeliaticg vyeiog vo
avaQEPOLY OTOIEGONTOTE TOUVOALOYOVUEVES aVETIOOUNTEG EVEPYEIEG UEG® TOV €0VIKOD GVOTNUATOS
avaQopdg Tov avaypdeetol oto Appendix V

4.9 Ynepdocoroyia

Agv &govv avapepBel TepmTMOGCELG LTEPOOGOLOYING.

5. OAPMAKOAOTI'IKEX IAIOTHTEX
5.1 @oppokodvVoUIKES 1O10TNTES

Doppokobepamentikn katnyopio: Avtiopoppayikd, tapdyovrog miéng aipatog VI, Kwdwog ATC:
B02BDO02.

To ovpmroko mapdyovrag VIII/ mapdyovrag von Willebrand amotedeiton amd dvo popio (mopdyovog
VIII ko tapdyovtag vov Willebrand) pe drapopetikég puaioroyikéc Aettovpyiec. Otov o mapdywmv
VIII eyyéeton g arpnoppo@iiikd acbevn, cuvdéetar e tov mapdyovta von Willebrand otnv
KukAopopia tov acbevi. O evepyonompévog napdyovtas VIII dpa wg cuv-tapdyovas yio tov
gvepyonompévo mapdyovta [X, emraydvoviog tn LETATPOTH) TOL TOPAYOVIQ X GE EVEPYOTOUUEVO
mapdyovta X. O gvepyomomuévog mapdyovtag X petotpénel tnv pobpoufivn o Opoupivn. H
Opoupivn ot cuvérela petaTpénel To vwdoYOvo o vddeg omdTe glvar duvatn 1 dnpovpyio Opoufov.
H opoppogidia A givor @ulocivoetr, KAnpovouikn ducAettovpyia tng TNENG TOL aipatog AOy®
LelopEVveV emmédmv Tov moapayovto, VIIL:C kat £xel og amoTéAEGLA TNV VIOV CLLOPPAYIN OTIC
apOpOCELC, GTOVE PDEC 1| GTO, ECOTEPIKA OPYAVA, EITE QVLTOLOTO 1) MG ATOTEAEG L0 TPAVUATOG OO
aTOYNLO 1 YEPOLPYIKOD TpavaTog. Me T Ogpameio avTIKATACTOONG TO EMIMESO TAAGLOTOS TOV
mapdyovta VII avédvovtat, enttpémoviag g K TOVTOV pid TPOSmPv d1opbman ¢ EAAenyng Tov
napdyovta VI kot d10pOmon Tov apoppaytkdy Ticemy.

EvnAwkog kon epnfBikodc minbvoudc nikiakobd gvpovg 12-65 stov

Tlpogpdlacln
e o kKAMvikn pedémn og 32 evilkeg acbeveic pe cofopn aipopppo@iria A, 1 SIGUECT KATAVAA®MOT)
Nuwiq ywo tpo@Oraén ftav 468,7 IU/kg/unva.

Ocpomeio THS opoppayiog

H didpeon 6661 yio TNV OVILETOTIOT QUOPPAyIKOV enelcodiov frov 33,0 IU/kg yio avtolg Toug
acBeveic mov eAduPavay TPOPLAUKTIKY aymYN. e Kdmolo GAAN KAWIKN peAétr, yopnynonke Oepaneia
Kat' anmaitnon og 22 eVAKeS. LUVOAIKA, aVTILETOTIOTKAY 986 aipoppayucd eTelcodia Le Sidpeon
d0om 30,9 1U/kg. T'evikd, o1 pkpég alopporyieg amottovy EAapp®S YOUNAOTEPT 0001, VA 01
GOPOPATEPEC OTTALTOVV £MC TPEIC POPEC VYNAITEPN ddpecn dOoM.

Elaropurxevuévn mpopovialn

H e&aropukevuévn, Bacilopevn oe papuokokvntikég mapoapétpovg (PK) mpopioraén a&loloynbnke oe
66 acOeveic mov £yovv Adfet Tponyovuevn Bepomeio (PTP) pe coPapn apwoppoeirio A. Metd and pia
1-3 unvaov tvmky eaoT TpoPvraing (d6on kdbe dVo nuépes N 3 popég efdopadiaing), 44 (67%)
acBevelg GAAaEoY S0GOA0YIKO GYNLLA GOLP®VA LE TNV AELOAOYNOT] TOV PUPLOKOKIVITIKOV 1310THTMV
Tovg Kot 40 OAOKANP®GOV TOVE 6 UNVEG TPOPOAAENC COLPOVO, LLE T 00GOA0YIN KOt TO OEPATEVLTIKO
oyMue wov tovg giyet avoredel. Amd avtovg tovg aobeveis, 34 (85%) EraPav Bepaneio 500 popég


http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

eBoopadiaing N kot Arydtepn. 33 (82,5%) acbeveig dev mapovoidoav Kool arpoppayio Kot 36
(90,0%) dev mapovoiboav avtdpatn apoppayia. H péon tiun £ TA g emioog ocuyvotntog
apoppayiav nrav 1,2 £ 3,9 ko péon Ty = TA g d6ong rav 52,2 = 12,2 [U/kg avd €yyvon Kot
99,7 + 25,6 IU/kg avd gfoopddo.

A&loonueiwto gival 1o Yeyovog 0TL T0 £TNC10TOMNIUEVO TOG0GTO atpoppayiag (ABR) dev eivar
GLYKPICIHO OVALEGO GTO OLAPOPO. TUKVE SLHADLLOTA TOV TAPAYOVTO Kol TIG S1APOPEG KAVIKEG LEAETEC.

TMoudwarpikdc TANOvouoC

Koataypdoeniay dedopéva omd 29 mondid petadd 2 kot S etov, 31 moudid petasd 6 kot 12 etdv kot Evay
¢onpPo 14 etdv mov giyov vroPAnOel Tponyovpévag o Bepaneio. H didpeon 066mM avd TpopuAaKTIK)
&yyvon nrav 37,8 IU/kg. Eikoot acbeveic ypnoiponoinoay diduecsg 66ceig avm tov 45 IU/kg. H
dudpeon katavaioorn Nuwiq yio 6komovg Tpo@OAiacng avd pnvae rav 521,9 TU/kg. YynAidtepn
dugpeon do6o1m Nuwiq amoitOnke yio Ty ovVILETOTIOT apoppaytdv o€ madld (43,9 IU/kg) amd 6,1
o€ eviihikeg (33,0 TU/kg), evd vynAdtepn d1dpeor d0om omattOnke Kol Yol TV aVTILETOTION
UETPLOV £00¢C GOPopaV Evavtl TEPLOPIGUEVOV atpoppayiav (78,2 TU/kg évavtt 41,7 IU/kg). Ta
LPIKPOTEPA TALOLE YPELACTNKAV YEVIKA DYNAOTEPES O1dpeceg dOoel; (6-12 étn: 43,9 U/kg, 2-5 étn:
52,6 IU/kg). Ta dedopéva, avtd emifePardbniay Héowm oG Lokpoypoviag mapokoiovdnong 49
TOOLOV Ao avTd, To omoia Elafav Oepameia yio pio emmiéov ddueon nepiodo 30 mepimov unvov
(kvpaiveton amod 9,5 £mg 52 pnvecg), katd ™ ddpKela TG omoiag To 45% TV Tadidv dev
TOPOVCLACHY QVTOLOTN OLLOPPOLYia.

Agdopéva and 108 acbeveic pe cofapn apoppoeiria A (<1% FVIIL:C) mov dev eiyov AdPet
wponyovuevn Bepaneio, KOToypaOnKaY GE [0 TPOOTTIKT OVOIKTH KAWVIKY OOKIUT. TNV TAEOVOTNTA
TOV ac0evdV 1 TPOPLAAKTIKT ay®Yn EEKIVINGE LETA TNV EULPAVIGT] TOL TPATOV CLUOPPUYIKOD
€MEI00010V OV amattovoe Bepameia.

52 ®@appoxoxiviTikES 1016TNTES

EviAikoc minbuoudc

Mivakog 2. @appoxokivitTikég TtapapeTpor Tov Nuwiq (6601: S0 IU/KE) o evijlikes a60gveis pe
cofapn) arpoppo@riio A ov giyav mponyovuévag vrofinoci oc Oepareio (Mikia 18-65 etav) (n
=20)

DopROKOKIVITIKN Xpopoyovikn pédodog
TOPAUETPOS Méon Ty = TA Awdpecog (e0pog)
AUC (hr*IU/mL) 22,6 £ 8,0 22,3 (8,4 —38,1)
T (hr) 14,7+ 10,4 12,5 (5,4 — 55,6)
IVR (%/1U/kg) 2,5+04 2,5(1,7-3,2)

CL (mL/hr/kg) 30+1,2 2,7(1,5-6,4)

AUC = EpPadév kdto amd v Kopmoin (FVIIL:C), T, = Tehkdg xpovog nuiceiog (ong,
IVR = Avéntkn in vivo avaktnor, CL = KdBapon, TA = Tomikn andkiion

Mivakog 3. @appoxokivitTikég TapapeTpot Tov Nuwiq (6001: 50 IU/KE) o€ maowd nikiog 6 £mg
12 gtV pe cofapn) aypoppo@irio A wov giyav vropindsi Tponyovuévag o Oepansio (n = 12)

DopROKOKIVITIKI Xpopoyovikn pé0odog
TOPAUETPOS Méon Ty = TA Awdpecog (e0pog)
AUC (hr*IU/mL) 13,2+£3,4 12,8 (7,8 = 19,1)
T (hr) 10,0+ 1,9 9,9 (7,6 — 14,1)
IVR (%/1U/kg) 1,9+ 04 1,9 (1,2-2,6)

CL (mL/hr/kg) 43+1,2 4,2(2,8-6,9)

AUC = EpPadév kdto amd v Kopmoin (FVIIL:C), T, = Tehkdg xpovog nuiceiog (ong,

IVR = Avéntkn in vivo avakmon, CL = KéBapon, TA = Tomkn andxiion




Mivakog 4. @appoxokivTikég TapapeTpor Tov Nuwiq (6001: 50 IU/KE) o€ maowd nikiog 2 £mg
5 v pe cofapi arpnoppoiria A mov giyay vrofin0si Tponyovuéveg og Bepaneio (n = 13)

DopROKOKIVITIKI Xpopoyovikn pé00dog
TOPANETPOS Méon Tiufp = TA Awdpnecog (£0poc)
AUC (hr*IU/mL) 11,753 10,5 (4,9 — 23.8)
T\, (hr) 9,5+33 8,2(4,3-173)
IVR (%/1U/kg) 1,9+£0,3 1,8(1,5-2,4)

CL (mL/hr/kg) 54+24 5,1(2,3-10,9)

AUC = EpPadov katm arnd v kapumOdn (FVIILC), T, = Telkdg ypdvog nuiceiag {ong,
IVR = Avéntwkn in vivo avéxtnon, CL = KéBapon, TA = Tomikn| andkhion

Toudrorpikde TAnOvoude

Onoc givar yvooto and t Bipioypaeia, n nuiceia {ong oy xapunAotepn o€ pikpd moidid omd 0,11
o€ eviAkeg ko 1 KaBapor vynAidtep, YEYOVOS TO 0010 EVOEYETAL LEPIKMS VOL OPEIAETAL GTOV, MG
YVOGTOV, VYNAGTEPO GYKO TAAGHOTOG 0va kg copaticon Bapovg oe vedtepovg acbeveic.

Yroouddec mpoocapuoyne fapovc

Mivakag 5. @appoxoxivyTikég TapapeTpor Tov Nuwiq pe tposappoyn papovg (66on: 50 IU/kE)
o€ evijMkeg ao0eveig pe cofapn aipoppoiria A mov iyav Tponyovpivog vrofinosi o
Ogpancio (nlaxio 18-65 etdv) (n = 20)

D opROKOKIVITIKI XHvoro ®voloroyiko YnépPapor Hoyvoapkor
TOPANETPOS (n=20) Papog (n=14) (n=4) (n=2)
Méon Tiun = TA ypopoyevikig pedédov
AUC (hr*IU/mL) | 22,6+8.,0 20,4 +£6,9 24,9 +£8,9 33,5+6,5
T, (hr) 14,7+ 10,4 14,7+ 12,1 13,4 +5,9 17,2 £4,8
IVR (%/IU/kg) 2,5+04 2,4+04 2,7+04 2,8+0,3
CL (mL/hr/kg) 3,0+1,2 32+1,3 2,610 1,8+ 04

Awdpuecog (e0poc) ypopoyevikig pehdddov

AUC (h*IU/mL) | 22,3 (84-38,1) [212(84-32,6) |23,3(17,4-355) | 33,5(28,9—38,1)

Tin (hr) 12,5(54-556) | 123(54-556) | 11,2(93-22,0) | 17,2 (13,8 20,6)
VR (%/IU/kg) 2,5(1,7-32) 24(1,7-3,1) 2,8(23-32) 2,8 (2,6 3.,0)
CL (mL/hr/kg) 2,7 (1,5 64) 2,8(1,7—6,4) 2,5(1,6-3,7) 1,8(1,5-2,0)

Dvcloloyikod Bapog: AME 18.5-25 kg/m?, YrépBapor: AME 25-30 kg/m?, Tlaybdoapkot: AMZ > 30
kg/m?, TA = Tomkn amdkiion

5.3 IIpoxlvikd dogdopéva Yo TNV a6QIAELN

2T TPOKAVIKEG HeléTeg, To Nuwiq (p1GILOTOMONKE Yio TV AGQOAN KOl OTOTEAEGLOTIKN
OTOKOTACTACT TNG AUOCTACNG GE OLULOPPOPIAIKOVG 6KOAOVG. To&koloyikég pedéteg £de1&av OTL T
TOTIKN EVOOPAEPLL YOPNYNOT KoL 1) GLOTNUIKT £KOECT NTAV KUAG AVEKTEG GE EPYAOTIPLOKA
nelpopatélmo (rovtikio Kot KuvopoAdyot mtibnkot).

E1dkéc peléteg pakpoypoviag emavelAnUUEVNG XOPNYNONS, OTTMG LEAETES TOSIKOTNTOG OVOTOPAY®OYNS,
1POVIOC TOEIKOTNTOG Kal KAPKIVOYEVESN G, 0ev £xovv ote&ayOel pe to Nuwiq, e&attiog g
avVocoaVTIOPaoNG G ETEPOLOYEG TPMTEIVEG G€ OO Ta U avOpdTIva €101 ONAXCTIK®V.

Agv &yovv devepynbei ueréteg oyetikd pe evoeyouevn petoriacloydvo dpaomn tov Nuwiq.

Ex vivo a&lohoynoelg pe ypnon evog EUTOPIKoD KIT ovAADGNG Y10. TV TOGOTIKOTOINGT TG OTOKPIOTG
tov Kuttdpaov T og Bepamevtikéc npwteives £de1&av YouUnAd Kivouvo ovoGoyoviKOTNTAS.

6. OAPMAKEYTIKEX ITAHPO®OPIEX



6.1 Katdroyog ekdoymv

Kovic

Zakyopoln

XAwplovyo vartplo

Awodpikd yAmprovyo acPEcTIo
YopoyAmpikn apywivn
Awodpikd Kitpikd vaTplo
ITolo&apépn 188

Awdvng
Evéoipo 6omp
6.2 AocvupatétnTeg

EMeiyel peketdv oyetikd pe t cvuPoatdmra, To mapov QApUOKEVLTIKO TPOidV OgV TPEMEL VA
OVOUELYVOETOL LE GANO POPUOKEVTIKG TPOIOVTOL.

[Ipémel va ypnoipomoleitol LOvo To TOPEYOUEVO GET £VEGNG, O10TL UTOPEl va onuelmdel amotuyia g
Oepaneiog mg cvvéneia amoppoPnong Tov avlpmdmrvov mapdayovto mEng VIII ot ecmtepikég
EMPAVELEG OPICUEVAOV GLGKEVAV EVECTG.

6.3 Awpkera Long

Mn avoryuévo @laAidto

2 xpovia

Koatd ™ didpreta tov ypdvov {ong, To mpoiov pumopel va puAiaydei o Beppokpacio dmopatiov (g
25°C) yw pia pepovopévn mepiodo mn onoia dev vepPaivet tov 1 uva. Eedcov to pappokentikd
TPO1oV Pyet ekTdC Yoyeiov, dev TPEMEL VoL EMOTPEPETAL 6TO Yuyeio. Kataypdwyte 6T0 KovTi TOVL
TPOidVTOC TOV YPOVO Evapéne g eOAaENG oe Beprokpacio dopatiov.

Metd v ovaovoTaon

"Eyxet amoderyfel 0T o1 ynuiKég Kot pUOIKEG 1WO10TNTEG KOTA TN (PNOT) TOV TPoidvVTog eival oTabepic yia
24 mpeg og Beppokpacio dmpoTiov.

A6 PiKpoPloAoyikng amOWE®MG, TO TPOIOV TPEMEL VO, YPTCLLOTOLEITAL OUESMG LETE TNV 0VOCVGTAGCT).
Edwv dev ypnoyomonBei apécmg, ot xpovot kot ot cuvinkeg OAAENS TPV Ao T Yp1on Eival otV
gvbvvn tov ypnot.

Awnpeite 10 avacvotaféy didhvua o€ Oeppokpacio douation. Mnv yhyete LETA TNV AVAGVGTOOT).

6.4 Iowitepeg Tpo@LAGEELS KOTE TN PVAXEN TOV TPOidVTOG
dvidcoete og yoyeio (2 °C — 8 °C).
Mnv katoyoyete.

DuAdcceTe TO PLOAISIO GTNY OPYIKT GCVCKELAGIO Y10 VO TPOGTOTEVETOL OO TO POG.

[No ™ eOraén oe Beppoxpacio dwpatiov Kot TIG GLVONKEG JOTAPNONG LETA TNV OVAGVGTAGT] TOV
QOPUAKEVTIKOD TPOiOVTOG, PA. TOpdypapo 6.3.



6.5

DVHo1 KOl GUGTATIKA TOV TEPLEKTT

Xe kd0e cvokevooia TEPIEYOVTAL:

6.6

1 laAido kévewg pe 250, 500, 1000, 1500, 2000, 2500, 3000 © 4000 IU simoctocog alfa og
£vaL YOAAMVO QLOATSI0 TUTTOL 1, KAEIGUEVO LE ETKOAVUUEVO TN EICYDPNONG AT
BpopofoutuoiKd eAACTIKO KO COPAYICUEVO LE OTOCTMUEVO TAOO GAOVLVIOV

AwAdmg: 1 mpoyeuopévrn cuptyya omd Boplomupttiko yvaAl Tov mepiéyel 2,5 mL evécion
0d0T0C

1 amooTeEPOUEVOC TPOGAPUOYENS PLOALSIOV Yia avachoTtaon pe 1 Pehdva tetolovdo Kot 2
TOAVOTILOL OAKOOAT|G

Iowaitepeg TPOPVAGEELS UOPPLYNS Kol AAAOS YELPLGUOS

H xovic Oa Tpémetl va avacvotabel povo pe tov mapexopevo dtaadn (2,5 mL evéoipov ¥0aTog) e
¥PTON TOL TAPEYOUEVOL GET EveonG. To QLaAidlo Tpémel va meploTpaPel ELappd domov va dtoAvdel
OAN M KOVIC. Metd v avachotoot, To dtlvpa Oo Tpémel va petapepbel ticm ot cvptyya.

To avacvoTabév QuprokenTikd TPoioy Oa TPEmel va EAEYXETAL OTTTIKG Y10 COUOTIOW Kot
ATOYPOUATIGUO TPV amd TN xopnynon. To avacvotadéy opuakenTikd Tpoidv ival v StanyEg,
ypopo didAvpa, xopic Eéva copatidla, pe i pH 6,5 émg 7,5. Mnv ypnoytonoieite Ta dtodvpoto
mov mopovstalovv BorepdtnTa N ilnua.

Odnyiec TOPOOKEVNC KOl YOPNYNONS

1. Ag@note T o0ptyya Tov SOAVTN (evESO VOWP) Kal TNV KOVL 6TO KAEIGTO PLOAIOL0 VO

neptEABovv og Beppokpacio dopatiov. Avtd pmopel va yivel KpaTtdVTAG To GTIG TAAAUES COG,
(MOTE VO, ATOKTNGOLY TNV 1010 Ogprokpacio e avtég. Mnv ypnoponoteite daleg uebddovg yo
va Beppdvete To PLOAISI0 Ko TNV TPoYEUIoUEVT cOptyyo. Avti 1 Bepuokpacio O Tpémet va
St pnBet katd v ovacHoToo.

AQo1pECTE TO AMTOCTMUEVO TAACTIKO TMWUO OO TO PLUAISIO TG KOVEWMGS, Y10, VO OOKOAV(QOET
TO KEVIPIKO UEPOG TOV EAAGTIKOD TMUATOG EICYDOPNONG. Mnv apaipeite To ykpilo Tdpa
E10YMPNONG N TOV UETAAAKO SOKTOALO YOP® GO TO EMAV® UEPOG TOV PLOALSIOV.

3. ZkovuTioTte T0 EMAV® PEPOC TOV PLOALSIOV HE EVOL TOADTTIO OAKOOANG. APNOTE TV AAKOOAN VOl

GTEYVAOOEL.



HEKOAANGTE TO YAPTIVO KAAVLLO OTO T1] CUGKELOGIO TOV TPOSAPUOYEN PLoALdiov. Mnv
OPULPECETE TOV TPOGUPUOYEN GO T1] GUGKEVAGIOL.

—

TomoBetrote TO PLOAIdI0 PE TNV KOVL O€ Lo eninedn emupdvela kal kpatnote to. Ildpte ™
GLOKELOCIO TOV TPOCAPUOYEX KOl TOTODETNOTE TOV TPOGAPLOYEN TOV PLOALSIOL TAV® amd TO
KEVTIPO TOL EANGTIKOD TOUATOG EIGYDPTONG TOV PloAldiov kovews. [Tiéote atabepd
GLOKEVAGIN TOV TPOCAUPLOYEN, DGTOL 1| AKION TOV TPOCAPLOYEN VO SLOTEPAGEL TO TMLLOL
gloydpnone. O TpocaployEns KAEWMOVEL 6TO PLaAid0, 6Tav OAOKANP®OEL 0 TO.




6. EeKOAMOTE TO YAPTIVO KAAVULO OO TN GLOKELVAGIN TPOYEUIoUEVNG cvptyyoc. [Tidote To
éuPoro amd v akpn Kot unv oyyilete v dTpakto. XvvOECTE TO KOYAWTO AKPO TOL ERPOAOD
070 £UPoro NG cvpryyag Tov daAvtr. [lepiotpéyte To EUPoro mpog Ta dekld, domoL va
VIOOETE EAVPPE aVTIOTACT).

7. Amoomndote 10 TAAGTIKO TPOGTATELTIKO GKPO amd T cVpLyyd Le To SAVTN Toakilovtog To
SATPNTO TUNLA TOV TOUATOS. MnV ayyileTe TO E6OTEPIKO TOL TMOLOTOG 1] TO AKPO TNG
ovpryyas. Edv to dilvpa dev ypnoiponombel apéowmc, KAEIOTE TN YELUGUEVT] GUPLYYO. LLE TO
TAOGTIKO TPOGTUTELTIKO AKPO, Y10, VO TNV OoONKEVLCETE.

"*--...____h_

8.  AQaipEoTe TN GLOKEVOGIO TOL TPOCUPLOYED KOl OTOPPIYTE TNV.




9. Zuvdééote otabepd TN cVPLYYO TOL SLOADTH GTOV TPOGAPUOYEN TOV PLUALOIOD TEPIOTPEPOVTUC
POG Ta, 0€E18, MOTOL VO VIDGETE OVTIOTOON.

10. Eyybote apyd 6’0 tov S10h0Tn 6710 PloAidto kévewmc, melovtag to Euforo.

11. Xopic vo apalpéceTe T GOPLYYO, AVOKIVIIGTE OTOAN 1] GTPUPOYLPICTE UEPIKEG POPEG TO
@LoAid10, Yo va dtodhdoete TNV kKOVL. Mnv tpavtdlete. [epiuévere va daAvBel evteddg n
KOVIC.

12. Kévte ontikd éleyyo Tov TEAKOD SoADUATOG Yo TUYXOV copatidln Tpy arnd ) yoprnynon. To
StdAvpa TpEmEL va givarn S100YES Kot Gyp®Oo, YOPIc 0paTd copatidln. Mnv ypnouonoleite ta
StoAdpata mov Tapovstdlovy BoiepdtnTa i inua.



13. Avamodoyvpiote 10 QLOAISI0 TOL EIVOL TPOGAPTNLLEVO GTN GVPLYYO KO OVTIANOTE apYa TO
TeMK6 ddAvpa péoa otn cvpryyo. BeBaimbeite 6T1 6A0 TO TEPLEYOLEVO TOL PLOIAISIOV EYEL
petapepbei atn ovpryya.

14. ATOoGUVOEDTE TN GLPLYYO OO TOV TPOCUPUOYED TOV PLIAIIIOL TEPIOTPEPOVTOS TTPOG TO.
aploTepd Kol amoppiyTe To KeEVO QLOAISLO.

15. To dudvua £xel TapacKELAOTEL Yo dpeon xpnor. Mnv PUxeTE.

16. KaBapiote to onueio ¢ £veong pe €va TOAOTIO0 OAKOOANG.

17. Tlpocaptote T0 TAPEXOEVO GET EVEGNG GTI GUPLYYOL.
TonoBetnote TN Peddva Tov oeT £veong oty emAeyuévn eAERa. Edv £xete ypnoyomomoet
OLLOCTOTIKN TOLVio Y10l VO, EVTOTGETE EVKOAOTEPQ T1 PAEPA, OPOLPESTE TNV OLOCTOTIKY
tavio Tpv EEKIVIGTE TNV €VECT] TOL OLOADLLOTOG,.
Agv mpénet va el6€A0EL aiplo PEGO GT G0PLYYa, AGY® TOL KIVOHVOL oYNUATIGHOD Bpopupav
W®S0LG.

18. Eiodyete 10 d16Avpa ot OAEPa e younAn taydnta, oyl peyodvtepn amd 4 mL ava Aemnto.

Edv ypnoponoteite mepiocdtepa and Eva roiidio kOvewc yio. pio Oepomeio, pmopeite vo
YPTOULOTOGETE Kot TAAL TNV 1010l Bedova yio TV éveon. O mpocapproyéac elaildiov katl 1 chplyya
glvon piag yprioemg povo.

Kda0g aypnoiponointo eapuokevtikd Tpoidv 1| VIOAEWUN TPETEL VO OTOPPITTETAL GOUPDVOL LE TIG
KOTO TOTOVG 1GYVOVGES GYETIKES SLOTAEELS.

7. KATOXOX THX AAEIAY KYKAO®OPIAX

Octapharma AB

Lars Forssells gata 23
112 75 Stockholm
Yovnodia

8. APIOMOZXZ( OI) AAEIAYX KYKAO®OPIAX

EU/1/14/936/001
EU/1/14/936/002
EU/1/14/936/003
EU/1/14/936/004
EU/1/14/936/005
EU/1/14/936/006
EU/1/14/936/007
EU/1/14/936/008



9. HMEPOMHNIA ITPQTHXY EI'KPIXHYX/ANANEQYHYX THX AAEIAX

Huepounvia mpdng €ykpiong: 22 IovAiov 2014
Huepounvia tehevtaiog avavémonc: 26 Amptiiov 2019

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Aentopepeic TANpoeopieg Yio 10 TapdV POPUUKEVTIKO TPOoidV gival d1BEGIEG GTOV SIKTLAKO TOTO
tov Evpaomnaikov Opyoviopod Gapudkov: http:/www.ema.europa.cu.



http://www.ema.europa.eu/

ITAPAPTHMA 11

MAPAXKEYAXTHX(EZ) THE (TQN) BIOAOTIKQX
APAXTIKHE(QN) OYZIAL(QN) KAI TAPAZKEYAXTHXE(EX)
YHEY®YNOX(OI) I'A THN AHOAEEMEYZH TQN HAPTIAQN

OPOI'H IIEPIOPIXMOI XXETIKA ME TH AIAOGEXH KAI TH
XPHXH

AAAOI OPOI KAI AITAITHZEIX THX AAEIAY KYKAO®OPIAX
OPOI'H IIEPIOPIXMOI XXETIKA ME THN AX®AAH KAI

AMMOTEAEXZMATIKH XPHXH TOY ®APMAKEYTIKOY
MPOIONTOX



A. HAPAXKEYAXTHX(EX) THX(TQN) BIOAOI'IKQXE APAXTIKHE(QN) OYXIAX(QN)
KAI ITAPAXKEYAXTHXE(EY) YIIEYOYNOX(OI) I'TA THN AITIOAEXMEYXH TQN
IMAPTIAQN

‘Ovopa kot dtevfuvon tov(tev) tapaokevaoti(@v) te(tmv) Blroroyikdc dpaoTiknc(®dv) ovoiac(dv)

Octapharma AB

Lars Forssells gata 23
112 75 Stockholm
Zoundia

‘Ovopa kot dtevfuvon Tov(tev) tapoaokevaoti(@v) Tov givor vtevHuvoc(ol) Yo TNV aTodEGUEVCT) TOV
ToPTId®V

Octapharma AB

Lars Forssells gata 23
112 75 Stockholm
Youndia

B. OPOI'H IEPIOPIXMOI XXETIKA ME TH AIAGEXH KAI TH XPHXH

DoppokevTikd Tpoidv yia 10 onoio amarteitan meplopiopévn ttpikn cvvroyn (PA. mapdptnpa I:
[epiAnym 1ov Xopaktnpiotikedv tov [Ipoidvtog, mapdypapoc 4.2).

' AAAOI OPOI KAI AITAITHXZEIX THX AAEIAY. KYKAO®OPIAYX
. Ex0¢oe1g meprodikic mapakorovdnong g acpaieias (PSURs)

Ot amortioetg yio v vofoin tov PSURS yuo 10 gv Adym @appakevtiko mpoiov opilovton
GTOV KOTAAOYO LE TIG NHepounvieg avaeopdg g Evoong (katdhoyog EURD) mov mapatifeton
oV Tapdypapo 7, tov apBpov 107y, g odnyiag 2001/83/EK kot kaOe emakdlovdng
EMKALPOTOINONG OTMG OMLOGIEVETAL GTIV EVPMOTOIKT SIKTVOKT) TOAT] Y10, TO, QAP

A.  OPOI'H IIEPIOPIXMOI XXETIKA ME THN AX®AAH KAI AIIOTEAEEMATIKH
XPHZIH TOY ®APMAKEYTIKOY ITPOIONTOX

. Yyé0r0 owaygiprong Kivovvov (XAK)

O Kdroyog Adetag Kvkhogpopiag (KAK) Ba die&aydyet Tig amattodpeveg SpactnplotnTes Kot
TOPEUPAGELS PUPUOKOETAYPVOTVIIONG OGS Tapovotdlovtal 6to cupeovndéy XAK mov
mapovctdletar otnv evotnta 1.8.2 g doelog KukAopopiog Kol 0olecdNTOTE ETAKOAOVOES
gykekpiuéveg avabempnoeig tov TAK.

‘Eva emucoporompévo LAK Oa mpénet va kototebei:
e Metd and aitnua tov Evponaikod Opyaviopot @apudkmv,
e Onotednmote TPOmOTOLEiTAL TO COGTNHA JlaXEIPLONG KIVOVUVOL, EOIKA (O OOTELEGLLOL AYNG
VE®V TANPOPOPIDV TOV UTOPOVY VO ETLPEPOVY GTIUAVTIKT GAAXYT) GTN GYECT] 0QEAOVC-KIVOHVOL
N ©¢ 0TOTELESUA TNG EMITEVLENG EVOC GNUAVTIKOD 0POGTLOL (PAPUOKOETOYPOTVIOT 1)
glayiotomoinon Kivévvov).



ITAPAPTHMA 111

ENNIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX



A. ENIIXHMANXH



ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EEZQTEPIKO KOYTI

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Nuwiq 250 IU 6vig Kot S10ADTNG Y10l EVEGIIO SLOAV 0L
simoctocog alfa (avacuvvovacpévog avBpdmivog mapdyovrog méng VIII)

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

1 @loAido koévemg mepiéyel 250 IU simoctocog alfa (100 IU/mL petd v avacvotaot).

3. KATAAOTI'OX EKAOXQN

"Exdoya: Zakyapoln, yAoptovyo vaTplo, Swdptkd yAmplovyo acPEsTo, VOPOYAMPIKN apyvivn,
PO KITPIKO VATPlo, Toroauépn 188
INao nepartépo mTAnpogopieg d1fdcte T0 GOALO 0O YLDV YPNONG.

4. DOAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Kovig ko dtoAvTng yio evésyio didAvpa

1 proAidio kévews, 1 Tpoyepuopévn ovpryya pe 2,5 mL evéoyov vdatog, 1 Tpocappoyéag eraidiov,
1 Behdva metahohda, 2 TOAVTIO OAKOOATG

‘ 5. TPOITIOX KAI OAOX(OI) XOPHI'HXHX

Awfaote T0 PUALO 0ONYIOV XPNOTG TPV O TN YPNOT.
T evooAEPia ypiion petd v avacHoToot).

6. EIAIKH ITPOEIAOIIOIHEH XYM ®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
ITPOION ITPEITEI NA ®YAAXXETAI *E OEXH THN OITIOIA AEN BAEIMTOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na puidcoetal o€ BEom, TNV onoia dev PAETOLY Kot dev Tpooeyyilovy Ta TALdd.

| 7. AAAH(EX) EIAIKH(EX) TPOEIAOTIOIHZH(EIE), EAN EINAI ATAPAITHTH(EX)

‘ 8. HMEPOMHNIA AHEHX

EXP



9. EIAIKEX XYNOHKEX OYAAZEHX

DdvAdocete o€ Yyouyeio. Mnv Katayvyete. DVAACGETE TO PLOAIOIO GTNV APYIKT) GLCKELOGIO Y10 VO
TPOGTATEVETAL OO TO PG,

Mmnopei va puAaydei oe Beppokpacio dmopatiov (Eog 25°C) yia pio pepovouévn tepiodo £mg kot 1
pnva.

Bynke and 1o yoyeio:

10. JAIAITEPEX IPO®YAAZEEIX I'TA THN ATIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHHOAEIMMATQN I10Y ITIPOEPXONTAI ATIIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAETAY KYKAO®OPIAX

Octapharma AB

Lars Forssells gata 23
112 75 Stockholm
Zoundia

12. APIOMOZ(OI) AAEIAYX KYKAO®OPIAX

EU/1/14/936/001

13. APIOMOZX ITAPTIAAX

Lot

‘ 14. TENIKH KATATAZH I'TA TH AIAOGEXH

‘ 15. OAHI'IEX XPHXHX

‘ 16. ITAHPO®OPIEX XE BRAILLE

Nuwiq 250

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

A160106TOTOC YPOUU®TOS KDdKAG (2D) mov pépel Tov TEPIANPOEVTO LOVOITKO OVOyVOPIOTIKO KOOIKO.

18. MONAAIKOX ANAT'NQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC
SN



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

OIAAIAIO KONEQX

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

Nuwiq 250 IU k6vig yio evEGLo dtdAv
simoctocog alfa (avacvvdvacuévog avBpanivog mapdyovtag méng VII)
IMo evdoAEPLa xprion LETA TNV AVOGVGTOCT).

‘ 2. TPOIIOX XOPHI'HXHX

‘ 3. HMEPOMHNIA AHEHX

EXP

4. APIOMOZX ITAPTIAAX

Lot

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

| 6. AAAA ITOIXEIA

Aoyotomo Octapharma



ENAEIZEIX TIOY IIPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EEZQTEPIKO KOYTI

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Nuwiq 500 IU x6vig Kot S10ADTNG Y10l EVEGIUO SLOAV 0L
simoctocog alfa (avacuvvovacuévog avBpdnivog mapdyovtog méng VIII)

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

1 @loAido kdvemg mepiéyel 500 IU simoctocog alfa (200 IU/mL petd v avacvotao).

3. KATAAOTI'OX EKAOXQN

"Exdoya: Zakyapoln, yAoptovyo vaTplo, Stwdptkd yAmplovyo acPEsTo, VOPOYAMPIKNY apyvivn,
PO KITPIKO VATPlo, Toroauépn 188
INao nepartépo mTAnpogopieg d1fdcte T0 GOAAO 0O YLDV YPNONG.

4. DOAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Kovig kot dtoAvTng yio evésyio didAvpa

1 proAidio kévews, 1 Tpoyepuopévn ovpryya pe 2,5 mL evéoyov vdatog, 1 Tpocappoyéag eraidiov,
1 Behdva metahohda, 2 TOAVTIO OAKOOATG

‘ 5. TPOITIOX KAI OAOX(OI) XOPHI'HXHX

Awfaote T0 PUALO 0ONYIOV XPNOTG TPV O TN YPNOT.
T evooAEPia ypiion petd v avacHoTooT).

6. EIAIKH ITPOEIAOIIOIHEH XYM ®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
ITPOION ITPEITEI NA ®YAAXXETAI *E OEXH THN OITIOIA AEN BAEIMTOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na pvidooetal o€ BEom, TV onoia dev PAETOLY Kot dev Tpooeyyilovv Ta TALdd.

| 7. AAAH(EX) EIAIKH(EX) TPOEIAOTIOIHZH(EIE), EAN EINAI ATAPAITHTH(EX)

‘ 8. HMEPOMHNIA AHEHX

EXP



9. EIAIKEX XYNOHKEX OYAAZEHX

DdvAdocete o€ Yyouyeio. Mnv Katayvyete. DVAACGETE TO PLOAIOIO GTNV APYIKT) GLCKELOGIO Y10 VO
TPOGTATEVETAL OO TO PG,

Mmnopei va puAaydei oe Beppokpacio dmopatiov (Eog 25°C) yia pio pepovouévn tepiodo £mg kot 1
pnva.

Bynke and to yoyeio:

10. JAIAITEPEX IPO®YAAZEEIX I'TA THN ATIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHOAEIMMATQN I10Y ITIPOEPXONTAI ATIIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAETAY KYKAO®OPIAX

Octapharma AB

Lars Forssells gata 23
112 75 Stockholm
Zoundia

12. APIOMOZ(OI) AAEIAYX KYKAO®OPIAX

EU/1/14/936/002

13. APIOMOZX ITAPTIAAX

Lot

‘ 14. TENIKH KATATAZH I'TA TH AIAOEXH

‘ 15. OAHI'IEX XPHXHX

‘ 16. ITAHPO®OPIEX XE BRAILLE

Nuwiq 500

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

A160106TOTOC YPOUU®TOS KDdKAG (2D) mov pépel Tov TEPIANPOEVTO LOVOITKO OVOyVOPIOTIKO KOOIKO.

18. MONAAIKOX ANAI'NQPIETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC
SN



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

OIAAIAIO KONEQX

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

Nuwiq 500 IU kévic yo evésiuo dtdAvpa
simoctocog alfa (avacvvdvacuévog avBpanivog mapdyovtag méng VII)
T evooAEPLa ypiion petd v avacHoTooT).

‘ 2. TPOIIOX XOPHI'HXHX

‘ 3. HMEPOMHNIA AHEHX

EXP

4. APIOMOZX ITAPTIAAX

Lot

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

| 6.  AAAA TTOIXEIA

Aoyotomo Octapharma



ENAEIZEIX TIOY IIPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EEZQTEPIKO KOYTI

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Nuwiq 1000 IU kévig kot Stahdtng yio eVEGILLO ddAv 0L
simoctocog alfa (avacuvvovacuévog avBpdmivog mapdyovtog éng VIII)

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

1 @loAido kdvemg mepiéyel 1000 IU simoctocog alfa (400 IU/mL petd tnv avacdotoon).

3. KATAAOTI'OX EKAOXQN

"Exdoya: Zakyapoln, yAoptovyo vaTplo, Stwdptkd yAmplovyo acPEsTo, VOPOYAMPIKN apyvivn,
PO KITPIKO VATPlo, Toroauépn 188
INao nepartépo mTAnpogopieg d1fdcte T0 GOAAO 0O YLDV YPNONG.

4. DOAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Kovig ko dtoAvTng yio evésyio didAvpa

1 proAidio kévews, 1 Tpoyepuopévn ovpryya pe 2,5 mL evéoyov vdatog, 1 Tpocappoyéag eraitdiov,
1 Behdva metahohda, 2 TOAVTIO OAKOOATG

‘ 5. TPOITIOX KAI OAOX(OI) XOPHI'HXHX

Awfaote T0 PUALO 0ONYIOV XPNOTG TPV O TN YPNOT.
T evooAEPia ypiion petd v avacHoToot).

6. EIAIKH ITPOEIAOIIOIHEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
ITPOION ITPEITEI NA ®YAAXXETAI *E OEXH THN OITIOIA AEN BAEIMTOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na pvidooetal o€ BEom, TV onoia dev PAETOLY Kot dev Tpooeyyilovv Ta TALdd.

| 7. AAAH(EX) EIAIKH(EX) TPOEIAOTIOIHZH(EIE), EAN EINAI ATAPAITHTH(EX)

‘ 8. HMEPOMHNIA AHEZHX

EXP



9. EIAIKEX XYNOHKEX OYAAZEHX

DdvAdocete o€ Yyouyeio. Mnv Katayvyete. DVAACGETE TO PLOAIOIO GTNV APYIKT) GLCKELOGIO Y10 VO
TPOGTATEVETAL OO TO PG,

Mmnopei va puAaydei oe Beppokpacio dmpatiov (Eog 25°C) yia pio pepovouévn tepiodo £mg kot 1
punva.

Bynke and to yuyeio:

10. JAIAITEPEX IPO®YAAZEEIX I'TA THN ATIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHHOAEIMMATQN I10Y ITIPOEPXONTAI ATIIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAETAY KYKAO®OPIAX

Octapharma AB

Lars Forssells gata 23
112 75 Stockholm
Zoundia

12. APIOMOZ(OI) AAEIAYX KYKAO®OPIAX

EU/1/14/936/003

13. APIOMOZX ITAPTIAAX

Lot

‘ 14. TENIKH KATATAZH I'TA TH AIAOGEXH

‘ 15. OAHI'IEX XPHXHX

‘ 16. ITAHPO®OPIEX XE BRAILLE

Nuwiq 1000

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOXZ TPAMMQTOX
KQAIKAX (2D)

A160106TOTOC YPOUU®TOS KDdKAG (2D) mov pépel Tov TEPIANPOEVTO LOVOITKO OVOyVOPIOTIKO KOOIKO.

18. MONAAIKOX ANAT'NQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC
SN



EAAXIXTEX ENAEIZEIX TIOY IPEITEI NA ANAI'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

OIAAIAIO KONEQX

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

Nuwiq 1000 IU k6vig yio evéoipo dtddlopo
simoctocog alfa (avacvvdvacuévog avBpdnivog mapdyovtag méng VII)
T evooAEPLa ypiion petd v avacHoTooT).

‘ 2. TPOIIOX XOPHI'HXHX

‘ 3. HMEPOMHNIA AHEHX

EXP

4. APIOMOZX ITAPTIAAX

Lot

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

| 6.  AAAA TTOIXEIA

Aoyotomo Octapharma



ENAEIZEIX [TIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EEZQTEPIKO KOYTI

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Nuwiq 1500 IU kévig kot Stahdng yio eVEGILLO dtdAv 0L
simoctocog alfa (avacuvvovacpévog avBpdmivog mapdyovrog méng VIII)

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

1 @loAido kdvemg mepiéyel 1500 IU simoctocog alfa (600 IU/mL petd v avacdotoon).

3. KATAAOTI'OX EKAOXQN

"Exdoya: Zakyapoln, yAoptovyo vaTplo, Swdptkd yAmplovyo acPEsTo, VOPOYAMPIKN apyvivn,
PO KITPIKO VATPlo, Toroauépn 188
INao nepartépo mTAnpogopieg d1fdcte T0 GOAAO 0O YLDV YPNONG.

4. DOAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Kovig ko dtoAvTng yio evésyio didAvpa

1 proAidio kévews, 1 Tpoyepuopévn ovpryya pe 2,5 mL evéoyov vdatog, 1 Tpocappoyéag eraidiov,
1 Behdva metahohda, 2 TOAVTIO OAKOOATG

‘ 5. TPOITIOX KAI OAOX(OI) XOPHI'HXHX

Awfaote T0 PUALO 0ONYIOV XPNOTG TPV O TN YPNOT.
T evooAEPia ypiion petd v avacHoToot).

6. EIAIKH ITPOEIAOIIOIHEH XYM ®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
ITPOION ITPEITEI NA ®YAAXXETAI *E OEXH THN OITIOIA AEN BAEIMTOYN KAI
AEN ITPOZETITIZOYN TA ITAIAIA

Na pvidooetal o€ BEom, TV onoia dev PAETOLY Kot dev Tpooeyyilovv Ta TALdd.

| 7. AAAH(EX) EIAIKH(EX) TPOEIAOTIOIHZH(EIE), EAN EINAI ATAPAITHTH(EX)

‘ 8. HMEPOMHNIA AHEHX

EXP



9. EIAIKEX XYNOHKEX OYAAZEHX

DdvAdocete o€ Yyouyeio. Mnv Katayvyete. DVAACGETE TO PLOAIOIO GTNV APYIKT) CLCKELOGIO Y10 VO
TPOGTATEVETAL OO TO PG,

Mmnopei va puAaydei oe Beppokpacio dmopatiov (Eng 25°C) yia pio pepovouévn tepiodo £mg Kot
1 pfva.

Bynke and 1o yoyeio:

10. TAIAITEPEX TIPO®YAAZEEIX I'TA THN ATIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHHOAEIMMATQN I10Y ITIPOEPXONTAI ATIIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAETAY KYKAO®OPIAX

Octapharma AB

Lars Forssells gata 23
112 75 Stockholm
Zoundia

12. APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/14/936/008

13. APIOMOZX ITAPTIAAX

Lot

‘ 14. TENIKH KATATAZH I'TA TH AIAOGEXH

‘ 15. OAHI'IEX XPHXHX

‘ 16. ITAHPO®OPIEX XE BRAILLE

Nuwiq 1500

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

A160106T0TOC YPOUU®TOS KddKAG (2D) mTov gépel Tov TEPIANPOEVTO LOVOITIKO aVOyVOPIOTIKO KOOKO.

18. MONAAIKOX ANAT'NQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC
SN



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

OIAAIAIO KONEQX

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

Nuwiq 1500 IU k6vig yio evéoipo dtddlopo
simoctocog alfa (avacvvdvacuévog avBpanivog mapdyovtag méng VII)
T evooAEPLa ypiion petd v avacHoTooT).

‘ 2. TPOIIOX XOPHI'HXHX

‘ 3. HMEPOMHNIA AHEHX

EXP

4. APIOMOZX ITAPTIAAX

Lot

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

| 6.  AAAA TTOIXEIA

Aoyotomo Octapharma



ENAEIZEIX TIOY IIPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EEZQTEPIKO KOYTI

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Nuwiq 2000 IU kévig kot StahdTng Yo eVEGILO ddAv 0L
simoctocog alfa (avacuvvovacpévog avBpdmivog mapdyovrog méng VIII)

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

1 @loAido kdvemg mepiéyel 2000 IU simoctocog alfa (800 IU/mL petd v avacdotoon).

3. KATAAOTI'OX EKAOXQN

"Exdoya: Zakyapoln, yAoptovyo vaTplo, Swdptkd yAmplovyo acPEsTo, VOPOYAMPIKN apyvivn,
PO KITPIKO VATPlo, Toroauépn 188
INao nepartépo mTAnpogopieg d1fdcte T0 GOAAO 0O YLDV YPNONG.

4. DOAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Kovig ko dtoAvTng yio evésyio didAvpa

1 proAidio kévews, 1 Tpoyepuopévn ovpryya pe 2,5 mL evéoyov vdatog, 1 Tpocappoyéag eraidiov,
1 Behdva metahohda, 2 TOAVTIO OAKOOATG

‘ 5. TPOITIOX KAI OAOX(OI) XOPHI'HXHX

Awfaote T0 PUALO 0ONYIOV XPNOTG TPV O TN YPNOT.
T evooAEPia ypiion petd v avacHoToot).

6. EIAIKH ITPOEIAOIIOIHEH XYM ®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
ITPOION ITPEITEI NA ®YAAXXETAI *E OEXH THN OITIOIA AEN BAEIMTOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na pvidooetal o€ BEom, TV onoia dev PAETOLY Kot dev Tpooeyyilovv Ta TALdd.

| 7. AAAH(EX) EIAIKH(EX) TPOEIAOTIOIHZH(EIE), EAN EINAI ATAPAITHTH(EX)

‘ 8. HMEPOMHNIA AHEHX

EXP



9. EIAIKEX XYNOHKEX OYAAZEHX

DdvAdocete o€ Yyouyeio. Mnv Katayvyete. DVAACGETE TO PLOAIOIO GTNV APYIKT) GLCKELOGIO Y10 VO
TPOGTATEVETAL OO TO PG,

Mmnopei va puAaydei oe Beppokpacio dmpatiov (Eog 25°C) yia pio pepovouévn tepiodo £mg kot 1
pnva.

Bynke and 1o yoyeio:

10. JAIAITEPEX IPO®YAAZEEIX I'TA THN ATIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHHOAEIMMATQN I10Y ITPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAETAY KYKAO®OPIAX

Octapharma AB

Lars Forssells gata 23
112 75 Stockholm
Zoundia

12. APIOMOZ(OI) AAEIAYX KYKAO®OPIAX

EU/1/14/936/004

13. APIOMOZX ITAPTIAAX

Lot

‘ 14. TENIKH KATATAZH I'TA TH AIAOEXH

‘ 15. OAHI'IEX XPHXHX

‘ 16. ITAHPO®OPIEX XE BRAILLE

Nuwiq 2000

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

A160106T0TOC YPOUU®TOS KddKAG (2D) mTov pépel Tov TEPIANPOEVTO LOVOITKO aVOyVOPIOTIKO KOOIKO.

18. MONAAIKOX ANAT'NQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC
SN



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

OIAAIAIO KONEQX

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

Nuwiq 2000 IU k6vig yio evéoipo dtddlvpo
simoctocog alfa (avacvvdvacuévog avBpanivog mapdyovtag méng VII)
T evooAEPLa ypiion petd v avacHoTooT).

‘ 2. TPOIIOX XOPHI'HXHX

‘ 3. HMEPOMHNIA AHEHX

EXP

4. APIOMOZX ITAPTIAAX

Lot

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

| 6.  AAAA TTOIXEIA

Aoyotomo Octapharma



ENAEIZEIX TIOY IIPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EEZQTEPIKO KOYTI

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Nuwiq 2500 IU kévig kot Stahdng Yo eVEGILUO dtdAv 0L
simoctocog alfa (avacuvvovacpévog avBpdmivog mapdyovrog méng VIII)

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

1 @loAido kdvewg mepiéyel 2500 IU simoctocog alfa (1000 IU/mL petd v avacvotaoct).

3. KATAAOTI'OX EKAOXQN

"Exdoya: Zakyapoln, yAoptovyo vaTplo, Stwdptkd yAmplovyo acBEsTo, VOPOYAMPIKNY apyvivn,
PO KITPIKO VATPlo, ToroEauépn 188
INao nepartépo TAnpoeopieg d1fdcte T0 POALO 0ONYLDV YPNONG.

4. DOAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Kovig ko dtoAvTng yio evésyio didAvpa

1 proAidio kévews, 1 Tpoyepuopévn ovpryya pe 2,5 mL evésyov vdatog, 1 Tpocappoyéag eraidiov,
1 Behdva metahohda, 2 TOAVTIO OAKOOATG

‘ 5. TPOITIOX KAI OAOX(OI) XOPHI'HXHX

Awfaote T0 PUALO 0ONYIOV XPNOTG TPV O TN YPNOT.
T evooAEPia ypiion petd v avacHoToot).

6. EIAIKH ITPOEIAOIIOIHEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
ITPOION ITPEITEI NA ®YAAXXETAI *E OEXH THN OITIOIA AEN BAEIMTOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na pvidooetal o€ BEom, TV onoia dev PAETOLY Kot dev Tpooeyyilovv Ta TALdd.

‘ 7. AAAH(EY) EIAIKH(EX) ITPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)

‘ 8. HMEPOMHNIA AHEHX

EXP



9. EIAIKEX XYNOHKEX OYAAZEHX

DdvAdocete o€ Yyouyeio. Mnv Katayvyete. DVAACGETE TO PLOAIOIO GTNV APYIKT) GLCKELOGIO Y10 VO
TPOGTATEVETAL OO TO PG,

Mmnopei va puAaydei oe Beppokpacio dmopatiov (Eog 25°C) yia pio pepovouévn tepiodo £mg kot 1
pnva.

Bynke and 1o yoyeio:

10. JAIAITEPEX IPO®YAAZEEIX I'TA THN ATIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHHOAEIMMATQN I10Y ITIPOEPXONTAI ATIIO AYTA, EOOXON AITAITEITAI

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

Octapharma AB

Lars Forssells gata 23
112 75 Stockholm
Zoundia

12. APIOMOZ(OI) AAEIAYX KYKAO®OPIAX

EU/1/14/936/005

13. APIOMOZX ITAPTIAAX

Lot

‘ 14. TENIKH KATATAZH I'TA TH AIAOGEXH

‘ 15. OAHI'IEX XPHXHX

‘ 16. TTAHPO®OPIEX XE BRAILLE

Nuwiq 2500

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

A160106TOTOC YPOUU®TOS KDdKAG (2D) mov pépel Tov TEPIANPOEVTO LOVOITKO OVOyVOPIOTIKO KOOIKO.

18. MONAAIKOX ANAT'NQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC
SN



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

OIAAIAIO KONEQX

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

Nuwiq 2500 IU k6vig yio evéoipo dtddlvpo
simoctocog alfa (avacvvdvacuévog avlpanivog mapdyovtag méng VII)
T evooAEPLa ypiion petd v avacHoTooT).

‘ 2. TPOIIOX XOPHI'HXHX

‘ 3. HMEPOMHNIA AHEHX

EXP

4. APIOMOZX ITAPTIAAX

Lot

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

| 6.  AAAA TTOIXEIA

Aoyotomo Octapharma



ENAEIZEIX IOY IIPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EEZQTEPIKO KOYTI

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Nuwiq 3000 IU kévig kot Stahdtng Yo eVEGIUO dtdAv 0L
simoctocog alfa (avacuvvovacpévog avBpdmivog mapdyovrog méng VIII)

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

1 @roAido kdévewg mepiéyel 3000 IU simoctocog alfa (1200 IU/mL petd v avacvotaoct).

3. KATAAOTI'OX EKAOXQN

"Exdoya: Zakyapoln, yAoptovyo vaTplo, Swdptkd yAmplovyo acPEsTo, VOPOYAMPIKN apyvivn,
PO KITPIKO VATPlo, Toroauépn 188
INao nepartépo mTAnpogopieg d1fdcte T0 GOAAO 0O YLDV YPNONG.

4. DOAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Kovig ko dtoAvTng yio evésyio didAvpa

1 proAidio kévews, 1 Tpoyepuopévn ovpryya pe 2,5 mL evéoyov vdatog, 1 Tpocappoyéag eraidiov,
1 Behdva metahohda, 2 TOAVTIO OAKOOATG

‘ 5. TPOITIOX KAI OAOX(OI) XOPHI'HXHX

Awfaote T0 PUALO 0ONYIOV XPNOTG TPV O TN YPNOT.
T evooAEPia ypiion petd v avacHoToot).

6. EIAIKH ITPOEIAOIIOIHEH XYM ®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
ITPOION ITPEITEI NA ®YAAXXETAI *E OEXH THN OITIOIA AEN BAEITOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na pvidooetal o€ BEom, TV onoia dev PAETOLY Kot dev Tpooeyyilovv Ta TALdd.

| 7. AAAH(EX) EIAIKH(EX) TPOEIAOTIOIHZH(EIE), EAN EINAI ATAPAITHTH(EX)

‘ 8. HMEPOMHNIA AHEHX

EXP



9. EIAIKEX XYNOHKEX OYAAZEHX

DdvAdocete o€ Yyouyeio. Mnv Katayvyete. DVAACGETE TO PLOAIOIO GTNV APYIKT) GLCKELOGIO Y10 VO
TPOGTATEVETAL OO TO PG,

Mmnopei va puAaydei oe Beppokpacio dmpatiov (Eog 25°C) yia pio pepovouévn tepiodo £mg kot 1
pnva.

Bynke and 1o yoyeio:

10. JAIAITEPEX IPO®YAAZEEIX I'TA THN ATIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHHOAEIMMATQN I10Y ITIPOEPXONTAI ATIIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAETAY KYKAO®OPIAX

Octapharma AB

Lars Forssells gata 23
112 75 Stockholm
Zoundia

12. APIOMOZ(OI) AAEIAYX KYKAO®OPIAX

EU/1/14/936/006

13. APIOMOZX ITAPTIAAX

Lot

‘ 14. TENIKH KATATAZH I'TA TH AIAOGEXH

‘ 15. OAHI'IEX XPHXHX

‘ 16. ITAHPO®OPIEX XE BRAILLE

Nuwiq 3000

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

A160106TOTOC YPOUU®TOS KDdKAG (2D) mov pépel Tov TEPIANPOEVTO LOVOITKO OVOyVOPIOTIKO KOOIKO.

18. MONAAIKOX ANAT'NQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC
SN



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

OIAAIAIO KONEQX

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

Nuwiq 3000 IU k6vig yio evéoipo dtddlopo
simoctocog alfa (avacvvdvacuévog avBpanivog mapdyovtag méng VII)
T evooAEPLa ypiion petd v avacHoTooT).

‘ 2. TPOIIOX XOPHI'HXHX

‘ 3. HMEPOMHNIA AHEHX

EXP

4. APIOMOZX ITAPTIAAX

Lot

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

| 6.  AAAA TTOIXEIA

Aoyotomo Octapharma



ENAEIZEIX TIOY IIPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EEZQTEPIKO KOYTI

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Nuwiq 4000 IU kévig kot Stahdtng Yo eVEGILLO dtdAv 0L
simoctocog alfa (avacuvvovacpévog avBpdmivog mapdyovrog méng VIII)

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

1 @loAido kdvemg mepiéyel 4000 IU simoctocog alfa (1600 IU/mL petd v avacvotaoct).

3. KATAAOTI'OX EKAOXQN

"Exdoya: Zakyapoln, yAoptovyo vaTplo, Swdptkd yAmplovyo acPEsTo, VOPOYAMPIKN apyvivn,
PO KITPIKO VATPlo, Toroauépn 188
INao nepartépo mTAnpogopieg d1fdcte T0 GOAAO 0O YLDV YPNONG.

4. DOAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Kovig ko dtoAvTng yio evésyio didAvpa

1 proAidio kévews, 1 Tpoyepuopévn ovpryya pe 2,5 mL evéoyov vdatog, 1 Tpocappoyéag eraidiov,
1 Behdva metahohda, 2 TOAVTIO OAKOOATG

‘ 5. TPOITIOX KAI OAOX(OI) XOPHI'HXHX

Awfaote T0 PUALO 0INYIOV XPNOTG TPV O TN YPNOT).
T evooAEPia ypiion petd v avacHoToot).

6. EIAIKH ITPOEIAOIIOIHEH XYM ®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
ITPOION ITPEITEI NA ®YAAXXETAI *E OEXH THN OITIOIA AEN BAEIMTOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na pvidocoetal o€ BEom, TV onoia dev PAETOLY Kot dev Tpooeyyilovv Ta TALddL.

| 7. AAAH(EX) EIAIKH(EX) TPOEIAOTIOIHZH(EIE), EAN EINAI ATAPAITHTH(EX)

‘ 8. HMEPOMHNIA AHEHX

EXP



9. EIAIKEX XYNOHKEX OYAAZEHX

DdvAdocete o€ Yyouyeio. Mnv Katayvyete. DVAACGETE TO PLOAIOIO GTNV APYIKT) GLOKELOGIO Y10 VO
TPOGTATEVETAL OO TO PG,

Mmnopei va puAaydei oe Beppokpacio dmopatiov (Eog 25°C) yia pio pepovouévn tepiodo £mg kot 1
pnva.

Bynke and 1o yoyeio:

10. TAIAITEPEX IPO®YAAZEEIX I'TA THN ATIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHHOAEIMMATQN I10Y ITIPOEPXONTAI ATIIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAETAY KYKAO®OPIAX

Octapharma AB

Lars Forssells gata 23
112 75 Stockholm
Zoundia

12. APIOMOZ(OI) AAEIAYX KYKAO®OPIAX

EU/1/14/936/007

13. APIOMOZX ITAPTIAAX

Lot

‘ 14. TENIKH KATATAZH I'TA TH AIAOGEXH

‘ 15. OAHI'IEX XPHXHX

‘ 16. ITAHPO®OPIEX XE BRAILLE

Nuwiq 4000

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

A16106T0TOC YPOUUU®TOS KddKAG (2D) Tov gépel Tov TEPIANPOEVTO LOVOITKO aVOyVOPIOTIKO KOOIKO.

18. MONAAIKOX ANAT'NQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC
SN



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

OIAAIAIO KONEQX

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

Nuwiq 4000 IU k6vig yio evéoipo dtddlvpo
simoctocog alfa (avacvvdvacuévog avBpanivog mapdyovtag méng VII)
T evooAEPLa ypiion petd v avacHoTooT).

‘ 2. TPOIIOX XOPHI'HXHX

‘ 3. HMEPOMHNIA AHEHX

EXP

4. APIOMOZX ITAPTIAAX

Lot

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

| 6.  AAAA TTOIXEIA

Aoyotomo Octapharma



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

INPOI'EMIXMENH XYPIITA ME 2,5 ML ENEXIMO YAQP

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

AloAOTNG Y10 To Nuwiq
Evéoipo 6omp

‘ 2. TPOIIOX XOPHI'HXHX

‘ 3. HMEPOMHNIA AHEZHX

EXP

4. APIOMOZX ITAPTIAAX

Lot

5. HEPIEXOMENO KATA BAPOZX, KAT' OI'KO 'H KATA MONAAA

2,5mL

6. AAAA YTOIXEIA




B. PYAAO OAHI'TQN XPHXHX



@vAro ooV piong: IIAnpogopics yra Tov yprjot

Nuwiq 250 IU kévig kot S1oA0TNG Y10 EVESLHO d1dAvpd,
Nuwiq 500 IU kévig kot S1oA0TNG Y10 EvESLHO d1dAvp,
Nuwiq 1000 IU k6vig Kot O10ADTNG Y10 EVEGLHO SLAAVNO,
Nuwiq 1500 IU k6vig Kot O10ADTIG Y10 EVEGLHO SLAAVNO.
Nuwiq 2000 IU kévig kot 610A0TNG Y10 evEoLHo dtaivpa
Nuwiq 2500 IU k6vig Kot O10ADTIG Y0 EVEGLHO OLAAVNO,
Nuwiq 3000 IU k6vig Kot O10ADTNG Y0 EVEGLHO SLAAVNO,
Nuwiq 4000 IU kévig ka1 610A0TNG Y10 evEoHo draivpa
simoctocog alfa (avaocvvovacuévog avBpomivog mapdyovtag méng VIII)

AP acTe TPOGEKTIKA 0AOKAN PO TO PVAAO 0ONYIAOV YP1|CNG TPV UPYICETE VU YP1CLUOTOLEITE GVTO

T0 QAPROKO, O1OTL TEPLAGUPAVEL ONUAVTIKES TANPOPOPIES Y10 GUS.

- DuAGETE VTO TO PUALO 00N YDV ¥p1ioNS. Towg ypetaotel va To droPfdoete Eavd.

- Edv éxete mepartépo amopieg, poNoTE TOV Y10TPO GOG.

- H ovvtayn yia avtd 10 approko yopnynnke amokAEloTIKA Yio 60G. Agv TPEMEL VO SDGETE TO
@apuraKo o€ GAAOVC. Mmopel va Tovg TPOKAAEGEL BAAPT], OKOUO KoL OTOV TO GUUTTOUOTO TNG
aoBéveldc Toug ivar 1010 e ToL OIKA OaG.

- Edv mopatnpnoete kamoo avemBountm evépyeln, EVIIEPDOGTE TOV Y1OTPO GOG. AVTO 1oYDEL Kot
v K60 mThavn avemBOUNTN EVEPYELD TTOV JEV OVAPEPETOL GTO TAPOV PVAAO 00T YLDV YPNHONG.
B\éne mopdypago 4.

T epréyel 1o mapoév UAA0 00N YLOV

T efvon To Nuwiq kou o givo 1 xprion tov

T mpéner va yvopilete mpv ypnoponomoete to Nuwiq
[ag va ypnoomomoete to Nuwiq

[MBavég avemBOunTeg evépyeteg

Iog va puidaocoete o Nuwiq

[epreydpeva g cvokevaciog Kot AOTEC TANPOPOpPieg

AR

1. Th givan To Nuwiq kon wowe givan 1 (pfon tov

To Nuwiq mepiéyet ) dpactikn ovcia avacvvovacuévog avlpmmivog mapdyovtag méEng VIII
(simoctocog alfa). O mapdyovtag VIII eivan amapaitntog yio 1o oynuoaticpud Opoupfov kot 1o
oTapATNU TNG apoppayiac. Xe acOeveic pe apoppo@iria A (cvyyevig avemdpketo topayovro VIII),
o mapdyovtag VIII Aeimer 1) dev Aertovpyel cwotd.

To Nuwiq avtwkafiotd tov anoévia mapdyovia VIII ko ypnowponoeiton yio ™ Oepameio kot v
TPOANYN NG arpoppayiag oe acbeveic pe apoppopiiion A. Mropei va ypnoiporoindel yio OAeC TiC
NMKIOKES KOTIYOPIEC.

2. Tvapéner va yvopilete Tpiv (pnoiponomoete 10 Nuwiq

Mnyv ypnorpomonjoete To Nuwiq
e o¢ mepintwon ailepyiag otn dpacTikn ovsia simoctocog alfa 1 o omolodnmote GALO amd TaL
GLGTOTIKA OLTOV TOV PUPUAKOL (avapEéPovTal GTNV Tapdypapo 6).
Edv éxete appifolrisg yi 'ovtd, poTAOTE TOV Y1ATPO GOGC.

[pogdomomosic ko TpoPLAGEES
AmevBuvieite oTov Y10Tpd GO TPV ¥PNOYOTOMGETE TOo NUuwiq.



Yrdpyet pio omdvia mBavoTnTa Vo ELEOVIGETE LI OVAQUAOKTIKTY avTidpaon (Lo coPapn, Eoaevikn
oAAepyKn avtidpaocmn) oto Nuwiq. Oa mpémel va €loTe EVILEPOL Y10 TA TPOILO CTLLELN TOV
OAAEPYIKOV aVTIOPACE®V, OTMG OVLTEG TTOL AVAPEPOVTOL GTNV TTapdypapo 4 "ArAepyucég avtidpdoelc”.
AV TapovC14GETE OTOL0ONTOTE OO OVTA TOL GUUTTOUATO, CTOUOTNOTE AUECHG TV EVEST Kot
EMKOWVOVNOTE [LE TOV Y1TPO GOC.

O oYMUOTICUOG AVACTOAE®V (AVTICOUAT®V) EIVOL 10 YVOOTY] EXUTAOKT TOV UTOPEL VAL TAPOVCIOCTEL
Katd T ddpkela TnG Bepomeiog pe OAa to phpuaka Tov tepiEyovy Iapdyovta VIII. Avtoi ot
OVOGTOAELS, E01KA 6€ VYNAG emimeda, dgv emitpémovy otr Oepameio vo Ae1Tovpynoel GOGTA Kol EGEIG
1N 10 moudi oag Oa Tapoakorlovbeiote TPOGEKTIKA Y10 TVXOV OVATTLEN AVTOV TV avacToAéwy. Edv n
aloppayic cog 1 arpoppayic Tov ToudloL cog Oev EAEYXETAL e TO NUuwiq, EVIUEPDOTE AUECHS TOV
YiaTpd GOG.

Kapduyyeioxd coppdvta
e acbeveig e vEIoTaIEVOLG TOPAYOVTEG KapOLoyYELOKOU KIvOOvov, 1) Bepameio VTOKATAGTACTG LE
FVIII evdéyetar va avéncet Tov kapdlayyelokd Kivouvo.

Emumhokéc oyetildueveg pe kabetnpa

Edv yperaleote kevipkd erePucod kabetipa (CVAD), Ba tpénet vo Aappdvetor vmoyr o Kivouvog
emmlokmv wov oyetilovran pe tov CVAD, copmeptlopfovouévov Tmv ToTiK®v AUGEEDY, TNG
mapovsiog Paktnpdiny oto aipa kot tng OpouPmong oto onueio epapproyng ToL KabeTpa.

Eivon onpovtikd vo katoypdeetot o aptBpodc maptidag tov Nuwiq coc.

"Eto1, k40e popd mov AopPavete pia véa cuokevacio Nuwiq, SnUEIDCTE TNV NUEPOUN VIR KoL TOV
apBpd moptidoc (mov avaypdeetal 6T GVCKELOGIN LETA TNV EVOEIEn {Lot}) kol pLAGETE QVTEC TIG
TANPOPOPIEC G€ ACPUAES LEPOG.

Alro @appoxa kor Nuwiq
Evnuepmote tov yiatpd Gog eV ¥pNCILOTTOLEITE, £XETE TPOGPATO. YPNCULOTOMGEL 1] LWITOPEL vaL
YPTOULOTOUGETE GAA PAPLLOKDL.

Kinon kot Oniaopdg
Edv giote éykvog 1 Onialete, vopilete 0tL umopei va €iote £ykvog 1 xe01ALETE VO ATOKTHOETE T,
{ntmote ™ GLUPOVAT| TOL YHTPOV GOG TPV TAPETE AVTO TO PAPLLAKO.

Oonynon ko yEPLoROS PNy avnpdTmv
To Nuwiq dev €yet kapia enidpaon oTNV IKOVOTNTO 001 YNONG KOl XEPIGHOD UNYovnHATOV.

To Nuwiq mepréyer vaTpro

To eappaxo ovtd mepiéyet 18,4 mg vatpiov (kHplo cuotatikd payepikov/emTpanéilov dAoTog) o
Ka0e Qrarido. Avtd wwodvvapet pe 1o 0,92% NG CLVICTOUEVNG LLEYIOTNG NUEPTIOLOG TPOCANYNG
vaTpiov UE TNV SLoTpoT Y10, EVOV EVIALKAL.

3. Ilog va ypnopomomacete To Nuwiq

H Oepaneia pe 1o Nuwiq Ba yopnynfet and éva yiatpo mov dwabétel eumeipia otn epovtida achevov
pe oupoppogiriia A. Ilavrtote va ypnoyomoieite avtd 10 PAPUAKO COUP®VA LE TIG 0dNYiES TOL Y10TPOoD
M 10V vocokopov cag. Edv £xete aupipolrieg, potnote Tov ylotpd 1| TOV VOGOKOUO GOC.

To Nuwiq cuviiBwmg yopnyeital pe éveon péoa o pio eAEPa (evooprefimg) and Tov yiotpd 6og 1M and
VOGOKOWO, 01 01Toiol d1abétouy gumeipia oty Qpovtida achevav pe apoppopiria A. Enione, uropeite
gogig N Kamolog dAlog va yopnynoete 1o Nuwiq g €veor), 0ALG LOVO PETA OO EXAPKN EKTAIOEVOT).

O y1atpdc oag Ba voroyicetl T d6om Tov Nuwiq (og debveig povéadeg = IU) avaroya pe v
KATAOTOON GOG KOl TO COUATIKO oG Papoc, Kabmg Kot avaAioya pe to edv Ba ypnoiporondet yio tnv
Tponyn N ) Bepaneio g apoppayiag. To méco cuyvd yperdleote éveon, Ba eEaptnBel amd 10 TOGO



omoteleopatiko ivor To Nuwiq yuo coc. Zovibwmg, 1 Oepomeio g arpoppopiriog A amoteAel
Oepancio ep” dpov Lmng.

poinyn oipopparyiog

H ovviiBng 66om tov Nuwiq eivar 20 €wg 40 TU ava kg copatikov fapovg, yopnyoduevn kabe 2 €mg 3
nuépeg. QoT060, e PEPIKEC TEPITTAOCELS, 1010iTEPA GE VEOTEPOLS 0obevelg, umopel va givat
OTOPOLTNTEG IO GUYVEG EVEGELS 1 LYNAOTEPEG DOGELC.

Avtipetomion apoppayiog

H 8601 tov Nuwiq voioyiletan avéAoya pe To copatikd Bapog kot ta enineda mapdyovia VIII wov
nmpénel va emtevyBovv. Ta emdiwkopeva enineda yio Tov Tapdyovto VIII Ba eEaptnBodv amd
coPapotnta Kot 1o onpeio e apoppayiog.

Edv éyete v evidmmon 6t 1 dpdor tov Nuwiq eivor avemapknig, EVUEPOOTE ToV Y1Tpd oag. O
Ytpog cag Oa S1evepyNoEL TOVG KATAAANAOVG EPYAGTNPLOKODS EAEYYOVGS, MGTE VO, SIAGPUAICEL OTL
éxete enopkn enineda mopdyovra VIIL Avtd eivar diaitepa onpovtikd o€ mepintmon cofapng

YEPOLPYIKNG ETMEUPACTC.

Aocbeveic mov avanticoovv avactoreic Tov mapdyovta VIII

Edv o mapdyovtog VIII tov mAdopotdc cog dev gBdoel 6T avapevoueva, emineda e To Nuwiq 1 €dv 1
oopparyio eV EAEYYETOL IKAVOTOINTIKE, AVTO UTOPEL VOL OPEILETOL GTIV OVATTVEN OVAGTOAEWV TOV
mapdyovta VIIL Avtd Ba eleyyBel amd Tov yatpd coc. [TiBavdv va yperacteite vyniotepn ddon
Nuwig 1 Kt éva S10popeTIKO TPOTOV Y10 TOV EAEYYO TOV ALLOPPAYIDV. MV avEaveTe T GUVOAIKN
8001 tov Nuwiq yio Tov EAeyy0 NG apoppayiog cog, xwpig va cupPovAevteite TOV YI0TPO GOG.

Xp1on o€ Ta1o1d Ko Ep1ovg

O tpdmog ypnong tov Nuwiq o€ modid kot eprifoug dev Sapépet amd ToV TPOTO XPNONG TOV GE
evnAkec. Emelon ta mpoidvta mapdyovta VIII pmopel va ypeidletal va yopnyovvial cuyvotepa G
o1 Kot N Povg, evogyeTal Vo KoTaoTel avaykaio 1 epapUoyn evOog KEVIPIKOD QAEPIKOL kabethpa
(CVAD).

Eadv ypnowpomomcere peyorvtepn 00061 Nuwiq oo TNV KOVOVIKY)
Agv &rovv avapepBel cupuntopata vrepdocoroyiac. Eqv &xete yopnynoet peyorvtepn 66omn Nuwiq
oo TNV KOVOVIKY], EVIUEPDGTE TOV YUTPO GOG.

Eav Eeydoete va ypnopomooete 0 Nuwiq
Mnv tdpete SmAR 6001 Yo v avOTANPOGETE T 060m Tov Eeydoate. [1apte Trv emodpevn d6om
opECME KOl cLVEYIOTE O GLVIGTATOL ATt TOV Y1UTPO GOC.

Edv otapatijoete va (pnoipomroreite To Nuwiq
Mnv ctopatioete vo, ypnoonoteite To Nuwiq yopig vo cuppovievteite Tov yioutpd Gog.

Edv &yete meprocdtepeg EpOTNGELS GYETIKA LLE TN XPTOT] CVTOV TOV PUPUAKOV, POTNGTE TOV YLOTPO
o0G.

4. IMBavéc avemOBOuNTES EVEPYELEG

Onwg 6ha Ta eAppaKa, £TGL KOL GVTO TO PAPUAKO UTOPEL VO TPOKAAEGEL AVETIOOUNTEC EVEPYELES, OV
Kot 6gv Tapovctdlovtal 6 GAOLG TOVG AvEPMOTOLG.

HopoxkareioTe vo SLOKOWYETE APECMG TN YPNGT GVTOV TOL PUPRAKOV KLl VO {NTNGETE ENELYOVTOG

o Tpikt} ovpuPovin av:

- TOPUTNPICETE COUTTAOUATO AAAEPYIKDOV AVIIOPAGEDV
Ot aAdepykég avTidpaoelg umopel va meptapfavovy e&dvOnua, Toueode, kvidwon
(kvnoumdeg eEavOnua), uUTEPTAAUPAVOUEVIC TG YEVIKELUEVTG KVIO®OT|G, TPNEUO TV
YEMDV Kot TG YADOGWS, S0oTvola, cuptypd, oepi&o oto otnfog, £peto, avnovyia, xounin



aptnplokn mieon kot COAN. Avtd T0 GUUTTONOTO PToPEl va givor ToL TPOSPOLLO GUUTTMLOTO,
€VOG avaQLAOKTIKOD coK. Edv eppaviotodv coPapéc, Eapvikég aAAepYIKES (OVOPLANKTIKEC)
avTOPAcELS (TOAD GTAVIES: UTOopEl Vo TopovctlacToby o€ £m¢ 1 atovg 10.000 avBpodmovg), 1
€veon TPEMEL VoL SIOKOTEL AUECHC, KL TPETEL VOL EMKOVMOVINGETE AUECHOC LE TOV YIOTPO GO,
Ta cofapd cuuntdpate amattovy dueon enciyovso Bepamneio.

- TOPATPNGETE OTL TO QAPNOKO TOVEL VO AELTOVPYEL 66T (N dpoppayic 0V 6TORATA 1)
yiveTal ovyvi))
Mo moudid ko epMPoug wov dev giyav Tponyovpuévmg vroPAnbei oe Oepameia pe EAappOKa TOV
nepéyovv Iapdayovra VI, pmopel va oynuoatiotodv avticouato, avactoréov (BA.
Tapaypoo 2) moAd cuyva (teptocdtepot omd 1 otovg 10 acbeveic).
Qot6060, Yo acbeveig mov elyav AaPet Tpornyodpevn Bepancia pe [Hopdyovra VIII
(meprocotepec amo 150 nuépeg Bepameiag) o kivovuvog eivar oy cuyvoc (AMydtepot amd 1 otovg
100 acbeveig). Edv cupfel avto, to @appakd cog 1 o appeKe Tov Toidlod 6og UTopEl va
TAYoLV Vo AEITOVPYOHV COGTA Kot EGEIG 1] TO TOdT GOG UTOPEL VO TOPOVGLAGETE EMILOVN
aipoppayic. Edv copfel avtod, Oo mpénel va eNKOVOVNCETE AUEGHOC UE TOV YIUTPO GOG.

Yvyvég TapevéPyELles IOV dVVAVTOL VO TEPOVGLEoTOVY o€ 1 6Tovg 10 avBpamovg
YrepevaioOnoia, Topetoc.

‘O ovyvég mapevépyeres Tov dVvavTaL va TopovelacsTovy o 1 6tovg 100 avOpamovg
Muppiykioopa 1 povdiacpa (tapaicdncio), kKeporakyia, CoAn, iAtyyoc, dvomvola, Enpooctoptia,
0GQLOAYiO, PAEYUOVT GTO GNUELD TNG EveonG, GAYOC 6TO onueio Tng éveong, ompoadidpion aicOnon
COUOTIKNG dLGPopiag (Kakovyic), apoppayikn avaiio, avoipia, Bopakikoc tdvog, Betikd o un
eEovdetepmtid avticopa (og aobeveig mov Exovv AaPet mponyodpevn Bepamreia).

Ava@opd avemOOunTOV EvepyELOV

Edv mopatnpnoete kKamoo avemBOunt evEpYeLn, EVILEPDOGTE TOV YLOTPO GOG. AVTO 1GYDEL Kol Yol
Kd0e mOovn avemBounTn eVEPYELD TOV OV AVAPEPETAL GTO TAPOV POAAO 00N Y1V ¥prionc. Mmopeite
gmionc vo, avoeépete avemBounteg evépyelec amevbeiac, LEGm Tov €0VIKOD GLGTHUATOS CVAPOPAS TOV
avaypaeetor 6to Appendix V. .Méow g avagopds avemiBountov evepyelov pmopeite vo fondnoete
GTN GLAAOYN TTEPIGGOTEP®V TAT|POPOPLDY GYETIKA LLE TV AGPAAELD TOV TOPOVIOC POPUAKOV.

5. og va gvraccete 10 Nuwiq
To @dppoako avtd TPETEL VO, PUAAGGETOL GE PLEPT TTOL OeV TO PAETOVY Kot dgv TO POEvVOLY T TALdLdL.

Na pn ypnoiponoteite avtd 10 GAPUOKO LETE TNV Nuepounvic ANENG TOL AvapEPETAL TNV
EMGNUAVOT] TOL KOVTIOV 1) TOV QlaAdiov petd v évoeién EXP. H nuepounvia Anéng etvar n
TEAEVTAIO NUEPO TOL UIVOL TTOL OVOPEPETOL EKEL.

dvidooete oe yoyeio (2°C — 8°C). Mnv kotoyovyete. PvAAGCETE TO QOAISIO OTNIV apyIK)
GLOKELAGIN Y10l VO TPOCTATEVETOL OO TO PG,

[pv and v avaciotooh g, N Kovic Nuwiq umopei va puidoocetal o€ Oepuokpacio douatiov (Emg
25 °C) yw o pepovopévn tepiodo mov dev vepPaivetl tov 1 pva. Kataypdyte 6to kouti Tov
TPOTOVTOG TNV Nuepounvia mov apyicate va euidoocete To Nuwiq og Oeppoxpacio dopotiov. Mn
evAdcoete o Nuwiq Eava oto yoyeio epdcov €xel puiayBel o Beppokpacio dwpatiov.
XpNOWOonOMoTE TO avacLETAHEY SIAAVLN OUECHOG LLETAL TNV OVOGVGTAGT).

No pn ¥pMoUOTOLEITE AVTO TO PAPLLOKO EAV TAPUTIPNOETE 0OPOTA oNLElR POOPAGS TS GVoKEVACTING
ac@oAeiag, Wiaitepa TG GUPLYYOC KoM TOL QLoALdiov.

Mnv metdite @APUAKO GTO VEPD TNG AOYETELONG N OTA OIKLOKA amoppippata. Potmote tov
QOPLOKOTOLO GOG YOl TO TS VO TETAEETE TOL PAPLLOKO TTOV OEV YpNoLomoteite mo. Avtd to pétpa Ba
BonBnoovv oty Tpoctacio tov mepiBdAiiovtog.


http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

6. Ilepreydpeva TG GVGKEVLUGINS KUl AOUTEG TANPOPOPIES

T wepréyer To Nuwiq

Kowvic:

- H 6paotikn ovasia eival avacvvdvacuévog avBpmomivoc mapdyovtag méng VIII (simoctocog
alfa).
Ka0e praridio kdvewg mepiéyer 250, 500, 1000, 1500, 2000, 2500, 3000 11 4000 IU simoctocog
alfa.
Kdabe avacvotafév Sdhvpa mepiéyet katd tpocéyyion 100, 200, 400, 600, 800, 1000, 1200 7
1600 IU/mL simoctocog alfa.

- Ta dAAa cuoTaTikd givar cakyapoln, YAmplovyo vaTplo, S1dptkod YAwpPLovyo acPéoTio,
VOPOYAMPIKY apyVive, S10dpIKo KITPKO vatplo kot moro&auépn 188. BA. mapdypagpo 2, "To
Nuwiq nepiéyet vétpio".

AwAdng:
Evéoipo 6omp

Epg@avion tov Nuwiq Kol TeEpLelOHeEva TS GVGKELAGTOG

To Nuwiq Topéyetol g KOVIC Kot StoADTNg Yo evésipo dtdAvpa. H oxdvn eivar o Aevkn €mg
VIOAEVKT GKOVT| HEGO G YOAAVO PLOALSG10. O SLOADTNG Elvar EVEGILO VO®P GE YLAAIVT TTPOYEUIGHUEVT
coupLYYya.

Metd v avoovoetaon, To ddhvpa gival S1onyEg, dypmpo Kot eAevBepo EEvav copatidiov.

Kabe cvokevacio Nuwiq mepiéyst:

- 1 guoAido kdvewg pe 250, 500, 1000, 1500, 2000, 2500, 3000 ® 4000 IU simoctocog alfa
- 1 mpoyeopévn ovpryya pe 2,5 mL evésio Vowp

- 1 apocapuoyéa PraAdiov

- 1 Beldva pe mrepvyia (TETAAOVOW)

- 2 toldmo GAKOOANG

Karoyog Adcrog Kvkhogopiag kot Ilapackevastig
Octapharma AB, Lars Forssells gata 23, 112 75 Stockholm, Xoundia

['o onowdnmote TANpoopio GYETIKE [LE TO TOPOV PUPHOKEVTIKO TPOIOV, TOPOUKOAEIGTE VO
amevbuvbeite otov Tomikd avtimpdsmmo tov Katdyov g Adelag Kvkiopopiag:

Belgié/Belgique/Belgien Lietuva

Octapharma Benelux (Belgium) Octapharma Nordic AB (Sweden)
Tél/Tel: +32 2 3730890 Tel: +46 8 56643000

Bbbarapus Luxembourg/Luxemburg
Octapharma Nordic AB (Sweden) Octapharma Benelux (Belgium)
Ten.: +46 8 56643000 Tél/Tel: +32 2 3730890

Ceska republika Magyarorszag

Octapharma CZ s.r.o. Octapharma Nordic AB (Sweden)

Tel: +420 266 793 510 Tel: +46 8 56643000



Danmark
Octapharma Nordic AB (Sweden)
TIf: +46 8 56643000

Deutschland
Octapharma GmbH
Tel: +49 2173 9170

Eesti
Octapharma Nordic AB (Sweden)
Tel: +46 8 56643000

EA0LGoa
Octapharma Hellas SA
TnA: +30 210 8986500

Espaiia
Octapharma S.A.
Tel: +34 91 6487298

France
Octapharma France
Tél: +33 1 41318000

Hrvatska
Octapharma Nordic AB (Sweden)
Tel: +46 8 56643000

Ireland
Octapharma AB (Sweden)
Tel: +46 8 56643000

Island
Octapharma AS (Norway)
Simi: +47 63988860

Italia
Kedrion S.p.A.
Tel: +39 0583 767507

Kvnpog
Octapharma Nordic AB (Sweden)
TnA: +46 8 56643000

Latvija
Octapharma Nordic AB (Sweden)
Tel: +46 8 56643000

Malta
Octapharma Nordic AB (Sweden)
Tel: +46 8 56643000

Nederland
Octapharma Benelux (Belgium)
Tel: +32 2 3730890

Norge
Octapharma AS
TIf: +47 63988860

Osterreich
Octapharma Handelsgesellschaft m.b.H.
Tel: +43 1 610321222

Polska
Octapharma Poland Sp. z o.0.
Tel: +48 22 2082734

Portugal
Octapharma Produtos Farmacéuticos Lda.
Tel: +351 21 8160820

Romania
Octapharma Nordic AB (Suedia)
Tel: +46 8 56643000

Slovenija
Octapharma Nordic AB (Sweden)
Tel: +46 8 56643000

Slovenska republika
Octapharma AG, 0.z.z.0.
Tel: +421 2 54646701

Suomi/Finland
Octapharma Nordic AB
Puh/Tel: +358 9 85202710

Sverige
Octapharma Nordic AB
Tel: +46 8 56643000

United Kingdom (Northern Ireland)
Octapharma Limited
Tel: +44 161 8373770

To mapév ¢vALo 00N LAV YpfioNS avadempOnKe Yo TELEVTALN POPA OTIS

Aentopepeic mAnpoopieg yio 10 pappoko avtd eival d1a8éoipeg o1o dikTLAKO TOTO ToL Evpmraikon

Opyaviopo0 @oppdrmv: http:/ www.ema.europa.eu.



http://www.ema.europa.eu/

Ot TAnpoopieg mov axorovBolv amevbivovtal Lovo oe enayyeApatieg vyeiag:

Oepoancio Kot anaitnon

H yopnyoduevn mosdtNTa KoL 1) GUYVOTNTA XOPYyNoNs Ba mpénel va eivat TévTo TPOCaVATOMGUEVEG
OTNV KAWVIKT OTOTEAEGLOTIKOTNTO KOTA TEPIMTMOT).

2NV TEPINTMOT TOV AKOAOVOMV ALLOPPAYIKAV ENELGOdI®V, 1 dpacTikOTNTA TOV TTopdyovta VIII dev
Ba mpémetl va méPTeL KdTw amd To dedopévo enimedo dpacTikdTNTag 6T0 TAdGpA (08 Y% TOV
ovotoroykov 1 IU/dL) katd v avtictoryn mepiodo. O akdiovbog wivakog propei va yproytomrotndet
®G 00MY6G 60G0A0YI0GC GE AUOPPAYIKE ETEICOOI0 KOl YELPOVPYIKEG ENEUPACELC.

B(,x()p 06 GLILOPPaYLL d Amu,r OVIEVO snmfﬁo Xuyvotntoe d6cemv (Odpec)/ Alapkera
Tomog yerpovpyikig napayovro VIII (%) g Oepanziog (Muépes)
emépPaong (IU/dL) s Vep & (neps
Awoppayia
[poyn opdpBpwon, poikn M 2040 Enavéinyn kabe 12 g 24 dpec.
GTOLOTIKY Olopparyio TovAdyiotov 1 nuépa péypt
OTOOPOUNG TOV ALLLOPPAYIKOD
EMEIGOOI0V LE YVDOOVA TOV TTOVO 1)
péxpt va emttevydei emovA®ON.
Mo ektevig apdpBpwon, 30-60 Emavodapete v €yyvon kébe 12 wg
LOiKN aipoppoyio 1| apdTopo 24 mpec yuo 3 €og 4 nuépec M
MEPLGGOTEPO, LEYPL VO VTTOYDPTICOVY O
7TOVOC Kot 1 0&El0 aVIKavOTNTO.
Amerintikéc yuo ) {om 60-100 Enavaldpete v éyyvon kabe 8 Emg
opoppayieg 24 mpec péypt va mapéABet o Kivovvoc.
Xelpovpyikn enéuPaon
Mukp1| yelpovpyikn enépPoacn 30-60 Kabe 24 mpec yio tovAdyiotov 1
CLUTEPTAOUPAVOUEVIC TNG nuépa LEYPL va emtevydel emovAmaon.
eEaymyng 006vVTog
YoBapn xeipovpyikn eméufoon 80-100 Emavoiapete v €yyvon kdbe 8-24
(mpo- ko DPEG LEYPL ETOPKOVS ETOVAMOTG TOV
LETEYXELPNTIKA) TPAVUOTOC KOl 0TI cLVEYELD Bepameia,

Y10 TOVAGYLGTOV 7 aKOUA NUEPES DOTE
va St pn el 1 dpacTIKOTNTA TOV
mopdyovta VIII oto 30% émg

60% (IU/dL).




OAHTI'TEX ITAPAXKEYHYX KAI XOPHI'HXHX

1.

Apnote TN cvpLyya Tov SLHADTN (eVESTHO BO®P) KL TV KOVL 6TO KAEIGTO PLoAidio va
neptéABovv og Beppokpacio dopatiovn. Avtd propet va Yivel KpaTOVTOG To GTLG TOAAUEG GO,
MOTE Vo amoKTooVY TNV 101 Beprokpacia pe avtég. Mnv ypnoponoteite dAleg pebddovg yia
va OepLAVETE TO PLOAOL0 KOl TNV TPOYEHUGHEVT cVptyya. Avth 1) Bgpurokpacio Ba mpémel va
dtotnpnBet katd v ovachoTao.

AQaPEGTE TO ATOCTIMUEVO TAACTIKO TMWUO OO TO PLUAISIO TNG KOVE®MGS, Y10, VO OTTOKOAVQOET
TO KEVIPIKO PEPOC TOV EANGTIKOD TOUATOC EICYDPNONG. Mnv apatpeite to ykpilo mdpa
E10YOPNONG 1 TOV UETAAAKO SOKTOALO YOP® OO TO EMAV® UEPOG TOV PLOALSIOV.

2KOLTIOTE TO EMAVD PEPOG TOL PLOALOIOL e £Va, TOADTIO OAKOOANG. AQPNGTE TV OAKOOAN VO
GTEYVAOOEL.

EEKOAAMGTE TO YAPTIVO KAAVLLO OO TN GVGKEVAGIO TOV TPOSUPHOYEN PLaAdiov. Mnv
0QOPECETE TOV TPOCOAPUOYEN OO TN GLOKEVAGIA.

—




TomoBetrote T0 PLOAidI0 pE TNV KOVL G€ pia emimedn empdvela kot Kpatiote to. [1dpte
GUOKEVOGIO TOV TPOCUPLOYEN KOl TOTOOETOTE TOV TPOGUPLOYEN TOL PLOALI0L TV omd TO
KEVTPO TOV EAOCTIKOD TOUNTOG EICYDOPNONG TOL PLaidiov kovews. [Tiéote otabepd
GLGKEVAGIO TOL TPOCUPUOYEN, DOTOV 1 0KIOO TOL TPOGAPUOYEX VO, SIATEPAGEL TO TAOLLOL
gloydpnons. O mpocaployEns KAEWMVEL 6TO PLaAidlo, dtav ohokAnpwOel avTo.

EEKOAAMOTE TO YAPTIVO KAALLLO OO TN GVGKELAGIN TPOoYEUIoUEVNG cvptyyoc. [Tidote O
éuPoro amd v dxpn kot pnv ayyilete v dTpokto. XuvOECTE TO KOYMMTO AKPO TOL EUPOAOL
670 £UPoro TG cuptyyag Tov dtaAvtn. Iepiotpéyte t0 EUPoro mpog Ta de€ld, domoL va
VIOGETE EAOPPA aVTIOTAOT).




7. ATOGTMAGTE TO TAUGTIKO TPOCTATEVTIKO GKPO Otd Tr GUPLYYQ LE TO oAV Toakilovtag To
SLATPNTO TUNLLO TOV TOUATOS. MnV ayyileTe TO E6OTEPIKO TOL TOLOATOG 1) TO AKPO TNG
ovpryyas. Edv to dtdivpa dev ypnoiponombel apécme, KAEIOTE TN YELOUEVT] GUPLYYA LLE TO
TAQGTIKO TPOCTOTEVTIKO GKPO, Y10 VAL TNV OmoONKeVOETE.

H""‘--._.

8.  AQaipéoTe TN GLOKEVOGIO TOL TPOCUPLOYED KOl OTOPPIYTE TNV.

9. Xvvdéote otabepd TN cVPLyya TOV S10ADTI GTOV TPOGOPLOYEN TOV PLOALOI0L TEPIGTPEPOVTAG
7POog 10 0€E1d, DGTOL VO VIOGETE AVTIOTAON.

10. Eyydote apyd 6Xo Tov StaAdtn 610 @loAidlo KOvemc, mECovtag To EUPoro.




11. Xwpic vo apoipéceTe T GUPLYYQ, OVOKIVOTE OTOAA 1] GTPLOOYLPISTE HEPIKEC POPEG TO
@LoAid10, Yo va Stodhdoete TNV kKOVI. Mnv tpovtdlete. [lepiuévere va daavbel evteddg n
KOVIC.

12. Kévte ontikd éheyyo Tov TEAMKOD SoADUATOG Yo TUYXOV copatidln Tpy arnd ) yoprynon. To
StdAvpa TpEmer va lval OlavyEC Kal AypoLo, Yopis opatd copatidi. Mnv xpnoHoToteite To
StoAdpata mov Tapovstdalovy BoiepdtnTa i ilnua.

13. Avamodoyvpiote 10 QLOAIS10 TOV EIVOL TPOGAPTNUEVO GT GUPLYYA KOl AVTATGTE APYA TO
TEAIKO O1dALUO pEoa ot ovpryya. Befaimbeite 0Tt 6A0 10 TEPIEYOUEVO TOV PLAALIIOD E)EL
uetapepbei otn ovpLyyo.

14. Amocuvoéote TN cLPLYYO GO TOV TPOGAPLOYEN TOV PLUADION TEPIOTPEPOVTAS TPOG TOL
aplotepd kol amoppiyTe T0 KeEVO QLOAISIO.

15. To duddvpa £xel TAPACKELOOTEL Yia dpeon ypnor. Mnv yoyete.

16. KaBapiote to onueio ¢ £veong pe éva ToAOTIO0 OAKOOANG.

17. Tlpocaptnote T0 TAPEXOIEVO GET EVEGNC GTI GUPLYYOL.
TomoBetnote TN Peddva Tov oeT £veong otny emAeypévn PAERa. Edv éxete ypnooromoet
OLLOCTOTIKN TOVia Y10l VO EVTOTIGETE EVKOAOTEPQ T1 PAEPA, OPOLPESTE TNV OLLOCTOTIKN
Towvia Tpv EEKVAGTE TNV £VEGT] TOL SIOAVUATOC,
Agv mpénet va e16€NBel aiplo pEsa 6T G0UPLYYa, AGY® TOL KIvOHVOL oYNUATIGHOD Bpopupav
W®S0VG.

18. Ewcdyete to d1dlvpa ot QAERO pe Yo umAn tovtnta, oyl ueyaidtepn and 4 mL ovd Aento.

Edv ypnoiponoteite mepiocdtepa and Eva raiidlo kOvew yio pia Bepomeio, pmopeite vo
YPTOULOTOGETE Kot TAAL TNV 10100 fedova yio TV €veon. O TpocapuroyEnc PLaAdion katl 1 cvpLyya
glvon piag yprioemg povo.
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