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

Accofil 30 MU/0.5 ml (0.6 mg/ml) dwdrivpa yia éveory/ £yyvon 6€ TPOYEPIGUEVT] GUPLYY.
QUYPOCTIUN

Awfdote TPooEKTIKA 0AGKAN PO TO PVAAO 00N YIAV YPTCNG TTPLV APYICETE VO YproLUOTTOLEITE AVTO
TO QAPROKO, OLOTL TEPLAGUPAVEL GNUAVTIKES TANPOPOPIES Y10 CUG.

o DoraEte avTo TO EOALO 0N YDV Yprione. Towg ypelaotel va to duPfdcete Eavd.
. Edv éxete mepartépw amopieg, p@TNoTE TOV Y10TPO N TOV QOPUOKOTOLO GOLC.
. H cvvtayn yio oavtd 10 gappoko xopnyndnke amokAelotikd yio oag. Agv TPEMEL VO SDGETE TO

@apupoxo og dArove. Mmopel va Tovg mpokaiésel PAAPN, axopa Kot Otav to onueia g achéveldg
TOVG €ivan 1010, LLE TOL KA OO,

. Edv mapotnpricete Kamowo avemBOunTn evépyeia, EVILEPMDOTE TOV YATPO, TOV PAPLAKOTOLO 1|
TOV VOGOKOUO G0G. AVTO 1oY0EL Kot Y10, KAOE mhovi avemBOunTn evépyela Tov OgV AVAPEPETAL GTO
POV GOUALO 00T YLDV YpNoNG. BAéme mapdypapo 4.

To mapév pvAiro 00N LAV TEPIEYEL

T etvon To Accofil ko mowa givor  yprion Tov

T npénel va yvopilete Tpv xpnooromoete to Accofil
Ig va ypnoomomoete to Accofil

[MBavég avemBOunTeg evépyeteg

Iaog va puidooete T0 Accofil

[epreydpeva g cvokevaciog Kot Aomég TAnpopopieg

SOk wdE

1. Tueivar to Accofil kan owa givar n xpijon Tov

Th givar To Accofil

To Accofil eivan évag mapdyovtag avamtuéng tov Aeukdv apoo@olpiov (tapdyoviag S1€yepong
ATOIKIMV TOV KOKKIOKVTTAP®MV) KOl AVIIKEL GE LU0 OLLAD0, PAPUAK®Y TOV OVOUALOVTOL KUTTAPOKIVEG.
O mapdryovteg avamtuéng elvat TPMOTEIVESG TOL TOPAYOVTOL PUGLOAOYIKE GTOV OPYOVIGUO, OAAL
UITOPOVV VO, TOPAGKEVAGTOOV KOl LE TN ¥priomn Proteyvoroyiag, yio ypiion og eappoxo. To Accofil
Aertovpyel TapoTPHVOVTAG TOV HVEAD T®V 0GTMOV VO, TOPAYEL TEPIOCOTEPH AEVKA ALLLOCPOIPLOL.

Meiwon tov aptfpodTov AEVKOV dpoc@olpi®mVy (OVOETEPOTEVIN) UTOPEL VO TAPOVCIUCTEL Y10 APKETES
artieg kot Kob1oTd TOV 0pYOVIcO 6o¢ AydTepo 1kavo vo, katamoAepd tig Aowd&eic. To Accofil
SLEYEIPEL TOV LVEAD TOV OGTMOV Y10 TNV TOXELN TOPAY®YN VEOV AEVKOKVTTAP®V.

To Accofil umopei va ypnopomonOei:

-y v avénon tov aptpod TV AeVK®V opoc@atpiov petd t Oepaneia pe ynuelobepomsio
Yl TV Voo ONo™ TNG ATOTPOTNG TOV AOIUDEEDV,

-y TV avénon Tov aptipod TMV AEVK®V OHOGPILPIOY HETE OO UETAUOCYEVCT] LDEAOD TOV
0GTAV Y1 TNV Voo Onoen ¢ TPOANYNG TV AoUOEE®Y,

- wpw omd ynueobepameio VYNNG 660N Y10 VoL KAVEL TOV HVEAD TV OGTAOV VO TOPAYEL
TEPLocOTEPA. PAUGTOKVTTAPA TA, OTTOI0, LTOPOVV Vo GLAAEXBOVV Kol va dmbBovv kot ThAl og
€0d¢ petd ™ Oepomeio. Avtd pwopovv va Andeovv amd £o0dg 1 amd d6tr. Ta fractokdTTOpa
o™ oLvEXELn Dol ETOTPEYOLV GTOV LVEAD TV 00TMV Kot O Tapdyovv apocpaipia,

- ywo TNV avénon Tov aptipod TmV AEVK®V OHOGPIPIOY AV VTOPEPETE 0 Papldg LOPPNS
YPOVIO oVdETEPOTTEVID Y10 TNV VTOPon NN TG TPOANYNS TOV AOUOEE®V,

- og aoBeveic pe mpoywpnuévn Aoipuwén and HIV omdte Bo Bonbrcet va meplopiotei o kivovvog
AODEEWDV.



2. Tvrpéner vo yvopilete Tpiv pnoyponomnjcete 10 Accofil
Mnyv ypnorpomouoete To Accofil

- Y mepintoon aAAepyiag ot PIAYPUCTIUN 1) GE OTOLOINTOTE GAAO 0TO TO. GLGTUTIKG AVTOD
TOL PAPUAKOV (AVAPEPOVTAL GTHV TaPaypapo 6).

Ipogdomomosic kKo TPpoPLAGEES

AmevBuvBeite oTov Y10Tpd, TOV PUPLAKOTOLO 1| TOV VOGOKOUO GO GOG TPOTOV YPTCLOTOMGETE TO
Accofil:

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

. Apemavokvtropikn ovaipio. To Accofil pmopel va mpokarécel Kpion SpemavoKLTTOPIKNAG
avorpiog.
o Ooteomdpwon (00TIKY| VOGO)

Evnuepaote tov yrotpd cog apéomg katd tn oapketa tng Oepomeiog pe Accofil edv:

. IMapovcidoete avm optotepd oTopaykod (KOMaKO) TVo, TOVO KAT® 0O TNV aploTEPN
TAgLpd Tov Bdpaka 1} TOVO GTNV GKPT| TOL APLGTEPOV MU0V GOG [AVTA UTopel va OmoTEAODV
GUUATOUOTO S10YKMGNG 6TANVOG (oA voueyoriag) | Thovig pnéng omAnvoc].

o [apatmpnoete acvvnBiotn apoppayic 1 LOAOTIGUO [VTE umopel Vo amoTeAovV
cLUTTONOTO PEiONG TOV atponetaAiov (Opopfomevia)], pe petopuévn iavotnta THENG ToV aiplaTog.
o "Eyete apvidia onpeio adlepyiog 6mmg eEavOnpa, kvnoud 1 kvidmon tov d€ppatoc, TpHEo

TOV TPOCOTOV, TOV XEIAMMV, TNG YADOGOS KAl AAADV LEPOV TOL CAOUATOG, SOVGTVOLX, GLPTYUO 1)
TPOPANUA TNV avamvon, Kabmg avtd o propodoay vo amoteAovV onueia GoPapng aAAePYIKNG
avtidpaong (veepevaictnoia).

Epgpavicete oldonpa 610 IpOc®TO 1) TOVS AGTPAYAAOLS GOC, GO GTO OVPO. 1] GKOVPOYP®LLO. OVPO. 1|
oAtyovpio (OTEPAPATOVEPPITION).

o To kdAvppe TG PEAOVAG TNG TPOYEUIGUEVIC GUPLYYOS TEPIEXEL ENPO PLGIKO EANCTIKO (Eval
TapAy®yo Tov Adteg), N omoio umopel va TPoKaAEGEL aAAEPYIKY avTidopacT). Eyete cvuntopato
QAEYHOVIG TNG AOPTNG (TOV HEYAAOV ALLOPOPOL OrYYEIOV TO OTTOT0 UETUPEPEL QL0 ATTO TNV KapdLd
GTOV 0pYaVIGHO) Exel avapepBel omavimg og kKapkivorabeic aobeveig kat og vyeig d6teg. Ta
CUUTOUOTO UTOPEL VO, TEPIAAUPEVOLY TUPETO, KOTAAKO AAYOC, KOKOVYI, 0GQUAAYin Kot 0vENUEVOLG
deikteg pAeypovie. EvnuepmoTte Tov Y1otpo 60g 6TV TEPITTOOT TOV TOpoLGIALETE TETOLN
GUUTTOUOTO.

ATOLELD, OVTUTOKPLONG OTY] GLAYPUCTINY

Edv epoavicete andiela aviandkpions 1 advvopio dttnpnong g aviandkpions ot Bepancia pe
OUYpOoTiUN, 0 YIoTpOg Gag Oa diepeuvioet Tig attieg, KaBmg Kol dv avanTuETE AVTICOUATO, TO.
omoia €£0VOETEPDOVOLV TN dPUCTIKOTNTO, TG QILYPAGTIUNG.

O y10tpog oag evdgyetal va Belnoet va cag mapakolovdel otevd, PA. mapdypapo 4 Tov POAAOL
oMYV YpMone.

Edv eiote acBevig pe coPapn xpovia ovdeteponevio, VOEXETAL VO SIUTPEYETE KIVOLVO EPPAVIONC
KapKivov Tov aipatog [Aevyorpia, puelodvortiactikd cdvdpopo (MDS)]. Oa mpénet va cu{ntioete pe
TOV Y1TPd GOG Y10 TOV KivOUVO TTOL SL0TPEXETE VA, EUPAVICETE KOPKIVO TOV aiplatoc, Kadmg Kot Toteg
eketdoeic Oo mpémel va kavete. Edv gpoavicete 1 eivon mbavo va eppavicete Kapkivo Tov aiptotog,
dev Ba mpémnet va ypnoponomoete 10 Accofil, extdc edv cag £xet dobel 0dnyia omd Tov yloTpd GOg.

Edv giote 00tnGg PractokvTtdpmy, Tpénel va Exete nAtkio petald 16 kot 60 etmv.

MpocéEte Wwitepa 6Tav Aapfdavere drhio TPOIOVTO TOL SIEYEIPOLY TO AEVKOKVTTOPO.

To Accofil avikel o€ o opdda Tpoidvtwv mov SIEYEIPOLV TNV TOPAY®YN AEVKOKVLTTAPp®Y. O
enayyeApaTiog vyelag mov cog mapoakorlovdei Bo Tpémel mavTa Vo Kataypaget To akpiBEG TPoidv Tov
Aappdverte.



Alro @appoxa ko Accofil

Evnuepmote tov yiatpd 1| T0V QopUOKOTOL0 6o €6V maipvete, £xeTe TPOGPATH TAPEL 1 Lopel va
mwhpete GALO QapLaKO.

Kinon ko Onkaopog
To Accofil dev &yet dokpaotel og eykvovg 1 InAalovoeg yovaikes.
To Accofil dev cuviotdtol katd T d1dpKeLd TG EYKLUOGHVNG.

Etvol onpovtikd vo evnpuep®oeTe ToV y1otpo cog e6v:
o glote £ykvog 1 nhalere,
o vopilete 6TL pnopet va giote £yKvog 1
® Gyed14leTE VO OMOKTHOETE T,
Edv peivete £yxvog katd ) didpkeia g Oepaneiag pe to Accofil, evnuepmote tov yatpod cog.

Ext6¢ £4v 0 y101pdg 560G 560G 0DOEL S1POPETIKEG 0ONYiES, TPEMEL VAL OTAUATNGETE TOV ONAAGUO ehv
ypnoponoteite Accofil.

0onynon Ko YEPLOROS PNYAVILATOV

To Accofil umopei va €xet pikpn| enidpacT 6TV KAVOTNTO 001 yNONG KO XEPIGHOD unyovnudtov. To
Oapuako ovtd pmopel va TPoKaAEseL (OAN. ZuvioTatal Vo TEPUEVETE Kol Vo, Ogite TG aloBivesTe
petd tn Afqym tov Accofil kot Tpotov 0dNYNGETE 1 YEPIGTEITE UNYOVIUATO.

To Accofil mepréyer vatpro

To @apuaxo avtd mepiéyel Arydtepo amd 1 mmol (23 mg) vatpiov avd do6on, sival avtd mov
ovopdlovpe «eredBepo vatpiovy.

To Accofil mepréyer copPrrorin kot vaTpro

Av1o 10 Pappaxo mepEyet 50 mg copPrroing oe kabs ml.

H copprroin givar mnyn epovktodlng. Edv eoeic (1] 1o moudi oag) €£xete kAnpovopkr| dvoaveéio ot
opovktoln (hereditary fructose intolerance, HFI), wio omdvia yevetikn dwotapayn, €c€ic (1] To moudi
oag) dev mpémel va AdPete avto to eapuaxo. Ot acBeveig pe HFI dgv pmopovv va dtacmdoouvv )
OpovKTOLN, KATL TOL UTOPEL VO TPOKAAECEL GOPOPES OvemIBOUNTEG EVEPYELES.

[Ipémel vo evnuepOGETE TOV YLOTPO GO TPOTOV TAPETE AVTO TO PAPUAKO EGV £0€Lg (1] TO TOLdT GOC)
éxete HFI 1 edv 10 moudi oag dev pumopetl TAEOV va KATOVAADVEL YAVKE GOoynNTA 1] TOTA ETEON
a1c0dvetatl avaxkdaTeua, ELETO N AVETOOUNTEG EVEPYEIEG OTMOC UETEMPIGOG, GTOUOYIKES KPAUTEC T
duappota.

Alepyio 6T0 UOIKO KOoVTooVK (AdTes). To kdAvuua TG PEAOVAG TG TPOYEUIGUEVIC GOPLYYOC
mePIEYEL ENPO PLGIKO KAOVTGOVK (£va TapAy@yo Tov AdTeE) TO 0TOi0 EVIEXETOL VO, TPOKAAEGEL
cofopn OALEPYIKT ovTiOpOoT).

3. g va ypnoyporomcsre To Accofil

[TavtoTe va YpNOUYLOTOLELTE TO PAPLOKO AVTO AVGTNPE COUPMOVO, LE TIC 0dNYIEC TOVL YloTPOL cog. Edv
€xete apPPoAleg, pMTNOTE TOV YIATPO, TOV VOCAELTH 1 TOV PUPLOKOTOL0 GOC.

H mocotta tov Accofil mov ypeidlecte Oa eEaptnbel and v naOnon yio v omoia Taipvere 0
Accofil kot 06 10 copoTikd Bdpog cag.



Mog yopnysitan o Accofil given ko wéoo Oa Tpéner va mapw;

To Accofil yopnyeitar cuvBmg wg pio nuepnota éveon 6tov 1616 akpIPOS KAT® 0o TO dEPL
(yvoo10 ko og vrodopila Eveon). Mmopei, emiong, va xopnynOel kol og pio nuepnola apyn EVeon
péca ot eAEPa (Yvootn Kot o¢ vooeAéPia yyvon). H cuvnbng 66om mowkilAel, avaioya pe v
acbévela kat to Papog cog. O yutpog oag Oo cog met toco Accofil Ba mpénel va ndpete.

AcBeveig mov vofarlovial o€ LETOUOGYEVGT) LVEAOD TMV 0GTAOV PETA T ynpetodeparneios:
Koavovika Oa npémet va. AMapete v npdyt d6on Accofil tovddyiotov 24 dpeg petd ) ynuetobepansio
G0G Kot TOLAGYLoTOV 24 dpec apoD AAPETE TN UETAROCKEVCT] LDEAOD TOV OGTMV.

Eoeig 1 0 dropa mov cog epovtilovv pmopeita va Sdaydeite TG va kévete vmoddpieg eVEGELS, DOTE
vo umopécete va cvveyioete T Bepaneio cag oto omitt. 26T06G0, dev Bol TPEMEL VoL TO EMLYEPNOETE,
eKTOG €0 €xeTe TPMOTO AAPEL KOTAAANAT EKTOIOEVOT OO TOV TAPOYO VINPECIOV VYELNS GO,

IMocov ypovo Ba yperastei va maipve to Accofil;

®a ypelaotel va mapete 1o Accofil péypt o apBpdc Tmv Aevk®dV apoceapiny caog va givat
QLGOI0A0YIKOC. Oa YivovTol TaKTKEG EEETAGELG ALOTOC Y10, TNV TPOKOAOVONGN TOL aP1BoD TV
AevK®V aposeatpiov oto copa oag. O yutpds cog Ba oag mel mOco Kapd Ba Tpénet vo Taipvete To
Accofil.

Xpnon o€ Tooa ko @1 povg

To Accofil ypnowonoteitar yia t Bepaneio Todidv mov Aapufdvovv ynuetobepaneio 1) Tov mwhoyovv
a6 TOAD YOUNAG aplBpd Aevkdv apocealpiov (ovdeteponevia). H docoroyia ota mondid mov
Aappavovy ynueloBepomeio eivar 1 10100 OTOS KoL Y10, TOVG EVIAIKEG.

IIAnpogopicg yia avtoyopiynon éveong

Aot 1 evOTTO TEPIEYEL TANPOPOPIES Y1 TOV TPOTO LE TOV OTTOL0 LTOPEITE VO KAVETE LLOVOL GOG TNV
éveon Accofil. Eivatr onuavtiko vo, pnv enyepnoete va KAveTe EVEon HOVOL 606, Topd LOVO Qv EXETE
eKTOdEVTEL £101KE amd ToV yloTtpo M T voonievtpua. Edv dev giote oiyovpor 1 £xete anopieg oyeTikd
UE TNV awtoyopnynon g éveong, nmote ™ Pondela Tov y1oTpod N TS VOGNAEDTPLOG,.

Mo va kave v éveon Accofil etov gavtd pov;

[pénet va kdvete v £veon otov 16Td oL Ppicketar aKpPOS KATM amd To dEpa. AVTOG 0 TPOTOG
glval yvootdg og vodopla éveor). [lpénet va, khvete Tig evéoelg TV 1010 TEPITOL YPOVIKY GTIYUN
KaOnpepiva.

0O gomhopndg wov Ba yperaoteite

I vo, avtoyopnynoete o vTodopLa Eveor, Ba ypelaoTeite:

o o Tpoyepopévn ovpryyo pue Accofil,

. Bapparxo@dpo 6TUAES EUTOTICUEVO UE OVOTVEVLLO ) KATL AVAAOYO.

T apénel vo KAve Tpotov yopnyiom Ty vrodopra éveon pe Accofil etov gavto pov;
Awo@olioTe 0TL TO KGALUUE TG oVPLYYOS Do Tapapeivel Endvm ot cVPLYYa £®C TN GTLYUn TTov Oo
glote £TooL YO0 TN YOPNYNON TNG EVECTG.

a. BydAte v mpoyeopévn oopryyo pue Accofil arnd to yoyeio.

B. EAéyEte tv nuepounvio, ANENG OV avoypAPETOL GTN CUOVGT] TNE TPOYEUICUEVIC GUPLY YOG
(AHEH). Mnv 1t ypnoylomomoete edv £yl mopéAOel 1) tedevtaio NUEPH TOV UIVA TTOL OVAYPAPETOL 1|
€dv €xel mapapeivel ektOg Yoyeiov et TeplocdTEPO amd 15 nuépeg N v €xel TapéAbet pe GAiov
TPOTO N Npepounvia MENG.

v. EAéyEte v epedvion tov Accofil. TIpénet va gival éva dtavyég kat dypouo vypd. Eav vrapyovv
COUOTIO HEGH GE 0VTO, OEV TPEMEL VA TO YPNCULOTOINGETE.

0. o va kévete mo aveta TV EVEST), APNOTE TNV TPOYEUIGHEVN GVPLYYQ Vo Tapapeivel ent 30 Aemtd,
MOTE VO PTACEL o€ BepoKpacio S®UATION, 1] KPATHOTE TNV TPOYEUICUEVT] GUPLYYO OTTAAN GTNV
TOAGUN 60gG Yio Aiya Aemtd. Mnv Oeppaivete to Accofil pe omolovdnmote dANo tpdmo (Yo mapddetypa,
uny 10 Beploivete og POVPVO PIKPOKVLUATOV 1) 6€ (EGTO VEPO).

4



. IDvvete 6yolactind Ta yépia cag.

ot. Em\éEte pia dvertn, kadd oTIopéVN empdvelo Kol TomofeTnoTe OAO TO OVTIKEIEVO TTOV
YPEWGLEDTE OE AMOGTACT OOV UTOPEITE VOl TO PTAVETE (TNV TTpoyeouéEV cvptyyo pe to Accofil ko
oV Bopfoako@dpo GTUAED EUTOTIGUEVO LUE OLVOTTVELLLO,).

Mg yiveron ) TpogTopacia TS yoprynons g éveong Accofil;
IMpw kdvete v éveon Accofil, Tpémet va kdvete ta akdAovOa:
Mn (pNOLUOTON|CETE TPOYEMIGUEVY] CUPLYYA EAV £YEL TECEL ETAVEO G€ GKANPT EMQAVELD.

Bipa 1: EA¢yEte TNV 0KEPALOTNTE TOV GVGTINOTOS

Awooiiote 0TL To cuoTUA glvar aKkEpato/dev €xel vrootel {npd. Mn ypnoomomaceTe To TPoidy
€av dgite omoladnmote POHopa (Bpavor TG GUPLYYAG 1) TOV TPOGTUTEVTIKOD KOADUUATOG TG BEAGVNC)
N Agimovv £apTNUATO KOL EAV TO TPOGTATEVTIKO KAAVUpO TG BeAovng Bpioketal ot Béon acpaieiog
TPV OO TN XPNOT], OTWG PAIVETAL TNV EIKOVA 9, EMELDN CLTO VTOSEIKVOEL OTL TO GVGTNLA EXEL 10T
Aertovpynoet. ['evikd, to mpoidv dev Oa Tpémel va ¥ pnoIUomoteitat €6V dgV EYEL TV OYT NG ekovag 1.
2NV TEPITTOON LT, ATOPPIYTE TO TPOIOV GE Evav TEPLEKTN Y1 PLoAoYIK®G emikivovva (atyunpd)
TpoiovTa.

Ewova 1

o =

Bipa 2: Aparpéote To TONA TS PELOVIG

1. A@aipéoTe TO TPOGTATELTIKO TAOUA, OTWS PAIVETOL TNV EKOVA 2. XVYKPOTIOTE TO CALLO TOV
TPOCTOTEVTIKOD KOADUUOTOG TNG BEAOVIG LE TO Eva XEPL, [LE TO AKPO TG PELOVAG OTPOUUEVO
Pog TV avtifetn Katevbuvon amod £odg Kot xwpig va ayyiete ) papdo tov epforov.
Tpapr&re to TdOUA TNG PEAdVNC G€ gvbeia Kot apUpECTE TO [E TO GAAO oag XEPL., APoD TO
AQOIPECETE, omoppiyTe TO TOUA TNG BELOVNG GE Evav TEPLEKTN Yo PLodoyikd emikivovva
(oyunpd) avtikeipeva.

2. Mnopei vo mopotnpfoete pio Wkpn QUGOAIdA aépa. GTNV TPOYEUGUEVT GUPLYYa. AgV
YPELALETOL VO, ATTOLLOKPVVETE TN QUGOAId TPV amtd TV £veon. 'Eveon tov daAduatog pue
QLoaAida etvor axivouv.

3. H ovpryya pnopei va mepiéyet peyodivtepn mocoTnTo VYPOL Ao VT TOL YPEIGLETTE.

XPNGIUOTONGTE TV KAILOKO TTOV VITAPYEL GTOV KOAVOPO TNG GUPLYYOC, OTMC TEPLYPAPETOL

TapaKATo, Yo vo pubuicete ™ cmotr d6om Accofil mov cog éxel cuvtayoypaehiceL 0 YlTpog

00G. AQopEGTE TNV TEPTTN TOGOTNTO VYPOV, TELOVTAG TO EUPoro Emc Tov apBud (ml) Thve

GTN GLPLYYA TOV OVTIGTOLKEL OTN 6OCT) TOV GAG £YEL GLUVTAYOYPAPTDEL.

EMéy&re moh yio va BePoiwbeite 6T1 ot oOpryya Ppicketor n cwotr d6on tov Accofil.

5. Topa pmopeite va ypnOLLOTOCETE TNV TPOYEUCUEVT CUPLYYA.

e

Ewova 2
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Y& owo onpeio wpémel va KAve TV £veon;

Ta mAéov KatdAAnAo onpueia Yo va 0uToyxopnynoete TNV éveon givar:

®  T0 EMAVO HEPOG TOV UNPAV GOG KOl

® 1 KOWAMOKN XOPO, EKTOG TNG TEPLOYNS YOP® ATtO TOV OUPAAO (PA. elkova 3).

Ewova 3

A
N

Edv cag kével v éveon kdmolog GAAog, umopet eniong va ypnoiponomfel n mico TAevpd TV
unpdrtowv cog (PA. ewcova 4).

i

Ewova 4




Elvar kaAOtepa va aAralete v Béom g éveong kabnpepvd yia va amopevybei o kivovvog
gpebioov oe omoladnmote Béom.

Bipe 3: Ewsdyete ™ Pehévn

- Towmote ehagpd T0 dEPUO 0TO ONUELD TNG EVEGNG LE TO €val XEPL

- Me to GAlo Yépt, elcdyete TN feAOVN 0TO onueio Tng Eveong yopic vo ayyiEete TNV KePain
™m¢ papdov tov guforov (Vd yovia 45-90 poipdv) (BA. sucdva 6 kot 7)

g yivetoar 1 avtoyopnynon e £veong;

AmoAvpdvete v B€om Eveong yp1OILOTOIOVTOS £vay Papfako@dpo GTUAED EUTOTIGUEVO [E
OWOTVELILO KO TOIUTNGTE TO dEPOL LETAED TOV aVTIXEPQ KoL TOL OEIKTN Gag, YWpig va To opiyyeTe

(BA. ewcova 5).

Ewova 5

[IpoyeLuopévn cupyyo Yopic TposTateLTIKd KaAvupo fEAOVNC

B. Eiodyete minpwc t Pehdva oto dépua, Onme cag £yl 0&i&el n voonAenTpla 1] 0 Y1oTpog oag (PA.
€Kova 6).

v. TpaPné&te Aiyo 1o éuPoro yia va eréyEete OTL dev Exel Yivel S1ATPNOT KATOLO0V GLLOPOPOV ayyEiov.
Edv deite aipo ot obpiyya, apapéote tn PeAdvo Kol ETAVEIGAYETE TN 6€ GAAO onpeio.

8. Evo xpatdre mhvta to déppa oag, mfnote to EuPoro apyd kot otabepd uéypt vo xopnyndei 6in n
3001 Kot vo unv pmopei 1o EPPoro va meoTel TEPATEP®. AV TPETEL VA YOAUPDOGCETE TNV TIECT] TOV
aoKelTe oTo £UPoro.

€. Evéoate povo ) 066m mov oag EYEL YOPNYNOEL 0 YLOTPOS GUGC.

oT. AQo¥ evéceTe TO VYPO, APUIPESTE TN Pelova, evd dratnpeite Ty wicon oto EuPoro Kot pHeTd
glevbepmote To dépa oag.

. TomoBetnotE TN YPNOYWOTOMUEVT) GUPLYYa G doyElo amdppwyng. Na ypnoiponoteite kKabe cOpryyo
puoévo yo pia éveon.

Ewova 6
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IIpoysuouévn cpryyo LEe TPOSTUTEVTIKO KaAL UL BEAOVNS

e FEicdyete mAinpwg T Peldva 6To dEPLLO, OTMG oag EXEL OgiEeL | VOGNAELTPLA 1] O Y10TPOG GO,

o  TpoaPné&te Aiyo to EuPoro yia va eEAEyEete OTL dev ExEl Yivel SIATPNON KOTOIOV GLLLOPOPOV
ayyeiov. Edv deite aipo otn ovpryya, apapéote T PeLOva Kol ETAVEIGAYETE TN Gg GAAO
onpueio.

e Evéote povo 1 060m mov oag gine 0 yuoTpds Gag, aKolovdmvTag TIg TapaKaT® odnyies.

Ewova 7

Bipa 4: 'Eveon

TomoBethoTe TOV avTiyepa EXAV® STV KEPAAT TNG pafdov tov euPforov. [TiEote TV KePAA TG
papoov Tov euPodrov kai mEate 6Tadepd 6TO GKPO TNE EvEONC, MGTE VO, SIAGPAAIGETE OTL EYEL
olokAnpwBel n exkévmon g cvpryyag (PA. eikdva 8). Zvykpatnote 1o dépua otabepd, TOTOL Vo
olokAnpwBel n éveon).

Ewova 8

Bipa 5: Ilpootacio amé voypd pe ) ferdvy

To cvotpa acpoleiog Oa evepyomomOei apov wbioete TANP®S ™ pafdo Tov eufdrov:

- Kpomote m oOptyya axivnn Kot onkdoTe apyd TOV oVIiREpA oag amd TV Keoin ¢ pafoov
Tov guPorov

- H papdoc tov euforov Ba kivnbei mpog ta endve pali pe Tov avtiyelpd cog Kot To eAatnplo Ba
avacvpeL T BEAOVN and TO ONUEID, GTO ECOTEPIKO TOV TPOCTUTELTIKOL KOADUUATOG TNG BeAdVNG (BA.
gikova 9).



Ewova 9

Na Qvpdorte
Edv avtipetonicete onowadnmote mpoPAnpata, un diotdoete vo {ntoete fondeia kot cupPovAég and
TO Y1TPO 1] T1 VOGNAEVTPLA GOG.

ATOpPIYN YPNCLUOTOLUEVOV GUPLY YDV

To mpoctaTevTiKd KAAVUUO PEAOVAG ATOTPENEL TOVG TPOVUATIGUOVS ard TPOTNUA TNG PEAdVAG PETA
TN ¥PNON, KOl EMOUEVAOC OEV AmAITOVVTOL IO10HTEPEC TPOPLAGEELC Y1 TNV omdppiyT. AToppiyte ™
GUPLYYO GUUPMOVO. [LE TIG 0dNYIES TOV YLOTPOD, TNG VOGAEDTPLOG 1) TOV PAPUAKOTOLO0 GUG.

Eav ypnowpomomjcere peyorvtepn 00on Accofil amwd Tnv kavovik

Mnv avénoete ) d66M ToL Gag £xEl 0OGEL 0 YiaTpdS. Edv motevete 011 €xete evécel meplocdHTEPO
Accofil amd 10 Kavovikd, ETIKOIVOVIGTE LE TOV YIOTPO GOG TO GLVTOUATEPO dUVATOHV.

Edv Egyaoete va ypnoporomjcete To Accofil

Edv éyete mapodeiyel kamolo Eveon N ExeTe eVEGEL TOAD Aiy0, EMTIKOVMOVNGTE UE TOV YIOTPO GUG TO
GUVTOUOTEPO dLVOTO. MNV mhpeTe SITAT OG0T Y10, VO OVATANPADGETE TIG dOGEIC TOL EgYdcaTE.

Edv éxete meplocOTEPEG EPOTNOELS GYETIKA LLE TN YPNOT] AVTOV TOV PUPAKOV, POTHGTE TOV Y1UTPO,
TOV VOGNAELTH 1] TOV QUPUOKOTOLO GOC.

4. IIBavég avemBOUNTES EVEPYELEG

Onwc 6Ao To. apoka, ETCL Kot aLTO TO QAPULOKO UTOPEl va TpokaAEsel avemBOUNTES EVEPYELES, OV
Kot OgV TOPOLGLALoVTaL G€ OAOVE TOVG avOpmITOC.

Evnuepaoote tov y1otpé oog apéomg katd tn didpkela g Oepaneiog:

o €4V TAPOLGIACETE AAAEPYIKT AVTIOPOCT), TOV TEPILAUPAVEL AOVVOLIC, TTOGT TNG APTNPLOKNG

mieong, SLGKOAIN GTNV OvaTVOT|, 01dTILeL TOV TPOoG MOV (avapviatic), depuatikd e&avonua,

Kvnoumoeg e€avinua (kvidmeon), oidn U ToV TPOCHTOV, TOV YEMY, TOL GTOUATOC, TNG YADCGCHG 1|

TOV Aapov (ayyglooidonpa) Kot Aoydviacpo (dvomvola).

o gGv mapovoidoete Py, TOPETO Kt Suokorio otV avamvon (dvomvola) Kadmg antd pmopel

vo omoTeLEl onpeio Tov cuVOPOpOL o&elng avamvevoTikng duoyépetag (ARDS).

e &av epopavicete veppikn PAAPn (omepapatoveppitidn). Neppikn PAAPN €xel mapatnpndel o
acbeveic mov éhafav Accofil. Emkowvoviote auéomg pe tov yiorpd cag £4v eppavicete oidnua
0T0 TPOGMTO 1| TOLG OGTPAYAAOVG GOG, O GTO 0VPA 1] GKOVPOYP®UO 0VPA 1| OALyoLPia

. €6V TOPOVGIACETE AVM aploTEPO GTOUAYIKO (KOMAMOKO) TOHVO, TOVO KAT® amd TNV aploTePN

T gvpd Tov Odpaka 1 TOVO GTNV AKPT| TOL MUOL GG, KOOMG EVOEYETAL VO VITAPYEL TPOPANLA LE TOV

omAva 6og [S10YK®o™ ToL oTANVOG (oA voueyaia) 1 pRéEN Tov oTANVOG].



o €dv voPaiieote o€ Oepameia Yo GoPaprn xpOVIC OVOETEPOTEVIO KO EXETE OLLLOL GTOL OVPU GOG
(arpatovpiay). O yatpog cag pmopel va e€etalet TOKTIKA To 00pa GG EAV TAPOVGLAGETE VTNV TNV
avemBountn evépyea 1 ebv Ppebdel mpoteivn ota 0vpa cag (TpwTeivovpian).

. Av gppavicete Koo 1] GLVOLACUO OO TIC TOPAKATM TAPEVEPYELES: SOYKMGN 1 TPNELLO,
OV UTTOPEL VOL GUVOEETAL [IE PUELMUEVT] OVPTOT], SVGKOAID GTNV OVATVOT], KOIAOKT SIOYK®MGT) Kol
aicOnpo TANPOTNTOC Kot YeviKY aicOnon kommong. Ta cuumtdpate avtd yevika epeavifovtol pe
tayeic puBuove.

®a uropovoay Vo ATOTEAODY GUUTTOUATO. poag TOnong mov ovoudletol «Zvvopopo Alapuyng
Tpryoeddv» Kot TpokaAel TV S10pLYN TOV OiIOTOG OO TA KPA ALLOGOPO Ay YELD LECH GTO GAOLLOL
ooG Kot ¥pedleTon EMELYOVIMG LATPIKY| TOLPAKOAOVON o).

o Eé&v mapovcidoete cuvovacud omotmvonmoTe ond To TOPUKAT® GUUTTMULOTOL:

- Topetd N piyn M aicOnpa vepPforcod Yiyove, VYNAO kapdlakd puOUO, GOYYVON 1| ATOAELN
TPOCAVATOAGHOV, SUGKOAID GTNV AVAIVOT|, TOAD £vTovo GAyog 1| Sucpopia kol vYpO N WPWOUEVO
dépua.

®a pmopodoay Vo AToTELOVY CUUTTAONATO LG TiBnomng mov ovopdletor onyn (ovopdletat eniong
Kol onyotpia), o Aolpmén Baptds Lopeng e PAEYLOVAOdT avTidpact g OAO TOV 0pYOaVIGUO, 1) OTTold
umopei va glvar ometintiky yio ™ (o1 Kot ypetdleTon ETEYOVIMG 10TPIKT TOPOKOA0HONGT.

Mia cuyvn avemBountn evépyeta omd ) ypron tov Accofil sivar tévog 6Toug poeg 1 ota 0614 GoG
(HvookeleTIKOC TOHVOG), 0 0TOT0G TOPEL VO AVTILETOTIGTEL TALPVOVTAG TO GLVHON PAPUOKO Y1 TV
AVOKOVQLGT TOV TOVOD (OVOAYNTIKA). Xe aobeveic mov VTOPAALOVTAL GE UETAUOTYEVOT)
BAactokvTTapmV 1 LLEAOD TMV 00TMV, UTOPEL VO ELPAVIOTEL VOGO LOGYEVLATOG £VAVTL EEVIOTY|
(GVHD) - avt givar pia ovtidpoor TV KVTTapmv Tov 36T Evavtt Tov acbevoig mov AapuBavet to
péoyevpa. Enueio Kot coUTTOUATO TEPIAAUPAVOLY EEAVON L0 OTIC TAAGIES TOV XEPLOV 1 OTU TEALOTA
TOV TOJMV, KOl EAKOG KOl TANYEC GTO GTOUA, GTO £VIEPO, GTO NTOP, GTO OEPLLML, ) OTO, LATLOL, GTOVG
TVEOLOVEC, GTOV KOATIO Kol OTIG apOpdoELg Gag.

e vyteic 80teg PAacTorLTTAPOV pmopel va mapatnpndel avénon Tov AELKOKLTTAP®V
(AevkokvuTTapmON) KoL PLEI®OT TOV OLUOTETAAIDV, 1 OTOL0 LELMVEL TNV TKAVOTNTO THENG TOL AipaTdg
cag (OpouPomevia), KataoTdoelc o1 onoieg Ha Tapakolovbobvtal 0md ToV YLoTpd GOC.

IoAd ovyvég avemOounTES EVEPYELEG (LTOPOVV Va eMnpedcovy meptocdTepa and 1 ota 10 dropa):
. €LETOG

. vavtio

o acvvnOeT TpYOTTOON 1 opaimon TV TPY®V (aAnTekio)

o Kovpaon (Kémwor)

. OVOG Kot TPNELUO TNG ECOTEPIKNG EMEVOVOTG TOV TEMTIKOV GCMOANVO TOV EKTEIVETAL OO TO
OTOUO. £OC TOV TPOKTO (PAEYLOVT] TOL PAEVVOYOVOL)

o peimon Tov apometoliov 1 onoia petdvel TV wavotnta TENg Tov aipotog (Bpopfomrevio)
YOUNAOG ap1Bpog epvbporvttdpwv (ovaipio)

mopetog (mupeéin)

TOVOKEPUAOG

duippoia

Yoyvég avemBounTeg evépyeres (LTopodv vo ennpedoovy teplocotepa amo 1 ota 10 dtopa):
@Aeypovi Tov vevuovo, (Bpoyyitidn)

AOLH®EN TOV AVATEPOL AVOTTVEVCTIKOD GUGTHLOTOG

0LPOAOTHMEN

petopévn 6peén

dvokoria otov vvo (abmvio)

Can

petopévn aictnon, 1dkd oto dépua (vtaicOnocio)

popunkieg 1 povdlacua ota xépta 1 ota Todto (Topaicinocio)
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YOUNAN Tieon Tov aipatog (VTOTOOoT))

VYNAR ieon Tov aipartog (LIEpTacn)

Brixag

amoPoAn aipatog pe to fryxo (apdmTLoN)
TOVOC GTO GTOWO KO TO AULUO (GTOLOTOQOPLYYIKOG TOVOG)
apoppayia g potng (emiotoén)
dvuorkooTnTa

GTOMOTIKOC TOVOG

S1OYK®GN TOL NOTOG (NTATOUEYaAio)
eEavonua

epLOPOTNTA TOL déPOTOC (pHOM L)

HUKOG 6T UOG

TOVOC KAt TV 0vpnon (dvsovpia)

ndévog 010 othbog

ovVog

yevikevpévn advvapio (eEacbévion)

veviko aicOnuo adiabeciog (Kakovyio)
TPNEO TOV XEPLOV KOl TOV TOSDV (TEPLPEPIKO 01N AL)
avénomn opiopévav evihumy Tov aipaTog
oAhayég otic Proynuikéc eEETAGELG TOV OiATOG
avTidpacn PETAyyIong

Oy ovyvég avemBounTeS evépyereg (Lmopovv va emnpedoovy nepiocdtepa omd 1 ota 100 dropa):

o avénomn tev Aevkdv apocealpiov (AEVKoKLTTAP®GN)

o oAAepykn avtidopaon (vrepgvacOnocio)

o AmOPPYT LOGYEVLOTOG LVEAOD TOV 06TMV (VOGOS LOGYEVHOTOS EVavTl EEVIOT)

o VYNAL emtimeda ovpiko 0&€og 6To aipla, To omoin UTopel Vo TPOKAAEGOLY OVPIKT| opBpitidn
(vmepovpryorpio) (avEnon ovpikov 0&Eoc 6To aipa)

o nratikn PAGEN TpokaAovdueVn Ao amdPPAtn TOV WKP®OV PAERDY EVTOS TOL NTOTOC
(phePoamoppaxtiKy vOG0og)

o 01 TveDUOVEC dev Aettovpyolv omm¢ Oa Empene, TPOoKAADVTAG SOVCKOAID GTNV AVaTVON

(VOmTVELOTIKT AVETAPKELDL)

oildnpa /Kt vyYpd GTOLG TVEVUOVEG (TVELHLOVIKO 01dM L)

QAEYHOVT] TOV TVELUOVOV (Stdpeon Tvevpovomddeia)

un PLOLOAOYIKY aKTIVOYpaPia Bdpaka (Tvevpovikny d1dnon)

aoppayic and Tov mvedova (TVELLOVIKT aloppayic)

£ ey amoppoenomng o&uydvou atov Tvevpova (vro&ia)

eEavOnua déppatog pe olidia (knAdoPAratidmoes eEdvOnua)

wéOnon mov Tpokaiel peimoN TNG TLKVOTNTOG TOV 00TOV, KABIGTOVTOS To 06T o 0dVVITA,
€00pavoTa Ko TEPIGGOTEPO EMPPETT GE KATAYLOTO (0GTEOTOPWST))

. avtidpaon 610 onpueio g £veong

Yrdwvieg avemBOunTeg evépyeieg (Umopobv va ennpedoovy tepiocodtepa amd 1 ata 1.000 droua):

. DLeypovi g 0opTNS (TOL HEYAAOL OLLLOPOPOL OYYEIOL TO OO0 LETAPEPEL QL0 OO TV
Kapdd otov opyavicud), PA. tunua 2

o Yofapog Tovog ota 00T, TO BMpoKa, 6TO £VvIEPO 1 0TS apbpiaoelg (kpion
OPEMAVOKVTTOPIKNAG CVOLUIOG)

. a1pvidto ametAntikn yio ) {on aAiepykn avtidpacn (ava@LAGKTIKY avtidpac)

o wovog Ko TPNELUO TV apfpmdcemv Tapduola Le TNV ovptkn apbpitida (WYevdoovpiky
apBpitida)

. oAAoyn GTOV TPOTO LLE TOV OTO10 TO oo pLOUIEL Ta VYPA EVTOG TOV GCMOUNTOG Kol UTOPEL VoL
odnynoet oe oidnua (dratapoayéc Tov GYKov TV LYPAOV)

o QAEYLLOVT] TOV OLLOPOP®V AYYEI®V TOL OEPLOTOC (SEPUATIKT Oy YEUTION)
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. VIEPLYOUEV, EMDOVVA EAKT] EPVOPOKLOVOV YPOUATOG GTO GKPO KOl OPICUEVES POPEG OTO
TPOCOTO Kol 6TO AdUO pe Tupetd (cHvdpopo tov Sweet)

o eMOEiVOON NG PELUATOEBOVG apBpiTidag
o acLVAOIGTN GALOYT TOV 0VP®V
. HeloN TG OGTIKNG TUKVOTNTOG

Ava@opd avemOOunTOV gvEPYELAV

Avaopd avemBountov evepyeldv Eqv mapatnpioete kdmola avemBountn evépyeta,
EVNEPMOOTE TOV YOTPO 0aG. AVTO 1oyVEL Kot Yo kGOe mBavr avemBountn evépyela mov dev
AVOQEPETOL GTO TTAPOV VAL 0ONYIDV Yprione. Mmopeite emiong vo avapépeTe avemBuunTeg
gvépyeleg angvbeiog péow:

EAlLada

EBvikdc Opyaviopog Gapudkmv

Meocoyeiov 284

GR-15562 XoAlapyog, ABnva

TnA: + 30 21 32040380/337

Dag: + 3021 06549585

Iototomog: http://www.eof.gr

Kvnpog

DoappoxevTikég Ynnpeoieg

Yrovpyelo Yyeiag,

CY-1475

TnA: +357 22608607

Dag: +357 22608669

Iototomog: www.moh.gov.cy/phs

Mécm g avapopdg avembounTmv evepyelmv prnopeite va fondnoete otn GUAAOYY
TEPIOCOTEPOV TATPOPOPLDV GYETIKG, LLE TNV AGPAAELN TOL TAPOVTOS PUPUAKOV.

5. Mg va puiaooete To Accofil

To @appako ovtd TPETEL VO PUAACCETAL GE PEPT] TOV OEV TO PAETOVY Kat OgV TO POAVOLY TO TOUdLA.
Na pn ypnoiponoteite avtd 10 PAPUOKO LETE TNV Nuepounvio ANENGg mov avaeépetat 610 e£mTEPIKO
KOVTL Kot 6TV TTpoyepicpévn coptyya petd t AHEH. H nuepounvia Anéng eivar | televtaio nuépa
TOL UIVOL TTOL OVOPEPETOL EKEL.

dvrdooete og yoyeio (2°C - 8°C). Mnyv katayOyeTE.

H ocbOpryya umopei va amopaxpuviei amd to yoyeio kot va torobetn el o Oepuokpacio dopatiov (Ox1
wévo amd 25°C) yuo pia eviaio Tepiodo, 1) omoio Ayel Tpotov TapEABet  nuepounvia ANEng mov
gupavifetor oty eTIKETO, £0¢ 15 NUEPOV TO HEYIOTO. XT0 TEAOG AVTNG TNE TEPLOOOL, TO TPOIOV OEV
npénel va, Eavoumel 6To Yuyeio Kot Tpémel va, amopplebet.

Kpatiote v mpoyeiopévn ouptyya 6to e£mTEPIKO KOLTI Y10l VoL TPOGTOTEVETOL AT TO (PG,

Mnv ypnoiponoteite Accofil edv mapatnproete 6Tt €lvar vepeA®OES, 1| VIAPYEL OTOYPDUATIGUOC 1)
VTLAPYOLY COUOTION0 PEGO GE QVTO.

Mnv tomofeteite T0 KAALULUO GTIG XPNOLUOTOMUEVEC PEAdVEG, Yol pumopel kKatd Adboc va
tounnOeite. My metdte QAppoKo oTo vepd NG OMOYETEVONG 1] GTO GKOLTIOLO.

Potmote 10 papuaxomold oag yio 1o Tmg va TeTtdEeTe o pappoKa Tov ogv ypetdlovtal ma. Avtd To
pétpa Bo fondncovy 6Ty TpocTacio Tov TEPIPAAAOVTOC.
6. Ilepreyopeva NG CVGKEVLAGTOG KUl AOVTES TANPOPOPIES
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T mepréyer o Accofil

- H dpaotikn ovecia eivar 1 pidypaotipn. Kabe mpoyepicpévn cvpryya mepiéyel 30 MU (300
piKpoypappdapla) ekypaoctipng o€ 0,5 ml, mov avrictoyel og 0,6 mg/ml.
- Ta d\ha cvotatikd etvar 0&kd 0£D, VOPo&eidio Tov vatpiov, copPitorn, (E420) moivcopPiko
80 ko HOWp Yo EVESUO.

Epedvion tov Accofil kol mepreydpeva g 6voKeLAGIOG

To Accofil etvat éva dtowyég dypopo SidAvpa yio Eveon 1 £YXVOT GE TPOYEMGUEVT] GUPLYYA TOV
onuewvovton pe 1/40 tomopéveg emypapés and 0,1 mL émg 1 K.ex. oToV KOAVOPO TNG GVPLYYOC, LE
Behlova. Kabe mpoyepuopévn oopryya mepi€yet 0,5 ml dtaAvpotoc.

To Accofil dwatiBeton oe cuokevacieg mov mepiEyovv 1, 3, 5, 7 ko 10 mpoyepiopéveg oOpLyyes, e M
Y opic TpoTomoheTnEVO TPOSTUTEVLTIKO KAAVUpA BeAdvNG Kot Bapfakopopovs GTUAEOVS
EUTOTICUEVOVG LLE OLVOTTVEV|LOL.

Mmropei va pnv KuKAOQPOpoLV OLEG 0L GUGKEVAGIES.

Karoyog Aderog Kvkhogopiag

Accord Healthcare S.L.U.

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

08039 Barcelona,

Iomavia

IHopoockevaotig

Accord Healthcare Polska Sp.z 0.0.,

ul. Lutomierska 50,95-200 Pabianice, IToAwvio

To wapov Al 0dNYLOV ypionS avadewpOnke Lo TeEdevTaia gopd otig: 07/2023

Aentouepeic TANPOQOPIES YI0 TO PAPLOKO aVTO ival SLBEGILES GTOV SIKTLOKO TOTO Tov Evpmmaikod
Opyaviopob @apudkmv: htt p://www.ema.europa.eu

O inpogopics Tov akorovBovv amevBivovtal povo o€ YaTpovg 1) emoyyelpaties vyeiog:

To Accofil dev nepiéyel cuvinpntikd. T'a va amogevydei o TOavOg kivovvog pikpoPlakng poOALVeT,
ot ovpryyeg tov Accofil Tpoopilovton yio pio povo ypron.

H tuyaia éxeon o Beppoxpacieg yH&ne Eog ko 48 dpeg dev ennpedlel apvnrtikd v atabepotnto
tov Accofil. Eav 1 éxBeon éxet vmepPei Tig 48 dpeg M €dv 0o mpoidv Exet yuybel neplocdTepes omd pia
eopég, tote to Accofil AEN Ba mpémetl va yproyonoeita.

IIpokeévou va Pertiwbdei 1 yvnAlootudtn T TV TopayovVI®V SIEYEPCTS ATOIKIOV TMV
KokklokvTtdpwv (G-CSF), n eumopiki) ovopasio Tov xopnyoOUEVOL TPOTOVTOG TPEMEL VAL
KOTAYPAPETOL LUE CAPNVELD GTO aPYEi0 TOV asbevocC.

To Accofil dev npénet va apaidvetar ue dtdAvpa yroplodyov vorpiov. Avtd T0 QUPUAKEVTIKO TPOIOV
OgV TIPEMEL VOL AVOUELYVOETOL UE AAAD QOPHOKEVLTIKA TPOIOVTO EKTOC OLTAOV TOV AVOPEPOVTOL
mapokato. H apatopévn eilypaotiun uropel va tpocpoendel 6 Yool kot TAasTkd VAKE, EKTOC €6V
N opoimon £yel Yivel OTMC OVOPEPETOL TOPUKATO.

Edv amarteitan, 1o Accofil prnopei va apaindel og didAvpa yYAvkoing 5%.
Apainon og teAikn cvykévipmon < 0,2 MU/ml (2 pg/ml) dev cuvictdtol 6 0mol0dNTOTE GTUYUT.
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To dudivpa Ba Tpémet va embBempeitan ontikd py and  xpnon. Movo davyn dtoddpota xopig
COUOTION TPETEL VAL YPNCIUOTOLOVVTOL.

I'a tovg acBeveic mov Elafav Bepaneio pe erdypaoctipn apoaiopévn oe cuykevipmoels < 1,5 MU/ml
(15 pwepoypappdpro/ml), arfoopivny avBpodmivov opod (HSA) Ba tpénel va npoctebel o pio Telkn
oVyKEVTpOON ToV 2 mg/ml.

Iopdderypa: Ze tehod evéoipo dyko tov 20 ml, cuvolikég d0celg Praypaoctiung kdtm tov 30 MU
(300 ppoypappapia) o mpénet va didetal pe 0.2 k.ek. adfovuivn avBpomvov opov 200 mg/ml
(20%) koo TpooTibeTat.

Orav apaidveral o€ dtdAvpa YAokoing 5% yivkolng, Accofil eivar copPatd pe yooil kot mowkiiio
TAOGTIKGOV, 0wg PVC, molvorepivn (éva cupmoivuepég TOAVTPOTVAEVIOD Kol TOALOIBVAEVIO) Kot

TOAVTPOTVAEVIO.

Metd omd v opoinon

H ynpu) ko guoikn otabepdtnta xprong Tov apotdpévoy SIAVIATOS Yo £yyvon Exel KoTaderyBel
v 30 dpeg otovg 25 °C + 2 °C. Amd [ukpoPloloyikng dmoyng, To Tpoidyv TPETEL VO (PNCUOTTOLEITOL
apEc®S. Av dev ypnoipomoindel apéoms, o xpovoc EOANENG KOTA TN XPNOT Kal 01 GLVONKES TPV TNV
yxpNon etvat evBHVT TOL YPNOTN KoL VIO KOVOVIKEG GLVONKES dev Tpémet va vtepPaivovy Tic 30 dpeg
o1ovg 25 °C £2 8 °C, ektdg av 1 apaimon el yivel o€ ELeyOUEVES Kal OTOOEIEIYUEVEG AONTTIKES
ouvOnKeG.

Xpnon e TPOYEWGUEVIC CVPLYYOC UE TPOSTATELTIKO KaAvuua Beldvoc

To mpoototevTiKd KOAvppo Behdvag Kavmtel T PeAdvo uetd tv Evesn Yia Vo, amoTPOoTEl
EVOEYOLEVOS TPALUATICUOG amd TPOTN A TNG feEAOVag. Avtd dev emnpedlel TV Kavovikn Agrtovpyia
g ovpryyoc. Ilatiote ) pafdo tov euPfodrov kot mEote otabepd 6To TELOG TG £VEGNC Y10, VO
SooQOMGOETE OTL 1 EKKEVOGT TNG GVPLYYaS £xel odokAnpwbel. Kpatiote otabepd to déppa péypt va
olokAnpwbBel n éveon. Kpatniote tn cvptyya akivntn Kot 6nKOoTE apyd Tov avtixelpd cog and tnv
KePaAn g papoov gpporov. H paPfdog epforov Ba petakivndel pog to Tave Le Tov avtiyelpd cog
K0l TO EAOTNPLO amocVPEL T fEAOVa 0d T0 oNUELD, HECH GTO TPOGTUTEVTIKO AGQUAEinG Peldvag.

Xpnon e TPOYEWGUEVNC GVPLYYOC YOPIC TPOSTATEVTIKO KdAvupa BEAdVNC

Xopnynote T 6001 GOUPOVO, LLE TO TLUTIKO TPOTOKOALO.
M pPNGLHOTOU|GETE TPOYEULOUEVT] GUPLYYX €AV EYEL TEGEL EMAVEM GE GKANPT] ETLPAVELD.
Andppym

Kabe aypnoiponointo eapuokevtikd mpoidv 1| VIOAEIUO TPETEL VO, ATOPPITTETOL GOUPDVOL UE TIG
KOTA TOTOVG IGYVOVGES GYETIKES SLOTAEELG.
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