ITAPAPTHMA |

IEPIAHYH TON XAPAKTHPIZTIKQN TOY ITIPOIONTOX



vTo @AapuraKo ovTd TEAEL LTO CLUTAN PO UATIKT TOPAKOAOVONGT. AVt Bo emTPEYEL TO YP1YOPO
TPOGIOPIoUO VEDV TANPOPOPLOV OGPAAELNC. ZNTEITAL 0O TOVG EXAYYEAUATIEG VYEING VO AVAPEPOVY
omolecdnmote mBavoroyoOLEVEG avemBOUNTEG evépyetec. BA. mapdypapo 4.8 yio Tov TpOTo avapopis
OVETLOOUNTWV EVEPYELDV.

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

ASPAVELI 1.080 mg sidAvpa yio £yyvon

2. HOIOTIKH KAI TIOXOTIKH XYNOEXH

Ka0e gproridro tov 20 ml wepiéyetl 1.080 mg meykoeToKomAdVIS.
Ké&0e ml mepiéyer 54 mg neyxoetaxomAdvng.

"Exdoya pe yvoot dpdon
Kda0e ml nepiéyet 41 mg copPiroAng.
Kabe proridwo mepiéyet 820 mg copPiroAng.

IMa tov TA7pn KaTdloyo TV ekddywv, PA. mapdypogo 6.1.

3. DAPMAKOTEXNIKH MOP®H
Avdopa yo €yyoon.

Awyég, dypopo mg eLaPp®S LITOKITPIVO VOOTIKO dtdivpa pe pH 5,0.

4, KAINIKEX IAHPO®OPIEX
4.1 OgpomevTikég gvosielg

To ASPAVELI gvdeixvuton yia xpion ot Oepaneio evnikov achevav e TapoELG KT VOKTEPIVN
apocparpvovpia (IINA) ot omoiot givan avorpikol petd amd Oepaneio pe avactoréa CS yo
TOVAGYIGTOV 3 pNVEC.

4.2 Aocoloyio kar TPpOTOG YOPNYNONS

H Oepoameio mpénet va Eekivd vro v enifheyn emayyelpotio vyeiag pe epmelpia ot doyeipion
acBevav pe apatoroyikés dtotapayés. H avtoyoprynon kot n kat' oikov &yyoon mpémet va
e€etdlovrtal yuo acBeveic mov £yovv aveyBel kad tn Oepaneio o eEgidikevpéva kévrpa Bepaneiog. H
ATOQOOT] Y10 T SLVOTOTNTO CLTOYOPTYNONG Kol KAT 0iKOV EYYVCEMV TPENEL VO, AAUPAVETAL LETA OO
a&loAdynon Kot cVeTacT Tov Bepdmovtog 1Tpov.

Aocoloyia

H meykoetaxomlavn pumopel va yoprynbel amd emayyeipatio vyeiog 1 va yopnyndei amod tov achevi 1
TOV PPOVTIOTN UETA A KATAAANAES 00T YiEs.

H meykoetaxomlavn yopnyeital 600 popég tnv efdopdda og vwoddpia £yyvon 1.080 mg pe epmopikd
Stabéotun avtAia £yyvong pe cHOTNUO cVPLYYOS TOV Propel va yoprynoet 80celg émg 20 ml. H doon
TV 300 Popdv TV efdoudada tpémel va yopnyeitar v Huépa 1 kon v Huépa 4 kéOe efoopddog
Oepamneiog.



H IINA givon po ypovia vosog kai 1 Oepaneio pe 1o ASPAVELI cuvietdtol va cuveyiletal @' dpov
Cong tov acBevolc, EKTOG GV 1 SLOKOTH ALTOV TOL PAPLOKEVTIKOD TPOTOVTOC EVOEIKVLTAL KMVIKA
(B\. mapdypago 4.4).

Aobeveic mov puetannoovv oe ASPAVELI oo évav avaotoléa C5

T i mpddteg 4 €BOOAdES, 1| TEYKOETOKOTAGVN YopnYElTOL G LITOdOPIEG dOoEL; TV 1.080 mg dvo
@OpEG TNV EROoUGdN emmpdcbeTa otV TpEYoVoa ddom TG Bepaneiog Tov acbevoug pe avactoréa C5,
Y0 TNV EAQYLOTOTOINGT) TOV KIVOUVOL OUOALGNC Ue TV amdToun dtokont| tng Oepaneiog. Metd amod

4 gfdouadec, o aobevig mpénet va, dlakoyel Tov avaotoréa C5 mplv cuveyicel o€ povobepameia e to
ASPAVELL.

Lpooapuoyn e doong yio. to ASPAVELI

To docoloyikd oynuo pmopel va aAraéetl og 1.080 mg kabe tpitn nuépa (m.y., Huépa 1, Huépa 4,
Huépa 7, Huépa 10, Huépa 13 kot o0tm kafeéng) edv Eva dtopo £xel eMinedo YOAOKTIKNG
apuopoyovaong (LDH) peyaddtepo omd 2 X 10 avAdTEPO PLGLOAOYIKO Op10. Xg TTEPITTOOT ENGNE TG
doong, n LDH npénel va mapakorovdeitar dvo gpopéc v efdondda yio tovAdyiotov 4 epoopndadeg (BA.
nopaypago 4.4).

Hopalewyn doong tov ASPAVELI
Edv maporeipbei pio 50om neykoetakomiavng, Oa mpénet vo xopnynbel To GuVTOUOTEPO SLVOTOV Kol

0TN GLVEYXELN OOl TPETEL VO GUVEYLOTEL TO KAVOVIKO TPOYPOLLLLOL.

Ewdwoi mAnbvouotl

Hlkiouévor (>635 etwv)

Av ko dev TopatnpnOnkav epeaveic diapopéc mov va oyetilovtal pe TV nAKio oTIg KAWVIKEG
HEAETES, 0 aplBuog TV acBevmv nAkiog 65 eTOV Kol Ave OgV Eival ETAPKNG Y10 VO TPOGIIOPIOTEL EQV
avTOmOKpivovTal S10popeTiKd amd vedTeEPOVS acheveic. Aev VTTAPYOLY GTOLYELN TTOL VO VTOSEKVIOVY
OTL oonToHVTOL EWOIKEC TPOPLAAEELS Yia T Bepomeio NAMKI®UEVOL TANOLGLOD.

Neppixn dvoiertovpyio

H cofapn veppikn dvcietrtovpyia (kdbapon kpeativivng <30 ml/min) dev eiye kouia enidpoacn otn
eappakokvn Tkt (PK) tng meykoeTaKOTAGVNC' GUVERMC, OEV VL ATAPAITNTN 1) TPOCUPUOYN TNG
d00M|g NG TEYKGETAKOTAAVTG o€ ao0eveic e veppikn duciettovpyia. Agv vrdpyovv dabéoa
dedOUEVO V1O TN YPNOT TG TEYKGETUKOTANVG 6€ ac0eveic e veppomdfeia tedikov otadiov (ESRD)
7oL omotovv apokdOapon (BA. mapdypagpo 5.2).

Hrozikn dvalerrovpyio,

H aocpdleia kot 1 0moTEAEGUATIKOTITO TNE TEYKGETAKOTAAVNC eV £xovv pehetndei oe aocbeveig pe
NroTiK SucAgrTovpyior MOTOGO, dEV CLVIGTATAL TPOGOPHOYN THG SO0, KaOMG N NTATIKY
dvuodeltovpyia deV AVOUEVETAL VO ETNPEAGEL TNV KAOAPGT TNG TEYKGETAKOTAAVG.

Houdrorpiog ninQvouog
H acpdiea kon n anoterespatikotnta tov ASPAVELI og moudid pe [INA niwiog 0 éog 18 etdv dev

£yovv akopo tekunprmBel. Aev vdpyovv dtabécipa dedopéva.

AVT0 T0 POPUOKEVTIKO TPOIOV eV TPEMEL VO, YpMOLpOTOlEiTOL 68 TodLd NAtkiog <12 e1mv, Kabmg dev
VILAPYOLY OLaBEGILL U KAVIKG OESOUEVA Y10 TV ACOAAELD Y10 LTIV TNV NAIKLOKY] OpLdda.

Tpomog yopnynong

To ASPAVELI npénet va yopryeital pdévo HEcsm vmoddplag yopnynons YPNOLUOTOLOVTOS i
EUTOPIKA StaBEatun avtAio Eyyvong pe cOSTNHA GOPLYYaS. AVTO TO POPUOKEVTIKO TPOIOV UTOPEL Vo
avtoyopnyndei. Otav apyilet n avtoyopnynon, o acbevig Ba Adfel odnyieg and eedikevpévo
EMOyYEALOTIO VYEIOG GYETIKA LE TIG TEXVIKEG EYYVONG, TN ¥PNON avTAiog £yyvong pe cHoTNH
oupLYyaS, TV Tpnon apyeiov Bepameiog, Tnv avayvdpion TOOVOY aVETIBOUNTOV EVEPYELDY KO TO
pETpa TOL TTPETEL v ANpHovV Gg TEPIMTMON ELPAVICTS TOVG.



To ASPAVELI npénet va. eyy€eTor 0TV KOWAOKT Y®Pa, TOV UNnpo 1 toug v Bpayiovec. Ta onueia
€yyvong mpémel vo. am€yovv PeTa&d Tovg TovAdyiotov 7,5 cm. Ta onpeio éyyoong npénet va
gvaaldooovtar peta&d Tmv yopnynoewv. H éyyvon oe meployég 6mov to déppa eivar evaicinro,
UOAOTIoUEVO, €pBPO 1| oKANPO TTpémet va amoeevyetal. H €yyvon o€ tatovdl, ovAég 1 parydioeg
nmpémel va amopevyetat. H tomikn dudpketa £yyvong eivon mepinov 30 Aemtd (edv ypnGLLOTO00VTHL JVO
onueia) N tepimov 60 Aemtd (edv ypnouonoleitol éva onueio). H £yyvon mpénet va apyicel apécwmg
HETA TNV 0VOPPOPT|GT) ALTOV TOL PUPLOKEVTIKOD TPOIOVTOG 6T cVptyya. H yopiynon npénetl va
0AoKANPmOEL EVTOC 2 mpdV UETE TNV TpoeToLaoia TG oOptyyoc. o 0dnyleg oyetikd pe tv
TPOETOLLOGTIO KOL £YYVCT] TOV POPLOKEVTIKOV TPOTOVTOS, PA. Topdypapo 6.6.

4.3  Avrtevodcieag

YrepevoioOnoio 6TV TEYKGETAKOTAAVT 1 G€ KATO10 amd Tl £KS0YO TOV AVOPEPOVTOL GTNV
mapdypoeo 6.1.

H Bepaneia pe v meykoetakomAldvn dev TPEMEL va EEKIVIOEL 0 0oOEVELS:

o pe Aolpmén mov dev £XEL OVTIHETOMIOTEL TPOKAAOVLEVT OO EVOLAAK®UEVA PaKTipla,
ocvumepthappavouévev twv Neisseria meningitidis, Streptococcus pneumoniae Kol
Haemophilus influenzae (B\. mopdypago 4.4).

o o1 omoiot dgv givar eml Tov TOPOVTOC EUPOAACHEVOL KATA TV Neisseria meningitidis,
Streptococcus pneumoniae xan Haemophilus influenzae ext0g €6v AAPovv TPoQUAAKTIKY aymyn
pe katdAAnio ovtifrotikd péypt 2 efdopddec petd tov euforacud (PA. mapdaypapo 4.4).

4.4  Ewkég TPOELOOTOM|GELS KUL TPOPVAAEELS KATE TN (P10

2oBapéc LoudEeig mpokaiovpeves amd evBvlokmpéva Boktpio

H ypnion ¢ neykoetakomAdvng uropel va Tpodlaficet Ta dtopo og 6oPapéc AoUmEELS
TPOKOAOVUEVEG OO eVOLAK®UEVE BoKTpla, cupTEPLaUPavouEvey Tav Neisseria meningitidis,
Streptococcus pneumoniae xow Haemophilus influenzae. I'io va, petmBel o kivouvog Aoipwéng, 6Aot ot
aoBeveic mpémel va gpPoAlacBodv Katd avTtdv TV PakTnpiov GCOUE®OVE LE TIG I0YVOVCES TOTKEC
KatevBuvTNpleg 0dMYieg ToVAd)IoTOV 2 £fdopadeg Tpv and T Ayn tov ASPAVELI, ektog edv o
kivduvog kaBvotépnong g Bepaneiog vreptepel Tov KIvdOVOL aviamTLENG AoiHwENG.

Aobeveic ue yvaoro 10topiko sufiorioouod

Ipwv and ™ Ay Bepamneiog pe 1o ASPAVELIL cg acbeveig pe yvwotd 16toptkd epPfoAlacpon, Tpémet
va dtoo@oriletal Tt o1 aobeveig Exovv AaPet epPoria katd tov evivlakouévoy aktnpiov,
ocvumepthappavouévev tov Streptococcus pneumoniae, Neisseria meningitidis tonov A, C, W, Y kot
B, xaw Haemophilus influenzae tomov B evtog 2 etdv mptv and v évapén tov ASPAVELL

Aobeveic ywpic yvwoto 10topixo suforiaciov

INo acBeveic yopig yvwoto 16toptkd gpfoiiacpo, ta amaitovpeva euforia Tpémet va yoprynboovv
TovAdyoTov 2 gBdopades mpwv amd T Aqyn g Tpadtng d0omg tov ASPAVELIL Edv gvdeikvuton
aueon Bepomeio, To omoLTOVUEVO EUPOALN TPETEL VAL YOPTYOVVTHL TO GUVTOUOTEPO SVVOTOV KOl O
acBevig mpémel vo AapPaverl aywyn pe KotdAAnAo avtiflotikd péypt 2 efdoudoeg LeTd Tov
euforacud.

HopaxorotOnon aclevarv yia oofapéc Lomles

O guporiacudc pmopel va punv erapket yio v TpoAnym cofapng Aoipwéne. Ipénet va Aappdvovton
VIOYT Ol EMICTUES KaTELOLVTIPIEG 00N YIEG OYETIKA e TNV KATAAANAN XP1OT TOV OVTIBOKTNPLOKOY
mapayovtov. OAot ot acbeveig mpénel vo, mapakoiovdovvtal yio Tpdiue onueio AotudEeny
TPpoKaAoVPEVOV 0o evBvlakmpéva Baktipia, couneptappavopévev twv Neisseria meningitidis,
Streptococcus pneumoniae xar Haemophilus influenzae, va a510A0yo0vVToLl apécOS £G4V VTTAPYEL
vroyio Aoipméng kot vo Aapfdavovy Bepomeio pe KatdAAnio avtiflotikd edv givar amapaitnto. Ot
aoOeveig TPEMEL VO, EVIUEPDOVOVTAL Y10 GVTA TO OTLEIN KOl GUUTTOUATO, KOl Vo AapuBavovTol Létpo yio
va avalnToovy apécms wTptkn epovtida. Ot tatpol mpénet vo cuintovv pe Tovg aobeveic Ta 0QEAN
Kot Tovg Kivovvoug g Oeparneiog pe to ASPAVELL.



YrepevouoOnoia

"Eyxovv avaeepbel avtidpdoeig vrepevactnaciog. Edv eppaviotel cofapn avtidpaon vaepevaicinciog
(ovumeprropPavopévng g avapuiatiog), n £yyvon pe 1o ASPAVELI npénet va Sakomel apécmg Kot
va yopnynOet katdAAnin Bepamneio.

AvT16pdoeig 6To onpeio g Eveonc
"Exovv avaeepBei aviidpdoelc 6to onpeio g éveong pe T xpnomn tov vroddptov ASPAVELI (BA.
mapdypaeo 4.8). Ot acHeveic mpémetl va EKTOOEVOVTAL KOTAAANAN GTI COGTY TEXVIKN TNG EVECONC.

Epyaotmpioxn topakoiovdnon g [INA

Ot aoBeveic pe TINA mov Aapfdvouy ASPAVELI npénetl va mopakolovfodvtot TaKTIKA Yo onpeio
KOl GUUTTOUATO, QHOAVLONG, CLUTEPIAOUPavorEVNC TNG PHETPTIONG TV emmédwv LDH, kot evdéyetan
VO OTOLTOVY TPOSHPUOYT TNG dOONG EVIOC TOV GUVIGTAOUEVOV B0GOA0YIKOV oynpatog (BA.
napbypapo 4.2).

Emdpdoeig otig epyaomnprakéc eEetdoelg

Evééyetar va vtapEet mopepPoin petald tov avidpoaotnpiov 0EEdiov Tov mupttiov ota Téved TENG
KO TNG TEYKGETAKOTAAVIG, LE OMOTEAECLLO, TNV TEYVNTN TAPATAGT] TOV YPOVOL EVEPYOTOUNUEVG
pepkng Opoppomiactivng (aPTT)" cuvenmg, n yprion avtidpactnpiny o&gldiov Tov Tupttiov 6Ta
ThveA TENG TPEMEL VO, ATOPEVYETAL.

Awxonr) g Bepaneiog yio [INA

Edv o1 acBeveic pe [INA dwaxoyovv 1 Oepaneia pe to ASPAVELIL npénet va tapakoiovbovvrol
oTEVA Yo oM UEln KOl CLUTTOUATO coPapng evdoayyelokng apdAvons. H coPapn evooayysiokn
opoAvon avayvopiletor and avénuéva enineda LDH poll pe awpvidwo peimon tov peyébovg khmvov
TINA 1 TG aocQopivng 1 EXAVELPAVICT] CUUTTOUATOV OTMG KOTMGT], GLLOGPALPIVOLPIa, KOIAOKO
&lyog, dvomvola, peilov avemBOUNTO ayyelokd copPay (cupmeprrapfavopuévng g Opoufmong),
dvopayia 1| otutikn ducAettovpyio. Edv 1 dtokon| ovtod Tov QopraKeLTIKOD TPOIdVTOC Eival
amopaitntn, 0o npénel va eEetaotel evarloktikn Oepancio. Edv eppaviotei cofopn apdivon petd
dwokonn, e€etdote Tig akdAovbeg dadikaoies/Bepaneieg: petdyyion aipotog (CuUTVKVOUEVE EpLOPE
apoc@aipta [RBC]), agaipa&opetdyyion, ovIimnKTiky aymyn Kot Koptikootepoedn. Ot acbeveig
TPENEL VO, TOPOKOAOLOOVVTAL GTEVA Y10 TOVAG)IGTOV 8 EBOOUASES ammd TNV TeEAEVTOIR 6OGT), TO 0010
AVTITPOCHOTEVEL TAV® 0t 5 Mpiceleg {mEG anToD TOL PUPUOKEVTIKOV TPOTOVTOS, EMLTPEMOVTOS TV
UTOUAKPLVGT TOV PUPUOKEVLTIKOD TPoidvToC (PA. Tapdypapo 5.2) yio v aviyveven cofapnig
atpdivong Ko GAL®v avipdoemv. Emmiéov, mpénetl vo e€etaletan ) Ppadeio ameEdpnon.

AVTIGOAANYN G€ YUVOIKEG O€ OVOTAPAYOYIKT NALKiO

ZUVIGTATOL Ol YOVOIKEG OE OVOTApoy®YIKN NMAKio Vo ¥p1NOHOTO00V ATOTEAEGLOATIKES eBdOOVG
AVTIGVAANYING Y10 TNV TPOANYT] TNG EYKVUOGUVTG KOTA TN dldpKeLa TG Oepaneiog pe
TEYKOGETAKOTAAVT KOl Y10 TOVAGYIGTOV 8 EBSOUAOEG UETA TV TEAELTAIO HOOT| TG TEYKCETUKOTAAYNG
(BA. mapdypogo 4.6).

2voompevot moivoiduievoyivkoing (PEG)

To ASPAVELI givat éva meyKoMoUEVO QapLOKEVTIKO TPOoidV. Ot SUVNTIKES LLOKPOYPOVIEG EMOPAUCELG
™G ovcodpevonc PEG otoug veppolc, To 1op1loetdéc TAEY LA TOL EYKEPAAOL Kot GAAO Opyava, Etvat
dyvooteg (BA. mapdypaeo 5.3). ZuvieTATol TOKTIKOG EPYUSTNPLOKOG EAEYYOG TG VEPPIKNG
Aertovpyiog.

Exnmonidevtino vikd

O)ot ot 1atpoi wov cromevovy va cuvtayoypapncovy 10 ASPAVELI npénet va dacparicovy 6tu
€yovv AaPet ko etvar e£0IKEIMUEVOL LE TO EKTTOOEVTIKO DAKO Yl TOV 10Tp0. Ot wtpol Tpémel va
g€nyobv kot vo, su{ntovv e Tov aobev) Ta 0pEAT Kol Toug Kivovvoug g Oepameiog e 1o ASPAVELI
KOl VO TOV TTOPEYOLV TO TOKETO TATPOPOPLAOV Yo ToV achevn Kot Tnv Kapta acbevoic. O acbevig
TPEMEL VO, EVIUEPDVETOL OCTE VO oVl TNOEL AUEST WTPIKT PPOVTION AV ELPAVIGEL OTO10ONTTOTE
onueio N counTpa copapng Aoiuwéng 1 vrepevatcdnociag Kot T didpkela ¢ Oepaneiag e To
ASPAVELL 1dwiitepa edv eivar evoektikd Aoipwéng pe eviviakopéva Paxthipia.




"Exdoya pe yvoot dpdon
Tepiextinoyro oe ocopPizoln
To ASPAVELI 1.080 mg mepiéyet 820 mg copPitoing o€ kb praridto.

O1 acBeveic pe Kinpovopukr dvcaveéio otnv epovktoln (HFI) dev npémet va Aapupdavouv/ va toug
yopmyeitar avTtd T0 PUPUAKEVTIKO TPOTOV.

Lepiexrikotyro o€ vatpio
AvT0 TO POPUOKEVTIKO TPOIOV TTEPLEYEL AYOTEPO atd 1 mmol vatpiov (23 mg) avd 6o, gival avtod
7ov ovopdalovue «ehevbepo vatpiovm.

45  Alnlemopaocsig pe GALO QUPUOKEVTIKA TPOIOVTA Kol GAAEG HOPPES aAIAeTiIOpAGG

Agv &povv mpayportonombel pelétec aAiniemiopacewy. Me Bdomn ta dedouéva in vitro,
TEYKOETAKOTAAVN £XEL YOUUNAT SUVATOTNTA KAVIKOV 0AANAETIOPGGE®V HETAED QPOPUAKOV.

4.6 TovipétnTa, KOO Ko yolovyia

luvaikeg o€ avamapoywyikn nikio

ZUVIGTATOL Ol YOVOIKEG GE AVOTAPOY@YTIKT NAIKIO VO, XPTGLOTOI00V OTOTEAEGUOTIKEG LeBOdoVC
OVTIGOAANYNC YO0 TNV TPOANYN TNG EYKVHOGUVIG KATA TN dldpKela TG Oepameiag pe
TEYKOGETAKOTAAVT KOl Y10 TOVAGYIOTOV 8 EBOOUAOEG UETA TNV TEAEVLTAIN HOOT| TG TEYKGETOUKOTAAYNG,.
I"a yuvaikeg mov oyedialovv va peivovv &ykveg, n ypron tov ASPAVELI puropei va e€etactel petd
omd aE0AOYN o TOV KIVOUVOV Kot TV 0peAdv (BA. Konon).

Kvnon
Agv datiBevton 1 elvar TEPLOPICUEVE TO KAVIKG OEG0UEVO GYETIKA LE TN (PNOT) TEYKCETAKOTAAVNG GE
£ykvo yovaika. MeAétec oe {da kotédeiov avamapaymyikn tofikdtra (BAEne mapdypago 5.3).

To ASPAVELI dev mpémnet va, ypnoiponoleital kotd T S1dpKeLo TG EYKLHOOHVNG, KOOMG Kol G
YOVOIKEG TNG OVOTAPUY®YIKNG NALKIOG Y0pig TNV ¥pNon ovTICOAANYNC.

OnAaopog
Agv glval yvoo1d €dv 1 TEYKOETAKOTAGVN OmeKKpiveTal 6To avBpmmvo yéia. H duvatodtnta

amoppdenong Kot PLAPNG oto Ppépoc mov BnAdlet eivar dyvmaotn. Aedopéva og (DO VTOSEIKVHOLY
YOUNAN anékkpion (Ayotepo and 1%, pun eopROKOAOYIKA CTUOVTIKY) TNG TEYKCETAKOTAAVNG GTO
yoio oMKV (PA. Tapdypago 5.3). Eivar aniBavo éva Ppépog mov Onralel va €yl KAViKA oyeTikn
£€kBeon.

ZuVIeTdtal 1) 1Ko ToL ONAacpov KaTd T ddpKelo TG Bepaneiog e TEYKCETAKOTAGVY.

Tovwotnta

Agv vapyovv dabéciua dedopéva oe {Ho 1 6TOV AvOp®TO Y10 TNV ENIOPOOT) TNG TEYKGETOKOTAAVTG
OTY) YOVILOTNTO. X€ HEAETEG TOEIKOTNTAG, OEV TOPATNPHONKAV LUKPOCKOMIKES AVOUUMES GTA, APCEVIKA
N InAvkd avoropaywykd opyava oe mOMKovs (BA. Tapdypogo 5.3).

4.7 EmOopacelg 6Ty tKavOTITO 0011y 61 KOl EPIGHOD U avi|HaTeY

To ASPAVELI dev €yel kapia 1 £(€L AGUAVTH EXIOPACT) OTIV IKAVOTNTO 001 YNONG KOl EPLOUOV
unyovnuéToy.



4.8  AvemOovunteg evépyeleg

Hepiinwn 1oV Tpoeit aceaieing

Ot o ovyvd avaeepoueveg avemBounteg evépyeteg o aobeveig mov Eafoyv Bepameio pe T0
ASPAVELI ftav avtidpdoelg 1o onueio g éveong: epbdnua tg B€ong £veong, Kvnoprog g B€omng
éveong, otdnua g B€ong éveong, aAyog e Béong éveonc, poAwmag TG B€ong Eveong. AAleg
avemBounteg evépyeleg mov avapépinikay og tepiocotepo amd to 10% tov acbevdv Katd ) didpkela
KAWVIKOV HEAETOV NTOV AOTH®MEN TOV AVATEPOL OVOTVEVGTIKOD GUCTHLATOG, Oldppota, AOALGN,
KOWKO GAyog, kepalodyio, KOwon Kot wopeEia, Bryas, Aoiumén Tov oVPOTOMTIKOD GVGTILATOG,
emmlokég epPforacpov, {ain, Tovog ota akpa, apBpalkyia, oceuadyia, vovtio. Ot o cuyva
avapePOUeVEG coPapég avemBounTeg EVEPYELES NTAV ALLOAVOT] KoL GNYT).

Hivakag avemBounTmv evepyelmv

O ITivaxag 1 mapovotdlel Tig avemBounteg VEPYELES TOV TOPOTNPNONKOY OO TIG KMVIKEG LEAETES UE
Vv TeyKoetaKomAdvn og acbeveic pe IINA. Ot avemBounteg evépyeleg mapoatifevion Katd
Katnyopio/opyoavikd chotnue kot cuyvotnte katd MedDRA, pe yprion tov akdAovbov kavova: ToAd
ovyvéc (>1/10), ovyvég (>1/100 €mg <1/10), 6y cuyvég (=>1/1.000 émg <1/100) 1§ ordvieg (=1/10.000
£w¢ <1/1.000), ToAd omdvieg (<1/10.000) kot un yvootéc (dev pmopovv vo. ektiunbodv ue fdon ta
Swbéoua dedouéva).

Evtog k40 katnyopiog cuyvotnTog ELPAVIONS, Ol avemBOUNTEG evépyeleg Topatifevtal kaTd
eBivovca celpd coPapdTntac.

Hivaxkag 1: AvemOounTteg evépyeleg

Katmnyopia/opyoviké cvotnue MedDRA | Xoyvotnto Avem@ountn evépyera

AoOEELS KO TOPAUCITOCELS TToA0 cvyvég | Aoipmén tov avdtepov
OVOTTVELGTIKOD GUGTNLOTOG
Aoluwén tov ovpomomTikKoD
GUOTNALOTOC

Zoyveg ZNym

Taotpeviepkn Aoipmén
MuxnTiactkn Aoipmén
Agpuatikn Aoipmén
Ytopatikn Aolpmén
Aoluwén tov mTog
Aolpwén

Aolpwén Tov avamveELGTIKOD
GLOTNLOTOG

loyevnig Aoipmén
Baxmpiaxn Aoipmén
Kp1O7

Oy ovyvég COVID-19

TpaymAitida

Aolpwén g Bovfovikng ympog
IIvevpovia

Pwviké andotmpa

OpBoiukog Epmne Coothpog
A10010KOATIKT) LOKNTIOGIKN AOTU®EN

Al0Tapoy£C TOV OLLOTOLNTIKOD KOt TOV IToAY ouyvég | AyudAvon

AELPIKOV GUGTHATOG Xoyvég ®popPonevia
Ovdetepomevia

Awotapayéc Tov HETOPOMGHOD Kot TNG Xoyveég YroxaAopion

Bpéymg

Poyrotpikég StaTapayég Xoyvég Avyyog

Alotapoyéc ToV VEVPIKOD GUCTNHLOTOG IToA0 cvyvég | Kepalahyio
Z8&An

Ayyeloxég dtatopoyég Xuyveég Ynéptaon
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Katnyopia/opyoviké cootnuo MedDRA | Tvyvotnte | Avem@ounty evépysia
AloTapoyéG TOV OVOTVEVGTIKO IToAb cvyvég | Biyog
GUOTNHOTOC, TOV BOPUKA Kol TOV Xoyvéc Avocnvola
pecobwpdxiov Eniotaén
2T0UaTOPAPLYYIKO GAYOG
Pwikh oupuedpnon
Alotapoyéc TOV YOOTPEVTEPIKOD IToA0 cvyvég | Kothakd ddyog
Aldppora
Noavtia
Arotapoyéc ToV OEPHOTOG KOl TOV Xoyveég EpOonpa
VTTOAOPIOV 1GTOV E&avOnua
AWTOpayEC TOL HVOCKEAETIKOD Mol ovyvég | ApBpaiyia
GUGTNOTOG KOl TOL GUVOETIKOV 1GTOV Ocpuadryia
I16voc¢ ota dxpa
Suyvég Muaiyia
Mvikoi cmacpoi
Alotapoyés TV VEQPAOV Kol TOV Xoyvéc Oé&ela veppixn PAGRN
0LPOPOP®V 0ODV Xpopoatovpio
evikég Sratapayég Kol KATOUOTAGELG TNG IToAvd ovyvég | EpoBnua tng 0éong éveong
000V yopNyNoNng Kvnouog g Béong éveong
Otdnua g B€ong Eveong
Molorog e 0éong Eveong
Kénwon
TTvpegia
Alyog g Béomg éveong
Suyvég Avtidpaon tng Béong éveong
YAnpovon g Béong éveong
[Moapaxivikég eetdoelg Xoyvég AMOVIVIKT] QUIVOTPOVGOEPEOT
ovgnpeévn
XoiepuBpivn awénuévn
Kokmoeig, nAntnpldoeig Kot ETTA0KES IToAd cuyvéc | Emmhokéc epPoitacuod?
DepUTELTIKAOV YEIPIGULDV

Ot avemBounteg evépyeleg mov mapatiBevTal 6ToV Tivako TpoépyovTat amd Tig KAVIKES peréteg APL2-302,
Meré 202, Merét 204 ko Merétn CP0514 oty TINA.

Ot wTpikd Topootot OPOL OLOSOTOOVVTAL, KATH TEPITTOOT), BAGEL TOPOLOLIS WTPIKNG EVVOLAGS.

101 emmhoxkég euPorocuod oyetiloviay He TOVG VIOYPEMTIKOVG EUBOAAGHOVC,

eprypaon emdeypévav avemBOuntmv gvepyeldv

Aowyawéeirs

Me Baomn tov unyaviopd dpdong g, N (PO TG TEYKGETAKOTAAVNG LITOPEL SLUVITIKA Vo dvENGEL TOV
Kivduvo Aopuméemv, 1d1aitepo LoUOEE®V TOV TPOKAAOVVTOL atd evBLAUK®UEVA PaKThpla,
ovuneptlhappavouévev tov Streptococcus pneumoniae, Neisseria meningitidis 1ov tonov A, C, W, Y
wot B, kow Haemophilus influenzae (L. mopaypago 4.4). Kapio copapn Aoipmén mov mpokAndnie
amd evBviakopéva Baktnpla dev avaeéphnie katd t didpketa g perétng APL2-302. Zapdvia
oKkT® acbeveic Tapovciacoy Aoipmén katd tn didpkela ¢ LeAEnc. Ot cuyvoTepeg AOUMEEIC GE
acBeveic mov éhafav Oepameia e meyKoeTOKOTAGYN Kot TN Stdpkela g uerétne APL2-302 frav
AOlp®EN TOL AVAOTEPOL AVATVELGTIKOD GLGTHHOTOG (28 Tepimtdoelg, 35%). Ot meprocdTEPEG
Aowméelc mov avapépnkay oe acbeveic mov Eafov Oepomeio pe TEYKGETOKOTAGVT KATE TN S1GpKELQ.
g nehétng APL2-302 fitav un coPapég kot kupimg Nmiag évtaonc. Aéko acbeveic epodvicay
Aoméeig mov avapépnkay g cofapés, cuumepthappavopévou evog asbevoig mov anefinoe Aoy
COVID-19. Ot mAéov ouyvéc coPapéc Aouméelg Ntay onym (3 Tepmtdcelg) (Tov 0dNYNoE 01
SLOKOT TNG TEYKGETAKOTAAVNG G€ évav acbevn) kot yootpevtepitida (3 TEPITTOGELS), OL 0TTOlEg OAEC
VIOYDOPNCAV TANP®GS.




Aworoon

Agxogvvéa acleveic avépepay apoAvon kotd ) dudpkeia e perétng APL2-302 cg acbeveic mov
élaPav Bepaneio e neykoetaxomlavn. Entd nepurtmoeic avapépbnkav wg coPapés, kot

5 mepmtdoeig 001 ynoav ot S10KOT TNG TEYKGETUKOTAAVTG Kol 1] dOCT TNG TEYKCETUKOTALVNG
avénonke og 10 acbeveic.

Avosoyovikotntao

H enintwon aviicopdtov évavtt tov pappdakov (ADA) (ADA opopetatponng 1 evicyvuéva ADA
oo 10 TPOHTAPYOV EMITEDO) HTAV YOUNAT KoL, OTOY VINPYAV, OeV giyav a&lOoNUEIDNTO AVTIKTLUTTO OTN
DOK/DA, TNV amoteleGLOTIKOTNTA 1] TO TPOPIA AGPAAELNG TNG TEYKGETOKOTAGVTG. Kaf' 6An
duapketa g pedétng APL2-302, 2 and tovg 80 acbeveig avEnTuEay TENTIOKA AVTICOUOTO EVOVTL TNG
neykoetaxomAdvnc. Kat ot 800 acbeveig Bpébniav eniong Oetikol yio e€ovdetepmtikd aviicopo
(NAD). H amdokpion NAD dev elye eppavn avtiktomo ot @K 1 oty KAVIKN 0TOTELECUATIKOTNTA.
"E& and toug 80 acbeveig avéntuéav enintwon avticopdtov évavtt g PEG: otoug dvo ftav
OPOUETATPOTNG Kol 6TOVG 4 fTav evicyvuéva and T Oepomeio.

Avapopd mBavoroyovueveoV avemBOUNTOV EVEPYELDV

H avoapopd mBavoroyoduevemy avemiBountmy evepyeumy HeTd amd T Yop1yNno” AdE1c KuKAOPOpiag
TOL QOPUAKEVTIKOV TPoidvTOog elvan onpavtikn. Emtpénet ) cvveyn mapakorlovdnomn e oyéong
0PEALOVC-KIVODVOL TOV QOPHOKEVTIKOD TPOTOVTOG. ZnTeital and Tovg enayyeAIaTieg vyeing va
avaPEPOLY OTTOLEGONTOTE TOUVOALOYOVUEVEG OVETIOOUNTEG EVEPYEIEG LEG® TOV £BVIKOD GUOTNUATOG
ovoeopds mov avaypdeeton oto [Hopdptmua V.

49 Ymnepodocolroyia

Agv avaeéptnke kapia mepintmon vrepdocoroying LEXPL CUEPA. LE TEPITTMGN VIEPOOGOAOYING,
ocuvioTdrtol va Topakoiovbeitol o acBevic yio Tuyxov onpeia | CUUTTOUATO AVETIHOUNTOV EVEPYEIDV
Kot vo EEKIVE 1 KATAAANAN cvumtopatiky Oepamneia.

5. OAPMAKOAOTI'IKEX IAIOTHTEX
51 ®@oppokodvvoptké 1010TNTEG

DoppokobepamenTikn Katnyopic: AVOGOKATAGTUATIKOL TOPAYOVTES, AVUGTOAEIC CLUTANPDUOTOG,
kodikog ATC: LO4AJ03

Mnyoviopdg dpdong

H neyxoetaxomAdvn eivat éva GUUUETPIKO POPLO TOL armoTeAeiTaL 0td SVO TOVOUOLOTVTOL
OEKUTEVTATENTIOW OUOLOTOAKA GLUVOEdEUEVA GTA GKpa EVOG Ypappkoy popiov PEG 40-kDa. Ta
TENTIOKA TUARLOTA GVVOEOVTOL LE TO C3 TOV GUUTANPOUOTOG KOl AGKOVY EVPEIN 0VOGTOAT TOV
KATOPPAKTN ToV cvumAnpopatoc. To tunua PEG 40-kDa tpocdidet fertiopévn daAvtotnTa Kot
UEYAADTEPO YPOVO TOPOLOVIG GTO GMLA LETE T1) YOPNYNGT| TOV QUPLAKEVTIKOD TPOIdVTOG.

H meykoetaxomhavn cuvdéetar pe tnv apmteivn C3 tov cOUTANPOIOTOC Kot TO Opavcua
gvepyomoinong tov C3b e vynin cvyyévela, pubuiCovrog Kat' avtdv tov Tpodmo ™ didoract tov C3
KoL T ONUovPYLo KOTOPPOTKMY EXEVEPYNTMV TNG EVEPYOTOINGNG TOV GUUTANPOUaTOG. Xty TINA, 1)
eEwayystokn aporvon (EVH) dievkoivvetar and v oywvoroinon tov C3b, eved 1 evooayyelok
auéivon (IVH) dwopecorafeitar omd 1o katappoikd coumieypa enibeong o pepppavn (MAC). H
TEYKOETAKOTAAVT 0lOKEL Eupein pOOIGT) TOV KOTAPPAKTI] TOV GUUTANPOUATOG OPOVTOS EYYVS TOV
oynuaticpov C3b kat MAC, eAéyyovtog Kot auTov TOV TPOTO TOVG UNYOVIGUOVG TTOL 001YOUV GE
EVH xot IVH.

Dappoxoduvakéc EmMOPACELS

¥t pedétn APL2-302, n péon ocvykévipmon C3 avénbnke arnd 0,94 g/1 kotd v évapén ot 3,83 g/l
v EBdopdada 16 oty opdda g meykoetakonAdvne. To mocootd towv RBC IINA tomov II + 11T katd
v évapén ftav 66,80%, to omoio otn cuvéxeln avénonie og 93,85% v ERdopdda 16. To péco



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

1060010 Twv RBC TINA tOmov II + III pe gvamdBeon C3 fjrav 17,73% katd v Evapén kot avto
pewwbnke og 0,20% v gfdopdda 16.

Khwvum amotehleopotid o Ko ao@iarelo

H anoteleopaticotnta kol n acedieia tov ASPAVELI o€ acBeveig pe [INA a&loloyndnke og pia
uehétn edong 3 (APL2-302) oty onoia pia mepiodog ovoIKTNG EXGHUAVGTG, TUYALOTOIUEVY,
gleyyopevn pe dpactikd eappoKo didpkelag 16 efdouddwov akoiovdndnke amd o TEPI0d0 OVOIKTNG
emonuavong (OLP) duapxetag 32 efoopdadmv. Xtn perétn avtn evrdydnkav acbeveic ue IINA wov
glyav AaPet Oepaneio pe otabepr] 666m eKOLAILOVUAUTNG Y10l TOVAGYIGTOV TOVE TTPOT YOV UEVOVG

3 uveg kou pe emineda arpocearpivne< 10,5 g/dl.

Mehétn APL2-302

H 8601 tov ASPAVELI ftav 1.080 mg 600 @opéc tnv efdopdda. Ot kotdriniot acheveig elonibav
o€ €10aYYIKN TEPi0do 4 efdopnddmv katd tn ddpkela tng onoiog Elafav ASPAVELI 1.080 mg
VTOd0PIMG OVO POPES TNV ERdopAdN emmpdsbeta oTNV TPEYOVTH dOCT) EKOVMIOVUAUTNG. TN
ouvéyela, ot aobeveic TuyaoromOnkay ce avoroyio 1:1 yio va AdBovv gite 1.080 mg ASPAVELI 660
@opEG TNV RSOGO gite TNV TpEYOVG 60T eKOVAMLOVUAUTNG KaB' OAN TN dtdpKeln TNG
TUYaoTOMUEVNG eAeYYOLeVN G Tteptodov (RCP) 16 efdouddwv. H tuyaionoinon dactpouatddnke pe
Baon tov aplfud tov petayyicemv cuumukvouévav epupav atpoceapiov (PRBC) evtdg tov

12 pnvav mpwv amod v Huépa -28 (<4, >4) kot Tov aplfpd oponetaAiny Kot ToV TpoKaTapKTIKO
éleyyo (<100 000/mm3, >100 000/mm?). Ot acbeveic Tov olokApwcav thv RCP eichibav otnv OLP,
KaTd TN O1dpketa tng omoiag 6Aot ot acBeveig Ehafav ASPAVELI ywo g 32 efdopdoeg (o1 aobeveic
7ov Ehafav ekovAlovpaumn kot ™ dudpkela g RCP eionibav oe etcaywyikn nepiodo

4 gfdopadmv mpv amod ™ petdfaon o povobepaneio pe ASPAVELI). Edv fitav anottovpevo, n d6om
tov ASPAVELI punopovoe va npocsappooctel o 1.080 mg kébe 3 nuépec.

To mpmTevoV Kot To SEVLTEPEVOVTA KATOANKTIKA oMpeio amoteAecpaTIKOTNTOG ASl0A0yHONKaY TNV
EBoopada 16. To mpmtedov KATAANKTIKO GNUEID ATOTEAEGUATIKOTNTOG NTAV 1) LETOPOAN OO TNV
évapén €wg v EPdopdda 16 (katd tn oidpkeia g RCP) oto eninedo aposparpivng. Qg évapén
0pioTNKE 0 LECOG OPOG TV LETPNCEDV TPV A0 TNV TPMTN 0OCT TNG TEYKGETAKOTAAVNG (GTNV opyn
g el0y@YIKNG Teptodov). Ta Pacikd dgvtepedovta KATOANKTIKA onpeio 0mOTEAEGLOTIKOTITOG 1TV
N amoPLYN UETAYYIoNC, TTOL 0pileTal WG N avaA0Yio TOV AcOEVAOY TOV dEV YPELAGTNKAY LETAYYION
katd ™ ddpketo Tng RCP, kau n petaforn and v éEvapén éwc v EBdoudda 16 otov amdAivto
apBpo dikrvoegpubporvttdpwv (ARC), oto eninedo LDH kot ot fabporoyio KAipokog
FACIT-Kénwon.

Yvvolkd 80 acBeveic elonABav oty g160y®YIKY| TEPI0S0. ZTO TEAOG TNG EICAYMYIKNG TEPLOSOV, KO O
80 tuyaromomnkav, 41 oto ASPAVELI kot 39 otnv ekovilovpaunn. Ta dnpoypagikd otoryeio Kot
TOL YOPOUKTNPLOTIKA TNE VOGOL KT TNV £vapén NTay YEVIKA KOAMG 1G0PPOTNUEVE LETAED TV OUAd®mV
Oepomeiog (PA. [Tivaxa 2). Xvvolkd 38 acbeveic otnv opdda mov érafe Bepaneio pe to ASPAVELI
xat 39 acBeveic omnv opdda tng ekovMiovpaunng ohokinpmacay tnyv nepiodo RCP 16 efdopddmv ko
OVVENLGOY GTNV TTEPTI0S0 avolkTNG emtonuaveng 32 efdouddmy. Zvvoiikd, 12 amd 80 (15%) acbeveig
mov AdpPoavay ASPAVELI diékoyoav Aoym avemBountov copPdviov. ZOUewnva, Le T0 TPOTOKOALO

15 acbeveig eiyov mpocsappoyn g 66ong tovg og 1.080 mg kdbe 3 nuépeg. Addeka acbeveig
a&loroynOnKov ¢ Tpog 10 0perog Kot 8 amd Toug 12 acheveic enédei&av 6QELOG amd TNV TPOSUPHOYN
g 06eC.
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ivakog 2: ANRoypo@ikd 6TovyEio Kol opoKTNPLGTIKA TOV 000evev Kotd TV évapén ot

perétn APL2-302

Hopapetpog YTaTIoTIKGOG ASPAVELI | Exoviovpapnn
OgiKTNG (N=41) (N=39)
H\wcia (6tn) Méon tun (SD) 50,2 (16,3) 47,3 (15,8)
18-64 etov n (%) 31 (75,6) 32 (82,1)
>65 gtV n (%) 10 (24,4) 7(17,9)
AocoloyiKd eminedo g
ekovAovpuaumNG KT TV Evopén
Kabe 2 efdopadec IV 900 mg n (%) 26 (63,4) 29 (74,4)
Kébe 11 nuépeg IV 900 mg n (%) 1(2,4) 1(2,6)
Kabe 2 efdopadec IV 1.200 mg n (%) 12 (29,3) 9(231)
Kdbe 2 efdouddec IV 1.500 mg n (%) 2 (4,9 0
lMovaikeg n (%) 27 (65,9) 22 (56,4)
§£§¥§§ %ﬁ;g‘; ?;%Ww"” MSIINA M) |\ 1 (SD) 8,7 (7,4) 11,4 (9,7)
Eninedo oupooearpivng (g/dl) Méon tun (SD) 8,7 (1,1) 8,7 (0,9)
Ap1Oudc ductvogpvdporvttdpamv (10%1) Méon tun (SD) 218 (75,0) 216 (69,1)
Emrinedo LDH (U/) Méon tun (SD) 257,5 (97,6) 308,6 (284,8)
Yvvoakn FACIT-Konwon* Méon tun (SD) 32,2 (11,4) 31,6 (12,5)
Ap1Budg petayyioemv toug televtaiov , ,
12puﬁpi/8ggp1ltpwq{(;{né mv Hufépa -28 ° Méon Ty (SD) 6.1(7.3) 6,9(7.7)
<4 n (%) 20 (48,8) 16 (41,0)
>4 n (%) 21 (51,2) 23 (59,0)
Ap1Bpdg apometaiiov Katd Tov . ,
n[fOKz’E;pK‘l:lKé Ereyyo (op1Opdg/mm?) Méon Ty (SD) 167 (38,3) 147(68,8)
<100 000 n (%) 12 (29,3) 9(23,1)
>100 000 n (%) 29 (70,7) 30 (76,9)
IoTtopikd OTAAGTIKNG OVOLUIOG n (%) 11 (26,8) 9(23,1)
Iotopikd HLEAOSVGTANGTIKOD GUVIPOUOL n (%) 1(2,4) 2(51)

*H Babuoroyio FACIT-Kénwon petpdrton o€ po kAipoko 0-52, pe vynAotepes TIES Vo VTOINAMVOUY AlydTepn
KOT®ON.

To ASPAVELI ftav avdtepo omd v eKoOVMIOVUAUTT Y10 TO TPMOTEVOV KATOANKTIKO OMHEl0 TG
HeTafoAng ¢ aposeatpivng and v Evapén (P<0,0001).
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Ewoéva 1. IIpocappoopévn péon petafoin] oty arpoc@arpivy (g/dl) amé v évapén émg v
Epdopado 16

Metaporn amd v évapén otnv apooparpivn (g/dl)

AN
0 \
AN
N
\\
1 \
\?i ————— ? ?-.__,______ ar {13 ___________ ©
24
34
EBdopada 2 EBdopada 4 EBdopada 6 EBdopada 8 EBdopdda 12 EBdopndda 16

Enickeymn avéivong
@epomeio —eo—leykoetakonddvn - & — ExovAiovpdunn

H pn xatotepodmta Kotadelydnke oto focikd dELTEPEVOVTA KOTUANKTIKG GTLUEIN TNG ATOPLYNG
petdyyiong kot g petafoing otov ARC and v évapén.
H un xatotepdto dev eknAnpmdnke dcov apopd ™ uetaforn otnv LDH amd v évapén.

AOYOD TOV 1EPUPYIKDOV SOKIUDV, Ol OTOTIGTIKEG SOKIUES Y1 TN METAPOAN amd TV Evapén Yo T
Babuoroyia FACIT-Kommon dev eréyybnkav emionua.

Ot TpocapprocUéEVES LEGES TIUES, 1) Olapopd Bepameiag, To SIOGTHUATO EUTIGTOGVVNG KO Ot
OTUTIOTIKEC OVOADGELC TOV TTPOYUATOTO O KAV Y10 T0 PaCIKAE dEVLTEPEVOVTA, KATOANKTIKA onuEio

napovciaovtol oty Ewova 2.

Ewoéva 2. Avéivon Bocik@dv SEVTEPEVOVTOV KATOANKTIKAV GTUEI®V

Meykoetakomhdvy Exovilovpdpan Awgopd  Mn kateTepdTa
(n=41) (n=39) (95% CI)
i —— 63%

Amoguyi A 35 (85%) 6 (15%) o Nau
pevdynong, n (%) ‘ : : : : : : : : ‘ (48%, 77%)

-100 -80 -60 -40 -20 ] 20 40 60 80 100

€Ynép g Yaép g >
Metafoin ané tnv £KOVMLOVUAUTING | TeyKoETAKOMAGVG _164 Not
£vapén ota ) ! P A -136(6.5) 28 (11.9) (-189.9, -137.3)
dikTvogpuOpokvTTApE, e .
109 r T T T T T T .
. , 200 -150 -100 -50 0 50 100 150 200

Méon Ty LS (SE) € Yrip g 0 lyngpme >
MeraBois ané my TEYKOETAKOTAIVIS | exovMbovkmg -15 (42.7) -10(71.0) 5 Ot
£vapEn oty LDH, U/l r )
Méon iy LS (SE) (-181.3,172.0)

200 150 100 50 0 0 100 150 200

€ Yaip mg Yrép mg 2
MeraBoi ané Ty MEYKGETAKOTAGVIG ekovMiovpapumg 11.9 Aev Ehéyonke
EvapZn om Pudpoloyia A ————— 9.2 (1.61) 2.7 (2.82) : Y EASTIIIE
FACIT-Kémwon (5.49, 18.25)
Méon Ty LS (SE) 20 -15 -10 ) 0 5 10 15 20 T 0 X Sedou o ) )
€ Yrép g Yrép e > 0 TEPOGOPIO PN KATOTEPOHTNTOG Y10t TO SEGOUEVO KATUANKTIKG onpeio

EKoVACOVIGNTIS  meyKoETOKOTAAVIG manonaialeton via kafe TandusToo
@ Awopd LeTad) TEYKGETAKOTAGVNG Kat EKovALovpHANTNG

— 25% CI
Ta amoteAéGHOTO TV GUVETT G€ OAES TIG VTOGTNPIKTIKEG AVAADGELG TOV TPOTEVOVTOG KoL TV

BocikdV deVTEPELOVIMV KATUANKTIKOY GNUEIDV, GCUUTEPIMAUPAVOUEVOV OA®YV TOV TUPUTPOVUEVDV
dedopEVOV e Ta OedopEVHL LETE T LETAYYIOT VO TTEPAAUPAvOovTOL.
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H opaiomoinon tng arpocparpivig enetedydn oto 34% tov acBevov oty opdda tov ASPAVELI
évavtt 0% oty opdda g exovMiovpdumng v ERdoudda 16. H opaiomoinon g LDH enetevydn
010 71% 1oV acBevav atny opdda wov Ehafe Oepaneia pe to ASPAVELI évavtt 15% otnv opdda g
eKovAMCovUaUTNG.

Yvvolika 77 acBeveic eiloniBav oty OLP 32 gfdopddmv, Katd 1 didpkelo g omoing 6ot ot
aocBeveic éhapav ASPAVELIL pe amotéleoua cuvorikn ékbeon émg 48 efdopnadec. Ta amoteléouarta
v EBoopada 48 Ntav yevikd cvvenn pe exeiva g EPdoundadoc 16 kot vwootnpilovv tn cuveyn
OTOTELEGLATIKOTNTOL.

Howdwrpikdc tAnBucudg

O Evponaikoc Opyaviopog Papudkmv xel dOGEL avofodn amd TNV DTOYPEMGCT) VTOPOANG TV
arotelecpdtov TV peletv pe to ASPAVELI o€ pia 1 mep1ocOTEPEG VIOKATIYOPIES TOV
TOSLOTPIKOD TANBVOUOD 6TV TOPOEVG UK VUKTEPIV dtpocpatptvovpia (BAEre Tapdypago 4.2 yio
TANPOPOPIEC GYETIKA LE TNV TOUILATPIKN YPNIoN).

52  ®appuoKoKiviTIKES 1O10TNTES

Amoppoégnon

H meykoetaxomhdavn yopnyeital pe vwodopila £yyVoT Kol 0TopPOoPATOL GTASIUKA GTI GUGTNUIKN
KukAoopia pe 018uec0 Tmax peta&d 108 ko 144 wpdv (4,5 ém¢ 6,0 nuépec) petd amod edmas
V0dopLa dOON o€ VY1Eic £0EAOVTEG. ZVYKEVTPDOGEIS 0TOOEPNG KATAGTOONG GTOV 0pO LETA OO
YOPNYNOELS 600 Popéc TV efdoudda 1.080 mg oe acbeveic pe TINA emttevydncav mepimov 4 €wg
6 efdopadeg petd v TpdTN d60m Kot ot péceg (%oCV) ouykevpdoelg 6TadepnG KATAGTAGNG OTOV
opd kopdvOnkav peta&d 655 (18,6%) ko 706 (15,1%) pg/ml og acbeveig mov EdaPav Oepomeio yio
16 eBoopadec. O1 ouykevipmoelg otabepng Katdotaons 6Tovg acbeveig (n=22) mov cuvéyicay vo
Aappdvovy meykoetakomhavn Emg tnv Efdopdada 48 ftav 622,94 pug/ml (39,7%), vrodeikviovtog
ovveylouevec DepamenTIKEG GUYKEVIPMGELS TEYKGETAKOTAGVNG ém¢ TNV Efdoudada 48. H
Brodrabecipdra oG vwoddplag 606G TEYKGETAKOTANVNG eKTIdTOL OTL givan 77% pe Paon tnv
avéivon ®K minbvopov.

Kotavoun
O péoog (%CV) 6yKog Katavoung g Teykeetakomidvng etvan tepimov 3,9 1 (35%) oe acbeveig pe

TINA pe Bdon v avédivon OK minbucpov.

MetafoMopodc/amofoin

Me Baon tn dourn Tov MG TEYKVA®UEVOD TETTIOION, O LETUPOMGLOC TNG TEYKCETAKOTAAVIC
ovopévetol va, cLUPel HEc® KaTaBOAKOV 00MV Kol va amotkodoun el oe LKpd TemTio, apvosia, Kot
PEG. Ta amoteléopata pog peAéTng padtocnuaveng o midnkovg cynomolgus vmodetkviovy 6t n
KOPLeL 000G ATOPOANG TOV OTUAGUEVOD TETTIOKOD TUNUATOG EIVOL LECH TNG OMEKKPLOTG LLE TO OVPO.
Av ko amofoin g PEG dev peretOnke, eivatl yvootd 0TL vepicTaTol VEQPIKN ATEKKPIOT.

H meykoetaxomhdvn dev mapovcince Kapio ovasToAn 1 ETAY®YN TOV IG0HopPaV Tov evidpov CYP
oV eAEYYOMKAY, OTOC KATASEIKVOETAL OO TO, OTOTEAEGUATO TOV in Vitro peietov. H
TEYKOETAKOTAGVT eV TV 0VTE VIOGTPMLO OVTE AVOCTOAENS TV UVOPOTIVOV LETOPOPEDV

TPOGANYNG 1 EKPONC.

Metd amd TOAUTAES VTTOSOPIEG YOPNYNOELS TEYKGETOKOTAAVNG o€ acbeveic ue [INA, n uéon tyun
(%CV) kaBapong sivor 0,015 (28%) 1/h ko 1 didpeon amotedespatiky nuiceto {on omoBoAng (ti2)
givan 8,0 nuépeg 0mmg exTundnke amd v avdivon OK minbvcpov.

CpappukdnTo/pn ypoppukdtno
H éxBeon g meykoeTakomAdvng avédvetol Katd Tpomo avaloyo Tpog T 06on amd 45 émg 1.440 mg.
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Ewwoi tAnfucpoi

Agv dlamiotmOnke Kapio eTiOpAcT] OTI POPLOKOKIVITIKN TNG TEYKCETOKOTAAVNG GE GYE0T LLE TNV
niwia (19-81 etodv) kon to VA0 pe Bdon ta amotedéopata g avaivong PK minbuvopov. H oy
amodeiyOnie emiong 0T dev £YEL AVTIKTLTO® WGTOCO, TO, OESOUEVA EIVAL TEPLOPICUEVO KO,

®G €K TOVTOV, dgv BewpohvTal 0ploTIKd.

Ot acBeveic pe copatikd Bapog katm twv 50 kg mpofAiémetarl va &xovv £mc kot 34% vymAdtepn péon
éxbeon oe otobepn Katdotaon oe oOyKpion pe éva atopo 70 kg, pe Baon v avirvon OK
TANOVoHOV. YTapyouv eldyioto SlafEciLo dEGOUEVE GYETIKA LE TO TPOPIA ACPAAELNG TNG
TEYKGETOKOTAAVNG Y10 aoBeVEIG pe copatikd Bapog katm tmv 50 Kg.

Hlciouévor

Av kot dgv mopatnpnOnKoy gpeaveic dtopopés mov oyetiloviat e TV NAkio o€ aVTég TIG HEAETEG, O
apBpoc tov acbevov nlkiog 65 1@V Kot Avo dgv gival ETAPKNG Y10 VO TPOGOIOPICTEL £V
AVTOTOKPIVOVTOL O10QPOPETIKA ammd vedTEPOLC aobeveic. BA. mapdypago 4.2.

Negpixn dvalertovpyio,

e o pedé 8 aocbevav pe cofapn veepikn dvcettovpyia, n omoia opictnke wg kdbapon
kpeatvivng (CrCl) pkpotepn amd 30 ml/min ypnoonowwvrog v e&icwon Cockceroft-Gault (ue

4 acBeveig pe Tipéc pukpotepeg amd 20 ml/min), 1 veepikn dvciertovpyio dev glyxe Kapio exidpacn ot
QOPUOKOKIVNTIKY] oG epdmal 66ong 270 mg neykoetakomAdvng. Y mapyovv eAdyiota dedopéva yio
acOeveic pe TINA pe veppixn dveAettovpyio 6Tovg omoiovg £xetl yopnyndei n Khvikn d6om TV

1.080 mg dvo popéc v efdopdda. Aev vapyovv dobécipa KAvikd dedopéva yio n xpnomn g
TeYKoeTaKOTAGVNG o€ acBeveig ue ESRD mov amattovv apoxdBapon. BA. mopdypapo 4.2.

5.3 TIIpoxkivikd ogdopéva yio TV d6QIAELN

In vitro a1 in vivo ToEucoloykd dedopéva dev amoKaADTTOVY TOEIKOTNTA 1O1AHTEPTG AvNoVYiag Yia
Tov avBpomo. Ot emdpdoelc Tov mapoatnpinkay og {Oa o€ eninedn £kOeoNC TAPOUOLN UE TO KAVIKE
enineda £kBeong meptypdpovTal TaPoKAT®. AVTEG 01 EMOPACELS Ogv TapaTNPNONKOY OTIG KAVIKES
HeAETEG.

Avamopaywyn o (o

H Oepaneia eyxdov mbnKkmv cynomolgus Le neykoetakomAdvn og vroddpia door 28 mg/kg/muépa
(2,9 popéc ™ Cmax 0Ta0EpNC KOTAOTUOTS TOL AvOpDOTOL) amd TNV mePiodo Tng KONoNE £G TOV TOKETO
001YNOE GE GTATIOTIKA OTUOVTIKT a0ENGCT TV amofoldv 1 g Bvnoryévelag. Aev mopatnpnonke
To&IKOTNTA Y10 T UNTEPA 1] TEPUTOYOVES EMOPAGELS GTOVG OTOYOVOVG TTOL YEVVIHONKAY TEAELOUTVA.
Emumiéov, dev mopatnpnniay emdpdcelg otnv avantuén oe Ppéen £mg Kot 6 PAVEG LETA TOV TOKETO.
ZVOTNUOTIKY K00 OTNV TEYKGETAKOTAGYT] aviyveudnke oe Eufpova mdnKov mov Ehafav Bepameio
pe 28 mg/kg/Mmuépa and v TEPI0dO TG OPYAVOYEVESTG MG TO OEVTEPO TPIUNVO, aALA 1| £kBeon MTav
eldyiom (Myotepo amd 1%, pun QopUOKOAOYIKE GTLOVTIKY).

Koaprivoyéveon
Agv &yovv de€oybel pakpoypovieg HELETEG EVOEYOUEVIC KOPKIVOYOVOL dPACTC TNG TEYKCETAKOTAGVNG
oe (Ma.

Tovorolixomra

H meykoetaxomidvn dev NTov HETAALAELOYOVOC OTOV SOKIUAGTIKE GF in Vitro SOKILOGIES avTIGTPOPNG
Baktnplakng petdAraéng (Ames) kot 6gv fTav Yovoto&ikn € in vitro doKipuacio o avlpmmvo

TKG6 kotTopa 1 o€ in vivo SOKIHAGio LIKPOTUPIVAOV GE TOVTLKOVG.

Toéikoloyia oe {da

[payupoatomomdnkav peréteg emavolappavopevoy 60cemv oe KOvvELLD Kot B Kkovg cynomolgus pe
NUEPNOLEG VTTOJOPIEG DOGEIG TEYKGETAKOTAAVNG £1G 7 popés TNV avBpdmivny d6on (1.080 mg dvo
@opEc TNV eRdopdda). Ta 1oToroykd evpipata kot ota 600 €idn mephapupavay docoeEapTdueVN
KEVOTOTMGT TOL EMONAIOD Kal S1OMLOTO KEVOTOTIOUEVOV LOKPOPAY®OV GE TOAATAOVG 16TOVG. Ta
EVPNLLATO OVTAE £XOVV GUOYETIOTEL e peydieg aBpototikéc dooelg PEG paxpdg aivcidog oe Giia
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TEYKOVMOUEVO QAPLLOKA, TTOV KUKAOPOPOVV GTNV Ayopd, NTOV Y®Pic KAVIKEG CUVETELEG Ko OEV
BempnOnkav dvouevh. H avaotpeyipdtnto dev Katadelydnke otig LEAETEC TNG TEYKOETAKOTAAVNG GE
(o petd amod Evav pnva Kot dev a&loAoynonke yio peyaivtepn dudpkela. Aedopéva omd
Biproypapic vTOOMAGVOLY AVOCTPEYIHOTNTO TV KevoTomiov PEG.

Ex@iMon tov veppikdv coAinvapiov mopatnpnonke LWKposKomikd Kot 6t 000 €101 o€ ekBécelg
(Cinax kot AUC) pikpdtepeg 1 GLYKPIoIIES L EKEIVES Y10, TNV avOpdTIvn 80661 Kot Tav LA IETN Kot
un mtpoodevTikn petald 4 efdopdowv kat 9 unvav kabnuepvig xopnynoNg TeYKGETAKOTAAVNG.
ITaporo mov dev mapoatnpOnkay Exdnia onueia veepikig dvciettovpyiag ota {da, 1 KAVIKY
OTNUOVTIKOTNTO KO Ol AELTOVPYIKEG GUVETELEC OLTAOV TV EVPNUATOV VoL AYVOOTEGS.

6. DOAPMAKEYTIKEX TIAHPO®OPIEX

6.1 Katahloyog ekdoymv

Yopprrorn (E 420)

TTayopoppo o&ikd o&o

Natpro 0&1ko Tpwdpikd

Natpiov vépoeidio (Yo pvOon tov pH)

"Yomp yio evéoipa

6.2 AovpPotoéTnTeg

EX\eiyel peletdv oyetikd e tn cupfototnta, 0 Topov QUPUOKEVLTIKO TPOIOV OEV TPEMEL VA
OVOUELYVOETOL UE OAAD QUPUOKEVTIKG TPOTOVTAL.

6.3 Awgpkera {ong
30 pnvec.
6.4 Iowitepeg mpo@urdéers kata T @OLaEN TOV TPOIOVTOG

dvlaooete og yoyeio (2°C — 8°C).
DuAdcceTe GTO APYIKO KOVTL Y10, VO TPOGTATEVETOL OO TO MG,

6.5 ®von Kol GVGTATIKA TOV TEPLEKTY

TMvédivo elaAido tomov I e Topa siloydpnong (YAwpofovtuAiov) kot cepdyion (aAovuviov) pe
OTOCTMUEVO OO (TOALTPOTLAEVIOV) TTOL TTEPLEYEL 54 mg/ml oTelpov droAvpaTOC.

Kda0e pepovouévn ocvokevacio mepieyetl 1 groiidto.

[ToAvovokevacio mov tepiéyet 8 (8 cvokevasieg Tov 1 tepoyiov) Elaiidia.

Mmropei vo, unv KoKAOPOPOLY OAEG Ol GLOKEVAGIES.

6.6 Idwitepec mpo@uLAGEEIS amOpPLYNS KO GAAOG YELPLONOS

To ASPAVELI bwatifetan o¢ £Too mpog yprion dtdivua og loaidio piog ypnons. Emedn o didivpa
dev TEPIEXEL GLVTNPNTIKO, OVTO TO POPLLOKEVTIKO TPOTOV TPEMEL VAL EYYEETAL APECMG PETA TNV

TPOETOLOGIO TNG GVPLYYOS.

To ASPAVELI givat éva d1avy£g, dypmuo mg eEAa@p®S LITOKITPIVO VOATIKO StdAva. Agv TPETEL Vol
ypNopomoteital eGv To vYPO paivetan Bord, Tepiéyel copatidla 1 ivorl 6Kovpo KiTptvo.
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Aonvete mTavta o Proiidio va pbet ot Bepuokpacio dwpotiov yia wepimov 30 AeTTd TPV OO TN
xpron.

AQa1pEOTE TO TPOSTATEVTIKO OTOCTMOUEVO MO OO TO LU0 Y10 VO, ATOKAAVYETE TO KEVIPIKO
TUALLO TOV YKPL ELAGTIKOD TAOOTOG ELGYMPNONS ToL Qroiidiov. Kabapiote 10 mopa eloydpnong pe
£€vaL VEO OAKOOAOVYO HOVTNAGKL KOl OLPTOTE TO TAOLO ELCYMPNONG VO GTEYVAOGEL. MnV 10
YPTCULOTOGETE EAV TO TPOGTATEVTIKO OTOCTMUEVO TAOUO, A&imeL 1} Eyel VITOoTEL (b,

Emioyn 1: Edv ypnoyomnoleite cuoKeLn LETOQOPAS Y®PIc PeAdva (OTmG TPOGUPLOYEN PLOALSIOD),
aKoAovOoTE TIg 0dNYiEg OV TOPEYOVTOAL OO TOV KUTOOKEVOGTY] TG GUOKELNG.

Emioyn 2: Edv n petagopd yivetol ypnoipuonotdviog feAdva etapopds Kot chplyya, akoAovdnote
TIG TOPOKAT® 001 YiES:

. [Ipocaptiote (o amocTelp@UEVT] PEAOVO LETAPOPAS GE UL0. ATOGTEPOUEVT CUPLYYA.

o Tpoapr&re 10 EuPoro Tpog o o Yio Vo YEUIGETE TN GUPLYYO. LE aépa, 0 0oiog Ba Tpémel va
etvar mepimov 20 ml.

o Befoiwbeite 611 to proridio Ppioketor og 6pOio BEon. Mnv avamodoyvpilete 1o Praridto.

o QOnote T yepdtn pe aépa cHptyya pe T PeAdva HETAPOPAS TPOGUPTNLEVT] SLOUEGOV TOV
KEVIPOL TOL TAOUATOG EIGYDPNONG TOV PLOALSIoV.

o To dxpo tng Perovag peTapopds dev Tpémel va PpiokeTar HEGA 6TO SAAVL Yo Vo amopevyDel
N dnpovpyios PLGUAIS®V.
. QOnote amald TOV aEpa 0o T GUPLYYH HEGH 6TO PLoAiId10. AvTo Oa d10yeTEVGEL TOV Oépa Od

TN GUpLyYa LEGH GTO PLOALDLO.
Avaotpéyte T0 QLOAidL0.

. Me to dxpo g Perdvag PeTapopds Léca 6To dtdAvpa, tpafnéte apyd to EpPoio yio va
yepioel ) oOpryya pe 6A0 T LYPO.
Aparpéote ) yepdtn cupryya kot tn ferdva petapopds and 1o eroridio.

. Mnyv ernavatonobeteite 1o kdAvppa otn Peldva petapopic. Eefdmorte tn PeAdva Kot TeTAETE
TNV 670 d0YEI0 ATOPPIYNG ALYUNPAOV OVTIKEUEVDV.

AxoAovBnoTe TIC 001YIEC TOV KATAGKEVOGTN TNG GCLGKELTG Y10 TV TPOETOAGIO TNG AvTAlaG Eyyuong
KO TNG COAVOOTG.

O KatdAANAeg TEPLOYES YO EyYVOT TEPIAAUPAVOLY TNV KOIAOKT XDPA, TOVS UNPovS, TOLG YOPoHS i
Toug v Ppayioveg. EvoAldcoete ek mepttpomng To onpeia £yYvuong amd T [io £yyuoT TNV ETOUEVT).

Edv vapyovv moAlamAd onpeia £yyoong, 0o tpémel va améyovv pueta&d Tovg TOLAGYIGTOV 7,5 Cm.

H tomkn Sidpkeia £yyvong etvan mepimov 30 Aemtd (eGv ypnoomolovvtar dvo onpeio) N TEpimov
60 Aemtd (edv ypnoomoteital Eva onpeio).

Kda6e aypnoiponointo @appokevtikd mpoidv 1| VIOAEWLLO TPEMEL VA, ATOPPITTETOL COLPOVA LE TIC
KOTA TOTOVG 1GYVOVGEG GYETIKEG OLUTAEELS.

7. KATOXOX THX AAEIAY. KYKAO®OPIAX

Swedish Orphan Biovitrum AB (publ)

SE-112 76 Stockholm

Youndia

8. APIOMOX(0OI) AAEIAY KYKAO®OPIAX

EU/1/21/1595/001
EU/1/21/1595/002
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9. HMEPOMHNIA ITPQTHX EI'KPIXHX/ANANEQXHY THX AAEIAX

Hpepounvia mpatng £ykpiong: 13 Askepppiov 2021

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Aentouepeic TANPOPOPIES Y10 TO TOPOY QOPUUKEVTIKO TPOioV gival 100EGIES GTOV SIKTLAKO TOTO
tov Evpomaikod Opyovicpod @apudkov: http://www.ema.europa.eu.
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ITAPAPTHMA 11

MAPAXKEYAXTHX(EZ) YHIEY®OYNOX(OI) I'IA THN
AIIOAEZMEYZH TON HAPTIAQN

OPOI'H ITIEPIOPIXMOI XXETIKA ME TH ATIAGEXH KAI
TH XPHXH

AAAQOI OPOI KAI AITAITHXEIX THX AAETIAX
KYKAO®OPIAX

OPOI'H NIEPIOPIXMOI XXETIKA ME THN AX®AAH KAI

ATIOTEAEXMATIKH XPHEZH TOY ®PAPMAKEYTIKOY
MPOIONTOX
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A.  HAPAXKEYAXTHX(EX) YHLEYOYNOX(OI) I'TA THN AIIOAEEMEYXH TQN
IHAPTIAQN

Ovoua kot d1evfvven tov(tmv) ToPooKeLOoTN(MV) oL ivor VTeLOVVOC(OL) Y10 TNV GTOOEGUEVLCT) TV
ToPTId®V

Swedish Orphan Biovitrum AB (publ)
Strandbergsgatan 49

112 51 Stockholm

Yovundia

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

DoppokevTikd TPOIOV Yo TO 0TTOI0 OaLTEITOL TEPLOPIGUEVT 1oTPIKT) cuvTayT| (PA. mapdptnuoa I:
Iepiinyn tov Xapaktnplotikdv tov IIpoidvtog, mapdypoapog 4.2).

I  AAAOI OPOI KAI AITAITHXEIX THX AAEIAY. KYKAO®OPIAX
. Ex0£oe1g TEprodkng mapaxkorovdnong g acpdireras (PSURS)

Ot amortioelg yio v vroPoin twv PSURS yo t0 ev Adym @apuakevtiko mpoiov opilovial otov
KatdAoyo pe T nuepopnvieg avagopds g Evoong (katdioyog EURD) ov moapatibeton oty
apdypoeo 7, Tov dpBpov 107y, g odnyiag 2001/83/EK kot kdOe erakoriovdng emucarporoinong
OTMG OMLOGIEVETAL GTIV EVPAOTOIKT OUCTVAKT TOAT Y10l TO POPLLOKCL.,

O Kdaroyog Aderog Kvkhopopiag (KAK) Ba vropdirel tv mpdtn PSUR Y10 10 mpoidv péca o
6 unveg amod v £ykpion.

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

. Yyé010 owaygiprong Kivovvov (XAK)

O Karoyog Adelag Kukhopopiag (KAK) Oa die&aydyet Tig amattodpeveg SpactnploTnTES Kot
TOPEUPAGELG PUPLOKOETOYPVTVIONG 0TS Tapovotdlovtal 6to cupenvniéy XAK mov tapovcsialetal
otV evotnta 1.8.2 g ddelag KukAoQopiog Kol 0TOlEGONTOTE ETOKOAOLOES EYKEKPIUEVES
avaBempnoelg Tov ZAK.

‘Eva emkatpomompévo ZAK Oa mpémet va katotedet:
e Metd and aitnpa tov Evponaikov Opyovicpod Oappdxmy,
e OnoTedNMOTE TPOTOMOLEITAL TO COGTNHO JlaXEIPLONG KIVOVUVOUL, E0IKA (O OTOTELECUO AMYNG
VE®V TANPOQOPLOYV TTOV LITOPOVV VO ETLPEPOVY G LLOVTIKT] OAAAYT GTN OXECT] 0QEAOVG-KIVOVLVOU
N ©¢ 0TOTEAESUA TNG EMTEVLENC EVOG GNUAVTIKOD OPOCTHLOV (PUPHOKOETOYPVOTVIION M
glaylioTomoinon Kvévvov).

. EmnpocOcto pitpa Ehay16Tomoinons Kivovvou

IIpwv amd v kukhopopio tov ASPAVELI cg ka0e Kpdtoc Méroc, o Kdrtoyog Adetag Kvukhopopiag
(KAK) mtpémel va GOUQOVAGEL Y10 TO TEPLEYOLUEVO KOl TN LOPPT] TOV EKTOLOEVTIKOD TPOYPALIOTOS Kol
TOV TPOYPAUUATOG EAEYYOLEVIG SIOVOUNG, CUUTEPIAAUPUVOUEVEOV TOV HECOV ETKOIVOVING, TOV
HeBOO®V S10VOUNC KOl OTOLOMVINTTOTE AAAMY TTLUYMV TOL TPOYPALLATOS, Le TV EBvikny Apuddia

Apyn.
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To ekmodevTIKO TPOYPOLLLO KOL TO TPOYPOLLO EAEYYOUEVIC SLovoUnG £xEl ™G 6THYO:

O KAK

Na dtuocpaiotel 6TL o1 acBeveic Aappdvouv epuforiacuoidg katd twv N. meningitidis,

S. pneumoniae kol H. influenzae tovAdyiotov 2 fdopddec mpv amd v évapén e Bepameiog
pe to ASPAVELI

Noa dacpoatotel 6tL o1 0oBeveic Tov dev PTopovV va TePEVOLV 2 efdouddes Tpv omd TV
évapén g Bepoameiog pe 1o ASPAVELI Aapfdvouvv avtiflotikd evpéog pAcotoc péypt

2 eBdopddeg petd ™ ANy tov epPforiov

Na dtwocpatotet 6Tt To ASPAVELI yopnyeiton povo petd and ypont eniPfefaioon 6ti o
acBevig Exel AdPetl epuPoracud katd tov N. meningitidis, S. pneumoniae xou H. influenzae
N/kot AapPdvel Tpo@LANKTIKO avTploTiko cOUPOVO UE TG 0vikég KoTevOuvThpleg 0dnyieg
Noa dacparotel 6Tt 01 GLVTAYOYPAPOL 1} 0L PAPLLOKOTOL01 AapBAvouV ETHG1EC VITEVOLLUGELG
Y10 TOVG VITOYPEDTIKOVS EXOVEUPOAIGIOVG COUPOVO LE TIG TPEYOVOES EBVIKEG
KatevBouvnpieg 0onyieg epforiocuov (copmepropPavopévav tov N. meningitidis,

S. pneumoniae kol H. influenzae)

Noa mapacyefodv TAnpopopieg GyeTIKd LLE TO OTUEN KOl CUUTTOUATO GOPAPOV AoUDEEDV
GTOVC TAPOYOLE VYELOVOULKNG TTEPIBOAYNG KOt TOVG 0oDEVEIC

Noa d106paMoTel 6TL 01 GLVTUYOYPAPOL TAPEYOVY GTOVG ACHEVEIC TO PVAAD 0ONYIDV YPNONG
KoL TNV Képta asBevong Kot Enyodv Toug KOplovg Kivovvoug tov ASPAVELI pe yprion
QLTAOV TOV VAKOV

Na dacpoaiotel 6t o1 aoBeveic mTov epeavilovy CLUTTOUATO CORAPOV AOUOEEDY
avalntobv enciyovoa wrpikn Oepomeio kot mapovstalovy v kdpta achevoidg mov dabétovy
oToV hpoyo enetyovoag mepiBaiyng

Noa exmadevTodv o1 Guvtayoypaot Kot ot acteveic oyetikd pe tov kivovvo IVH petd
S10KOT TOV PUPLLOKEVTIKOV TPOIOVTOG KOl TNV OVOBOAT] TNG YOPNYNONG KoL TNV avaykn
ST PNONG AMOTELECUOTIKNG Oepameiog (e AVOOTOAEIC TOV CUUITANPDOLOTOG

No eKTodeuToV 01 GUVTAYOYPAPOL GYETIKE, LLE TOV KIVOUVO OVVNTIK®Y LOKPOYPOVIDY
emdphoemv g ovoonpevong PEG kot T obotaon yio mapakorodnon 6nmg evoeikvuton
KAViKa, peta&d AoV HECH EPYOCTNPLOK®OV EEETAGEWMV.

Ba dacpalricel 6T1 og kKGOe Kpdtog Méhog 6mov kvukhopopel to ASPAVELI, 6Aot ot

EMOYYEALATIEG VYELOG Ko 01 AGOEVEIG/PPOVTIGTEG TTOV AVAUEVETHL VOL GUVTAYOYPOPTICOVY KOl VO
ypnoponomcovy 10 ASPAVELI éxovv mpocPaom ce/epodiactel pe 10 akdOAov00 EKTOISEVLTIKO

TOKETO:
[ ]

Exmodentind vAko yio tov wtpd
[Mokéto TAnpopopidy yia tov acbevn

Exmo1dg£0Tik6 vAKO Y10 TOV 10TPo6:

o
o
o

TIXT1T
Oomyoc yuo emaryyepatieg vyeiog
Képta ac0evoig

e O0nyog Yo emayyehpoTies vyeiag:

(0]

(0]

H 0eponeio ue 1o ASPAVELI pnopet vo avéncet tov kivouvo cofapdv AotudEemv e
gvBviaxopéva akthpia.

Avdrykn gppfoilaciov tov aclevov Katd twv N. meningitidis, S. pneumoniae kot

H. influenzae W/xou Ayng avtiloTikng TpoeOrAaENS.

Emoio vevBipion tov vIoype®TiK®V ETOVEUPOAOCUOY (COUPOVE, LE TIC TPEXOVGES
eBvikég katevBuvinpieg 0dnyieg epfoiiacpon).

Kivduvog IVH petd ) drokonn kot tnv avafoAr g xop1ynons Tov QopHokKeLTIKOD
TPOTOVTOC, TO KPLTHPLA TOV, 1) ATALTOVUEVT TTAPAKOAOVON O HeTd T Bepomeio Kot 1
TPOTEWOLEVT dlayElPLoN TOV.

Kivouvog duvntikdv poakpoypoviov emdpdcewv g cvscmpevons PEG kot n chotaon yia
mapoaKorlovOnon émwg evdeikvotal KAVIKE, uetald dAA®V LEGH epYaoTNPLOK®V EETAGEMV.
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(0]

Avaykn exnaidevong Tav acHevdv/QpoviieTOV GYETIKG 1e To akOAovDa:
= TV KvOOUvVeV and ) Bepaneio pe 1o ASPAVELI
" TV onueEl®v Kol GUUTTOUATOV oPapmdV AOTUOEEDY, OVTIOPACEDY
vepevatctnciog Kot Tov HETPOV oL TPETEL va AnpHovy
= TOV 001 Y®V Y10, TOVC 0oOEVEIC/PPOVTIGTES Kol TOV TEPIEXOUEVODL TOVG
= g avdykng va €xel pali Tov o actevng v Kdpta acBevolg Kot Vo EVI|UEPDVEL
Kké0e emayyerpatio vyeiog 0Tt Aappavetl Oepaneio pe to ASPAVELI
" TN amaitnong yio EUPoAacovg/avTiBloTiKn TPo@OAAEN
= g évragng otv PASS
Odnyieg oyetkd pe Tov TPOTO XEPIGHOL THAVAOV aVETIOOUNTOV GUUPBAVTOV.
[TAnpogopieg oyetikd pe tnv PASS, 1t onpocio g GupPoAng o pia TETol LEAETN KoL TOV
TPOTO évtaéne acbevav.
Emonudvoeig oyetikd pe tn onuacio g avoeopisc GUYKEKPILEVOV OVETIBOUNTOV
EVEPYELDV, EOIKOTEPA: GOPAP®Y AOUDEEWDY, GOPAPOV aVTIOPAGE®DY LITEPELAIGHNGIOG Kot
Tov Ktvduvov IVH petd ™ d1okomm Tov QopUOKEVTIKOD TPOIOVTOG.

o Kapta acOevovg:

(0]

(0]

(0]

"Eva mpogidomomtikd Hivoupo yio Tovg EmayyeAIOTIiEG vYeiog Tov Tapéyovv Bepaneia oToV

ac0evi 0mO10ONTOTE GTLY Y, GCUUTEPIAAUPOVOUEVTG ENELYOVGOG KATAGTAGNG, OTL O AGOEVIC
xpnowonotel to ASPAVELL

Yrnueio | COUTTOUOTA TOV GOPAPOY AOIUMEE®V Kot TPOEWOToinon Yo Auect avalnnon
ppovtidag amo enayyelpotio vyelag 0V TAPOVGLOCTOVV TO TAPATAVE.

Aentopépeleg emkovaviog tov ASPAVELI yio tov cuvtayoypdgo.

Hokéto TANPOPOPLOV Y10 TOV 06OEVI:

(0]
(0]

DVALO OO YLDV YPToNG
Odnyog Yo Tov acbevi/epovtiot

e Oonyog 7o Tov acOevi)/@povTicoTi):

(0]

(0}

(0}

H Bepoaneio pe 1o ASPAVELI propet va avénoet tov kivouvo cofapmdv AotudEemy e
gvBviaxopuéva aktipla, cofapav avtidpaceny vrepevaictnaciog kot tov kivovvo [IVH
HETE TN S10KOTH) TOV PAPUOKEVLTIKOD TPOIOVTOC.

[eprypaon| Tov onuei®V KOl CUUTTOUATOV GORAPOY AOUMOEE®V, AVTIOPAGE®DY
vrepevarstneiog, IVH petd ) dakonn Tov QoppaKeLTIKod TPOIOVTOG Kot avayk
avalnnong enelyovcsog epovTtidng oTo TANGIEGTEPO VOGOKOEIO.

Ynuacio tov gpPforacpod mpty and ) Bepaneio pe 1o ASPAVELI 1/kat tg Aqyng
avTBloTIKNG TPOoPLAUENC.

Emoo vevBiopion tov vIoype®@Tik®V ETUVEUPOAOCUOV (COUPOVO LE TIG TPEYOVOES
ebvikéc katevBuvtipieg 0dnyieg epPforiacpov).

Agmtopepnc meptypaen TV HeBOS®V TOL ¥PNGILOTOOVVTAL Y10, TNV VTOYXOPNYNOT| TOL
ASPAVELL.

200TOCT Y0 YPNOT) OTOTEAECUOTIKNG OVTICOAANYNG GE YUVOIKEG GE OVOTOPOYMYIKN ALK,
Emonpévoeig oyxetikd pe  onuacio te ovopopds cuYKEKPIUEVOV OVETIBOUNTOV
EVEPYELDV, E1OIKOTEPA: GOPAPOV AOIUDEEDMVY, GOPAPDOV OVTIOPACE®Y VITEPELOLGONGioG Kot
oV kivdvuvov IVH petd ) o100 ToL pOpUOKEVTIKOD TPOTOVTOG,.

Odnyiec oyetkd pe tov tpdmo mpoPoAng tov Pivteo awtoyopnynong g Bepanciog and Tov
ac0evr| 6€ 0TO1ONTOTE GLOKELT GLVOESEUEVN GTO S1ATKTLO.

‘Evtaén otnv PASS.

Emoiec vaevOupicels Yo Tovg Vo PEMTIKOVS ETUVERBOMAGIOVS

O KAK omootédAel £TNGI0G GTOLG GVVTOYOYPAPOVG 1) GTOVG POPLOKOTOIOVS TOV
ouvtayoypoaeovv/dtaviépovy to ASPAVELI, po vevBdpuioen tpokeipévon o

CLVTAYOYPAPOC/ POPUAKOTOLOC VO EAEYYEL €0V amarteitan emaveufollocudc katd twv N. meningitidis,
S. pneumoniae xou H. influenzae yw. tovg aofeveig Tov ot omoiot Aappdvovy Bepaneia pe to
ASPAVELIL ocopoava pe Tig eBvikég katevBuvinpieg odnyieg pfoitacpov.
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ZOGTINUO YO EAEYYONEVY] dLavouT)
O KAK dwoearilet 611, og ka0 Kpdtoc MéLoc oto omoio kukAogopel 1o ASPAVELI, epappoletan
GUGTINO TTOV OMOCKOTEL GTOV EAEYYO TNG OLAVOLNG TTEPAY TOV EMTESOL TV GVVNHOWOV UETPOV
glayiotomoinong tov kvdvvov. [pénel va mAnpodvtar o1 akdrovbeg mpodmobécelc Tpv amod T
dlavopn Tov TPOIOVTOC.
e YmoPoAin ypomtig Pefaimong yio Tov epforlacpd Tov acbevoig Kot tov N. meningitidis,
S. pneumoniae xou H. influenzae /xo1 tnv TpOQUAGKTIKY QVTIBLOTIKT 0y®YH GCOUPOVO UE TIG
eBvikéc katevBuvtnpieg 0omyieg epuforiocov.

22



ITAPAPTHMA 111

ENNIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX
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A. EINIIXHMANXH
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ENAEIZEIX TIOY IIPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

KOYTI I1IOY NEPIEXEI 1 ®IAAIAIO

‘ 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

ASPAVELI 1.080 mg didAvpo yia £yyvon
TEYKOGETOKOTAGVY

‘ 2. XYNOEXH XE APAXTIKH(EX) OYXIA(EX)

KaBe @roridio tov 20 ml mepiéyetl 1.080 mg meyxoetaxonidvng (54 mg/ml)

‘ 3. KATAAOI'OX EKAOXQN

"Exdoya: copPrtoin, moyopoppo o&ikd o0&, vatplo 0&ikd Tprudpikod , vatpiov vopoeidio kot Vdwp Yo
gvéoual

‘ 4. DPAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Avddopa yio, yyoon
1 praAido

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

To pia ypion povo.
AwBdote T0 PUAALO 0NV YPAONG TPV OO TN YPNOT).
T'a vod6pLaL Yp1oN.

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

Na puAdooetor og 0éom, TV omoia dgv PAETOLY KoL dev Tpoceyyilovv Ta Tad1d.

| 7. AAAH(EX) EIAIKH(EX) IIPOEIAONIOIHEH(ELY), EAN EINAI ATIAPAITHTH(EY)

‘ 8. HMEPOMHNIA AHEHX

AH

[1]

H

‘ 9. EIAIKEX XYNOHKEX OYAAEHX

dvidcoete og yoyeio.
DVAGGGETE GTO OPYIKO KOLTL Y10, VO TPOGTATEVETAL UTTO TO PG,
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10.

IATAITEPEX ITIPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHOAEIMMATQN IIOY ITPOEPXONTAI AIIO AYTA, EOOXON AHNAITEITAI

| 11,

ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®QOPIAX

Swedish Orphan Biovitrum AB (publ)
SE-112 76 Stockholm
Youndia

| 12,

APIOMOZ(0OI) AAEIAY KYKAO®OPIAX

EU/1/21/1595/001

| 13

APIOMOZX ITAPTIAAX

Moptida

| 14,

I'ENIKH KATATAZH I'TA TH AIAOGEXH

| 15.

OAHT'TEX XPHXHX

| 16.

INAHPO®OPIEX XE BRAILLE

ASPAVELI 1 080 mg

17.

MONAAIKOZ ANATNQPIETIKOX KQAIKOX. — AIZAIAXTATOX TPAMMOQTOX
KQAIKAY (2D)

A160106T0TOC YPUUU®TOS KOOKAS (2D) Tov gépel Tov TEPIANPOEVTO LOVASTKO OVOyVOPIOTIKO KOOTKO.

18.

MONAAIKOX ANAI'NQPIZETIKOX KQAIKOX - AEAOMENA ANATNQXIMA AITIO
TON ANOPQIIO

PC
SN
NN
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ENAEIZEIX TIOY IIPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

KOYTI IIOY INEPIEXEI 8 ®IAAIAIA

‘ 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

ASPAVELI 1.080 mg didAvpo yia £yyvon
TEYKOGETOKOTAGVY

‘ 2. XYNOEXH XE APAXTIKH(EX) OYXIA(EX)

KaBe @roridio tov 20 ml mepiéyetl 1.080 mg meyxoetaxonidvng (54 mg/ml)

‘ 3. KATAAOI'OX EKAOXQN

"Exdoya: copPrtoin, moyopoppo o&ikd o0&, vatplo 0&kd Tprudpikd , vatpiov vopoLeidio kot Vdwp Yo
gvéoual

‘ 4. DPAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Avddopa yio, yyoon
8 prodidwa

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

To pia ypion povo.
AwBdote T0 PUAALO 0NV YPAONG TPV OO TN YPNOT).
T'a vod6pLaL Yp1oN.

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

Na puAdooetor og 0éom, TV omoia dgv PAETOLY KoL dev Tpoceyyilovv Ta Tad1d.

| 7. AAAH(EX) EIAIKH(EX) IIPOEIAONIOIHEH(ELY), EAN EINAI ATIAPAITHTH(EY)

‘ 8. HMEPOMHNIA AHEHX

AH

[1]

H

‘ 9. EIAIKEX XYNOHKEX OYAAEHX

dvidcoete og yoyeio.
DVAGGGETE GTO OPYIKO KOLTL Y10, VO TPOGTATEVETAL UTTO TO PG,
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10.

IATAITEPEXZ ITIPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHOAEIMMATQN IIOY ITPOEPXONTAI AIIO AYTA, EOOXON AHNAITEITAI

| 11,

ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®QOPIAX

Swedish Orphan Biovitrum AB (publ)
SE-112 76 Stockholm
Xoundia

| 12,

APIOMOZ(0OI) AAEIAY KYKAO®OPIAX

EU/1/21/1595/002

| 13

APIOMOZX ITAPTIAAX

Moptida

| 14,

I'ENIKH KATATAZH I'TA TH AIAOGEXH

| 15.

OAHT'TEX XPHXHX

| 16.

INAHPO®OPIEX XE BRAILLE

ASPAVELI 1 080 mg

17.

MONAAIKOZ ANATNQPIETIKOX KQAIKOX. — AIZAIAXTATOX TPAMMOQTOX
KQAIKAY (2D)

A160106T0TOC YPUUU®TOS KDOKAS (2D) Tov gépel Tov TEPIANPOEVTO LOVASTKO aVOyVOPIOTIKO KMOTKO.

18.

MONAAIKOX ANAI'NQPIZETIKOX KQAIKOX - AEAOMENA ANATNQXIMA AITIO
TON ANOPQIIO

PC
SN
NN
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ENAEIZEIX TIOY ITPEIIEI NA ANATPA®ONTAI XTHN EXQTEPIKH XYXKEYAXIA

EXQTEPIKO KOYTI IIOY IIEPIEXEI 1 ®IAAIAIO

‘ 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

ASPAVELI 1.080 mg didAvpo yia £yyvon
TEYKOGETOKOTAGVY

‘ 2. XYNOEXH XE APAXTIKH(EX) OYXIA(EX)

KaBe @roridio tov 20 ml mepiéyetl 1.080 mg meyxoetaxomnidvng (54 mg/ml)

‘ 3. KATAAOI'OX EKAOXQN

‘ 4. DOPAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

AldAvpa yio yyoon
1 puoAidro. Ztotyeio moAvovokevaciag, doev propei va twinbdei Eexmpiotd.

‘ 5. TPOIIOX KAI OAOX(0OI) XOPHI'HXHX

To pia ypnon povo.
AwBdote 10 POALO 0NV YPAONG TPV OO TN YPNOT).
T'a voddpLaL Yp1oN.

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

‘ 7. AAAH(EY) EIAIKH(EX) IPOEIAOIIOIHXH(EIX), EAN EINAI AITAPAITHTH(EX)

‘ 8. HMEPOMHNIA AHEHX

AHZEH

‘ 9. EIAIKEY YYNOHKEX OYAAEHX

dvrdocete o€ Yoyeio.
DuAdcoete 6TO aPYLKO KOVTL Y10, VO TPOSTATEVETOL OO TO MG,
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10. IAIAITEPEX TIPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTQN 'H TQN
YHOAEIMMATON ITIOY HPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

‘ 11. ONOMA KATI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

‘ 12.  APIOMOZ(OI) AAEIAYX KYKAO®OPIAX

EU/1/21/1595/002

‘ 13.  APIOMOX ITAPTIAAX

TToptida

‘ 14. TENIKH KATATAZEH I'lA TH AIAGEXH

‘ 15. OAHTIEX XPHXHX

‘ 16. TMAHPO®OPIEX XE BRAILLE

ASPAVELI 1 080 mg

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

A160106T0TOC YPOUU®TOS KddKaG (2D) mTov pépel Tov TEPIANPOEVTO LOVOITKO OVOyVOPIOTIKO KOOTKO.

18. MONAAIKOX ANAI'NQPIZTIKOXZ KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO
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EAAXIXTEX ENAEIZEIX TIOY IIPEITEI NA ANAI'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

EIIIXHMANXH ®OIAAIAIOY

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

ASPAVELI 1.080 mg sidAvpa yio £yyvon
TEYKGETOKOTAGVT
I'a vrodopLOL YPMON.

‘ 2. TPOIIOX XOPHI'HXHX

‘ 3. HMEPOMHNIA AHEHX

EXP

‘ 4. APIOMOX ITAPTIAAX

Lot

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

20 ml

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

ASPAVELI 1.080 mg swaivpa yro £yyvon
TEYKOETOKOTAGVN

vTo @AapraKo ovTd TEAEL LTO CLUTAN PO UATIKT TOPAKOAOVONGT. AVt Ba emTPEYEL TO YP1YOPO
TPOGOIOPIoUO VEDV TANPOPOPLOV acPiieloc. Mmopeite va fondnoete LEcm TG avapopdic Thovmy
AvemBOUNTOV EVEPYEIDV TOL EVOEXOUEVMG TTapovatalete. BA. T€Aog Tng mapaypdpov 4 yio Tov TpOmTo
avaQOpPAG AVETIOOUNTOV EVEPYEIDV.

AWPacTe TPOGEKTIKA 0AOKAN PO TO PVLAO 0ONYIAOV YP1GNG TPLV UPYICETE VO YP1CLUOTOLEITE AVTO

T0 QAPROK0, H10TL TEPIAUPPAVEL CUAVTIKEG TAPOPOPIES Y10 CUG.

- dordEte avto To EOALO 0dNYIBV Yprone. Towg ypelactel va to dofdcete Eava.

- Edv éxete mepartépw omopieg, p@TNOTE TOV Y1UTPO, TOV PAPUOKOTOLO 1] TOV VOGOKOLO GOLC.

- H ocvvtayn v avtd 1o edppoko xopnynnke amokAeloTIKA Yio 60G. Agv TPEMEL VO ODCETE TO
@AapuroKo o€ GAAovc. Mmopel va Tovg TPOKAAEGEL PAAPT], AKOLO KO OTOV TO GUUTTOUOTO TNG
acBéveldc Toug ivon 010 e Tor O1Ka oag.

- Edv mopatnpnoete Kamoto avemBOuntn evépyeln, EVIIEPADOGTE TOV YLOTPO 1) TOV POPLOKOTOL 1
TOV VOGOKOUO G0G. AVTO 1oy0eL Kot Yo KaBe mhavi) avemBOUNTN VEPYELD TTOV JEV OVOPEPETOL
070 TOPOV GUALO 0dNYIDV YpYong. BAéme mopdypago 4.

T wegpréyer To mapov OALo 00N YLAV

T etvan to ASPAVELI kot oo givon 1 yprion tov

T npémer va yvopilete npv ypnoonomoste 1o ASPAVELI
o va ypnowonomoete to ASPAVELI

[MBavéc avembounteg evépyeteg

[ag va purdcoete to ASPAVELI

[Tepreydueva g cLoKEVOGING Kot AOUTES TATPOPOPIES

ourLNE

1. T eivar to ASPAVELI kot wowa givar ) ypiion 100

T eivar to ASPAVELI

To ASPAVELI etvat éva pdppoko mov mepiéyet T dpacTiKi] ovsia teykoetakomidvn. H
TEYKOETAKOTAGVY €xEl oYXed0GTEL Yio vo cuvOEeTan e TV TP®TEIVY C3 TOL CLUTANPOUATOC, | OTToia
moTEAEL LEPOC TOV QUVVTIKOD GLGTHILOTOG TOV OPYOUVICUOV TOV OVOUALETOL «GVGTILLO TOV
cvpumAnpouatogy. H meykoetakomAdvn eumodilel To 0voGomomnTikd cOGTILO TOV OPYUVIGLOD GG VO
KataoTpEYEL Ta epLOpd aocPaipld cog.

Iowa givar 1 ypfion Tov ASPAVELI

To ASPAVELI ypnoyomoteitan yia tn Bepaneio evniikov acbevav pe pia acbévela mtov ovopdletot
nmapo&vopikn voktepvn arpoceaipvovpia (IINA) ot onoior eEaxorovBolv va glvar avarpukol petd
amo Oepameio pe évav dAlo tomo eapudiov yia [INA, tov ovopdletar ovactoréag C5, yia
TOVAYIGTOV 3 PN VeC.

Y10v¢ aoBeveig pe TINA, 10 «GUGTNUA TOV GUUTANPOUATOG) EIVOL VTEPOPACTIPLO Kol EMLTIOETOL GTOL
gpLOPA aOcEAipLd TOVG, TO 0010 PIOPEL VoL 00N YNOEL GE YOUNAODS 0p1OOvg apLocPalpimy
(avapio), K6mwon, AelTovpyiKn dLGKOALN, TOVO, KOIAMAKS TOVO, GKOLPOYPMLL 0VPa, OVGTVOL,
dVoKOAiD GTNV KATATOCT), GTLTIKY SuoAEIToLPYia Ko OpopuPovug aipatog. Me tn cvuvdeon otV
pmTeivn C3 Kol TOV OMOKAEIGUO TG, AVTO TO PAPUAKO UTOPEL VO, GTOLOTHGEL TO GOCTI LA TOV
SUUTANPOUATOC 0td TO Vo emtiBevTon oTa EpLOPA aLoGPaipLa, EAEYYOVTOC £TGL TO GUUTTMOTO TG
vOGov. AVTO T0 PAPLOKO EYEl KaTadELDEL OTL aLEAVEL TOV aplBd TV EpLOPDOV ALLOGPALPIOY
(pewwvel NV avoio), To onoio pumopel vo PEATIOOEL VT TOL GUUTTOUOTAL.
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2. Tvpémer va yvopilete mpv ypnoiponomoeete 10 ASPAVELI

an xpnorpomonoete To ASPAVELI
0€ MEPIMTOON AALEPYIOG OTNV TEYKGETAKOTANVT 1| GE OTO0ONTOTE GALO OO TOL GLOTATIKA
AVTOV TOL PAPUAKOV (AVAPEPOVTAL GTNV TOPEYpOpO 6).

- gy &yete pia Aolpwén mov mpokoieitar amd to Aeydpevo evBvlakopéva fakTipia.

- eaqv dev €xete suPoraotel katd tov Neisseria meningitidis, Streptococcus pneumoniae Kot
Haemophilus influenzae.

IIpogcdomou]oeig Ko TPOPVAGEELS
AmevBuveite oTov Y10Tpd, TOV PUPLAKOTOLO 1] TOV VOGOKOWO GO TTPLY YPTCLLOTOU|GETE TO
ASPAVELL.

Yopntopoto Loipnéng
[Ipwv Eexivnoete to ASPAVELIL evnuepmaote TovV Y10Tpo Gog €AV EETE OTOIEGONTOTE AOIUMEELG.

Ene101] 10 @déppoxo otoygdel 6T0 GUOTNUO TOV GUUTANPOUATOS, TO 0010 anotelel HEPOG TG ALLLVAG
TOV OPYOVIGUOD KOTO T®V AOUDEEWDVY, 1 ¥PTIOT] AVTOD TOL POPUAKOV AVEAVEL TOV KivELuVo AOUMEEDY,
GUUTEPTAAUPAVOUEV®Y EKEIVOV TTOL TPOKOAOVVTAL 07T TO AeyOueva evOLAUK®UEVE BaKTApla, OTMG
Streptococcus pneumoniae, Neisseria meningitidis xow Haemophilus influenzae. llpoxerton yio
coPopéc AotudEELg Tov TPosPdArovy T POTY, TOV AULUO KOl TOVG TVEVUOVEG 1 TIG LEUPPAVEG TTOL
EMEVOVOLV TOV EYKEPAAO, KOl UTOPOVV Vo, e£UTA®OODY 6€ OAO TO GO KOl TO CAOUCL.

AmevBuveite otov yiatpo cag mpwv Egxvioete 10 ASPAVELI ywa va BefoaiwBeite 6t Oa
guPolaocteite katd TV Streptococcus pneumoniae, Neisseria meningitidis ko1 Haemophilus
influenzae v dgv £yete KAVEL aVTA TO, eUPOMA oT0 TaperOOV. Edv éxete kdvel avtd ta eufoiia oto
mapeBdv, pumopet va e&akorovbeite va ypelaleote Tpochetovg epPforlacuods mpv amd v Evoapén
aVTOV TOV PAPUAKOL. AvTol ot epfoliacuol Tpémetl va yivovtal TovAdylotov 2 efdopddeg Tpty amd
v évapén g Bepoameiog. Edv dev pumopeite va epforlacteite 2 fdopddeg vaopitepa, 0 yloTpdg Gog
0o cuvtayoypaenoet avTifotikd yio vo petmdet o kivduvog Aoipméng yia 2 efdopddeg petd tov
eupolacud oag. Metd tov epforacod, o yroTpdsg cog pnopet va cog mapakolovdel mo otevd yio
CUUTTOWOTE AOTU®ENC.

Zuuntopoto Aoipwéng

Edv eppavicete omotoonmote and o akdAovba cuunTdpoTa, 00 TPETEL VO EVILEPDCETE AUECHG TOV
yiatpd cog:

- KePaAodyio ko TOPeETO

- TopeTO Ko eEGvOnpa

- TUPETO Pe N yopic TPEROLAO 1| piyn

- dvomvola

- VYNAO Kapdlokd puouod

- KOAAMOES HEp UL

- KePaAoAyio pe SuoKAUYin TOL aVYEVAE 1} TNEG TAATNG
- Kepaiodyio pe vavtio (aicOnua adwbesiog) 1 éueto
- gvototnoia tov opOaAUdV 6TO POC

- ULIKOVG TOVOVG UE YPUTMON CUUTTMLOTA

- GOYYLoN

- TOAD €vTOoVo TTOVO 1 SLGPOpia

BePowwbeite 611 tpeite 1o mpdypappa pfortacudv cog. o mpénet emions va £xeTe LLOYN OTL TAL
eupoMa perdvouy tov kivouvo coPapdv AoUDEEDV, alAd dev TpoAapPdvouy OLeg TiG oPapes
AoMEELG. ZOUQMVO, e TIC E0VIKEC GLGTAGELS, O YLOTPOG GOg Umopel va Bempnoet 0TL ypeldleote
GUUTANPOUATIKG UETPOL OTOC OVTIPAKTNPIOKE QAPLOKA Y1 TV TPOANYT AOTU®ENG.
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Addepyikég avTiopdosig

AMAepYIKEC aVTIOPAOELS EVOEYETAL VO ELPAVIGTOVV GE 0PIoUEVOVG 0oBEVEIC. Xe TepinTwon GoPapnc
oAAepykng avtidpaong, dtokoyte Vv £yyvon tov ASPAVELI kot avalntiote apéomg oTpiky
BonBela. H cofapn adiepykn avtidpaon Umopel vo TapouclacTel ®G SVGKOAN GTNV AVaTVOT,
Ompoxkikdg movog 1 opi&iuo oto othog 1/kan aicOnua (dAng/aicOnua adiabeciag, £viovog kKvnouoc
TOV OEPLLOTOG 1) OVOWYOLEVO EE0YKADUOTA GTO OEPLLOL, OIONLO TOV TPOGMTOL, TOV YEIMDV, TNG YADCGHS
1/ka1 Tov Ao1pod, T0 omoio PTopel VoL TPOKAAEGEL OUGKOAN GTNV KOTATOGT 1| KATAPPEVOT).

AVTI0pacELS 6T0 onueio TG éveong
AvTtidpacelg oto onueio g éveong &yovv mapatnpndei pe m ypnon tov ASPAVELL Ipénet va
voPAnOeite g KATAAANAN EKTOIOELGT GTI CMGTH TEXVIKN TNG EVECTG TPV Otd TNV ALTOYOPNYNOT.

Epyaostnpuoxi tapaxkoiovdnon

Koatd ™ dudprera g Oepaneiog cag pe 1o ASPAVELI o yuotpdg cog Oa mparypotonotel ToKTikES
g€etdoelc, copmeplapuPovouévav eEETAGEMY ALOTOC Y10, T, ETITEDO, TNG YOAUKTIKAG CLPLOPOYOVACNS
(LDH) kou e€etdoemy TG VEPPIKAG AEITOLPYING, Kol UTOPEL VoL TPOCaPUOGEL T 306N GaG €0V
yperaletat.

Emopaceig 61ig epyoaotnprokés e€eTdoelg

H ypnon avtidpactnpiov o&gdiov Tov Tupttiov 6Tl SoKIUAGIES THENG TPETEL VAL OTOQEVYETAL, KOOMG
uropel va 00N YNOEL GE TEXVNTH TAPATAGT) TOV XPOVOL EVEPYOTOMUEVNSG LEPIKNG Bpoporiactivig
(@PTT).

Howowd xon £pnpor
Mnv yopnyeite avTo TO EAPHOKO GE TG NAKioG KATo Tov 18 etdv, kabmg dev vadpyovy dtebéciua
OESOUEVO GYETIKG, LLE TNV AGEAAELN KOL TNV ATOTEAEGUATIKOTITO TOV GE OLTHV TIV OULAdaL.

Alro pappoxa kar ASPAVELI
Evnuepmote Tov yiatpd 1 TOV GOpUOKOTOL0 GaG E6V XPTCULOTOIEITE 1) £YETE TPOCPATO
YPTCLLOTOGEL 1] UTOPEL VO, YPTGLUOTOGETE AALD PAPLLOKOL.

Kinon, Onkaopdg kar yovipotnra

Tluvaikec oe avorapaymywr) nhkio

O1 emdpacel; TOL POPUAKOV GTO OYEVVITO TTOodi OEV €ivall YVOOTEG. ZUVIGTATOL 1] XPTOT
OTTOTEAECUATIKOV HLEBOI®V OVTICVAANYNG KOTA T d1dpketa TG Bepameiog Kot £mg Kot 8 efdopddeg
petd  Bepameio amd yovaikeg Tov Wropovy va Peivouy £YKveg. ZnTNoTe T GVUPBOLAT TOL Y1OTPOD
GOG TPLY TAPETE AVTO TO PAPLLAKO.

Konon/niacpodg

To ASPAVELI dev mpémet vo, pnOOTOIEITOL KOTA T SEPKELD TNG EYKVUOGHVNG Kol TOV ONAacuoD.
Edv eiote éyxvog 1 Inddlete, vouilete 0tL pmopet va giote £ykv0og 1 oYESIALETE VO ATOKTHOETE T,
{ntote 11 GVUPOVAN TOVL YIUTPOV GOG TPV TAPETE AVTO TO PAPUAKO.

001yN o1 Kot LEPIOROS PNV LATOV
Av10 TO PapuKO eV EYEL Kapio 1| EYEL AOTIUAVTN EXIOPOCT] GTNV IKAVOTITA 03NYNONE KoL YELPICUOD

UnNYovnuaToy.

To ASPAVELI ngpiéyer copPrroin

H coppreoin givar anynq epovktdlng. Av o yuotpdg cag cog Exel el 0Tl £xete dvoaveéio og oplouéva
oaxkyopa, 1 £xete dyvwotel pe kKAnpovoukn dvcaveéia oty epovktoln (HFI), pia owdvia yevetu
dlaTapayn, otV onoio To ATOLO eV UTOPEL VoL SIAGTACEL TNV PPOVKTOLT, ETKOWVOVIGTE LE TOV
YwTpd GOG TPV TAPETE N AAPETE 0VTO TO PAPLLOKO.

To ASPAVELI ngpiéyer vatpro

To gdppaxo avtd mepiéyet Ayotepo and 1 mmol vatpiov (23 mg) ava 660, givatl ovtd Tov
ovopdlovpe «erebBepo vatpiovy.
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3. Iog va ypnoiporomjeete 10 ASPAVELI

[Tavtote va Yp1OYLOTOLEITE TO PAPLOKO AVTO AVGTNPE GOUPOVO, LLE TIG 0ONYiES TOL YluTpoL cag. Edv
€xete apPlPories, pMTNOTE TOV Y10TPO GOG.

TovAdyiotov 2 gfdopnadec mpv Egkvioete T Bepaneio pe avtd T0 PAPHOKO, O YIoTPOg cag Oa
OVOCKOTOEL TOL LATPIKA apyeiol oog Kot Wmopel vor oag Yopnynoet Evoy 1 TEPIGGOTEPOLS
guPfolacuovg. Edv dev punopeite va epPoracteite Tovidyiotov 2 efSouddeg mpy omd v Evapén g
Oepaneiog pe to ASPAVELL yia va petmBet o kivduvog Aotpwéng, o yatpog cag Oa cuvtayoypaenost
avTploTikd yio 2 eBoopddeg petd tov euforlacud cag.

Aébon

H apyn cuvictdpevrn d6om yuo evijhikeg pe TINA eivar 1.080 mg dvo popég tnv gfdopdda
emmpocheto oty TpEYovoa doom cog e avaotoréa C5 dmwg cuvtayoypaennke yio 4 efdouddsc.
[Ipénel va maipvete T d6oM TV 600 Popdv TV gfdopdda tv Huépa 1 kot tnv Huépa 4 kabe
eBdopadag Bepaneioc. Metd and 4 gfdopddes, otapatnote va maipvete Tov avactoréa C5.

H d60on 1 to dtdotua petald tov d0cemv dev mpémel vo, aALlEl xopic va cupfovievteite Tov yoTpo
oag. O ywurpds oag pmopet va mpocapudcet m d6on oag oe 1.080 mg kdbe tpitn nuépa (m.y.,

Huépa 1, Huépa 4, Huépa 7, Huépa 10, Huépa 13 ko ovtm xabeéng), v eivar oxomypo. Edv
vopilete OTL éxete mopaleiyel Lo OGN, EVUEPDGTE TOV YIUTPO GOC TO GLUVTOUOTEPO SVVATOV.

Tpomog koL 060G yop1yNoNS

To ASPAVELI mpoopiletat yia va yopnyeital og Eyyoon (oTéydnv) KATo amd To dEPUO. LLE XPNoM
avtAiog £yyvong. O1 TpmdTteg 00GEIC TOL Papudkov Oa cog yopnyndovv and emayyehpatieg vyeiog oe
KAk 1 Bepamevtikd ké€vipo. Eav n Ogpaneia mdet Kald, o yiatpdc cog propei va culntmoet poli
c0g TN duvatdTNTA Vo YOpNYELTE TO PAPLAKO LOVOL 560G 6TO omitl. Edv avtd etvar okomipo, £vag
emoyyeApatiog vyeiog o ekmaldevoel E0GG 1 Evay PPOVTIOTH TMG Vo Yopnyeite v &yyvon.

PoOpdg(oi) éyyvong

H tomkn dudpreta £yyvong etvon tepimov 30 Aemtd edv ypnopomoteite 2 onueio Eyyvong N Tepimov
60 Aemtd edv ypnowomnoteite 1 onueio. H €yyvon mpénet va apyicel apéocmg (Kot vo, oAokAnpmOei
€VTOG 2 @PAV LETE TNV TPOETOAGIO TG GUPLYYOG) LETA TNV AVOPPOPNOT) AVTOV TOV QOPUAKEVTIKOV
TPOIOVTOG 6T GLPTYYO.
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Odnyies ypons

Bipa
1

Mpogropacia yra £yyvon
[pw Eexvnoete:

1. Aoopéote €va kovuti pe éva
@loAid10 0 To Yoyeio. Altnprote
TO (PLOAIO10 OTO KOVTL GE
Beppoxpacio dmpatiov Kot apiote
10 va (eotabel yo mepinov
30 Aemtd.

a.  Mnv mpoonoabeite va
gnrtoyvvere T ddikocio
0éppavong
YXPNOULOTOLDVTOS POVPVO
HIKPOKVLUATOV 1)
0mOL0ONTOTE GAAN TN
Oeppotnrag.

2. Bpeite o kadd potiopévn,
eminedn empdvela epyaciog, OTWG
éva TpaméCL.

3. ZuyKevIpdOoTE TA VAIKA 00g
(Ewodva 1):

A. AvtMo éyyvong pe
GUGTNLLO GUPLYYOS KOl
odmnyieg tov
KaTtookevaotn (dev
omewovileTar)

B. Sopupatn cvpryyo

Cl. Belova petagopagH

C2. Xvokevn petoeopdg
yopig Perdva yio v
avappdPNoN TOL
TPOIOVTOG Ao TO
QloAd10

D. et €yyvong (dev
anewkoviletal mowkidiet
avéioya pe Tig odnyleg
TOV KOTOGKEVAOTY TNG
GLGKELNG)

E. YoAvoon £yyuong Kot
ovvdeonog Y (edv
omonteiton)

F. Aoyglo amdppryng
OLYUNPDOV OVTIKEEVOV

G.  Alkoolovyo povTnAdKio

H.  Tdafa kot towvia 7
drapavig emideoUOg

KoBapicte oyoractikd Ty emoaveia
gpyociog oog YpPNOYLOTOIDVTAS VO
OAKOOAOVYO LOVINAGKL.

ITAdvete oXOAOGTIKA TO XEPLOL GOG UE
GOTOUVL KOl VEPD. TEYVAOOTE T XEPILL GOG.

Ewéva 1 Mapdderypa vAkov
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Bipa

"Ereyy0g TOV QLaA16i0V KOL TOV VYPOD

Aopaipéote T0 PLOAISI0 0md TO KOVTI.
TTapatnpnote TpocekTiKd T0 VYPO GTO
oukidro. To ASPAVELI eivan éva dtavyéc,
AYPOUO OGS EAUPPDG VITOKITPIVO VYPO.
EXéy&te yio copatidw 1 xpoUOTIKES
aAroiboels (Ewodva 2).
Mnv ypNOUOTO|GETE TO PLUAIOL0 EAV:
e Tovypd paivetar Boro, Tepiéyet
copatidw 1 etval okovpo kitpwo.
e To mPooTATEVTIKO OMOCTOLEVO
nopa Aginet 1 £xel vrootel {npud.
o  H nuepounvio Anénc (EXP) mov
OVOYPAPETOL TNV EMOTLOVOT] EXEL
mapéADet.

Ewova 2

i,
P "0
P \ U,
,_ﬁ,__" \ //\ LR
‘\l ".,
\
< /
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Bipa

[pogropocio Ko TAPOGT TG CUPLYYAS
A@a1péoTe TO TPOGTATEVTIKO OTOGTMUEVO
TOUA 0O TO PLOAISIO Y10 VO ATOKAADYETE
TO KEVIPIKO TUNHA TOV YKPL ELAGTIKOD
TAOUATOG EICYDPNONG TOL PLOASI0V

(Ewova 3). [etd&re 10 mopo.

KoBapicte to mdHp0 E10YDPNONG e Eva VEo
OAKOOAOVYO LOVINAGKL KO OLPTOTE TO TAOLLOL
EL0YMPNONG VO CTEYVAGEL.

Entvoyn 1: Edv ypnoylonoteite cuokevn|
HeTapopas ywpis ferdva (0Tmg
TPOGUPLOYEN PLOALGI0V), AKOAOVONGTE TIG
00Myieg moL TOPEYOVTOL OO TOV
KOTOOKEVAOTH TNG GUGKELNC.

'H

Emoyn 2: Edv n petagpopd yivetot
YPNOHOTOLDVTOG PEAdVa LETAPOPAS KoL
oLPLYYO, OKOAOVONOTE TIG TOPUKATO
oonyieg:

A. TIpocoptoTE L0 OTOCTEPOUEVN
Beldva petapopds o€ o
OTOGTEIPOUEVT GUPTYYOL.

B. Tpapnéte 10 éuporo mpog ta wicw yio
va. YePIoETE TN oUptyyo e aépa, o
omoiog Oa Tpémel va glvan mepimov
20 ml (Ewova 4).

C. BeParmbeite 611 T0 Qrorido PpickeTon
o€ 0pbuo Béon. MHN
avamodoyvpilete 10 @laAidlo. QOnote
T YELATN LE a€Pa CUPLYYO [LE TN
Belova petapopdsg mpocapTnévn
SLOUEGOV TOV KEVIPOL TOV TMLOTOG
E10YMPNONG TOL PLaAdiov.

D. To dxpo g Perovag petagopds dev
mpénel va Ppioketal péca 6To
Sulvpa Yo va amoeevydei n
dnovpyia puoaridwv. (Ewova 5).

E. Qbnote anaAd tov agpo amd ™
cvPLYYO HEGO 6TO PLOAidIo. Avtd Oa
S10YETEVGEL TOV AEPQ OO TI GVPLYYOL
péco 6TO PLOAISIO.

F. Avoamodoyvpicte T0 QlaAidio
(Ewova 6).

Ewova 3

Ewova 4

Ewova 5

Ewkéva 6
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G. Me 1o dKpo g PeLovag HeTapopdg
péoa oto dtdlvpa, tpafnéte apyd to
£uPoio yio vo yepicet 1 cvpyyo pe
oMo 1o vyp6 (Ewova 7).

H. Agoaipéote ) yepdn cvpryya Kot ™
Belova petagopds and o eloiidio.

. Mnv enavaromofeteite TO KGAVPPA
ot feléva petagopds. Ecfiddote
) Pehdva kot metdEte TV 6TO doyElo
ATOPPIYNG OLYUNPDV OVTIKELLEVDV.

Ewova 7

Bijpa | pogrowpacio tng avriiog £yyvong pe
4 GUGT IO GUPLYYUS KOL TNG COAVAOONG

SUYKEVIPMGTE TOL VALK TG avTAinG £yYvong

Kot okolovBnoTe Tig 0dNYyieg TOv

KOTOOKELAOTN TNG GVOKELNG Y10l TV

TPOETOLAGTO TG AVTAING KO TNG

COMVOOTG.

Bijpa | Mpogropacio Tov onpeiov (] TV Ewoéva 8
5 onueinv) éyyovong
A. EmiéEre o meproyn otV KOwAoKN (o
YOPa (EKTOG amO TNV TEPLOYN TV -
TEVTE EKOTOGTOV YOP® 0o TOV %
apOAd), TOVG PMPOUG, TOVS YOPODG ! S < Avo Bpagiovag
1M Tovg v Bpoyiovég cag yo trv(- | it “I
1) éyxvon(-¢15) (Ewova 8). L Kotaxn yépo
B. Xpnowonowote Stopopetikd(-é) il B, -Toyio
onueio(-a)) omd exeivo(-ar) mov W@ Mypég
YPGILOTO|GUTE Y10 TNV TEAELTALN P
oog £yyvon. Eav vrapyovv ' ‘
ToAAaTAG onpeia Eyyoong, Ba [
TPETEL VOL ATEYOVV LETAED TOVG F iy
TovAdytotov 7,5 cm. Evolddooete ?
€K TTEPLTPOTNG T oNpEia Eyyvong B
Ewova 9

avapeoa oe kdOe Eyyoon
(Ewdva 9).

C. Amo@ebyete TIG 0KOAOVOES
neproyég Eyyoonge:

a. Mnyv kéavete éyyvon o€
nEPLoyEg 6oV TO SéPpA
givan gvaicOnTo,
polomcpivo, £pvopo 1
oKANpoO.

b. Amo@egdyere TaToval,
0VAEG 1| pOyadES.

AmboTacn TovrayieTov 7,5 cm
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D. KaBapicte 10 déppa og kaOe onpeio
£€YYVoMG LE £Va VEO BAKOOAOVYO
pavTnAdKL, EEKIVAVTOG 0o TO
KEVTPO KoL e KUKAIKY Kivnion Ttpog
to o (Ewova 10).

E. Ao@note 10 6épla va 0TEYVAGEL.

Ewéva 10

Bipa

Ewsayoyn kot ac@drion tg(-ov)
Berdvag(-@v) £yyvong

A. Towmiote t0 déppa HeTa&d TOV
avTiyelpa Kot ToL deiKTN GOg Yupw
and to onpeio £yyvong (6mov
OKOTEVETE VO TOTODETNGETE TN
Belova). Ewodyete ) Pehdva 610
déppa (Eucova 11). Akolovdnorte
TG 00N YiEC TOL KUTAGKELUGTN TNG
GUGOKELNG GYETIKA LE TN YOVIO TNG
Belovac.

B. Aocoa)iote tn Perdva (] Tig
Belovec) xpnoyLomolmvTag
amootelpopévn Yala kot tavio M
dwapavn enidecpo mov TomobeteiTon
mhvo and to(-o) onpeio(-a)
gyyvong (Ewova 12).

Ewova 11

Ewova 12

Bipa

"Evapgn g éyyvong

AxkolovBnoTe TIg 00MYiEg TOV KATAGKEVAGTN
NG GUGKEVTNG Y10 TNV EvapEn TG £YXLOTNG.
EeKWNoTe TV £yYuon apécms LETA TNV
avappOPNGN TOL SHADUATOG GTH GVPLYYA.

Bipa

Oloxipoon g £yyvong
AxolovBnote Tig 00N yieg TOV KATACKELAGTY|
NG GUGKEVTG Y10l TNV OAOKANP®OCN TNG

gyyvong.

Bipa

Kartaypagn g éyyvong
Koataypdwyte t Bepaneio cag copemva pe
T1G 001Myieg TOV gmayyeApatio vyelag Gog.
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Bipa | Amoppuyn
10 A. Agpo? olokinpmbei n £yyvon, Ewéva 13
aealpéote Tov enidecpo kot Bydite
apyd m(-15) Perova(-gg). Kaivyte
T0 onpeio g €yyvong pe véo
emidecplo.

B. Amoouvdéote t0 oet £yyvong and
™V avtiia kot TetdEte 10 6T
doyelo amdppyMg ayunpmv
avtikeipévav (Ewova 13).

C. TIletdéte 6Ao Ta YpMOYLOTOMUEVA
avaAdopa, Kabds kot Kabe
oYPNOOTOINTO TPOTOV Kot TO ASEL0
QLOAIS10, COLPMVO UE TIG GVOTAGELG
TOV emOyyeApLoTio VYElOG oag.

D. KoaBapiote kot puia&re tnv avtiio
£€yyvong e cOoTNUHO CVPLYYOS
GOLOMVA LE TIG 0O YiEG TOV
KOTOGKEVAGTY TNG GUGKELNC.

Eav &eyaoete va ypnoporouoete To0 ASPAVELI
Edv mapodeiyete pio 8601, Ba pénet va Anebei 1o cuvtopdtepo duvatdv: 6T GLVEXELD, TAPTE TV
EMOUEVT SOGT GTNV KOVOVIKA TPOYPULUATIGUEVT] DPOL.

Eav octapotiocete va ypnopomorcite To ASPAVELI

H IINA &ivon pia o fiov vocog kat £tot avapévetat 0Tt 8o, xpnoIonoleite avtd T0 pAPLOKO Yid,
peyaro ypovikod daotnuo. Edv embopueite va oTopoTNOETE T YP1ON TOL POPUAKOV, TUPUKOAEITTE VO
piAnoete Tpmta. pe Tov yuTpd caog. Edv otopatioete va maipvete o papuako Eaevikd, pmopei va
VIAPYEL KIVOLVOG VoL EMOEVMOOVV TOL GUUTTOUATE GOC.

Edv o y1atpdg oag amopacicel va dakoyel T Oepaneio oG e auTd TO PAPLOKO, 0KOAOVONOTE TIC
001Yiec TOL Y10 ToV TPOTOo dtakonng. O yroTpdg cog O oag mopakorovdel 6TeEVA Yio TOVAGYIGTOV

8 efoopadeg petd ) drakonn g Oepameiag yio ooV onpeio KOTAGTPOPNG TOV EpLOPMOY
apocspapiov (apodivon) Adym g [INA. Ta copntodpoata 1 To TpofAnpata Tov puropel va cupfovv
AOY® TG KATAGTPOPTS TV £pLOPDV arpoceapimv teptiapupdvovy:

- KOT®OM)

- dvomvola

- aipo oto 00pa

- 7OVO GTNV TEPLOYN TOL GTOUAYOL (KOIAaKN DpaL)

- TTOGT TOL OPLOUOL TV EPLOPOV LLOGEUPIOY GOg

- Opoupovg aipatog (Bpdpupwon)

- TPOPANUQ UE TNV KATATOGN

- GTLTIKT OVGAEITOVPYIN GTOVE AVOPES

Edv éyete onotodnmote amd avtd o onpeio KOl GUUTTOUATO, ETUKOLVMOVIOTE LE TOV Y1ATPO GOG.

4, MBavég avemBOunTeg evépysereg

Onwg 6ha Ta pAppaKa, £TGL KOL GVTO TO PAPUAKO UTOPEL VO TPOKAAEGEL AVETIOOUNTEC EVEPYELEG, OV
Kot 6gv Tapovctdlovtal 6 GAOLE TOVG AVEPMOTOLC.

O ywatpog oag Ba cuintoetl pali cag Tig mbavig avemBounteg evépyeleg kat Bo cag e&nynoet Tovg
Kvduvoug kot ta 0EAN Tov ASPAVELI mptv and ) Bepaneia.

H mo cofapn avemBOunt evépyeia eivar coPapr Aoipwén.

Edv gpopavicete onorodnmote and 1o cupntdpoata Aoipméng (PA. Topdypapo 2 «ZounTdpaTe
AOTU®ENC»), TPETEL VO EVILEPMDGETE AUECMG TOV YIOTPO GOG.
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Edv éxete apeiPolrieg yia to Tt eivon o1 mopakdTo avemBountec evépyeleg, {Ntnote and Tov YaTpd Gog
va 60g TG €ENynost.

ITold ovyvég (Lmopel va emmpedoovy mepiocdtepa omd 1 ota 10 dropa):

Avtidpdoeig oto onpeio g Eéveonc: Avtég cupmepthapfavouy epubpotnta (epvdnua), TpH&ipo,
oayovpa (Kvnopog), LOAMTEG Kot TOVO. AVTEG Ol avTIdPAGELS GLVIOMG LTOY®POVV EVTOC AMymV
NUEPOV

Aolpmén g poTe, ToU AoV 1 TV 0EPAYDYDOV (AOTLMEN TOL AVADTEPOL AVATVEVGTIKOV
GUGTHIOTOG)

Awdppora

Kotaostpopn tav epufpmv atpoceatpiov (apdAvcn)

Zropoaykdg movog (Kotako aAyoc)

Kepaiaryia

Kovpaon (ké6mwon)

[Tvpetdc n vynAn Bepuokpacio (Topesio)

Biyag

Aoluwén Tov oVPOTOMTIKOD GLGTIILOTOC

Emumlokéc mov oyetilovtal Pe TOVC VIO PEDTIKOVS EUPOAIAGLODG

Z6n

[Tovog ota gépra Kot Ta Tod (Tdvog ot dkpa)

[Tovog otig apBpaoelg (apHpadryio)

[Tovog otnv mhd

Navtia (aicOnpa adiabeciog)

Yoyvég (umopet va emmpedoovy émg 1 ota 10 dropa):

Avtidpaomn oto onueio g Eveong, Onmg epuBpOTNTA 1] GKAT)PLVOT| TOV SEPUATOG
Aolpwén oto avti, T0 oTONA 1) TO dEPUA

[Tovog otov Aouuod

Aryotepa arpometdha oto aipo (Opopfomevia), To onoio pnopel va TpoKalEGEL apoppayio M
UOA®TEG TOL EUPAVIOVTOL EDKOAOTEPO OO TO PUGLOAOYIKO

Pwoppayia (exiotaén)

EpvOpotnra tov dépuatog (epunua)

[Tovog otovg pdeg (pvokyior)

AoTUmEN TOV GTOUAYOV KOl TOV EVIEP®V, 1] OTOI0 UNITOPEL VO TPOKOAEGEL GUUTTOUOATO TTLOG
€m¢ cofapng voutiag, EUETO, KPAWUTES, O16ppota (YOoTPEVTEPIKT AoIUmEN)
AvEnuéveg TIHEG OTIC NTOTIKES EEETACELS

Avokolia otnv avamvon (00cmvola)

Meiopéva eninedo Kaliov 610 aipo (VTOKaALOLIN)

Mikpotepog apBpog Aevkdv arpoceaipimv (ovdetepomevio)

Melopévn veppikn| Asttovpyia

Ayyog

A0QOPETIKO YPDOLO TOV 0VPOV

YymAn mieon tov aipatog

Mvikol oracpoi

BovAwpévn potn (pwvikn coueopnon)

E&avonua

Aolpwén oto aipo (onyn)

Mvukntiootkn Aoipwmén

Aolpmwén Tov avamveLGTIKOD CLGTAUATOC

Toyevng Aoluwén

Baktnplakn Aoipwén

KpBapdaxt (kp16n)
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Oy ovyvég (umopet va emnpedoovy €mg 1 ota 100 dtoua):

- COVID-19

- dLeypovn Tov TpayAOL

- Aolpwén g BovPovikng yopag

- ®vlakag e Toov ot ot (Pvikod amdoTua)

- Toyevig o@Boipukn Aoipwén (o@Baikog épnng Cootpag)

- TIvevpovia

- KoAmikn Aoipmén amd Lopopdknta (a1d010KOATIKY LUKNTING KT AOTU®EN)

Ava@opd avemOOuNTOV EVEPYELOV

Edv mopatnpnoete kamoto avemfOunt evEpyelo, EVINUEPDOTE TOV Y1OTPO, TOV PAPUAKOTOLO 1) TOV/TNV
VOGOKOHO 6aG. AvTod 1oyDEL Kot Yio KAOe Thovi avemBounn evEPyELd TOL dEV OVAPEPETAL GTO TOPOV
@OALO 0OMY1DV Yprionc. Mmopeite emiong vo avapépete avemBounteg evépyeleg anevbeiog, HECWO TOV
€0VIKoL GLGTNUATOG aVaPOPAS TToL avaypaesTol oto [apdpnua V. Méoo tng avaeopag
OVEMBOLNTOV EVEPYEIDV UTOPEITE VO fonONGETE TN GLALOYN TEPLCTOTEPMVY TANPOPOPLOYV CYETIKA
LE TNV AGPAAELD TOV TOPOVTOC PAPLLAKOV.

5. IIog va pvrdocete To ASPAVELI

. To @dppoako avTd TPETEL VO, PUAACGETOL GE LEPT] TTOL gV TO PAETOVY Kot dev TO POEvoLY TO
ToLdLd.

. Na pn ypnoiponoteite avtd 10 GAPUOKO LETE TV NUePOUNVia ANENG TOV aVOPEPETAL GTO KOVTL
petd v «AHZH». H nuepopunvia Anéng sivon 1 televtaio nuépa Tov Piva Tov avopEpeTal
eKel.

o duvrdooete og yoyeio (2°C — 8°C).

o Ddvrdooete T0 PLOAISI0 GTO APYIKO KOVTI Y10l VO TPOGTUTEVETOL OO TO POC.

. Mnv metdte eappoKo 6to vepd TG amoyétevons. Potote tov gapprokomold Gog yio 10 Toc vo

neTdEeTe TaL QApPAKA TOV gV ypnoionoteite ma. Avtd ta pétpa Bo fonbrioovv oty
TPooTocio Tov TEPPEALOVTOG.

6. Iegpreydpeva TS GLOKELAGIOG KUL LOTTEG TANPOPOPIEg

Tvagpréyer to ASPAVELI
H dpactikn ovoia givar n neykogtakomidvn 1.080 mg (54 mg/ml og graridio twv 20 ml).

Ta dAha cvototikd gival: copPrtoin (E 420) (BA. mapdypapo 2 «To ASPAVELI mepiéyet
GOpPLTOANY), TayOLopPo 0&E1KO 0EV, VATPLo 0&kd TpLdpKd (PA. mapdypapo 2 «To ASPAVELI
TEPIEYEL VATPLOR), vaTpiov vOpo&eidio (PA. mapdypapo 2 «To ASPAVELI nepiéyet vatpion) Kot vVdwmp
Y10 EVEGTLAL.

Epedévion tov ASPAVELI kot wepreydpeva tng 600KELOGING

To ASPAVELI etvar éva d1007£C, Gypoo o¢ EAAPP®G VTOKITPIVO SIGAVLA Y10 VTTOSOPLa. £YYLCT
(54 mg/ml og @raridio Twv 20 ml). Ateddpata Tov givor BoAd 1} £x0VV cOUATIOWN 1] XPOUOTIKY
aALOlGT OeV TPETEL VAL Y PNGLOTOLOVVTOL.

2 V6KEVOOIEG
To ASPAVELI dwtifeton 6e cuokevacio pe 1 graAidlo 1 og molvcvokevacio pe 1 X 8 praAioio.

Mopoakarovue Tpoce&te OTL TAL AAKOOAOVYO LOVTNAGKLL, Ol BEAOVES Kal AAAN VAIKA 1) E£0TAMGLOG dEV
TEPEXOVTOL GT] GCLCKEVAGIAL.

Mmropei va, unv KuKAOQOpPOUV OAEG 01 GLOKEVAGIES.
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http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

Karoyog Adsrag Kvkhogopiog
Swedish Orphan Biovitrum AB (publ)
SE-112 76 Stockholm

Zovundia

IMopaockevaotic

Swedish Orphan Biovitrum AB (publ)
Strandbergsgatan 49

112 51 Stockholm

Yovundia
To wapdv @OAL0 00N YOV YprioNs avade®pr)Onke Yo TelevTaia opd otic MM/EEEE.

Alreg INYEG TANPOPOPLAOY

Aemtouepeic TANpoopieg Yia To apurako avtd eival dtabéoipeg 6to dikTvakd ToTo Tov Evpmmaikon
Opyoaviepod Gopudkmv: http://www.ema.europa.eu. Yrdpyovv eniong cOvOeopot pe GALEG
16TOCEAIDEG TTOV APOPOVV oTAViEG achEveleg kot Oepameies.
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