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HNEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



vTo QAapUOKO 0VTO TEAEL LTTO CLUTAN PO®UOTIKY TopaKoAoVONGN. AVTo B emITPEWYEL TO YP1IYOPO
TPOGIOPIoUO VEDV TANPOPOPLOV OGPAAELNC. ZNTEITAL OO TOVG EMOYYEAUATIEG VYELOG VO AVOPEPOVY
0TOLECONTOTE TOOVOLOYOVUEVEG avemBOUNTES evEpYelec. BA. mapdypapo 4.8 yia Tov TpoOTo ovapopics
AVETBOUNTOV EVEPYELDV.

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

OBIZUR 500 U k6vig kot S10ADTNG Y10 EVEGULO OLAAV L

2. IOIOTIKH KAI TIOXOTIKH XYNO®EXH

KdaBe proridio kdvemg mepiéyerl ovopaotikd 500 povaoeg avtiopoppoiiikod mapdyovta VIII (rDNA)
ue droypagn g meptoyne B, yoipelag aAAniovyiag, susoctocog GAQa.

To OBIZUR mepiéyer mepinov 500 U/ml susoctocog dApa pHetd TV avacdoTooT).

H dpacticotnta (U) kabopiletar pe xpnon tov gpocdtopiopod méng evog otadiov (OSCA). H e1dikn
dpaotikdtnta tov OBIZUR eivar mepimov 10.000 U/mg mpwteivig.

To OBIZUR [avtiaipoppogiiikog mopdyovog VIII (rDNA), yoipeiag odiniovyioc] sivor pua
kekoBapuévn Tpmteivn, n oroia Exet 1448 apuvo&éa, pe poplakn pato mepinov 175 kDa.

Iopdayeton pe v te)voroyia Tov avacvvovacuévov DNA g ve@pikd KOTTOpO VEOYVOD YUUGTEDP
(kottapo BHK). Ta kotrape BHK koAliepyodvtal 6€ pHéco to omoio mepiéyel opo uPpvov Poostdmv.
H dwdkacio mapackevng oev mepthappdavel mpoidvra avOpdmivov 0pod Kot avOpdTIvNG Tp®TEIVIG
Kol 0gv TTEPLEYEL TPOGOETO VALKE (WIKNG TPOEAELOTG.

"Exdoyo(a) pe yvootn dpdon:

Ka0Oe gronidio mepiéyet 4,6 mg (198 mM) vatpiov avd ml avacuotopuévon StoldHoTog.

Mo Tov i pn katdloyo Twv exdoywv, PA. Tapdypago 6.1.

3. OAPMAKOTEXNIKH MOP®H
Kovig kot otaAdTng yio evEGIUO S1OAV AL
H kovic elvar Agvkol ypdpHOTOG.

O deAVTNG etvar d1owyNe Kot Gy pmLog.

4, KAINIKEX ITAHPO®OPIEX
4.1 OegpoamevTiKEG EVOEIEEIG

Oepomeio APLOPPAYIKOV EMEIGOdIMOV 08 0oOeVELG e EMIKTNTN dploppoPIAic OV TPOKaAEiTAL OO
avtiocodpota Evavtt tov mapdyovta VI

To OBIZUR gvéeikvutat yio ypfion g EVAAIKEG.



4.2  Aocoloyio Kol TPOTOG YOPNYNONS

H Oepancio pe 1o OBIZUR 0a npémet va dievepyeitol vid v emifAeyn 1atpod pe Umepio o
Oepomeio ¢ apoppoeiriog (BA. mapdypago 4.4).

TTopakorovOnon tne Bepaneiog

To mpoidv mpoopiletal yia xoprynon novo oe voonievduevoug acheveic. Amarteiton kKAvikn emifieyn
NG OLLOPPAYIKNG KOTAGTAGTS TOV 0cBeEVOGE.

Koatd ™ didprela g Oepameiog, cuvietdrol KATAAANAOS TPOGIOPIGUOS TOV EMTESDYV TOV
napdyovta VI, dote va kaBopilovral 1 yopnyntéa docoroyia Kot 1) GLYVOTNTO TV
enovolapufavopevav eyyvoemv (PA. tapdaypapo 4.4). H avtandkpion otov mapdyovta VIII uropei va
dpépel amd acbevi og acbevn, ETIOEUKVDOVTOG OLOPOPETIKOVS YPOVOLG NHLONG Kot SL0QOPETIKOVG
xpdvoug avappwong. H docoroyia mov Paciletar 610 copatikd Bapoc pnopet va anottel Tpocapuoyn
o€ acbeveig pe copatikd BApog KdT® TOL PLGIOAOYIKOV 1) o€ VIEPPapovg acbeveis.

Ewdwdtepa otig peifoveg xelpovpyikéc enepfacels, eivorl amapoitntn 1 oteviy Tapakoiovdnon g
Bepaneiog vrokaTdotaons HEcm eAEyyov G TNENG (dpacTikdTnTa Tov mapdyovta VIII 610 mAdoua).

Orav ypnotponotgitol po in vitro doxpacio tHéng evog otadiov mov Paciletar otov ypdvo
Opoupormractivng (aPTT) yia Tov Tpocdiopiopod g opactikdTntag Tov Tapdyovto VIII og delypata
aipotog 0o0evav, To amoTeEAEGHATO TNE dPaoTIKOTNTOS TOV Tapdyovta VIII oto mAdopo pmopel va
EMNPENCTOHY OTUAVTIKA 0O TOV TOTO ToV avtidpactnpiov aPTT kabmg kot and 10 TpdTLTO
AVaPOpPAG TOL YPNCLOTOLOVVTAL Y10, TOV TPOGOoPIoHd. EmmAéov, umopel vo vdpyovy onuavTikés
AmOKMGELS HETOED TV OMOTEAEGUAT®V TNG OOKLLAGING TOv Adpfdvovtar omd pio dokipacio méEng
gvog otadiov mov Pacileton otov aPTT kot amd pio ypopoyovikn dokpocio coupmve pe v Ph. Eur.
Av10 gival onuavtikd e01KA 6€ TEPITTOOT OAAAYNC TOL EPYUOTNPION 1)/KOL TMV OVTIOPUCTIPI®Y TOV
YPTOULOTOLOVVTOL GT SOKILOGIAL.

Aocoloyia

H d60m, n ovyxvomta kou ) didpketa g Oepanciog pe o OBIZUR gEoptavrar omod to onpeio, v
£xtaon Kot T BophTnTa TOL aUoPPUYIKoD ETEIG010V, TO GTOYO dpucTIKOTNTAG TOL TTapdyovia VIII
Kol od TNV KAVIKY KOTAGTOOT ToV ac0evoic.

O ap1Buog Tv povadmv tov mapdyovra VII mov yopnyeitar ekppaletar o povadeg (U) ot omoieg
TPoépyovtal omd Eva EcMTEPIKO TPOTLTO TO 07oio Exel fabuovoundel pe to Tpéyxov TPdTLTTO TOL
[Maykdopiov Opyavicpov Yyetog (ITOY) v ta mpoidvta mov mepiéyovv mapayovra VIIIL

Mia. povéaoa (U) dpactikdmrag tov topayovto, VIII icodvvapel pe gkeivn Ty mocdTTa TOL
mapdyovta VII mov mepiéyetan o Eva ml pueioloyikol avOpmdTvoy TAGGLOTOC.

H ocvvietdpevn apykr| d6on givar 200 U avd yAdypoppio cmpatikold Bapovg, yopnyovuevn He
evooEAEPLa éveon (BA. mapdypago 6.6).

H amartovpevn apywn 06om tov OBIZUR yua évav acBevi vmoloyiletan pe ypnon tov akdéiovbov
poOnpoticod ToToL:

Apyucn 06om (U/kg) + Tepiektikdtnra @apuakevtikod tpoiovtog (U/earido) x Topotikd Papog
(kg) = apBpoc proidiov

7.y Y. évay acbevi Bapovg 70 kg, o apBudc tov eroAdiov yio po apytkn d6omn o voloyioTel mg
egng:
200 U/kg + 500 U/giaridio x 70 kg = 28 @iaridio

IMopaxorovdnote ) dpactikdtra Tov Tapdyovta VIII kot v kAwvikn kotdotaon 30 Aemtd petd tnv
TPMTN éveon kat 3 ®peg uetd tn yopnynon tov OBIZUR.
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IMopaxorovOnote ) dpactikdma Tov Tapdyovta VI apéowng mpv kot 30 Aemtd puetd amod kabe
EMOUEVT OOOT KO OVATPEETE GTOV TAPOUKATM TIVOKO Y10 TO GUVIGTAOLEVO GTOXEVOUEVA EAIYLOTO
enineda tov mapdyovta VIIIL

O mpocdloplopog mENG evog otadiov yia tov mapdyovto VIII cuvictdton emeidn xet ypnoyromotndet
GTOV TTPOGOOPIGHO TNG dpacTtikoTnTos ToL OBIZUR K0t Tov pécov pulpot emavagpopds (BA.
napaypaeovg 4.4 ka1 5.2).

H 8601 ka1 1 cvyvotta yopnynong Oa mpénet va Pacifovrol ota anoTteAEGHATO TG dPACTIKOTNTOG
tov mapayovta VII (dote va dtotnpnfovv evioc TmV GUVIGTOUEVOV 0piV) Kol GTNY KAVIKY
OVTOTOKPLOT] OV EMLTVYYXAVETOL.

Edv o éheyyog tov avticopdtov anti-rpFVIII eivatl apyntikog kotd v Evapén, uropei va
ypMnooron el oom youniotepn and ™ cvvietauevn 200 U/kg g apyikn d6on Beponeioc. H
KAk avtandkpion Ba mpénet va mapakorovbeitar oteva Kabmg 1 door kdtw Tmv 200 U/kg €xet
ovoyetiotel pe Elhenymn anotedespotikotnTag (BA. Tapdypapo 4.4).

Ta 6edopéva amoTELEGUATIKOTNTOS KOl ACPAAELNG OE acBeVEiC e emiKTN TN ooppoiMa givar
nepropiopéva. (PA. mapdypapo 5.1).

Apywcii 9aon

Tomog apoppayiog | Xtoéyog eAd1oTng Apyn) Enépevn 66on | Toyvéotyta kon
OpPUOTIKOTNTAS TOV 0601 oldpKeLn ETOPEVOV
napayovra VIl (novaoeg d6cemv
(novadeg ava dL M % | ava kg)

TOV (PUGLOAOYLKOV)

"Hmo ko pétpro

apoppayio ,

TOV EMTOANG LAV / Tn’konomcrr e Xopnynote 660om

YOPIC VELPAYYELOKT > 50% EMOUEVES d6azig kG0 4 £wg 12 dpeg.

BAGPn ko H i B aon my H ocvyvomnta

apoppayio otig FAVERD pmopet va

apBpaacelg avramorpion TPOCOPLOCTEL [LE

Meilov pétpila €mg 200 (éocrs Ve Baon v Khvikn

Bapiac poporg, LOTNPIOETE TO OVTOTOKPIOT KO TN

EVOOLVIKT, oToxo 87»’(1)(1(31?1]@ LLETPOVLLEVT

omieOomepLTOVaiK, SpacTikdTTag OPUCTIKOTNTO TOL

A > 80% oV P i

YOOTPEVIEPIKT| N , napdyovta VIII

EVBOKPOVIAKT] napayovto VI

apopporyio

Do emovAmoNg

Orav gmtevybei avramdkpion g apoppayiog, cuvinbmg VIog TV TPOTOV 24 ®padV, GUVEYIGTE TO
OBIZUR pe 8601 n onoia Oa. dratnpel tnv eldyiom dpaotikotnto tov topayovta VIII oto 30-40%
£m¢ 0tov eAeyyOei n apoppayia. H péyrom dpaoctikomto tov mapdyovto VIII oto aipa dev mpénet va

vrepPaivetl o 200%.

H duapxeia g Oepamnciog facileton otny KAviky kpion.

Houdrozpiog winQvouog
H aopddeia ka1 n amoterecpatikotnto tov OBIZUR og maudid ko epnfouvg niikiog kétm
tov 18 etdv pe eniktnn apoppo@idia dgv Exovv akoua tekunplwdel. Agv vadpyovv dabéoio

dedopéva.




Tpomog yopnynong

EvdopAéPra ypnon.

O ovvolikdg 6ykog Tov avacvotapévov OBIZUR Oa mpénet va yopnyeiton pe pubud 1 émg 2 ml ava
AemTo.

I"a 0dnyieg oyetikd pe v ovacHGTAGT) TOV POPUOKEVTIKOD TPOIOVTOC TPV Ao T Yoprynon, PA.
napdypapo 6.6.

4.3  Avtevosigag

. YrepevoioOnoio 6t dpactiki ovsia, o TPOTEIVN YAuoTep N 6€ KATO10 Ao T £KO0Y0 TOV
avaeépovtal oty mapdypago 6.1.

. Me cuyyevn aupoppoidio A pe avaoctoreic (CHAWI) (BA. mapdypapo 5.1).

4.4  E10kég TPOELOOTOMGELS KOL TPOPLAGEEIS KATd TN (p1jon

Aocoloyia

Apywn docoloyia pikpotepn and m cvviotdpevn tov 200 U/kg €xel cuoyetiotel pe Eldenym
amoteheopatikomrag (BA. Topdypogo 4.2).

IyynAacotnTa

Ipokeywévou va PeATinbdel n tyvnAaoitdmTa TV BIOAOYIKOV QUPIOKEVTIKOV TPOTOVTWOVY, TO OVOLO
Kol 0 aplipog TOPTIONG TOL YOPTYOVLEVOD POPUAKOL TPETEL VO KATAYPAPETOL LUE CAPTVELD.

YrepevacsOnocio

Etvon mBovr 1 ekdnimon avtidpdoswv vrepevaicOnciog ariepyikod tomov pe to OBIZUR. To
POPUOKEVTIKO TPOIOV TTEPIEXEL TV TPOTEIVAV YAUCTEP.

Edv ekdniwbodv copntodpata vrepevaictnciog, ot acbeveic Oa tpémel va evnuepdvovTal va
SLKOYOLV AUESH T YPTOT TOL POPLOKEVTIKOD TPOTOVTOG KOl VO EMKOIVMOVIIGOVV LLE TOV 10TPO TOVG.
Ot acBeveic Oo TPEMEL VO EVILEPDVOVTOL Y10 TA TPDIUO, SN UEIR avTIdpdoE®VY VITEpELALGONGING TTOV
epAapPavouv kvidwor, yevikevpuévn kvidwon (ovptikdapia), aichnuo cvoeiéng otov Odpaka,
ovptypd, vrdtaon Kot avaevia&io.

Ye nepintoon kotomAnéiog, 0o tpénel va epapuodletal n Tomikn wtptkn Oepaneio ¢ KatamAinéiog.

Avaoctoleic

Yuviotdton 1 e&étaom yuo avticopota avti-rpF VI pwv and v évapén g Bepanciog pe OBIZUR.
H Oepancio propei va Egxtviioet Katd Tn S10KPLTIKT EVYEPELDL TOV LTPOV TPV OO TN AYN TOL
amoteréoparog avtng ¢ e€étaonc. Ot amopdoelc yio tn Ogpameio pmopovv va vrootnprydodv
TEPOLTEP® LE TOPAKOAOVONON TV emédwv Tov Tapdyovta VIIL Ipw kon petd v éxbeon e
OBIZUR é&yovv aviyvevdel avactolticd avticopate Evavtt Tov yoipelov mapdyova VI
(uetpodpueva pe o tpomonoinom g topaiiayng Nijmegen tov tpocsdlopicpov Bethesda). H
ENeyn amotehespoTIKOTITAG 00 LITopoVoE VO, OPEIAETOL GE OVAGTOATIKG OVTICOUOTA KATH TOV
OBIZUR. TitAot ovooTOATIKGOV 0vTICOUATOV £0¢ Kot 29 povadeg Bethesda kataypdonkav katd tnv
apykn a&lohdynon, dpmg ot acbeveic avramokpiOnkav Oetikd 6to OBIZUR. Xvviotdton 1) Ogpomeio
va Paciletal oty KAvikn kpion kot vo un faciletal otnv aviyvevon Tov avosTUATIKOY
AVTICOUATOV PHECH TOL TPocdlopicpol Bethesda.

AvVouvnoTIKEG OVTIOPAGELS [LE aDENGT 0TOVG aVACTOAELS TOV avOpmmvov Tapdyovta méEng VIII /o
tov mapayovta mEng VI yoipov mapatnpndnkayv eniong oe acbeveic mov Aapfdvovy Oepaneio pe
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OBIZUR. Avtég ot avopuvnoTIKES 0VENGELS EVOEYETOL VO TPOKAAEGOVY EALENYT] ATOTEAEGLLOTIKOTITOC.
Edv vrapyovv vroyies yuo tétola avactaltikd aviicopata katd tov OBIZUR kot vdpyet EAdetym
ATOTELEGLATIKOTNTOC, EEETAGTE GALEC BEPUTMEVTIKEG EMAOYEG.

Yrdpyel EAAeNYN KMVIKOV TANPOPOPLOV GYETIKA LE TNV AVATTUEN OVAGTUATIKOV AVTICOUATOV £VAVTL
tov OBIZUR petd and eravoropfavopevn xoprynon. Xvvenms, 1o OBIZUR npénet va yopnyeitot
uévo otav Bewpeitan KAvikd amopaitnro. H ektetopuévn deppratikn mopeupo 0eV OmaLTeEL amopaitnta
Oepameia.

To OBIZUR mopdyetot pe v t€)voAoyio Tov avacvvovacuévov DNA g veppikd kOTTOp0 VEOYVOD
YOUOTEP. AVIIGOUOTO EVOVTL TNG TPAOTEIVIG VEPPIKAOV KVTTAP®OV VEOYVOD YAUCTEP OEV aviyveLONKaY
o€ acbeveig petd and v ékBeorn oe OBIZUR.

Kapdoyysiokd eneicodio
e aoBeveig pe mpovmapyovteg Tapdyovies Kapdlayyeakol Kivdvvov, 1 Bepaneio vokatdotaong pe
FVIII evdéyeton va avénoet tov kapdiayyeloko kivovvo.

®popPoeuforikd eneicdol

YymAd ko mtapatetapévo exinedo dpactikotntog Tov napdyovia VI oto aipa puropet va
nwpodiabétovy oe OpopPosuPorikd ene1cO10. ATOUN [E TPODTAPYOVGO KUPILOYYELOKT] VOGO KOl Ol
NAMKIOUEVOL dlaTpéyouvy 1d1aitepo Kivouvo.

HMapaxorovdneomn g Beponeiog

H dpacticotnta tov mapdyovto VIII 1 onoio tpocdiopiletal and 10 xpmpoydvo tpocdiopiopd eivat
YEVIKA pikpoTepT amd T dpactikotnto Tov topdyovta VIII 1 ool tpocdiopilerar and tov
pocdoplopd mENG evog otadiov. H pétpnon g dpactikodtntog tov mapdyovta VIII Ba npénet va
dlevepyeiton mhvtote pe ypnon g id1ag pebodoroyioag Tpocadiopicpod oe kibe acbeviy. O
TPOGIOPIoUOG EVOG GTAGION GUVICTATOL ETELDN £XEL ¥PNCOTOMOEL GTOV TPOGIOPIGUO TNG
dPACTIKOTNTOG Kot TOL pHEGOV puOpov enavaeopdg tov OBIZUR (BA. mapaypdeovg 4.2 kot 5.2).

IIeplekTikOTNTO GE VATPLO

To OBIZUR mepiéyet 4,6 mg vatpiov ava 1 ml avacvotapévon dtodlvpatog oe kabe roridro, mov
teodvvopet pe 0,23% g cvviotouevng omd tov [IOY uéytotng nuepnotag tpdsinyng 2 g vatpiov
v évav evihka. [pémet va Aapfdavovtol moAld eroridwe avd doon).

[opadeiyuatog yapwv, yo acdevn Bapovg 70 kg mov ¥pnGOTOLEl T CLVIGTMUEVT OGN TOV

200 U/kg Ba ypelactovv 28 @lariola, pe omotéhesuo | TpOSANYN vatpiov va avépyeton o 128,8 mg
ava Bepaneio. Avtd woodvvapet pe 6,44% tng cuvietodpevng omd tov IIOY péyiotng nuepnotog
TPOSANYNG 2 g voTpiov yio Evav eviALKa.

45 Aliemopdosic pe GAlo QUPRIKEVTIKA TPOIOVTA KO GALES pOPPES aAAnAenmidopaong
Agv &povv avapeplel alAnAemidpacelc tov OBIZUR pe Ao oopuokentikd mpoidvra.

4.6 Tovipétnra, kOnon km yorovyio

Agv &ovv devepynbei ueiéteg avamapaymyne o€ mepopatdlmo pe 1o OBIZUR. Agv vdpyet
gumepio oxetikd pe  xpnon tov OBIZUR kotd tn Sudpkela Tng €YyKLHOGVVNG Kol Tov OnAacpov.
Kozd ovvéneia, to OBIZUR 0o mpénet va ypnoiponoteital kotd T d1dpKeLe TG EYKVUOGHVIG KoL TNG
yorovyiog LOVo OGOV EVIEIKVLTAL GOPMG.

4.7 Emopaceig 6TV IKaVOTNTA 001]Y1|61S KOl YEIPICHOD PN OvVHATOV

To OBIZUR dev £yet kapio 1 £l 0oUOVTN ETIOPACT] GTNV IKOVOTNTO 0N YNONG KoLl YEPLGUOD
unyovnuétoy.



4.8  AvemOOunteg evépysreg

20VOoWYT] TOV TPOPIA OLGPAAELOC:

AvTtidpacelg vepevancinciog 1| aArepykég avidpaoels (o1 onoleg evogyetal va TeptAapufivouy
ayyeooion e, aichnuo kadoov Kot Voyuov 6To onpeio g Eveongs, plyr, eEAWELS, YEVIKELIEVT
Kkvidwon, kepolodyia, kvidwon, vrotaot, ABapyog, vavtia, avnovyia, Toyvkapdio, aicOnua
GVGOLENG Tov Bdpaka, LOPUYKIOGHO, EUETOC, GLPLYLOG) eivar mBavég Kot pmopel va eEehyBovv oe
avapura&io fapiac popeng (meprapPavopévng g kotominéiog) (BA. mapdaypapo 4.4).

Ot acBeveic pe emiKTNTN ALOPPOPIAIC UTOPEL VO AVATTOEOVY OVOGTOATIKG AVTICOUOTO EVOVTL TOV
yoipelov mapdyovra VIII. Avactaltiké avTicOUATE, GCOUTEPIAAUBAVOLEVOV TOV AVOLVIOTIKOV

AVTOTOKPIoEMV, EVOEXETOL VA, TPOKAAEGOVV EALELYT OTOTELECUATIKOTITOG,

Alota ovemOUNT®V EVEPYELDV GE LOPON TVOKAL:

O mivakog wov Topovctaletol TapaKaTo ival cOUE®VOG Ue TV Taén cvotiuatog opydvey (SOC)
MedDRA (SOC kot eninedo mpotipdpevov 0pov). Katd v kivikny peiétn tov OBIZUR yio v
enikTnTN apoppoPirio, 29 eviiikes aoBeveic a&loAoynOnkav g mpog v acdrelo. Askoevvea
acOeveic dev giyov aviyvedouo Titho avtiyoipglov avacstaAtikov mapdyovia VIII koatd v

(< 0,6 BU/mL). A6 tovg 19 acBeveic, dddeka dev elyov aviyvedoIUo TITAO avTiyoipglov

napayovta VIII petd ) Ogpancia, mévte giyav avénon tov tithov (= 0,6 BU/ML), evd yia 800 dropa
dev avalvOnkav delyporta petd T Oepameio Kol EXTO ATOUO AVETTVEOY AVOUVIOTIKES OVTIOPACELS LIE
avénon = 10 BU tov avBpdmivov mapdyovta VII kavn tov avactorémv yoipelag aAiniovyiog
avacvvdvacuévov mapdyovta VIII.

O1 ovyvotnteg aloloynOnkay coue®va pe TV akoAovdn cdppacn: Todd cuyvég (>1/10), cuyvég
(>1/100 émg <1/10), oy ovyvég (>1/1.000 émg <1/100), ordvieg (>1/10.000 éwg <1/1.000), ol
onavieg (<1/10.000), un yvootég (dev pmopodv va ektiunodv ue Baomn ta diabécipa dedopéva).

Katmnyopio/opyoviké cvotnpae Avem@opntn evépysia Yuyvotnra

[Mopaxivikés e€etdoelc Oetikn £EETAGT Y10 AVACTOATIKA Xvyvég
OVTICOUOTO £VAVTL TOV YOIPELOD
nopdyovta VI (BA. mapdypapo 4.4)

AwotapoyéG ToV aVOGOTOUTIKOD Avopvnotikn avtidpaon [ToAd cuyvég
GLOTNLOTOG

Avooopd TOavoAOYOLUEV®V QVETLOOUNTOV EVEPYELDV

H avagpopd mibavoroyoduevmy ovemBountov evepyeidv PeTd amd T xopynom GdEwg KUKAOPOPIig
TOV QAPUAKELTIKOD TPOIOVTOC elvar onuavtikn. Exttpénet tn cuveyn mopoakolobOnen e oxéong
0PEALOVC-KIVODVOL TOV QOPHOKEVTIKOD TPOTOVTOG. ZnTeital and Tovg EnayyeAUaTiEG LYElag Va
AVOQEPOVY OTOLEGONTOTE TOUVOAOYOVUEVES OVETOOUNTEG EVEPYELEG LECH TOV EBVIKOD GUGTILOTOG
ovoQopds Tov avaypdeeton oto [Hapdptmua V.

4.9 Ymepdooolroyia

O1 emdpaoeic v 66cewmv Tov OBIZUR mov givon peyaddtepeg amd TIg GUVIGTMUEVEG OV £XOVV
TPOCIIOPIOTEL.

5. OAPMAKOAOTI'IKEX IAIOTHTEXZ
51 ®@appokodvvopkés 1010TNTEG

DopprokobepamenTIKn KATNYOPIio: OVIIUOPPUYIKE, TapayovTeg TENG aipatog, kodikog ATC:
B02BD14



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

Mnyoviopdc dpdonc

To OBIZUR &ivot évag ovaouvovacpévog, e dtaypagn tng teployng B, yoipeiag aiiniovyiog
napayovtag VI (susoctocog dAga). Etvar pua yAvkonpmteivn.

Apéomg petd v anedevbépmaon Tov otV KukAopopia Tov acBevovg, o mapdayovtag VI decpgveton
otov mapdyovto von Willebrand (vVWF). To cbumioko mapdyovta VIII/rapdyovta von Willebrand
amoteleiton amd dvo popa (mapdyovtag VI kot mtapdyovtog von Willebrand) pe diapopetikés
@LO10A0YIKES Aettovpyieg. O evepyomomuévog Tapdyovtog VI dpa wg suumapdyovtog Tov
gvepyomompévov apdyovra IX, emroyhvoviag n HETOTPOTY| TOV TaPdyovTa X GE EVEPYOTOMUEVO
mapdyovta X, 0 omoiog telMkd petatpénet v mpobpouPivn oe Opoufivn. tn cvvéyeia, 1 Bpopfivn
UETATPENEL TO IVOIOYOVO GE VIKT| Kol £TGL UTOPEL VO GYNIOTIOTEL THYLLO.

H eniktn aipoppoiria eivor pua ordvio aipoppayiky| dtotapoyn Katd tnv omoia ot acOeveig pe
OLO10A0YIKE Yovidla Tov Tapdyovta VIII avorntdccouy avasTaATiKd aVTOOVTICOUATE £VOVTL TOV
mapdyovta VIIL. Avtd to avtoaviicopota e&ovdetepovovy tov avlpamivo toapayovta VIII wov
KUKAOQOPEL KOl e AVTOV TOV TPOTO dNptovpyodv EAdetym tov dtabéaiov tapdyovta VIIL Ta
AVTICOUOTO TOL KUKAOPOPOVV (avaoToAelc) Evavtt Ttov avBpmmvov tapdyovta VIII napovoidlovv
gldyiom N kaBdLov dtoTowpovdpevn avidpactikotnto pe 1o OBIZUR.

To OBIZUR avtikafiotd mpocwpvd tov evdoyevn tapdyovta VIII mov €yel avaotaiel Kot o omoiog
€lval OmToPaiTTOG Y10l TNV AMOTEAEGILOTIKY QULOGTOOT).

KAl omoteleopotikdtnTo. Kot 0o@AAELo,

H acpdiela ko amotedespotikotnte tov OBIZUR yuo ) Oepaneio cofopdv apoppayikov
enel000imV o€ aobeveiG pe eMiKTNTN ALLOPPOPIAIL |IE AVTOAVOGO AVOGTUATIKA OVTICOUOTO EVOVTL TOV
avBpomvov mapdyovta VIII diepeuviOnioy 6g Lo TPOOTTIKY, L1 TUYOLIOTOMUEVT), AVOIKTT LEAETN
ue 28 acBeveic (18 xovkdoiovg, 6 pavpoug kai 4 aciitec). H pelém ovunepiélafe acbeveic mov
mapovciocay apoppoyio emkivovvn yia tn {on Kovn yuo ™ PlocidtnTo Tov HEAOVG, 1 omoia
ATOITOVCE VOO AELD.

Ol to apytkd a1poppayikd enelcodta iyav 0etikn avtamdkpion ot Bepomeio oTic 24 dpeg ueTd ™V
APy YopnyNon d6onG, OTwg eKTUONKE and Tov KOPLo EpgvvnTn. £2G BETIKN avTOmTdKPIoN
YOPOKTNPIOTNKOY Ol TEPUTTMGELS OTLG OTOIEG 1) Oppayio. OTAUATNOE 1 LELDMONKE P KAVIKN
Bektioon 1 pe dpactikdtra Tov mapdyovta VI nave and évav mpokabopiouévo atdyo.

Bgtikn avtondkpilon noapotnpndnke oto 95% (19/20) tov acbevav mov a&oroyndnkay otig 8 dpeg
ka1 oto 100% (18/18) otig 16 dpec. Extog amd v avramokpion ot Oepaneio, 1 GUVOAKN mttvyio
¢ Oepoameio TPOcdOPIoTNKE A0 TOV EPELVNTI COUPMVA LLE TNV IKAVOTNTE TOV VO SIKOWYEL ) VO
HEWDGEL TN 866N KoM T cuyvotnta yoprynon d6ong tov OBIZUR. Zuvolikd 24/28 (86%) twv
acOevov giyav emtoyn éheyyo (AmTOdPOUTn) TOL OPYIKOV AHOPPAYIKOD ETELGOSI0V. ATd TOVg aobeveig
7ov éhapav Oepameio pe to OBIZUR w¢ Oepancio mpdg ypopune, n oroia opiletal o¢ Kopio Gueom
TPOTYOVLEVT] YPNON OVTIULLOPPOYIK®Y TAPOYOVIWOV TPV 0t TNV TpadTn Bepomeio pe

OBIZUR, 16/17 acbeveic (94%) avépepav otodiaxn enttvyio e Oeponeiog. ‘Evieka acOeveig
avépepay OTL elyov AdPet avtiaipoppayikovc mapdyovieg (m.y. rFVIla, copndkvoua gvepyomomuévon
ouumAokov pobpouPivne, Tpaveéouikd 0&H) tpv and v Tpdt Oepancio pe OBIZUR. And ovtoig
toug 11 acbeveig, okt elyav otadiokn enttvyn Oepaneio (73%).

H dudpeon doomn avd Eveon yia tnv emttvyn Oepameio g apyikng apoppoyiog frav 133 U/kg evod n
dugpeon ocvvolikn 66om tav 1523 U/kg yio didpeso ypovikd didotnua 6 nuepov. O didpesog
apBpog TV nuepnolov gyyvoemv ava acbevi ntav 1,76 (svpog: 0,2 £wg 5,6). Katd v apyikn
nepiodo 24 wpmv, yprnoomomonke oty KAIKN peAétn n didpecn cvvoAlkn do6on 493 U/kg pe
duapeon Tiun 3 eyydoemv. ETIC TEPITTAOCELS OTIG omoiec M| Oepameio Tav omapaitntn wépov

TV 24 opov, ypnopomombnke didpeon cuvolikn door 1050 U/kg pe diapeon Ty 10,5 eyyvoeic
(d1épeon 06om 100 U/kg) yio tov €Aeyyo evOC opopporytkod EnEIcodiov.
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Katd v khvikn pedétn tov OBIZUR yuo v emiktntn aipoppo@iria, 29 eviiikeg acbeveig
a&lohoynniav og Tpog TNV acpaiela. Askaevvéa 0oBeveig Oev ElYOV AVIXVEDGILO TITAO AVTLYOIPEIOL
avaotaAitikov mopdyovta VII katd v (< 0,6 BU/mL). And toug 19 acbeveig, dmoeka dev glyov
aviyvevoipo titho avtyoipelov mapdyovia VIII petd m Bepaneia, mévte giyav avénon tov titAov

(> 0,6 BU/mL), eved yio. 00 dropa dev avaiddnkav deiypoto petd ) Oepameio kot entd dropo
avERTLEAY aVaVNOTIKES avTdpdoelg pe avénorn = 10 BU tov avBpdnvov mapdyovta VI ko tov
avaoToAE®V yoipelag ariniovyiag avacvuvdvacuévoo tapdyovia VIII.

Kotd v «hwvikry pekétn tov OBIZUR og acBeveic pe ovyyevi] aipoppo@idic A pe ovooToAElg
(CHAWI) mov vrofAnOnkav og yeypovpyikn exépfoot, amd toug 8 evilikes aobeveic mov umopoveov
va a&oioynBodv oo v avaivon ac@AAElnS, GUVOMKE S5 dtopo TOPOVLGIOGAV OVOUVNGTIKEG
avTIOpPACELC.

Toudwarpikdc TAnOvouodC

O Evponaikdc Opyaviepnog Papudkmv Exel dOGEL amaAloyn omd TNV VTOYPEMST VIOBOANG TV
amotelecpdtov tov peretdv pe 1o OBIZUR og 6Agg Tig vokatnyopieg Tov madatpucon mAnfucon
ot Bepaneio g enikTnNG CtpoppoPiiag (PAéme mapdypao 4.2 o TANPOPOPIES GYETIKA LE TNV
TS0 TPIKY YPHON).

A1 T0 POapUOKEVTIKO TPOTIOV ExEl yKkp1Oel e TN drodKasio TV «EENPETIKOV TEPIGTAGEDMVY». AVTO

onuaivel 6t Ady® TG oTaviOTNTOG TG AcBévelag dev €xel kataoTtel Suvatov va Anedei TAnpng
TANPOPOPNGT] Y10 TO PAPUAKEVTIKO TPOTOV.

O Evponaikdc Opyaviopog @apudkmv 6o agloloyet etnoing kabe véa mAnpopopia mwov Ba eivar
dbéotun kor n tapovoa [epiinymn tov Xapaxtmpiotikdv tov [1poidvtog o emtkoponoteitol
AVOAOY®G.

5.2  ®appokokiviTiKES 1010TNTES

DoppokokivnTiKa dedopuéva and 5 aceveig pe eniktnTn apoppoPiiio evd Ppickoviay og un
aLOPPaYIKY KoTAoTooT Tapovstalovtot atov [livaxa 1.

Hivaxkog 1: ATopKE @OPRIKOKIVIITIKG 0£00pEVA Y10, T1] 0pacTIKOTNTA TOV Tapdyovta VIII petd
™ ropfiynon g tehkig 66ong Tov OBIZUR o¢ 5 acBgveic pe eniktnTn apoppo@iria. Or
ao0¢gveig Bpiokovray 6g pun apoppayiki) kotdotaon. H dpactikétnta Tov wapdayovra VIl
peTpOnke pne T0v TPocdlopispd NG £vOg otadiov.

Abon Apykn AUC.

, Aé(ﬂ] (U/kg) SPGGTIK(STT]T(I Tmax Amax AU CO-t (% t)
AcBevic | hevin () | 0 (h) %) | (%)
1 5.000 76,7 89 17 0,42 213 3.124 4.988
2 2.934 30,0 18 4,6 0,42 100 694 712
3 7.540 1442 3 53 0,45 74 473 492
4 9.720 206,8 0 18 0,50 53 122 135
5 10.000 133,3 M/A 4,2 0,75 178 1.583 1.686

Anmax = péylot napotnpovpevn % dpaotikdtnra, AUCot = guPfaddv vmo Ty KopmdA
GUYKEVTPMOTG-YPOVOL ato TN ypovikh oty 0 £o¢ v Tedevtaio LETPNOIUN GVYKEVTPOOT),

AUC. = eufadov 1o TNV KOUTOAN GLYKEVTPOGTC-YPOVOD amd TN ypovikn otyun 0 ue avaymyn 6to
amepo, ty, = TeEAIKOG Ypovog Nuicelog (g, Tmax = YpOVOG HEYIGTNG TapaTpOLUEVNG Yo
dpaotikotrag, M/A = un dwbéoun.

O péoog puduog emavapopag petd v apykn d6on 200 U/kg ftav 1,06 £ 0,75 U/ml avé U/kg
(e0pog 0,10-2,61) petpolpevog pe Tov TPoGOopIGHO THENG EVOG GTAdI0V.




TTapoti n dpaoctikdéTnTa TOoL Tapdyovta VIII 1 omoia mpocdiopiletarl amd Tov xpmpoyovo
TPOGIOPIoUO elvar Yevikd ukpdTepn amd T dpaoctikdtnta Tov mapdyovta VIII n onoia
npocdopiletal amd Tov TPOoGdlopicrd TNENG EVOC 6Tadi0V, Ol dpacTIKOTNTEG TOL Tapdyovta VIII petd
v €yyvon o€ acbeveic pe emiknTn apoppoPiriio otny kKhvikn perétn OBI-1-301 étewvav va givat
VYNAOTEPES LLE TOV YPOUOYOVO TPOGIIOPIGUO amd 0,TL Le TOV TPOGdoplopd TENS evdg otadiov (BA.
nopaypago 4.4).

Ta avaotoitikd avticopoto Evavit tov OBIZUR petprinkav pe pio tpomomoinem g Topailayng
Nijmegen ¢ pefddov tpocdiopicpov Bethesda. Tpeig acBeveic o1 onoiol cupmepiinednkay otnv
AVAALGT QUPUOKOKIVITIKAG ELYOV AVIXVEDGILO TITAO aVTIXOIPELOL AVACSTAATIKOD Tapdyovta VIII koatd
v apykn a&ordoynon (= 0,6 povaodeg Bethesda (BU)/ml). Tpeig amd tovg mévte acbeveic dev eiyov
aviyvEDOILOLG TiTAOVG avTyoipetov mapdyovto VIII petd ™ Bepancio (< 0,6 BU/ml pe Bdon to
TEAEVTOIO OVAPEPOUEVO OMOTEAEG ), OVO aGOEVEIC ElYoV AVIVEVGIUO TITAO OVTLYOIPEIOV

napdyovra VIII (> 0,6 BU/mI).

O péoog ypovog nuicetag {ong Tov OBIZUR og evvid a&lohoynoipong achevelg oty aploppoyikn
Kkatdotoon Ntav (tepimov) 10 dpeg (ebpog 2,6 mg 28,6 dpeg).

5.3 IIpoxiviké dedopéva yio TV ac@dreia

Ta pun KAvikd dedopéva dgvV amoKaAVTTOVY 1010iTEPO Kivouvo Yia Tov AvOpmTo e Pacn Tic
SLUPUTIKEG LEAETES PUPLLOKOAOYIKNG ACOAAELOG ) TOSIKOTNTOG EMAVAAULUPAVOLEVOV dOGEDV.
061660, 6€ LELETEG TOEIKOTNTOC EXAVOLAUPBAVOUEV®DV dOCEMV, 1| EXITTOOT Kol 1 BopdTnTa Tng
onepapatonadelog o€ TONKovg oTovg omoiovg yopnyndnke OBIZUR evdopléPia o

dooelg 75, 225 ot 750 U/kg/muépa etyav avéntikn tdon pe v mapodo Tov ypovou.

Agv &ygovv mpaypatonomBel peréteg avamapaywypomrag o {oa pe 1o OBIZUR.

6. OAPMAKEYTIKEX ITAHPO®OPIEX

6.1 Katahoyog exdoymv

Kovig

IMoAvcopPiko 80

Xhwprovyo vatplo

Awdpikd yAmprovyo acPEcTio
Zakyopoln

Tpouetapdin

Y 5poyAmpikn TPOUETALOAN
Natplovyo Krtpikd

AwdvTng
"Yowp yio evéoipa

6.2 AovppotoTnTeg

EXieiyel peletmv oyetikd pe tn cupfatotnta, T0 Tapov QUpUIKEVTIKO TPOioV 08V TPEMEL VA
AVOLELYVOETOL LE GAAD POPUAKEVTIKA TPOTOVTOL.

6.3 Awdpkera Long
3 xpovia.

To avacvotouévo dtdlvpa Bo Tpémel vo xpNoIUOTOLEITAL AUECHE KoL £0C 3 DPEC UETH TV
avacLGTOOT).
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6.4 Idwitepeg TpoPuAAEELS KOTA T QVAEEN TOV TPOTOVTOG
dvidcoete og yoyeio (2°C—8°C). Mnv katoyOyETE.

I"a t1g cuvBNKeg SlatipnoNG LETA TNV AVAGVGTAGCT] TOL POPUAKEVTIKOD TPOIOVTOG, BA.
napdypapo 6.3.

6.5 ®@VOon Kol GLOTUTIKA TOV TEPLEKTN

Mia cvokevacio tov OBIZUR mepiéyet 1, 51 10 and ta e€ng:

. QLoAide kévews (Yool Tomov I), pe nopa sloydpnong (amd PouTuAlKd EAACTIKO ETKOAVUUEVO
pe FluroTec®) kot [l 0mooTOUEVT] GOPAYION,
o TPOYELOUEVEG GUPLYYESG (YVOAl TOTOV 1), pe Tmodpa etloympnong (omd Ppopofovtuiikd EAAGTIKO

emucaAvppévo pe OALo FluroTec® otnv mhevpd enapnc), modpo dkpov and Bpopofovtuikd
glooTikd Kot Tpocappoyéa ovvdeong Luer lock,
o GUGKELT UETAYYIONG VYPOL LE EVOOUOUTMUEVT] TAOGTIKY OKIO.

Mmropei va un KuKAOQOPOUV OAEG 01 GUGKEVAGIES.

6.6 Idwitepeg TPOPULLAEELS aTOPPLYNG KOL AALOG YEIPLGNOG

Metd v avacvotaon, 1o StdAvpa eivot dtanyég, dypmpo, eEhevfepo copaTdioy Kot £yet

pH 6,8 éwg 7,2. H ocuoypappopoplokdtnta Tov puietikod SIeAVUOTOS TOV TOPUCKEVAGLOTOC
Kopaiveror peta&d 59 ko 65 10% mOsm/kg H20.

To avacvoTabéy QuproKeLTIKO TPOoidV O TPEMEL Vo EAEYYETOL OTTTIKG Y10 COUOTIOW Kot
ATOYPOUOTIGHO TPV 07O TN YopNynom. Mn yopnyeite dStoAduata mov Topovetalovy cmUTIO M

ATOYPOUOTIGHO.

Kdabe aypnoyomointo @oppokentikd Tpoidv 1 DTOAEWLUN TPETEL VO OTOPPITTETAL GOUPDVO, [UE TIG
KOTO TOTOVG 1GYVOVGES OYETIKES SLOTAEELS.

[Ipoctolpacio

[Ipotov Eexvioete v avachotaom, Oa ypelacteite Ta €ENXG:

o YroAloyiopévog aptBpoc eroidiov kovewc,

o "I810g ap1Bpog cvpiyymv pe to dtodvn Tov 1 ml ko oteipovg mpocapuoyeis proidiov,

o ToAbmia aAkodAng,

. Meydin oteipa cupryya mov Ba TePLEyeL TOV TEAIKO GYKO TOV (VOGVUGTOUUEVOD TPOIOVTOC.

O1 310.01KOGIEG TTOL TEPTYPAPOVTOL TOPOUKATM TOPEYOVTOL MG YEVIKES 0ONYIES Y10 TNV TPOETOLAGTIO KOl
avacvotootn tov OBIZUR. EnavaAidfote Tig akdrovbeg 0dnyieg ovachotaonc yio kdbe @larido
KOVE®G TO 01010 TPOKELTAL VO AvacVGTOOEL.

Avocbotaon
Xp1o1HoTOlEiTE AOTTITY TEYVIKY] KATA TN S14pKELN TNG O10d1KOGING AVOsVGTOOTG.

1. Aopnote 10 euokidio kovemg OBIZUR kot tnv mpoyepiouévn cvptyya pe to Sl va ebdcovv
o€ Ogpuokpacio dopatiov.

2. A@oipécte T0 TAIGTIKO TOU TOL ProAdiov kdvemg OBIZUR (sikéva A).

3. Kobopiote T0 EAAGTIKO TOLO E1GYDPNOTNG UE EVOL TOADTIO OAKOOANC (deV mapEyETaL) KOt
QPNGTE TO VO GTEYVMOGEL TPV ATd T PN ON.

4. A@apéoTe TO KAADULO TNG GVOKELOGING TOL TPOSAPUOYEN TOL PLaAdiov (gikdva B). Mnv

ayyi&ete ) ovvdeomn Luer lock (dkpo) 010 k€VIpo TOL TPOGUPUOYEN TOL PLOALdIOL. MV
OPOLPEGETE TOV TPOGOPLOYEN TOV PLAALII0V OO T1 GLOKELOGIA.
5. TomoBetnoTE TN GLOKEVAGIO TOV TPOCUPUOYEN TOV PLOALSIOV GE P Kabapn ETPAVELN UE TN
ovvdeon Luer lock otpappévn mpog ta enivo.
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10.

11.

12.

13.

Amoondote 10 avOeKTIKO 0TV TaPoPiaoT IO TG TPOYELUGUEVIC GUPLYYOS LE TO O0ADT
(sucova IN).

Evd kpatdre otabepd ) cuokevoasio Tov TpocaployEs Tov PLoAdiov cuvOESTE TNV
TPOYELUGUEVT] GUPLYYO LLE TO SLOADTN GTOV TPOCAPUOYED TOV PLOASIOV WOMVTOC TO GKPO TNG
ovptyyag otn ovvdeon Luer lock 610 kKé€vipo 1oL Tpocapuoyéa Tov PLoALdion Kot TEPIOTPEYTE
de&106TpoPa £mg OTOV acPULicEL | GVPLYYa. Mn 6oiyyete vaepPolkd (Ekova A).

Apoipéote TV TAOOTIKN cvokevaoio (gukova E).

TonoBetnote 10 Ploridio kdvewg OBIZUR ot o kabapr|, exinedn kot okAnpn emoavela.
TonoBeTNOTE TOV TPOGUPHOYEN TOV PLHALGIOV ETAVM 0o TO PLoAidio Kovews OBIZUR kot
wOnote 6Tabepd TNV 0Kido TOL PIATPOL TOV TPOCAPUOYEN TOV PLOAIIOV OTO KEVTIPO TOV
glooTikoy KOKAoL Tov PLoAdiov kovemg OBIZUR éwmc 6Tov 0 510¢p0avo TAUGTIKO TOU
KOUUTIMOOEL 6TO PLoridio (ekéva XT).

Q0OnMote 10 EuPoro apyd TPOS TA KAT® Y10 VO EYYVGETE OAOV TO SLOADTY 0T T GVPLYYO GTO
@loAido kovewg OBIZUR.

Avakwvniote pe nreg kivnoels (kokhkd) to eroridio kovemg OBIZUR ympic va apapéoete
ovpryya, £mg 6Tov OAN 1 KOVIG va dtwdvbel/avacvotabel TANpwg (eikéva Z). To avacvotadév
Stddivpa Oo Tpémel va EAEYYETOL OTTTIKG Y10 GOUATIOW, TPV 0T T Yop1ynom. Mnv to
YPTCULOTOLEITE EAV TAPOTNPCETE COUATIONN 1] ATOYPOUATIGUO.

Kpatdvtag pe 1o £va x€pt To QLOAIS10 KoL TOV TPOSUPUOYER TOV PLOALSIOV KO Pe TO GALO YXEPL
KPOTOVTOC GOIKTA TOV KDAIVOPO TNG TPOYEUIGUEVIC GUPLYYOS LE TO O1o0ADTN, EePfiddaoTte pe
aploTePOGTPOPN Kivion T VpLyyo amd Tov TPocopUoyEa Tov GlaAldiov (stkévae H).
Xpnowonomaote to OBIZUR apéomg kot viog 3 opdv amod v avacHoTact dTav GUAACCETL
o€ Oepuokpocio dopatiov.

Ewoéva A Ewova B Ewoéva T Ewoéva A

Xopnynon

ATOKAEIGTIKA Y10, EVOOQPAEPLA EvEDT).

E&etdote to avacvotadév Sidivpo OBIZUR yio copatidw kot amoypopatiold Tptv amd T
yopnynon. To didAvpa Bo mpémet va sivar dlanyEg Kot aypopo. Mnv 1o xopnynoete 6v
TOPOTNPTCETE COUATION 1] ATOYPDOUATIGUO.

Mn yopnyeite to OBIZUR oty 1010 coAfvoon 1 mepiéktn poll pue dAla evéoipa
POPULOKEVTIKY TPOIOVTOL.

XPNGILOTOIDVTOG ACTTIT TEYVIKT], YOPTNYNOTE TO g@apuolovtag tnv akdlovdn dwudikacio:

1.

Otav éyovv avacvotadel OAa To PLoAidio, cVVOESTE GTOV TPOSUPUOYEN ELOASIOL piaL pLeydAn
ovptyya TELovTag amaAd T0 AKPO TG GUPLYYOC TPOG Ta, KAT® ot cuvoeon Luer lock oto
KEVTPO TOV TPOGUPLOYED TOV PLOALSIoL Kot TEPIOTPEYTE 0eELOGTPOPN EMC OTOV ACPAAMGEL T
oopyya.

Avaotpéyte To QLoridio. QOncTe TOV 0épa LECH BT GLPLYYA TPOS TO PLOAISLO Ko
avoappoprote to avoaovotouévo OBIZUR péoa otn obpiyyo (€ikéva ©)
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3. Eefdmote ™ peYAAn cOptyya omd TOV TPOCUPLOYEN PLOAOI0ON TEPIGTPEPOVTOC
apLeTEPOGTPOPA Kot ETAVOLAPETE TN SladIKaGio ATV Yio OAN TO AVOCLGTAUEV PLOAISLL TOV
OBIZUR ¢wg 6tov emttevybel 0 cuvorikodg 6ykog mov mpoKettal vo, xopnynoet.

4. Xopnynote to avacvotopuévo OBIZUR evdopiépia pe puud 1 éwnc 2 ml avd Aentd.

Ewova O

7. KATOXOX THX AAEIAY KYKAO®OPIAX

Baxalta Innovations GmbH
Industriestrasse 67

1221 Vienna

Avotpia

medinfoEMEA @takeda.com

8. APIOMOZ(OI) AAEIAX KYKAO®OPIAX

EU/1/15/1035/001

EU/1/15/1035/002

EU/1/15/1035/003

9. HMEPOMHNIA ITPQTHX ET'KPIZHX/ANANEQXHY THX AAEIAX
Hpepounvia mpdtng £ykpiong: 11 Noeufpiov 2015

Huepounvia televtaiog avavémong: 16 NoguPpiov 2020

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Aentouepeic TANPOPOPIES Yo TO TOPOY QUPLOKEVTIKO TPOioV gival S100EGIUEG GTOV SIKTLOKO TOTTO
o0V Evponaikod Opyovicpod @apudakov: hitp://www.ema.europa.eu.
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IHAPAPTHMA 11

IMAPAXKEYAXTHX (EX) THX BIOAOT'IKQX APAXTIKHX
OYXIAX KAI TAPAXKEYAXTHX(EX) YHILEYOYNOX(OI)
I'TA THN AIIOAEXMEYZXH TQN HAPTIAQN

OPOI'H IIEPIOPIXMOI XXETIKA ME TH ATAGEXH KAI
TH XPHXH

AAAOI OPOI KAI AITAITHXEIX THX AAETAX
KYKAO®OPIAX

OPOI'H IEPIOPIZMOI XXETIKA ME THN AX®PAAH KAI
ATIOTEAEXMATIKH XPHXH TOY ®PAPMAKEYTIKOY
MPOIONTOX

EIAIKH YIHOXPEQXH OAOKAHPQXHX

METEI'KPITIKQN METPQN I'TA THN AAEIA
KYKAO®OPIAX YIIO EZAIPETIKEX IIEPIXTAXEIX
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A.  TIAPAXKEYAXTHX(EX) THX BIOAOI'TKQX APAXTIKHX OYXIAX KAI
INAPAXKEYAXTHXE(EY) YIIEYOYNOX(OI) I'TA THN AIIOAEEMEYXH TQN
IHAPTIAQN

‘Ovopa kot dtevfuvon Tov TapaoKeLAoTH TS BLOAOYIKAOC dPACTIKNC 0VGIOG

Rentschler Biopharma Inc.
27 Maple Street

Milford

MA 01757

Hvopéveg Iolteieg tng Apepikng

‘Ovouoa kot 61e06vven Tov TOPUCKELAGTH TOL £ival LTEVOLVOC Yo TNV OTOOEGUELCT) TOV TOPTIOWV

Takeda Manufacturing Austria AG
Industriestrasse 67

1221 Vienna

Avotpia

B. OPOI'H HEPIOPIXMOI ZXETIKA ME TH AIAGEXH KAI TH XPHXH

DoppokevTikd TPOIOV Yo TO 0TTOI0 omaLTeiTan TEPLOPIGUEVT 1oTpik) cuvtayn (PA. mapdptnua I:
[Mepiinyn tov Xapaktnpiotik®v Tov ITpoidvtog, mopdypapog 4.2).

I AAAOI OPOI KAI ATTAITHZEIX THX AAEIAY KYKAO®QOPIAX
. Ex0¢cg1g meprookng wapakorovdnong g acedireras (PSURS)

Ot anmortnoelg yio v voPoirn twv PSURS yio to ev Adym @apuakevticd Tpoidv opilovtal 6tov
KaTdAoYo UE TIg nuepounvieg avapopds e Evoong (katdloyoc EURD) mov mopatifetor oty
Tapdypoeo 7, Tov dpBpov 107y, tng odnyiag 2001/83/EK kot kdOe emakdlovdng emkarporoinong
OT®G OMUOGIEVETAL GTIV EVPAOTOIKT OIKTVOKT TUAT Y10l TO PAPHLOKOL.

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

. Yyé010 owaygiprong Kivovvov (ZAK)

O Karoyog Adelag Kukiogpopiag (KAK) Oa die€aydyet Tig amattodpueveg dpactnploTnTES Kot
TOPEUPAGELS PUPILOKOETOYPVOTVIIONG On¢ Tapovotdlovial ato cupovniéy XAK mov tapoveialetan
otV evotnta 1.8.2 g dde1ag KukAoQopiog Kol OTOEGONTOTE ETOKOAOVOES EYKEKPIUEVES
avaBempnoeig tov TAK.

‘Eva emucaiporompévo ZAK Oa mpénet va katotedet:

. Metd and aitnpa tov Evponaikov Opyovicpod Goapudkmy,

o OnoTeEdNTOTE TPOTOMOLEITAL TO GVOTNUO, SLAYEIPIONE KIVOHVOD, EIO1KE MG QTOTEAEGLOL ANWYTG
VE®V TANPOGOPIDV TOV UTOPOVV VOl EMPEPOLY CTUAVTIKT GAANYT OTH GYECT] 0PEAOVC-KIVOUVOL
N ®©G ATOTELEG LA TNG EMITEVENG EVOG OTLLOVTIKOV OPOGTILOV (POPUOKOETOYPOTVIION 1
glayiotomoinon Kivovvov).

o EmnpéoOeta pnétpa ehaytotomoinong Kivovvov

IIpwv amd v kvkhoopia tov OBIZUR cg kdBe Kpdtoc Méhoc, 0 KAK mpémel va cuppmvioet
GYETIKA L€ TO TEPLEYOLEVO KOL TN LOPPT] TOL TPOYPAUUOTOC EKTAIOEVOTG, GUUTEPIAAUPAVOUEVOV TV
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pEcV eMKOVAOVING, TOV HEBOS®V d1avoUnG Kot TUXOV AAA®Y CNTNUATOV TOV aPopohV TO TPAYPOLLLLL,
He TV oppodia Bvikn Apyn.

To mpOYpap0 EKTAIOEVOTG GTOYEVEL GTNV ELOYICTOTOINGN TOL KIVOHVOL CQUAUATOV KATE TN
yopnynon t®v 64cemv.

0O KAK 6a dwucpahricet 611 o€ kdbe Kpdrog Méhog 6mov kukiopopei 1o OBIZUR, 6ot o1
EMOYYEALATIEG VYELOG TOV OVOUEVETOL VO, GLVTIOYOYPAPTGOLV Kat va, xopnynoovy to OBIZUR 6a
&xovv mpdcPacn/Ba Tovg Tapacyedel To TAPUKATO TOKETO VAIKOD ekTaidgvonc:

. VAKO ekmaidevong lTpdVv.

To vAKo ekmaidevong wTpdv o TepIEyEL:
o v Hepiinym tov Xapokmpiotikav tov [Ipoidvrog,

o TO VAIKO EKTOHOELONC TOV EXUYYEAUATIOV VYEING.

To vAKS ekmaidevong TV exayyeALaTIOV VYeiog Oo TepIEyel Ta TapaKaTo Pacikd cTolyEio:

o QULAAGO0 emayyEALOTIOV VYEIOG TOL TEPILOUPAVEL Evay AETTOUEPT] DTOAOYIGUO TOVL aptOpoD
TV PLoMdinv evog acbevoig Bapovg, yio mapdderypa, 70 Kg,
o £€va MAEKTPOVIKO BIVTED Y10 TNV TEPAUTEP®D AETTOUEPT] AVAAVCT) TOV OTALTOVUEVOL VITOAOYIGUOD

KOl TG YOPYNONG TOL PUPLAKEVTIKOD TPOIOVTOG,

E. EIAIKH YIIOXPEQXH OAOKAHPQXIHX METEI'KPITIKQN METPQN I'TA THN
AAETA KYKAO®OPIAX YIIO EZAIPETIKEX ITEPIXTAXEIX

Agdopévov 61t avtn givar pa £ykprton Vo eEQPETIKES TEPLOTAGELS Kot COUP®VO, LE To pBpo 14 (8)
tov kavoviopov (EK) apif. 726/2004, o KAK 0a AdPet, evidg Tov SNA®UEVOL XpoviKoD TAUGIOV Ta
axoAovba pétpa

Heprypaoi) Avapevopevn
npepopnvia

[Ipokeyévov va dlocporicove TNV ETaPKN TopakoAovdnoT g acpdieloc kot | Ethoia, oto
arotereouatikotntoag Tov OBIZUR ot Ogpomeio aipoppayikdv eneicodiov o TAOIG10 TNG
acfeveic pe eMIKTNTN AUOPPOPIALD TOV TPOKAAEITAL IO AVTICAOUATO GTOV ETNGLOG
napayovto VIIL, o KAK mopéyet €TolEC EVILEPDGELS GE TVUYOV VEES EMOVEKTIUNONG
TANPOQOPIEC TTOL 0POPOHV TNV acPiAELn Kot amoTelecuatikotnTa Tov OBIZUR.
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IHAPAPTHMA 111

EINNIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX
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A. ENIXHMANXH
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EZQTEPIKO KOYTI

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

OBIZUR 500 U k6vig kot S10A0TNG Yo EVEGIHO StOAV L
susoctocog GAQa

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

"Eva ml drtodvpatog mepiéyet mepimov 500 U avtiopoppopirikod napdyovia VIII (avacvvévacuévov),
yoipelag aArnlovyiag, susoctocog GApa, UETE TNV 0vVAGOGTGCT).

3. KATAAOTI'OX EKAOXQN

"Exdoya:

[ToAvcopPko 80

Xhwprovyo vaTplo

Awodpikod yAmplovyo acPEcTIo

Zacyopoln

Tpopetapoin

Y opoyAmpikn TPOUETAUOAN

Natplovyo Kirtpikd

Awpdote T0 PUALO 0INYIDOV XPNOTG TPV OO TN XPNOT.

‘ 4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Kovig ko drtedvtng yio dStdlvpa yo éveon

"Eva, mévte, déka proridia
Mia, mévte, 0€KA TPOYEUIGHEVES GUPLYYEG LE OLOADTN
"Evac, mévte, déka mpocapproyeic praadiov

| 5.  TPOMOX KAI OAOX(OI) XOPHTHZHE

Awfaote 10 PUALO 0INYIOV XPNOTG TPV OO TN YPTOT).
IMa evdopAéPra ypromn.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION MPEIIEI NA ®YAAXXETAI XE OEXH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na pvrdooetal o€ 0éon, v onoia dev PAETOLY Kot dev Tpooeyyilovy Ta Tondid.
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‘ 7. AAAH(EY) EIAIKH(EYX) ITPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)

| 8. HMEPOMHNIA AHEHX

AHEH

9. EIAIKEYX YYNOHKEYX OYAAEHX

Ddvidooete og yoyeio.
Mnv koToyvyete
XPNOOTOMGTE TO AUESA 1) EVIOG 3 OPMV OO TNV 0vOcVOTOON.

10. TAIAITEPEX IPO®YAAZEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKON ITPOIONTQN 'H TQN
YIHOAEIMMATOQN ITIOY IPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Baxalta Innovations GmbH
1221 Vienna
AYXTPIA

12.  APIOMOZX(OI) AAEIAX KYKAO®OPIAX

EU/1/15/1035/001
EU/1/15/1035/002
EU/1/15/1035/003

13. APIOMOX ITAPTIAAX

[aprtida

‘ 14. TENIKH KATATAEZEH I'lA TH AIAGEXH

| 15. OAHTIEX XPHIHE

‘ 16. TAHPO®OPIEX XE BRAILLE

H otoddynon yio va unv mepianedei n ypaon Braille sivon amodekt).

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

A163146T0TOG YPAPL®TOS KOOk (2D) mov épel Tov TEpIN@OEVTO LoVadIKO avayvVOPIoTIKO KOSIKO.
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18. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC
SN
NN
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EAAXIXTEX ENAEIZEIX [IOY IIPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

ETIKETA ®IAAIAIOY KONEQX

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX(OI) XOPHI'HZHZ

OBIZUR 500 U k6v1ig yio evésuo dtdiv o
susoctocog GAQa
Evdopiefimg (IV)

| 2. TPONOX XOPHTHEHE

Awpdote 10 PUALO 0INYIDOV XPTOTG TPV OO TN XPTON.
Miag ypfiong.

| 3.  HMEPOMHNIA AHEHX

AHEH

4. APIOMOZX ITAPTIAAX

[aprtida

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

500 U

6. AAAA ETOIXEIA

Aoyoétono Baxalta
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EAAXIXTEX ENAEIZEIX [IOY IIPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

ETIKETA TPOTEMIZMENHYX XYPITTA ME TON AIAAYTH

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOZX KAI OAOX(OI) XOPHIHZHZ

AwAvg v to OBIZUR
"Yomp yio gvéoiua.

‘ 2. TPOIIOX XOPHI'HXHX

| 3. HMEPOMHNIA AHEHE

AHEH

4. APIOMOZX ITAPTIAAX

[aprtioa

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

1 ml

6. AAAA ETOIXEIA
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B. ®YAAO OAHI'TQN XPHXHX
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@vAro ooV piong: IIAnpogopics Yo Tov acOevil. To OBIZUR rwpoopiletor povo yio.
VOGOKOUELOK YPNGT) Kot YopnyEiTal pévo amwd erayyeipnotio vysiog.

OBIZUR 500 U k6vig ka1 610A0TNG Y10 EVEGLHO S1dAVp
susoctocog GAQa

vTo oapuoxo ovtd teel VO cLUTANPOUATIKT TopakolovONon. AvTtd Ba emiTpéyel To Yp1yopo
TPOGIOPIoUO VEOV TANPOPOPLOV acpaAeloc. Mropeite va Pondnoete pécw g avagopdg mhavmv
AVETOOUNTOV EVEPYEIDV TTOL EVOEYOUEVMG TTopovatalete. BA. Téhog g mapaypdeov 4 yio Tov Tpomo
avaQopds avemBOUNT®V EVEPYELDV.

AP aoTE TPOGEKTIKG OLOKAN PO TO QVAAO 0ONYLOV PTG TPLV UPYIGETE VA YPNCLUOTOLEITE AVTO

70 Qappoxo, H16TL TEPLAUPPEVEL SNUOEVTIKEG TANPOPOPiES VIO TOC.

- DoraEre avTd To POALO 0ONYIDV Yprione. Towg ypelaotel va to dwufdcete Eavda.

- Edv éxete mepartépw amopieg, p@TNoTE TOV Y10TPO GOG,

- Edv mapotnpfoete KOmolo avemBOunTn evépyeLd, EVILEPMDGTE TOV YIATPO GAG. AVTO IGYVEL KOl
v KGO Tloavn avemBOUNTN EVEPYELD TTOV OEV OVAPEPETAL GTO TAPOV GVUAAO 00T YLDV YPT|ONG.
BAéne mapaypoeo 4.

T Tepréyer 1o Tapév AL 00N YLOV:

T etvar to OBIZUR «ou oo v ) ypiomn tov

T mpéner va yvopilete mpv cag yopnynbel to OBIZUR
g yopnyeitar to OBIZUR

[MBovég avemBOuntec evépyeteg

Ia¢ va puidccete 1o OBIZUR

[epreydpeva g cvokevaciog Kot Aomég TAnpopopieg

Sk wdE

1. Th givar to OBIZUR kot wova gival 1 yprjon Tov

To OBIZUR mepiéyet tn dpactikn ovcia susoctocog GA@a, 1 0ol £Ival oVTIHUOPPOPIAKOG
napdyovrag VIII, yoiperag ariiniovyioc. O mapdyovtag VIII eivar amopaitntog oto aipa yio to
oYNUATIGUO BpOUPOV KOl TO GTOUATNIO TG ALLOPPAYIOG.

e aoBeveig pe emiktnTn aoppo@iria, o wapdyovtag VIII dev Aettovpyel cootd eneldn o acbevig
£xel avamTOel avTIo®poTa EVavTl Tov 01kod Tov apdyovta VIII, ta oroia £ovdetepd@vouy avTdV TOV

Tapdyovta méNG.

To OBIZUR ypnoonoteitot yio m Ogponeio TV oUoppoytk®y ETEIC00IMV 68 EVIAMKEG UE EMIKTNTN
alpoppo@idio (o arpoppayikn Statapoyr], 1 onoio TPoKAAEiTaL amd TNV EAAELYT OPACTIKOTNTOS TOL
mapdyovta VII Aoyw g dnpiovpyiog aviicopdtov). Ta aviicdpoto autd Exovv pikpotepn

g€ovodetepwtikn emidopacn évavtl tov OBIZUR ax' 411 £yovv évavtt Tov avBpamvov wapdyovia VIII.

To OBIZUR amoxafiotd T dpactikdtnta Tov mapdyovta VIII wov givar og EAdetyn kot fonda to
aipa vo oynuotiost Opoufouvg 6to onpeio g apoppayiog.

2. T péner va yvopilete mpiy oag yopnyndsito OBIZUR

To mpoidv Tpoopiletal yio xoprynon Hovo 6e voonievopuevoug acheveic. Atatteiton KAvikn emifieyn
NG OLOPPAYIKNG KOTAGTACTC TOV 0oBgvoG.

Agv nipémer va, cag yopnyn0ei to OBIZUR:

- o€ MEPINT®ON aAlePYiOG 0T OPUGTIKY OLGI0 SuUsoctocog AAPa 1 6 0TO10ONTTOTE GALO ATd TOL
OVOTOTIKG 0VTOD TOV PAPUAKOL (CAVOPEPOVTOL BTNV TAPEYpPaPo 6),

- €dv elote aAlepykog oTig Tpwteiveg ydpotep (iyvn umopet va Bpickovior oto OBIZUR kot
TPOKVTTTOVV amd TN SLOOIKAGI0 TOPUCKEVTG).
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- €y &yete ovyyevn apoppopidia A pe avactoreic (CHAWI)
Edv éyete apgipoirieg, amevbuvbeite otov ylotpd cog Tpotov cag yopnynoel ovtd T0 PAPHOKO.

Ipocidomomoeis ko TPoPLAGEELS
AmevBuvbeite otov Yiatpd cag mpwv cag xopnyndel to OBIZUR.

YrepevoucOnoia

Yrdpyel pia ondvia mBovotnta va eppavicete pia adiepyikn avtidpaon oto OBIZUR. Qo npénet va
glote gvuepoL Y Ta TPOLO onueio aAdepyik®dV avTdpdoemv (PA. mapdypoao 4 yio Ta onueio Kot o
copnTdpate). Edv Topoucidcete omotodnmote and auTl To COUTTOUOTA, 1) Eveon Ba Tpémet va
Swkonel. Zopntdpata faptis Lopenc, To omoia TEPIAAUPAVOVY SUGKOAN GTNV AVATVOT Kot
MmoBopio (1 aloOnpo Auwobupiag), yperdlovial ETElYOVGO AVTILETOTION GTO VOGOKOUED.

Avaoctoleig
O y10tpdg o0g pmopel va eEETAGEL AV EYETE AVUGTAATIKA AVTICOHOTO EVAVTL TOV YOIPELOV

mapdyovta VIII ko yio avENcelg o ovTd To OVIIGMUOTO.
O y1atpdg oag Ba e&etdoet Tov mapdyovta VIII oto aipa cog dote va emPefaidoet 0tL Gog yopnysiton
enopkng mapdyovtag VIIL. O yuutpog cog Oa eEetdoet emiong edv eAEYYETOL ETAPKDG 1| CLoppayia.

Kapdayyelokd eneic6dia

Evnuepdote to yotpd oag edv Exete 1 elyate katd to TapeAdov kapdiayyelakn mdonon N edv £xete
Yv®oTo Kivovvo Opoufmong (tabnoelg mov dnuiovpyodv BpduPovg ailaTog 6To GUGIOAOYIKA ayYEia),
O10TL dev pmopel va amokieiotel 1 mhavotTa vo avarntoéete OpopPoepfolikég mabnceig otov To
enineda tov mapdyovta VI oto aipo sivor vynid kot dtatnpodviot yio HeYEAO ¥poviko d1doTnua.

Mo ko éenpor
Agv vapyovv mAnpoopieg oxeTika pe T xpron tov OBIZUR g moidid kot eprfovg niikiog kdto
Tov 18 etdv.

Adlha @éppoxa kor OBIZUR

Evnuepmote tov yiatpd 6oc €0V (pNOYLOTOLEITE, EXETE TPOGPATO XPT|CUYLOTOMGEL 1] Uiopel val
YPNOLOTOMGETE AN Qhppaka. Agv vTdpyovy Yvootés adniemdpdoels tov OBIZUR pe dAla
QapLOKaL.

Kinon kot Onhaopog
Edv giote éykvog 1 Onhalete, vouilete 0T umopei va gicte £ykvog N oxedalete Vo amokTNGETE O,
{ntote T GUUPBOVAN TOL YITPOV GOC TPV YPNCUOTOGETE AVTO TO PAPLLUKO.

Odnynon ko EPLoROg PNy avnpdTmv
To OBIZUR dev £yet kapio exidpaon otnv IKOVOTNTO GOG Y10, 0ONYNOT| Kol YEIPICUO UNYOVIUATOV.

To OBIZUR wepiéyer vatpro

To eapuaxo avtd mepiéyetl 4,6 mg vatpiov (KOplo cvotaTikd poryelptkotd/enttponéllon AAaToc) o
k@€ YMOocTOATPO PETA aTd T dnpovpyia Tov. Avtd 1codvvapei pe 1o 0,23% NG cuVISTOUEVNS
HEYIOTNG NMUEPNOUG TPOGANYNG VOTPIOL LEe TNV dlaTpoen Yo Evav eviiika. [Ipérel va Aappdvovton
TOALG QOISO ava dOOM.

Evnuepaote o ylotpd cag edv Ppiokeote og dlotta pe eEreyyopevo vatplo.

3. Hog yopnyeitan 1o OBIZUR

H Ogpancio pe 1o OBIZUR 0a dievepyeitor and yratpd pe gumeipio otny mepibodyn aclevav pe
ALLOPPOPILID, (OULUOPPUYIKES OLOTAPAYES).
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O ywTpog oag Ba vroroyilet T 66om Tov OBIZUR (o€ povadec 1 U) avdAioya Le TNV KOTACTOON COG
Kol T0 cOUoTIKO cog Bapog. H cuyvotnta kot 1 didpkela g yoprynong Oa eEapmbel amd to ndéco
amotelecpatiko ival to OBIZUR og godg. Zuvnbwmg, 1 Oeponeio vrokatdotaong ue OBIZUR eivat
pio Tpocwpivy Bepaneio Emg 6Tov VITOYWPNGEL N alpoppayic 1| eEorelpBovV Ta ovTIcOUOTE EVAVTL
oV O1KoV oag tapdayovta VIII.

O yatpog cag Ba cag Tapakoiovdel Yo aviicopota oto OBIZUR.

H ocvvietdpevn mpatn 660 givar 200 U avd Adypoppo cmpatikod Bapovg, xopnyovuevn Ue
evOoQAEPLa Eveon.

O yiatpog Bo petpdet TakTikd T dpactikdTnTa Tov d1kol cag mapdyovta VII dote va anopacicet
Yo TIG EMOUEVES BOCELS Kal TN GuyvoTNnTa Yopnynong tov OBIZUR.

H oapoppayia cuvibog avtarokpivetol VIO Tov Tpd@Ttov 24 wpadv Kot 0 Y1oTpog cag Oa
TPooapUOGEL TN 060M Kot T dtdpketo Tov OBIZUR éwmg 6T0v GTONOTAGEL 1 Ollopparyict.

O ovvolikdc 6ykog Tov avacsvotapévov OBIZUR Ba mpénet va yopnyeiton pe pubud 1 éwg 2 ml avé
AEMTO.

Edv &yete meprocdtepeg epOTNOELS GYETIKA LE TN XPTOT CLTOV TOV PUPUAKOL, POTHCTE TOV YTPO
oo,

4. IMBavéc avemOBOpnNTES EVEPYELEG

Onwg 6ha Ta eAppOKa, £TGL KOL GVTO TO PAPUAKO UTOPEL VO TPOKAAEGEL AVETIOOUNTEG EVEPYELEG, OV
Kol Ogv Tapovcldlovtal 6 GAOVG ToVS avEpPOTOLG,.

Edv mapovctactodv a1gvidleg kot fapldg Lopeng 0AAEPYIKES AVTIOPAGELC, 1) £vEST TTPETEL VAL SLOKOTEL
dueca. [Ipémet vo EMKOVOVNGETE GUEGN UE TOV YIOTPO GOG EAV TOPOVGLACETE OTOLOONTOTE OO TO,
aKOAOLOO TPAULE CVUTTOLOTO:

- Oidnua ota yeiln kot ) yAdooa,

- AicOnuo KOGV Kot VOYU®V 6TO oTueio TG éveong,

- Piyn, eSayer,

- Kvidwon, yevikevpévo kvnopo,

- Keporodyia, younin mieon aipatog,

- AnbBapyo, acBévela, avnovyia,

- I'pAyopo yromnpa g kopdids, opi&yto oto otboc,

- Mupuiykiacpo, EUETO,

- Zuprypo.

IloAv ovyvig avemOOuNTES EVEPYELES (MOBAVAS VO, EMNpedsovy TAve oo 1 oto 10 dtopa)
- Anovpyio avIIcOUATOV KOl GLENCELS GE TPOVTTAPYOVTIN AVTICOUOTO EVAVTL TOV QOPIEKOU,
OV UTOPEL VO TPOKOAEGOVV EAAENYT] OTOTEAEGLOTIKOTITOG LLE GUVEYT OLLOppayid.

Ava@opd avemOOunTOV gvepyEtdV

Edv mapotnprioete kdmoo avemBopunTn evépyeia, EVIIEPMGTE TOV YUTPO GO AVTO IGYVEL KOl Y10
Ké0e mBovn avemBOunTN evépyELa TOV OV AVAPEPETHL GTO TAPOV PUAAO 0O YDV ¥prionc. Mmopeite
emiong vo avopépete avembountes evépyeles amevbeiog HEGm TOV EBVIKOD GUGTILOTOG OVOPOPES TOV
avaypaeetor oto [Hopaptnua V. Méocwo g avapopdc averiBuuntmy EVEPYEIDV UTOPEITE Va
BonBnoete 6T GLALOYN TTEPIGGOTEP®V TANPOPOPLDV GYETIKA LE TIV OCPAAELN TOV TOPOVTOG
POPUAKOL.

5. Iaog guridcoete To OBIZUR

To @dppoaxo avtd TPEnel vo, pUAACGETOL GE LEPT TTOV Oev TO PAETOVY Kot dgv TO POEVOLY TO TTaLO1dL.
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http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

Na pn ypnotponoteite avtd 10 PAPUAKO HeTd TNV Nuepounvio ANENS Tov avaeEPETAL GTO KOVTL, GTO
QLOAI10 Kot oTnV Tpoyepcuévn ovptyya petd v AHZEH. H nuepounvia Aqéng etvan n tedevtaio
NUEPO TOV UNVO, TTOL OVOPEPETOL EKEL.

dvldooete og yoyeio (2°C-8°C).
Mnv kaToyvyete

Mmopegite vo, YpNGLOTOGTE TO OVAGVOTAOEY S1AAVLA AUECHG KOl £0G 3 MPES PETA TNV TANPN
dtdAvon g KOVE®DG,.

Metd amd v avachoTacn to dddvpa B tpénet va glvar dtovyEg Kot dypmpLo.
Mnv 10 Y0pNYNOETE EAV TAPATNPTCETE COUOTIONN 1| ATOYPOUATIGUO.

Kabmdg avtd 1o pdppoiko ypnoiponoteitan katd tn voonAeio, T0 VOGOKOUELNKO TPOCOTIKO gival
VIELOLVO Y10 TN COOTH PLAAEN TOL TPV KOl KATA TN SIIPKELR TNG YPNONG TOV, KOOGS Kot Yot Tn
CWOTN amdppLyYN TOL.

Ovopa kot apBpog moptidog

Yuvietdtor pnrd, kabe popd mov ypnoyomoteiton 1o OBIZUR, va katoypdeetot To Gvopa Kot o
apOpog TopTidoc omd Tov emayyeApaTio VYElNG, MOTE va dlatnpeital o cHvoeoT HETAED TG
Bepamneiog cog Kot TG TAPTIdAG TOV PUPUAKOL.

6. Iepreydpeva TG 6VOKEVAGIAG KO AOUTEG TANPOPOPiES

Tvegpréyer to OBIZUR

- H dpactikn ovcia eival To susoctocog aipa (avtiopoppo@iiikog moapayovrag VIIIL, yoipelag
aAAniovyiog, o omoiog mapdyetar pe texvoroyia avacvvdvacuévov DNA) Kabe proridio
Kkovewg mepiéyel 500 U susoctocog aApa.

- Ta GAAa GuoTaTiKd TG KOVE®S gival moAvcopPikd 80, yhmprovyo vatplo (PA. emiong
TapAypaeo 2), S1wdpikd yhoprodyo acPEécTio, cakyapdln, TPUETAUOAN, VOPOYAMPIKY|
TPUYETOUOAT], VATPLOVYO KITPLKO.

- O dwAvtng eivon 1 ml oteipo VOwp Yo evéoua.

Epg@avion tov OBIZUR kot wepreydpeva tng 6V6KELAGiog

Mia cvokevacio tepiéyet 1, 51 10 and ta e€ngc:

- YudAvo eloridio mov epiéyxet OBIZUR 500 U Agvkm, €00pumtn kOVL, pe TOU EIGYDPTONG A0
BovtvAiko ghootikd emkaivppévo pe FluroTec® kon amoondpevn cppdyion,

- TPOYELGUEVT] YOAAYT cVPLYYa ToL 1 ml Tov TEPIEYEL GTEIPO VOWP Y10 EVEGIUA. [LE TDOLLOL
E10YOPNONG a0 PPOUOPOVTUAIKS EANGTIKO EXIKOAVUUEVO pE QUALO FluroTec® otnv mhevpd
EMOENG Kot Tpooapuoyéa cuvdeong Luer lock,

- GUGKELT LETAYYIONG VYPOL UE EVODUOTMOUEVT] TAUCTIKY OKIOA.

Karoyog Adsrog Kvkrhogopiag
Baxalta Innovations GmbH
Industriestrasse 67

1221 Vienna

Avotpia

IHopoaockevaotig

Takeda Manufacturing Austria AG
Industriestrasse 67

1221 Vienna

Avotpia
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T"o omoladnmoTe TANPOPOPIL GYETIKA LLE TO TOPOV PAPUOKEVTIKO TPOIOV, TOPAKAAEIGTE VO

amevBouvbeite otov TomKd avTupdowno Tov Katdyov g Adstog Kukhopopiog:

Belgié/Belgique/Belgien
Takeda Belgium NV
Teél/Tel: +32 2 464 06 11
medinfoEMEA@takeda.com

Bbbarapus

Takena bearapus EOOJ]
Ten.: +359 2 958 27 36
medinfoEMEA@takeda.com

Ceska republika

Takeda Pharmaceuticals Czech Republic s.r.o.
Tel: +420 234 722 722
medinfoEMEA@takeda.com

Danmark

Takeda Pharma A/S

TIf: +45 46 77 10 10
medinfoEMEA@takeda.com

Deutschland

Takeda GmbH

Tel: +49 (0)800 825 3325
medinfoEMEA @takeda.com

Eesti

Takeda Pharma AS

Tel: +372 6177 669
medinfoEMEA@takeda.com

EALGdo

Takeda EAAAX A.E.

TnA: +30 210 6387800
medinfoEMEA @takeda.com

Espafia

Takeda Farmacéutica Espafia, S.A.
Tel: +34 917 90 42 22
medinfoEMEA@takeda.com

France

Takeda France SAS

Tél: + 3314067 3300
medinfoEMEA@takeda.com

Hrvatska

Takeda Pharmaceuticals Croatia d.o.o.
Tel: +385 1 377 88 96
medinfoEMEA@takeda.com
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Lietuva

Takeda, UAB

Tel: +370 521 09 070
medinfoEMEA@takeda.com

Luxembourg/Luxemburg
Takeda Belgium NV
Tél/Tel: +32 2 464 06 11
medinfoEMEA @takeda.com

Magyarorszag

Takeda Pharma Kft.

Tel.: +36 1 270 7030
medinfoEMEA@takeda.com

Malta

Takeda HELLAS S.A.

Tel: +30 210 6387800
medinfoEMEA @takeda.com

Nederland

Takeda Nederland B.V.

Tel: +31 20 203 5492
medinfoEMEA @takeda.com

Norge

Takeda AS

TIf: +47 800 800 30
medinfoEMEA@takeda.com

Osterreich

Takeda Pharma Ges.m.b.H.
Tel: +43 (0) 800-20 80 50
medinfoEMEA @takeda.com

Polska

Takeda Pharma Sp. z o.0.
Tel.: +48223062447
medinfoEMEA@takeda.com

Portugal

Takeda Farmacéuticos Portugal, Lda.

Tel: + 351 21 120 1457
medinfoEMEA @takeda.com

Romania

Takeda Pharmaceuticals SRL
Tel: +40 21 33503 91
medinfoEMEA@takeda.com



Ireland

Takeda Products Ireland Ltd
Tel: 1800 937 970
medinfoEMEA@takeda.com

island

Vistor hf.

Simi: +354 535 7000
medinfoEMEA@takeda.com

Italia

Takeda Italia S.p.A.

Tel: +39 06 502601
medinfoEMEA@takeda.com

Kvnpog

Takeda EAAAXY A.E.

TnA: +30 210 6387800
medinfoEMEA@takeda.com

Latvija

Takeda Latvia SIA

Tel: +371 67840082
medinfoEMEA@takeda.com

Slovenija

Takeda Pharmaceuticals farmacevtska druzba d.o.o.

Tel: + 386 (0) 59 082 480
medinfoEMEA@takeda.com

Slovenska republika

Takeda Pharmaceuticals Slovakia s.r.o.
Tel: +421 (2) 20 602 600

medinfoEMEA @takeda.com

Suomi/Finland

Takeda Oy

Puh/Tel: 0800 774 051
medinfoEMEA@takeda.com

Sverige

Takeda Pharma AB

Tel: 020 795 079
medinfoEMEA @takeda.com

United Kingdom (Northern Ireland)
Takeda UK Ltd

Tel: +44 (0) 2830 640 902
medinfoEMEA@takeda.com

To wapdv UAA0 00N YOV yp1ioNS avade®P1)OnKe Y10 TEAELTUIN POPE OTIS

Av106 T0 POapUOKEVTIKO TPOTIOV ExeEl yKkp1Oel e TN drodKacio TV «EENPETIKAOV TEPIOTAGEDMVY». AVTO
onuaivel 6t Ady® TG omavioTNTag TG actévelag dev €xel kataotel Suvatov va Anedei TAnpng

TANPOPOPNOT Y10 TO PAPUAKEVTIKO TPOTOV.

O Evponaikoc Opyaviopdc Papudkov Ba afioroyel etnoimg kébe véa minpogopia mov Ha givon
Sdwféoun ywo to phppoko avtod kot o mapdv PHAAo Odnydv Xpriong Ba emkatpomroteitar avardymg

Alreg N YEG TANPOQOPLAOY

Aemtouepeic TANPoQopieg Yia T0 pAaproKo avTd eivarl dtabéoipec 6to dikTvakd TOTo ToL Evpomaikon

Opyoviepod ®opudkev: http://www.ema.europa.eu

O i po@opicc mov akorovBovV amevOivovTal povo o€ erayysipatieg vysiog:

OAHTI'IEX I'TA THN IPOETOIMAZXIA KAI TH XOPHI'HXH

[postowacia

IIpotob Eekivnoete Vv avacvotaon Ba ypelacteite Ta eENG:

o YroAoyiopévog aptBpdc erodiov Kovemg,

"Id10g ap1Bpog cvpiyymv pe to dtodvtn Tov 1 ml ko oteipovg mpocapuoyeis proidiov,

[ ]
. ToAbmia aAkodAnG,
[ ]

MeydAn oteipa cupryya mov Bo meplEyel Tov TEMKO OYKO TOV 0VOGLGTAUEVOD TPOIOVTOG.

O1 31001K0GIEG TTOL TEPTYPAPOVTOL TOPOUKAT®D TOPEYOVTOL MG YEVIKEG OONYIES Y10 TNV TPOETOLAGTOL KOl
avacvotoon tov OBIZUR. EnavaAidfote Tig akdlovbeg 0dnyieg ovachotacnc yio kdbe @larioto

KOVE®G TO 0010 TPAKELTOL VAL AVOGVOTOOEL.


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

Avaocvotaon

Xpnoponoleite AonTTn TEYVIKN KATA TN S14pKEL TG O1001KUCING OVOGDGTACNG,

1.

N

© ®

10.

11.

12.

13.

Aopnote 10 puodidio kovemg OBIZUR kot v mpoygpiopévn cuptyya e Tov StoA0Tn va
0Bdoovv ce Beprokpacio dopatiov.

A@oipéote 10 TAIGTIKO TOU TOL ProAdiov kovemg OBIZUR (sikéva A).

KobBapiote to EAaoTIKO TOUA ELGYOPNONG KE VO TOADTO OAKOOANG (deV mapExeTaL) Kot
OLPTOTE TO VO GTEYVAOGEL TPLV AmO T1| YPNON.

AQopéoTe TO KAAVUUO TNG GVOKELOGIONG TOV TPOGOUPHOYEN TOV PlaALdiov (stkéve B). Mnv
ayyi&ete ) ovvdeon Luer lock (dkpo) 6To kEVTpo TOL TPOGOPLOYEN TOL PLOALdI0OL. M1V
OPULPECETE TOV TPOGUPLOYEN TOV PLOAASIOV ad TN GLGKEVAGIAL.

TomoBetnoTE TN GLGKELAGIO TOV TPOCAPUOYED TOV PLOALDIOV Gg Ui kaBopn ETPAVELD LE TN
ovvdeon Luer lock otpappévn mpog ta endvo.

Amoondote To avBexTiKd otV Tapafiacn IO TG TPOYEUIGUEVIC GUPLYYOS LE TO OLADTY
(swova IN).

Evd kpatdre otabepd T cuokeLOGio TOV TPOGOPLOYEN TOV PLOALSI0OL GLVOESTE TNV
TPOYELGUEVT] GUPLYYA LLE TO SLOAVTI GTOV TPOCAPUOYEN TOV PLOALSIOV WOMVTAG TO AKPO TNG
ovpryyag otn ovvdeon Luer lock 610 K€vipo 10V TPoGapUOYEd TOV PLOALSIOV KOl TEPIGTPEYTE
8e€106TPoPa. ¢ 6ToL acParicel | cOpryye. Mn opiyyete viepPolikd (sikova A).
Aopoipiote TV TAOOTIKN cvokevaoio (gukova E).

TomoBetnote T0 PLoAid0 KOVEmG OBIZUR o6¢ pio kaBapr, enimedn kot GKANpY empaveLa.
TomoBethoTE TOV TPOGUPUOYEN TOL PLOALGIOV ETAV® 0O TO PlaAidlo kdvewg OBIZUR kot
wOnote oTabepd TV 0Kido TOL PIATPOL TOV TPOCAPUOYEN TOV PLOAIIOV OTO KEVTIPO TOL
glooTikoy KuKAoL Tov PLoAdiov kévews OBIZUR émg 6tov 0 514¢pavo TAAGTIKO TO L
KOUUTIMDOEL 6TO PLodidio (gkéva XT).

Q0Onote 10 EuPoro apyd TPOC TA KAT® Y10 VO EYYVGETE OAOV TO SLOAVTH amtd TN cHPLYYU GTO
QloAido kovewg OBIZUR.

Avaxwvnote pe Nmieg Kvnoets (Kukhkd) to erorido kovemg OBIZUR ywpic va apaipéoete
ovpyya, £mg 6Tov OAN 1 KOVIS va dtodlvbel/avacvotadel TANpog (eikéva Z). To avacvotadéy
Stddvpa Oo Tpémel va eEAEYYETOL OTTTIKG, Y10, coOUATIOW TPV 0d TN Yoprynon. Mnv to
YPTCULOTOLEITE EQV TAPOTNPCETE COUATIOW 1] ATOYPOUOTIGHO.

Kpatdvtag pe 1o £va xEpt To QLoAid10 KOVEMG KOl TOV TPOGAPUOYEX TOV PLUALSIOV KOl LUE TO
GALO XEPL KPOTOVTOC COIKTH TOV KDALVOPO TNG TPOYEUICUEVIIC GOPLYYOS LE TO OLOADTN
EePOMOTE e OPIOTEPOSTPOPN KIvNoTn TN GVPLYYa ard TOV TPOGUPLOYEN TOV PLOASIo
(swova H).

Xpnoworomaote to OBIZUR apéomg kot viog 3 opav amod Ty ovacheTact OToV QUAACCETL
o€ Oepuokpoacio dopatiov.

Ewova A Ewova B Ewova I’ Ewova A
p

¥
7 I
\_ / ~—

— J

-
Ewova E
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Xopnynon

AmokleloTIKA Y0 evO0@AEPra Eveo).

E&etdote to avacvotadév Sidivpoa OBIZUR yio copatidw kot amoypouatiold Tptv amd T
yopnynon. To ddivpa Ba mpémet va givor davyég kot dypopo. Mnv 1o yopnynoete v
TOPOTNPY|CETE COUATIOW, 1] ATOYPDOUATIGUO.

Mn yopnyeite to OBIZUR oty 1010 coAnveoon 1| tepiéktn poli pe dhia evéoipa
POPUOKEVTIKA TTPOIOVTOL.

XPNGIUOTOIDVTOG AGTTT TEYVIKY], Y0P YNOTE TO gpappolovtag tnv akdoiovdn dwdikacia.

1.

Orav éyovv avacvotadel OLa To PLoAidio, cVVOESTE GTOV TPOSUPHOYEN ELOALSIOL piaL peyaAn
ovpryya TELOVTAG amaAd To AKPO TG GUPLYYOC TPOG Ta. KAT® otn cvvdeon Luer lock oto
KEVTIPO TOL TPOGAPLOYEN TOV PLOALOIOV Kot TEPIOTPEYTE BEELOGTPOPU £BG OTOV AGPAAITEL N
oopLyya.
Avoaotpéyte T0 QLoLidio. QONoTE TOoV 0épa LECH BTN GUPLYYO TPOG TO PLUAISIO Kot
avappoProte o avacvotapévo OBIZUR péca ot odpryya (eikéva ©).
HePddote ) peydin cvpryyo and ToV TPOGOUPLOYEN PLOAIIOV TEPIOTPEPOVTOG
aPIeTEPOGTPOPA KOl ETAVOLAPETE TN SL0SIKAGIO AVTAV Y10t OAC TO, AVOCLOTAUEVE, PLOAISIO TOV
OBIZUR ¢wg 6t0v emttevybel 0 cuvorkog dykog mov mpoKettan va, xopnynoet.
Xopnynote to avacvotapévo OBIZUR evdopiépia pe puBuod 1 éoc 2 ml avd Aento.

Ewova O

H amottodpevn apyikn 66om tov OBIZUR yio évav acBevi vmoioyiletar pe ypnon tov akdolovbov
pofnpotucod TuTov:

Apyny 86om (U/kg) + eprektkdtnra goppoxevtikov tpoiovtog (U/glaiidio) x Zopatiko Papog

(kg) = apBpodc proidiov

.y Yo évay acbevn Bapovg 70 kg, o aptBpog Tmv @loAdioy yia g apyikn 666m 0o vToAoyioTel g

egng:

200 U/kg + 500 U/@raridio x 70 kg = 28 @uoAidwa
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Xopnynon d6ong

H ocvvietdpevn apyikn d6on givar 200 U avd AOypoppo cmUaTikol BApovg, yopnyovrevn Le EVEDT.

Tomog apoppayiog X1y 05 ELAYLOTNG Apyn Endépevn 66om oy voTnTae Ko

OPaCTIKOTNTAS TOV o6om ovapkela emdpevav

napayovro VIl (novaoeg d6cemv
(povadeg ava dL 1 ava kg)
% 10V
(PLOLOA0YLKOV)

"Hmo ¢ pétpra Tithonowmote Xopnynote 66om
alpoppayio Tov TG EMOUEVES Kabe 4 émg 12 dpec.
EMUTOANG LAV / d0celg ue faon | H ovyvotra
YOPIC VELPAYYELOKT >50% TNV KAVIKN umopel va
PAGPN ko avTOTOKPIoN TPOCOPUOCTEL UE
apoppayio oTig MOTE VoL Baon v Khvikn
apBpaoelg 200 SlOTNPNOETE TO | AVTATOKPIOT KOL TN
Meilov pétpla €mg 610)0 LETPOVLLEVT
Bapiég popong, eAI(IOTNG dpOCTIKOTNTA TOV
EVOOUVIKT, dpactikdmrog | mopdyovta VI
ome00TEPITOVAIKT, >80% TOV
YOOTPEVIEPIKT N napdyovta VIII
€VOOKPUVIOKN
ooppayio
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