OYAAO OAHI'IQN XPHXHYX: IAHPO®OPIEX I'TA TON XPHXTH

Accofil 48 MU/0.5 ml (0.96mg/ml) draivopa yio éveony/ £yyvon 6€ TPOYEUIGUEVT GOPLYYX
QypaoTiun

AP aoTE TPOGEKTIKA OLOKAN PO TO QVAAO 0ONYLOV YP1ONGS TPV UPYIGETE VA YPNCLUOTOLEITE AVTO
70 Qappoxo, H6TL TEPLAUPPEVEL SNUOVTIKEG TANPOPOPiES VIO TOC.

o  Dvld&te avTO TO PUALO 0OMYIBV Yprone. Towg ypelaotel va to dwPdcete Eava.

o  Edv éyete meportépm anopiec, poTNoTe TOV Y1TPS 1) TOV GOPLOKOTOLO GO,

e H ovvtayn yio ovtd 10 papproKo xopnynonke amokAEloTIKA yio 6aG. Agv TPEMEL VO SDGETE TO
@apuoko o€ GAAovg. Mmopel va Toug TpokaAésel PAAPN, axopa Kot OTav To, oMueia TG aohEveldg
TOVG €ivan 1010, LLE TOL KA OO,

o  Edv mopompnoete Kamoo avemBOUnTN EVEPYEL, EVILEPDGTE TOV YIATPO, TOV PUPUUKOTOLO 1|
TOV VOGOKOUO G0G. ALTO 1oy0el Kot Yo kKAOe mBovi) avemBOunTn evépyelo mov Ogv aVOPEPETAL GTO
POV OALO 001 YLDV YpNone. BAéme mapdypaeo 4.

T Tepréyer 1o Tapév AL 00N YLOV:

T etvon To Accofil ko mowa givor  yprion Tov

T mpénet va yvopilete Tpv ypnoponomoete to Accofil
[g va ypnoomomoete to Accofil

[MBavég avemBounteg evépyeteg

Iag va puidooete T0 Accofil

[epreydpeva g cvokevaciog Kot Aomég TAnpopopieg

Sk wdE

1. Tueivor to Accofil kan owa givar n xprjon Tov
T givan To Accofil

To Accofil eivan évag mapdyovtag avamtuéng tov Aeukdv apoo@ulpinv (tapdyoviag S1€yepong
ATOIKIMV TOV KOKKIOKLTTAP®V) KOl AVIKEL GE 10l OLLAdN PAPUAK®Y OV OVOUALOVTOL KUTTOUPOKIVEG.
Ot mapdryovteg avamtuéng elvat TPMOTEIVESG TOL TOPAYOVTOL PUGLOAOYIKE GTOV OPYOVIGUO, OAAL
UITOPOVVVO TTOPOUCKELAGTOVY Ko IE TH yprion Proteyvoroyiag, yio yprion og edpupoxka. To Accofil
Agrtovpyel TAPOTPHVOVTAG TOV HVEAD TV 0CTMV VO, TOPAYEL TEPICCOTEPH AEVKA CLLOCPOIpLAL.

Mia peiowon tov aptfuol 1oV AEVKOV aLocEUPimY (OVOETEPOTEVIN) UTOPEL VO TAPOVCIUCTEL YLo
SaQopovg AOYOLE Kot KaOIGTH TO MU GG AYOTEPO TKOVO VO KATATOAEUNGEL TIG Aotuméelc. To
Accofil digyeipel To LLELO TOV 0GTMV Y10, TNV TOXEID TAPAYM®YT VEDOV AEVKOKVTTAP®V.

To Accofil umopei va ypnoporomOei:

-y v avénon Tov aptipod TV AeVK®V alocpalpinv petd tn Oepaneia pe ynueobepansio
Yo TV vToPonOnom TG ATOTPOTNG TOV AOIUMEEDVY,

- ywo TNV avénon Tov aptipod TOV AEVK®V OHOGPIPIOY LETE Ond LETANOGYEVCT) LUEAOD TOV
0GTAV Y1 TNV VIToonOnon e TPOANYNG TV AOUDEEDV,

- wpw omod ynuelodepameio VYNANG 6OCNG Y10 VO KAVEL TOV LVELD TOV OGTOV VO TAPEYEL
TEPLocOTEPQ, PAUGTOKVTTAPA, T, OTTOT0, LITOPOVY VoL GLAAEXDOVV Kt va dmbovv kot whAl og
€0dg petd m Bepomeio. Avtd pmopody va Anedovv amd eodg 1 and dotn. Ta fAacTokdTTOpOL
0TN cLVEXELD Ba EMOTPEYOLV GTOV HVEAD TV 00TOV Kot Ba Tapdyovv apoceaipia,

-y v avénon Tov aptdpod TV AEVK®Y OUOGPAPInY AV VTOPEPETE 0 Popldc LoPPNS
xPOVI0L OVOETEPOTEVIQ Y10, TV VTTOPONON O™ TNG TPOANYNG T®V AOUDEEWDY,

- og aobeveig ue mpoympnuévn Aoipwén ond HIV omdte Ha fondncetl va meplopiotel o kivovuvog
Aoméemv.



2. Tvrpéner vo yvopiléte mpiy yprnoyponomjcete 10 Accofil
Mnyv ypnorpomouoere To Accofil

- Y mepintoon aAAepyiag TN PIAYPUCTIUN ) GE OTOLOINTOTE GALO OTO TOL GLGTUTIKG AVTOD
TOL PAPUAKOV (AVAPEPOVTAL BTV TaPaypapo 6).

Ipogdomomosic kKo TPpoPLAGEES

Evnuepoote tov yuatpd, Tov eappakorold 1 Tov VOGOKOUo Gog Tpotol ypnotponomoete to Accofil:

Evnuepoote tov yuatpd cag mpiv and v Evapén g Oepaneiag edv tacyete onod:

o Apemavokvttapikn ovaipio kafng to Accofil pmopel vo TpokaAésel Kpiom SPETAVOKVTTOPIKNG
avoipiog.

e  Oocteondpmon (06TIKY VOCO)

Evnuepaote tov yrotpd cog apéoms katd tn oapketa tng Oepomeiog pe Accofil eqv:

. IMapovciioete Avm aplotepd oTOpAYIKO (KOIAOKO) TOVO, TOVO KAT® OO TNV aPIGTEPT TAEVPH
Tov Odpaka 1 TOVO GTNV GKPY| TOV APLETEPOD MU0V GOG [ALTE UTOPEL VO ATOTEAOVY GUUTTMLOTOL
dOYKmoNG 6TANVOS (omAnvoueyoriog) | mhovig piéng omAnvoc).

o [apampnoete acvvnBiotn apoppayic | LOAOTIGUO [aVTA puopel Vo amoTeA0VV GUUTTOLATO
peimong tov aponetariov (Opouporevia), pe pelt@pévn kavotta THENG TOL aiUaTog].

o "Eyete apvidia onpeio arrepyiog 6mmg e€dvinua, kvnoud 1 kvidmon Tov déppotog, TpHéio
TOV TPOCMTOV, TOV XEIAMMV, TNG YADOGOS KAl AAADV LEPOV TOL CAOUATOG, SOVGTVOLX, GLPTYUO 1)
TPOPAN U 6TV avamvon], Kabmg avtd o pmopodoay vo amotelodv onueia GoPapng aAlepytkng
avtidpaong (veepevaictncia).

. Eugavicete oldonpo 610 T1pdo®TO 1) TOVE OGTPAYUAOVS GOC, G0 GTO 0VPO. 1] GKOVPOYPOLLOL
obOpa 1 olyovpia (orelpapaTovePpitida,).
. "Eyete copumtdpata pAEYHOVAG TS 0opTNE (TOL UEYAAOL ALLOPOPOL aryYEIOV TO OTTOl0 LETOPEPEL

aipo oo v Kepdld 6Tov opyavioud), auto £xetl avapepbel onaving o kapkivomadeig acbeveig Kot
o€ vyleig 00tec. Ta cupmtdpaTe propel vo tepthapuPdvovy Topetd, KOIaKO GAYOc, KoKovyia,
0GLOAYio Kot avEnpéEvoug deikteg Aeyuovic. Evnuepmdaote Tov Y1aTpd Gag 6Ty TEPImTOoT oV
TOPOVGIALETE TETOL0 GUUTTMUOTOL.

AT®OLELD, OVTUTOKPLONG OTT] GLAYPUCTINY

Edv epoavicete andiela aviandkpiong 1 advvopio dttnpnong g aviamdkpions ot Bepaneia pe
OUYpOoTipN, 0 Y1oTpOg cag Oa diepeuvioet Tig artieg, KaBmg Kol dv avanTuEaTE AVTICOUOTO, TO
omoia €£0VOETEPDVOLV TN dPUCTIKOTNTO, TG QIAYPACTIUNG.

O y10tpdg oag evdgyetal va Benoet va cag mapoakorlovbei otevd, PA. mapdypaeo 4 Tov EUALOL
oMYV YpMone.

Edv giote acBevig pe coPapn xpovia ovdeteponevio, VOEXETAL VO SIUTPEYETE KIVOLVO EUPAVIONG
KOPKivoL Tov aipatog [Asvyopio, poedodvomiactikod oovopouo (MDS)]. Oa npénel va culntnoete e
TOV Y1Tpd GOG Y10 TOV KivOUVO TTOL SL0TPEYXETE VO, EUPAVICETE KOPKIVO TOV aiplatoc, Kadmg Kot Toteg
eketdoeic Oo mpémel va kavete. Edv gpoavicete 1 eivon mBoavo va eppavicete Kapkivo Tov aiptatod,
dev Ba mpémnet va ypnoponomoete 1o Accofil, extdg edv cag €xetl dobel 0dnyia amd Tov yloTpd Gog.

Edv giote 001tng Practokvttdpmv, Tpémel va Exete nAkio petald 16 kot 60 etmv.

IIpocéEte wWraitepa 6tav Aapfavete dGAlo TPOTIOVTO TOV OLEYEIPOVY TA AEVKOKVTTOPU

To Accofil avikel o€ o opdda TPoidvtwv mov SEYEIPOLV TNV TOPAY®YN AeVKOKLTTAP®Y. O
enayyeApatiog vyelog mov cog mapoakorlovdei Bo Tpémel mavTa Vo Kataypaget To akpiBEG TPoidv Tov

happavere.

Alro @appoxa ko Accofil



Evnuepaote tov yratpd 1 Tov popLokomold cag Qv TaipveTE, EXETE TPOCOATO TAPEL 1} UTOPEL VAL
mwhpeTe GALO PapUAKO.

Kinon kol Oniaocpog
To Accofil dev &yet dokpaotel oe eykvovg 1 Onhalovoeg yovaikeg.
To Accofil dev cuviotdrar kKatd ™) ddpKeLd TNG EYKLHOGHVIG.

Etvol onpovtkd vo evnpuep®oeTe Tov y1otpo oo e6v:
o giote £ykvog 1 Onhalere,
e vouilete 6T pumopet va glote €ykvog M
® GYeO1ALETE VO OMOKTHOETE TTOUT
Edv peivete éykvog katd ) dudpkeia g Oepomeiog pe to Accofil, evypepdote Tov yiotpd cog.

Extdg €dv 0 Y10TpOg 060G 60g SDTEL SLOPOPETIKEG 0ONYIES, TPEMEL VO, GTANATHGETE TOV ONAAGLO edv
ypnowonoteite Accofil.

Odnynon ko yEPLoROS pPNYavVRATOV

To Accofil pmopel va €xet pucpn| enidpoor oty KavoTnTo 001 YNoNG KOl XEPIGHOD pnyovnudtov. To
@AapUOKOo 0VTO Pmopel va TPoKaAEsel (OAN. ZUVIGTATOL VO TEPIUEVETE Kol VO, OgiTe TOC aoBdvesTe
petd tn Afqym tov Accofil kot Tpotov 0dNYHGETE 1 YEPICTEITE UNYOVIUATO.

To Accofil mepréyel vatpro

To @apuaxo avtd mepiEyel Aydtepo amod 1 mmol (23 mg) vatpiov avd 66om, ival avtd mov
ovopdlovpe «erebBepo vatpiovy.

To Accofil mepréyer copprroin

Avtd 10 Pappoko mepiEyel 50 Mg copPrroing oe kabe ml. H copPiroin eivor mnyn epovktdlng. Edv
gogic (N 10 maudi oag) éyete kKAnpovopukr dvcaveéio ot epovktoln (hereditary fructose intolerance,
HFI), o ordvio yevetikn dwotapayn, £o€ig (1 to moudi cog) dev mpémet va AMafete antd T0 PAPUKO.
Ot aoBeveic pe HFI dev propolv va dracmdcoovy tn epovktoln, kdtt mov propel va mpokarécet
coPopEc avemBOUNTEG EVEPYELES.

[pénel vo eVUEPDGETE TOV YATPO GOG TPOTOV TAPETE QLTO TO PAPLAKO EAV €0€LS (1] TO TS GOG)
éxete HFI 1 €dv 10 Toudi oog dev pumopel TAEOV va, KATOVUIADVEL YAVKE QaynTa 1 TOoTd €TELON
a1c0dvetar avaxkaTepo, EUETO N AVETIOOUNTEG EVEPYELEG OO LETEMPIGUOGC, CTOUNYIKES KPAUTES N
dugppota.

Alepyia oTo UOIKO KOOVTEOVK (AdTes). To kKdAvppa TG PEAOVAG TNG TPOYEUIGUEVIIG COPLYYOS
nepl€yel ENPO PLOTKO KOOVTGOVK (£va TapAywYo ToL AdTe) T0 0TOi0 EVIEXETAL VO, TPOKUAEGEL
cofopn OALEPYIKT ovTiOpOoT).

3.  dg va ypnowponoumjcete t0 Accofil

[Tavtote va ¥p1OYLOTOLEITE TO PAPLOKO QVTO AVGTNPE GOUPOVO LLE TIG 0ONYiES TOL YloTpov cag. Edv
£xete au@POAEC, POTNOTE TOV YITPO 1) TOV POPLAKOTOLO GOG.

Mog yopnyeiton To Accofil ko w660 0o Tpémer va Tapm;

To Accofil yopnyeitar cuvnmg og pio nuepnoto éveon atov 16To akpIPdS KAT® 0mtd To dEPLA
(yvooto kol ¢ vToddpia Eveon). Mropel, emiong, va yopnyndel kol o¢ po nuepnota apyn Eveon

3



péoa otn eAEPa (Yvwot Kot o¢ evoopAEPia Eyyvon). H cuvnng d6om mokiddel, avdioya pe v
acBéveto kot to Bapog cac. O yratpdg cag Bo cag el toco Accofil Oa mpémet va ndpete.

Acbeveig mov vTofAAloVTOL O HETOUOGYEVCT) LVEAOD TV 0GTAOV UETA T ynuetodeparneios:
Kavovikd Oa mpénet va Aafete v npadtn d6omn Accofil tovAdyiotov 24 dpeg petd t ynuetodepomeio
G0G Kot TOLAGyIoToV 24 dpeg apol AAPETE TN LETAUOCKEVOT] LDEAOD TV OGTMV.

Eoeig 1 o dropa mov cog epovtilovv umopeita va didaydeite TOG va kdvete vToddpieg EVEGEIC, DOTE
Vo UTOPEGETE Vo cuveyioete TN Bepoaneio cag oto omitl. Q6T660, dev ol TPENEL VO, TO EMLYEPNOETE,
EKTOG €0V £xeTE TPMTO AGPEL KOTAAANAT EKTOIOELOT OO TOV TAPOYO VINPESIDV VYEING GOG.

IToco ypévo Oa yperaotel vo Taipve to Accofil;

®a ypelaotel va mapete 10 Accofil péyxpt o aptBpdg TV AEVKOV OLOGPAPInY Gag Vo eivat
OLG1OA0YIKOC. Oa yivovtol TaxTikég eE€TAGELS aipaTog Yo TV mapakolovdnon Tov aptBpod tov
AEVK®V apoc@apiny 6to cmdpa oag. O yaTpdc cog Ba cag mel OG0 Kupod Bo mpénel vo TaipveTte T0
Accofil.

Xpijon o€ Toowd

To Accofil ypnowonoteitot yio t Oepomeio Todidv mov Aappdvovy ynuetodepameio 1 Tov ThoKOLV
a6 TOAD YoUNAG aptBpud Aevkdv apocparpiov (ovdeteponevia). H docoloyia o€ moidid wov
Aappdavovv ynuetoBepaneio eivar 1 10100 OTOS KoL Y10, TOVG EVIAIKEG.

IIAnpogopicg yro avtoyopnynon éveong

Avti 1 evotnTa TEPIEYEL TANPOPOPIES Y10 TOV TPOTO LIE TOV OO0 UMOPEITE VO KAVETE LLOVOL GOIG TNV
éveon Accofil. Eivatr onuavtiko vo, pnv enyepnoete va KAveTe EVEon HOVOL 606, Topd LOVO Qv EXETE
eKTTAOEVTEL €101KE atd TOV Ylotpo M T voonievtplo. Edv dev giote ciyovpor 1 £xete amopieg oyeTikd
LE TV owtoyopnynon g éveong, (ntiote ™ Ponbeta Tov yroTpov N TNG VOSTAEDTPLAS.

Mag va kave v éveon Accofil etov sovtd pov;

[pénet va kdvete v £veon otov 1616 oL Ppicketatl akpPOS KATM amd To dépua. AVTOG 0 TPOTOG
glvar yvowotdg og vodopra Eveon). [lpénet va kdvete T1g evéoelg tnv 1010 TEPITOL YPOVIKY GTIYUN|
KaOnpepva.

O eEommopdc mov Ba yperacteite

INao va avtoyopnynoete o vrodoplo Eveor), Ba ypelaoTeite:

e a Tpoygmopévn ovptyya pe Accofil,

o  PapPoko@opo GTUAES EUTOTIGUEVO LE OVOTVELA, 1] KATL AVAAOYO.

T péner vo KAV poTol yopnyfiom v vrodopra Eveon pe Accofil otov cavtod pov;
Awoeoiiote 0TL TO KGALUPO TG cVPLYYaS Ba Tapapeivel edvm ot cVpLyYd £®G TN GTLYUn TTov Ha
gloTe TOOL Y100 TN YOPNYNON TNG EVEOTG.

a. BydAte v mpoyepouévn ovpryyo pue Accofil and to yoyeio.

B. EAéyEte trv nuepounvio ANENG TOL avVayPAPETOL GTN CNLOVGT] TG TPOYEUIGHEVIC GUPLYYOG
(AHEH). Mnyv 1t ypnoomomosete v &yl mopéAdel ) teAevtaio nuéPO TOL WIVO TOL OVAYPAPETOL 1|
e &yel mapoapeivel ektog Yoyeiov enl mepiocdtepo and 15 nuépeg 1 edv Exel mapéAbet pe dAhov
TPOTO M Nuepounvio ANgne.

v. EAéyEte v gpedvion tov Accofil. Tlpénet va givat éva dtavyég kat dypopo vypo. Eqv vrapyovv
COUOTIO LESU OE 0VTO, dEV TPEMEL VA, TO YPNCUUOTOMGETE.

. ' va kdvete mo Gveta TNV £VEoT), AQNOTE TNV TPOYEMGUEVT cVpLYYa Vo Tapapeivel ent 30 Aemtd,
MOoTE Vo, PTACEL 6 Oeplokpacio dSUATIO, | KPOTNOTE TNV TPOYEUGUEVT] GUPLYYO OTOAL GTIV
ToAGUN 60 yia Aiya Aemtd. Mnv Ogppaivete to Accofil pe omolovdnmote dAlo tpdmo (o mapdderyua,
uny 10 Oepuaivete og POVPVO HIKPOKLUATOV 1) 6€ (EGTO VEPD).

€. IDvvere cyolactind Ta yépia cag.

ot. Emééte pia dvertn, kaAd oTIGHEVT EMPAVELD KOl TOTODETHOTE OAN TO, OVTIKEIEVO TTOV
YPEWGLESTE OE AmOGTACT OTOV UITOPEITE VO TO PTAVETE (TNV TTpoyeouévn cvptyyo pe to Accofil kan
oV Bopfoko@dpo GTUAED EUTOTIGUEVO LLE OVOTTVELLLO).



Iaog yiverar n AposTopasio TS yopfiynong e £veong Accofil;
Ipwv kavete v éveon Accofil, mpénel va kévete ta akdAovba:
M (pPNGLHOTOMGETE TPOYEULCUEVT] GUPLYYO €AV EYEL TEGEL EMAVEM GE GKANPT] EMLPAVELD.

Bipa 1: EAéyETe TNV 0KEPALOTNTA TOV GVGTINATOS

Aloc@oAioTe OTL TO GUGTNHO Elval 0KEPALO/dEV £yl VTOoTEL (NG, M1 ¥pNGYLOTOMGETE TO TPOTOV
€av dgite omoladnmote EOHopa (Bpavcr TG GVPLYYAG 1) TOV TPOCTUTEVTIKOD KOADUUATOG TG BEAGVNC)
N Aeimovv e€apTnaTa KOL EAV TO TPOGTATEVTIKO KAAvppa ¢ eddvng Ppioketal otn Béon acpareiog
TPV OO TN XPNOT], OO PAIVETUL TNV EIKOVO 9, EMELDN OLTO VTOSEIKVOEL OTL TO GVGTILLA EXEL 10T
Aertovpynoet. ['evikd, to mpoidv dev Ba Tpémel va ¥ pnoIUOTOLEiTaL EGV dEV EYEL TNV OYT| TG EIKOVOG 1.
2V mepinTmon Ty, amoppiyte To TPOidV og Evav TEPLEKTN Yo PLOAOYIK®G emikivovva (atyunpd)
nmpoidvta.l.

Ewoéva 1

=)=

Bijpa 2: Agaipéote To TOp TG fEAOVNG

4

=

1. A@aipéote TO TPOSTATELTIKO TAOO, OTMG POIVETAL GTNV EIKOVA 2. XVYKPOTNOTE TO GMOUA
TOV TPOCTUTEVTIKOV KAADUUOTOG TNE PEAOVNC e TO Eva ¥EPL, LE TO GKPO TNG PEAOVAG
OTPOUUEVO TPOG TNV avTiBeTn KatevBuvon amd eodg Kot xwpig va ayyiete n pafdo Tov
euPporov. TpaPnéte to mdpa g PeAOVNG o€ gVBEin Kot APAPESTE TO LE TO GAAO GOG XEPL,
AoV 10 aQoIpEcETE, ATOPPIYTE TO TOU TNG PELOVNG G EVov TEPIEKTT Y10, BLoAOYIKE.
gmkivouva (ayunpd) avtikeipeva.

2. Mmopel va mapatnpnoete pio pikpr] uoaAido aépa TNV TPOYELIGUEVT GUpLYYd. Agv
YPEALETAL VO, AITOLLOKPVVETE TN PUGOAISM TPV 0o TNV €veoT]. 'Eveon tov d10AbpoTog pe
TN eLoeAida givar axivouvn.

3. H obpryya pmopei va mepiéyetl peyaddtepn mosoTnTa LYPOL and AT TOV YPELALECTE.
XpNGIUOTOMGTE TNV KAILOKO TTOL VIAPYEL GTOV KOAVOIPO TNG GUPLYYOS, OTMG
nepLyphoeton TopaKdTm, Yio va puiuicete T cwotn 66om Accofil mov cog éyet
GUVTAYOYPUPNCEL O YIOTPOG GOG. APUPESTE TNV TTEPLTTN TOCOTNTA VYPOV, TELOVTOS TO
éuporo émg tov apBud (Ml) Tdve ot cOPyyo TOL AVTIGTOLEL 6TH OGN TOL GOG EYEL
cuvtayoypoaendet.

4. EAéyEte mar yo vo Befoiwdeite 6Tt ot ovpryya Ppioketal n cwotr d6on tov Accofil.

5. Tdpa propeite va yp1GULOTOGETE TNV TPOYEUIGUEVT] GOPLYYO.

Ewoéva 2
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Y.g o0 onueio TPEmeL vo KAVO TNV éveon;
Ta T éov KaTtdAANAo onueia Yo vo 0uToyopYNoETE TNV £veoT gival:
® 70 EMAVO HEPOG TOV UNPOV GOC KOl



® 1] KOWMOKN XDPa, EKTOC TNG TEPLOYNG YOP® OO TOV OUPAAO (PA. eikdva 3).

Ewova 3

Edv cog kdver tnv éveon kdmolog dAA0OG, pmopet emiong va ypnoyoroindei n micw TAgvpd TV
unpdrowv cog (PA. ewova 4).
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Ewova 4

\

Eivan xaAdtepa va aAralete Tnv B€om g €veong kabnuepva yio va aropevyei o kivovvog
gpebiopov og omoladnmote BEom.

Bipa 3: Ewcdyete ™) Pehovy
- Towmote ehaepd To dEppa 6TO onueio NG EveEong e To Eva xépt
- Me 1o Ao ¥épt, eloayete T PeAOVN 6TO onpeio TG veong xwpig va ayyiEete TV KEPAAN

™g¢ papdov tov guforov (Vo ywvia 45-90 pop®v) (BA. suwcdva 6 kot 7)

Mg yiveral n avtoyopiynon g Eveons;



Amolvpdvete v B€om Eveong YpNOLLOTOIOVTAS Evay BopuBaKo@Opo GTUAESD EUTOTIGUEVO LE
OWVOTVELHLO KOL TOLUTNOTE TO dEPHaL Letald Tov avtiyelpa Kat Tov Oeiktn cag, yopis va to opiyyete
(BA. ewcova 5).

Ewova 5

[IpoyeLiopévn oupLyyo Ywpic TpocTaTeLTIKO KaALupo BEAOVNC

a. Ewedyete mAnpog ) Beldva oto dépua, OTwg cag £xet deiEet | vooniebtpia 1 o yrotpdg cog (PA.
gikova 6).

B. Tpapné&re Aiyo to EuPoro yio va eEléyEete OTL Oev €xEL Yivel dIUTPTON KATOLOV OLLOPOPOL aYYEIOV.
Edv deite aipo otn obpiyya, aparpéote tn PeAdvo Kol ETAVEIGAYETE TN 6€ AAAO onpeio.

v. Evo xpatdre ndvta to déppa cag, mbnote to EuPoro apyd Kot otabepd péypt va xopnyndei 6in n
3001 Kot vo unv pmopet 1o EUPoAo va mecTEl TEPAITEP®. AEV TPENEL VA, YOAUPDOETE TNV TIEGT TOL
aokeite 6to €uPolo.

8. Evécate povo tn 6001 mov cag £xeL YopnyNOoEL 0 YIOTPOG GO,

€. AQOV gVEGETE TO VYPO, OPUIPESTE TN PEAOVA, EVD dlatnpeite TNV Tieon 610 EUPOAO Kot PETH
glevbepmote To déppa oag.

o1. TomoBetrotE TN YpNooTOMUEVT GVPLYYa GE doyelo amoppyns. Na ypnoiponoteite ke cupryya
pnovo yo pia €veon.

Ewova 6

IIpoysuiouévn cvpryyo. e T1pootateLTKd Kadivupo Beddvne

- Eiwodyete mipwg ™ Pehdva oto déppa, Onmc oag Exel Oei&el | VOSNAEDTPLA 1] O YIOTPOG GG,



- Tpapné&re Alyo 1o EuPolro yia va eAéyEete OTL dev €xel YiveL SIATPNOT KATOLOL OHOPOPOU
ayyeiov. Eav deite aipa ot ovpryya, apapéote tn Peldva Kot ETaveIGAyETE T 68 GALO
onueio. Evéate povo m d66mM 1oL 60 €€ 0 Y10TPOG GaG, OKOAOLODVTOS TIG TOPUKAT®
oonyiec.

Ewova 7

Biuo 4: ‘Eveon

TomoBetnote TOV avTiyelpa EXAV® GTNV KEQPUAT TNG pafdov tov gufdrov. ITiEate TV KeaA TG
papoov Tov guPforov kot mEcTe oTAOEPE GTO AKPO TNG £VEONS, MOTE VO SIAGPAAICETE OTL EYEL
oAokAnpwbel n exkkévmon g cvptyyag (PA. eikdva 8). Zvykpatnote 10 déppa oTadepd, OGOTOV Vo
olokAnpwOel n Eveon.

Ewova 8

Bipa S: Ilpostacio and voypé pe ™ fehdvn

To ovotnpa acpaleiog Oa evepyomombel apov wbNoete TANpwG T pafdo Tov euPfodrov:
- Kpomote ™ chptyya axivtn Kot onKOGTE 0pyd TOV OVTIXEPA GOG amd TNV KEPUAT TNG
papoov Tov guPfodrov
- H pdéfdoc tov gpfodrov Ba kivnbel mpog ta emdvo poli pe tov avtiyelpd cog kot to eratipio Oa
avacvpel ™ PeAovn and T0 GNUEID, GTO ECMTEPIKO TOV TPOGTUTEVTIKOD KOAADUUOTOS TG PEAGVNC
(BA. ewcova 9).

Ewoéva 9

Na Qopdaote
Edv avtyietonicete onoladnmote mpofAnuata, pun diotdoete va (ntoete Pondeia kot cupPoviéc amd
TO Y10TPO 1| T1 VOONAEVTPLYL GO,



AROppYn APNCLUOTONUEVOV GLPLY YOV

To TpocTaTELTIKO KOAVUUO BEAOVAG OTOTPENEL TOVG TPOVLOTIGLOVG ad TPOTNUA TNG PEAOVOC PETA
TN YPNON, KOl ETOUEVAOC OEV AMALTOVVTOL IOIAITEPEG TPOPLAGEELS Yo TNV amOppiyT|. AToppiyte
GUPLYYO GUUPMOVO LE TIG 0dMYiES TOV Y1OTPOD, TNG VOGAEDTPLOG 1) TOV PAPUAKOTOL0D GOG.

Eav ypnowpomomcere peyorvtepn 00on Accofil amwd tnv kavovik

Mnv avénoete ) d60M Tov cag Exel 00G¢€L 0 Yiatpds. Edv motevete 0TL €xete evécel meplocdTEPO
Accofil 016 10 KaVOVIKO, ETIKOIVOVIGTE LLE TOV YIOTPO GOG TO GLVTOUOTEPO dUVATOV.

Edv Egyaoete va ypnoporomjcere To Accofil

Edv éyete mapodeiyet kamowo Eveon N €xete evEGEL TOAD Aiy0, ETIKOWVMVIGTE L€ TOV YIOTPO GOG TO
GUVTOUOTEPO dLVOTO. MnV mhpeTe SMAN 6061 Y10 VL AVATANPAGETE TIG SOCELS OV EeydioaTE.

Edv éxete meplocOTEPEG EPOTNOELS GYETIKE LLE TY] YPNOT AVTOV TOV QUPLEAKOL, POTHOTE TOV Y10TPO,
TOV VOGNAELTI 1] TOV QOPHOKOTOLO GOC.

4.  IBavég avemBOunTEg evépysreg

Onwg 6ha Ta eAppOKa, ETGL KOL GVTO TO PAPUAKO UTOPEL VO TPOKAAEGEL AVETIOOUNTEG EVEPYELEG, OV
ka1 0gv Tapovoldlovtal 6 GAOVG TOVE AVOPAOTOLG,.

Evnuepaote tov y10tpd oog apéoms katd ) dSdpkeia g Bepoaneiog:

o €4V TapoLGIAcETE AAAEPYIKT AVTIOPAOT), TOV TEPIAAUPAVEL AdLVOLI0, TTMOGT TNG APTNPLUKNG
mieong, SLGKOAIN BTNV OVaTTVOT|, 0100l TOV TTPOG MOV (avapviatic), depuatikd e&avonua,
Kvnopmoeg e&avinua (kvidwon), oidno Tov TPOSOTOV, TOV XEIMMV, TOV GTOHNTOG, THG YADGSOS N
TOV Aapov (ayyglooidonpa) Kot Aaydviacpao (dvomvola).

o €dv mapovoidoete Py, ToPeTO Kt Suokorio otV avamvor (dvorvola) Kabmg avtd pmopel va
amotelel onueio Tov cuvdpooL ofeing avamvevoTikng dvayépelag (ARDS).

o edv eppavioete veppkn PAAPT (orepapotoveppitida). Neppikr PAGPN £xel mopatnpndel o
acOeveic mov Edafav eiiypactipn. Exikotvoviote auécmg pe Tov Yiatpo cog e6v EUQoviceTe oidonua
070 TPOGMTO 1| TOLG OCTPAYAAOVG GOG, CiLLY GTO 0VPA 1) GKOVPOYP®LO 0VPA 1) OAryoLpia

. €4V TAPOVGIACETE AVM APIOTEPO GTOUAYIKO (KOIAL0KO) TOVO, TOVO KATM aId TNV 0PLoTEP
mAevpd Tov Odpaka 1 TOVO GTNV GKPT| TOL MOV GOC, KOOMG EVOEYETOL VO VTAPYEL TPOPAN UM LLE TOV
omAva 6og [010yKmon Tov omAnvog (emAnvopeyaiia) 1 prén Tov omAnvoc].

o €dv vtoPaiieote o€ Oepameia Yo GoPaprn xpOVIC, OVOETEPOTEVIQ KO EXETE QLA GTOL OVPU GOG
(oarpatovpia). O yratpog cog pmopel v eEeTdlet TOKTIKE To 0VPOL GOG EAV TAPOVCLAGETE QVTNV TNV
avemBountn evépyela 1 ebv Ppebel mpwteivn ota 00pa cag (TpwTeivovpian).

. Av gupavicete KAmToLo 1] GUVOLACUO OO TIC TAPOKATM TAPEVEPYELES: S10YK®ON 1 TPNEO, TOV
UTOPEL VoL GUVOEETOL LUE UELMUEVT] OVPNOT), SVGKOAID, GTIV OVOTTVOT|, KOTAOKT S10YK®GN Kot aicOnua
TANPOTTOG Kot YEVIKT aicOnon kdénwong. To countduoto avtd yevikd sueoviloviot pe toyeic
pLOLOvC

B0, uTopoVoaV VoL ATOTEAOVV GUUTTOUOTO. [iag diBnomng mov ovoudletol «Z0vopouo Aopuyng
Tpryoeddv» Kot TPOKOAEL S10pUYT TOV CUIOTOC OO TO, LKPA ALLOPOPOL rYYEiD, LEGOH, OTO GO GOG
Kol ypelaleTal ETEYOVTMOG WLTPIKT TOPAKOAOLONON.

. Edv mapovcidcete cuvovacud omolmvonmoTe omd To TOPUKAT® GUUTTM LT

- Topetd N piyn M aicOnpa vepforcod YHyove, VYNAO kapdlakd puOpd, GLYYVON 1) ATOAELN
TPOCAVATOMGLOD, SUGKOAID GTNV AVATTVOT], TOAD £vTOVO GAy0g 1| Sucpopia kol vYpo N WOPOUEVO
dépuaL.



®a UTOpoVGOV VO, ATOTEAODY GUUTTMMOTO, LLAG TaONong Tov ovoudleton onym (ovoudleton emiong
Kol onyotpia), pa Aoipmén Bapids Lopeng Le PAeYHovVAdN avtidpact g OAO TOV 0pYaVIGUO, 1) OTTola
umopei va glvar ometintiky yio ™ {o1] kot ypetdleTol ENEYOVIMG 1UTPIKT TOPoKOAOVONON.

Mia cuyvn avemBountn evépyeta omd ) ypnon tov Accofil givar Tovog 6Tovg poeg 1 ota 0614 GoG
(pvookeretikdc THvog), o omoiog pumopel vo avTILETOTIGTEL TaipvovTag T cLVHON edppoKa Yo TV
AVOKOV(LGT TOV TOVOV (AVOAYNTIKA). Xe aceveic TOv VTOPAAAOVTAL GE UETAUOGYEVON
BAactokvtTapmV 1 LLEAOD TV 00TMV, UTOPEL VL ELPOVICTEL VOGO LOGYEDLLATOG EVOVTL EEVIOTY|
(GVHD) - avtn givon o avtidpoomn T@v KuTtdpmv Tov 36t évavtt Tov acbevoig mov AapPavet o
pooyevpa. Enueio Kol GVUTTOUATO TEPTAAUPBEVOLY eEAVON O OTIC TAAGLES TOV YEPLDV 1 GTO TEALOTA
TOV TOJIMV, KOl EAKOG KOl TATYEC GTO GTOLA, GTO £VIEPO, GTO NTUP, GTO OEPUM, 1) OTA LATLO, GTOVG
TVEOLOVES, GTOV KOATIO KOl OTLG apOpADCELS GOg.

e vyteic 80Teg PAACTOKLTTAPMV Umopel va Topatnpnel advénon Twv AEVKOKLTTAP®Y
(A€evKOKVLTTAPWOT) KO UEIDMOCT TOV OIOTETAM®Y, 1) OTOI0 LELDVEL TV KOVOTNTA THENG TOV QHUOTOG

(BpopPonevia), katactdoels o1 onoieg Ba mopakorovBovvTol amd ToV YIUTPO GUGC.

IMoAd ovyvig avemBOunTeS evépyeteg (Lmopovv va ennpedoovy neptocdtepa amd 1 ota 10 dropa):

. €1ETOC

o vavtio

. acLVO1oTN TPYOTTOON 1 opaimon TV TPLY®V (aAnTeKi)

. KoVOpaon (kémwon)

. TOVOC Kot TPNELUO TNG ECOTEPIKNG EMEVOVGTC TOL TEXTIKOV GMOANVA TOV EKTEIVETAL ATTO TO

OTOUA £0G TOV TPOKTO (PAEYOVY] TOL PAEVVOYOVOL)

Lelmon TV apoTeToAmV 1 onoio peudvel TNV wovotnta mEng Tov aipatog (Bpopforevia)
YOUNAOG ap1Bpog epvbporvttdpov (ovarpio)

mopetog (mupeéin)

TOVOKEPUAOG

dugppoia

Toyvég avemBOunTeg evépyetes (Umopovv vo, ennpedoovy mepiocdtepo and 1 ota 10 dropa):
QAeypov Tov vevuovo, (Bpoyyitidn)

AOTU®EN TOV AVADTEPOL AVATVEVGTIKOD GUOTIUATOG
ovporoipmén

pelmpévn opeén

dvuokoAia otov vvo (abmvia)

CaAn

Uelmpévn aictnomn, dkd oto dépua (vaicincia)
popunkieg | povdacua 6To ¥EpLa. i oo Todo. (Tapaicncia)
YOUNAN Tieom Tov aipatog (vmodTOo™)

VYNAN Tieom tov aipartog (VTépTac)

Prixas

amoPoAn aipatog pe to fryo (capomTucn)

TOVOG GTO GTOWA KOl TO AOLUO (GTOLATOPAPVYYIKOC TOVOC)
opoppayio g pong (emiotaln)

dvokoAoTnTo

GTOLOTIKOC TOVOC

S1OYK®GN TOL NaTog (NraTopueyaAio)

e€avonuo

epLOPOTNTA TOL déPOTOC (epbOnU)

HLIKOG oA UOG

TOVOG KOTd TV ovpnon (dvcovpia)

TOVOG 6TO 6TNOOC

oVOg

yevikeLpEVT advvapia (eEacbévion)
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veviko aicOnuo adiabeciog (Kokovyio)

TPNEWO TOV XEPLOV KOl TOV TOSDV (TEPLPEPTKO OTOM 0L
avénomn opiopévav evihI®mV Tov aiplaTog

oAhayég otig Proynuikéc eEETAGELC TOL OipaTOg
avtidpacn PeETdyyong

Oy ovyvég avemBOuNTES EvEpyeLes (Lmopovv va emnpedcovy nepiocdtepa omd 1 ota 100 dropa):

. avENoT TV AeVKOV apoc@arpiov (Agvkokuttdpwon)

. aAdepyikn avtidpaor (vrepevaicOncia)

o ATOPPLIYT| LOGYEVLOTOG LVELOD TV 06TMV (VOGOG LOGYEVUATOS EVOVTL EEVIOTT))

. VYNAL enimeda ovpikol 0&€og oo aipa, Ta omoia propel va TpoKaAEcovy ovptkn apbpitida
(vmepovpiryorpio) (avEnon ovpikov 0EE0C 6TO aipla)

. nratikn PAGPN Tpokaiovevn amd andPPasn TOV KPOV PAERDV EVTOG TOL NTOTOG
(prePoamoppaxtiKy vOG0oQ)

o 01 TVEDUOVEC deV Ae1TovpyolV Omm¢ Ba Emperne, TPOKOADMVTAG OVGKOAN GTNV AVOTVON

(VOmTVELOTIKT AVETAPKELDL)

oildnpa /Kot vypd 6TOLG TVEVUOVEG (TVELLLOVIKO 01dM L)

QAEYHOVT] TV TVELHOVOV (Stdpeon Tvevpovomddeia)

UM PLOLOAOYIKY aKTIVOYpapia Bdpaka (Tvevpovikny d1dnon)

alpoppayio omd Tov Tved oV (TTVELLOVIKT cupopporyior)

EMeym amoppoenong o&vuydvou ctov Tvevpova, (vro&ia)

eEavOnua déppatog pe olidia (knAdoPratidmodes eEdvOnua)

méOnon mov mpokaiel peimon TNG TLKVOTNTOG TOV 00TMOV, KABIGTOVTOS To 06T o 0dVVATA,
€00paoVoTO KO TEPIGGOTEPO EMPPETN GE KATAYLOTO (0GTEOTOPWGT))

o avtidpaon oto onpeio g éveong

Yrdwvieg avemBOunTeg evépyeteg (Umopovv va ennpedoovy tepiocotepa and 1 ota 1.000 dtopa):

. Ddreypovi g 0opTic (TOL LEYAAOL BLULOPOPOL OLYYEIOL TO OTTOI0 LETAPEPEL QIO OO TNV
Kapdud oTov opyovioud), PA. Tuqua 2

o Yofapog Tovog ot 00Td, TO BdpaKa, 6TO £vIEPO 1 0TS 0pHpMSELS (KpioT OPETOVOKVTTOPIKNG
avapiog)

o a1pvidto amelAntikn yio tn {on aAiepykn avtidpacn (ava@LUAAKTIKY avtidpac)

o 7ovo¢ Ko TPNELUO TV apfpmdcemv Tapduola Le TNV ovptkn apbpitida (WYevdoovpikn
apBpitida)

. aAAOyn oTOV TPOTO E TOV 01010 T0 cMua pLOUILEL Ta LYPE EVTOC TOL CAOUATOS KOl UTOPEL VaL
00N yNoeL o€ oidnua (SaTapayEs ToL OYKOL TV VYPDV)

o QAEYLLOVT] TOV OLLOPOP®V AYYEI®MV TOL OEPLATOC (SEPUATIKY] Oy YEUTION)

VIEPLYOUEVA, EMDOVVA EAKT] EPVOPOKLOVOV YPDOUATOG GTO AKPO KOl OPICUEVESG POPES GTO
TPOGMIO KOl 6TO Aotd pe mopetd (cuvopopo tov Sweet)

EMOEIVOGT NG PELUATOELBOVG apOpiTidag

acLVNOIGTN GALOYT TOV 0VP®V

UEION TNG OCTIKNG TUKVOTNTOG

SYNUOTIGULOC AMUOCOOPI®V EKTOG TOV LVEAOD TV 0GTMOV (EEMUVEAKT| OLOITOTOINGT).

Ava@opd avemOOuNTOV EVEPYEL®OV

Edv mapatnpnoete kdmola avemBOun T evépyela, EVILEPDGTE TOV YLOTPO 1) TOV VOGOKOUO Gag. Avtd
oyveL Kot Yo Ka0e mbav avemBountr evEPYELD TOL OEV OVOPEPETOL GTO TOPOV PUAAO 0NYIDOV
yphone. Mmopeite emiong va avagépete avembOunteg evépyeleg anevbeiag, péow Tov 0vikod
GLOTHKOTOG OVAPOPAC TTOL avaypaeetol oto [lapdptnua V. Mécwm g avapopdc avertdountov
gvePYEL®V pmopeite va fondfoete 6T GLAAOYN TEPICTOTEP®V TANPOPOPLDOV CYETIKA UE TNV ACPAAELD
TOL TTOPOVTOS PAPUAKOV.

5. Mag vo puidooete To Accofil
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http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

To @dppoxo ovtd TPémel va PUAACCETAL GE PLEPT] TOL OgV TO PAETOVV Kot Ogv TO POAVOLY Ta TOLILEL.

Na pun ypnoiponoteite ovtd 10 GAPUOKO UETE TNV NuUepounvio ANENG Tov avaeépetat 6To e£MTEPIKO
KOVTi Kot 6TV Tpoyepicpévn cvptyya petd t AHEH. H nuepounvia Anéng eivar | televtaio nuépa
TOL UNVOL TTOL OVOPEPETOL EKEL.

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

H ovpryya pmopei va, amopokpovOei amd to yoyeio kot vo totofetn0el og Oepuoxpacio dopatiov (ot
mévo amd 25°C) yw pia eviaia tepiodo, | omoio Ayel Tpotov TapEABetl | nuepounvia ANEng mov
eppaviCetor oty etkéto, £m¢ 15 Nuépeg To PéY1oTOo. XT0 TEAOG QLTS TG TEPLOSOV, TO TPOIHV dev
npénel va, Eavoumel oto Wyouyeio Kot TpEmEL va amopplebet.

Kpatiote v mpoyeiopévn ouptyya 6to eEmTePkd KOUTI Y10l VOl TPOGTOTEVETOL ATTO TO PG,

Mnyv ypnowonoteite Accofil edv Tapatnpnoete 0TI Vol VEQEADIEG, 1 VITAPYEL ATOYPOUATICUOG N
VILAPYOLY COUOTIO PEGH GE AVTO.

Mnyv tomobeteite T0 KAAD U OTIG XPTCILOTOINUEVEG BEAOVES, Yot umopel Kot Adbog va.
toumnOeite. My metdte QAPUOKO 0TO VEPO TNG OTOYETEVOTG 1] GTO GKOLTIdLO.

Pwtote To poprokomold cog yio 10 Thg Vo TETAEETE Ta PApUaKe TToV deV ypetalovtat . AvTtd ta
puétpa Bo Bondncovy 6ty Tpoctacio Tov TEPPAAAOVTOC.

6. Ilepreydpeva TNG CVEKEVLAGTOG KUl AOWTES TANPOPOPIES
T wepréyer To Accofil

- H dpaotikn ovoia givar n gihypaoctiun. Kabe npoyepucpévn odpryya nepiéyet 48 MU (480
piKpoypapupdapla) eiypaotipng og 0,5 ml, wov avrtictoyei og 0,96 mg / ml.

- Ta dAAa cuotaTikd givar 0&ko o0&, VOPoeidio Tov vatpiov, copPrtoin, (E420) molvcopPikd
80 kot HOWp Yo EVESUO.

Epedvion tov Accofil kol mepreyépeva TG cVGKELAGING

To Accofil givar éva drowyég ypmpo dtdAvpa yio Eveon 1 £yyvor € TPOYEUGUEVT] GVPLYYOL TTOV
onuewvovton pe 1/40 toropéveg emypapég and 0,1 mL émg 1 K.ex. oTOV KOAIVOPO TNG GOPLYYOC, LE
Belova. Kabe npoyspopévn odpryya mepiéxet 0,5 ml dtodvporog.

To Accofil dwatiBeton oe cuokevacieg mov mepEyovv 1, 3, 5, 7 ko 10 Tpoyepiopéveg ovpryyes, He q
Y®PIC TPOTOTOOETNUEVO TPOGTOTEVTIKO KAV BeAdvng Ko Papfakopopove GTUAEODG
EUTOTICUEVOUG LE OLVOTTVEV|LOL.

Mmropei va, punv KuKAOPOpPOUV OAEG Ol GLOKEVAGIEGS.

Karoyog Adsrog Kvkrhogopiag

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n,
Edifici Est 6° planta,

08039 Barcelona,

Ionmtavia

Hopackevactiig

Accord Healthcare Polska Sp.z 0.0.,
ul. Lutomierska 50,95-200 Pabianice, IToAwvio
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I"oa omoadnmote TANPOPOPio. GYETIKA LE TO TOPOV POPULOKEVTIKO TPOIOV, TAUPUKAAEIGTE VL
angvBuvleite oTov ToMIKO OvTITPOc®To Tov Katoyov g Adstog Kukhogopiag:

AT/BE/BG/CY/CZ/DE/DK/EE/FI/FR/HR/HU/IE/IS/IT/LT/LV/LU/MT/NL/
NO/PT/PL/RO/SE/SI/SK/ES

Accord Healthcare S.L.U.

Tel: +34 93 301 00 64

EL

Win Medica A.E.

Tel: +30 210 7488 821

To mapov OAlo 0dNYLAV xpHoNS avadempOnke Yo TeAsvTaio popd 6Tig 05/2025.

Aentopepeic TANpoeopieg Yo 1o pAPROKO aLTO givar StBéciuec 6ToV S1IKTLOKO TOTO Tov Evpomaikod
Opyoaviepod @oapudkev: https://www.ema.europa.eu

O Tinpo@opiec mov akoAovO0VY amevOVVOVTAL POVO GE Y1IOTPOVS 1| EMAYYEANOTIES VYEIOG:

To Accofil dev mepiéyel cuvinpntikd. I'a va amogevydei o TOavog Kivovvog pikpoProkng udivvenc,
ot ovpryyeg tov Accofil mpoopilovtot yio pio povo ypron.

H tuyaia éxBeon o Beppoxpacies wH&ns éoc kot 48 dpeg dev emnpedlel apvnTikd Tnv otobepdTnTa
tov Accofil. Eav 1 éxBeon éxet vepPei tig 48 mpeg My €bv o mpoidv éxetl yoybel mepiocoTepeg omd pio
eopég, tote 0 Accofil AEN Ba mpémel va ypnoyomoteitat..

[pokewévou va PeATiobel N yvnAaoLdT T TOV TOPUYOVTOV JEYEPCONC OTOIKIOV TOV
KokklokvTTapmv (G-CSF), n eumopik| ovopacio Tov Yop1youUEVOL TPOIOVTOG TPETEL VO
KOTOYPAQETOL LE GUPTVELD GTO ap)Elo Tov acBevoic.

To Accofil dev npénet va apaidvetar ue dtdAvua yroplodyov varpiov. AvTod T0 QUpUAKEVTIKO TPOIOV
OgV TIPEMEL VOL AVOUELYVOETOL LUE BALD QOPUOKEVTIKA TPOIOVTO EKTOC OLTAOV TTOL OVOPEPOVTOL
nmapokato. H aparopévn eidypactiun propel va tpocpoendel 6 Yool kot mTAacTIKG VAKE, EKTOG £0V
N opoimon £xel Yivel OTMC avVOPEPETOL TOPOKATO.

Edv amotteitar, To Accofil propel va apourwbel og Stdivpa yAvkolng 5%.

Apainon cg ek cvykévipoon < 0,2 MU/ml (2 pg/ml) dev cuvictdtol 6 0mol0dNTOTE GTUYUR.
To duivpa Bo Tpémetl va embempeitan onTiKd Tpv and T ¥pnon. Movo davyn Stoddpota xopig
COUOTIO TPETEL VAL YPNCILOTOLOVVTOL.

I"a tovg acBeveic mov Elafav Bepaneio pe erAypactiun apoaiopévn oe cuykevipmooelg < 1,5 MU/ml
(15 pwepoypappdpro/ml), arfoovpiviy avBpomivov opod (HSA) Ba tpénel va mpoctedel o€ pio TeEMKN
ovyKEVIpmon Tev 2 mg/ml.

MMopaderypa: Ze tehko evéoipo yko Tov 20 ml, cuvolikég d6celg Priypaotiung kdto tov 30 MU
(300 wikpoypappdpia) Oo mpénet vo, didetar pe 0.2 k.ek. aAPfovpivn avBpmmvov opov 200 mg / ml
(20%) d16hvpo. TpootibeTa.

Orav apaidveral o€ dtdAvpa YAokoing 5% yivkolng, Accofil eivar copPatd pe yoail kot mowkiiio

TAOGTIKOV, 6mwg PVC, moAvoreivn (€va cupmoAivpepés molvmpomuieviov kat molvaiBvuieviov) Kot
TOAVTPOTUAEVIO.
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Metd amd v opaimon:

H ynpu ko ootk otabepdtnta xprong Tov apotdpévon SADIATOS Yo yyvon éxel KoTadetyBel
v 30 dpeg oTovg 25 °C + 2 °C. Amd [ukpoPloloyikng dmoyng, To TPoidv TPEMEL VO (PTCLUOTOLEITOL
apEc®S. Av dev ypnoipomoindel apéoms, o xpovog eOAAENG KOTA TN XPTOT Kal 01 GLVONKES TPV TNV
yxpNon eivar evBHvn Tov ¥PNOTN KAl VIO KAVOVIKEG GUVONKES dev Tpémet va viepPaivouv Tig 30 dpeg
010VG 25 °C 1o £ 2 °C, ekTdG av M apaimot XEL YIVEL GE ELEYYOLEVES KOl ATOOESEYHEVES AONTTIKEG

ouvOnKeG.

Xpnon e TPOYEWMGUEVIC CVPLYYOC UE TPOSTATELTIKO KaAlvuua Beldvog

To mpoctatevTiKs PeAdvag KaAOTTEL TN PEAOVA PETA TV £VESN Y10 TNV OTOTPOTH TPOVUATIGHOD OO
PO U TG PeAOvag. Avto dev emnpedletl TNV Kovoviky] Agttovpyia g ovptyyac. [atiote ™ pafdo
7oV gUPoOrov kot MEGTE 6TAEPA GTO TELOG TNG £VECTG Y10 VO SIOCPUAICETE OTL 1) EKKEVAOOT] TG
ovpryyag €xel ohokAnpwbei. Kpatnote otabepd to déppa péypt va ohokAnpmbei n éveon. Kpatote
TN GUPLYYa aKiVNT Kol GNKOGTE apya TOV avtiyelpd cog amd tnv KePain g papoov spporov. H
papoog epporov Ba petaxivnOel Tpog To TAV® [LE TOV AVTIXEIPA GG KOL TO EAATIPLO ATOGVPEL TN
Beldva and T0 onueio, LEGO GTO TPOGTUTEVTIKO acPaAeiog feAdvag.

Xpnon e TPOYEUGUEVIC CVPLYYOC YOPIC TPOOTATELTIKO KaAvuuo BeAdvne

Xopnynote T 6001 GOUPOVO, LLE TO TUTIKO TPOTOKOALO.
M pNGLHOTTOGETE TPOYEULOUEVT] GUPLYYX €AV EYEL TEGEL EMAVEM GE GKANPT] ETLPAVELD.
Andppuym

Kdabe aypnoyomointo @oppokentikd Tpoidy 1 DTOAELUN TPETEL VO OTOPPITTETAL GOUPDVO, [UE TIG
KOTO TOTOVG IGYVOVCES OYETIKES SLOTAEELS.
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