IHAPAPTHMA 1

NEPIAHYH TON XAPAKTHPIZTIKQN TOY ITIPOIONTOX



1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Nivestim 12 MU/0,2 ml gvéoyo didAvpe/dtdlvpa yia £yyvon
Nivestim 30 MU/0,5 ml evéoyo didAvpa/dtdlvpa yia £yyvon
Nivestim 48 MU/0,5 ml evécyo didivpa/didAvpa yio £yyvon

2. IHOIOTIKH KAI ITOXOTIKH XYNOEXH

Nivestim 12 MU/0,2 ml gvéciuo didAvua/didivpa yia £yyvon
Kda0e ml evésiuov d1aAdpoToc 1) S10ADHOTOC Yo £yyvon mepiéyel 60 ekatoppvplo povaodeg [MU]

(600 ppoypappdapra [pg]) eurypaoctiung*.

Kda0e mpoyepuopuévn ovpryya mepiéyet 12 ekatoppvpio povadeg (MU) (120 pwkpoypoupdpia [ug])
euvypaotiung og 0,2 ml (0,6 mg/ml).

Nivestim 30 MU/0,5 ml evéciuo didAvpo/didlopa yia £yyvon
Kd&0e ml evéoipov dtoAdpotog 1 S10AdpaTog yia £yyvon mepi€yet 60 ekatoppvplo povadeg [MU]

(600 ppoypappdapra [pg]) euypaoctiung*.

Kd&0e mpoyepuopuévn ovpryya mepiéyet 30 ekatoppvpio povadeg (MU) (300 wikpoypopupdpia [ug])
euypaotiung og 0,5 ml (0,6 mg/ml).

Nivestim 48 MU/0,5 ml evécyuo didAvua/didivpa yia £yyvon
Kd&0e ml evéopov dtaAdpoTog 1 S10AdpHaTog Yia £yyvon mepi€yetl 96 ekatoppvplo povadeg [MU]

(960 ppoypappapra [pg]) euaypaoctiung*.

Kda0e mpoyepuopuévn oopryya mepiéyet 48 exatoppvpio povadeg (MU) (480 wkpoypoupdpia [ug])
euvypaotiung og 0,5 ml (0,96 mg/ml).

*OvaoLVOVAGUEVOG LEDEIOVVAIKOC 0vOpOTIVOC TaPAyOVTOG O1EYEPONG ATOIKIMY KOKKLOKVTTAPWV [G-
CSF]) mov mapdyeton pe teyvoroyio avacvvovacuévov DNA oty Escherichia coli (BL21).

"Exd0y0 ue yvootég dpacelg
Kd&0e ml drodvpatog mepiéyetl S0 mg copPrroing (E420) (BA. mapdypopo 4.4).

IMo tov TAnpn Katdloyo TV ekddywv, PA. Tapdypago 6.1.

3. OAPMAKOTEXNIKH MOP®H
Evéowo didAvpa 1 dStdivpa yo €yyvon (éveon/Eyyvon).

Awowyéc, dypopo d1dAvpa.

4. KAINIKEX IAHPO®OPIEX

4.1 OepamevTikég evoeiferg

H @uypaotiun evdeikvotol yio m peimon g ypovIKNG SEPKELG TS OVOETEPOTEVIOG KoL TNG
EMMTOONC TNG EUTVPETNG ovdETEPOTEVING G 0ieOeVElS ToL Aaufdavouy aywmyn pe koblepopuévn
KuTTapoTOEIKN YNUEIODEpaTElD Y100 TNV OVTILET®MION Kokonetag (Le e€aipeon T ¥pOvie LUEAOYEVT|
Agvuyoupio Kot To, LEAOSVOTANGTIKA GUVOPOLLA) KOL Y10 TN UEIMGT TNG YPOVIKNG OEPKELOG TNG
ovdetepomeviag oe acheveic mov vrofailovtal o€ pveroapavieTtiky Oepameio n omoia akolovdeitot
07O LETAHOCYEVGT LVEAOD TMV 0CTMV Kol Y10, TOVG 0Toiovg Bempeital Tmg daTpEYovv avéEnUeEVo
KIVOLUVO EUOAVIOTG TAPATETAUEVIC GOPOPNG 0VOETEPOTTEVIONG.



H acpdlelo kot 1 amoTeEAEGUATIKOTITO TG GIAYPAUCTIUNG EIVOL TAPOHOL0 GTOVG EVAAIKES KOl OTAL
oud1d mov AapPivouy KuTTapoToSIKn Ynuetodepaneia.

H @uvypaotiun evdeikvotol yio TV KIviTonoinoT TpoyoviKoV KUTTAP®OY TOV TEPLPEPIKOD AiATOG
(PBPC).

Y& acleveic, Toudld 1 eVAAIKES, Le GoPapr| GLYYEVT, KUKAIKNY, 1 101000 ovdeTepomEVia. [1E ATOAVTO

appo ovdetepoplov (ANC) <0,5 x 109/L KOl L€ 10TOPIKO GOPapdv 1 VTOTPOTIALOVCHY
roudEewv, evOgikvuTaL 1 LOKPOYPAVIO YOPYNOT GIAYPACTIUNG Yo TV avénon Tov aptdpod tov
OVOETEPOPIAMV Kal Y10, T HEI®ON NG EMITT®ONC Kot TNg d1dpKeENG TV cuuPopdtov mov oyetiloviot
LE TIG AOUMEELC.

H @uvypaotiun evdeikvotor yia m Oepomeio g emuévovcag ovdeteponeviag (ANC uikpdtepo 1 ico
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pe 1,0 x 10 /L) og acbeveig pe mpoyopnuévn HIV hoipwén, Tpokeipévou va petwbei o kivouvog
BokTnplokdv AOIUOEED®Y TNV TEPITTMOON TOV AAAEG OEPATEVLTIKEG EMAOYEG Y10 TNV AVTIUETOTION TNG
OVOETEPOTEVING EIVOL AKOTAAANAES.

4.2 Aocolroyia Kol TpémTOg Yopnynons

H Bepancio pe ™ eihypactiyun Oa wpémet va yopnyeitan povo o cuvepyasio pe Evo 0YKOAOYIKO
KEVTPO, TO 0m0i0 el eumelpia ot Oepameios OGOV APOPE GTOV TOPAYOVTO, OIEYEPCNC UTOIKIDY
kokKklokvTTapwv (G--CSF) kot otnv aipotoroyio kot Stob€Tel TIc KATAAANAES S0y VOO TIKEG
eykatooTdoelg. Ot S1odkaocies TG KIVNTOTOINoNG Kot TNG 0pOoipESNG TPEMEL VAL O1EVEPYOVVTUL OE
oLVEPYOGTT e VO OYKOAOYIKO-OUUUTOAOYIKO KEVTPO LIE ATOOEKTN EUTELPIO GE ALTOV TOV TOUEN KOl
UEGO GTO 0TO10 1) TOPAKOAOVONGN TOV AUOTOMNTIK®Y TPOYOVIKGOV KVTTAP®OV UTOPEl va yivel ue op0d
TpOTO.

Kabiepopévn xuttapotofikn ynuetodepameio

Aocgoloyia

H ocvvietoduevn d6om e eihypaotipng eivan 0,5 MU (5 ug)/kgmuépa. H mpd d6om ¢
QIAYPOOTIUNG TPETEL VAL YOPTYEITOL TOVAGYIOTOV 24 DdpEG LETE TNV KLTTOPOTOEIKN YMuelobeparneio. Xe
TUYOMOTONUEVEG KAMVIKEG PEAETEG, YpNouomofnke o vodopia doon twv 230 ug/m*muépoa. (4,0
émg 8,4 ng/kgMmuépa).

H npepnoia yoprynon g ekypactipung 0o mpénet va cuveyiletal uéypig 6tTov EemepuoTel TO
OVOUEVOLEVO VOSiP TOV 0VOETEPOPIA®V Kat 0 aplOUdS TOVG £yl emavELDEL EVTOS TOL PVGIOAOYIKOD
€0povg. Metd amd kabiepopévn ynuetobepomeio yio copmayeic 0YKove, AEUPMULOTO Kol AEUPOELON
Aevyoupia, avapévetor 6TL N ¥povikn didpkela TG Bepaneiog Tov wavomolel avtd To Kpitipa o givot
uéypt 14 nuépeg. Metd amd Oepameio pddov kal otabdepomoinong g o&elog Loehoeldong Asvyatpiog,
N ¥POVIKN didpketo TG Oepameiog pumopet va gival onuovtikd peyarvtepn (uéypt 38 nuépeg), avdioyo
LLE TOV TUTO, TN SOCT| KOl TO GYNLLOL TG KLTTAPOTOEIKNG ¥nuetobdepaneing Tov ypnoiLomoteitat.

Y acleveic mov AapuPdvovy kutTopotosikn ynuetobepamneio, cuvnbmg Tapatnpeital pio TaPodIKn
avénon tov aplfuov Tev ovdetepopilmv 1 émg 2 nuépeg petd amod v Evapén g Oepomneiog pe
euvypaotipn. Opwmg yuo va glvar cuveyng n Bepamevtikn avtamokpion, 1 Oepaneio pe lypactiun de
0o Tpémel vo S1aKOTTETAL TPV VO, EEMEPACTEL TO AVAUEVOUEVO Vadip Kot 0 aplBuUdg TV 0VIETEPOPIAMY
va enavEADEL EVTOC TOV PLGLOAOYIKOD EVPOLC. AE GUVIGTATOL 1] TPOWPN dloKoT TG Bepameiog pe
QUAYPACTIUN TPV OO TO YPOVO TOV AVAUEVOUEVOD VOSIP TV OVOETEPOPIAMV.

Tpémog yopijynons
H puvypaotipn propet va xopnyn0ei og nuepn oo vroddpia £veon 1 oG NUEPN GO EVOOPAEPL £yyvom

duapketag 30 Aemtv petd and apainon oe dtdivua yAvkolng 5% (BA. mopdypago 6.6). H vrodopia
000¢ TPOTATOL OTIC TEPIOCOTEPEG MEPMTMGELC. Y TAPYOLV KATOLEC EVOEIEEIC 0md i LEAET



XOPNYNONG €pATas dOoNG OTL 1 EVOOPAEPLO YOPTYNON EVOEYETOL VO LELDVEL TN YPOVIKT SIAPKELD TNG
dpdonc. H xhvikn cuoy£Tion outod Tov EVPIUATOG GTNVY XOPNYNOT TOAAATA®DY SOGEWDV OEV Eival
EexdBapn. H emroyn g 0000 yopnynong mpénet va, aptdran omd TNy KaOe aTopK KAVIKN
mepinTwon.

Aocbeveic otovg 0moiovg yopnyeiton pushoaaviotikn Oepareia n oroia akoAovdeiton and
UETAUOGYELGT] LVEAOD TOV 0GTAV

Aocgoloyia

H ocvvietouevn apykn d6on g eilypoaotiung ivar 1,0 MU (10 pg)/kgmuépa. H mpadn 066 ¢
QULYPOCTIUNG TPETEL VAL YOPTYEITAL TOVAGYIGTOV 24 dpeg PeTd and TV Kuttapotolikn ynueodepansio
KoL TOVAGYIOTOV 24 (PEG ETA TNV EYYVON TOL LDEAOD TMOV OGTMV.

Orav 1o vadip tv ovdetepopilmv €xel Eemepactel, N nuepnola 66N TG PILYPASTIUNG Bo Tpémel va
TITAOTOIELTAL AVIAOYOL LLE TIV OVTOTOKPLOT] T®V OVOETEPOPIA®MV MG EENG:

ApOpég ovdeTepoPirav PYOpon g 660mG TS PLAypaoTiNNG
> 1,0 x 10°/L ywa 3 cvveyeic nuépeg Meiwon og 0,5 MU (5 pg)kgmuépa

Metd, e6v o ANC mapapéver > 1,0 x 10 /L Aaxomi} TG rkypacTiing
v 3 emmAéov cuveyelg NUEPES
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Edv o ANC pewwbei og < 1,0 x 10 /L kotd t Bepanevtiky mepiodo 1 6001 TG PLAYpaCSTIUNG
0o pémer vo avéndel Eovd oTad1oKd COUE®VO LE TO TAPATAV® Prinota.

ANC = andivtog aptBpoc 0vdETEPOPIA®DY

Tpémog yopijynons

H ouvypaotipn pmopet va xopnynOei wg evoopiéfia Eyyvon didpketag 30 Aemtdv 1 24 @pdv 1 ©G
ovveyng 24wpn vodopia £yyvon. H euhypactiun Oa npénel va aparmvetat og 20 ml dtoddpatog

YAVKOING 5% (PA. mapdypapo 6.6).

TN tnv xwvnronoinon twv PBPC ot ac0gveic mov vmwoBAAlovial 6€ LVEAOKOTOGTOATIKN 1)
noedoapoviotikn Oepameio akoiovfovuevn ard avtdoroyn uetaudcsysvon PBPC

Aocgoloyia

H ocuvietdpevn d6om g ehypootipng yio v kivnromoinon twv PBPC dtav yopnysiton poévn g
etvar 1,0 MU (10 pg)kgmuépa yia 5 émg 7 ovveyeic nuépeg. Emloyn tov katdAiniov ypdvov
Aevkapaipeong: 1 1 2 Aevka@aipEoelg Tic NUEPES S5 kot 6 eivarl cuvnbmg emapkeic. Xe GAAEC
MEPMTOGELG, UTOPEl va etvan amopaitnteg eminpdcdetec Aevkapaipécels. H docoroyio tng
QULYPACTIUNG TPETEL VO dtoTnpeiTon PEYPL TNV TEAEVTAIO AEVKOPOAIPEDT).

H ocuvietoduevn d6om e eiiypaotipng yio tnv kivnromoinon twv PBPC votepa amd
povelokotaotaAtikn ynuetodepaneia givar 0,5 MU (5 pg)/kg/Mmuépa and v Tpdtn pépa

oAOKAN pmoNG TG YMueobepaneiog puéypt vo EemepacTtel TO AVAUEVOUEVO VOIIP TOV OVOETEPOPIA®V
Kot 0 aplfudg Toug va, £xel emaviLDeL evtdg Tov PuetoAoyikoD evpove. H Asvkagpaipeon Oo mpémel va
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Tpoypatomoleitoan oty mepiodo katd tnv onoic 0 ANC avédvetor amd < 0,5 x 10 /L oe > 5,0 x 10 /L.
I tovg acbeveic o omoiot dev giyav vootel extetapévn ynueodepamneia, pio Asvkoapaipeon sivol
ouvnlmg emapkng. Yo GALEC TEPIOTACELS CUVICTMVTAL ETTAEOV AEVKUPOIPECELS.

Tpémog yopijynons

dikypaotiun ywo v kivnromoinon twv PBPC 6tav yopnyeiton povn tg:



H ¢puvypaotipn propet va xopnyn0el og vwoddpia cuveyng Eyyvon dudpkelag 24 mpdv 1 oG vITodopLa
éveon. [ eyydoeig, n erhypaotiun Oa npénel va apatmbei oe 20 ml dtaidpatog yYAvkoing 5% (PA.
mopaypaeo 6.6).

dukypaotiun ywo v kivnromoinon twv PBPC petd and poelokatactaAtikn ynpetobepansio:

H @uvypactiun Oa npénet va yopnysitor og vrodopia Eveon).

Kiwvnronoinon twv PBPC og vyieic 66teg mpv omd tnv odroyevn puetaudoysvon PBPC

Aocoloyia,
Mo v kwnronoinon twv PBPC o¢ vyeig 06teg,  gidypaoctiun O npénet va yopnysitoan o 660m 1,0
MU (10 pg)/kgmuépa yia 4 £o¢ 5 ovveyeic nuépeg. H Aevkagpaipeon Oa mpémet va Eexva tnv nuépa 5
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Kot vo, cvveyiletor uéypt Ty nuépa. 6 eav ypetdletal, £T61 ®oTe vo, GLAAEYovTaL 4 x 10 CD34
kottapo/kg copatikov Papovg Amn.

Tpomog yopiynons
H ouvypaotiyn Oa npémet va yopnyeitan pe vrodopio Eveon).

Acbeveic e cofapn ypdvio ovdeteponevio (SCN)

Aocoloyia,

Yuyyevng ovdeteponevia: H cuvictopevn apykn 66om sivar 1,2 MU (12 pg)/kg/mpépa og epdma
doom 1 o€ drupepéves SOCELS.

[Stomafng 1 kukhikn ovdeteponevia: H cuvictmdpevn apykn d06on givor 0,5 MU (5 pg)kgmuépa wg
ePATOE 060N 1 o€ JUPEUEVEG DOCELC.

PvBuioeig g d6onc: H eidypaotiun Oa mpémel va yopnyeital nuepnoing pe vrodopla. Eveon uéypt o
aplOLOG TV 0VLOETEPOPIAMY VO PTACEL Kot Vo, umopel vo datnpnbei move amo 1,5 x 109/L. Orav &yet
emrtevyDel  avtamokpion, Oo mpénet vo kaboploTel 1) EAAYIOTN ATOTEAEGUATIKY 00T DGTE VO
dratnpnOei avtd 10 eninedo. Amarteiton paKpOYPOVI NUEPNTIL XOpTyNom Yo va dratnpn et Evag
EMOPKNG apBpog ovdetepopirmv. Metd and 1 pe 2 gfdopddeg Bepaneiag, n apyikn d6oM Umopei va
SIMAOCIOOTEL 1] VO VTOJITANGIOGTEL AVAAOYQ, LIE TNV AVTATOKPIO TOL 0o0gVOVG. TN cuvE)ELo 1) 600
umopel va puOpiletor atopkd kabe 1 £mg 2 efdopddeg yia va dtatnpeitol 0 HEGOG apBOg TV
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ovdetepoilov peta&y 1,5 x 10 /L kor 10 x 10 /L. Mropei va eégtactel Eva taydtepo oyniue avénong
™G 060M¢ o€ acbeveic Tov eppavifovv cofapéc Aoluméelc. Xe KAIKEG pueréteg, m0cootd 97% tav
acBevav mov avtamokpidnkav otn Bepaneio mopovsiocay TANPN AvTOTOKPIoN G8 dOGEIS < 24

ug/kgMmuépa. Aegv éxetl tekunplmbel  pokpoypovia AoPAUAELL TNG XOPNYNOTS TG PIAYPACTIUNG O
docelc vynAdTepEg TV 24 pg/kg/Mmuépa o acbeveic otovg omoiovg dev xet tekunpiwbei SCN.

Tpomog yopiynons

Yuyyevng, Wtomadng 1 kukhikn ovdeteponevia: H pulypaotiun Oa mpémel va yopnysiton pe vrodopla
éveon.

AcbOeveic ue HIV hoinwén

Aocoloyia
Mo avactpoen g ovdeTepomeviag:

H ocvvietduevn apykn d0om g ulypaoctiung givai 0,1 MU (1 pg)/kg/muépa pe tithomoinon émg 0,4
MU (4 pg)/kgmuépa 10 avdToTo PéEYPL TV EMiTevEn Kot T Soitp1on EVOC PLGIOA0YIKOD 0p1Oov

ovdetepopilmv (ANC > 2,0 x 109/L). Xe KAMviKEG peréteg, mocoato > 90% twv aclevov
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avTomoKpiOnKe o 0LTEG TIC SOOELS, EMLTVYYAVOVTOG AVOGTPOPT| TNG OLOETEPOTTEVING OE pia TEPiodo 2
nuep®v (S1ipesoq).

e éva uikpo apBud acbevav (< 10%), amarthOnkav d6ceig uéypt kot 1,0 MU (10 ug)/kg/muépa yio
NV EMITELEN OVAGTPOPNG TG OVOETEPOTEVING,.

Awmpnon euololoykod aptdpod ovdeTepoPilmv:

A@ov &yel emtevyBel avaoTpoPr| TG ovdeTepoTEVinG, TPEMEL VO TPocdloplahel 1) ehdyio
OTOTELEGUATIKT SOGN Y1a. T SLOTPTON TOL PVGIOAOYIKOD OPIOOD TV OVOETEPOPIA®Y. ZVVIGTATHL
pOOuIon ™G apykng docoroyiag oe 30 MU (300 pg)/muépa kabe devtepn nuépa. Mmopei va

amortn Ol Tepartépw pvBuion g docoroyiag, 6mwg Tpocdopiletar amd tov ANC tov acbevoig, yio

T Slathpnon Tov aplBpod TV oVdeTEPOPilmY o€ > 2,0 X 109/L. e KAMVIKEG peAéteg, amartnonke
xopnynon do6ong 30 MU (300 pg)/muépa tig nuépeg 1-7 kad’ 6An ) didpkea g efdouddag yio ™

dratipnon tov ANC > 2,0 x 109/L, pe drapeon Tiun ocvyvotntog docoroyiag 3 nuépeg tnv efdopdda.
Mmopei va amortn el pakpoypdvio xoprynon ywo tn oatipnon tov ANC > 2,0 x 109/L.
Tpomog yopiynons

AvOoTpoQ1| TNG 0LOETEPOTEVING 1) OLATHPTOT) PLGLOAOYIKOD aPlOUOD OVIETEPOPIA®V: 1| PIAYPUCTIUN
0o Tpémel va yopryeiTal Le VITOdOPLL EVEDT.

Hluiopévot
2116 KAMVIKEG SOKIHEG TTOL TPOYUATOTOM ONKAY [LE PILYPOCTIUN CUUTEPIEANPONKE Evag LKPOG aptOOg
nuKipéEvav aclevav. Agv €xovv degaybel e1dkég pedétes o avtd tov TANBLoHO acbevav. o To

AOYO 0vTO, dEV UTOPOVVY VAL YIVOUV EIGIKEC DOGOAOYIKEG GUGTACELS Y10 ALTOVG TOVE aoEVEIC.

Neepikn N NraTikn SueAgLTovPYia,

O peléteg pe @uiypaoTtiun mov Tpayuatomoidnkay og acbeveic e cofapovd Pabuod veppkn 1
Nnatikny dSucAettovpyio diVoLV OTL TO POPUAKOKIVITIKO KOt TO QUPHOKOSVVOUIKO TPOPIA elvat
TOPOUOL0 LE OVTO TTOV TOPUTNPEITAL GE VY] ATOUO. XE OVTEG TIG TEPUTTAOCELS OEV OOLTEITON
QVOTPOGAPLOYN TNG 6OCTG.

Iodwarpkoi acbeveic pe SCN kot KopKivo

370 TPOYPOUUL KAVIKOV SOKIUDV TO €EQVTO TEVTE TOLG €KATO TV acbevdv mov vTofAnOnkay ce
Oepameio yio TV OVIWETOTION TG GoPapng xpoviag ovdeteponeviag elyav nikia kdto Tov 18 eTmv.
H amoteleopatikotnta g Oepaneiog £xel amodeyfel yio avti TNV NAIKIOKN OpAda, 1 omoio ®g el T
mAgiotov meprelauPoave acbeveic pe cuyyev ovdeteponevia. Agv vanpEav dPOPES GTA, TPOPIA
OCPAAELNG Y10 TOVG TALOLALTPIKOVG acBeveic mov vToPANONKaY og Bepameia Yo TV AVIYETOTION TNG
SCN.

Ta dedopéva amd KMVIKEG LEAETEC GE TULOTPIKOVC 00OEVEIG VTOSNADYOLV OTL 1] ACOAAELD, KOL |
OTTOTELECULOATIKOTNTO TNG PIAYPOCTIUNG ElvaL TAPOLOLN GTOVG EVIIAKES KOl GTA, TTOLSA TOV Aapfdvouy
KUTTOPOTOEIKN YN Uel0Oepameia.

O1 00GOAOYIKEG GUGTAGELS Y10 TOVG TULAATPIKOVC 0oOEVELG ival Ol 101G LIE EKEIVEC Y10 TOVC EVIAIKEG
OV AUUPAVOVY HVEAOKATUCTOATIKT KUTTOPOTOEIKY| ynpetobepaneia.

4.3 Avtevoeigelg

Yrepevaicnoio 6tn dpacTiKi ovsia 1] 68 KATOo10 amd T £KS0Y TOV OVAPEPOVTUL GTNV TOPAYPOPO
6.1.



4.4 Edwkég mpogidomonoelg kot apo@uidiers katd ) ypion

IynAiacipudma

[pokeyévou va Bertiwbei 1 yrvniloodtta Tov PloAoYIKGOV GOPUOKEVTIKOV TPOIOVI®V, TO OVOLLX
Kot 0 aplOpog TPTIOAG TOL YOPTYOVEVOD PAPUAKOV TPETEL VO KATAYPAPETOL LLE CAPTVELQ.

Ewdikéc mpoctdomoolc Kot Tpo@UAGEEIC Yio. OAEC TIC EVOEIEELS

YrepevaroOnoia

Ye aoleveic vo Oepameia pe priypaotiun £xetl avapepbel vrepevarcOnocio, counepiapfavopévoy
OVOPUACKTIKOV avVTIOPACE®V, TOL TOPOVCIALETUL KOTA TNV apylkn I TV enakdiovdn Oepaneio. H
QUAYPaCTIUN TPETEL VO, S10KOTEL OV 6 0oOEVELS e KAVIKG onuovTiKn viepevaictncio. Mn
Yopnyeite ehypaotipn og acteveic pe 10ToptKd vIepevacOnciog 6TV ELAYpacTiun 1

TEYPILYPOCTIUN.

AvemOounteg eVEPYEIES GTOVS TVEDUOVES

AvemOOUNTEG EVEPYEIEG GTOVC TVEDUOVEG, KO GUYKEKPIUEVO SLAUEST TVEVLOVOTAOELD, EXOVV
avaeepOel peta ™ yoprynon G-CSF. AcOeveig pe mpdopato 16Topikd dSiNcemY TVELLOVOVY 1|
TVELUOVIOG EVOEYXETOL VAL S1aTPEXOVY VYNAGTEPO Kivouvo. H apyikn epedvion TveELHOVIKGOY
CUUTTOUATOV OTTOG PYOGC, TVPETOC Kol SUGTVOLN GE GUGYETIGUO IE AKTIVOAOYIKN a&loAdynon
TVELUOVIKAV dINONcEMV Kal S10TapayES TG VOTVEVGTIKNG AELTOVPYING UTOPEL VoL ATOTELEGOVY
npoipa onpeio Tov cuvdpoHoL o&ging avanvevotikng dvoyépelag (ARDS). H oilypaoctiun npénel va
OLOKOTTETOL KO VOL YOPTYEITOL 1) KOTAAANAT Oy@yn

Zrepauaroveppitioo

Y& acleveic mov AapuPdvouy eILypacTiun Kot TEYQIAYpaoTiUn £xel ovapepbel omelpataToveppitioa.
I'evikd, To cupPdavTa TG GTEPOUATOVEPPITIONS VTTOYDPNCOV UETE TN LeloT TG 00GNC 7 TN O10K0TN
NG PILYPACTIUNG KOl TNG TEYPIAYPOACTIUNG. ZVVICTATOL TOPAUKOAOVON O™ e avAAVOT] 00POV.

2OVOpouo O10puYiS TPIYOEIOWDY

"Exet avagepBel chOvOpopo S1opuyng TpLY0eddVv, To 0moio Uropel va givar ameinTiko yio tn {on eav
kabvotepnoel 1) Oepaneia, HoTEPA OO YOPTYNOT TAPAYOVTIOV SIEYEPCNG OMOIKIDV KOKKIOKVTTAPMV,
T0 omoio yapaktnpiletal amd VIOTACT, VTOAEVKOUOTIVOLULIC, O10T)LO Kol GloGLUTOKVOGCT). Acbeveig
OV AVOTTUGGOVY GUUTTMHUOTO GUVOPOLOL SLOEVYNG TPLYOEW AV Ba TpEmeL va, TapakolovBovvtal
oTEVE KoL voL AopuBavouy T cuvinOn courtopatiky Oepaneia ) onoio propel vo meptAapuaver v
avaykn ywo evtatikn Ogpomeio (BA. Tapdypago 4.8).

2rinvoueyaiio kor pnén omiinva

"Exouv avapepBel yevikd aGUUTTOUATIKA TEPIOTATIKA CTANVOUEYOAMOG KOl TEPIGTATIKA pYENG OTANV
o€ aoBeveig kot vyelg 00teg HETA amd yopnynomn ehypootipng. Kdmoleg tepimtdoeig pnéng ominva
vp&av Bavatnedpec. I'o to Adyo awto, T0 péyedog Tov oAV TPEMEL Vo TapakoAovdeital
TPOGEKTIKG (.Y, KAWIKN e&€taom, vépnyog). Atdyvaoon pnéng ominva. Oa mpénel va eEetdleton o
00TeG KoM acbeveig Tov avapEPovy TOVO GTNV Aved aploTEPT] KOIAMOKN YDPQ 1) GTNV KOPLET| TOV
apov. [Tapatnpndnke 6Tt 01 PELOGEIC TV 0OGEDY TNG PIAYPACTIUNG EXPPASLVAY 1) GTAUATNCOV TV
e&EMEN ¢ doYKkmoNC Tov oA va o€ acbeveic pe cofoapn xpovia ovdetepomevia kot oe 3% TV
acOev@V YPELICTNKE OTANVEKTOLT).

KaxonOne veomlooio twv kutrdpwv

O mopdyovtag d1€yEPoNG UMOIKIOV KOKKIOKVTTAP®MY UTOPEL VO EVIGYVGEL TNV AVATTLEN TOV
HVEAOEIOMV KUTTAP®V in Vitro Kol TapOUOLe, ATOTEAEGUATO UTopEl va Tapatnpndodv oe opiouéva un-



LLEAOEN KOTTOPA. i Vitro.
MvelodvomAaotikd cOVIPoUO 1§ xpOvia HLEAOYEVIS Agvyaiuio.

H acpdlelo kot 1 amoTeAeGUOTIKOTNTO TG XOPTYNONG TNG PIAYPOCTIUNG o€ aioBevelg e
LLEAOSVOTAACTIKO GUVOPOLLO, 1] LE ¥POVIL. LVEAOYEVT] Aevyattio dev €xel Tekunplobel. H eihypaotiun
dev evOEIKVVTOL Y10l YPNOT OE TETOIEG KOTAGTAGELS. Id10itepn TPOoOYN AMULTEITOL TPOKEUEVOD VL YiVEL
dLKplom TG O1dyvmong TOV UETUGYNUATIGUOV TOV PAACTAOV TNG ¥POVING LVEAOYEVODS AEVLYOUING Ao
v ofeia pueloyevn Asvyoipia.

OCeia pveloyevig Aevyauio.

AOY® TOV TEPLOPIGUEVOV JEOOUEVAOV AGPAAELNG KL OTOTEAEGUATIKOTNTAG € 0.o0eVEiC e
devteponadn ofeio poeloyevn Aevyaipia, 1 EIAYPOCTIUN TPETEL Vo, xopnyeitot pe Tpocoyn. H
OCQAAELD KOL 1] OITOTEAEGLLOTIKOTITO TG YOPNYNONG TNGS PIAYPOSTIUNG o€ acbeveig te de novo o&eia
pveloyevn Aevyoipio nikiog < 55 etmv yopig KuttapoyeveTikés ovopoiieg (t(8;21), t(15;17), ko
inv(16)) dev &yovv tekunprmbet.

Opoupforevia

Y& acleveic mov Aapufdvovy eilypactiun, &yt avoaeepbetl Opopupomevia. O apBudg Tov aponetarioy
B0 Tpémer va eAEYYETOL OTEVA, E0KA KOTA TIG TPMTEG EROOUADES TNG y®YNS LE PIAYpaCTIUN. Oa
npénel vo, eeTaleTal 1) TPOoWPIV SLOKOT 1| 1| LEIDOT TOV 0OGEDV TG PIAYPOCTIUNG 6 aobevelg e
coBapt xpovia ovdetepomevio Tov epgavilovy Opoupomevio (ap1dudc arponetariov < 100 x 10°/L).

AgvkokvtTapwon

"Exer mapatnpnBei ap1Buog Aevkokvtrépmv 100 x 109/L N Kot VYNAOTEPOG GE TOGOGTO PKPOTEPO TOV
5% tov acevav pe kapkivo mov ehaupavay eukypactiun o€ 06celg dvo tov 0,3 MU/kgmuépa (3
ug/kgmuépa). Aev €xet avapepei kopio avemOountn evépyeia aueca oyetilopevn pe ovtd 1o Pabuo
Aegvkokvttapwong. Opmg, Aapfdvovtag vrdyn Tovg Thavovg Kivdvvoug Tov oyetiloviot e T
cofapn AevkokvTTdpmaon, o TPETEL VO, YIVOVTOL LETPTOELS TV AEVKOKLTTAPMV GE TOKTE YPOVIKA
dlaotnuato Kotd ™ dtdpkelo e Oepaneiog pe uiypaotiun. Edv o apifudc tov Asvkokuttdpmy

9
vrepPaivel ta 50 x 10 /L petd and 10 avapevopevo vadip, 1 eidypootipn Oa tpénet apéomg va
dwakomtetal. Otav yopnysita yio tnv kivnromoinon twv PBPC, avt) Oa wpénet vo, diakdmteTon 1| va

9
pewmveton 1 docoroyio TG, av 0 aplfuog Twv Asvkokvttdpov avénbet og > 70 x 10 /L.
Avoooyovikothro.

Onog cvpPaivel pe 6Aeg Tic OepamenTikég TPMTEIVES, VITAPYEL TOAVOTNTA AvOGoYoVIKOTN TS Ot
pLOuol TaPUYOYNG AVTICOUATOV EVaVTL TNG QIAYPACTIUNG eivar yevikd yaunAoi. Epeavifovtal
OECUEVTIKA OVTICMUOTO OTMG AVOUEVETOL LE OA TOL froAoyikd. 26TOG0 deV £XOVV GLGYETIOTEL EML TOL
TapOVTOog e eE0VOETEPMOTIKT dPaoTNPLOTNTA.

Aopritida

"Exet avagepbei aoptitida petd tn yopnynon tov napdyovia G-CSF og vy dropa kot 6€
kapkivorabdeic acOeveic. Ta cvuntdpato tephappdvovy Tupetd, KOIAAKO AAYOC, KOKovyi,
0cQLOAYia Kot avEnuévoug deikteg PAeypovig (.y C-avTidpmoa TPOTEIVN Kot EXiTedo AEVKOV
QLOCQOIPIOY OTO aipa). TTIG TEPICCOTEPES TEPUTTMGELC 1] ALOPTITION SIOYVAOOTNKE UE OEOVIKT
TopoYpOpio Kot avTipetonictnke pe dtakomn tov mapdyovia G-CSF (BAéne mapdypago 4.8).



Ewkéc mpoctdomomosic Kot Tpo@uAdEeic mov oyetilovtol Le cLVVOoTPOTNTES

Eioicéc mpopvidceis o aobeveic ue otiyuo opemovoKvTIOpIKNG AVOLUIOS KOl OPETAVOKVTTOPIKH VOO

Ye aoleveic pe oTiypo SPEMAVOKVTTOPIKNG OVOLLING 1) LE SPETAVOKVTTAPIKT VOGO £yovv avapepbel
OPEMAVOKVTTAPIKEG KPIOELS, OE KATOLEG TEPITTACELS Oavatn@Opeg, [e TN xpnomn ehypaoctiung. Ot
YWITPOi TPETEL VAL SIVOLV TPOGOYT OTOV GLVTAYOYPAPOVY QIAYpacTiun o€ acbeveic ue otiypo
OPEMAVOKVTTAPIKNG OVOLULING 1] LE OPETOVOKVTTAPIKT VOGO.

Oagreondpwan
Y& aoleveic [le VTOKEINEVES 0OTEOMOPWTIKEG VOGOUS TV 0GTMOV, Ol 0001 VITOPAAAOVTAL GE GLVEYN
YOy UE QILYPUCTIUN Y10 TEPIOTOTEPOVG ATt 6 UAVEC UTTOPEL Va. EVOETKVVTOL 1] TapaKOA0VONGT TNG

0GTIKNG TUKVOTNTOG.

Ewwéc tpoourdéeic o acbeveic ue Kapkivo

H ¢puvypactiyn dev mpémetl va ypnoylomoteitat yio Ty ové&nomn g 066mMG KuTTopOoTOEIKNG
ynueodepomeiog TEPAV TOV KOAEPOUEVOV SOGOAOYIKMV GYNUATOV.

Kivovvor oyetil{ouevor ue avénuéves dooeig ynuetoepomeios

[pénet va didetarn Wiaitepn Tpocoyn GTav yopnyouvTal 6Tovg acheveic vymAéc d00ELg
ynuelodepoameiog d10TL dev £xel amodelyel | Peltivon TV TOPAUETPOV TOL OYKOV, EVAD
EVTOTIKOTOUUEVES SOCELS YNUELODEPUTEVTIKAOV TOPAYOVTIMV UTOPEL v 001 YIG0LV o€ avénuévn
TOEIKOTNTO GUUTEPIAAUPAVOUEVOV TOV KOPOLOAOYIK®V, TVEVUOVIK®DV, VEDPOAOYIK®OV KOl
depuoToroyikav emdpdoemv (tapakareice va avatpéete otig [lepiinyeic XopoktnpioTiK®V
[1poidvTog TV YPNCIUOTOOVUEVOV EWOIKMV YNUELODEPATEVTIKMY TAPUYOVTWOV).

Eriopaon ¢ ynusiobspansioc ota epvbporidtrapa kar o Opoufoxitropa,

H ayoyn pe m ¢ilypaotiun oc povobepaneia dev anokieiel v tpdxinon Opopfomeviag kot
avapiog eEontiog g LLEAOKOTACTAATIKNG ynuelobepaneiag. Enedn vrndpyel mbavotra va Anebovv
VYNAOTEPEG 00GELG YMuetobepameiag (w.y. TANPELS dOGEIC TOV EQOPLOLOUEVOL HOGOAOYIKOD GYAIOTOC)
0 000gvng umopel va dtaTpéyel LYNAOTEPO Kivouvo gppavions Bpoppomeviag kot avoipiog. ZovieTatol
0 GUGTNUOTIKOG EAEYYOG TOL aplBpoD TV aomeTaAimV Kot Tov opatokpitn. [dwitepn tpocsoyn Ba
TPETEL VO, dlveTar OTa YopNyoLVTUL LOVOL TOVE 1| GE GLVOVAGLO YN UEIODEPATEVTIKOT TAPAYOVTES TOV
elvat yvwotd 6tL Tpokaiovy coPapr Opoppomevia.

H ypnion tov Kivntomompévey omd ) QLAYpPASTIUN TPOYOVIKOV KUTTAP®OY TOV TEPLPEPIKOD AiLATOG
(PBPC) éyet amodeyydei 6T pewwvel to Pdbog kar tn didpketo TG OpouPoreviog petd and
LVEAOKATOGTOATIKN 1) HUEAOOPOVICTIKY] yNHeobepameia.

Muvelodvordaotikd odvopouo kar olsia pvedoyevig levyaiuio o aobeveIS ue KOPKIvVo TOL HAOTOD Kol
KOPKIVO TOD TVEDUOVA.

310 TAO{o10 LEAETNG TTOPATIPTOTG LETA TNV KVKAOPOPIQ, TO LuEA0SVOTANGTIKO cOvdpopo (MDS) kat
N o&eia pueroyevig Aevyapio (AML) éyovv cvoyetiotel pe ™ ypnon g pegfilgrastim, evog
EVOALOKTIKOD TTapdyovTa di€yepong anotkidv Kokkiokuttdpmv (G-CSF), e cuvdvacuod pe
ynueodepomeio 1/kon aktvodepaneio og acbeveic pe KapKivo ToL LEGTOD KOl KOPKIVO TOV TVEDUOVO.
Agv &yl mopotnpn el mapodpola cuoyétion petald g filgrastim kot tov MDS / g AML. Qotdco, ot
acBeveic pe kapkivo Tov pHooTod Kot ot aoBeveis pe Kopkivo Tov Tvedpova Ba mpémet va
napakolovBodvtar yro onpeia kot copntopato MDS/AML.

AMeg e101xég mpopviacels

Agv &yovv pueetndel ol emOPAcELS TNG PIAYPACTIUNG & acOEVEIC LE ONUAVTIKE PELOUEVI LVELOYEVN



npoyovikd kottapa. H eihypaotipn evepyel kuplng ent Tov Tpodpopimv TV OVOETEPOPIA®V AOKMVTAG
TNV EVEPYELD TNG LE TO VO avEdvel Tov aplBud Tov ovdetepopilwv. Emopévag, oe acBeveig mov &xovv
UEIMUEVO 0p1Od TPOSPOUMY KVLTTAPMV, 1] AVTATOKPLOT| TOV 0VOETEPOPIA®V UTOPEL va. glval
eMTTOUEVN (OTTMG 0TIV TTEPITT®MOEN OG®V VTTOPAAAOVTAL GE TUPUTETAUEVT akTivoDepameia 1
ynueobepaneio, 1 66OV 0 GYKOg £xel SNONGEL GTOV HVELD TV 0GTAOV).

Y& acleveic mov vroPaAilovtal o€ ynueodepaneio VYNAGY 066V aKoAovBodUEVT 0o
LETAUOOYEVOT] £0VV avopepDel TEPIOTACIOKE QyYEIOKEG SOTAPUYES, CUUTEPIAAUPAVOUEVOV
QAEPOUTOPPAKTIKNG VOGOU Kol S10TOPAYDY TOV OYKOL TV VYP®V.

Yrdpyovv avoapopéc avtidpacng pooyevparog katd Eeviom (GvHD) kat Bavatwov ce acbeveic mov
éhafav G--CSF petd amd alioyev] HETOUOGYELCT LLEAOD T®V 00TMV (PAETE Tapaypdpovg 4.8 Kot
5.1).

AvENUEVI QOTTONTIKT dPAGTNPLOTITO TOV HVEAOD TOV 0GTAOV G AVTOTOKPIoT oTr| Oepaneia pe
QVENTIKOVG TOPAYOVTEG £XEL CUGYETIOTEL Pe TaPOodIKE TABOAOYIKE EVPNLLATO GE CUPADCELS TV OCTAV.

AT pémel va Aappdvetar vmoyn 6tav pUNVEDLOVTUL ATOTEAEGLOTO ATEIKOVIOT|G OGTMV.

Ewwéc tpoouraéeic og aobeveic mov vrofdirovtor o€ Kivntoroinon twv PBPC

Kiwvnromoinon

Agv VILAPYOVY TPOOTTIKEG TUYOLOTOUNUEVEG CUYKPIGELS TV dV0 GUVIGTOUEVOV HUEBOO®V
Kwvnromoinong (Lovobepameio e PULYPACTIUN 1| G CLUVOVAGUO IE LVELOKOTAGTAATIKT
ynueodepaneio) otov id1o TAnBvopd acbevav. O Pabuog amdkiiong HeTa&d TV acbevov Kot peTa&d

TOV EPYACTNPLUKDY TPOGIOPICUDY TV KVTTAP®V CD34 delyvel 0T eival OOGKOAN 1 Geon
ovykplon peta&y Stapopetikmv peretmv. Katd cvvénela eivar Sokolo va cvuotn et pia fEATIo
pébodog. H emioyn g nebddov kivnromoinong mpémel va yivetat Pe fAOT) TOVG GUVOAIKOVS GTOYOVS
¢ Oepoameiog Yo Tov Kabe acevn.

Lponyovuevy éxleon oe kutrapotolikods wapayovres

Acbgveig o1 omoiot £(oVV VTOGTEL TOAD EKTETOUEVT TTPONYOVUEVT LVEAOKOTAGTAATIKY Oepameia, eival
duvatdv vo unv ePeavicovy erapkn Kvnronoinon avtav twv PBPC, mote va emtevybei n ehdyiom
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ouwviot@pevn anddoon (= 2,0 X 10 CD34 kotTapo/kg) 1 enttdyvvon Tov pubpod ETovaPopPic TOV
OPOTETAAI®V oTOV 1610 Pabuo.

Mepikoi kuttapotoéikoi Tapdyovieg TpokaAoDV e101kn ToEKOTNTA 6T SEEAUEVT] OLLOTOUNTIKGOV
TPOYOVIKAOV KVTTAP®V KL UTOPEL VO EXNPEAGOVY SVGUEVAC TNV TPOYOVIKT KIVITOTTOINOT).
Hopdyovteg dmwe n pekoardvn, n kappovotivn (BCNU) kot n kapPoriativn, 0tov yopnyodvtot yio
UEYAAO SIUGTALOTA, TPLV OO TIC TPOOTADEIES VIO TPOYOVIKT KIVITOTOINGT] LTOPOVV VO, LELDGOVY TNV
AOd00N TV TPOYOVIKGOV KVTTAP®V. Opmg, 1 xopiynon g LeEAQaAdvNG, kapforiativng 1§ TG
BCNU poadi pe gikypaotiun €xel amodetyfel 0TL ivol AmOTELEGLATIKY VIO TV KIVITOTOINOT) TOV
TpoyovikKav kuttapav. Otav e&etdleton 1 petapdoyevon PBPC, cuvietdton vo tpoypappotiletol n
dradtkacio Kvntomoinong Tov PAAGTOKVLTIAPMVY 6T 0PYIKG 6TAS1N TOV KOKAOL ay®yNg Tov acbevoic.
[dwaitepn mpocoyn Oa Tpémetl va dideTon ¢ TPog Tov apliud TOV TPOYOVIKOV KVTTAP®V TOL
KLVNTOO0LVTAL G TETO0VG acBeVELG TPy T Yoprynor vynAav ddcewv ynuetobepaneiog. Edv ot
amod0GEIC Elval avemapKelg, OTmG LITOAOYILOVTOL COLEMVA LE TA TAPOUTAV® KprThpla, Oo Tpénel va
e€etaotovy evallokTikég péBodot Bepameiog, ol omoieg dev amattohy VITOSTHPIEN TPOYOVIKDOV
KUTTAP®V.

A&10Adynon e omodoons TV TPOYOVIKWOV KOTTAPWY

Kotd v agloldynon tov aptBpod Tov Ipoyovik@v KVTTap®Vv Tov GVAAEYovTal 6€ acbeveig vid
ayoyn Le @iypactiun o tpénel vo divetal wiaitepn Tpocoyn ot HEB0d0 TOGOTIKOD TPOGIIOPIGUOD.

To amoteAéopoTo AVAAVGNG KUTTAPOUETPIKNG PONG TOV CD34 KUTTAP®V TOKIAAOLY avdAoya pe TNV
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axpiPn xpnoonotovpevn pebBodoroyia Kol CUVER®MS 01 aplBLOl TOV GUVIGTMOVTOL GOUPOVA UE LEAETES
AoV epyaoctnpiov Oa Tpénetl va epunvebOVTOL UE TPOGOYT).

H otatiotikn avdivon g oxéong petad tov aptBpod tov CD34+ KUTTAP®V OV £yovv emaveyyvei
KoL TOV PpLOUOD ETOVAPOPAC TOV UUOTETOAM®Y GTA PVGIOAOYIKA eimedo UeTd omd ynuetoeparneio
VYNAGV d0cE®V dNAmVel pia TepimAokn aAAd cuveyn oyéon.

H cbotaon yio ehdyioteg anodocelg > 2,0 x 106 CD34 kuttapwv/kg Baciletol e epmelpio mov
avaQEPETAL 0T ONUOCIEVEVT PPAoypapio Kot €L MG ATOTEAEGLLO TNV EMAPKT] OLATOAOYIKY|
OTOKOTACGTAON. ATOOOGELG PEYOADTEPES OO AVTN GOiveTALl OTL GXETILOVTOL LUE TAYVTEPT] VAV, EVD
KpOTEPES LE PpadbTEpT OVaVIIYM.

Ewwéc tpoeurdéeic og vyieic §0teg Tov vrofdirlovian o€ Kivnroroinon twv PBPC

H xwnroroinom tov PBPC dgv mapéyetl aueco kKAviKO 0QeLog o€ VYIEic SOTEC Kot TPETEL VAL
e€etaletal LOVo Yo TOVG OKOTOVG TG AALOYEVODS HETOUOGYELONG PAACTOKVTTAPWV.

H xwnronoinon tov PBPC 0a npénel va e€etdleton pdvo o€ 00TEG IOV TANPOVY T0, PLGLOAOYIKG
KAVIKA Kol EpYOOTNPLOKE KPLTHPLe ETAEELOTNTOC Y10 OPEX PAAGTOKLTIAP®Y, UE WO10ETEPT] TPOCOYN
OTIG OUOTOAOYIKEG TTOPAUETPOVG KOl G AOIUADOELG VOGOLG,

H acpdAeio kot 1 amotelecoTIKOTNTA TG IAYPACTIUNG OV £xel a&lohoyn0el o€ vyleig 00Teg NAkiag
<16 etwv 1 > 60 eT®V.

9
MopatnpnOnke mapodikn Opopporevia (arpometaha < 100 x 10 /L) uetd omd xopynon euiypactiung
Kot Aevkopaipeong oto 35% twv atopmy mov peietiOnkay. Meta&d avtav, avaeépnkay 600

9
TEPLOTATIKG e aptOpd arpometariov < 50 x 10 /L kot amododnkoy ot d10d1Kacio ASVKOQipesTC.

Ye epinton mov amalteitol Topamdve and pio Asvkoaeaipeo, Tpénet vo, 000si 1dtaitepn Tpocoy o€
9
00teg pe apfpd arpometariov < 100 x 10 /L mtpiv tn Aevkoaaipeon: Yevika dev mpémel vo. dlevepyeitat

9
Aevkopoipeon v To apomeTala eivan < 75 x 10 /L.

Agv TpEMEL VO TPOAYLOTOTOIEITAL AEVKOQAIPEST) OE DOTEG UE DLUTAPOAYES TNG TNKTIKOTNTOG 1 LE
YVOOTEG OLUTOPOYES TNG ALULOGTAGTC.

O1 06teg mov Aapfavovv G--CSF yia kivnromoinon tov PBPC mpénetl va mapakoiovBodvton péxpig
OTOV Ol ALUATOAOYIKEC TAPAUETPOL ETAVELDOVV GTIG PLGLOAOYIKEG TIUEG.

Eidixés mpogvidéers ae déxtes alloyevarv PBPC mov kivytomoiobvraor ue pilypootiun
Ta Tpdo@oTa SEGOUEVE VTOSEIKVOOVY OTL 01 OVOGOLOYIKEG CAANAETOPACELS LETAED TOV LLOGYEVUOTOG
v aAloyevav PBPC kot tov Aqmen propet va oxetilovran pe avEnuévo kivouvo epeaviong o&eiog

kot ypoviag GVHD og ohykpion e T HETOUOGYELGT LVEAOD T®V 0GTMV.

Ewwéc tpopurdéeic o acbeveic ue SCN

H @uvypactiun dev Tpémet va yopnyesital o acbeveig mov taoyovy and cofapn cuyyevn
ovdeTePOTEViD TOV EKdNADVOLY Agvyouio 1 Tapovcidlovy evdei&elg Aevyaukng eEEMEnC.

Ap1udc kottdpwv aiuatog
YvpPaivouv Kot GAAES oAAayEG OTO KOTTOPO TOV OHLOTOG, CUUTEPIAAUPOVOUEVNG TNG OVOLUIOG KoL

TAPOSIKMV OLENCEMY TV LVELOYEVMV TPOYOVIK®OV KLTTAPMV, Ol OTOIEG OAITOVV GTEVT|
TopoKoAOVON oM TOV 0POUDY TOV KUTTAP®V.
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E&éién oe Aevyauio n pverlodvorlaotixo advipouo

Ewdwn mpocoyn Oa wpémel va 6idetan katd tn didyvwon SCN, mote va dtaywpilovral amd GALEC
OLLOTOAOYIKEC SLOTaPYEC, OTMG VAL 1] ATANGTIKY aValLio, 1 SLETANGIC TOV HVEAOD TV 0GTOV KOL 1)
povehoyevig Aevyoupio. Ipw amd v évapén g Bepaneiog O mpémet va yivetan yevikn e&étaon
OLOTOG KOl TPOGIOPICUOG TOV S10POPIKOD TOTOL KAOMDS Kot LETPNOELG TOL OplOOD TV
OLILOTETAAIDV KO EKTIUNOT TNG LOPPOAOYING TOV LLELOD TOV 0GTMYV Kol TOV KAPVOTLTTOV.

"Exovv mapovciaotel og xounin cuyvotnta (repinov 3%) mepiotatiKd LeA0SVCTANACTIKOV
ouvopoumv (MDS) 1§ Aevyopiog og acBeveic ue SCN mov giyov AdPet aymyn pe eAypoaoTiun KoTd ™
SLAPKELN KAWVIK®DV PEAETMV. AvTh 1| Topathpnon £yve udvo o€ acheveic Le GuYYEVH 0VdETEPOTTEVIQL.
To peAodVoTANGTIKA GOVOPOLLO KOt 01 AELYOUIEG EIVOL PUOIKEG EMMAOKEG TG AGOEVELNG KO 1|
oLoY£TIon Tovg Ue T Bepameia pe PAypoaoTiun eivor acaenc. Mio vroopdda mepimov 12% tov
ac0evVaVY OV ElY0V PLGIOAOYIKEG KVTTAPOYEVETIKEC OEIOAOYNGELS KATA TNV £vapén TG ayYNG,
Bpébniav otn cuvéyela va Exovv avouaiies, cvureptiapupavopévng g povosopiog 7, og
emovaiapPoavopevn agloldynon povtivag. Eivar mpog 1o mopdv acapéc edv pokpoypovia Bepaneio
acOevav pue SCN Oa Tpodiedete Tovg 0I60EVEIG GE KVTTAPOYEVETIKEC UVOUOMES, G LVELOSVOTAUCTIKG,
oUVOPOLLD 1) GE AEVYOLIKT] EKTPOTY]. ZVVICTATOL VAL YivovTol 6Tovg acheveic 6€ TAKTA YPOvIKA
dwotnpata (mepimov kaOe 12 PAvec) LOPPOAOYIKESG KO KUTTOPOYEVETIKEG EEETAGELG TOV HLEAOD TV
0GTOV.

AMeg e10ixés mpopviacels
Oa TPETEL VO, ATOKAEIOVTOL OITIEC TOPOOIKNG OVIETEPOTEVING, OTTMG 10YEVEIC AOUMEELG.

H aipatovpio fitav cuyvn, eved og éva pikpd aptBpd acbevav eppaviotnke tpoteivovpia. Ao Tpémnet
VoL YIVOVTOL GUGTNUATIKES OVAADGEIC 0VPOV MOTE Vo EAEYYHOVV 0VTd T EVIEXOUEVQL.

Agv &ygl axoun TeKuNpLobel N aoEAAELD KoL 1] OTOTEAEGLOTIKOTNTO GTO, VEOYVA Kol 6 0.00gVelg e
OVTOVOGT] OVOETEPOTEVIQL.

Ewwéc tpoourdéeic og aobeveic ue HIV Aoiumwén

Ap1udc kottapwv aiuatog

O amdAvTOg ap1BUOS 0VOETEPOPIAMY TTPETEL VO TopakoAOVOEITAL OTEVA, 1010iTEPA KATA TN d1ApKELDL
TOV TPOTOV gfdopadmy Oepaneiag e iypaoctiun. Kdmolor acbeveic umopei va ovtamokptfovy oAl
YPYOPQ Ko e pio oNUOVTIKT o0éENen Tov aptOiol T@V 0VOETEPOPIA®MY TNV apyIKN OGN TNG
QULypaoTiung. Zuviotdral va Tpocdiopiletol o amdAvtog aplfuog ovdetepopilmv Kabnuepva Tic
TPMOTEG 2-3 NUEPES NS YopNYNONS PIAypaoTiung. Katdmy cuvietdtol o amdivtog aptOpnog
0VOETEPOPIA®VY VO TPoGdL0pileTal TOVAGYIGTOV 0D0 POPES TV EPOOUAD Vi TIG TPMOTEG 2 EPOOUAOES
Kot okoAovOwg pia popd v efdopdda 1 Kabe devtepn efdopdda katd T didpkela Tng Bepomeiog
ocuvtipnongs. Katd m didpkela tov evdtdpecsmv 66cewv pe 30 MU (300 pg)/mpépa gdypoaoTtipng,
umopel va vadpEouvv peyarec SoKVUAVGELS TOV 0OAVTOL aptOod 0LOETEPOPIAMY TV achevdv o€
oyxéon e 1o xpovo. ['a va vmoroyioTel 0 amdAvTog aplBuog ovdeTepoPilmv evog acBevoig oTo
KaT@TEPO onpeio N vadip, cuvieTdtot vo Aapfdvovtot deiypata aipaTog Yo HETPNOT TOL ATOAVTOV
apOpod ovdeTEPOPIAMVY aKPPOC TPV amd KAOE TPOYPUUUATICUEVT YOPTYNCT 0OGNC GIAYPUCTIUNG.

Kivovvor oyeti{ouevor pe avénuéveg d00€IS HDEAOKATAOTOATIKMDY QOPUOKEVTIKWOV TPOIOVIWY

H povoBepomeio pe guhypactiun dev amokAeict T OpouPomevia kot tnv avoipio Ady®
LVEAOKOTAGTOATIKOV QUPUAKEVTIKMY 0y@Y®V. ¢ amoTELESHO TNG SuVATOTNTOC AYNG VYNAITEP®V
d0GE®V N HeYOAVTEPOL aPBOD AVTOV TOV QPOPLOKEVTIKAOV ay®y®V oTr| Oepaneia pe piypootipun, o
acOevig umopel vo Bpioketorl oe peyaldtepo Kivovvo avdmtuéng Opouforeviog Kot avaipiog.
SVVIGTATOL TOKTIKT TOPOKOAODONGT TV OLLATOAOYIKGOVY Tapauétpov (PAETE Topamdvm).
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Aowawéeis kat kaxonbeies Tov TPoralody uveloxatootorn

H ovdetepomevia pmopei vo o@eiletor o vkaplakég dnONTIKEG AOWMEELS TOL LLEAOD TV 0OTMV
Om¢ To cvUTAEYUa 0md Mycobacterium avium M og kKakon0eieg Onwe To Aéppmpo. Xe acdeveig pe
YVOOTEG ONONTIKEG AOUMEELG TOL LLEAOD T®V 00TMV 1) KokonBeta, o mpémetl vo AneBel vdym 1
YOPNYNON TNG KATAAANANG OY®YNG Y1 TV OVILETMTIOT) TNG VTOKEIUEVNG KOTAGTAONG EMTPOcHET
NG XOPNYNONG TS EIAYpaoTiung Yo tn Oepaneia e ovdeteponevioc. Ot emOPAGELS TG PIAYPAGTIUNG
OTNV OVOETEPOTEVID TOV 0QeileTaL o8 dNONTIKN AoTH®EN TOL LVEAOD TV 0GTMV 1) G€ Kakot Bl dev
€YOUV EMOPKMG TEKUNPLOOEL.

‘O\ot ot acOeveic

To Nivestim nepiéyel copPrroin (E420). Xe acleveic pe kAnpovopkn dvcaveéio otn povktoln
(hereditary fructose intolerance, HFI) dev npémel va divetan avtd 1o @dpuaxo mopd udvo dv gival
OTOAVTMG OTAPAiTNTO.

Ta, Bpéen kot To pikpd wordtd (MAKIoG LKPOTEPNC TV 2 ETMV) EVOEYETAL VOL UV £XOVV AKOLLOL
dwyvootel pe kKAnpovopikn dvcaveéia otn epovktoln (hereditary fructose intolerance, HFI). Ta
Qappoka (Tov TeEPLEXOLY opPLTOAN/PPovKTOLN) oL divovtal EVOoPAEPLa evOEyeTOL VO Elvar
amENTIKG Yo TN (N Kot TPETEL VL OVTEVOEIKVLVTOL Y10, AVTOV TOV TANOVGUO, EKTOG EQV GUVTPEXEL
cofapn KAVIKY avayKn Kot SV VITAPYoVY O100EGIUES EVOAMAKTIKEG ADCELC.

"Eva. Aemtopepég 16toptkd avapopikd pe to copntodpoto e HFI mpénel va Anebei and kdbe acbevn
TPV Ao TN YOPNYNOT OVTOV TOL POPUAKEVTIKOD TPOTOVTOG.

Av10 10 PapuaKo mePLEYEL Aryotepo amd 1 mmol vatpiov (23 mg) avd d6on 0,6 mg/ml v 0,96 mg/ml,
TPAYLLO, TTOV OTULOEVEL OTL EIVaL OVOIAGTIKA «EAELOEPO VaTpiovy.

4.5 AlMiemdpdosic pe GAlo QUPUOKEVTIKA TPOIOVTA Ko Grheg pop@éc ailniemiopaocng

H acpdieio kot 1 amoTteAecoTIKOTNTO TG QIAYPACTIUNG OTaV Yopnyeital v it nuépa pe
LVEAOKOTAGTAATIKN KVTTAPOTOEIKT ynelobepaneia dev £xet tekunpiwbei opiotikd. Aapfdvovtag
VIOYT TNV gvacOncia TV ToEMG TOAAATANCIULOUEVOV HVEAOEWBDY KUTTAP®OV OTN
HUVEAOKATOGTOATIKT KVTTAPOTOEIKN ynuelobepameia, 1 ¥pioN TS PIAYPACTIUNG O€ GUVIGTATOL KOTA TO
YPOVIKO dtdoTtnua omd 24 dpec Tpv uéypt 24 mpeg petd ) ynueodepansio. H mpoxatoapitikn
eumelpio amd Eva pkpo aplfpd acbevav mov Elafov cvyypovag Bepameia e PIAYPOCTIUN KoL S-
@B0P1O0VPUKIAT KOTUSEIKVIEL TOC 1) GOPAPOTITA TNG OVOETEPOTEVING EVOEYETAL VO ETOEIVODEL.

[MBavég aAniemdpaoelg pe GALOVS OUOTOMTIKOVS 0LENTIKOVS TAPAYOVTES KOl KUTOKIVEG OEV £XOVV
axoua diepguvnbel o KAMviKéG pelétec.

Agdopévov 0ti To AMB10 Tpodyel TNV aneAevBEP®ON T®V 0VOETEPOPIAMY, ival TOAVO VO EVIGYVEL TN
dpdon g ehypaotipng. [lap’ 6Xo mov avtn 1 ahAnienidpacn dev €xel diepeuvnbet emionpa, dev
VILAPYOVV GTOLYELN TTOV VO LITOONADVOVY OTL pia TéETol aAANAETiOpaoT gival emPBAapg.

4.6 Covipoétnra, kimon kot yorovyio

Kvnon

Agv vITapyovY N VIGAPYOLY TEPLOPIGUEVE SEGOUEVO GO T YPTION TNE PIAYPOCTIUNG G EYKVOVG.
Meréteg oe {oa £de1&av avamapaymykn toéikotta. ‘Exet mopatnpnel avénuévn coyvotnta
OTMAELNG EUPPO®V OTA KOVVEALD e HEYAAN TOALOTAAGLIO TNG KAVIKNG £KBEOMC Ko e TNV Tapovsio
g unTpng to&otntag (BAEne mapdypago 5.3). Yrdpyovv avoapopéc ot PiAoypapio oTic omoieg

TEKUNPLOVETOL 31000C TNG PILYPACTIUNG LECH TOL TAAKOVVTO GE £YKVEG YUVOIKEG.

H ¢puvypactipn dev cuotiveTal Kot TV SIIpKELN TNG EYKVUOGVUVNG,.
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Oniacudg

Agv gival yvooto by n euhypactiun/ot petafoliteg omekkpivoviatl 6to avOpmmvo yoia. O kivovvog
oto veoyévvnta/Bpéen dev pmopel va amokielotel. [Ipémet va Anedei | amdeacn yia to av Oa drakomel
0 Onhaopog 1 Ba drokomei/Ba vdpéel amoyn amd TV Bepancia e EAYpaoTipn Aapfdavovtag vedym
10 6QEAOG TOV ONAAGLOV Y10 TO Tondi Kal To OPeEAOG TG Bepameiog Yo TNV yuvaika.

Tovipdtta

H @uvypactiun dev emnpedlel TNy avomapayyikni amwddocn 1 TNV YOVILOTTO GTOVE UPGEVIKOVG N
Tovg OnAvkobg emipweg (PAEre Topdypago 5.3).

4.7 Emopaceig 6ty IKavOTNTA 001Y161)G KOL YELPIGHOV PN UVI|LETEOV

To Nivestim pmopei v, €gel pikpn) EXOPOCT GTNV IKOVOTNTA 01 YNONG KoL YEPIGUOD UNYOVNUATOV.
Mmnopet va mapovstaotel (oAn petd ) yopnynon ekypactiung (PA. Tapdypago 4.8).

4.8 AvemOOunTeg evépysreg

0. XVVOWN TOL TPOPIA AcQUAEINC

211¢ o cofapég avemBouNTeg EVEPYELEC TOV UTOPEL VO TOPOVCLUGTOVV KATA T O1APKELN TNG
Oepomeiog pe PULypactiun cvykataAéyoviat ot MG AVOPLAOKTIKN avTidpact, cofapéc avemBounteg
EVEPYELEG OTOVE TVEVUOVEG (cuuTEPIAaUPavOUEVIG TG dtdpeonc Tvevpoviog Kot Tov ARDS),
GUVOPOLO JLPLYNG TPLYOEW®V, CTANVOUEYOAia Baptdg popeng/phién oninva, e£éMén oe
pvelodvoniactikd cvvopopo 1 Aevyoio og acBeveic SCN, GVHD oeg acbeveig mov Aapfdavoovv
OALOYEVT UETAPOPE. LDEAOD TOV OGTAOV 1 LETAUOGYEVCT] TPOYOVIKMV KVTTAP®V TOL TEPIPEPTIKO
QILOTOG Kol OPETOVOKVTTOPIKY KpioT o€ acbevelg pe dpemavoKLTTAPIKY VOGO.

Ot cuyvoTepa. avapepOUEVEC avemBOUNTES eVEPYELEG gival 1 TupeEia, TO LLOCKELETIKO GAy0g (TTov
nmepthapPavel TOvo 6t 06T, 0GPLOAYia, apBpaiyia, pvokyio, TOVO GTO, AKPO, LVOCKEAETIKO GAYOC,
LVOCKEAETIKO Bwpaxikd GAyog, avyevalyio), n ovaipia, o EUETOC KL 1] VOVTIO. L€ KAMVIKEG OOKIUEG GE
acOeveic pe kapkivo, TO HVOCKEAETIKO AAYOC NTov NmTio 1 pétpto oto 10% kot coPapod oto 3% twv
acOevav.

B. HMivaxog cvvowng avemBOUNT®V EVEPYEIOV

Ta. dedopéva 6TOV TUPUKAT® TIVOKO TEPLYPAPOLV TIG AVETLOVUNTEG EVEPYEIES TTOV EXOVV avapepDel
oo KMVIKEG O0KLUES, KaODG Kat pe avBopunteg avapopéc. Evtog kabe katnyopiog ocuyvotntog
eUPavioNc, ot ovemBounteg evépyeleg mapotifevtar katd eBivovoa celpd cofapodTnToc.
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Koatnyopia opyavikoo

AvemOounrteg evépyereg

GUOTI|LOTOS KOTO IoAd ovyvég Toyvég ‘O svyvig Travieg
MedDRA =110) | G1/100 é0g<1/10) | (1/1.000 foc | (=1/10.000 $oog
<1/100) <1/1.000)
Aopéeig ko Enyoio
TAPUOLTOCELG Bpoyyitida
Aoiluwén tov
OVATEPOL
OVOTVEVGTIKOV
GUOTNHOTOG
Ovporoipmén
Awtapayés Tov OpouPonevio, |XmAnvoueyaiio® Agvkokvttapoon® |PHén ominva®
OLILOTTOUTIKOD Kot TOV |Avoipio® Awoocparpivn ApPEMOVOKLTTOPIKTY)
AEPPIKOV CUGTILATOS pelmpévn’® avaipio pe kpion
E&opvehikn
opomoinon
Awtapayés Tov YrepevaioOnoic  |AvopuAOKTIKY
IVOGOTOLTIKOV YrepevaioOnoia o€ |avtiopaon
GUGTI|LATOG oappoxo”
Avtiopaon
LOGYEVUATOG KATA
Eeviot)P
Awtapayéc Tov Mewwpévn 6peén® Yrepovpryopio Mewwpévn yAukoln
petopoilopod Ko g AvEnuévn yohoktikr]  |AvEnpévo ovpikd  |aipatog
0psyng apLOPOYOVAOT 0&0 aipatog Yevdomodaypa®
oipoTog (IMTvpopwaopopikn
ApOpordadein)
Awotapoyéc OyKov
VYPAOV
Yoyotpikég Avmvia
owatapayég
Awtapayés Tov Kepoiohyia® |ZdAn
VEVPIKOD GLOTILATOG YraicOnoia
[MopacOncio
Ayyawokéc dwatapayég Yréptaon DLePoomo@paxtiKn [ZHVOpopo dapuyng
Ynotaon vO60g° TPLYOEIB DV
Aopritida
Awtapayéc Tov AwdémToon XHvopopo o&elag
UVOTVEVGTIKOV Avomvoln OVOTTVEVOTIKNG
GUGTILATOS, TOV Bryoc® dvoyépetoc”
0dpoka Kol TOV ZTOHOTOPOPVYYIKO AvamvevoTtikn
pEG00MPaKLOV lyog™© ovenapkelo”
Eniotaén IIvevpoviko
oidnua®
ITIvevpovikn
opopparyio
Awdpeon
vevpuovoradsia”
ITIvevpovikn
dmbnon®
Yro&ia
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Koatnyopia opyavikoo

AvemOounrteg evépyereg

GUGTHIO.TOS KATA IoAd ovyvég Toyvég ‘O svyvig Travieg
MedDRA =110) | G1/100 é0g<1/10) | (1/1.000 foc | (=1/10.000 $oog
<1/100) <1/1.000)
Awtapayés Tov Awgppola®®  |ALyog TOL GTOUATOG
YOOTPEVTEPLKOV 'Epetoc®® Avckototn ot
GVLOTINOTOS Novtia®
Awtapayéc ToV TOTOG Hratopeyotio Avénuévn
KOl TOV 0O QOp®V AvEnuévn olkoAK  [aomapTiKy
POCGEATACT) OIHLOTOG  |CHVOTPOVCPEPACT
Avénpévn v-
YAOUTAUVATPOV-
opepion
Awtapayés Tov Alomekia® E&avOnua® KnMdoPratidmdeg |Aepuatikn
0£pROTOG KOL TOV EpOOnua eEavonua ayysitido”
VT0d6pPLOV 16TOV YHvdpopo Sweet
(o&eio epmopen
OVLOETEPOPIAKT
deppraTmon)
Awtapayés Tov Mvookehetikd [Mvuikoi omacol Oocteondpwon Melopévn 06Tikn
HVOGKEAETIKOV dAyog’ TUKVOTNTO
GUGTILOTOS KL TOV ‘E€apon
GVVOETIKOV 16700 PEVLLOTOELOOVG
apBpitdag
Awtopayéc TV Avcovpia Agvkoupatovpio YrEPAATOVEPPITL
VEQPOV KUl TOV Ayotovpia oo
0VPOPOPMV 00®OV Avopaiieg obpav
I'evikéc owatapayés ko [Konwon* Owpaxikd GAyoc Avridpaon oto
KOTaoTdosS TG 0000  |DAeypovn Alyoc* onueio tngéveong
xopnynone BAevvoyovov® |EEacOévion”
Mupe&ia Kaxovyia®
[Teprpepikod oidnpa®
Kokoosig, Avridpaon koTd ™
OMANTNPLACELS KOL petdyyion?®
EMUTAOKEG
0£pamTEVTIKOV
AEPLOUAOV

* B mopdypao y (Ileprypoen emleyuévav avembiunTov evepyeimv).
P "Eyouvv avagepOei nepurtdoeig GVHD kot Odvorotl oe acheveic Votepa and aAloyevn
UETAUOGYEVCT] LVEAOD TOV 06TAOV (PA. TOPAYPAPO ¥).
T Tleprhapfavel Tévo ota 00Td, 0c@LAAYia, apbpadyio, LoaAyia, TOVO 6TA GKPA, LVOCKEAETIKO
Ayog, LooKeAETIKO Bpakikd dAYoc, avyevaiyia.

VIOPANONKOY o8 LETAUOGYEVGT LVEAOD TV 0GTAOV 1| 6€ KivnTortoinon tov PBPC.
¢ AvemBOunteg evépyeleg e vYMAGTEPN EMINTOON o€ 00OEVEIS [LE PLAYPACTIUN GLYKPITIKA LE TO

EIKOVIKO QAPUOKO KOl OYETILOUEVES LLE TIG GVVETELEG TG VITOKEILEVTG KaKon0etag 1 TG

KLTTOPOTOEIKN G YNuetofepameiag.

v. lleprypaon emdeyuévav avemBountov evepyeiiV

YrepevaroOnoia

[Teprotatikd mov mapatnpenOnkay Katd Ty gumepio LeTd TNV KukAopopia oe acbeveic mov

AvTidpacelg Tomov vrepevaicdnoiog coumeptiapfavopévng avapourasiog, eEavonuatog, kvidwong,
QYYEI001ONUATOG, OVGTVOLOG KOl VTOTACTG TAPOVGIUCTNKOY KOTE TV 0pyIKN M TG ETakOA0v0Eg
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Oepaneieg oe KAMVIKEG PHEAETEG Kot KATA TNV eumelpio petd TV KukAopopia. ['evikd, ot avapopég oy
OLYVOTEPEG LETE OO EVOOPAEPLO YOP1YNOT). X€ UEPIKEC TEPITTAGELS, TOL GUUTTMOLOTO,
EMOVELLQPAVIOTIKAVY LE TNV ETAVAYOPNYNOT TOV PAPUAKOD, VTOSNADVOVTOG OITLMON cvuoyétion. H
Quvypaotiun Oa wpémel va drakdmteTon uoviuo oe acbeveic mov gueoavilovy cofapn aAlepyikn
avtidpaon.

AvemOounteg eVEPYEIES OTOVS TVEDUOVES

e KMVIKEG HEAETEG KO KOTA TNV EUTELPia LETA TNV KUKAOQOPia, avemBOUNTES EVEPYEIEG GTOVG
TVEOUOVEC GUUTEPTAAUPAVOUEVIC SIAUECC TVEVUOVOTTADELNG, TVELLOVIKOD O1ONUOTOG KOt
TVELUOVIKNG d1NON oG €Yoy avapepBel 6€ OPIGUEVEG TEPITTMGELC LE EKPOOT) AVOTVEVGTIKN
avemdpkelo, 1 cLVOpopo o&elag avamvevotikng dvayépelag (ARDS), ol omoieg pmopei va ivan
Oovatneopeg (BAére mapdypapo 4.4).

2rinvoueyaiio kor pnén omiinva

[Mepumtmoeic omAnvoueyaiiog kot pnéng ominva xovv avapeplel LeTd amd yopnynon EIAYPOCTIUNG.
Opiopéveg mepmtmoelg pnéNg orAnva nrov Bavatneopeg (BA. Tapdypapo 4.4).

2OvOpouo O10puYS TPIYOEIOWDY

[eprotatiKd cuvOPOOL dLUPLYNG TPLYOEW MV £XOVV avaeephEel e TN PO TAPAYOVI®V S1EYEPOTG
QoKLY KOKKIOKVTTAP@V. Ta TepIoTatikd avtd £xouv eueovicel yevikotepa o 0o0eveig e
TPOYOPNUEVEG KaKkonOelg voooug, onyatio, 0c0gveig mov Aapfavouy ToAAUTAES QUPUUKEVTIKES
ayoyég ynuelobepaneiog 1 Tov Ppickoviot vwd dwudikacio apaipeong (BAéne Tapdypapo 4.4).
Agpuotikn ayystitioo

"Exetl avapepbel depuatikn ayyetitida oe acbeveig mov Toug yopnyeitanr eiiypootipn. O punyovicpog
dnuovpyiog ayyetitidog o€ acbeveic mov Aapupdvovv eidypaotiun dev givatl yvaotdc. Katd
SIAPKELN TN HOKPOYPOVIOG YPONC, 1| OepuratTikn ayyelitida £xel avapeplel 6to 2% TV acbevav pe
SCN.

Aegvxoxvrtapwon

[Mopatnpridnke Aevkokvttdpmon (WBC > 50 x 10°/L) 670 41% TV UGIOAOYIKGV S0TMOV Ko
nopodikh Opopponevia (cpomerdiio < 100 x 10°/L) petd amd xopymon elypootiung Kot
Agvkagpaipeon 610 35% TV dotdv (PA. Tapdypapo 4.4).

2ovopouo Sweet

[Mepurtmoeic cuvdpopov Sweet (0Eeia EUTVPETT OVOETEPOPIAIKT dEPUATMOT) EXOvV avapepbel o
acBeveic mov éhaPav Oepaneio pe LypacTiun.

Yevdomodaypo. (mopopwaopopikn opBpomdbera)

"Exet avapepbei yevdomoddypa. (mupopmacpopikn apbponddeia) oe acbeveic pe kopkivo Tov
vroPAnOnKav og Oegpaneio pe PIAypoaoTipY.

GvHD

"Exovv avaeepbet mepintaoeig GVHD kot Ovnowpotntog og acBeveic mov élafav G-CSF votepa and
OALOYEVT LETAPOGYEVOT) LVEAOD TV 00TAV (PAERE Tapaypdpovg 4.4 kot 5.1).

0. Hawdwarpucdc mAnfuoude

Ta, dedopéva amd KMVIKEG LEAETEC GE OO TPIKOVE aoBeveig deiyvouy OTL 1 acPdAela Kot M

17



OTTOTELECULOATIKOTNTO TNG PIAYPOCTIUNG EIVOL TAPOUOLEG GE EVIIMKEG KOl GE TodOLA TOL AapPdvouv
KutTapoToSiKn ynueodepaneio, vTodNAdvVovTag 6Tl OV LITAPYOVY NAIKIOKE EEAPTMUEVEG SLAPOPEG
OTNV QUPLOKOKIVNTIKN TG @IAYpaotiung. H pnovn otabepd avapepouevn avembount evépyela ftav
HUVOGKEAETIKO GAYOC, TO 0010 OEV £lval SLoQOPETIKO 0md TNV eumelpia. 6TOV EviiAko TANBVGUO.

Agv vrapyovv enapkn dESO0UEVA Y10 TEPAUTEP® AELOAOYNON TNG ¥PNONG PIAYPACTIUNG O
modaTpIKog acheveic.

€. AMot e1dikoi mAnfvouotl

Xpnon oe nlikiwuévoovg

Agv opatnpiONKoV GUVOAIKEC SLOPOPEC GTNV ACPAAELL 1] TNV OTOTEAEGLOTIKOTITO AVAUECH GE
dropa NAkiag avm TV 65 1OV GUYKPIVOUEVA LE VEOTEPOLE EVAAIKEG (> 18 €TdV), TOL AauPdvouy
KuTTapoTOSIKN YNUEI0Depameio Kat 1) KAMVIKT gUTEpia OEV EYEL AVOYVOPIOEL SIAPOPEG AVAUESH OTIG
OTOKPIoELS LETAED NMKIOUEVOV KOl VEOTEP®V EVIAIK®V 000EVAOV. AgV LIGPYOLY EMAPKT dedoUéEval
Yo TEPALTEP® AELOAOYNGN TNG ¥PNONG PIAYPACTIUNG 0 NAKIOUEVOLS aeOgVELS Yiow GALEC
EYKEKPIUEVEG EVOEIEELG TNG PIAYPOCTIUNG.

Haidrazpixoi SCN oo0eveic

"Exouv avapepbel Tepmtdoelg LEI@UEVNG OGTIKNG TUKVOTNTOG KOl 0GTEOTOPWOOTG OE TOSLOTPIKOVG
acOeveic pe coPapn ypdvia ovdetepomevia Tov Aapupdvovy ypdvia Oepameio pue eAypactiun.

Avopopd Tavoloyoduevmv avem@OUNTOV EVEPYEIDV

H avagopd mibavoroyoduevov avemfOuntov evepyelmy PETH amd TN yopnynon doslog kukiopopiag
TOV PAPUOKEVTIKOD TTPoidVTOC givar onuavtikn. Exttpénet tn cuveyn mopakoiovdnon g oyéong
0PEAOVG-KIVODVOD TOV PUPHOKEVTIKOV TPOTOVTOG. ZNTelTal and TOVg EXAYYEAMLOTIEG TOL TOHEN TNG
VYELOVOUIKNG TTEPIOaAYNC VO avapéPovy 0TTo1EGONTOTE TOUVOAOYOVUEVEC OVETIOVUNTESG EVEPYELEC
uEcm Tov €BViKOD GLGTHUATOS AVAPOPAS TOL avaypdeetal 6to [apdptua V.

4.9 Yraepdoooloyio

O1 emdpacelg TG VIEPSOGOAOYING AO PILYPACTIUN eV £YOVV TEKUNPLMOEL.

H dwokom g Oepameiog pe giypaoctipun cuvniwg odnyel e peimon Tov KUKAOQOPoHVTOY
ovdetepopilmv katd 50% péoa og 1 £m¢ 2 NUEPES, LLE EMAVOPOPE GTA PVCIOAOYIKA EMITESN LEGH OE
1 émg 7 nuépec.

5. DOAPMAKOAOTI'IKEX IATOTHTEX

5.1 D opPoKOOVVIUIKES LOLOTNTES

Dappokobepanentikn Katnyopio: AVOGOSIEYEPTESG, TOPAYOVTEG OIEYEPONG OMOIKIOV, K®dKOg ATC:
LO3AA02

To Nivestim &ivati £va f10-0pOEOEG PAPHOKEVTIKO TPOidV. AETTOUEPT] TANPOPOPLOKY GTOLYElD Vo
dwbéotipa oy 1otocerida tov Evponaikod Opyoaviouod Gapudkov https:/ www.ema.europa.cu

O avBpomvog mapdyovtag G--CSF givan pio yAvkompmteivn mov puBpilel v mapoywyn Kot v
OTOOEGLLEVGT] TV AELTOVPYIKA MPLULOY OVOETEPOPIA®V ATt TO PVELDO TV 0oT®V. To Nivestim mov
nepi€yet r-metHuG--CSF (pidypootiun) Tpokaiel onpovtikn avénon tov aplfpod tov oudeTepoPilmv
OTO MEPLPEPIKO aipa LEGT GE 24 DPEC, U UIKPT aDENCT T®V LOVOKVTTAP®Y. 1€ OPIGUEVOLE 000EVEIG
pe SCN n giiypaotiun unopet eniong va exdyel pio pucpr odvénomn tov aptfpon Tov KUKAOQOpPoOHVI®V
NOGoPilnVv kol faceo@ilov 6g oYEGN UE TNV APYIKN TN 0 KATO100G ad avTovg TOLG 000EVElg
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umropel va vdpyel n@ovoeiiia 1| faceo@iiia oM T omd TV Evapén g aywyng. H avénon tov
aplBpod TV 0vdeTEPOPIA®V Elval J0GOEENPTMEVT OTIG CUVIGTMOUEVEG OOGELS. Ta 0VOETEPOPIA TOV
TOPAYOVTOL GE OVTATOKPLOT TTPOG T PIAypacTiun eugaviCouv euololoyikn 1 avénuévn Aettovpyia
OM®G TPOKVTTEL OO SOKIUES YMUELOTOKTIKNG KO POYOKVTTOPIKNG Agttovpyiog. Metd o méEpag Tng
Oepamneiog pe PLypaotiun, o aptBpog Tmv KuKAoPopoVI®mV ovdetepopilmv petmvetot Katd 50% péoa
o€ 1 émg 2 nuépeg, Kot ETOVEPYETOL OTA PLGIOAOYIKE emimeda péca o€ 1 Emg 7 nuépeg.

H ypnon g pilypaoctiung oe acbeveic mov vrofdAiiovtal o€ KuTTOPOTOEIKT YNUobepaneia odnyel o
ONUOVTIKY pelmon NG eninTmong, TG coPapdtnTag Kot TG SIEPKELNS TNG OLOETEPOTEVIOG KO TNG
eumvpetng ovdeteponeviag. H Oegpaneia pe @AypoaoTipn HEW®VEL GTULOVTIKG T O1APKELL TG EUTOPETNG
OVOETEPOTEVING, TNG YPNONG AVTIPLOTIKOV KOl TNG VOONAEING GTO VOGOKOUEIO LETH 0Td
ynueodepameio epddoL Yo 0Eeia pogloyevin Aevyaipia 1) T LVEAOAPAVIGTIKY Oepameia Tov
axolovbeital amd peTapdcyeLen LLEL0D TV 0oT®V. H entintwon mupetol Kot TEKUNPLOUEVOY
rouméewv o€ peiddnke og kapio opdado. H didpieia tov mopetol de peidbnke oe acbeveig mov
vrofAROnKav og poehoapaviotikn Bepaneio aicoAovBoHUIEVT OO LETAUOCYEVOT] LDELOD TOV OGTMV.

H ypnion g eilypactiung, og povobepameio N petd and ynuetodepameio, Kivnromolei to
OLLOTOUTIKE TPOYOVIKA KOTTOPO OTO TEPLPEPIKO aipae. AvTd Ta avtdAoyo PBPC pmopovv va
ovALexBovV kat va eyyvBolv petd amd kuttapotodikr Bepaneia vyYMANG 660mg, avtiKadioTOVTaG ElTE
CUUTANPOVOVTOG T LETOUOGYELGT TOL LLELOD TV oot®v. H éyyvon PBPC emitaybvel tnv
OLLOTOUTIKT] OVOVIIYT LELOVOVTOS T O1APKELN TOV KIVOVVOU Y10, QILOPPAYIKES ETITAOKES KOl TV
avayKn yuo LeToyyioEL OLOTETOAMMY.

Aéxteg aAroyevav PBPC mov kivntomomOnkav pe @lypoctiin eLeAavicoy onuavtikd toybhtepn
OLLOTOAOYIKT AVAVIYT), TOV OONYNOE GE GNUAVTIKY| LEIOT TOV ¥POGVOL Yo U vTooTNPLopevn
EMOVAPOPE QUOTETOAM®Y GE GUYKPLOT| LE TNV OAAOYEVT] HETOUOGYEVCT) LVEAOD TV OGTMV.

Mua. avadpopikr] Evporaixn pelét a&loldynong g xpnong tov G-CSF petd amd ailoyevn
LETAUOOYEVCT] LVEAOD TV 00TMV o€ aobeveig e o&eieg Aevyaipieg, £0e1&e avénon kivdvvov GvHD,
Ovnodtrag oxetilopevng ue t Oepaneio (TRM) ko Bvnodtrag dtav yopnyndnke G-CSF. e pa
Eeymprot avadpopkn diebvn uerétn o acbeveic pe o&eieg Kot ¥pOVIEG LVELOYEVELG AeVyapieS, OEV
napatnpnOnke enidpaon otov kivovvo GVHD, TRM «at Ovnopotntoc. Mia peto-avilvor HereTmv
OALOYEVDV LETOUOCYEVCE®YV, TOV TEPLEAQUPAVE TO ATOTELEGHATA EVVEN TPOPAETTIKOV
TUYOLOTOMUEVAOV SOKIUDY, 8 AVUSPOLKDV UEAETOV KOl piog LEAETNC 00OEVOV-LapTOP®V, dEV
aviyvevoe enidpaon otov kivouvo ofeiag GvHD, ypoéviag GvHD, 7| Bvnopdtntog oyetildpevng pe
npmwun Beponeio.

2yetikog Kivovvog (95% CI) yio GVHD kot TRM
Metd andé Ogponcia pe G-CSF votepo and Merapdoyeven Mvghov Tov Ootdv
Anpoocigvon Mepiodog N Oc&eia Xpovia TRM
pErETNG GvHD GvHD
BaOpov II -
v
MST(I—U,V('XJ\.DGT] (2003) 1986 - 2001OL 1198 1,08 1,02 0,70
(0,87, 1,33) |(0,82,1,26) | (0,38,
1,31)
Evponaixn Avadpopikn 1992 - 2002[3 1789 1,33 1,29 1,73
Merétm (2004) (1,08, 1,64) | (1,02,1,61) | (1,30,
2,32)
AeBvig Avadpopikn 1995 - 2000‘3 2110 L11 1,10 1,26
Melém (2006) (0,86, 1,42) | (0,86, 1,39) | (0,95,
1,67)

H avéivon neprrappdver peAéteg mov mepiéyovy LETAUOGYEVON LVEAOD TOV 0GTAOV KaTd T1 S1dpKeL ALTAG
g Tep1ddov. Mepikég peréteg ypnoponoinocav GM-CSF.

H avdivon tepihappavel acbeveic mov vrofAndnkav e HETANOGKEVOT LVEAOD TOV 0GTAOV KOTH T1) S1dpKELd
AVTNG TNG TEPLOSOV.
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Xpnon e eulypaotiung yw. tnv kwnronoinon twv PBPC og vyieic §0tec mpv TV aAAOYEVN
uetopdoysvon twv PBPC

Ye vyteig d0teg, pia doon 10 pug/kg/Mmuépa mov yopnyeitar vwodopia Yo 4 £mg S SLOOYIKEG NUEPEC,

6
eMTPENEL TN GVAAOYN > 4 % 10 CD34 Kuttdpov/kg copatikod Papovg ARTTn 6TV TAEIOYNQio. TOV
d0T®V PETA 0O dVO AEVKAPALPECELS.

H ypnion ¢ eilypactiung oe acOeveic, madid 1 evitikeg, pe SCN (cofapn cvyyevig, KUKAIKT Kot
Womadng ovdetepomevia) EXAyeEl cuveN AVENCT TOL OTOAVTOL APLOOD OVOETEPOPIAL®Y GTO
TEPLPEPIKO OlipL0 Kot PEIOT) TOV AOUDEEDV Kol TOV GYETILOUEVOV LE OVTEG CUUPAUAT®V.

H ypnion g eilypaoctiung oe acOeveic ue HIV Aoipmén drotnpei tov apifud tov ovdetepopilwv o
(UOIOAOYIKA ETMITESQ Y10 VO EMTPATEL 1] TPOYPUUUOATIGUEVT] YOPNYNOT SOCEMV OVTIWK®DV KO GAA®V
LVEAOKOTAGTOATIKOV QUPUOKEVTIK®Y ay®y®dV. Aev vmdpyovv ototyeio 6ti ot acOeveig ue HIV
roluwén mov AauPavouvv eukypactiun speovilovv advénon g avirypoeng tov HIV.

Onwg kot aAlot opomomtikcol avénrikol mapdyovtes, £xel amodelydet in vitro 6T 0 Tapdyovrag G-
CSF £yet dieyeptikég 1010tNTeg el TV avOpOTvev evooINAaKOY KUTTAP®V.

5.2 D opRIKOKIVII TIKEG LOLOTITES

Mia, TVYOOTOMUEVT], OVOIKTY, EQATAE dOOTG, EAEYXOUEVT], DITANG KOTELOVVGTC SlaGTOVPOVUEVN
peAET o€ 46 vyieic eBelovtég KaoTEdEIEE OTL TO PapUAKOKIVITIKO TTPoPid Tov Nivestim fTov
GULYKPIGIUO [LE EKEIVO TOV TTPOIOVTOG AVOPOPAS LETA Atd VTTOSOPLY. Kot EVOOQAEPLL yopriynon. Mia
GAAN TUYOLOTTOINUEVT], OUTAN-TVPAT, TOALUTAGDY dOGEMV, EAEYYOUEVT, OUTANG KaTebOVVETG
draotovpovpevn perétn o 50 vyieig eBeloviég KatédelEe OTL TO PAPHOKOKIVITIKO TPOPIA TOV
Nivestim tav GUYKPIGIHO LE EKEIVO TOVL TPOIOVTOG AVAPOPAS LETA ATO LITOSOPLY. XOPTYNOT).

"Eyet katadeyBei 6T n amoPoin e erAypoaoTipng akolovOel puprOKOKIVNTIKTY TPOTNS TAENC VoTEpal
a6 VTodopla Kot evOoeAEPLa yopnynon. O xpovog nuicelog {ong g amofoing opol g
QULypaoTiung eivor Tepimov 3,5 mpeg, pe puoud amofoing nepinrov 0.6 ml/min/kg. Tvveyng yyvon e
QUAYPOCTIUN Y10 XPOVIKY TTEPI0d0 PEXPL 28 NuepmV, o€ aebevels oe avakapyn LETE amd avTOAOYN
LETAUOCYEVCT] LVEAOD TOV 0GTMOV, OEV KOTEGEIEE EVOEIEEIC GLGGMPEVGTG TOL PAPLLAKOV KOl
ovykpiown nuicela {on anékkpiong. Yrapyel OeTiKn YPOUUIKTY CLGYETION HETAED TG 000G KOt TNG
GLYKEVTPMANG 0p0D NG PILYPOCTIUNG, Eite yopnyeital evOoAEPLa eite VTTOSOPLE. METE amd VITOdOPL
YOPNYNON TOV GUVIGTOUEVOV 0OGEDV, Ol GLUYKEVTPMOGELS 6TOV 0pd dtatnpnnkay ndve arnd 10 ng/ml
v 8 éwg 16 dpec. O dykog katavoung oto aipa givor tepimov 150 ml/kg.

5.3 Mpoxivikd dgdopéva. Y10 TNV AGQALELN.

H ¢ouvypaotipn pelemOnke oe peléteg toEcottog enavoropfavopevev docemv ddpkelag péypt 1
£TOVC, TOL OTOKAAVYAY AAAAYEC TOV OQEINOVTOL OTIC AVOUEVOUEVES PUPUOKOAOYIKEG OPACELG
CUUTEPILOUPOVOLEV®Y VENCEDY GTO, AEVKOKVTTAPO, LVEAOELDN VIEPTANGIO TOL LVEAOD T®V 0GTMV,
eEOUVENKT] KOKKLOTTOIN oM KOt S10YK®GT) TOV GTANVA. AVTEG 01 OAAAYEC OVAGTPEPOVTOL OAEG LETA TNV
dtakomn ¢ Oepameiag.

O1 emdpACELG TNG PILYPOCTIUNG GTNV TPOYEVVITIKY] OVATTUEN £yovv pedetnBel og emipveg Kot
kovvéaa. EvoopAéfia (80 ug/kgmuépa) yopnynon mge @IAypacTiung 6€ KouvEALD KaTd TNV JldpKELn
NG TEPLOSOV 0PYaVOYEVESTG NTAY TOEIKT Y10, TNV UNTEPQ Kot TapatnpnOnkay avénuévn avtduatn
OtOPOAY, ATOAELD LETA TNV ELPVTEVCT], KOl LEIMWUEVO pEGO PEyebog Kat Bapog twv Lovtavay
VEOYVOV.

Me Bdon ta oTotyeia Tov avaeépnkay yio évo dALo TPoidv IAYPaoTiUNG TAPOUOLO LE TO TPOiOV
avagopds , TapaTnpNOnKay cuykpicla evpriuaTo cvv avENUEVES euPpuikéc dtopaptieg og 100
ug/kg/Mmuépa, pio to&kn yio v untépa 666M 1 0ol avTIeTolKEl 68 GLGTNUATIKY £kBeon TmV
nepinov 50-90 popmv Ekbeong mov mapatnpeital oe aobeveig mov Edafav Oepameio pe TV KAMVIKA
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doomn tov 5 pg/kg/muépa. To 6pto 36oMG OTOL dEV TAPAUTNPOVVTAL AVETIOVUNTEG EVEPYELEG YO TNV
euppvotolikotnta og avtv TV pedétn nTav 10 ug/kg/muépa, n omoia avtioTotyel og pia
ovoTnUaTIKn €ékBeon TV mepinov 3-5 popav ékbeomng mov mapartnpeital og acbeveic mov Elafav
Oepomeio pe TV KAWIKN doon.

Y €yKvovg emipveg dev mapoTnpOnke pnTpikn 1 epPpoixn to&ikdtnra og d60E1g LEYPL KoL 575
pg/kg/muépa. ATdyovol TV ETHVOV GTOVS 0TTO10VG YOpPNYNONKE PIAYpACTIUN KOTA TNV JEPKELD TNG
TEPLYEVVNTIKNC TTEPLOS0L Kot TEPLOSOL Yolovyiag, mapovciocay kabvotépnon oy eEMTEPIKT
drapopomnoinon Kot Kabvotépnon avantoéng (> 20 pg/kg/Mmuépa) Kot ELAPPAOG LELOIEVO TOGOCTO
emPioong (100 pg/kg/Mmuépar).

H @uvypactiun dev eiye kopia mapoatnpndeica exidpacn ot YOVILOTNTE TOV APCEVIKOV Kol ONAvKkdv
EMUVOV.

6. DOAPMAKEYTIKEX IAHPO®OPIEX

6.1 Katdroyog ekdoymv

O&wkod 0L, Youypd

Y dpo&eidto tov vorpiov

YopPrtoin (E420)

[ToAvoopPiko 80

Yowp yia evéoiua

6.2 Acvppatotnreg

To Nivestim dgv 0o TpémeL VoL apaldVETAL [UE STHADLOTA YA®PLOVYOV VOTPiov.

H apoiwpévn eihypaotipn pmopel va aroppopndet amd yodAiva kot TAAGTIKG VAKE, eKTOC 6V givan
apot@uévn o€ dtdAvpe YAvkolng 5% (PAére mapdypoeo 6.6).

AvT06 TO POPUAKEVTIKO TPOTOV OEV TPETEL VO, AVOULYVOETOL LE AN POPLOKEVTIKG TPOTOVTA EKTOG
OVTOV TOL AVAPEPOVTAL GTNV TaPAypapo 6.6.

6.3 Avdpxero Cong

IIpoysicuévn coptyya,

30 pnvec.

Metd tnv apoinon

H ymukn ko ootk otafepdtnta KaTd T XPHoT| OPU®UEVOD STHADLOTOS V1o £YVOT EYEL
katadeydel yia 24 dpeg atoug 2°C émg 8°C. Ao LukpoPloroyikng dmoyng to mpoidv Bo mpémel va
ypnoworoindet apéoms. Edv dev ypnoyomombei apéomg, 1 didpketa Kot ot cuvOnkeg amodrjkevong
KT T PpNoN AToTELODY E0BVV TOL YPNOTY Kot dEV TPEMEL PLGIOAOYIKA VoL EEMEPVOVV TIG 24 DPES
otovg 2°C €m¢ 8°C, extdc edv 1 apainon £xel Tpoyuatomoindei oe ELeYYOUEVEC KO ETIKVPOUEVES
donmtec cuvOnKeC.

6.4 Iowitepeg Tpo@uAGEELS KaTA TNV POAAEN TOV TPOiIdVTOG

dvidooete ko petapépete og yoyeio (2°C émg 8°C).

Mnv KatoyoyeTe.

DduAdoceTe TNV TPOYEUIGUEVT] GUPLYYO GTO EEMTEPIKO KOVTI, Y10l VO TPOGTUTEVETAL OO TO POC.
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Toyaia €ékBeon oe Beppokpacio Katdyvéng yio dStdotnio Emg 24 mpeg dev emnpedlel T otabepotnTa
tov Nivestim. Ot KOTeEWYVYUEVEG TPO-YEUGUEVES GUPLYYEG LITOPOVV VO EETOYHGOVY KOl VOL
tomoBetnovv og yuyeio yia ueArloviikn xprion. Edav 1 ékBeon vrepPaivel Tig 24 dpec, 1 €dv €xel
KatayuyOel mivo amd o opd, tote To Nivestim AEN 0a npénet va ypnoyomoindet.

Kotd ™ didpketa (g Tov Kot e GKOTO TNV TEPUTATNTIKN (P10, 0 acbevig pmopel va amopakpOvel
10 TPOIOV amd TO YuyElo Kot va To amodnkevoel otn Oepuokpacio dopatiov (0xl endve and 25°C) ya
wo gviaio Tepiodo €mg 15 nuepdv. 1o TEA0G ALTG TNG TEPLOJOV, TO TPOTIOV dev mpémet va, Eovaumel
OTO YVYELD KoL TPETEL VO, amoppLodel.

INa t1g cVVONKEC doTPNONE LETA TNV APAIDOT) TOV PAPUUKELTIKOD TPoidvToc, PAéme Tapdypopo 6.3.
6.5 ®V61 KOl GVGTOTIKG TOV TEPLEKTY

Nivestim 12 MU/0.2 ml evéciuo didivpa/didivpa yia £yyvon

[poyepouévn ovpryya (yoari tomov 1) pe Berdvn ovpryyag (avoleidmtog xaAvpag), e TPOSTUTELTIKO
KéAvppo Belovng, mov meptéyet 0,2 ml evésiuov S10ADHITOG/ SLHADUATOS Yo £YYXVOT).

Nivestim 30 MU/0.5 ml evéowo didhvpa/didhvua yio £yyvon, Nivestim 48 MU/0,5 ml evéowwo
ddAvpa/didivpa yio £yyvon

[poyepouévn ovpryya (yvail tomov 1) pe Berdvn cupryyag (avoleidmtog xaivpag), e TPOSTUTELTIKO
KkdAvppo Belovng, mov mepiéyet 0,5 ml evésiuov S10ADHOTOG/ S1HADUATOG Yo £YYXVOT).

Y Ka0e Tpoyepiopévn cvptyya Exel TtpocoptnOel po feAdvn mov Khelvel pe kdAoppo BeAdvng, To
omoi0 TEPLEYEL PLGIKO EANOTIKO eM0EEIOKNG Pdong (epoxyprene), £va TOPAYMYO TOV PLGIKOV
eAaoTIKOV AdTeE oV gvdéyetar vo EpOeL g emapn e ™ PEAOVT.

Meyébn ovokevaciog pe 1, 5, 8 1 10 mpoyguopéveg ooupryyeg.

Mmropei va. v KuKAOQOPOLY OAEG Ol GUGKEVAGIEC.

6.6 Iowitepeg TPoPLAGEELS amOPPIYNG

Edv ypelootet, To Nivestim pmopet va apoarwdel pe didAvpa yAokoling 5%.

H apaioon péypt tehkng ocvykévipmong Atydtepo tov 0,2 MU (2 ug) ava ml de cuvietdral o€ Kopuio
mepinTon.

To didhvua Oa Tpémel va embempeital onTikd TPy amd T ¥PNon. o TPETEL Vo (PN OGIUOTOI0HVTOL
Lovo S0y SIHADUATE, X MPIC TNV TOPOVCIN COUATIOIWMV.

INo acBeveic mov Aapfdvovy aymyn e EIAYPOCTIUT OPAIOUEVT OE GUYKEVIPMOGELS AlYOTEPO T®V 1,5
MU (15 pg) avé ml, 0o wpénel va npoctedel avOpdmivn Aevkopativi (HAS) uéypt teAikng
ovykévipmong 2 mg/ml.

Hopaderypa: Xe tehkd 6yko 20 ml, cuvolikég 06celg Qrhypactiung kKato tov 30 MU (300 ug) fa
TPENEL VO, Yopnyovvto e v tpoctnin 0,2 ml dtadduatog avlpmmivng Asvkopativiig 20% katd
Evp. ®oppaxonotia.

To Nivestim dgv mepiéyel cuvtnpnTikd. Aapfdavovtag vadyn tov Tihavod Kivouvo KpoPLokng
puoéivvong, ot cOptyyeg Tov Nivestim givar povo yia pia ypnon.

Orav apordvetar pe dtdAvpa yAokolng 5%, n eilypaotipn eivor coppatn pe to yooil ko pe pio

TOIKIAO TAAGTIK®V cuumepthapupavouévev tov PVC, g molvoieivng (cupmolvpepég
TOALTPOTVAEVIOV Kot TOALOIBVAEVIO) KOl TOL TOAVTPOTVLAEVIOV.

22



Kd&0e aypnoiponointo @opuokevtiKd Tpoidv 1 VIOAEUUN TPETEL VA OTOPPLPOEl GOUPOVA LE TIC KATA
TOTOVG 10YVOVOEG OYETIKEG OUTAEELS.

7. KATOXOX THX AAEIAY KYKAO®OPIAX

Pfizer Europe MA EEIG
Boulevard de la Plaine 17
1050 Bruxelles

Béhyo

8. APIOMOZXZ(OI) AAEIAYX KYKAO®OPIAX

EU/1/10/631/001
EU/1/10/631/002
EU/1/10/631/003
EU/1/10/631/004
EU/1/10/631/005
EU/1/10/631/006
EU/1/10/631/007
EU/1/10/631/008
EU/1/10/631/009
EU/1/10/631/010
EU/1/10/631/011
EU/1/10/631/012

9. HMEPOMHNIA ITPQTHXE EI'KPIZHY / ANANEQYXHY THX AAEIAX
Hpepopnvia tpmng £ykpiong: 08 Iovviov 2010

Hpepopnvia tekevtaiog avavémong: 27 Maiov 2015

10. HMEPOMHNIA ANAGEQPHXHY TOY KEIMENOY

Aemtopepeic TANPOPOPIES Yo TO TOPOV QUPLOKEVTIKO TPOioV gival d100EG1UEG GTOV SIKTLAKO TOTO
tov Evponaikod Opyaviopuod Gapudimv https:/ www.ema.europa.eu.
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IHAPAPTHMA 11
IMAPAXKEYAXTHX(EYX) THX BIOAOTI'IKQX APAXTIKHX
OYXIAYX KAI TAPAXKEYAXTHX (EX) YIEYOYNOXZ(OD I'TA
THN AITOAEEMEYZXZH TQN IHAPTIAQN

OPOI'H ITEPIOPIXEMOI XXETIKA ME TH AIAGEXH KAI TH
XPHXH

AAAOI OPOI KAI AITAITHZEIX THX AAETAY. KYKAO®OPIAX
OPOI'H NIEPIOPIXMOI XXETIKA ME THN AX®AAH KAI

ATIOTEAEXMATIKH XPHZH TOY ®PAPMAKEYTIKOY
MPOIONTOX
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A. IMAPAXKEYAXTHX (EX) THX BIOAOT'TKQX APAXTIKHY OYXIAX KAI
IHHAPAXKEYAXTHX(EYX) YHHEY®OYNOX(OI) I'TA THN AITIOAEEMEYXZH TQN
HHAPTIAQN

Ovopa xat d1ev06vvon tov TapaokeLaoT NS BLoAOYIKOS dPUCTIKNE OVTTOG

Hospira Zagreb d.o.o.
Prudnicka cesta 60

10291 Prigorje Brdovecko
Kpoartia

Ovopa xat d1ev6vvon Tov ToPUoKELAOTH TOL £ival LITEVOLVOC Y10 TNV ATOSEGUEVCT] TV TOPTIOWY

Hospira Zagreb d.o.o.
Prudnicka cesta 60

10291 Prigorje Brdovecko
Kpoartia

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

DappokevTiKd TPoidv Yo T0 omoio amatteitan meplopiopévn watpikn cuvtayn (BA. [apdaptnpa I:
[epiinym tov Xapoktnpiotikdv Tov [Ipoidvtog, mapdypapog 4.2).

r. AAAOI OPOI KAI ATAITHZEIX THX AAEIAY. KYKAO®OPIAX
. Ex0¢cg1g meprodkng mapakorovdneng g ac@dareiog (PSURS)

Ot amartioelg yio v vroPoAr towv PSURS yio to ev Adym @apuakevtikd Tpoidv opilovial otov
KaTdAoyo pe Tig nuepounvieg avagopdg e Evoong (katdloyoc EURD) wov mopatifetar oty
napdypoeo 7, tov apBpov 107y, tng odnyiag 2001/83/EK kot kdOe emakoiovdng emkaipomroinong
OM®G ONOCIEVETAL GTNV EVPAOTAIKT SIKTVOKT TUAT Y10l TO PAPLOKAL.

A. OPOI'H NIEPIOPIXMOI XXETIKA ME THN AX®AAH KAI AITIOTEAEXMATIKH
XPHXZH TOY ®PAPMAKEYTIKOY ITPOIONTOX

. Yoo owayeiprong Kivovvov (XAK)

O Karoyog Adeiag Kukiogpopiag (KAK) Oa dieEaydyet Tig amattodueves SpacTtnploTnTES Kot
TOPEUPAGELS PAPUOKOETOYPVTVIONG OTC Tapovotdlovtal oto cuppovnéy XAK wov
napovotdletor otnv Evomta 1.8.2. g ddetog kukAopopiog kol 0molecdnmote exakoAovdeg
eykekpipéveg avabempnoelg tov TAK.

"Eva emucaportompévo XAK Oa mpénet va katotedel:

. Metd and aitnua tov Evponaikov Opyoviopod Ooapudxmy,

. OToTEdNTOTE TPOTOTOLEITOL TO GVOTN UM OL0YEIPIONG KIVODVOV, EI0IKE MG OTOTEAEGLOL ANYG
VE®V TANPOQOPLDY TOV UTOPOVV VO ETLPEPOVY CNUAVTIKY] OAACYT] OTT GYECT] OQEAOVG-KIVOLVOL
N OC OMOTELEG MO, TG EMITEVLENC EVOC GNUAVTIKOD OPOCT|LOV (POPUOKOETAYPVTVION N
EAAYLOTOTOINGT) KIVOVVOU).
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IHAPAPTHMA I1I

EINIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX
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A. ENIXHMANXH
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ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEZQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTI

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX

Nivestim 12 MU/0,2 ml evéciuo dtdAvua/dtdAvpo yio £yyvon
QUAYpaoTiUN

[2. LYNGOEXH ZE APAXTIKH(EX) OYZIA(EX) |

Kd&0e mpoyepuopévn oopryya mepiéyet 12 ekatoppvpro povadeg (MU) (120 pg) pihypaotipng og 0,2 ml
(0,6 mg/ml)

[3.  KATAAOIOX EKAOXQN |

"Exdoyo: 0&ikd 0&D yoypod, v3po&eidio Tov vatpiov, tolvcopPikd 80, copPrrodn (E420) kot vdwp yia
EVECTLLAL.

| 4. PAPMAKOTEXNIKH MOP®H KAI INTIEPIEXOMENO

Evéoipo o1dAvpa/dtdlopa yia €yyvon.
1 mpoyeouévn cvpryya tov 0,2 ml

5 mpoygopéves oupryyeg twv 0,2 ml.
8 mpoyepiouéveg ovpryyes tv 0,2 ml.
10 poyepicuéveg obpryyec tov 0,2 ml.

5. TPOIOX KAI OAOX(OI) XOPHTHZHX

Awpaote 10 pUALO 0INYIOV TPLY Al TN YOPNYNON.
Movo yw pia xpron.
Mo vwoddpia 1 evooEAEPLa ypnon.

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

Noa puidooetal o€ 0éom, TV ool dev PAETOLY Ko dev Tpooeyyilovy Ta Taldid.

(7. AAAH(EZ) EIAIKH(EX) IPOEIAOIIOIHZH(EIZ), EAN EINAI ATIAPAITHTH(EY) |

[Ipooctatentikd KAAALLO PEAOVIG EIVOL TPOGOPTNILEVO GTIV TPO-YEUIGUEVT] GUPLYYO. Y10 VO,
TPOCTETEVEL OO TPADLO TPOKAAOVLEVO amd TPOTNLUA TNG feAovnG. BAéme @OAAO 0dMy1®dV Yo 0dnyieg
YPNONG TOV AGPAAOVG amd TN PEAdVN e0PTLLATOC

| 8. HMEPOMHNIA AHEHX

AHEH
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Metd v apainon va xpnoyLonoteitat vio 24 mpmv.

| 9. EIAIKEYX XYNOHKEYX @OYAAEHX

dvrdooete kKot petapépete og yoyeio (2°C - 8°C). Mnv KoToyOyETE.
DVAGGGETE TNV TPOYEUIGUEVT] GUPLYYO GTO EEMTEPIKO KOVTL, Y10l VO, TPOGTOTEVETAL OO TO POC.

10. TAIAITEPEX TPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOTHOENTON ®APMAKEYTIKOQN ITPOIONTQN 'H TON
YHOAEIMMATOQN ITIOY HPOEPXONTAI ATIO AYTA, EOOXON AITAITEITAI

| 11. ONOMA KAT AIEYGYNXZH TOY KATOXOY THX AAEIAYX KYKAO®QOPIAX

Pfizer Europe MA EEIG
Boulevard de la Plaine 17
1050 Bruxelles

Béhyo

| 12. APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/10/631/001
EU/1/10/631/002
EU/1/10/631/003
EU/1/10/631/010

| 13. APIOMOX ITAPTIAAX

[Moprioa

| 14. TENIKH KATATAZH I'TA TH ATAGEXH

DoppoKeLTIKO TPOIOV Y10 TO OTOI0 AMOLTEITAL LOTPIKT) CLVTOYT.

| 15. OAHTIEX XPHIHZ

| 16. IMAHPO®OPIEX XE BRAILLE

Nivestim 12 MU/0,2 ml

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

A160106T0TOG YPOUH®TOS KMo (2D) mov pépet Tov TEPIANPOEVTA LOVASIKO OVayVOPIGTIKO KOOKO.
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18. MONAAIKOX ANAI'NQPIETIKOX KQAIKOX — AEAOMENA ANATI'NQXIMA AIIO
TON ANOPQIIO

PC
SN
NN
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EAAXIXTEX ENAEIZEIX I1OY HPEIIEI NA ANAT'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

ETIKETA XYPIITAX

| 1. ONOMAZXIA TOY PAPMAKEYTIKOY ITPOIONTOX KAI OAOX(OI) XOPHITHEHE

Nivestim 12 MU/0,2 ml evécyo didivpa/dtdAvpa yio £yyvon
QUAYpaoTiUN

SC/IV

| 2. TPOIIOX XOPHIHZHE

| 3. HMEPOMHNIA AHEHZ

AHEH

| 4. APIOMOZX ITAPTIAAY

[oprida

| 5. NEPIEXOMENO KATA BAPOZ, KAT' OTKO 'H KATA MONAAA
0,2 ml

6. AAAA XTOIXEIA
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ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEZQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTI

| 1. ONOMAZXIA TOY PAPMAKEYTIKOY ITIPOIONTOX

Nivestim 30 MU/0,5 ml evéciuo dtdAvpa/dtdAvpo yio £yyvon
QUAYpaoTiUN

[2.  TYNGOEXIH XE APAXTIKH(EX) OYZIA(EX)

Kd&0e mpoyepuopévn ooupryya mepiéyet 30 ekatoppvpro povadeg (MU) (300 pg) pihypaotipng og 0,5 ml
(0,6 mg/ml)

| 3. KATAAOT'OX EKAOXQN

"Exdoya: 0&ikd 0&D yoypod, v3po&eidio Tov vatpiov, tolvcopPikd 80, copPrrodn (E420) kot véwp yia
EVECTLLAL.

| 4. DPAPMAKOTEXNIKH MOP®H KAI IEPIEXOMENO

Evéoipo o1dAvpa/dtdlopa yia €yyvon.
1 mpoyeouévn cvpryya tov 0,5 ml

5 mpoygopéves oupryyeg twv 0,5 ml.
8 mpoyepiouéveg ovpryyes tv 0,5 ml.
10 mpoyepicpéveg obpryyec tov 0,5 ml.

[5. TPOIOX KAI OAOX(OI) XOPHTHZHX

Awpaote 10 pUALO 0INYIOV TPLY Al TN YOPNYNON.
Movo yw pia xpron.
Mo vwoddpia 1 evooEAEPLa ypnon.

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

Noa puidooetal o€ 0éom, TV ool dev PAETOLY Ko dev Tpooeyyilovy Ta Taldid.

(7. AAAH(EZ) EIAIKH(EX) IPOEIAOIIOIHEH(ELY), EAN EINAI ATAPAITHTH(EY)

[Ipooctatentikd KAAALLO PEAOVIG EIVOL TPOGOPTNILEVO GTIV TPO-YEUIGUEVT] GUPLYYO. Y10 VO,
TPOCTETEVEL OO TPADLO TPOKAAOVLEVO amd TPOTNLUA TNG feAovnG. BAéme @OAAO 0dMy1®dV Yo 0dnyieg
YPNONG TOV 0GPUAOVG amd TN PeAdvn e&opTHLATOG

| 8. HMEPOMHNIA AHEHX

AHEH
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Metd v apaioon va ypnoonoteiton viog 24 mpmv.

| 9. EIAIKEYX XYNOHKEYX OYAAEHX

dvrdooete kKot petapépete og yoyeio (2°C - 8°C). Mnv KoToyOyETE.
DVAGGGETE TNV TPOYEUIGUEVT] GUPLYYO GTO EEMTEPIKO KOVTL, Y10l VO, TPOGTUTEVETAL OO TO POC.

10. TAIAITEPEX ITPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOTHOENTON ®APMAKEYTIKOQN ITPOIONTQN 'H TON
YHOAEIMMATOQN ITIOY HPOEPXONTAI ATIO AYTA, EOOXON AITAITEITAI

| 11. ONOMA KAI AIEYOYNXZH TOY KATOXOY THX AAEIAY KYKAO®QPIAX

Pfizer Europe MA EEIG
Boulevard de la Plaine 17
1050 Bruxelles

Béhyo

[12.  API®OMOX(OI) AAEIAY KYKAO®OPIAY

EU/1/10/631/004
EU/1/10/631/005
EU/1/10/631/006
EU/1/10/631/011

| 13. APIOMOX ITAPTIAAX

[Moprioa

| 14. TENIKH KATATAZH I'TA TH ATAOGEXH

DoppokevTIKd TPOTOV Y10 TO OTOI0 AMOLTEITAL LOTPIKT CLVTOYT.

| 15. OAHTIEX XPHIHZ

| 16. IMAHPO®OPIEX XE BRAILLE

Nivestim 30 MU/0,5 ml

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

A160106T0TOG YPOUR®TOS KMo (2D) mov pépet Tov TEPIANPOEVTA LOVASIKO OVayVOPIGTIKO KOOKO.
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18. MONAAIKOX ANAI'NQPIETIKOX KQAIKOX — AEAOMENA ANATI'NQXIMA AIIO
TON ANOPQIIO

PC
SN
NN
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EAAXIXTEX ENAEIZEIX I1OY HPEIIEI NA ANAT'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

ETIKETA XYPIITAX

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX(OI) XOPHIHEHZ

Nivestim 30 MU/0,5 ml evécyo didivpa/dtdAvpa yio £yyvon
QUAYpaoTiUN

SC/IV

| 2. TPOIIOX XOPHIHZHE

| 3. HMEPOMHNIA AHEHZ

AHEH

| 4. APIOMOZX ITAPTIAAY

[oprida

| 5. NEPIEXOMENO KATA BAPOZ, KAT' OTKO 'H KATA MONAAA
0,5 ml

6. AAAA XTOIXEIA
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ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEZQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTI

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

Nivestim 48 MU/0,5 ml evéciuo dtdAvua/dtdAvpo yio £yyvon
QUAYpaoTiUN

[2.  TYNGOEXIH XE APAXTIKH(EX) OYZIA(EX)

Kd&0e mpoyepuopévn oopryya mepi€yet 48 exatoppvpio povadeg (MU) (480 pg) pihypaotipng og 0,5 ml
(0,96 mg/ml)

| 3. KATAAOI'OX EKAOXQN

"Exdoya: 0&ikd 0&D yoypod, v3po&eidio Tov vatpiov, tolvcopPikd 80, copPrrodn (E420) kot véwp yia
EVECTLLAL.

| 4. GAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Evéoipo o1dAvpa/dtdlopa yia €yyvon.
1 mpoyeouévn cvpryya tov 0,5 ml

5 mpoygopéves oupryyeg twv 0,5 ml.
8 mpoyepiouéveg ovpryyes tv 0,5 ml.
10 mpoyepicpéveg obpryyec tov 0,5 ml.

[5. TPONOX KAI OAOX(OI) XOPHTHEHE

Awpaote 10 pUALO 0INYIOV TPLY Al TN YOPNYNON.
Movo yw pia xpron.
Mo vwoddpia 1 evooEAEPLa ypnon.

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

Noa puidooetal o€ 0éom, TV ool dev PAETOLY Ko dev Tpooeyyilovy Ta Taldid.

| 7. AAAH(EY) ETIAIKH(EY) TPOEIAOITIOIHXH(EIX), EAN EINAI AITAPAITHTH(EX)

[Ipooctatentikd KAAALLO PEAOVIG EIVOL TPOGOPTNILEVO GTIV TPO-YEUIGUEVT] GUPLYYO. Y10 VO,
TPOCTETEVEL OO TPOVLLO TPOKAAOVUEVO OO TPUTN A TG PeLovng. BAéme @OAAO 0dny1®dV Yo 0dnyieg
YPNONG TOV 0GPUAOVG amd TN PeAdvn e&opTHLATOG

| 8. HMEPOMHNIA AHEHX

AHEH
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Metd v apainon va xpnoyLonoteitat vio 24 mpmv.

| 9. EIAIKEX XYNOHKEYX OYAAEHX

dvrdooete kKot petapépete og yoyeio (2°C - 8°C). Mnv KoToyOyETE.
DVAGGGETE TNV TPOYEUIGUEVT] GUPLYYO GTO EEMTEPIKO KOVTL, Y10l VO, TPOGTUTEVETAL OO TO POC.

10. TAIAITEPEX TPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOTHOENTON ®APMAKEYTIKOQN ITPOIONTQN 'H TON
YHOAEIMMATOQN ITIOY HPOEPXONTAI ATIO AYTA, EOOXON AITAITEITAI

| 11. ONOMA KAI AIEYOYNXZH TOY KATOXOY THX AAEIAY KYKAO®QPIAX

Pfizer Europe MA EEIG
Boulevard de la Plaine 17
1050 Bruxelles

Béhyo

[12.  API®OMOX(OI) AAEIAY KYKAO®OPIAY

EU/1/10/631/007
EU/1/10/631/008
EU/1/10/631/009
EU/1/10/631/012

| 13. APIOMOX ITAPTIAAX

[Moprioa

| 14. TENIKH KATATAZH I'TA TH ATAGEXH

DoppokevTIKd TPOTOV Y10 TO OTOT0 AmOLTEITAL LOTPIKT) CLVTOYT.

| 15.  OAHTIEX XPHIHZ

| 16. IMAHPO®OPIEX XE BRAILLE

Nivestim 48 MU/0,5 ml

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

A160106T0TOG YPOUR®TOS KMo (2D) mov pépet Tov TEPIANPOEVTA LOVASIKO OVayVOPIGTIKO KOOKO.
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18. MONAAIKOX ANAI'NQPIETIKOX KQAIKOX — AEAOMENA ANATI'NQXIMA AIIO
TON ANOPQIIO

PC
SN
NN
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EAAXIXTEX ENAEIZEIX I1OY HPEIIEI NA ANAT'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

ETIKETA XYPIITAX

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOZX KAI OAOX(OI) XOPHI'HEHZ

Nivestim 48 MU/0,5 ml evécyo didivpa/dtdAvpa yio £yyvon

QUAYpaoTIiUN
SC/1V

2. TPOIIOX XOPHI'HIHX

| 3. HMEPOMHNIA AHEHX

| 4. APIOGMOX ITAPTIAAX

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

0,5 ml

6. AAAA XTOIXEIA
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B. ®YAAO OAHI'TQN XPHXHX
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®YrAo ooV ypions: [IAnpogopicg yia Tov yprioTn

Nivestim 12 MU/0,2 ml gvéoyo ovdiopa /o1aivpa yro £yyvon
Nivestim 30 MU/0,5 ml gvéowyo ovdiopa /o1aivpa yro £yyvon
Nivestim 48 MU/0,5 ml gvécipo drdropa /d1aiopa yia £yyvoen

QUAYpaoTiUN

AwfdoTe TPOGEKTIKA 0AOKANPO TO PUALO 0ONYLAV PTG TPV UPYICETE VA YPNCLUOTOLEITE AVTO

T0 QaPNOKO, SLOTL TEPIAAPPEAVEL CNUOEVTIKEG TAPOPOPIES Y1 GUG.

- DdordEte 0vTd TO PUALO 0dNYIDY YpNionG. Towg ypelaotel va to draPdacete Eavd.

- Edv éxete mepattépm amopieg, pOTAOTE TO YLOTPO, TOV VOGOKAOLO 1 TOV POPUOKOTOLO GOG.

- H cvvtayn yio avtd 10 pappoko xopnyndnke amokAelotikd yio oog . Agv Tpémel vo SMGETE TO
QAapHOKO 6€ AAAOVG. Mmopel Vo Tovg TPoKaAEGEL BAAPT], OKOUA KoL OTOV TO GNUEIN TNG
ac0éveldc Tovg eivart 101 e T, KA cag.

- Edv mapatnproete Kamowo avemBOUNTN EVEPYELD, EVILEPDOTE TO YIATPO, TO POPLAKOTOL 1)
TOV VOGOKOUO 60G. AVTO 1oy0el Kat yio, ke mhov avemBountn evépyela mov dgv
aVOQEPETAL 6TO TTAPOV PUAAO 00NYLdV ¥prionc. BAéne mapdypago 4.

T epréyer To mapév pvAro 0dNYLOV:

T etvo To Nivestim kat oo ivat 1) gp1on Tov

T péner va yvopilete mpv ypnoomomaoete o Nivestim
[og va ypnoyomomoete o Nivestim

[MBavég avemBounteg evépyeteg

[Mog va puidocete To Nivestim

[epreydpeva g cuoKeVAGING Kot AOITES TANPOPOPIES

A e

1. T givan To Nivestim kot oo gival n yp1jon Tov

To Nivestim givat £vag avEnTIKOC TapAyovTag TV AEVKOKLTTAP®V (TaPAyovTaC O1EYEPONG ATOIKIDY
KOKKLOKVTTAP®V) KoL aviKeL o€ pio katnyopia eapudkmv wov ovopdaloviot kutokivee. Ot avénrikol
TAPAYOVTEG Elval TPMTEIVES TOV TAPAYOVTAL PLUGIOAOYIKE OO TOV OPYOUVIGUO, AALAL UTOPOVV ETIONG
VO TOPOCKELOGTOVV LE YpNon Proteyvoroyiog, yia va ypnoiponomfodv og eappaka. To Nivestim
dpa EVOLVOUDVOVTOC TOV HVEAD TOV 0GTMV, MGTE VO, TOPAYEL TEPIOTOTEPH AEVKOKVTTAPA.

Toyov peiwon otov apBpd T@v AevkokvtTapwy (ovdeteponevia) pumopel vo cvopuPel Adyw ToAlmv
QLTIOV Kot KaB16TE TOV 0pYavicud oag AyOTepo KavO Vo KATamoAeN el Tic Aotudéels. To Nivestim
S1EYEIPEL TOV HVEAD TOV 0GTMV, MOTE VO, TUPAYEL YPTYOPO. VEX AEVKOKDTTOPA.

To Nivestim pmopei vo, ypnoiporom0ei:

- yio v avénomn tov aptfuol TOV AELKOKLTTAPMV, LETA amd oy®yn e ynuetodeparneia, yio va
BonBnoet oV TPoOANYN TV AodEEWDY,

- yio v avénomn tov aplfpol TOV AELKOKLTTAP®V, HETA A0 HETOUOGYELCT] LDEAOD T®V 0GTMV, Yo
va Bondnoel oty TpOANYN TOV AoDEEWDY,

- mpwv and ynueodepomeio LYNADOV dOGEMV, MOTE O LVELIC TOV OGTMV VO TOPAYEL TEPIGTOTEPO.
BAactoxvtTopa, To 0Moia UTopoHV va cuAdeyBohv Kot va cag exavoyopnynfovv petd tn Oepameio
60G. AVt umopovv vo, Anedodv amod eodc N and Evav d0tn. Ta fAactokdtropa Bo exioTpéyouvy
OTN GLVEXELD OTOV HVEAD TOV 06TMV Kal Oa Tapdyovy KOHTTAPN TOL OiIATOC,

- yio v avénomn tov aptfpov TV AEVKOKLTTAP®V, GE TEPITTMCT TOL TACYETE ATO GOPapN YPOVIL
ovdetepomevia, Yo va fondnoel oty TpoANY”N TV AoU®OEEDVY,
o€ acbeveig pe mpoympnuévn Aoipwén amd tov 160 HIV, mov Ba fondncel ot peimon tov Kivdhvov
TOV AOIUOEE®V.
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2. Tvnpéner va yvopilete Tpiv va ypnopomonjcete 10 Nivestim
Mnyv ypnoipononjoete 10 Nivestim

- o€ TEPIMTOOT OALEPYIAG OTN PIAYPACTIUN 1] G OTO0ONTOTE GALO OO TO GLGTATIKA ALTOV TOV
(OPLAKOV (aVAPEPOVTAL OTIV TAPAYPOPO 6).

[pocdomomoeis Ko TPOPVAAEELS

AmevBuvbheite 6TOV Y1I0TPO, TOV QUPLOKOTOLO 1| TOV VOGOKOO GOG TPOTOV YPNCIUOTOMNGETE TO
Nivestim.

Evnuepaote tov yatpd cag mpv Eekivioete ) Oepaneio €0V Ao ETE 0TO:
- dpemavokLTTaPIKY ovarpio, kKaddg To Nivestim icmg TpokaAEGEL SPETAVOKVTTAPIKT KPioT).
- 00TEOTOP®OT| (VOGOG TV 0GTMV).

Evnuepaote tov ylotpd oag dueco, katd v odpketo g Oepomneiog pe Nivestim, 6€ mepint®on mov:

*  TopovcldceTe Sapvikd onueio oAiepyiog OTmg e&avOnua, payobpa 1 Kvidmon Tov dEPLATOC,
TPNEWO TOV TPOCHTOV, TOV XEIMMDV, TNG YADOGAS 1 GAADY LEPDV TOV GAOUATOS, AUYAVIAGHLA,
oLPLYUO 1) TPOPANUATA GTNV AVATVOT], KAOMG aLTd UTOPEl v 0moTeEAODY onueia piag coPapng
aAdepyikng avtidpaong (vrepevaicincia).

®  gUPAVICETE POVCKMUN GTO TPOCMMO GOG 1] GTOVS AGTPOYAAOVS GOG, AL0 GTA 0VPA GAG 1] 0VPA
YPDOUOATOG KOPE 1 TOPATPNCETE OTL 0VPEiTe AyoTEPO 0md 6,11 GUVIHBWG (oTEPOUATOVEPPITION).

®  &yYETE MOVO OTNV UPIOTEPN AVE KOTAOKT YDPQ, TOVO KATW OO T 0ploTEPE TAELPE 1} OTNV
KOPLPT TOL OPLETEPOD GAG MOV (QVTA Umopel va, €ival CUUTTOUATO, JIOYKOUEVOL CTATVA
(omnvoueyoia) N mOavic pHéNg omAnva).

o mopatnpnoete acvvnoieTn apoppayic N HOAOTIGUO (AVTE UTOPEL VO EIVOL GUUTTOUATA
peimong tov apfpov tev aiponetariov (Opoppomevia), ondTE TO Qi[O COG EYEL LELWUEVT
wKavoTTa TENG).

dreyuovn g 0opTNS (TOL UEYHAOL GLLOPOPOL TO OTTOI0 PETAPEPEL aiipa 0d TNV KOpOld 6ToV
opyavicuo) €xetl avapepbei omaving o kapkivoradeig acbeveig kot og vyieic 80teg. Ta cupnTOHOTA
Umopel va TePIAApPAvoVY TUPETO, KoMK GAY0G, Kakovyio, 0opualyio Kot avENUEVOLS OeiKTEG
eAeynovnc. Evnuepoote tov yotpd oag oTny mEPInT®ON 1oL TaPOVCIALETE TETOLN CUUTTMOLOTA.

AN AVTOTOKPLONG GTNV GLAYPACTIUY

Edv mapovcidoete oandAELn ovTOmdOKpIong i advvapio dltpnong aviondkpiong ot Oepameio pe
QULYpaCTiUT, 0 YI0TPOG c0g Ba SlepeuVNOEL TA AT GUUTEPTAAUPOVOLEVOL TOVL €AV £XETE OVATTOEEL
AVTICOUOTO TOL EEOVOETEPMOVOLV TNV dPAGT] TG GIAYPUCTIUNG.

O ywatpog oag pmopel va Bednoet va cag mapakolovdel otevd, dgite TNV Tapdypapo 4 Tov GOALOL
odNydV yxpfHone.

Edv eiote acBevic mov mhoyel amd coPapr| xpdvia ovdeteponevia, Pmopel va dStoTpéyeTe Kivouvo va
avanTOEETE KapKivo ToL aipatog (Agvyopic, poehodvoniactikd cuvopopo (MDS)). O npénet va
amevuvleite oTOV YLOTPO GOG GYETIKA LE TOVG KIVOUVOLG ELPAVIOTG KAPKIVMV TOV OUATOS KOl TOVE
eAéyyovg mov Oa mpémel va Tpayuotorolovvtatl. Edv speavicete 1 eivan mbavd va epgavicete
KapKivovg Tov aipatoc, dev Oa mpémel va ypnoyLorotioste 1o Nivestim, EKTOG €0V GOG TO TTEL O
Ytpdg Gag.

Edv giote 86tNg PAactokvTTapmV, 1 NAKio cog Tpénet va gival peta&y 16 kot 60 etdv.
IpocéEte Wrnitepa pe dAlo TPOiOVTA TOV OIEYEIPOVY TO AEVKOKVTTUPU

To Nivestim givat £éva Tpoidv amd pio opada TPoiovI®mY Tov SIEYEIPOLY TNV TAPAYMYN TV
Aevkokvttapov. O enayyeiuatiog vyeiag mov cag topakoiovdel Oo Tpémel TAvToTE VO KATAYPAPEL TO
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aKp1PEC TPOIdV TOL YPNCYLOTOLEITE.
Ao @appoxa kot Nivestim

Evnuepoote Tov y10tpd 1 10V @OpUOKOTOW0 oG E4v ToipveTe, £XETE TAPEL TPOGPATO 1) Uitopel vol
népete GAAA PApLOKa.

Kinon kot Oniaopog

To Nivestim dgv £yl dokiuaotel o€ £ykveg 1 OnAdlovoeg yovaiked.
To Nivestim 6gv cuUVIGTATOL KOTE TN S1APKELL TNG EYKLHOGVVIG.
Eivol onpovtikd va eviiuepmoeTe To Y1oTpo oag e0v:

- elote €ykvog N Onralerte,

- vopilete 6T pmopel va elote £ykvog M

- oyed1aleTe Vo AmoKTHOETE TOLSI.

Edv peivete €ykvog xatd ) didpkeia g Oeponeiog pe Nivestim, vuepdoTe TOV Y10TPO OOG.

Edv ypnowomnoteite to Nivestim, pénet vo dtakoyete Tov ONAacpd, eKTog GV 0 Y1oTpdS GO GAG
SLHUPOVAEWEL SLOPOPETIKAL.

001ynon Ko YEPIGUOS PN YoV RATOV

To Nivestim pmopei va £gel pikpn eXidpAOT GTNV IKOVOTNTA GOG 031YNONG Kot YEPIGUOD
unyovnuétov. To edpuoko avtd pmopel vo mpokarécel LaAN. ZuvioTdTol v TEPIUEVETE KOl Vo OEiTE
THO vimbete petd ™ Aqyn tov Nivestim kot TpOToH 00T YNGETE N EPIOTEITE LUNYOVILLOTOL

To Nivestim epiéyer vatpro

Av10 10 Qapuako mepEyel Ayodtepo amd 1 mmol vatpiov (23 mg) avd d6on Tev 0,6 mg/ml 1
0,96 mg/ml, Tpdypo Tov onpaivel 6Tt €ivol oVCLOOTIKG «EAEVBEPO VaTpiovy.

To Nivestim wepiéyel copPrrorn

To @apuaxo ovtd wepiéyel S0 mg copPiroAng oe kabe ml.

H copPirtoin givar anyn epovktdlng. Edv eoeig (1] 1o moudi oag) £xete kAnpovopkn dvcaveéio ot
epovktoln (hereditary fructose intolerance, HFI), o omdvia yevetikn dwotapayn, o€ic (1] To moudi
oag) dev Tpémel va AaPete avtd 10 pappako. Ot acBeveic pe HFI dev pmopodv va dtucmdcouvy
@povKTOlN, KATL TOL UTOPEl Vo TPOKOAECEL GOPOPES AVETBOUNTES EVEPYELES.

[pénel vo evnuep®GETE TOV Y1OTPO GG TPOTOV TAPETE AVTO TO PAPUAKO 0V €0€iG (1] TO OIS GOC)
éxete HFI 1 v 10 moudi oag dev pmopel TAEOV va KATAVOADVEL YAVKA OyNTd 1] TOTA EMEON
alcBdvetar ovaxdaTepo, ELETO 1 aveEMOOUNTEG EVEPYEIEG OMMG LETEMPIGLOG, CTOUOYIKES KPAUTES N
dappota.

3. o va ypnowpomomcete To Nivestim

[Tédvtote va ¢pNoYOTOLEITE TO PAPHAIKO OVTO AVCTNPA COUPMVA LE TIG 00MYIEG TOV Y1ATPOV, TOL
VOGOKOWOL 1] TOV (opurakonolod oag. Edv éxete appifolieg, potiote Tov YoTpd Gog.

o yopnyeital To Nivestim ko w660 00 Tpémer va Tdp;
To Nivestim yopnyeital cuvifog mg kadnuepvi Eveon uéso otov 1616 TOL Ppicketal akpPOC KATM
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amo o dépua (Yvmoti og vrodopia Eveon). Mropel emiong va yopnyndet g kabnuepiv apyn éveon
péoa otn eAEPa (Yvoot og evoopAéfia yyvon). H cuvnng 66om mowidietl avdioya pe T vOG0 Gog
ka1 to Bapog coc. O yotpog cag Oa cog mel mdoo Nivestim 0o mpémel va Taperte.

AocBeveig mov VTOPAALOVTOL GE PHETAUOGYEVLCT LVEAOD T®V 0GTMV PETH amd ynuetodepansio:
Kovovikd 0a Aapete v mpmtn 860m cag pe Nivestim tovddyiotov 24 mpeg petd tn ynueodepomeio
KoL TOVAGIOTOV 24 (DPEC ETA T UETAUOCKEVCT] TOV LVEAOD TOV OGTOV.

Eoeig 1 o dropa mov cog epovtilovy Umopovy vo EKTOISELTOVY GTI| YOPT YN o VITOdOPIOV EVECEMY,
Mot va umopeite va cvveyioete T Bepoaneia cog kat’ oikov. QoT060, dev Ba TPEmeL va To
EMUYELPNOETE OLTO, EKTOC €4V £xeTE MAPEL TPMTA ETAPKT EKTAIOELON GO TOV EMOYYEALATIO VYEIOG TTOV
00G TOPAKOAOVOEL.

INo téc0 karpod Ba yperootel vo Taipve to Nivestim;

Oa ypelootel va maipvete to Nivestim £0¢ 6Tov 0 aplOpdc TV AEVKOKVTTAP®Y 6aG Vo Eival
(QUOIO0AOYIKOC. Oa yivovtal TaKTKG EETACELS QULOTOG Yo TV TTopakoAoVON o Tov aptfpol Tov
AgVKOKVTTAPWOV 6TOV opyavicud cag. O yatpdc cog Oa cag met yio toco kapd o ypelactel vo
moipvete o Nivestim.,

Xpiion o€ oG

To Nivestim yp1GUYLOTOLEITAL GTNV AVTIYETMOTIOT TOV OOV TOV AdpPdvouy ynuelobepaneia 1 wov
ndoyovv amd coPapd yoaunio aplfud AgvkokvtTapmv Tov aipatog (ovdeteponevia). H docoroyia ota
o018 ov Aapfavouy ynuetobepamneio ivar 1 1010 OTMG GTOLE EVIAIKEC.

Eév ypnowpomoujoete peyarvtepn 66on Nivestim amwd Tnv kavoviki

Mnv av&avete ) 00661 TTOL G60G £XEL OMGEL 0 YoTpog cag. Edv vouilete 6t1 cog €xet eyyvoel
TEPLGGOTEPO O’ OGO MPEMEL, EMKOVMVIOTE AUEGHG LLE TO YUTPO GOC.

Edv Eeydoete va ypnopomomcete To Nivestim

Edv &yete yaoel pio éveon, 1| cog €xet eyyvbel TOAY pikpt] TOCOTNTA, ETKOVMOVNOTE LE TOV YIOTPO GOG
TO GUVTOUOTEPO OLVOTO. MNV TtapeTe SITAT 6OGT] Y10, VO OVOTTANPOGETE OTTOL0ONTOTE OOGT TOL
Eexaoore.

Edv éxete meprocdtepeg EpMTNGELG GYETIKA LLE TT] YPTOT OLTOV TOL PAPUAKOV, POTNOTE TO YIATPO, TOV
VOGOKOLO 1) TOV QOPLLOKOTOO GOG.

4. IMBavég avemBOUNTES evEpPYELES

Onwg 6Aa 0 PAPLOK, £TGL KOL 0VTO TO PAPLOKO UTOPEL VO TPOKAAESEL AVETIOOUNTES EVEPYELEG, OV
Kot 6gv TopoVG1alovTal 6€ OAOVG TOVG AvOPMOTOLG.

HopoxaieicOs va evuepooete dpueca Tov YoTpod 6ag katd tn didpkelo g Bepomeiog:

- 0€ MEPIMTOOT TOL EUPAVICETE AALEPYIKT] OVTIOPACT], TOL TEPIAOUPAVEL advvapia, TTOCT TG
apTNPLOKNG TTieong, dOVGKOAID 6TV avamvon, TPHELLo Tov TPoc®Tov (avapviatia), depUaTiKO
e&avonuo, edvinpa pe payovpa (kvidwon), TpHEYLO TOV TPOGOTOV, TOV XEIMMY, TOV
OTOUATOG, TG YADCGAG 1] TOV @dpuyya (ayyelooidnua) kot TpdfAnua oty avamvor| (dvemvola).

- 0€ TEPIMTOOT OV EUPAVIGETE Priya, TLUPETO Ko SUGKOAIN 6TV avamvor| (dvemvola), Kabdg
avtd umopei va givar onueio Tov cuVdPOLOL o&glng avamvevoTikng dvuoyépelag (ARDS).

- o€ TEPITTOOT OV EUPAVIceTE BAGPN o6TOVG VEPPOLS GOG (CTEPAUATOVEPPITION). ZTOVG
acOeveic mov AapPdvovy eilypactiun &xel TapatnpnOei Prapn tov veppmv. Emtkovoviote
OUECMG LLE TOV YL0TPO GOG EAV ELPAVICETE POVOKMUO, GTO TPOGMOTO 1 GTOVG UGTPAUYAAOVS GaG,
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aipo 6To 00pa oG 1 0VPA YPOUATOG KAPE 1 EAV TAPATPNCETE OTL OVPEiTE AyOTEPO A O,TL

cuvnbwg.

- 0€ TEPIMTOOT OV EULPOAVIGETE KOTOLY, OTd TIG TOPUKAT® avemBounteg evépyeleg 1 éva
oLVOLOCUO AVTOV:

o TpNEo 1 povoKmua, To onoio propet va oyetiletan pe Arydtepo cuyvn ovpnon,
duoKoAia otV avamvon, TPNEO oTNY KOt Kot aicOnpo tAnpotntag, Kabmg Kot
YEVIKELWEVO aioOnua kKOTwoNG. To CUUTTOUOTA AVTA AVATTOCCOVTL YEVIKG LE TOYD
pvopuo.

Avtd pumopel va glvol GOUTTOUATO PoG TAONoNS, TOL OVOUALETOL «GUVOPOUO JLAPVYNG

TPLOEWMV» KL 1) OTTO10, TPOKAAEL S10pPON TOL IUATOG aTd T UIKPE, AUoPOpa. ayyeio 6To

OMUO, GOG KO OTOLTEL EXEIYOVOO 1OTPIKT PPOVTIOQ.

- 0€ MEPIMTWOT) OV EUPOAVIGETE GLVOVOGHO OTOIWVONTOTE OO T, TUPOUKATD CLUUTTMOHOTO:

o TOPETOG 1 piyn, 1 aicBnom Eviovou yiyovg, avénuévn KapdloKn cuXVOTNTA, GUYYLCN 1|
OTOTPOGOVATOMGUOG, SVOKOAID GTNV AVOTVOT], OKPAI0g TOVOC 1| SLGPOPIN Kol KOAMDIES
N WOPOUEVO OEPUAL.

Avtd Oo pmopodoay Vo Vol CUUTTOUOTO NG TAON GG TOL OVOUALETOL KOT\OLLLION

(ovopaletar emiong «dNANTNPIOGT TOL AiHATOC»), Uio coPapn AOTU®EN He PAEYLOVOI

ATOKPLOT] OAOL TOL CAOUATOG, 1 ool Umopel va givar ametntikn Yo ™ o1 Kot vo amottel

EMEIYOVCQ 1OTPIKT] PPOVTIOAL.

- 0€ TEPIMTOOT) OV ELLPAVIGETE TOVO GTNV APIGTEPT] AV KOTAOKN YDPa, TOVO KAT® Ao Ta.
apLeTEPE TAELPA 1} TOVO GTNV KOPVPT TOL OUOV GaS, KAODC Pmopel vo, vTapyel TPOPANUO e
TOV oTANVa 600G (810YKmoT Tov oA va (eTAnvoueyaiio) 1 pRén orinva).

- o€ mepintwon mov AauPavete Oepameia yio coPapn ypoVie OVIETEPOTEVIN. Kot EUPUVICETE Oipal
ota ovpa oag (arpatovpia). O yaTpdg oag pmopel va eEeTalel TAKTIKA Ta 0VPO GaG 6V
TOPOVCIAGETE VT TV avemBouNTY evépyeta 1 edv Ppebel Tpwteivn ota ovpa Gog
(Tpwteivovpia).

Mia, cuyvi avemBounTn evépyeLa TG XPNONS TG PILYPACTIUNG Elval 0 TOVOC GTOVG UDEG 1] GTA 0GTA.
600G (LVOCKEAETIKOG TOVOG), O OTOI0G UMOPEL VO, OVTILETOTIOTEL LE TN AYT KAOGIKOV QOPUAK®OV Yo
TV ovaKoLELoT TOV TOVOL (avaiynTikd). X acheveic Tov VITOKEWVTOL GE LETAUOGYEVOT
BAacTokLTIAP®V N LLELOD TV 00TMV, uTtopel va cupuPel Avtiopaon MooyeduaTog Katd EeVioT
(GvHD). Avtn givon pio avtidpaon Tov KuTtdpov Tov 80Tr £vavtt Tov acbevi Tov Aappdvel To
LOGYELUA. ZMUASLO KO CUUTTONOTO TEPIAAUPAVOVY eEAVON LA OTIG TOAGES TOV YEPIDV T T
TELUATO, TOV TOOLDV Kot EAKT Kol TANYEG GTO GTOUN GOGC, TO EVIEPO, TO AP, TO dEPLLO 1 TO LATLOL
00G, TOVG TVEVHOVEG, TOV KOATO Kol TIG apOpdGELS.

Y10V¢ VYiEic 00TEC PAACTOKVTTAPOV UopEl vo TapatnpnOel avénon T@v AEVKOKVTTAP®OY TOV CULLOTOC
(Aevkokvttdpmon) kot 1 peimon tov aporetorov. Etol petdveton ) ukavotnta Tnéng Tov aipotog
oag (BpopPomevia). Avtd Ba TapakorovBodviot amd Tov yraTpd oag.

oAb ovyvéc avemBopunteg evépysereg (Lmopel va ennpedoovy tepiocotepa omd 1 ota 10 dropa):
. peimon Tov aptdpod TOV AUUOTETOAM®Y TOV HEIMVEL TNV IKavOTNTe THENS TOV OiUaTOg
(BpopPomevia)

YoUNAOS aplfudc epvbpokuttdpmy aipatog (ovorpio)

KeQaAaAyial

dppota

€UETOG

vavtio

acvvnOng armAcla 1| apaimon TprydV (ahorekio)

aicOnpa kovpaong (kémwon)

TOVOC Kot TPNEWO OTNV EXEVOLGT] TOV TENTIKOD COAVO, TTOL EKTEIVETOL OO TO GTOUN £MC TOV
TPOKTO (PAeypovn fAevvoyovov)

. mopetdg (mupesio)

Yuyvéc avemBOunTeg evépyeieg (Umopel va ennpedoovy €ng 1 ota 10 dtopa)
. QAEYUOVI TV TVELUOVOV (Bpoyyitida)
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AOTU®EN TOV AVAOTEPOL AVATVEVGTIKOD GLUGTNHUOTOG
ovpoloipmén

petopévn 6peén

dvckoAia otov vavo (abmvia)

CaAn

pelmpévn aicnon evarstneiog, Wiaitepa oto 6éppua (vraictnocio)
LUPUNYKLOGLO, ] LODSLOC LA TOV XEPLDV 1] TOV TOJIOV (TapotcOnocia)
YOUNAT apTNPLoK” Ttieon (VToToon)

VYNAN apTNPLOKN Ttieon (VTEPTAoT)

Prixag

Pyxog ue aipa (aypoémToon)

TOVOG GTO GTOLA, KO TOV PAPLYYQ (CTOUATOQAPLYYIKOS TOVOC)
opoppayio amd tn pot (enictaln)

dvuokooTTO

TOVOG GTO GTOLOL

S1OYK®GN TOL NToTog (NraTopeyoiio)

eEavonua

epLOPOTNTO TOL déPOTOC (pHOM L)

pvikoi oracpol

TOVOC Katd TV 0vpnon (dvcovpia)

TOVOC 610 Bdpaxa

TOVOG

vevikevpévn advvapio (eEacbévion)

veviko aicnuo adiabeciog (Kakovyio)

TPNEWO oTa YEPLOL KOl TO, TOOLL (TEPLPEPTKO 010N L)

avénon tov enmédmv optouévay eviOU®V 6TO aijo
petaforég otic Proynuikég eEETAGELS TOV ApLOTOC

avtidpaon Katd tn HETUyyIon

Oy ovyvég avemBopnteg gvépyereg (Umopet va ennpedoovy £og 1 ota 100 dtopa)

aHENOT TOV AEVKOKLTTAP®Y TOV AipaTog (AEVKOKVTTAP®OT))

aAdepyikn avtidpaon (vrepevoicOnoio)

ATOPPLIYT] TOV PETOUOGYEVHEVOD HVEAOD TV 0GTAV (OVTIOPOOT] LOGYEVLATOG KATA EEVIOTN)
VYNAG emimeda ovptkod 0&E€0G GTO alipla, To OOl UTOPEL VO, TPOKAAEGOVV OVPIKT apBpitida
(vmepovpryopio) (avENpéEvo ovpikd o&d aipatog)

nmatiky PAGPN Tov Tpokoeital and amdEpacn LIKPOV GAEPOV eVTOC TOL NTATOC
(pAePoamoppaxtiKn VOGOG)

01 TVEVOVEG dEV AeLToVpyo v Omtm¢ Oo Empene, pe OmOTEAEC U LEYAAO TPOPANUO GTNV AVOTTVOT
(OVOTVELOTIKY] OVETAPKELDL)

TPNEWO KoM vypd 6TOVG TVEDUOVES (TVELLOVIKO 010N LLOL)

QAEYHOVI TOV TVELUOV®V (dLdpecT Tvevpovordeia)

U1 QLGIOAOYIKEG OKTIVOYPAPIEG TVELHOVOV (TVELUOVIKT| dtBnomn)

aoppayio omd Tov Tved oV (TTVELHOVIKT apLoppayio)

amovcio amoppdENong Tov 0&uYdvoL aTov Tvedova (vo&io)

e€avinuo pe eCoykmpévo déppa (knAdoPratidmoeg e&avOnua)

vOG0G TTOV KAVEL TO, 0GTA VA YIVOUV AyOTEPO TLKVE, TTO AOVVOLLOL, TO EKOPAVGTA Kot
TOOVOTEPO VO GTTAGOVY (0GTEOTOPWGT))

avtidpacn 6To onpeio g Eveong

Yravieg avemOopnteg evépysaieg (umopel va ennpedoovy €oc 1 ota 1.000 dropa):

cofapog TOvog ot 00T, TOV BdpaKa, TO £VIEPO 1| TIG APBPDCELS (SPETAVOKVTTUPIKT OVOILLLIOL LE
Kpion)

EapViKN omenTikn o T (o aAdepyikn avTidpoot (AVOQLACKTIKH avTidpaoT))

novog Kot TpHERo otic apbpmaoeic, Tapopola pe ovpikn apbpitida (yevdonoddaypa)
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e uio oAAayn 6TOV TPOTO TTOL TO CAOU GO PLOUILEL Ta VYPE EVTOC TOL COMOTOC KOl UTOPEL VL
odnynoet og TpNEo (Sotapayés OYKov vYPMV)

QAEYLOVI TOV QUOPOP®V AYYEI®MV TOL dEPUOTOC (SEPUATIKT Oy YEUTION)

BabukoKKIVOU YPOUOTOS, SIOYKOUEVEC, EMMOVVEG TANYEC OTO GKPO Kol OPLGUEVES POPEC GTO
TPOCHOTO KOl GTOV AALO LE TUPETO (GUVOpoUOo Sweet)

eMOeivoT pELUATOEWDOVG apBpiTidog

acvviOng aAdayn ota ovpa

LELWUEVT] OGTIKT] TUKVOTNTA

QAEYHOVI TNG 0OPTNS (TOL HEYAAOL OOPOPOV OlyYEIOV TO OO0 UETAPEPEL i alTd TNV Kopdtd
ooV opyavioud), PA. Tapdypago 2

®  OYNUOTICUOG KVTTAP®V OiaTOg EKTOG TOL LVEAOD T®V 00TMV (eE®muvelKn alporoinon).

Ava@opd avemOuunTOV EVEPYELOV

Edv mopotmpfoete Kamoto avemBOunt eVEPYELN, EVILEPDGTE TOV YLOTPO, TO PUPUAKOTOLO 1) TOV
VOGOKOWO 00G. AVTO 1oyVeL Kot Yo kGBe mhov avemBountn evépyela Tov dev avapEPETAL GTO TAPOV
@OALO 0N YDV Ypriong. Mropeite eniong va avaeépete avemBounteg evépyeleg anevbeiog, HEG® TOL
€0VIKOU GLGTNUATOG AVOPOPAS TOV avaypapeTal 6To [lapdpmmua V. Mécm g avapopdg
AVETOOUNTOV EVEPYELDV UTOPEITE VO PonONCETE GTN GLALOYT| TEPIGGOTEPWOV TANPOPOPLOV GYETIKA
LE TNV ACPAAELD TOV TAPOVTOG PAPHAKOL.

5. [ og va puidaooete To Nivestim
To @apuako ovtd TPETEL VO PUAACCETOL GE UEPT) TOV OEV TO PAETOVY KoL OV TO POAVOLV TO TOUdLA.

Noa pn ypnoLonoteite ovtd 10 PAPUOKO LETE TNV Nuepounvio ANENG Tov avapépeTatl 6To eEMTEPTKO
KOVTi Kot TNV Ttpo-yepuspévn ovpryya petd 1o « AHEH/EXPy». H nuepounvio Anéng eivar n televtaia
NUEPX TOVL UAVO, TTOL OVOPEPETOL.

dvrdooete ko petapépete og yoyeio (2°C - 8°C). Mnv katoydyete. DVAACCETE TNV TPOYEUOUEVN
oVpLyyo 610 eEMTEPIKO KOVTL, Y10, VO TPOGTATEVETAL OO TO PWG,

H obpryya pmopei va amopokpovOei amd to yoyeio kot vo torofetn el og Oeppoxpacio dopatiov (ot
movo amd 25°C) yuo pia eviaia Tepiodo Emg 15 nuepdv.

Na pn ypnolLonoteite ovtd 10 PAPUOKO AV TOPATNPNCETE OTL Elvar BoAO N vVAGPYOLY cCEOUATIOW.

Mnyv etdTe QAPLOKA GTO VEPO TNG OMOYETELONG 1) OTA GKOVTIOIN. POTNOTE T0 PapUOKOTOLO GOG Yia.
TO TOG VO TETAEETE TA PAPLLOKA TOV OEV YPNOLOTOLEiTE o AvTd Ta LéTpa B fonbrcovv oty
TPOGTOGio, TOV TEPPAALOVTOC.

6. Mepreyépeva TG GVOKEVAGING KO AOUTEG TANPOPOPIES
T epréyer To Nivestim

. H dpaoctikn ovoia givar | pikypaoctiun. Kébe ml mepiéyel 60 exatoppvpia povadeg [MU] (600
ug) N 96 exatoppvplo povadeg [MU] (960 ug) eiiypactiung.

. Nivestim 12 MU/0,2 ml evéoyo didhvpa/dtdAvpa yio £yyvon: ke Tpoyeiopévn cupryya
mepi€yet 12 exatoppvpio povadeg (MU), 120 pug eiiypaoctiung og 0,2 ml (avtiotoyel o
0,6 mg/ml).

. Nivestim 30 MU/0,5 ml evéoyo didhvpa/dtdAvpa yio £yyvon: ke Tpoyeuopévn cupryya
nepi€yet 30 exatoppvpio povadeg (MU), 300 pug eiiypaoctiung og 0,5 ml (avtiotouyel o
0,6 mg/ml).

. Nivestim 48 MU/0,5 ml evéoyo didAvpo/dtdAvpa yio £yyvon: kGO Tpoyeouévn cupLyya.
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nepiéyel 48 exatoppvpro povadeg (MU), 480 pg pikypaotiung o 0,5 ml (avtiotoyel o
0,96 mg/ml).

. Ta dAda cvototikd givat o0&k 0&L (Woypd), VOPo&eidio Tov vatpiov, copPitorn E420,
ToAVGopPiko 80, KoL VOWP YO EVECIUAL.

Epg@évion tov Nivestim ka1 wepieyopeva T 6vokevaciog

To Nivestim givar £va 6100YEC, AYP®UO EVEGIO SIAAVLO/SIAAV LA Y10 EYYVOT GE YOAAYN
TPOYELGUEVN cuPLYYQ e BeEAdVN cOpLYYaS (avOEEIDMTOC YOAVPOGC) e TPOSTATELTIKO KAAV L
Berovng. To kdAvppa g PeAdvng Tepiéyel puokd elacTikd emoledikng fdong (epoxyprene), Eva
TOPAYDYO TOV PLGIKOV ELOGTIKOV AGTeE OV evdEyeTal va EpOeL e emapn pe T Pehdvn.

Yrdapyovv 1, 5, 8 1 10 cvpryyeg o kdbe cuokevacio. Mropel va unv KuKAOQPOpPOUV OAEG OL
GLOKEVOGIES.

Karoyog Adciag Kvkhopopiag

Pfizer Europe MA EEIG
Boulevard de la Plaine 17
1050 Bruxelles

Béiyo

Hapaockevaotiig

Hospira Zagreb d.o.o.
Prudnicka cesta 60

10291 Prigorje Brdovecko
Kpoartia

INo omoladnmote TANPOPOpio GYETUKE LLE TO TOPOV PAPUOKEVTIKO TPOIOV, TAPUKUAEISTE VL
amevfuvheite GTOV TOTIKO AVTITPOGMTO TOV KATOYXOL TNG AdEWNG KUKAOPOPIaG:

Belgié/Belgique/Belgien Lietuva
Luxembourg/Luxemburg Pfizer Luxembourg SARL filialas Lietuvoje
Pfizer NV/SA Tel: +370 52 51 4000
Tél/Tel: +32 (0)2 554 62 11

buarapus Magyarorszag

[aiizep JlrokcemoOypr CAPJI, Kion Pfizer Kft.

boearapus Tel.: +36 1 488 37 00
Ten.: +359 2 970 4333

Ceska republika Malta

Pfizer, spol. s r.0. Drugsales Ltd

Tel: +420-283-004-111 Tel: +356 21 419 070/1/2
Danmark Nederland

Pfizer ApS Pfizer bv

TIf.: +4544 20 11 00 Tel: +31 (0)800 63 34 636
Deutschland Norge

PFIZER PHARMA GmbH Pfizer AS

Tel: +49 (0)30 550055-51000 TIf: +47 67 52 61 00
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Eesti

Pfizer Luxembourg SARL Eesti filiaal

Tel: +372 666 7500

EAada
Pfizer EAAAT ALE.
TnA: +30 210 6785 800

Espaiia
Pfizer, S.L.
Tel: +34 91 490 99 00

France
Pfizer
Tél: +33 (0)1 58 07 34 40

Hrvatska
Pfizer Croatia d.o.o.
Tel: +385 1 3908 777

Ireland

Pfizer Healthcare Ireland Unlimited
Company

Tel: +1800 633 363 (toll free)

Tel: +44 (0) 1304 616161

island
Icepharma hf.
Simi: +354 540 8000

Italia
Pfizer S.r.l.
Tel: +39 06 33 18 21

Kvzpog

Pfizer EAAAX A.E. (Cyprus Branch)

TnA: +357 22 817690

Latvija

Osterreich
Pfizer Corporation Austria Ges.m.b.H.
Tel: +43 (0)1 521 15-0

Polska
Pfizer Polska Sp. z o.0.
Tel.: +48 22 335 61 00

Portugal
Laboratorios Pfizer, Lda.
Tel: +351 21 423 55 00

Romaénia
Pfizer Romania S.R.L.
Tel: +40 (0)21 207 28 00

Slovenija

Pfizer Luxembourg SARL

Pfizer, podruznica za svetovanje s podrocja
farmacevtske dejavnosti, Ljubljana

Tel: +386 (0)1 52 11 400

Slovenska republika
Pfizer Luxembourg SARL, organiza¢na zlozka
Tel: +421-2-3355 5500

Suomi/Finland
Pfizer Oy
Puh/Tel: +358 (0)9 430 040

Sverige
Pfizer AB
Tel: +46 (0)8 550 520 00

Pfizer Luxembourg SARL filiale Latvija
Tel: + 371 670 35 775
To mapdév eviro 0dNYLOV prions avabepnOnke Yo Televtaio popa otic {MM/EEEE}

Aemtopepeic TANPOPOPIES Yo TO PAPLOKO aVTO ivol dlafEcIEG 6TO dIKTLAKO TOTO ToVv Evpmmaikod
Opyaviopov @apudimv: https:// www.ema.europa.eu/.

Oonyiec Yo 10 TAOG B0 KAVETE TNV £VEGT GTOV EQVTO GOG
Avti M TOpAypOPOg TEPLEYEL TANPOPOPIES V1oL TOV TPOTO [LE TOV 0010 UIMOPEITE VO, KAVETE LOVOL GOG

v éveon tov Nivestim. Efvol onpovtikd vo pnv entyepnoete vo KAVETE EVEST LOVOL Gag Tapd LOVO
€V £xete €101KA ekTadELTEL 0d TO YLoTpd M TN voonebtpld cag. Eivar emiong onpovtiko va

49



amoppiyete T cLPIYYa o€ (AdATPNTO) KOUTL amdppryng Yo oryunpd avtikeipeva. Edv dev giote
olyovpog/n OYETIKA LE TN XOPNYNOT| TNG EVECTG 1] EQV £XETE OTOIEGONTOTE EPWTNOELS, TOPUKAAEIGOE
va {ntnoete T Pondela Tov yraTpov N TS VOOTAEDTPLAS GOg

g Oa kave Ty éveon tov Nivestim;

To Nivestim cuvifw¢ yopnysitan pia opd nuepnoing pe £veon, cuvibmg oTov 1610 aKPPOS KAT®
oo 1o Oépua. AvTo ival YvooTo oG vroddpla EVeo).

Edv pnabete va kdvete v €veon puovol 6og, antd onuoivel 0Tt dev Oa yperdleton TAEOV va TePIUEVETE
0TO GT{TL GOG Y10 TN VOGNAEDTPLA, 1) VO TPETEL VO EMICKEPTEITE TO VOGOKOUELD 1 TNV KAWVIKNY KAOE
pépa yuo va Aapete v €veon oag,.

[pénet va kavete v £veon mepimov v id1a dpa kadnuepvd. Ta TAéov KatdAlnio onueio yio va,
KéveTe €veon elvat:

. To enbve P€POC TV UNPAOV GoC,
. H kot ydpa, eKTOC 0md TNV TEPLOYN] YOP® OO TOV OUPOAD.

Eivar kaAvtepa va adhalete 10 pépog mov Kavete Eveon Kabe uépa, €161 MGTE va, unv dnuiovpynel
Kivouvog epedioov og KAmolo TEPLoy.

E&aptijuara wov ypetalovrai yio Ty yopniynen

[Mo va kévete 6ToV €0VTO GOG L0 VTOOOPLN EVECT], OOl YPENCTEITE TO TAPAKATM AVTIKEILEVOL:

. Mia kotvovpylo TpoyepGHEVT ouptyya Nivestim.

. "Eva kouTi amoppiyng ayUnp®v oVTIKEILEVOV (ad1ATPNTO) Y10 TV GO ATOPPIYT| TOV
YPNOLLUOTOMIEVOV CLPTYY®V.

. AvTIoNTTIKE povTnAdkio (Eav GLGTAVETAL A0 TO YIOTPO GG 1) TI VOCTAEDTPLN).

Ilag va kavo Ty vmodopia. Eveon tov Nivestim;

1. IIpoomabnote va kdvete TV £veon mepimov Vv 1010 dpa. kGbe nuépa.

Bydte to kovuti mov mepiEyel Ty mpoyepopévn cvptyya Nivestim omd To yoyeio.

3. Aopaipéote ToVv dioko Tumov kuyEAng (blister) Tov mepiéEyel TNV TPOYELGUEVT] GUPLYYA Ol
to kovti. Otav to Kovti mTePLEyeL diokovg TOTOL KLWEANS (blister) pe meplocdTepeg amd
pio TPOYEUGUEVES GUPLYYES, OMOKOWTE TOV dicko TOHmov kuyéAng (blister) Tov mepiéyet
pio Tpoyepopévn cvPLYyo Kot PHNKog ToL SLATPNTOL LEPOVG KAl EMGTPEYTE TOVG
VIOLOITOVG dickovg TOTOL KLWEANC (blister) mov TEPLEYOVY TPOYELGUEVEG GUPLYYEG OTO
KOLTL KOl EMGTPEYTE TO KOVTL GTO Yuyeio.
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4. Avoi&te tov dioko Tomov KuyéANg (blister) mov mepi€yel TV TpoyepiouéEV cHpLYYO,

OTOKOAADVTOG TO KOTAKL amd ToV dioko Tumov KuyéAng (blister). Apaipéote v
TPOYELGUEVT] GVPLYYa omtd ToV dioko Timov kuyEANG (blister), kpatdvTag TV amd T0
GO0 TNG CLPLYYOC.

e Mn ovykparteite To YKptl kGAvppo e Perdvng i ) pdfdo tov gpPforov.

ELéyEte ) ovpryya yio va Befotwbeite 6T TO TPOSTATELTIKO TNG PEAOVNG KAAVTTEL TOV
KOAMVOPO TNG TPOYELGUEVNG cLPLYYaS. MnVv mECETE TO TPOOTATELTIKO TG PEAOVNG EMAV®D
oo To KdALppo TG BeEAdVNG TPy amd Ty €veon. 'Etot evdéyetan va evepyomoindei 1 va
aoQOAicEL TO TPOGTATELTIKO TNG feLovng. Edv To mpoctateutind g BEAOVNG KOADTTEL TN
Belovn, avtd onpaivel 0Tt £xel evepyomomOei.
BeBaiwbeite 611 10 didAvpa eivar dStavyEg, AP0 Kot OVCLUGTIKA EAeVBEPO OpaTdV
copotdinv. Mnv eléyyete 10 TPOidY HEGO, amd TO TAAGTIKO TNG S TUENG ACPAAELNGC.
EXéyEte v nuepounvia endvo oty etikéta yio va Befoiwbdeite 6t1 dev Exel mapéibel n
nuepounvia ANENG ToL POPUAKOV.
BeBaiwbeite 011 €xete KOVTA 00G TO KOVTL ATOPPIYNG Y10l YU PG OVTIKEIUEVA
(ad1dtpnTo).
Aonote v Tpoygopévn cvplyya vo eTacel o€ Beppokpacio dwpatiov (Tepinov 6tovg
25 °C). Avtd Bo dwpkéoetl 15-30 Aemtd.

o Mnyv agoipécete To KAALUUA TNG BEAOVNG TNG cOPLYYOC EVOG® OPNVETE TNV

TPOYELGUEVT] aVPLYYa Vo EADEL o€ Bepuokpacio dopatiov.
o Mnv avaxweite ) cOpryyo.

1 [Ipoctatevtikd Pehdving
2 Kéivppa Berdvng

3 dapuaxo

4 Papoog euporov

e M ypnoiponoun|oete 11 oVpLyyo Nivestim gav:

o To xovti givar ovoryTo 1] KATEGTPOUUUEVO.

o To mpoctatevtikd g Perdvnc Aeinet, &yl amokoAAnOel 1 Exel evepyomomnOel.

o To pdppoko givar BoAd 1 ATOYPOUOTICUEVO 1) LEGO, GTO VYPO EMTAEOVY
ocopatiow.

o Omolodnmote UEPOG TNG TPOYEUICUEVIIC CVPLYYOS PAIVETOL PAYIGUEVO 1) CTTAGLEVO
N VEGPYEL O10PPOT| TOV VYPOV GO T GVPLYYO.

o H mpoyepiopévn oopryya €xel méoetl kdtw. H mpoyepiopévn cdpryya pumopet va
€YEl OTAGEL, OKOUO Kal €0V Oev UTTOPEiTE Vo OEiTE TO GIAGLUO.

o To xdivpupa g PeAdvng Aeimel 1} dev €xel otepemBbel KAAGL.

o Hnuepounvia Anéng mov avaypdeetol oty eTikéTa £yl TapEAOeL.

g OAEG TIC TOPATAV®D TEPUTTOCELS, OTOPPIYTE TNV TPOYELUGHUEVT] GUPLYYO KoL
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o

YPMNOLLOTOGTE LI KOVOVPLO TTPOYEUGUEVT] GVPTYYO.
Emiélre o avetn, Kol QOTICUEVT ETIPAVELN Y10 VO KAVETE TNV £VECT 00G Kot EAEEYTE
N 6061 oL cag EYEL GVVTOYOYPAPNOEL.
[T\Ovete GYOAACTIKA T YEPLO. GOC LE GOTOVVL Kail VEPO.
Kpatnote v mpoygicpévn cupryya omd 10 GO TOL TPOGTATELTIKOD TNG PEAdVNC LE TO
KdAvppo TG BEAOVIG va dglyveEL TPOG TO TAV®.
o Mnyv kpatdte and TV KEQPAAN TOL EUPOLOV, TO £UPOLo 1 TO KOAVUUA TNG
Berovng.
Mnyv tpafdre To £uPolo TPOG Ta TGM GE OMOLNONTOTE GTIYUN.
o Mnyv aopaipeite To KGALUUA TNG PEAOVNG OO TNV TPOYEUICUEVT CVPLYYO TOPE
LOVO £QOCOV €lGTE £TOLOL Y10 TV £VECT] TOL POPLAKOV.
Bydite to k@Avppa tng BELOVNG amd T cOPYYR KPUTMVTAG TOV KDAVOPO Kol TPaPfdVTIS
10 KaAvppa tng felovng evbeia Tpog ta £® Kot avTifeTa 0o TO MU GG, TPOCEKTIKG,
YOPIG va. To TepIoTpEYETE. ATTopPiyTe TO KA TNE feAdvne. Mny enoavatomofetnoste
To KGALpUpe TG Perdvng. Mny miéoete to EuPoro, unv ayyitete T PeAovn kai unv
OVOKIVT|GETE T GUPLYYOL.

10.

11.

12.

H cbdpryya eivar tdpo étoyun yia yprion. Mropei va mapotnpioete pUio WKpy QuGoAida
aépa ot oVpLyya. Agv gival amapaitnTo Vo aQUPEGETE T1 PLGOAIdA TPV TNV EVEOT).

"Eveon tov dwwdvpatog poli pe tn euooiida etvar axivovvn.

Amopaciote oy 0o kdvete v éveon tov Nivestim — Ppeite £va onueio 610 uIpocTIvo
UEPOG TNG KOIAOKNC GOG YDPOG N OTO UTPOCTIVO LEPOC TOL UNpod cag. ExléEte
dtpopeTikd onueio éveong kdbe popd. Mnv emiélete éva onpueio mov gival epebiopévo,
KOKKIVO, |LE LOADTEG 1] OVAEC. ATOAVUAVETE TNV TEPLOYT TOV OEPLATOC LE EVOL
OVTIGNTITIKO LLOVTTAGKL.

Towmmote pio HeYaAn ETLPAVELD TOV SEPUATOG, TPOGEXOVTOS VO, UMV OKOVUTGETE TNV
mepLoyN mov £xete kabapioet.

Me 10 dAAO XEPL, KPOTHOTE TNV TPOYEUICHEVT GUPLYYO OTte¢ Bo KpaToDoaTe Eva LOADPL.
Me (o ypiyopn kivnon ocav va «metdte BeAdkyy siodyete v Pehdvn og yovia mepimov

45° ot0 6éppa, OTWS PAIVETAL OTNV EIKOVA.

13.

Tpapn&re ehappd to EUPoro mpog Ta Tiowm Yo va eEAEYEETE eV LITAPYEL Oipa. GTT GUPLYYA.
Edwv beite aipo péoa otn cvplyya, amopakpovete ) PeAdv Kot ELGAYETE TN 6€ GAAO
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onpueio. QOMote 10 EUPoro apyd HEYPLS OTOL £xEL AOELAGEL OAO TO TEPIEXOUEVO TNG
GUPLYYOC.

14. A@o¥ evécete T0 S1AAV UM, UTOUAKPVVETE TI GUPLYYa, O TO OEPUAL.

15. Empepaidote OtL T0o KAALUUO, TG PEAOVIG KOADTTTEL TN PEAOVI] GCOUQ®VA UE TIG TOPAKAT®
odnyieg yia To evepyd kavppa BeAdvne N To madnTikd Kalvppo feAdvng.

16. Mnv npoorabnocete va enovatomodetnoete To KoAvupa g ferdvne. Tonobetote T
oLPYYO GE KOVTL ATOPPLIYTG QLYUNPDV OVTIKEILEVDV (ad18TPNTO).

o Kpotiote Tig xpnoIonompéveg cvplyyeg o€ Béon v onoia dev PAETOLY Kot dgv
nmpoceyyilovv ta Todid.

o [loté punv metdte T1g YPIOUOTOUUEVES GUPLYYES OTOV KOVOVIKO KOO0 OIKIOK®DV
OTTOPPILLATOV.

Oupnlsite

O1 ep1oc0TEPOL AVOPOTOL UTOPOVV VO, LABOLY VO, KAVOVY DTTOSOPLO. EVECT) GTOV E0VTO TOVG. L26TOCO,
eqv avTeTONicete SuoKolieg, mapakaieiche va unv diotdoete va avalntnmoete fondewa kot
GLHUPOVAEG amd TO Y1ATPO 1) TN VOONAEDTPLA GOG.

Xpijon Acpalovs Evepyod Ilpootatevtinod Kaidupuaros Belovyg yia o Nivestim 12 MU/0,2 ml
gvéopo ordivpa/owdiopa Yo Eyyvon

H mpoyepiopévn cOpryyo £xel TPOGOUPTNEVO VO, AGPAAES EVEPYO TPOCTAUTELTIKO KOAVUUO BEAOVIG
Y10l VO TPOGTOTEVEL GO TPOVLLO TPOKAAOVUEVO amd TPVTN LA TG feAovns. Katd to xeipiopod g
TPOYELUGUEVTG GUPLYYOC, KPATHOTE TO, XEPLU OOG To® 0td TN PEAOVT.
1. Kdvete v éveon cOLQ@VA LLE TNV TEYVIKT TOL TEPLYPAPETOL TAPATAVE®.
2. Otav oAOKANPOCETE TNV £VEGT], LETOTOTIOTE TO TPOCTATEVTIKO KAAVHLO TPOG TO EUTPOG
pEYP1G 6Tov KaAveBel Tedeimg 1 feAdVN (TO KAALHUO KAVEL «KKAK» OTOV PTACEL oTr 0€0m).

1 2
4449494
4449449

Xpijon Acpalovs laOntixod lpoorarsvtinod Kaldpuaros Beioviyg yia to Nivestim
30 MU/0,5 ml evéoypo draiopa/dvaiopa yio £yyvoen ko to Nivestim 48 MU/0,S ml gvéorpo
oldlvpa/ovaiopa Yo £yyvon

H mpoyepiopévn cOpryya £xel Tpocaptnuévo £va ao@AAES TN TIKO TPOCSTATEVTIKO KAALUUA BEAOVIG
Y10l VO TPOGTOTEVEL OO TPOVLLO TPOKAAOVUEVO amd TPOTNUa TG Perovng. Koatd To xeipiopod g
TPOYELUGUEVTG GUPLYYOC, KPATAOTE TA, YEPL0L 00G TIGM 0o T POV

1. Kdvete v €veon cOLQ@VA LLE TNV TEYVIKT] TOL TEPLYPAPETOL TAPUTAV®.

2. Iliéote 1o £uPoro kpatdvtog 1o onueio oTPIENG TV daKTOA®MY, HEXPIC OTOL £xEL xopnynOel
O6An M 86oM. To madnTkd kdAvpupo Belovng AEN Oa evepyomomBei edv dev Exet dobei OAH 1
doon.
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3.  AmopaxpOvere Tn cOptyyo amd To dEPLO, OPNOTE TO EUPOAO KOl EXTPEYTE GTN CLPLYYA VO,
petaxkvnfel Tpog o TAve PEYPIc 6Tov KoAvedel OAN 1 Pelovn kot KAEWOMGEL ot BE0.

OI TIAHPO®OPIEX ITIOY AKOAOY®OYN AIIEYOYNONTAI MONO XE I'TATPOYX H
EITAITEAMATIEX TOY TOMEA YI'EIONOMIKHEX ITEPIGAAYHX:

To Nivestim dgv mepiéyel cuvtnpnTkd. Aapfavovtag vedyn tov mhavd Kivouvo pkpoflokng
uéivveng, ot cOptyyeg Tov Nivestim givar poévo yio pia ypfon.

Toyaio €ékBeon oe Beppokpacio Katdyvéng yio dStdotnio Emg 24 mpeg dev emnpedlel T otabepotnTa
tov Nivestim. Ot KATEYVYUEVEG TPO-YELUGUEVEG GUPLYYEG UTOPOVV VO, EETAYMDGOVV Kot VO,
tomofetnovv og yuyeio yia peAlovtikn yprion. Eav n ékBeon vrepPaivel Tig 24 dpec, 1) €bv €xel
KatayuyOel mive amd o eopd, tote To Nivestim AEN 0a npénet va ypnoyomoindet.

To Nivestim dgv TPETEL VO APULDVETOL LE STOAVLOTA YAMPLOVYOV VATPiov. AVTO TO PUPUAKEVLTIKO
TPOTOV OEV TPEMEL VO, AVOULYVOETOL PLE GALD QOPUOKEVTIKA TPOTOVTO EKTOG OVTMV TOL OVAPEPOVTOL
napokate. H apaiopévn eidypoaotipn propel va aroppoendet amd yuodAva, kKot TAASTIKO DAKE, EKTOS
edv etvar apotmpévn 0TS TEPTYPAPETOL TAPUKAT®.

Edv ypelaotet, To Nivestim propet vo apoiwdel pe diddlopa yAokolng 5%. H apaiowon péypt tehxng
ovykévpmang Ayotepo tov 0,2 MU (2 ug) avd ml de cuvietdral o€ kouio mepintmon. To didAvpo Oa
TpENEL VO, EMOEMPEITOL OTTIKA TPV Ao T YpNon. Oa TPETEL va YPNCLOTOLOVVTOL LLOVO dlovyn
ddvpata yopic v Tapovoio copotdiov. [a acbeveic mov Aapfdvovy aymyn e eAypaotiun
APOIOUEVT] GE GLYKEVTPAOGELG AryoTtepo Tov 1,5 MU (15 ug) avd ml, 8o tpénetl va tpootebei
avOpamvn Aevkoupativ (HAS) péypt tehkng cvykévipoong 2 mg/ml.

Hopaderypa: Xe tehkd 0yKko 20 ml, cuvolikég d6celg erhypactiung kKato tawv 30 MU (300 pg) fa
wpENEL VO, yopnyovvtot pe v tpoctnkn 0,2 ml dtadduotog avlpmmiving Aevkopotivig 200 mg/ml
(20%). Otav apowmverol pe dStalvpa YALKOIng 5%, to Nivestim givat cupBotd pe To YOOAl kot pe pio
TOWKIAQ TAOGTIKGOV cupmeptAappavopévev tov moivfivoioyimpidiov (PVC), tng moivolepivng
(cvumoAvuepég TOAVTPOTLAEVIOD Kot TOAVUBVAEVIOD) Kol TOV TOAVTPOTVAEVIOL.

Metd v apaioon: H ynukn kot guoik otafepdtnta Katd Tn ¥p1non ToL opotdUEVOD ST0ADIATOG
v Eyyoon €xet KataderyOel yia 24 dpec otovg 2°C émg 8°C. And pikpofloroyikng droyng to Tpoiov
0o pémer va ypnoonombei apéownc. Edv dev ypnoponombei apéomc, n d1dpkela kol ot GLVONKeg
amofnKevoNG KATA TN YoM AToTELODY EVOVVN TOL YPNOTY Kot dEV TPETEL PLGIOAOYIKA VoL EEMEPVOVV
115 24 dpeg otovg 2°C €mg 8°C, extdc €dv 1 apaiwon xel Tpaypatomombel o eEleyyOpeVeS Kot
EMKVPOUEVEC AoTTTTEC GLUVOTKEC.
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