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@VYAro oonYLOV 1 piong: IIAnpoeopics yia Tov ypriotn

Bentalya 2,5 mg/ml kévig yio TuKvO d1dAVpd Y10 TOPOCKELT] OLOADNOTOS TTPOG £YYVON
VOPOYA®PIKY PeviapovoTivn

AP aoTE TPOGEKTIKE OLOKANPO TO GUAAO 00N YAV YPIIGNS TPV UPYICETE VO, (P CLUOTTOLEITE

ovTo TO PAPNOKO, OLOTL TEPLLUUPAVEL CNUAVTIKES TANPOPOPIES Y10, GG,

- DvAGETe 0T TO EUAAO 0dNYLDY Yprong. Towg ypelaotel va to dafdcete Eovd.

- Edv éxete mepartépm amopieg, poTAOTE TO YOTPO 1 TO PUPLOKOTOLO GOC.

- Edv mapatnpnioete Kamota avemiBountn evEpyeLa, EVNUEPDOGTE TO YIATPO 1} TO PAPUAKOTOLO
G0c. AVTO 1oyvEL Kot Yia kaOe mhovi avemBOuNT EVEPYELN TOV JEV AVAPEPETAL GTO TAPOV
@OALO 00N Y1V YprioNG. BAéme mapdypago 4.

T mepréyer 1o Tapév OALO 00N YLOV

Tt eivon 10 Bentalya kot o v ) yprion tov

T mpémer va yvaopilete mpv ypnoponomoete to Bentalya
[log va ypnowomocete 1o Bentalya

[TBavéc avemBounteg evépyeteg

[log va puridccete To Bentalya

[lepieydpeva ¢ cuokevOciog Kot AOTES TANPOPOPIES

A

1. T eivar To Bentalya ko mowa givan ) ypijon tov

To Bentalya eivat éva @dppoko mov meptéyet pia SpacTiky] 0vcio Tov oVoUALeTal VOPOYAMPIKN
Bevdapovotivn (oto ££NG amokaiobuevn Bevdapovotivn).

H Bevdapovotivn glvar éva pdppoko mov ypnoomoteitat yuo ) Oepameio S10pdpwv TOTOV Kopkivov
(kvutTapotolikd EAapuaKo).

H Bevdapovotivn gpnoonoteital povn (povobepamneia) 1 6 cuvovacud pe GAAL PAPLLOKE YL TN

Bepaneia TV akdAOVB®V PLOpEOV KopKivov:

- XpOVIOL AELPOKLTTOPIKT AEVYOLLIN OE TEPUITAOCELS OOV 1] GLVOLOCTIKT YNUeElOOepameio pe
@Aovdapafivn dev etvar KatdAAnAn yuo €64G,

- pn-Hodgkin Aeppopara, mov dev giyav avtamokpifel kabdiov, 1} elyav poévo yio pkpo ddotnua
avtonokpBel o mponyovpevn Bepoaneio pe prrov&pdpm,

- moAAamAd puélmpa o mepuTmcels Oepaneiag mov meptiapPavel Oaiidopion 1 Popreopipmn dev
glvar KatdAAnAn yuo €64G.

2. T péner vo. yvopilete Tpiv ypnoponomocere 1o Bentalya

Mnyv ypnoipomonjcete 70 Bentalya:

- o€ mepintmon aAlepylog otnv VOPOYA®PIKT PEVIapOVGTiVI 1] GE OTOLOONTOTE AAAO OO T
GLGTATIKA CLTOV TOL PAPUAKOV (AVOUPEPOVTAL GTNV TAPAYpPaPo 6).

- evoom OnAdlete, edv 1 Bepaneio pe to Bentalya eivan anapaitn katd m yolovyio, Tpénet
va dtokoyete To OnAacud (BA. Tapdypapo TPOEBOTOMGEL; KOt TPOPLALEELS Yo TOV
Onraopo),

- o€ mepintmon mov £xete Papld nratikn dSvciettovpyia (BAAPTN ota Asttovpykd KOTTOPA TOL
NTatog)

- e €xetl KiTpivioet To d€PO 6ag 1| TO AEVKO TOV ATV GG TOL TPOKANONKE amd
TPOPANHATA GTO TP 1| 0TO aipo oag (IKTEPOC)

- e €yete éviova dtatapaypévn Aettovpyio TOL HLEAOD TOV 0GTAOV (KOTOGTOAN TOL LVEAOV
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TOV 06TAOV) Kot 60Papéc aAAyEG 6TOV 0PLOLO TV AELKOKVTTAPMOV Kol TV OUOTETAAI®MY GTO
aipa oag,

- €dv elyate vwoPAnOel oe peiloveg yelpovpyikég emepuPdoeig Aydtepo and 30 nuépeg mpv and
™V évapén g Bepameiag,

- g éxete Aolpwén, taitepa dv aTN cuvodeveTOL OTd PEI®OT GTOV APOUd TOV AEVKOV
opooceapiov (Aevkomevia),

- € cLVOLAGUO LE EUPOMA KITPIVOL TLPETOV.

IIpocidomouoeig Kol TpoPvAdEeLS

AmevBuvBeite oTo yloTpd M T0 VOGOKONO Gag TTpLy ypnotponouoete to Bentalya

- o€ MEPITTMON PELMUEVI|S IKAVOTITAS TOV HVELOD TMOV 0GTAV GTNV AVIIKATAGTAGT TOV
KUTTAPOV TOV aipatog. Oo mpémel va eAEYyeTal 0 aplBpdg TV AEVKOKVTTAPOV Kot TOV
owponetadiov 610 aipa cog tpotov Eekivnoete T Bepaneia pe to Bentalya, mpv amd kdbe
enokolovbo Tpodypappa Bepameiog Kot 6To LECOOIAGTILOTO LETAED TV TPOYPOUUATMV
Bepamneiog.

- o€ mepinTmon Ao®OEEMV. B0 TPEMEL VAL EMKOVMVIGETE LE TO Y1ATPO oag AV ExeTe EVOEiEelg
Aolpwéng, Teptiapfovouévon TuPETOL 1| TVELUOVIKOY GUUTTOUATOV.

- 0€ MEPUTTMGELS VILAPYOVGOS KAPILAKIG VOo0L (T.). Kopdiakn mpocsPolrn, Bwpaxikd dryog,
évtova dlatapaypévol kapdiakoi puopot).

AmevBuvBeite oTo yloTpd 1| TO VOGOKOUO Gag KATA T ddpkela TG xprons tov Bentalya

- 0€ MEPUTTMGELS VAVTING, EneToV. O y1aTpdc 560G Umopel va 6ag OMOEL £val QAPLLAKO Yo TN
peimon g vautiog (avTIEPETIK).

- o€ MEPIMTMON TOV TAPOTNP|GETE TOVO 6TA TAEVPA GAG, Aipld 6TA 0VPA GAG 1] PELOUEVY
mocoTNTA 00p®V. OTOV 1) VOCOG Gag givarl oAy Papid, To GOUA GOG UTOPEL v punv
Kkataeépvel va kabapicel OAa To TPOIGVTA OTOIKOSOUNGNG TOV KOPKIVIKOV KUTTAP®V TOV
nebaivouy. Avtd ovopdletar cHVOpoLo AHoNG OYKOL KAl UTOPEL vl TPOKAAEGEL VEPPIKT
aVETAPKELD Kot Kapdlakd TpofAnpata evtog 48 mpdv omd v tpdtn d6or tov Bentalya. O
YWTPOG oG UTopel Vo eEACPAAIGEL TV ETOPKT EVUIATMON GOG KOl VO GG OMCEL GAAL
oapuoka yio va fondnoet otny TpoANYM TG,

- o€ MePITTMON AvVTIOPAcEMY 670 déppa oag Katd T Bepaneia pe to Bentalya. Ot avtidpdoceig
evdéyetar vo avénbovv oe coPapdtnra.

- o€ MEPITTMON EXTMIVVOV KOKKIVOV 1] pof e&avOnpdtov mov eEanidvoval Kot povoKaieg
N/ ko dAreg PAaPeg mov apyilovv va eppavifovrol oto PAEVVOYOVO (TT.Y. OTO GTOUA KOl TO
¥€iAn), Wilwg av giyate Tponyovuévmg evoicOnacio 6To PMG, AOUMEELS TOV AVATVEVGTIKOD
ovotNUatog (T.y. Ppoyxitda) 1 / Ko TuPETO.

- o€ TePINTMON EVTOVAV CALEPYIKAV OVTIOPAGEMVY 1| 0vTIdpdcemY vrepevarcOncioc. Ou
npénel va, 000el Tpocoyn oe avTdpAcELg £yYLoNG HETA TOV TPMOTO KVKAO TNG Bepamneiog cag.

Hoowd xon £pnpor
Agv vrdpyet epmeipio o€ modid ko epr|fovg pe vOpoyAmpikn Pevdapovative.

Alro @appoxa ko Bentalya
Ao pappoKo UTopel va ETNPEASTOVY amd TNV VOPOYA®PIKN Bevdapovotivn. Avtd, pe tn ogpd
TOVG, UTOPEL VO ETNPEACOVY TO TOGO KOAAQ AELTOVPYEL N LVOPOYAWPIKN PEVOALOVGTIVN.

Edv 10 Bentalya ypnoytonoteitol 6€ GuvOLOCUO pe QAPLLOKE TOV OVOGTEAALOVY TO GYNUATICUO
0{[LOTOG OTO HVEAD T®MV 0GTAV, 1] EXIOPACT| GTO HVEAD TOV OGTMV EVIEYETAL VA VTADEL.

Edv 10 Bentalya ypnoytonoteital 6 cuvovoouo pe eappoke Tov LetafGALovY TNV 0VOGOAOYIKN
avtamdKpIoT GoG, 1 EXOPOoT| avT Vo€ ETAL VO EVTODEL.

To KLTTAPOGTUTIKE PAPHLOKO EVOEXETUL VO LELOGOVV TNV ATOTEAECULATIKOTNTO TOV EUPOMAGUOV [E
Covtavo 10. EmmAéov, Ta KOTTOPOOTATIKA pAPLAK 0vEAVOLV TOV KivOuvo AoIHmENG HETA Ao
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guPoitacud pe Covravd epforta (m.y. ukoc epfoAitacuog).

Evnuepdote T0o Y10Tpo 1] TO QUPRAKOTOL0 GOC EAV YPTCLUOTOLEITE, EXETE TPOCPOTA YPTCULOTOINCEL
N Umopel va YPNCILOTOINCETE GAAL PAPLLOKOL.

Kionon, Onhaopdc ko yovipoétnta

Kvnon

To Bentalya pmopei va mpokaiécet yevetikéc PAAPEC Kat £xel TPoKaAESEL OLOTANGIEG O LEAETEG LE
{do. Aev mpémel va ypnoponoteite To Bentalya katd tnv kOnom €K10¢ £6v 0aG TO LITOJEIEEL GAPDS O
yiatpdg oag. Le mepintwon Beponeiog o mpémel vo avalntioeTe TPk YVOUATELCT| GYETIKA LIE TOV
Kkivouvo TlBavdV avemBounTeV evepyeldv NG Bepaneiag cog Yo To ayEvvnTo Toudl Kot CUVICTATOL 1
AWM YEVETIKNG GLUUPOVAELTIKNG,.

Tovwotnta
Edv elote yuvaika pe SuvatdTnTa TEKVOTOINGNG TPEMEL VO, YPNCILOTOLEITE UL OTOTEAEC LOTIKT

€G0S0 aVTIGVAANYNG TOGO TPV OGO Kol KOTA T dldpkela TG Oepaneiog e To Bentalya. Eqv
TPOKLYEL EYKLLOGVVT KOTA T didpkela TG Oepaneiog pie To Bentalya mpémel vo evnuepmoete
OpEC®G TO YaTPd GOG KoL VO, YIVEL AT YEVETIKNG GLULBOVAELTIKTG.

Edv elote dvipog, Bo mpémetl va amoOyeTe Vo TEKVOTOMGETE KATA TN O1dpKela TG Bepaneiog Le TO
Bentalya kai yio éog 6 piqveg petd ) dwaxony| g Oepaneioc. Yndpyel kivovvog 1 Bepomeia pe 10
Bentalya va 0dnynoel og otelpdtnra Kot propel va emBounoete v ovaltnon cupBovAng oyeTika
He T UANEN oTEPUOTOC TPLY amd TV Evapén g Bepameiag.

Avtpec mov Aappdavovv Bepaneio pe To Bentalya cuvictatal va pnv tekvomotcovv katd tn didpKeia
g Oepameiog Kot Eog 6 pnveg petd. [pw and v évapén g Bepaneiog, Oa mpénet va avalnrnoete
oupufovin ya ) @OANEN onéppatog Adym mhavotntag pdvipng oTelpdTNTOS.

OnAacpog
To Bentalya dev mpénet va, yopnyeitor Katd to Onrlacpd. Eqv n Oepancio pe to Bentalya givat

omapoitnTn Kotd Tt yoAovyia, Tpénet va Stakoyete To ONAacO.

Edv eiote éyxvog 1 Onidlete, vopilete 0TL umopet va glote £€yKvog 1 oyed1dleTe Vo ATOKTNGETE UL,
{ntote ) GLUPOLAN TOL YLOTPOL N TOV POPLOKOTOLOD GUG TPLY TAPETE ALTO TO PAPLLOKO.

0onynon km yeipriopds pnyoviypdTov

Agv TpaypotomotOnKay LEAETEG OYETIKG LLE TIG EMOPAGELS GTNV IKAVATNTO 001YNO1G KOt YEIPLOUOD
pnyoavnudtov. Mnv odnyeite 1| xepileote unyaviuoto edv Tapovcldcete avemBounTeg eVEPYELES,
ommg (AN 1) OTOAEL GLVTOVIGUOYD.

3. o va ypnowonoujcere To Bentalya

[Tavtote va xpnoIHOTOIEITE TO PAPLLAKO AVTO AVGTIPA COUPOVA LE TIG 0dNYiES TOV YLATPOV 1) TOVL
pappoaxomolo coc. Edv éxete apeipories, potiote 0 y1aTpd 1 TO GOPLOKOTOLd GO,

To Bentalya yopnyeitat evtdg pog eAéPog eni 30-60 Aentd og mowkileg dOoeLS, gite PovVo
(povoBepaneio) 1 € GLVOVAGUO e GALD PAPLLOKCL.

H Bepaneia dev Oa mpénet va Eekivioet edv Ta Aevkd arpooceaiptd cog (AevkokiTTopa) YOV TEGEL OE
TIES KAT® 0md To Kobopiopéva emimeda.

O y1atpdc cag Ba Tpocdiopilel aVTEG TIG TILES GE TAKTA YPOVIKA OLLGTILLOTAL.

Xpovio ASLQOKVTTOPIKN AEVYOLLLIO




Bentalya 100 mg avé teTpaymvikd HETPO TNG EMPAVELNG COLOTOC GOG Tic Huépeg 1+2
(Bdoet tov Vyovg kat Tov Bépovg cag)

Enavalapete tov kOKAo Emerta and 4 foopndadec

Mn-Hodgkin Aspopduozo

Bentalya 120 mg avé teTpaymvikd HETPO TG EMPAVELNG COUOTOC GOG Tic Huépeg 1 + 2
(Bdoet tov Vyovg kat Tov Bépovg cag)

Eravalapete tov kOKAo Emerta and 3 foopdadec

TToAomAd puéhmua,

Bentalya 120 - 150 mg avd tetpoy@vikd HETPO TNG EMPAVELNG COUOTOG g Huépeg 1 + 2
cag (Bacel Tov Hiyoug Kt Tov BAPOVG Gag)

[pedvilovn 60 mg ava TETPAYOVIKO LETPO TG EMPAVELNG COUNTOG GOG g Huépeg 1 -4
(Baoel Tov vyovg kat Tov Bapovg 6ag), EVOoPAEPIME ) amd To GTOUA

Enavalapete tov kbkho éneita omd 4 efdopdoeg

H Ogpancio Oo mpémetl va SIOKOTTETOL EQV OL TIUEC TOV AEVKOKLTTAPMOV 1)/KUL TOV OUOTETOA MV
méoovv ota kabopiouéva enineda. H Bepaneio umopel va suveyiotel apdtov ot TiHég TV
AELKOKVTTAPMV KL TOV OUOTETAAI®V avENBovv.

Awtopaypévn Nratikn 1) veepikr| Asttovpyio

Avéroya pe o Babuod g Nratikng SucAertovpyiag cag umopel va givar omapaitnto vo puBuiotel n
d0om cag (katd 30% oe mepintmon pérpilag nratikng dSvcoiertovpyiag). Kapia pvbuion d6ong dev
glvon amoapaitnn og mepintmon veppikng dvcAiettovpyiag. O Bepdnwv yoTpog coc Ba aropacicet edv
n pvOuon 0661 ¢ elvar amapaitnTy.

1la¢ yopnyeitau

H Bepancio pe to Bentalya 0o mpémel vo mpaypatonoleiton Lovo amod yiatpos EUTELPOVS 6N
Bepaneia Oykwv. O yiatpog cag Oa cag dmoel v akpipry door Bentalya kot Oa ypnoipomorrcet Tig
OmOPOLTNTEG TPOPLALEELC.

O Bepanov yatpog cag Ba xopnynoetl To StIAva TPOG £YXVOT UETA TNV TOPACKELT] COUPOVE, LLE TNV
wTpikn cvvrayn. To dilvpa yopnyeitar evidg pog eAEPag wg Ppayvrpdbeoun Eyyvon eni 30 - 60
AemTa.

Awapkera ypnong
Agv &yel koBepmBel ypovikdg TEPLOPIGHOG G YEVIKOG Kavovag yia T Bepaneia pe to Bentalya. H

duapxeta g Bepaneiog eEaptator amd tn voco Kat v aviandkpion otn Beponeio.
Edv avnovyeite N éxete Tuxdv epmtoelg oyetkd pe ) Bepaneio pe 1o Bentalya, mopakaieicOe va
AN OETE UE TO Y1OTPO 1| TO VOGNAELTH] GOG.

Eav Eeydoete va ypnorpomonoete To Bentalya

Edv Eeydoare va mdpete o d6om Bentalya, o yrotpdg cog kavovikd Ba dtotnpi|cel T0 PLGLOAOYIKO
TPOYPALLLE OOGOAOYINGC.

Eav otapoamioete va ypnoiponoreite To Bentalya

O Bepanov yiatpog oag Ba amopacicet edv Oa diukonei n Oepaneio 1 O aArdEete oe Kamolo dAlo
OKEVAGLAL.

Edv éyete meplocdTepeg EPOTNGELG CYETIKA LE T1] YPT|OT CVTOV TOV PUPUAKOV, POTNGTE TO YATPO 1|
TO (POPLOKOTOLd GO,

4. IMBavég avemBOuNTEg evépyeLeg

Onwg 6ha ta pappaka, £T61 Kot avtd T0 QAPHOKO UTOPEl Vo TPOKOAEGEL aVEMIOOUNTES EVEPYELES AV
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Ko 0ev Tapovstalovrol o€ GAOVE Tovg avOpdTOVG. Mepikd amd To TaUPAKAT® EVPVUATO UTOPEL VO
Bpebovv petd amod egetdoeilg mov Ha TPAYLATOTOGEL O YLOTPOS GOC.

Amoovvbeon tov 1oT®V (VEKpon) &xel mapatnpndel moAd ondvia Enctta and diappon| tov Bentalya
€VTOC TOL 16TOV EKTOG TV APOPOpwV ayyeimv (eEmayyetokn). AioOnon kavong oto onueio mov
glodyOnke n Perodva Eyyvong pumopel vo amoteAel £voeiEn dlappong EKTOC TV OLoPoOpmVv ayyeiov. H
ovvémetlo umopel va eivar TOvog Kot Ty ETOVAMOT SEPULOTIKMY AVOUOAMDV.

H docomepropiotikn avemBoun evépyesia tov Bentalya sivon 1 dtotapoypévn Aettovpyio tov poehon
TOV 06TAV, TOL GLVIOWE EMGTPEPEL GTO PLGLOAOYIKO Emetta and TNV Bepaneia. H katactoln g
Aertovpyiog TOv LVEAOD TV 0GTOV UTOpel Vo 00NYNGEL G YOUNAA KOTTOPA aiploTog, TO omoio pmopet
va 00MyNnoet oe avénuévo kivouvo AoumdEemv, avaipio 1 vynAo kivovvo apoppayiog.

IToAd ovyvég avemBounteg evépyeteg (umopel va ennpedoovv nepiocdtepovs and 1 otovg 10
XPHOTES)

XopunAég TIHEG TOV AEVKAOV aloc@aipiov (KOTTOPO GTO Ciplo GOG TOV KOTATOAEUOVY TIG AcBEVELEC,
Aevkomevia) * Melwomn oty KOKKIVN ¥pOCTIKY TOV aipotog (apoceotpivn: pio tpoTeivy Tov
gpLBpOKLTTAP®Y OV LETAPEPEL TO 0EVYOVO PEGA GTO CAOU) * XAPNAES TILEG TOV OLLOTETAAI®V
(dypopo KOTTOPA TOV OipaToc Tov fonbovv oty mEN Tov aipatog, Opopforevia) « AopudEelg
ITovoxépaog * Novtia ¢ 'Epetog « ®Aeypovn Prevvoyovov « Avénuévo enimedo Kpeativivig oTo aipa
(8va ynpucod VLOAELLLN TTOV TOPAYETOL A0 TOV [V GOG) * AvEnpévo eninedo ovpiag oto aipa (Eva
UKo voiepa) ¢ [opetog » Konmon

Yoyvég avemBvuntes evépyeteg (umopet va ennpedoovy péxpt 1 otovg 10 xpriotec)

Ayoppayia * Atatapoypévos petaffoAMopog Tov tpokininke and KapKvikd kvtTapa mov mebaivouv
Ko aneAevBepdVOLVY TO TEPIEXOUEVO TOVG GTNV KUKAOPOPia TOL aipaTog (6VVOpOoLo ADGNS OYKOV) *
Meiwon ota epufpd arpoceaipia yeyovog mov pmopel va kKévetl 1o dépa @ypd Kot va TPOKAAEGEL
advvapio 1 Svorvola (avarpio) * XapnAé TIES TV OVIETEPOPIAMV (VG KOVOS TOTOG
AEVKOKVLTTAP®V SNUAVTIKOS Y10l TNV KOTATOAEUNOT TV AOUDEEWDV, OVOETEPOTEVID) * AVTIOpACELg
vrepevalotnoiog dnwc adiepyikn eAieypovr| Tov dépuatog (deppatitidn), kvidwon * AvEnon ota
nratikd éviopa AST/ALT (umopet va onuoaivel ieypovi 1 BAAPT TV NIOTIKOV KVTTAP®V) *
AvEnon o1o évlupo aAkoMkn ewceatdon (éva EvEupo Tov TapdyeTal Kupimg 6To TP Kol 6T
00td) * AbVENon ot YPOOTIKN TNG XOANS (Lo oOvGia TOV TOPAYETOL KOTA TNV SLIPKELD TNG
(QVO0A0YIKNG amochvheong TV epvBpokvtTdpmv) * Xounid enineda koiiov 610 aipa (pio Opentikn
ovcio oL elval amapaitnTn Yo TV AETovpyio TOV VELPIKOV KOl LUIKOV KOTTAP®V,
oLUTEPTAOUPAVOLEVOV ALTAOV TNG Kapdldg oag) * Atatapayuévn Aettovpyia (Suchettovpyia) Tng
Kkapduds (aictnpa ToApdv, otndyym) * Awtapaypévol kapdiakoi puBpoi (appuduia) * Xaunin n
vynAn aptnplokn wieorn (vwodTaon 1| vEEPTAcT) * AlaTapayuévn Agttovpyia Tvevpudvev * Adppota
Avcroilotta * Xtopatitida * AmdAeia Opeéng © ATOAEW LOAADV * AgpUOaTIKES OAAAYES © AlakoT)
gupmvov povong (aunvoppola) * Aiyog * Avzmvia * Zorada * Piyoc « Apuddtwon » Kvnoumdeg
eEavOnua (kvidmon)

Oy ovyvég avemBounteg evépyeleg (Lmopel va ennpedcovy péypt 1 otovg 100 yprotec)
AVOTOTELEGLOTIKT TOPOYDYT TOV KVTTAP®Y TOV OIOTOS (TO GTOYYMOEG VAMKO HECH GTO OGTA GOLG
OOV TOPAEYOVTOL TO KOTTAPO TOV CUITOC, LVEAOSVGTANGTIKO cUVOpopo) * Ofeia Agvyouia
2VGGMPEVLGT LYPOV GTOV KAPIOKO GAKO (ATMAELL VYPOD EVTOG TOL TEPLKAPOLAKOD YDPOL) *
Kapdiaxn mposPoir, Bmpokikd dryogs (Epepayua tov pouokapdiov) * Kapdiaxn averdpkeio

Yrdwvieg avemBounteg evépyeteg (umopel va emnpedoovy péxpt 1 atovg 1.000 yprioteg)

Aolpwén tov aipatog (onyn) * Meiwon g Aettovpyiog TOL HVEAOD TV 0GTMOV GOG, 1| OToid Umopel
va cog Kavel va arcBavsite adabecia 1| va gvtomotel otig eetdoeic aipatog cag * XoPapég
aAhepyiéc avTdpaoelg vrepevaictnoiog (avaeLuioktikéc avidpdoelg) ¢ Evoeilelg mapopoleg pe
AVAPLAAKTIKEG AvTIOPAcELS (avaPLAAKTOEDELG avTidpdoelc) * Nobpdtta « AT®AELD TG POV
(apavia) « O&ela KuKAoPopIKT| KaTdppevor (AmoTuyia TG KUKAO(QOPING TOV OiOTOG KUPImG
KopSLOKNG TPOEAELONG e amoTLYio d1aTHPNONG TS TAPOYNS 0ELYOVOL Kot TV GAL®DY OPENTIKOV
0VGIMV GTOVG 16TOVG Kot amoPoAng to&vav) ¢ EpuBpdtnta tov déppatog (epunua) » GAreypov tov



dépuartog (deppatition) « Dayodpa (Kvnopoc) * Aeppatikd eEdvOnua (knAomoeg eEavonua)
YrepBolkn epidpwon (vepidpwon)

IHoAb omavieg avembBounteg evépyetec (Umopel va exnpedoovv péypt 1 otovg 10.000 ypriotec)
IIpwtomadng drumn eAeyHOVY TV TVELUOV®Y (TTvevpovia) * Avor twv epvBpokuttapwv * Toyela
LEI®OT GTNV 0PTNPLOKT TTEGT) OPICUEVES POPES LLE OEPUATIKES AVTIOPAGELG 1) £EAVON LA
(avaguraxtikn katomAnéia) « Awtapaypévn aiclnon g yebong « Metafinbdeiceg aicdnoeig
(mraparcOnoia) * Kakovyia kot mdvog ota dipa (tepipepikn vevpomddeira) * Xofapn tabnon mov
KOTOANYEL GE AMOKAEIGUO GUYKEKPLUEVOL DTTOJOYEN TOV VELPIKOD GLGTNLATOS (AVTLYOAVEPYIKO
GUVOPOLO) * Atatapayég TOV VeEVPIKoD cLGTHLATOS * ' EALewyT cuvtoviopov (ata&io) « PAeypovi Tov
EYKEPALOL (eykeoAition) * AvEnpévos Kapdakog puludg (tayvkapdio) * OGreypovi otic EAERES
(phefiTidn) * ZyMUATIGUOG 1IGTOV GTOVG TVELUOVES (TVMOT TOV TVELUOV®V) * ALLOPPAYIKT GAEYLOVN
TOV 01GOPAYOL (QLLOPPAYIKY| O1G0PYiTION) * Alopparyic. TOV GTOUAYOV 1] TOV EVIEPOV * XTEPAITNTA *
IToAvopyavikni averapKelo

Mn yvootég avemBounteg evépyetleg (n cuyxvotnta dev umopei va ektiun et pe faomn ta dabéoipa
dedopéva)

Mn Kovovikog Kot cuyva Ypiyopog kapotakds puBudc (kodmikn pappapuyn) * Ivevpovitida
Awoppayia amd tovg Tvevpoves * Hratikr| avendpkela « Emdovvo koxkivo 1 pof eEavinua tov
eEamlmvetal Kol GOvoKAAES 1) / Ko dAleg PAaPec mov apyilovv va eppavifovtal oto PAevvoyovo (m.y.
670 oTOUA Kot Ta YeiAn), 1dimg av glyate mpv evasncio 610 S, AOIUDEELS TOV AVATVELGTIKOV
cvotuatog (m.y. Ppoyyitda) kot / 1| Tupetd * Ne@pikn avemdpkela

Enwowovinote pe 1o yotpod cag N avalnmote apésms 1otpikn forfeia av mapoatnpioete KAmolo amod
TIG TOPOKATO OveEmBOUNTEG EVEPYELES (U1 YVOOTNG CLYVOTNTIG):

YoPapd deppatikd eEavOnpata cuumeptiappfovopévon Tov cuvopouov Stevens-Johnson kot To&ikm
EMOEPUIKT VEKPOAVOT|. AVTE pmopel va LPAVIGTOVV G KOKKIVOTESG KNALdEG mov potdlovy pe 6ToY0
N KUKAIKES KNAIOES, GUY VA e KEVIPIKES KUWELEG GTOV KOPHO, OTMOAETLIOT TOV OEPUATOC, EAKT] GTO
GTOUM, GTO AOHLO, GTN LOTY, GTA YEVVITIKA OPYava Kot GTa PATLO KOt UTopEl va Tponyeitatl mupetdg
KO GUUTTOUATO TOL Lotdalovy pe ypim).

I'evikevpévo e£avOnua, vynin Beppoxpacio cOUATOS, SIOYKOOT TV AERPOYAYYAI®V Kot GAA®Y
0pYAvV@OV TOL GOUOTOG (avTIdpaon e PAPUAKO LE NOGIVOPIALN KOl GUGTNUOTIKA GUUTTMOUOTO TOV
glvan emiong yvmort og DRESS 1 cOvdpopo vrepevarcOnciog eappdicov).

"Exovv vrtdpéet avapopéc 0ykmv (LuehoduomhacTtikd cOvOpopo, oeia poehoyevig Aevyaipio (OMA),
Bpoyywuod kapkivoua) éneita and Oepancia pe to Bentalya. Aev pmopovoe va tpocdiopiotel copng
oyéon pe to Bentalya.

Ava@opd avemBOunTOV gvepyel@v

Edv mapotnpricete Kamowo avemBountn evéPyeLa, EVIUEPDOTE TO YLOTPO 1| TO/TN VOGOKOUO GoG. AvTtd
1oYvEL Ko Yo kéBe mhovi avemBOHunTN eVEPYELX TOL OEV AVAPEPETOL GTO TAPOV PVUALO 0ONYIDV
xpNons. Mnopeite eniong va avapépete avemBounteg evépyeteg amevbeiog, pécw Tov

EbBvikov Opyovicpov @appakwmv

Meooyeiwv 284

15562 Xolapyog, ABnva

TnA: +30 21 32040380/337

®ag: + 3021 06549585

Iototomog: http://www.eof.gr

Méom ¢ avoaeopdc avemBOUNTOV EVEPYELOV UTopeite va, fonBNceTe 6T GLALOYN TEPIOTOTEPMOV
TANPOPOPLOV CYETIKA LE TNV AGPAAELN TOV TOPOVTOS POPUAKOV.

5. Iog va guidaccete To Bentalya

To pdppako avtd TPEnEL va PLAAGCCETOL G PEPT TTOV OeV TO PAETOLV Kol OEV TO POAVOLY Ta TALOIAL.

7


http://www.eof.gr/

No punv gpnoUOTOLEITE AVTO TO PAPLOKO LETE TNV MUepoUnVia ANENG TOV aVAPEPETAL GTNV
EMONLOVOT TOL KouTlov petd 1o EXP. Ta 600 mpdta yneia delyvouv Tov iiva Kot To, TECGEPQ
televtaio ynoia deiyvovv to €tog. H nuepopunvia AEng eivar n tedevtaio nUEPA TOL UQVO TOV
ovoQEPETOL EKEL.

DuAdocete TOV TEPLEKTY 6TO EMTEPIKO KOVTL Y10 VO TPOCTATEVETOL OTO TO POC.

Xnpeioon 7ot owdpkero LoONG RETE TO AVOLYRA 1] TNV TPOETOINAGIA TOV OLUAVNOTOS

Ta StoAdpoTO TPOG £YYLON TOV TPOETOLUAGTIKAY COUG®VA LE TIG 00NYIEC TOV AVAYPAPOVTIUL GTO
TEAOG TOV TOPOVTOC PUAAOL 0dNYdV elvar 6tabepd oe odicovg amd molvatbvAévio og Beppokpacio
dopatiov / 60% oyetikn vypacio yia 3,5 dpeg, Kot 610 Yoyeio gival otabepd yia 2 nuépes. To
Bentalya dev mepiéyel cuvinpntikd. Eropévmg, ta dtaidpota dev Ba mpénet va xpnotpomotohvton
UETA Ao aLTA TO YPOVIKE OLOGTILLOTAL.

Eivar gvBbvn tov gpriot va dotnpet cuvinkeg aonyiog.

Mnyv eTdte EAPLOKE GTO VEPO TG ATOYETEVONG 1) OTA OKLOKE amoppippata. Potiote 1o
(OPLOKOTOL) GOG Y10 TO TTMG VAL TETAEETE TOL PAPLLOKO TTOV OEV YPNCLUOTOIEITE o AvTd TO LéTpa Bal
BonBiocovv oty mpoctacia Tov mepPdAlovtog.

6. Iepreyépeva TG GVOKEVOGINS KOl LOWTES TANPOPOPIES

T nepréyer 1o Bentalya
e H dpaotikn ovcia glvar 1 vopoyAwpikn Pevdopovotivn.
‘Eva aAidio mepiéyet 25 mg vdpoyrmpikng Pevoapovstivig
‘Eva @uorido mepiéyel 100 mg vdpoyrAwpikng Bevoapovotivig
Metd v avacvotoot, 1 ml Tov Tukvoy SaAbpaTog TEPLEYEL 2,5 mg VOPOYAWPIKNG
Bevdapovotivng.
e To &Aho cvotatikd ivar 1 LavVITOA.

Epgavion tov Bentalya kan mepieyopeva TG 6vokevaciog
Agun €wg VTOAELKT AVOPIAT GKOVT| GE KAPUUEAE YOAAIVO QLOAISIO [le SOKTOAO OGQAAEING Kot
Kamakt aAovpuviov pe flip-top.

TI'vaiivo eraiidio tomov I twv 25 ml.
TéAwo erodidio tomov I Twv 50 ml.

To Bentalya sivat d100éc1p0 68 cuokevacieg mov mepiéyovy 1, 5, 10 kot 20 graridw Eveong pe 25 mg
VOpoYLmpKic Pevdapovotivig kot 1 kat 5 elaAidia Eveong pe 100 mg vdpoyAwpkng
Bevdapovotivng.

Mmopei vo unv KokAo@opovv GAEG 01 GLGKELUGIEC.
Kéroyog Adcrag Kvkhogopiag ko Ilapackevactiig
Karoyog Aderog Kvoxlopopiag:

INNOVIS PHARMA AEBE

AEQ®. MAPAGQNOX 144, 153 51,

IMAAAHNH, ATTIKHZ

TnA: 216 200 5600

Fax: 210 666 4804
e-mail:info@innovispharma.gr

Hopaokevootng:



-Synthon Hispania SL, Barcelona, IZITANIA
-Synthon s.r.o., Blansko, TXEXIA
-EGIS Pharmaceuticals PLC, BOKENYFOLDI, BUDAPEST, OYTTAPIA

AvT6 TO QappaKeLTIKG TPOioV £yl eykprOel ota Kpdtn Mékn tov Evponaiked Owkovopikov
Xopov (EOX) pe 1ig axdrov0eg ovopaocisg:

Boviyapia benmak 2,5 mg/ml mpax 3a KOHIIEHTpAT 32 HHPY3HOHEH Pa3TBOP
Kpoartia Benmak 2,5 mg/ml prasak za koncentrat za otopinu za infuziju
Kompog Bendamustin Ledpharm 2,5 mg/ml kévic yio mokvo
SLAV LA YO TOPACKELT  SLIAVLOTOG TPOG EYXVOM
Toeyla Ledufan 2,5 mg/ml prasek pro koncentrat pro infuzni roztok
Aovia Clybenic 2,5 mg/ml
EALGda BENTALYA
[Holwvia
Benmak
Povpavia Benmak 2,5 mg/ml pulbere pentru concentrat pentru solutie perfuzabila
XhoPakio Ledufan 2,5 mg/ml
XAoPBevia Benmak 2,5 mg/ml prasek za koncentrat za raztopino za infundiranje

To mapév @vAL0 00N YILOV YpNoNS avavemPOnKe Yo TeELeVTAia Popd oTic 30-08-2019.
O Tinpoopisg Tov akorovBovy amevBivovran povo oe emayyehporieg vyeiog:

Onwg pe 6Aheg T1c TapOUOIEG KVTTAPOTOEIKES OVGIES, VOTNPOTEPES TPOPLALEELS AGPUAELNS 1GYVOVY
OGOV APOPE TO VOOTIAEVTIKO TPOCMOTIKO KO TOVG YLOTPOVS, AOY® TG AV EXIOPACTG TOL
TOPOCKEVAGLOTOC Y10, KOTOGTPOPT] TOV YOVISUDUATOG Kot TPOKAN G KAPKIvOL.

Amo@lyeTe TNV EIGTVON KL TNV ETOPN LE TO dEPLLL KO TOVG PAEVVOYOVOLS KATA TO YEPIGUO TNG
Bevdapovotivng (popéote YavTio, TPOGTATEVTIKO POVYLIGUY, Kol THAvVOS (o pdoka tpocmdmov!). Xe
TEPIMTMOON TOL KATOLX TUNHOTO TOV COUOTOG LOoAVVOOUV, KaBapioTe TO TPOGEKTIKA [LE GATOVVL KOl
vepo, kot EgmAvvete ta. patia pe 0,9% (1ootovikd) ddivpa puctoloyikov opov. Edv elvan duvatov,
GLVICTATOL 1] Epyacio va yiveTal o€ €101KO TayKo epyociog (GTPOUATIKN pOT]) HE AVOADGLULO
AToPPOPNTIKO PUALO OV ivan adamépacto o VYPA. Ta poAvopéva avtikeipeva eival
Kuttopootatikd vroAeippota. apaxoieiche va coppoppdveste pe Tig eBviKég KatevBuvnpieg
001 Yileg GYETIKA [E TNV ATOPPLYN TOL KLTTOPOSTATIKOD VALKOV! O1 £YKVEG YUVAIKES TOV TPOGOTIKOV
TPENEL VO, amokAgiovTal and TNV epyacia e KUTTOPOGTATIKOVG TOPAYOVTES.

To £too mpog ypnomn SdAvpe Tpémel Vo TapackeLALEToL SIOAVOVTOG TO TEPLEYOUEVO EVOG PLOALSIOV
evéoLUNG PeVOAIOVGTIVIG OMOKAEIGTIKG GE DOWP YO EVECIUA, MG EENG:
1. I[Ipogtoipacio Tov TLKVOD SLOADUOTOC
- 'Eva ¢oAido gvéoiung Bevdapovotivig mov mepi€yet 25 mg vopoyAmpikng PevOaovoTivig
Swdveton mpata og 10 ml pe avaxivnon
- Eva ¢ioAido gvéoiung Pevdapovaotivig mov mepiéyet 100 mg vépoyAwpiknig Pevdapovotivg
Swdveton mpadta o 40 ml pe avaxivnon

2. [Ipogtoipacio Tov StHAVUATOG TPOG £YYLON

Molic AneBel éva dapavég dSidAvpa (tepimov petd amd 5 - 10 Aentd), 1 GLVOAIKT CLVIGTAOUEVT] OOCT
g Pevdapovotivig apaidvetal opésns pe 0,9% (160Tovikd) 1AV PUGIOAOYIKOD 0pOV MOTE VOl
AnoBel telkdc 0yKkog mepimov 500 ml. H Bevdapovotivn dev mpémet va apoidveTat e GAAL
SwAvpata pog £yyvon 1 éveon. H Pevdapovotiviy dev mpémet vo avaptyvoeTal 6€ Yo Ie GALEG
ovoieg.



3. Xopfiynon

To dddlvpa yopnyeiton péow evéopAéPrag Eyyvong eni 30-60 Aemtd.

Ta euaAidwn Tpoopilovtar yia pia ypron puévo.

Ké0e aypnopomointo mpoidév 1 VTOAELLO TPETEL VO OTOPPIMTETOL COUPOVA LLE TIG KATH TOTOVG
1Y VOVGEC GYETIKESG OLATAEELC.

Axobo10 £VEST) EVTOG TOV 10TOV EKTOC OLLOPOpmV ayyeiwv (eEwayyelakn £veon) Ba mpémet val
drakomteton apécwc. H Berova Ba mpémel va agaipeitor petd and cvvroun avappdenon. Katomv n
ennpealopevn meployn Tov 16tov Ba tpénel va yoyetat. O Bpaylovog Ba tpémetl va avoymveTal.
Emunpdobeteg Bepaneieg Onmg n xp1or KOPTIKOGTEPOEWMV OeV £XOVV GaPES OPELOG (PA. Tapdypopo
4).
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