ITAPAPTHMA 1

MEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZIA TOY PAPMAKEYTIKOY ITPOIONTOX
Tevagrastim 30 MIU/0,5 ml evéoypo dtddlvpa/didAvua yio £yyoon

Tevagrastim 48 MIU/0,8 ml evéoyio StdAvpe/didAvpa yia £yyoon

2. ITOIOTIKH KAI ITIOXOTIKH XYNGEXH

Ka0e ml evésiuov dtaAdotoc/S1aAduaTog yia £yyvon mepiéyet 60 exatoppvple dtebveic povadeg
[MIU] (600 ug) puiypaotiung.

Tevagrastim 30 MIU/0,5 ml evéouo didhvpe/didivpa yia Eyyvon

KaBe mpoyepuopévn ovpryya mepiéyet 30 MIU (300 pg) eihypaotipng og 0,5 ml evéoipov
SLAVLOTOG/SIHADLOTOC YiaL £YXVOT).

Tevagrastim 48 MIU/0,8 ml evécuo didivpe/didivpa yia Eyyvon

KaBe npoygpuouévn ovpryya mepiéyet 48 MIU (480 pg) eihypaotiung og 0,8 ml evéoipov
SLAVPOTOC/SIHADLOTOC Y1l £YXLOT).

H ¢ixypaotiun (avacvvovaopévog pnedetdvoro avlpdmivog mopdyovtag S1€YEPCNS OMOIKIMY TWV
KoKKlokvTtapmv) mapdyetor o€ Escherichia coli K802 and teyvoloyia avacuvdvacuévovr DNA.

Exodoyo e yvwotég opaocers
Ka0e ml dredvpartog mepiéyetl SO mg copPrroing.

I'a tov mAnpn Katdloyo tov exddymv, PA. Tapdypapo 6.1.

3. DOAPMAKOTEXNIKH MOP®H
Evéowo didAvpe/dtddlopa yia £yyvon

ALoWYEG, ApOo SLIAV L.

4. KAINIKEX ITIAHPO®OPIEXZ
4.1 OgpomevTikég gvoeitelg

To Tevagrastim gvdgikvutal yio Tn Heimon TG SIIPKELNG TNG OVIETEPOTEVING KOl TNG CLYVOTNTUC TNG
EUTVPETNG OVIETEPOTEVING GE acheveic Tov VIToPAailovtal 6€ KOOIEPOUEVT] KUTTOPOTOEIKN
ynueobepaneio yio KakonOn voco (pe e&aipeon tn ypovio pueroyevi Aevyoipiio Kot To
LLEAOOVOTAACTIKA GUVIPOUA) KOt Yia TN Helmon Tng SidpKelag TG ovdeTeponeviag o aobeveig mov
VoBAAAOVTOL OE LUEAOAPOVICTIKT Bepameia pLeTd amd HeTAUOGYELGT] LVEAOD TV OGTMV Kol TTOV
Oewpovvral 6Tt avTipeTonilovy avénuévo kivovvo tapatetapévng cofapng ovdeteponeviag. H
OCQUAELN KoL 1] ATOTELEGUOTIKOTITO TNG GIAYPACTIUNG EIVOL OLOLEG GE EVIIAKEG KOl TTOOLYL TTOV
AapBavouy KuTTapoToEkn ynuelofepaneia.

To Tevagrastim gvdeikvoTal yio THV KIVITOTOINGOT T@V TPOYOVIKMV KVLTTAPMV TOV TEPLPEPIKOV
aipatog (PBPC).

e aoBeveic, mad1d 1 eVAMKES, e GOPapr| GLYYEVT, KUKAIKN 1 10101001 0vdETEPOTTEVI [IE ATOAVTO
apdpd ovdetepdpimv (ANC) g Taéng Tov < 0,5 X 10%/1 ko 16Toptcd GoPapdv 1§ VTOTPOTLALOVGHY
AoumEewv, evdgikvotol 1 pakpoypdvia xoprynomn tov Tevagrastim yio, tnv avénon tov apdpod tov
OVOETEPOPIAMV KOl TN LEIMOT) TNG CLYVOTNTOS Kot SLAPKELNG TV CUUPAIATOV TOL o)eTIlovTaL e
Aotpwén.



To Tevagrastim gvogikvotat yia tn Ogpaneio g empévovoag ovdeteponeviag (ANC pikpdtepog M
icoc e 1,0 x 10%1) o€ aoBeveic pe mpoympnuévn Aoipwén arnd HIV yio ) peioon tov kivdvvov
Baxtnprokdv AoUdEemv 0TaV AAAEG ETIAOYEC Y10 TV OVTLLETMOMICT TNG OVOETEPOTEVING Elval
OKOTAAANAES.

4.2  Aocolroyia Kol TpOTOC YopyNoNS

H Oepomeio pe ™ uAypacTiun TpEnel va YOpNYELTAL LOVO GE GUVEPYAGIN LE OYKOAOYIKO KEVIPO TTOV
&xel eumepio ot OBepameio Kot apaToroyior 6OV APopa TOV TAPAYOVTIU SIEYEPONG OTOIKIDY TMV
KokkiokvTTépwv (G-CSF) xaba¢ kat Tig amapaitntes Soyvootikég eyKkataotdoels. Ot dtodikacieg
KIVNTOTOINGNG Kol APaipECTG TPEMEL VO TPALYLOTOTOIOVVTOL GE GUVEPYOGIQ |LE OYKOAOYIKO-
OLLLOTOAOYIKO KEVTPO E OMOOEKTT EUTELPIO GE OVTOV TOV TOUEN KO OTTOV 1| TAPAKOA0VON G TV
OLLOTOUNTIKMV TPOYOVIKMY KVTTAP®V Uropel va yivel pe opbd tpomo.

Kobiepowuévn kvtraporolixn ynusioBspomeio,

Aocoloyio,

H cuvictduevn 86om eikypaotiung eivar 0,5 MIU (5 pg)kgmuépa. H tpdn 60m g orhypactiung
TPEMEL VO yopnyeiTan TovAGyIoToV 24 dPeC HETA omd TNV KLTTAPOTOEIKT] ynpelofepameia.

L& TUYAOTOMUEVES KAIVIKES SOKIES YPNGILOTOMONKE VTOdOpLo. ddon 23 MIU (230 pg)/m’muépo
(4,0 émc 8,4 pg/kg/Mmuépa).

H nuepnoilo docoroyia pe @ULypacTiun TPEMEL VO GUVEXICTEL LEYPL VO, YiVEL LTTEPPACT) TOV
OVOPLEVOLLEVOD VASTP OVIETEPOPIAMV KOl EXAVAPOPH TOV AP0V OVIETEPOPIAMY GTO PUGLOAOYIKO
€Vpog. Metd v Kabiepopévn ynueodepansio yio copmayeic dykove, ASLPOUUTO Kol AEUPOELDELS
Aevyonpieg, avapévetar 0Tt 1 dtdpkeln TG Bepameiog Tov OTOLTEITOL Y10 TNV EKTANPWOGCT QLTAV TOV
kpunpiov Oa eival Eog 14 nuépeg. Metd amod Bepaneia emaymyng kot otabeponoinong yo o&eia
pugloyevi Aevyorpia, 1 didpkela g Oepaneiog pumopel va etvar onpoavtikd peyoiotepn (€og

38 nuépeg) avdroya pe Tov TOTO, TN SOGN Kot TO TPOYPAUUE TG KVTTAPOTOEIKNG YN uelodepaneiog mov
epapudletart.

e aobBeveig mov AapPdvouv kKutTapotolikni ynueodepancio, epeaviCetal cuvinbmg pia Topodikn
avénon tov apBpov TV 0VOETEPOPIAMYV 1 Emg 2 Nuépeg petd v évapén g Bepaneiog pe
Quypaotiun. Qotdc0, Yo Vo VIGPYEL GVVEXNS BepamenTikn avTandkpion, N Oepomeio pe Uhypactiun
dgv TTPEMEL VOL SLOKOTTTETAL TPLY VAL YIVEL VTEPPOGT TOL AVALEVOIEVOD VOdIp 0VOETEPOPIAMDY KOl
EMOVOPOPE TOL 0PLOLOD 0VLOETEPOPILOV GTO PVGIOAOYIKO E0POC. AEV GUVICTATOL TP SLOKOTT TG
Oepameiog pe QLypactiun Tpv emitevyOel TO AVOUEVOLEVO VOOIP TOV OVOETEPOPIAMV.

Tpdmog yopijynons

H gpikypaotipun propet va yopnynOel og nueprioa vrodopia Eveon 1 WG NUePN oo EVOOPAEPLA Eyyvom
duapketag 30 Aemtdv petd and apainon og ddlvpa yYAvkolng 5% yw Eyyvon (PA. mapdypago 6.6). H
Vod6P1aL 000C TPOTILATUL OTIG TEPIGCOTEPEC MEPTTMOELS. Y TAPYOVY KATO1ES eVOEIEelg amd i
UEAETT yopNYNoNG epamas dOGNG OTL 1| EVOOPAEPLO YOPNYNON EVOEYETUL VO LELDOVEL TN YPOVIKN
dbpketa g dpdong. H khviki] cusyétion avtol Tov EVPNUATOS GTNV XOPNYNCT TOAAATADY S0GEMV
dev elvar EexdBopr. H emdoyn g 0600 yopnynong npénetl va, eEaptdtat amd Ty KAOe 0ToKN
KAMvikn Ttepintoon.



2e oofgveic Tov vwoBdAlovTol 6E LVEAOOPOVIGTIKT OEpomeio LETA 0O UETAUOGYEVCT] LLVEAOD TV
0GTMV

Aocoloyio,

H cuvictduevn 86om vapéng eikypaotiung sivar 1,0 MIU (10 pg)/kgmuépa.
H mtpdytn 860m g @rlypacTtiung mpénet va, yopnyeital TovAdyiotov 24 dpeg LETA Ao TNV
KUTTOPOTOEIKT YMUEl0Depameia Kot TOLAAYIGTOV 24 DPEC PETE OO TNV £YYXVOT] TOV LDEAOD TOV 0GTAOV.

Metd v vEépPact Tov vadip T@V OVIETEPOPIAMV, 1| TILEPN GO OOGT GIAYPACTIUNG TPETEL VO,
TITAOTIOIEITOL £VOVTL TNG OTOKPIOT|G OVOETEPOPIA®V MG AKOAOVO®C:

AprOpog 0voETEPOOLAMYV PyOpion g 666n¢ PrriypaoTtipng
> 1,0 x 10%1 yio. 3 cvveysic nuépec Meiwon o€ 0,5 MIU (5 pg)/kg/Mmuépa
Tote, edv o ANC mapapsiver > 1,0 x 10%1 y1a 3 AlKom TG PIAYPOCTIUNG

oKOUN cvveyeic nuépeg

Edv o ANC pelodei og < 1,0 x 10%/1 katd ) didpreta e meptddov Bepamsiog, 1 8661 ™S GIYPASTIMG
npénel va ovéndei otadiokd cOUEMVO UE TO TUPAUTAVO Prinota

ANC = amoivtog apiBuog ovdetepopilwy

Tpomog yopiynons

H ouhypaotipn pmopet va xopnyn0el og evoopiéfia £yyvon didpketog 30 Aentdv 1 24 ©pdV 1 ®G
ouvexng 24wpn vododpia Eyyvon. H pidypactiun o tpénet va apatdveral oe 20 ml dStoddpotog
YAokoing 5% yua £yyvon (BA. mapdypapo 6.6).

T v kivnroroinon towv PBPC og acbeveic mov vrofdAloviol 6€ LVEAOKATOGTOATIKN N
uvehoa@oviotikn Ogpamreio petd amd owtoloyn petaudoysvon PBPC

Aoaoloyio,

H ocvvietdpevn d6on @idypactiung yio kivnronoinomn towv PBPC dtav ypnoonoteitor povn g eivor
1,0 MIU (10 pg)/kgMmuépa yio. 5 émg 7 ovveyeic nuépec. Emioyn tov KatdAAnAov ¥povou
Aevkagaipeonc: 1 1 2 AevKa@alpEoelc Ty 5Sm Kot 6m nuépa eivat cuyva apkeTés. Yo GALEC
TEPLOTAGELS, EVOEYOUEVAS VO YPELOGTOVV TTEPIOCOTEPES Aevkapalpéacels. H docoloyia gilypaotiung
TPETEL vaL SloTnpeital Héypt Kot TNV TeEAgvTaio Agukapaipeot).

H ovvictodpevn 66omn eiypaoctiung yo Kivnromoinon twv PBPC petd and poeAoKotaoToATIKY
ynueobepomeio eivar 0,5 MIU (5 pg)/kg/muépa, amd Ty Tpdn nuépa Letd v oAoKANpmGn TG
ynueoBepameiog péyxpt va yivel vtEpPaomn TOV AVOUEVOLEVOD VAP TOV OVOETEPOPIAMY KOl
EMAVOPOPE TOL 0PLOLOD OVLOETEPOPILMOY GTO PVGIOAOYIKO g0poc. H Asvkapaipeon mtpénel va yivetal
610 YpoviKd dtdompo étay 0 ANC ovéndei omd < 0,5 x 10%1 og > 5,0 x 10%1. Ztovg acheveic mov dev
&yovv vtoPAndei o mapateTapévn ynuetodepaneia, pio Aevkapaipeon eivat cuyva apket]. Yo GALeg
TEPIOTACELG, CLVICTMOVTOL TEPIOCOTEPES AEVKUPOLPETELG.

Tpomog yopiynons

Dilypaaotiun yio. v kivyromoinon twv PBPC dtav yopnyeitor uovy te:

H ¢iiypaotipn pmopet va yopnynOei wg vmoddpia cuveyng £yyvon dtapkelos 24 @pdv 1 ®G vTodoPLLL
éveon). [ eyyooeig, n oikypaotipn 6o mpénet va aparmbei oe 20 ml Stodvpotog yYAvkolng 5% yia
gyyoon (PA. mapdypago 6.6).

Dikypootiun yio v kivnrorwoinon twv PBPC ueta omo uvelokotaotodtixy ynueiobepaneio.:
H ouhypaoctiyn Ba npémnel va yopnyeitor og vrodopla Eveon).




T tnv xwvnromoinon twv PBPC og puotoloyikotg ddtec mpwv tnv aAloyevn petopdoysvcn PBPC

Aocoloyio,

I'a kiynromoinom PBPC o puotoloyucovng 80teg, mpémet va yopnyeiton 1,0 MIU (10 pg)/kgmuépa
oUypaotiung yuo 4 €o¢ 5 ocuveyeic nuépec. H Aevkagaipeon tpémnel va apyicel v 5m nuépa Kat va
ouveyloTel PégpL TV 61 NEépa, £V ypetdletar Yo va svilexfovv 4 x 108 CD34* kottapa /kg
COUATIKOD BApovg ANmT.

Tpdmog yopiiynons

H ouhypaotipn Oa mpénet va yopnyeiton pe vrodopia Eveon).

2e oofeveic ue sofopn ypovia ovdeteporevio (SCN)

Aoocoloyio,

2DYYEVIIS OVIETEPOTEEVIQ,
H cuvictduevn 86om évapéng eivor 1,2 MIU (12 pg)/kg/muépo og pio epdnas d6om 1 oe doupepéveg
dooelg.

1510mabn¢ 1 Kokl ovdetepomevio
H cuvictduevn 86om évapéng eivar 0,5 MIU (5 pg)/kgmuépa og pia epdmol 60on 1 o€ Sloipepéveg
dooelg.

Po6uion doong

H ¢iiypaoctiun mpénet va yopnyeitor Kadnpepva pe vroddpia Eveon pLEXPIS 6TOV 0 aptBpdg
0V3ETEPOPILMY PTACEL Kat pmopécst vo. Statnpndsi og mepiocdtepo and 1,5 x 10%/1. Otov Anedei
amoOKploT, TPEMEL va KaBoplotel 1 EAAYLOTY OTOTEAESUATIKN dOOT SLOTPNONG QLTOV TOV EMMEIOV.
Amonteiton poxpoypdvia kabnuepvn yoprynon yia va dtatnpn et £vag emapkng aptOpodc
0VOETEPOPIL®VY. MeTd amd pia £mg 600 efdopddeg Bepameiag, n apyikn 600 UTopel vo, SITANCIOGTE
N va pewwbei oto NUIoL avdioyo pe TV amoKpion Tov achevois. Emakolovbmg, n d6on pmopei va
pvOpuiletor atopkd ke 1 €wg 2 fdopadeg yia va dtotnpnei o pécog aptBudg ovdeTepOPIL®Y
petal 1,5 x 10%1 kan 10 x 10%/1. Mmopei va e€eTaotei £vo o Yp1iyopo TPOYPOLLLL CTOSIOKNG
avénong e doong o acbeveic Tov gueavifovv cofapic AOUDEELS. e KAVIKES SOKIUES, TO 97% TV
acBevav mov avtamokpifnke eiye mAnpn andkpion oe dooeig < 2,4 MIU (24 pg)/kg/muépa. Aev £xet
oamoderyBel n paKpoypoOVia acPAAELD YOPNYNONG TS PILYpacTiUnG ave tov 2,4 MIU

(24 ng)/kgmuépa oe acbeveig pe SCN.

Tpomog yopijynons
2vyyevis, 1010maOng 1 KvKAIKH 0VIETEPOTEVIQL.:
H ¢ixypaoctiun Ba tpémet va yopnyeitor pe vroddpia Eveon).

Y& acbeveic pe Aoipwén ard HIV

Aocoloyio,

o avaotpopn s ovdetepomeviag

H cuvictduevn 86om évapéng eikypaotiung ivar 0,1 MIU (1 pg)/kg/Mmuépa pe tithonoinon £mg

0,4 MIU (4 pg)/kgmuépo 1o péytoto péypt vo emtevydei kot va dtotnpndei évag puotohoyikdg
apdpoc ovdetepdpiiav (ANC > 2,0 x 10%/1). Te khvikég pekétec, > 90% tov achevadv pe amdkpion
0€ OTEG TIC OOCELS ONUEIDMOAY OVOGTPOPN TNG OLOETEPOTEVIOG OE 2 NUEPES MG OLAUEST] TLUN.



e ukpo6 opbpo aobevov (< 10%), amortndnkay 60ceig émg 1,0 MIU (10 pg)/kg/Mmuépa yio va
emtevyBel avacoTPOEN TNG 0LOETEPOTTEVIOS.

Tty dratipnon tov pvoiodoyicod apiBuod ovdetepopilwy

Orav emrevyBel avaotpopn TG ovdetepomeviag, TPENeL va KABOPIoTEL 1] EAAYIOTY OTOTEAEGLATIKY
3001 dTNPNONG TOV PLGLOAOYIKOD APLBIOD OVIETEPOPIA®Y. XvvicTdTon pOOLLoT TG aPYIKNG 0OoNC
og 66on 30 MIU (300 pg)/muépa kabe ddtepn nuépa. Mropel va ypeiaotel Kot mepartépom pHouon
g 060n¢, 6mwc kabopiotel and Tov ANC tov acBevoic yio va dtotnpnbei o apBudc tov
ovdetepdplav oe > 2,0 X 10%/1. Te hvicéc peréteg, omontidnke dosoroyio 30 MIU (300 pg)muépo
1 é0¢ 7 nuépeg TV efdopdda yia va Stotnpndei o ANC > 2,0 x 10%/1, pe Stopéon cuyvoTnto d36omg T
3 nuépeg T;’]V efdouada. Evdeyouévmg va amatteiton poxpoypdvia xopriynon yuo va dwotnpndei o ANC
> 2,0 x 10°/1.

Tpomog yopiynons

AvaoTpo@1| TG 0VOETEPOTEVIAG 1] SLOTNPNOT PLUGIOA0YIKOD aPLOLLOD OVOETEPOPIA®V:
H ouhypaotiun Oa mpénel va yopnyeitar pe vrodoplo Eveon).

Ewdwoi minbvouoi

Hiiouévor

2116 KAMVIKEG SOKIUEG e PIAYPOCTIUN EYEL CLUTEPIANPOET Evag LiKpOS aplinds nMKIOpEVEOVY acevmv,
OAAG Oev €youv yivel e101KEC LEAETEG O QTN TNV OUAO KA, G EK TOVLTOV, dEV ivat duvaTdv va
V0dELH0VV GUYKEKPIUEVEC HOGOAOYIKEC GVGTAGELC.

AoBeveic ue veppixn 1 nrotiky ovoAsitovpyio.

O1 peléteg pe puiypaotiun oe acbeveig pe cofapn veppikn N nratikn ducAettovpyio, deiyvouv Otl
eNPaviel Eva TOPEUPEPES POPUOKOKIVITIKO KOl QOPUOKOSVVOLIKO TPOPIA LLE 0VTO TOV TOPOTNPEITAL
0€ PLGLOAOYIKA ATOUA. X€ AVTEG TIG TEPUTTMGELS, OEV amarteital pHopon g doong.

Taudwazpixn ypnon oc mepirrwoeic SCN kor koprivo

To e&nvtamévte to1g eKatd TOV 0obevdV Tov peretnONKaV oto TPdypappa g dokiung SCN eiyov
nAikio pikpotepn TV 18 €1dv. H amotelecpatikdTNTo TNG Ay®YNE NTOV GUPNG Y10, VT TV NAKIOKN
opdoa, n oroia mepleAdpPave TOVG TEPIOCOTEPOVG AGHEVELS LlE GUYYEVT] ovdETEPOTTEVIR. AEV LITHPYOV
SpopEg oTa TPOPIA acpaAreiog yio Tovg TadloTpikovg acbeveic Tov vroPAnOnKay ce Bepomeia yia
SCN.

Ta 6edopévo KMVIKGOV PEAETOV € Tad10TPIKOVG a.GHEVEIG LOPTVPOLV OTL 1] ACPAAELL KOl T
OTTOTEAECUATIKOTNTO TNG PIAYPOCTIUNG ElvaL OLOIEG TOGO OE EVIAIKEG OGO KOl GE TOSLA TOL

AapBavouv kuTtapoToEikn ynuelobepameia.

O1 6000A0Y1KEG GLOTAGELS Yo TOLdLATPIKOVG 0oBgVELS lvan O 101EG e BVTES Y10 EVIIAMKES TTOL
ACUPBAVOLY LVEAOKATAGTOATIKY] KOTTAPOTOEIKT YNUEl0DepaTELiaL.

4.3  Avrevositeg

YrepevarcOnoio otn dpactikn ovcia 1 6€ KAmo1o amd To £KO0Y0 TOV AVAPEPOVTAL GTNV
napdypago 6.1.

4.4  Ewkég TPOELOOTOUMGELS KU TPOPVAGEEIS KATd TN (p1jon

E1d1kéc mpoe1domoGELC KOt TPOOUAAREELC Yo OAEC TIC EVOEIEEIC

YrepevaroOnoia

Y& aoBeveig vo Oepameia pe Puiypaotiun €xetl avapepbel vrepevatcnacio, cvumeptiappavopévov
OVOQUAOKTIK®OV OVTIOPAGE®MVY, TOL TAPOLGLALETOL KOTH TNV apyIKn 1 TNV emakoiovdn Bepaneio. H



QIAYPOOTIUN TPETEL VO, S10KOTTEL LOVILO G 0GOEVELG LLe KAIVIKG ONUOVTIKT vtepgvastnacio. Mn
yopnyeite ehypaotipn oe acBeveic pe 10Toptkd vepevAGONGiag 6TV EIAYpacTiUN M

TEYPILYPOCTIUN.

AvemBounteg eVEPyeIes aTOVS TVEDUOVES

AvemBountec evépyeEleg GTOVG TVEDOVES, KO CLUYKEKPIUEVA O1ALEST] TVELLOVOTIADELD, EXOVLV
avapepBel petd ™ yopnynon G-CSFE. Acbeveig pe mpdopato 16Topikd dinbncemv Tvevudvov 1
TVELLOVIOG EVOEYETOL VO, SLOTPEXOVY LYNAOTEPO Kivouvo. H apyik eLeavion TVELLOVIKGOV
CUUTTONATOV OTMG PY0C, TVPETOC Kl ODGTVOLN GE GUCYETICUO LLE OKTIVOAOYIKT 0EI0AOYT|OT
TVELUOVIKAOV S1N07GE®V Kot S10TaPayES TNG OVUTVELGTIKNG AELTovpYiag pmopel va amoteAécovy
Tpoipe onueio Tov cuvdpdoL ofelag avamvevotikig duoyépetag (ARDS). H gilypaotipn npénet va
SLOKOTTETAL KOL VOL YOPTYELTOL 1) KOTAAANAT olymy].

2TEIPOUATOVEPPITION

e acBeveig mov Aapfavovv EIAypacTipn Kot TeyPIAypacTipn £xel avapepbel omelpapatove@pitida.
I'evikd, To cupPdvta TG GTEPUUATOVEPPITIONG VTOXDOPNCUV HETA TN Helmon TG 606N 1 TN S10KOTY|
NG QILYPUCTIUNG KOl TNG TEYQILYPACTIUNG. ZVVIGTATOL TAPOKOAOVONGN UE AVAALGT 0VPWV.

2OVOPoLO O10QpUYIS TPIYOEIOWDY

"Exet avagepbel 6OvOpopo dtopuyng TpLoeddv, To omoio pmopel va eivar ametintikd yio m {on eav
kabvoteproel  Oepaneia, Votepa amd yoprynon G-CSF, 1o onoio yopoaktnpiletal omd vadtacn,
VTOAEVKOUOTIVOILICL, 01010 KOt ALOGVUTUKV®OGT). AcBeveig Tov ovamTOGoOVY GUUTTAOUATO
GLVOPOLOL SLAPLYNS TPLXOEW DV Ba Tpémel va mapakoAovdovvtal 6Tevd Kat va Aapufdvouy tn cuvion
ovuntepotikn Bepaneio 1 onoio propel va mepthapfavel Ty avaykn yuo evtotikny Oepaneio (PA.
napypago 4.8).

2rinvoueyalio kai ppén oxAnvo.

"Exouv avapepBel yevikd aoOUMTOUATIKG TEPIGTATIKA CTANVOUEYOAMOG Kot TEPIOTOTIKG pENG oA VA
oe aobevelg kot vyelg 86teg peTd amd yopnynon ekypaotiung. Kanoieg nepuntdoeig pnéng ominva
vpéav Bavatneopec. I'a to Adyo avtd, 1o uéyebog Tov omAnva TpEmel va topakolovbeitol
TPOCEKTIKA (.. KAMvikn e&€tao, vépnyoc). Aldyvmon priéng omAnva Bo tpémel va eetaletan o€
801eg Ko acBeveic ToOv avapéPOvY TOVO GTNV GVM 0PIGTEPT] KOIAOKN XDPA 1] GTNV KOPLET| TOV
opov. [Mapatnpndnke 611 01 pel®OELS TV 0OGE®V TNG PIAYpACTIUNG EMPpdovvay 1| oTapdTnoAY TNV
eEEMEN ¢ SoyKmoNg Tov omAnva o€ acbeveic pe cofapn ypovia ovdeteponevia Kot o 3% TV
ac0EVAOV YPELACTIKE CTANVEKTOUT).

Karxonbng veordaaoio. twv kotrdpwv

O mopdyovtog S1€YEPONG AMOIKIDOV KOKKIOKVTTAPMV UTOPEL VO EVIGYVGEL TNV avATTLEN TOV
LUVELOEBMV KLTTAP®V iN Vitro kat tapduoto anoteléopote unopsi eniong va tapatnpndodv o
OPIGUEVA UTN-ULEAOELDT KOTTOPQ IN Vitro.

Mvelodvorlaotiko cOvopouo 1 ypovia LDEAOYEVHS Agvyouuio.

H acpdeio kot 1 amoTeEAEGUOTIKOTNTO TG XOPTYNONG TNS PIAYPUCTIUNG o€ 0.00gvelg e
LLEA0SVOTAACTIKO GUVOPOUO, 1] LE YpOVIa poueAoYeVT] Agvuyauptia dev &xet tekunplobel. H gidypaotiun
dev evielKvLTAL YO YP1ION € TETOLEC KATOOTAGELS. [dtaitepn Tpocoyn amotteitol TPOKEWEVOL vaL Yivel
duaKplom g d1dyvmong TOV LETAGYNUATIOUOD TOV PAACTAOV TNG ¥POVING LVEAOYEVODS AEVLYOUING OO
v ofelo pveloyevn Aevyoruio.

OCeia pveloyevig Aevyaiuio

AOY® TOV TEPLOPIOUEVOV FEGOUEVAOV UCPAAELNG KOL OTOTEAEGUATIKOTNTOG GE 00OEVEIG e



devtepomadn oela poehoyevn Aevyaipia, 1 IAYPOCTIUN TPETEL Vo, xopryeital pe mpocoyn. H
AGQAAELD KoL 1] OTOTELEGHOTIKOTTO, TG YOPIYNOTG TNG PIAYpaoTiung og acOeveig pe de novo oéeia
poehoyevi Aevyoio nikiog < 55 etadv ywpig Kutrapoyevetikég avoporieg (1(8;21), t(15;17), kat
inv(16)) dev &yovv tekunplmbet.

OpouPomevio

Y& aoBeveic mov Aapfdvovy eilypacTtiun, &yt avaeepbei Opopporevia. O apBuds TV aporeTaioy
Oa mpémel va eELEYYETOL OTEVA, EOIKA KATA TIG TPDTEG ERSOUADES TNG AYWOYNS LE QIAYPOCTI|Y. Oa
npémel va eEeTAleTan 1) TPOS®PIVY Sl0KOTN 1N 1 HEI®ON TOV dOCEWMV TNG PILYPACTIUNG GE aoOEVEIC e
coPapn xpdvia ovdetepomevia mov eppaviiovy Opopfomevio (apdpoc oponstariov < 100 x 10%/1).

Aevroxvttapwon

"Eyet mopotnpn0si apdpog Asvkokvttdpov 100 X 10%1 1 kar vynAdTeEPOG GE TOGOGTH UIKPOTEPO TOL
5% tov acBevov pe kapkivo mov eldpfavay eiiypaoctipn oe 66celg dve tov 0,3 MIU/kgmuépa

(3 ng/kgMmuépa). Aev €xet avoeepbel kapio avemBOuNT evépyela Gueco, oyeTilOUEVT LE OVTO TO
Babuo Aevkokvttdpmonc. Ouwe, Aapufavovrog vwoyn Tovg Thavovg Kivdvvoug Tov oyetilovtot Ue T
coPapn AevKOKVLTTAP®OT|, Ba TPEMEL VAL YIVOVTOL PLETPTCELS TOV AEVKOKVTTAPMV GE TAKTE YPOVIKA
dtotnuato KoTd ™ dtdpketo ¢ Oepaneiog pe ulypactiun. Eav o apBudc tov Aevkokuttdpmv
vrepPoivel To 50 X 10%/1 petd amd o avapevopevo vadip, N eLypacTipm 0o Tpémst auEcme Vo
dwokomreral. QotdG0, KATA T S1APKELN TG TEPLOOV YOPNYNONG TNS GIAYPUCTIUNG V1oL TV
Kwntonoinon twv PBPC, avt Oa mpénet va S10KOTTETOL 1) VO LEWDVETAL 1] 60GOAOYiM TNE, OV O
aptdpdg TV AsvkokvTTapmy ovéndel og > 70 x 10%1.

Avoocoyovikotyro.

Onwg cvuPaivel pe 6Agg TIg BepamenTIKES TPMTEIVES, LIAPYEL TOOVOTNTO avocoyoviKOTToS. Ot
pLOUOl TOPAYOYNS AVTICOUATOV EVAVTL TNG PIAYpacTiung gival yevikd yaunioi. Epeavifovton
OEGUEVTIKG OVTICOMOTO 0TS OVOUEVETOL LLE OAX TA PLoA0YIKA. Q6TOGO deV EXOVV GLGYETIOTEL £l TOL
TaPpOVTOG e EE0VOETEPMOTIKT OPACTNPLOTNTA.

Aopritido.

"Exel avapepbei aoptitida petd tn yopnynon tov napdyovia G-CSF og vy dropa Kot o€
kapkvorabeig acBeveis. Ta cvuntodpata teplapuBdvovy Tupetd, KOAOKO GAY0g, Kokovyia,
ooualyio Kot avEnpévoug oeikteg eAeypovig (T.y. C-avTidpdoa TpOTEIVY Kol EMIMEdH AEVKDV
ALLOGEUPIOY GTO aipa). ZTIG TEPIGCOTEPEG TEPUTTMGELS 1] AOPTITION SAYVAOOTNKE UE 0EOVIKT
Topoypapio kot avtietoniotnke pe dokonn tov mapdyovta G-CSF. BA. eniong napdypago 4.8.

Ewwéc tpoctdomoosic Kot Tpo@uAGEic mov oyetilovtol Le cLVVOSTPOTNTES

Ewdwég mpopuriéelc o€ acheveig e oTiyla OpETAVOKVTTAPIKNG AVALLING Kol OPETAVOKLTTAPIKT VOGO

e ao0eveic [e oTiyUO SPETAVOKVTTOPIKNG OVOLLING 1) LE SPETAVOKVTTAPIKT VOGO €xel ovapepei
OPEMAVOKVTTAPIKY| KPIoT), O€ KATOEG TEPIMTMGELS OavaTneopoc, Le T xpnon ekypactiung. Ot
ytpoi Tpémel va, divouv TPocoyr| OTAV GUVTAYOYPUPOVY QIAYPOCTIUT o€ aoBevelg Le otiypa
OPEMAVOKVTTAPIKNG OVOIUING 1] LE OPETOVOKVTTAPIKY VOGO.

Oagreomopwaorn
e aoBeveig e VITOKEINEVES 0GTEOMOPWTIKEG VOGOVS TV 0GTMV, 01 0TOI0L VITOPAAAOVTOL GE GUVEYN

oy®YN HE QIAYPOCTIUN Y10 TEPLOCOTEPOVG AT 6 UNVEG UIOopEl va evOeikvuTal 1] TapaKoAoVON oM TNG
0CTIKNG TUKVOTNTOG.



Ewwéc tpopurdéeic og acbeveic pe Kapkivo

H pilypaotiun dev mpémet vo ypnoomolsital yio, tqv avénon e 000ns kuttopotollkig
xnuelobepameiog mEPay TV KAOIEPWUEVWY JOCOLOYIKDV GYHUATWV.

Kivovvor oyeti{ouevor ue avlnuéves dooels ynuetoBepomeiog

[péret va didetan Wiaitepn Tpocoyn dTav yopnyovvTal 6Tovg acheveic VYNAEC dOGELS
mueobepameiog 010TL dev £xel amoderydel | Pedtimon TV TapauETpwV ToV dYKOV, EVHD
EVTATIKOTOMUEVEG OOCELG YNUELOOEPATEVTIKDV TAPOYOVIMV UITOPEL VO 001 YIGOVV GE avuénuévn
T0&IKOTNTA GUUTEPTAOUPAVOUEVOV TOV KOPIOAOYIK®VY, TVEVUOVIK®OV, VEVPOAOYIK®OV Kol
deppoToroyikmv emdpdoemv (tapakaieice va avatpétete oty [epinymn tov Xapaxtnpiotikdv
Tov [1poidvToC TV ¥PNGILOTOIOVUEVOV EWOIKOV YNLELOOEPATEVTIKOV TOPUYOVIMV).

Eriopoon e ynueiobepaneiog ora epvbporidtrapa ko ta OpoufloxiTropo.

H ayoyn pe ™ eiiypaotipn og povobeponeio dev amokieiet tnv mpoxAnor Opopfoneviag Kot
avorpiog e&ontiog TG LLEAOKOTAGTAATIKNG ynuelobepaneiog. Enedn vrdpyel mbavotra vo Anebovv
vynAdTEPEG dOOELS YMuelobepameiog (T.y. TANPELS 0O0GELS TOV EPOPHOLOUEVOV BOGOAOYIKOD GYLLOTOG)
0 acBevig umopet va dtotpéyel vYNAGTEPO Kivouvo gpedviong Bpoppomeviog Kot avolpiog. ZuvietdTon
0 GUOTNUATIKOG EAEYYOG TOVL aplOLOD TOV AUOTETOAM®Y Kot Tov apatokpitn. Idwaitepn Tpocoyr Oa
Tpémel va. StveTal OTay Yop1yoHVToL HOVOL TOVG 1 68 CLVOLACLO YN edepameVTIKOl TAPEYOVTEG OV
glval yvootd 6TL Tpokarovv cofapr Opopponevia.

H yprion tev Kivntonompévey ond T QLLypacTip] TPOYOVIKOV KUTTAP®OV TOV TEPLPEPIKOD AILOTOG
(PBPC) éxet amoderyfei 6T pewdvel to Pébog ko tn ddpketa tng Opopfomeviog petd and
HVELOKATOGTAATIKNY 1 LDEAOAPUVIGTIKN YNHelofepameia.

Moelodvariaotiko odvipouo kor oleia puveloyevng Aevyaiuio o a.oOevels ue kKopKivo Tov HaoTOD Kol
KOPKIVO TOD TVEDUOVO,

210 TAOIC10 PEAETNG TOPOTHPNOTG LETA TV KVKAOQOPia, TO HUEAOSVOTANGTIKO chvdpopo (MDS) kot
n o&ela poeroyevig Aevyapuio (AML) éxovv cvoyetiotel pe ) xpnon g pegfilgrastim, evog
EVAAAOKTIKOD TOPAYOVTO O1€YEPONG amolKldY Kokklokuttdpwv (G-CSF), og cuvdvacud e
ynueobepomeio 1/kan aktivobepaneio o€ acbeveic pe KapKivo TOL LOGTOD KOl KOPKIVO TOL TVEDIOVO.
Agv &yl mapoanpnOei mapdpola cuoyétion peta&v g filgrastim kot tov MDS / g AML. Qo1dc0,
ol acbeveig e Kapkivo TOL LACTOV Kol Ol oBEVEIS LLE KapKivo Tov vedpova Bo Tpémet vo
mopokolovbovvtar yio onueio kot copntopate MDS/AML.

AAdeg e101xéc mpopovloceis

Agv &govv peketnei o eMOPACEIS TNG PILYPACTIUNG G€ 0cOEVEIG e GNUOVTIKG LEWOUEVE LVEAOYEVT|
mpoyovikd kbttapa. H pidypaotipn dpa kupimg g Tpddpopa KOHTTOPO OVIETEPOPIAMY Y10 VO OOKTGEL
v enidpaocn ¢ oty avénon Tov aplflol TV ovdeTepdPIlmV. Etopévamg, o acbeveic pe petopéva
TPOSPOUA KOTTOPA 1) ATOKPLGT) TOV OVIETEPOPIA®V UTopel Vo, petmbel (dnwg oy TepinTtmon 66OV
vroPaAlovtal o€ TopateTapuévn aktvodepaneio N ynueobepaneio, 1 606wV 0 OYKog £xel ObNoEL To
HoeLd TV 0GTOV).

e aoBeveig mov voPailovral o ynueobepaneio VYNAOY 66GEw@V akoAovBodevn ard
LETAUOTYEVOT] £X0VV avoQePDEl TEPIOTACIOKE Ay YELOKES SATAPOYES, CUUTEPIAAUPAVOUEVOV
OAEPOATOPPUKTIKAG VOGOV KO SLOTAPUY DY TOL OYKOL TV VYPDV.

Yrdpyovv avapopéc avtidpaong pooyxevpatog katd Eeviot (GvHD) kat Bavatov oe acbeveic mov
ghapav G-CSF petd oand ahdoyevi petoudoysvon uuedod tov ootdv (BA. Tapoaypdeovg 4.8 kot 5.1).

AvEnUéVI UOTOMTIKY dPAGTNPIOTNTA TOV HVEAOD TOV 0GTAV (G AVTUTOKPLoT 611 Oepaneia pe
oVENTIKOVG TAPAYOVTEC £XEL GUGYETIOTEL [LE TAPOOTKA TADOLOYIKA EVPIUATO CE CAPDOGELS TOV OCTMOV.



AvT1o Tpémel va AapPavetar vroyn 6Tav EPUNVEDLOVTUL ATOTEAEGHLOTO ATEIKOVIOTG OGTMV.

Ewwéc mpopuriéeic oe acbeveic mov vofarlovial o€ Kivnroroinon twv PBPC

Kwnromoinon

A&V VTLAPYOVV TPOOTTIKEG TLYOULOTOMUEVES GVYKPIGEIC TV 000 GUVICTOUEVOV UeDOd®V
Kwnromoinong (povobepameia e PULypactiun 1| 6€ CLVOLAGUO UE PVEAOKOUTOCTAATIKY|
ymueobepaneia) otov id1o TAnBuoud acbevav. O Babpog arndkiiong petald tov achevov katl petald
TV EPYOCTNPLIKADV TPOGIOPIGUOV TmV KLTTapnv CD34" deiyvel 61t eivan S0oKkoAn 1 dueon
ovYKpion peta&y dlapopeTik®dv peretmv. Katd cvvéneia eivar dvokolo va cvuotndei pia féATio
pébodog. H emioyn g pebddov kivnronoinong mpémet va yiveton pe féon 1oug GUVOAIKOHS GTOHYOVS
¢ Bepameiag yio Tov Kabe acbevn.

Tponyovuevy éxleon oe KutropoTolikods Tapayovres

AcBeveig o1 omoiot £govv VTOGTEL TOAD EKTETAUEVT] TPOTYOVLEVT LVEAOKOTAGTAATIKN Bepameia, sivat
duvatdv vo UMy ELEAVIcovV enapkn Kvntomroinon avtodv towv PBPC, dote va emitevyel n eldyiot
owvictdpevn amddoon (> 2,0 x 108 CD34" kittapo/kg) § EMTARLVEN TOL PLOUOD EMAVOPOPHS TMV
aonetaAinv otov 1010 Paduo.

Mepkoi kuttapoto&ikoi Tapdyovieg Tpokalohv €101k TOEIKOTNTA O OEEALEVT] ALLOTOUTIKOV
TPOYOVIKAOV KVTTAP®OV KoL UTOPEL VO EXNPEACOVY JVGUEVAOC TIV TPOYOVIKT| KIVI|TOTOING.
Mopdyovteg 6mmc N pehoaidvn, n kappovotivny (BCNU) kat n kapPorAiativn, 6Tov xopnyodvtot yio.
LEYOAQ SIGTALLATA TPV OO TIG TPOCTADELEG Y10 TPOYOVIKT KIVITOTOINGT| LITOPOVV VO LELDGOLV TNV
amdd00N TOV TPOYOVIKGV KLTTAP®V. OUms, 1 Yopnynon g LeAQoAavng, kapfomiativng 1 g
BCNU poadi pe gidypaotipn €xet oamoderyfet 0Tt £lvail amoTEAEGLOTIKN Y10, TV KIVNTOTOINOT T®V
Tpoyovikav kuttapav. Otav e&etdleton 1 petapdoyevon PBPC, cuvietdrtol vo tpoypappotiletal n
dradtkaoio KivnTonoinong TV PAUGTOKVLTIAP®OV GTA OPYIKE OTASIN TOV KOKAOL Ay®YTG TOV
acBevoug. [dwaitepn mpocoyn Ba mpénet va dideTal ¢ TPOS TOV APLBUO TV TPOYOVIKADV KVTTAP®OV TOV
KIVNTOTO00VTAL GE TETO0VG acbeveig tptv Tn yoprynon vymiov ddcewv ynuelobepancioc. Edv o
amodOGELC Elval aveTOPKELS, OT®MG LTOAOYILOVTOL COLE®VA LE TO TAPATAVD KPLTPLa, Bo Tpémet va
eEetaoToVY evaAoKTIKEG LEBOdOL Bepameiog, ol omoieg dev amaiTovV VTOGTNHPIEN TPOYOVIKMV
KUTTAP®V.

A&10loynon the amédoons TWV TPOYOVIKMDY KOTTOPWV

Koatd v a&loAdynon tov aptfpod twv Tpoyovik®y KUTTap®mV mov GVAAEYOVTOL G€ aoBevel VIO
ayyn pe euiypaotiun 0o tpénet vo divetal wiaitepn Tpocoyn ot HEB0d0 TOGOTIKOD TPOGIIOPIGHOV.
Ta amoteréopata avdlvong KuTTapopeTpikng pong tov CD34" kuttdpmv motkildovy avaioyo pe v
aKp1pn xpNoOTOloVHEVT LeBOSOAOYIN KOl GUVERTMC Ol AP0l TOV CLVIGTMOVTAL COLPMOVO LE LEAETES
AoV epyactnpiov Oa Tpénet va epunvebovTol Pe TPOGOYY.

H otatiotiky avdlvon e oyéong petatd tov aptdpov twv CD34" kuttdponv mov Exovv emaveyyvet
KoL TOV PLOUOD ETAVOPOPAS TOV AUOTETOM®Y GTA PVGIOAOYIKA Eimedn PeTd amd ynuetodepameio
VYNAGV d0cEmV dNAdvel pia mepimAokn aAld cuveyn oxéon.

H ovotoon yuo ehdyiotec omoddosic > 2,0 x 10° CD34" kuttdpmv/kg Pasiletor og epmepio mov
avapEPETal ot ONUOcIeEvEVN PipAtoypapio Kot el MG ATOTEAEGLO TNV EMAPKT] OLLATOAOYIKT|
OTOKOTAGTAON. ATOOOCELG LEYUADTEPES OO AVTN QAIVETAL OTL GYETILOVTAL LE TAYVTEPT] VAV, EVD
UIKPOTEPES e PpadvTepn avavnyn.

Edwcéc mpoourdéeic og vyieic d6tec mov vrofarrovton og KivnTomoinon twv PBPC

H xwnronoinon twv PBPC dgv mapéyet aueco kAviko 6Qelog o€ VY1Eic dOTEG Kt TPETEL VAL
e€etaletanl Lovo Yo Toug oKOTOVE TG AAAOYEVODS LETAUOGYEVONG PAACTOKLTIAP®V.

H xwntonoinon tov PBPC Ba npénet va e€etdleton pLovo o€ dOTEC TOL TANPOVV TO PUCLOAOYIK(
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KAVIKG Kol 00T PLOKE KPLTHPLe EMAEEILOTNTOS Y10, SPED PAAGTOKLTTAP®V, UE 1W1{TEPN TPOGOYN
OTLG AUOTOAOYIKEG TTOPAUETPOVG KOl G AOIUADOELG VOGOUG,.

H acpdleio kot 1 amotelecpoTkOTnTO TG QIAYPACTIUNG Oev €xel a&lohoyn0el og vyeig 60Teg NAkiag
< 16 etdv 11> 60 etdv.

Iapotnpridnke mopodiky Opoppomevio. (cpometéha < 100 X 10%/1) petd and yopiynon eypactipmg
KoL AevKoeaipeong 6to 35% tov atopmv mov peiethOnkay. Metald avtov, avapépnkav dvo
neploTaTicd pe apopd awpometariov < 50 X 10%/1 kou amodddnkav ot dradikacio Aevkapaipeonc.

Ye mepInToT oV amalTeiTOl TOPOTAV® 0mtd pio Aevkoeaipeon, Tpénet va 600el 1dtaitepn Tpocoyn oe
361e¢ pe apOpod onpometaliov < 100 X 10%/1 mpv T Aevkopaipeon yevikd dev Tpémet va Sievepysiton

Aevkapaipeon eav ta opomeTéha eivor < 75 x 1091

Agv TpENEL VO, TPUYLATOTOEITOL AEVKAPOIPEST) OE JOTEG LE STOPOYEG TNG TNKTIKOTNTAG 1] UE
YVOOTEG SATOPAYES TNE OUOCTUONC.

O1 06teg mov AapPavovv G-CSF yia kivnronoinon twv PBPC npénet va mapakolovbovvrol puéypig
OTOL Ol QULLLOTOAOYIKEC TAPAUETPOL ETAVEADOVV GTIC PLGLOAOYIKES TIUEG.

Ewwéc tpopurdéeic og déktec oAloyevav PBPC mov KivntomolobvTol Ue QIALYpaoTiun

Ta tpdécaTa dedopéva LITOSEIKVVOVY OTL 0L OVOGOAOYIKEG OAANAETIOPAGELC LETAED TOV HLOGYEVLOTOC
v aAroyevav PBPC kot tov Anmtn propet vo, oyetilovran pe avénuévo kivouvo euepaviong o&eiog
rat xpoviog GVHD o€ o0ykpion pe T LETAHOGYEVOT| LVUEAOD TOV 0CTMV.

Ewwéc mpopuraéeic oe acbeveic ue SCN

H o\ypootiun dev mpémet va yopnyeitar o€ acheveic mov thoyovv omd cofapn cuyYEVN
ovdetepomeVia. TOL EKONADVOLY Agvyaitia N Ttapovsidlovy evdsifeic Aevyaukng eEEMENC.

Ap18uoc kottapwv aiuatog

SvpPaivouv kot GAAEC oAAOYEC GTO KOTTOPA TOV OUUOTOC, CUUTEPIACUPOVOUEVIG TNE OVOLULOG Kot
TOPOSIKDY 0LENGEDY TOV LVELOYEVDV TPOYOVIKAOV KLTTAPMV, Ol OTOIEG OALTOVV GTEVT|
TopaKoA0vONoN TOV APBUGY TOV KVTTAPOV.

E&éién oe devyouuia 1 uvelodvoriaotiné oovopouo

Edwn mpocoyn Ba mpémet va didetan katd T d1dyvoon SCN, wote va daympiloviot omd dAAeg
OLULOTOAOYIKES SLOTOPOYES, OTMG Elval 1 ATANGTIKY avOlpic, 1 SVGTAUGIN TOV HVEAOD TOV 0GTAOV KOl
N poekoyevig Agvyoupio. [pw amd v évapén g Bepanciog Oa Tpémel va yivetal yevikn e&€taon
O{LOTOC KAl TPOGOOPIGHOG TOV dAPOPLKoD TOHTOV KAOMDC KAl LETPNGELS TOV aplOoD TV
OHOTETOAIWV KOl EKTIUNON TNG LOPPOAOYIOG TOV HVEAOD TWV 0GTMV KOl TOV KAPVOTUTOV.

"Exouv mopovoiactel og yapunirn cuyvotnta (rtepimov 3%) meplotatikd HUEAOSVOTAAGTIKOV
ouvdpdumv (MDS) 1 Aevyorpiag oe acBeveic pe SCN mov eiyav AdPetl oyoyn pe ULypoaoTipn KaTd T
dupkeln KAVIK®V pHeEAeT®dV. Avth 1| Topathipnon £yve udvo oe acheveic Le Guyyevi ovdeteponevia.
Ta poehoduoThacTicd GOVOPOLLE Kol 01 AevyaLpies eival UOTKES EMTAOKES TNG aoOEvelag Kol N
GLOYETION TOVG e T Ogpameia pe PLypactiun etvar acaers. Mia vroopdda tepimov 12% twv
0o0evdV oL ElY0V PUGIOAOYIKEG KUTTOPOYEVETIKEG AEI0AOYNGELS KATA TV £vopén TG Ayw®YNS,
Bpébnkav otn cuvéxeia va £(0VV avOUOMEG, SUUTEPTAAUPAVOUEVTS TG HOVOsHpiaS 7, o8
emavorapBoavopevn agloddynomn povtivag. Elval mpog 1o mapdv acapés edv pakpoypovia Bepameio
acBevov pe SCN Ba tpodiébete Tovg acbevelg o KLTTAPOYEVETIKEC AVMOUIAAIEG, 08 LVEAOSVOTANCTIKG.
GUVOPOUN ) GE AEVLYULUIKT EKTPOTT|. ZVVICTATOL VA YivovTol 6Tovg acheveic 6€ TAKTA YPOVIKA
Sdwotnuoto (mepimov kaOe 12 pivec) LOPEOLOYIKES KOl KUTTAPOYEVETIKES EEETAGELS TOV HLEAOD TV
00TOV.
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AMeg e10ixés mpopvidcers
®a TpEMEL VO, ATOKAEIOVTAL OITIEG TAPOSIKNG OVOETEPOTEVING, OTMG 10YEVEIC AOIUDEELS.

H owpatovpio nTav ovuyvi, eved o€ Eva pukpd aptfud acbevav epgaviotnke mpoteivovpio. Oa mpémet
VoL YIVOVTOL GUGTNHATIKES aVOADGELS 0VP®V MGTE Vo EAeYYB0VV avTd o eVOEXOUEVAL.

Agv &xet akOUN TEKUNPLOOEL 1| AGEAAELD KOL 1) OTOTEAEGLOTIKOTNTA GTO, VEOYVA KOl 6€ aoBeVeElg e
0VTOAVOGT 0VAETEPOTEVIML.

Ewwéc mpoouidéeic og acOeveic ue HIV Aoipwén

Ap18uog kottpwv aiuatog

O ANC mpénetl va mopakolovbeital otevd, 1010iTEP KAUTA TN O1GpKELN TOV TPOT®V ERSOUAOWV
Oepamnciog pe hypaotipn. Kdarowor acBeveig pmopet va avtamokptBovv mold ypiyopa Kot Le pio
OMUOVTIKT aOENGT] TOV 0PIOUOY TOV OVIETEPOPIA®Y GTNV APYIKT dOCT] TNG PILYPACTIUNG. ZVVICTATOL
va Tpocolopiletar 0 amOAVTOC apPlOUOG 0VOETEPOPIAMY KaOMIEPIVA TIC TPDTESG 2-3 NUEPES TNG
yopnynong eypaoctipns. Katdémv cuvictdtat o andAivtog aplfpog ovdetepopilav va mpocsdiopiletal
TOVAGLGTOV dV0 POPEC EROOUASIOIMG Y10 TIG TPAOTES 2 EBSOUASEG KOl akoA0VOME [io popd TNV
epdopdoa 1 kKabe devTePN ERdopdda kKatd ) ddpkela g Bepaneiag cuvtipnong. Katd ) didpkeia
TV evdiduecmv docewv pe 30 MIU (300 pg)/muépo eilypactiune, uropel va vdpEovy peydreg
SLOIKLULAVGELS TOL OTTOALTOV aPIBLOV OVIETEPOPIA®Y TV 0c0evdV Gg Gyéomn pe To xpdvo. ['a va
VTOAOYIGTEL 0 AmOALTOG OPLOUOC 0VLIETEPOPIA®VY £VOG 0.50EVODG GTO KATOTEPO onpeio 1 vadip,
GUVIOTATAL VO ACUPBAVOVTOL SEIYHOTO OILOTOC YLl LETPTOT) TOV OTOAVTOV APLOLLOY OVOETEPOPIA®Y

aKpPOG TPV amd KAOE TPOYPAUUATICUEVT YopTyNon 0donc elypacTiung.
Kivovvor oyeti{ouevor pe avénuéveg 000€IS HDEAOKATATTAATIKMDV YOPUOKEVTIKMDV TPOIOVIWY

H povoBepoameio pe euhypaotiun dev amokAeiet T Opoufomevia kat tnv avoipio Aoy®
HVEAOKOTAGTOATIKOV QAPUAKEVTIKMV TPOTIOVTOV. QG ATOTEAECLLO TNG SUVOTOTNTAG AYNG
VYNAOTEP®V SOGEMV 1| LEYOADTEPOL OPLOLOD AVTOV TOV PUPUAKEVTIKOV TPOTOVI®V 0T Bepamneia e
QU ypaoTtiun, o acBevic propel va Bpioketan o€ peyaAdtepo Kivouvo avamtuéng Opopponeviag Ko
AVOLLIOG. ZVVIGTATOL TOKTIKN TOPAKOA0VONOT TOV LOTOAOYIKGOV TOPAUETPOV (PAETE TAPATAV®).

Aowaleig kot koxonGeieg mov TPOKALODY UDEAOKOTATTOAN

H ovdetepomevia pmopei va opeiletar o gukanplakég dndNTIKEG AOUMEELG TOL HLEAOD TOV 0CTMV
o6mmg to ovpmieypo and Mycobacterium avium 1 og kokonBeiteg Onwe 10 Aéppopa. X acbeveic pe
YVOGTEG ONONTIKEG AOIUDEELG TOL LLEAOD T®V 00TMV 1 kKakon0eta, Oa mpénel va AneOel vToyn N
YOPNYNON TNG KATAAANANG OY®YNG Y10 TNV OVIYETMIOT TG VIOKEIUEVTG KOTAGTAONG EMTPOGHETA
g XOpPNYNoMg g ekypactiung yo ) Beponeio g ovdeteponeviag. Ot emdpdoelc g
QULYPOGTIUNG OTNV OVOETEPOTTEVIO TOV OPEILETAL GE dNONTIKN AolU®wEN TOV HVEAOD TV 0GTMOV N GE
Kakon 0o deV £YOVV ETAPKMG TEKUNPLODEL.

‘O)\ot o1 acOeveic

2Zopfitoin

To Tevagrastim nepiéyet copfrroin (E420). H abpoiotiky enidpacn Thg TanTdYpovng XOpNyNong
TPOIOVTOV OV TTEPLEYOVY GOPPLrtoAn (1 epovkTdln) Kot 1 1e TNV dlatpoen Ay copPitoing (M
@PovkTOlNG) mpémel va AauPavovtot vToym.

o evoopléfio yoprynon

Y1oug aoBeveig pe kKinpovopikn dvcsovesio otnv epovktdln (HFI) dev mpénet va, yopnyeital avtod to
Qappako ektog edv givatl amoAvTmg amapaitnto. Mopd Kot veapd Todid (NAkiog KAt Tov 2 TOV)
Umopel va unv £xovv axkoun dayveootel pe KAnpovopukn dvoaveéio otnv epovktoln (HFI).
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DoppokevTiKd TPoidovTa (Tov TEPLEYOVY GOPPITOAN/PPovKTOLN) Kot yopnyouvTal evOopAePing umopel
va glvor amenTikd yio T {1 Kot TPETEL va avTEVOEIKVUVTOL GE AVTOV TOV TANBVGUO EKTOG EGV
VIAPYEL ATOPAITNTY KAVIKT avAYKN Kot OgV VTTAPYOVY AAAEG EVOALOKTIKEG EMAOYEC.

AvoAuTikd 16T0p1Kd avagopikd pe To copntopota ™ HFI mpérnel va AapPavetor amd kdbe acbevn
TPV T XOPNYTOT] AVTOV TOV PUPLAKEVTIKOD TPOIOGVTOG.

Nazpio
To eoppoakenTikd ovtd TPoidv mepiéyel Ayotepo and 1 mmol vatpiov (23 mg) avd mpoyepiopuévn
oVPLYYO, ONA. OLGLOCTIKA «EAEVOEPO VaTPioLY.

Iyvnlaootyro
[Ipokeévov va Bertiwbei n yvnrloondtnta TV PlOAOYIKGOV QOPUUKEVTIKOV TPOIOVI®V, TO OVOLA
KoL 0 0plOUOG TOPTIOAG TOV YOPTYOVLEVOL PAPLAKOV TPEMEL VO, KATOYPAPETOL LLE GOPTVELL.

45  Aliemopaoceig pe GO QUPUOKEVTIKA TPOIOVTA Kol GAAeg HOPPES alieniopacng

Agv &xet oamoderyBel pnTd 1 AGPAAELD KOL 1] ATOTEAEGLLATIKOTITO YOPNYNONG TNG OILYPACTIUNG TNV
Ol NUEPQ UE TN LVELOKATACTAATIKY KUTTOPOTOEIKT YMUelobepaneia. Adym ¢ evastnciog Tmv
TOXEMG SLOUPOVUEVOV HVEAOYEVDY KUTTAP®V OTI LVELOKATUCTAATIKY KVTTAPOTOEIKT ynLE0fepameia,
dg ocuvioTdToL 1] ¥PNON TNG PIAYPAGTIUNG KATE TO XPpoviKO dtdotnua omd 24 dpeg Tpv péypt 24 dpeg
petd tn ynueodepameio. [pokatapktikd ctoryeio amd pikpd apdud acdevav mov vrofAnnkay ce
tavtoypovr Bepameia pe rhypactipnn kot S-PBopoovpoakiin amodetkvoovv 611 1 GoPapodTNTa TNG
ovdetepomeviog pmopel va, emdevmOet.

[MBavég aAindemdpaocelg pe GALOLG AUOTOTOTIKOVG AVENTIKOVS TAPAYOVTES KOl KUTOKIVES OgV
&xovv diepeuvn el oe KAVIKES SOKIUEG.

E@odcov 1o AiBlo mpodyel v amelevbépmon ovdeTepOPIA®Y, ival THAVOV va VIGYDEL TNV ETIOPOOT
g euypaotipme. Edv kot avti n oAdnienidpoon dev €xel emonpumg depevvnOel, dev vdpyovv
ototyeia Ot pa Tétolov TOVToL aAANAeTidpacn givor emPBAAPC.

4.6 TovipétnTa, KOO Ko yorovyia

Konon

Agv datiBevran 1 vl TePlOPIGUEVE, TO, KAVIKE OEG0UEVO GYETIK LLE TN (PTOT) TNG PIAYPOACTIUNG OF
£€yKveg yovaikeg. Melétec og {oa kotédeiEav avomapoaywykn toEikdtnta. 'Eyel mapatnpndel
ov&npévn cuyxvotnTo ATOAELNG ELPPLOV OTA KOVVEALD LE PLEYOAN TOALOTAGGIO TG KMVIKNG £kBE0NC
KoL e TNV Topovasio TG untpikng to&ikotntog (PAéme mapdypapo 5.3). Yadpyovv avapopés ot
Biproypapio oTic omoieg TEKUNPLOVETOL 1000C TNG PIAYPACTIUNG HECH TOV TAOKOVVTIO GE £YKVES
YOVaiKeC.

H ¢puhypaoctipn dev cuotiveTat Katd TV SIIpKELR TNG EYKVUOGVUVNG.

Onloouog
Agv gival yvooto dv 1 eukypaotiun/ ol petafolriteg exkpivovral 6to avlpmmvo yaia. O kivouvog

ota OnAalovta veoyévvnra / Bpépn dev pmopei va anokieiotel. [Ipénet va anopaciotel edv Oa
dwokomei 0 Onhacpog 1 Oa drakonel/ Ba amopevyOel n Oepameio pe ehypactiun, Aaupavovtog vwoyn
T0 6PEAOG TOV ONAAGHOV Y10, TO Tondi Ko To OPeAOG TG Bepameiag yio TV yovaika.

Toviuomyra

H @uhypaotiun dev emnpedlel TV avomapayyiky awddocn 1 T YOVILOTNTO GTOVE OPGEVIKOVG 1] TOVG
OnAvkovg enipeg (BAére mapdypao 5.3).

4.7 Emopaceis 6Ty IKAvOTNTA 001Y1161)G KO (EIPIGHOV PNYUVIILATOV

H oihypaotipn pmopel va £xgtl pukpn enidpacn oTnv tKovOTNTO 00N YN0 KOl XEIPIGHOD UNYOVILATOV.
Mropei va napovotootel (GAn petd ™ yopnynon eiiypaotiung (BA. mapdypago 4.8).
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4.8 AvemOvunteg evépyereg

0. Z0VOWN TOL TPOQIA acQaAeiogC

2115 o coPapég aveTIBVUNTEC EVEPYEIEG TOV UTOPEL VO TOPOVGLOGTOVY KUTE TN OPKELN TNG
Oepamneiog pe Ulypactiun cvykataréyoviar ot €EAG: avVOQLAOKTIKN avtidpacn, coPapég avemBOunTeg
EVEPYELEG OTOVG TVEVUOVEG (GLUTEPIAAUPaVOpEVTG TNG dtdpeon Tvevpoviag Kot Tov ARDS),
GUVOPOLO SLAPVYNG TPLYOEWDYV, cTANVOouEyora Paptldg popeng/pnén oninva, eE€MEN oe
pvelodvomiactikd cvvopopo 1 Aevyoio og acbeveic SCN, GVHD g acbeveig mov Aaupavouvv
oAAOYEVI LETAPOPE, LDEAOD TOV 0GTAV 1| LETUUOGYEVGT] TPOYOVIKAV KVTTAP®V TOL TEPLPEPTKOV
aiploTog kol SpETOVOKLTTOPIKY Kpion o€ acbevelg e dpemavokvuTTapikn vOGo.

Ot cuyvotepa avoapepopeve avemBounteg evépyeleg ivail  mope&ia, T0 HLOCKEAETIKO GAYOG (TOV
epLopPavel TOVo 0Ta 06TA, 0GPLaAYia, apOpadyic, puaAyio, TOVO 6TO AKPM, LDOCKEAETIKO AAYOG,
HVOCKEAETIKO Bpakikd AAYOC, avyeVOAYia), 1) AVOLia, 0 EUETOC KOl 1 VOUTIO. L& KAIVIKEG OOKIUEG OE
aoBeveic pe Kapkivo, 10 pvookeretikd dhyog ftav fmo 1 pétpro oto 10% ko soPapd oto 3% twv
acOevav.

B. ITivaxog cOvoync avemOuntmyv VEPYELRY

Ta 6edopéva 6TOV TAPUKATO TIVAKO TEPLYPAPOVV TIC AVEMBVUNTESG EVEPYELES TOV EYOVLV avapepOel
omd KAVIKEG doKIpES, kaBmg Kot e avBdpunteg avapopés. Evtog kabe katnyopiog cuyvotntog
EUPAVIONGS, 01 ovemBvUNTEG EVEPYELEG TapaTifevTan kKatd POivovsa celpd coPapotnTac.
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Koatnyopia/

AvemOounteg evépysieg

0pYaVIKO IoAv ovyvég Yoyvég Oy ovyvég Xravieg
cooTI U (=1/10) (=1/100 sog (=1/1.000 £wg (>1/10.000 £¢wg
<1/10) <1/100) <1/1.000)
Aowpaéeg Enyoupio
Kol Bpoyyitida
TOPUCITAOC Aoilpwén tov
€1g AVATEPOL
OVOTVELGTLKOV
GULGTILLOTOC
Ovporoipwén
Awrtapayés | Opopporevio Yminvoueyoiio® Agvkokvttdpmon® | PAEn ondfva®
TOV Avoio® Awyocpaipivn ApPETAVOKLTTOPIKN
GLPOTOU|TL pelwpévn® avapio pe kpion
KOV KUl TOV E&wpvehn
Aep@kov aipomnoinon
GUGTI|LATO
S
Awrapayég YnepegvarcOnoio AvoQuloKTiKn
TOV YnepevaicOnoio avtidpaon
avVOGOTOMT o€ pappoko”
KOV Avtidpaon
CUGTNLATO LLOGYEVLOTOG KATEL
S Eeviot)’
Awrapayég Mewwpévn Ymepovpryopio Mewwpévn yAukoln
T0V opeén’ Avénpévo ovpikd aipatog
petafoirop Avénpuévn o0& aiporog Yevdomodaypa®
00 KoL TG YOAOKTIKY| (ITvpopwcpopikn
0peyng apudpoyovdon ApBporabeir)
aipatog Awotapayéc 0YKov
VYPOV
Yoyorpiké Admvia
S
owatapayég
Awrapayéis | Keparodyio® Z6n
TOV YrnoueOnoia
VEVPIKOD HopareOnoio
GLOTILO.TO

<
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Koatnyopia/

AvemOounteg evépysieg

0pYaVIKO IoAv ovyvég Yoyvég Oy ovyvég Xravieg
cooTI U (=1/10) (=1/100 sog (=1/1.000 £wg (>1/10.000 £¢wg
<1/10) <1/100) <1/1.000)
Ayyelakég Ynéptoon DrePoano@paktikn | XOvEpopo SopuyNG
dwotapayig Yrotoon v6G0c° TPLYOEW OV
Aopritida
Awrapayég Ayomtoon XOvdpopo o&elog
TO0V AdYornvoln OLVOTTVEVGTIKTG
OVOTVEVGTL Bnyoac* dvoyépetac”
KOV 2TOUATOQOPLYYIKO | AVATVELGTIKN
GLOTNNOTO GAyog** avendpkelo”
S TOV Eniotagn ITvevpovikd
0opaka otdnua’
KOl TOV IMvevpovikn
pecodmpax alpoppayio
v Aldpeon
nvevpovoradein”
[Tvevpovikn
dmbnon®
Ymo&ia
Awrapayés | Auappora™® A\yog tov
TOV 'Epetog™* OTOLOTOG
yaotpevrep | Novtio® Avokototnta’
K0V
Awrapayég Hratopeyaiio Avénuévn
TOV NTO.TOG Avénuévn QOTTOPTIKY
KOl TOV OAKOALKY QULVOTPAVGPEPEOT
XOANQOp®V POCEATAON AvEnpévn y-
aipatog YAOVTOLVATPOVGPE
paon
Awropayés | Alonekio® E&avOnpa® KnAdoPratidddeg | Agppatiky
TOV EpoOnua eEavonuo ayyeutiva”
oéppatog XHvdpopo Sweet
KOl TOV (o&elo epmopetn
V0d60pLov OVLIETEPOPIMKT
16700 deppdTmon)
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Koatnyopia/
0pYaVIKO
cvoTno

AvemOounteg evépysieg

IoAv ovyvég
(=1/10)

Yoyvég
(>1/100 ¢og
<1/10)

‘O ooyvég
(>1/1.000 ¢og
<1/100)

Yravieg
(=1/10.000 ¢og
<1/1.000)

Awtapayéc
TOV
MVOGKELETL
K0V
GUGTI|LATO
G KOl TOV
GLVOETIKOV
16TOV

MUvooKeEAETIKO
GAyod’

Mvikoi oracpol

Oocteondpwon

Mewwpévn ootk
TUKVOTITO

‘E€apon

PEVLLOTOELDOVG
apBpitdag

Awrapayég
TOV
VEQPAV Kol
TOV
oVPoOPOP®V
00QV

Avcovpia
Awartovpio

Agvkopatovpio

YTEPALATOVEPPITL
oo
Avopolisg obpov

I'evikég
owatapayég
KOl
KOTOoTAGEL
S TNG 0000
xoPNYNONS

Konmwon*
Ddreypovn
BArevvoydvouv®
Mvupeéia

(03

Owpakikd dAyog
Alyoc®
EacOévion®
Kakovyio®
[Tepipepucod
oidnuo’

Avridpaon oto
onueio g éveong

Kokoosig,
manTpra
GEIG KOL
EMMTAOKES
OepamenTiK
v
LEPLOUDV

Avtidpaon kotd
Tn HeTayylon®

* BA. mopaypago v (Ileprypapn emtheypévov avemBountov evepyeumv)
P Exovv avagepdei nepirtdosic GVHD kon Hdvatot og ac0eveic VoTepa omd aALOYEVT] LETAUOGKEVOT
Luelol TV 06TMV (BA. TOPAYPAPO ¥)

" [lephapPavel ToOvo 6To 00TA, 0GPLALYiN, apBpaiyia, poodyio, TOVO GTA AKPO, LVOGKEAETIKO AAYOC,

LLOCKELETIKO Bmpaxikd GAyog, avyevalyio
% TTep1oTATIKG OV TOPATNPHONKOY KATG TNV EUTELPI0. LETE TNV KVKAOQOpPia GE aoOEVELC OV
VIOPARONKOV GE PETAUOGYEVOT) LVEAOD TV 0GTAOV 1 6€ Kivrtomoinon tov PBPC

¢ AvemBdunteg evépyeleg pe vynAotepn enintoon oe acheveig e PIAYPACTIUN GUYKPLTIKE LE TO
EIKOVIKO pappoKko Kol oXeTILOUEVEG LE TIC CVVETEIEG TNG VTOKEILEVNG KaKON 010G 1] TNG

KLTTOPOTOEIKNG YMuel0Bepameiog

v. Ieprypoon emAeyuévov ovemBOunNT®V EVEPYELMV

YrepevaroOnoia

Avtidpdoelg TOmov vepevatsnaoiag copmeptiapPavouévng avaevuiaiog, EavOnuatoc, kvidmong,
AYYE00ONUATOG, SOVGTVOLHG KOl VTOTACS TAPOVGIAGTNKAV KUTE TV OpYIKN 1] TIC ETOKOAOLOEG

Oepamneiec oe KAMVIKEG PHEAETEG Kot KATA TNV eumelpio LeTd TV KukAogopia. ['evikd, ot avagopég tav

oVYVOTEPEC LETA OO EVOOPAEPLY YOPYNOT|. XE LEPIKEC TEPUTTMOELG, TOL CLLTTOLOTO
EMOVELPAVIOTNKOAY LLE TNV EXAVOYXOPTYNON TOV POPLEKOV, VITOINAMVOVTOS 0LTIOON cvayétion. To
Tevagrastim Ba wpémet vo, StokodmteTon povipa og acbeveic mov ppaviCovv cofapn aArepyikn

avtiopaon.

AvemOounteg eVEPYEIES GTOVS TVEDUOVES

X KMVIKEC LEAETEG KOl KOTH TNV EUTELPIN LETA TNV KUKAOPOPILO, AVETIBOUNTES EVEPYELEC GTOVC
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TVEOUOVEG GUUTEPTLOUPAVOLEVIC SLAUESTC TVEVUOVOTADELNG, TVELHOVIKOD O1ONUOTOG KOt
TVELUOVIKTG OO oNG £ovv avopephel oe OpLoUEVES TEPIMTMOGELG LE EKPAOT OVATVEVGTIKN
aveTApKeLD, 1] cOVOpopo ofelag avamvevoTikig dvoyépelag (ARDS), ot onoieg pmopel va givor
Bavateopeg (BA. mapdypago 4.4).

Zrinvoueyalio kai pnén oxAnvo.

[Mepumtmoeic omAnvopeyaiiog kot pRéng omAnva Exovv avapepel HETA amd yopNynon IAYpAcTIUNG.
Oplouéveg mepimtdoelg piéEng onAnva frav Bovartneodpss (BA. mapdypago 4.4).

2DVOPoLo S10pUYIS TPIYOEIOWDY

ITepioTatiKd GuVOPOLOL S10PLYNG TPLYOEWMV £YOVV avoPEPDEL LE TN XPNON TOPAYOVTOV SEYEPONS
OTOIKIMV KOKKIOKVTTAp@V. Ta TepIoTatikd avtd £xouv epeovicel yevikotepa o 0o0gveig e
TPOYWPNUEVES KaKoN el VOoOUG, onyoarpic, aceveic mov AapPdvouy mOALOTAEG PAPUOKEVTIKES
aywyég ynuetobepanciog 1| mov Ppickovrar vid dwadikacio agaipeong (PA. wapdypoapo 4.4).
Aepuotixn ayyetitioo

"Exet avagepBei depuatikn ayyetitidoa o acbeveic mov Toug yopnyeitor pdypaotipn. O pnyovicpog
dnuovpyiag ayyetitidog og acbeveic Tov Aappdvovy eihypaotiun dev givarl yvaotoc. Katd )
dtbpKe TG HaKPOyXpOVIOG XPNoNG, 1 deppatikn ayyetitida Exel avapepbel oto 2% TV acbevav Le
SCN.

Agvkokvttapwon

Mapoatnpridnke Aevkokvttapoon (WBC > 50 x 10%1) 610 41% 10V pUGL0AOYIKGOV S0TAV Kol
napodikn OpopPomevia (cpometdiio < 100 x 10%1) petd amd yopiynon eiiypactiung Kot
Aevkagaipeon 6to 35% twv dotdv (BA. Tapdypago 4.4).

2ovopopo Sweet

ITepintdoeic cuvdpopov Sweet (0&gia epmOPETN 0VLOETEPOPIAIKT dEPIAT®ON) EXOVV avapepOel o€
acBeveic mov Ehafav Bepameio e ULypaotiun.

Yevdomodaypo. (mvpopwaopopikh opBporcbsia)

"Exetl avapepbei yevdomodaypa (mtupopmcpopikn apfponddein) oe acbeveic pe kapkivo mov
vroPAnOnkayv og Bepancio pe PAypooTip.

GvHD

"Exovv avaeepbel mepintdocic GVHD kot Ovnouodttog oe acbeveic mov éaafav G-CSF votepa and
OAAOYEV] LETOUOCYEVOT] LVEAOD TV 00TMV (BAENE Tapaypdpovg 4.4 ko 5.1).

0. Mouwdwatpikdec TAnBuoudc

Ta 6edopéva amd KAMVIKEG LEAETEG 0 TAdATPIKOVG acBeveic delyvouy OTL M| AGPAAELD KOl T
OTOTEAECUATIKOTNTO TNG PIAYPOCTIUNG Elvol TAPOUOLES OE EVIIMKEG KOl GE TadLd TOL AapPdvouv
KLTTOPOTOEIKN YN HE0Bepameia, VTOINADVOVTAG OTL dEV LAPYOVV NAKIOKE EEAPTMOUEVES OLUPOPES
OTNV QOPLOKOKIYNTIKN TNG @IAypaotiung. H povn otabepd avapepouevn avembount evépysio oy
LVOCKEAETIKO GAYOG, TO OTO10 OEV Elval SLOPOPETIKO OO TNV EUNELPIO GTOV EVIALKO TANOVGUO.

Agv VITapy oLV ETOPKT OESOUEVA Y10, TEPUTEP® OEIOAOYNOT TNG XPNONG PILYPUCTIUNG GE
Tod10TPIKoVG acheveic.
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£. AAot edkoi TAnbvopoi

Xpron oe nAikiouévoog

Agv mapotnpn Koy GUVOAIKEG SUPOPEG OTNV AGPAAELN 1) TNV OTOTEAEGUOTIKOTITA OVALESO OE
dtopo NAKiag dve Tov 65 etV cuyKpvoueva [e vedtepoug evihikes (> 18 etmv), mov Aappdvovv
KutTapoToEIKN YNueofepameio Kot 1 KAVIKY gpmelpio dev Exel avayvopioel S1aPopEs avaIEsa GTIG
amoKpioelg LETaED NAMKIOUEVOVY KOl VEOTEP®V EVIAIK®Y 0GOEVAOV.

Agv vapyovv emapkn 0S0UEVA Y10 TEPAULTEP® AEIOAGYNON TNG YPNONG PIAYPACTIUNG GE
NAkiopévoug acteveic yio GAAeg eyKeKpIUEVES EVOEIEEIC TNG PIAYPUCTIUNG.

Hauorazpixoi SCN aocBeveic

"Exovv avopepbel Tepmtdoelg HEIWUEVTG OCTIKNG TUKVOTNTOG KOl 0GTEOTOPWOOTG GE TAUSLOTPIKOVG
aoBeveic pe SCN wov Aappdvovv ypdvio Bepameia pe EIAYpacTi.

Avagopa mbavoroyodusvov avemBountwy evepyeidy

H avagopd mibavoroyoduevov avemdOuntov evepyelmy PETd amd T yopnynon aosiog kukAopopiag
TOV QUPUAKELTIKOD TPOIOVTOG eivar onpavtiky. Emitpénetl n ovveyn mapakorlobnon g oxéong
0PEALOVG-KIVOVVOL TOV PUPHOKEVLTIKOD TPOIOVTOC. ZNTEiTaL 0O TOVG ENAYYEALOTIEG VYELONG VO
ovVaQEPOVY OTOLEGONTOTE THAVOAOYOVLEVES AVETIOVUNTEG EVEPYELEG LEGM TOL £0VIKOD CLGTNLATOG
avapopdg tov avaypdeetot oto [Hopdptmua V.

49 Ymepoocoroyia

O1 emdpacelg TNG VIEPOOCOAOYING A0 PIAYPUCTIUN JEV £YOVV TEKUNPLOOEL.

H dwaxonn| g Bepaneiog pe piypactipn cvvnbmg €xet og amotéheopa Ty katd 50% peiwon tov
KUKAOPOPOVVTOV 0VOETEPOPIA®V eVTOG | £mG 2 NUEPDOV, LLE ETAVUPOPE GTO PVCIOAOYIKA ETimeda o€ 1
¢ 7 nuépeg.

5. DAPMAKOAOI'IKEX IAIOTHTEX

51 ®@oppokoduvopikES 1010TNTEG

Ddoppokobepanentikn Katnyopio: AVOGOdIEYEPTEG, TUPAYOVTEG OIEYEPONC UTOIKIOV, Kdkog ATC:
LO3AA02

To Tevagrastim givat Blo-opogdég QapuakenTikod Tpoidv. Aemtouepeic TANpoopieg sivar drabéciueg
oTov d1kTvaKO oo Tov Evponaikod Opyaviopod Gapudkov: https://www.ema.europa.eu.

O avBpmmvog mapdyovtag S1Eyepong omoKloY Kokklokuttdpmy (G-CSF) gival o yAvkompwteivn,
omoia puOuilel TV TapaymYN Kot OTEAELOEPOOT) AEITOVPYIKAOV OVIETEPOPIA®YV OO TO HVEAD TMV
oot@v. To Tevagrastim mov mepi€yet r-metHUG-CSF (pihypaoctipn) mpokaiel onpoviikég avénoeig
TOV ap1OIOD TV OVOETEPOPIA®V GTO TEPLPEPIKO aipa LEGa o€ 24 DpEG, Le IKPES AVENCELS TV
LOVOKVTTAP@V. e optopévoug acbeveic pe SCN, n gilypactiun uropei exiong va TpokoAEcEL KPR
avénomn tov aplfpov TV KVKAOPOPOUVTI®V NOCIVOPIA®Y KOl BUCEOPIA®V CYETIKA [LE TNV APYIKN
e&étaon (baseline). Optopévol amd aVToVG TOVG AGHEVELG EVOEXOUEVMG VO TOPOVCIAGOVY NOGIVOPIALNL
N Paceoeiria tpv amd ) Bepaneia. Or avénoelg Tov aplfpod Tov ovdeTepdPA®V gival doco-
eEQPTMUEVEG OTIC GUVICTAOUEVEG HOGELS. Tal OVOETEPOPIAL TTOV TOPAYOVTUL GE ATOKPLON TNG
OULYPOCTIUNG ELEOVICOLY PLGIOAOYIKN 1] EVIGYLUEVT AEITOVPYIN, OTMC OmOdEIKVIETOL OO eEETACELS
YMUEOTOKTIKNG OPAoTG Ko PayoKLTTOPIKNG Aettovpyioc. Metd amd tn dakomn g Oepameiag pe
QUYpaoTipn, 0 aplOUOg TV KUKAOPOPOVUVT®V OVIETEPOPIA®V HEIDOVETOL KT 50% evtdg 1 émg

2 NUEPOV Kol 6€ PLGIOAOYIKA emimeda evtog 1 €wg 7 nuepdv.
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https://www.ema.europa.eu/en/documents/template-form/qrd-appendix-v-adverse-drug-reaction-reporting-details_en.docx
https://www.ema.europa.eu/

H yprion g eilypaoctipng oe acbeveic mov vrofaiiovtal 6€ KuTTaPOToEIKN YNnuetodeparneio odnyet
0€ ONUOVTIKEG HELDGELG TNG CLUYVOTNTOGC, TNG COPOPOTNTAS KAl TNG SIEPKELNS TNG OLOETEPOTEVING KO
™G eumupetng ovdetepomeviac. H aywyn pe ilypactipn LelDOVEL ONUOVTIKE TN SIIPKELN TG
EUTVPETNG OVOETEPOTEVING, TN YPNON AVTIPLOTIKAV KOl TN VOGN Agld HETA amd ynuelobepaneio
emoy@yNg Yo o&elo pueroyevi Aevyoipia 1 HOEAOOPOVICTIKY Bepameio petd amd peTapudoyevLon
HLELOD T®V 00TAOV. L€ KOUio A’ avTEG TIG TEPUTTMOCELS O& LEIDONKE 1] GLYVOTNTA TOV TVPETOV KOl TOV
Tekpnplopévev Aowmnéemv. H didpketa tov mupetol de peumdnke oe acbeveig mov vrefaAndncav ce
pugloapaviotikn Bepomeio HeTd 0md PETAUOGYEVGT LVEAOD TOV OGTMV.

H ypnion ¢ eihypaoctiung, eite pdvn g eite petd and ynueobeponeia, Kivnromotel ta
OLLLOTOTTOMTIKG, TPOYOVIKE KOTTOPO GTO TEPLPEPIKO Oipa. AVt To, avtoroyo PBPC pmopei va
oLykevtpmBovv Kot va eraveyyvBolv petd amd Kuttapotodikn Oepaneio vynAmv 600wV, gite avti yuo
UETOUOCYEVOT LVEAOD TMV 00TOV gite emimpocheta o avtiyv. H £yyvon tov PBPC emtaybver v
OLLLOTOTOMTIKT OVOVIYT] LELDOVOVTAG TT) S1GPKELD, TOV KIVODVOL OUOPPAYIKADV EXITAOKADV KOl TV
avaykn yuo LeTayyioELg aUOTETOM®Y.

O Mrteg aAroyevav PBPC ov Kivnromotodvton e T @IAYPOAGTIHN €10V SNUOVTIKE TOyOTEPT
OLLOTOAOYIKT OVAVIYT], TTOV OONYNGE GE GNUAVTIKN LEIDOT TOV YPAVOL U VTTOCTNPLOUEVTG
OVAVIYNG OLUOTETUAIDV, OE GUYKPLON UE TNV AAAOYEVH LETAUOGYEVCT] LVEAOD TOV 0GTMV.

Mo avadpopkr] Evporaixn pelét agoldoynong g ypnong G-CSF petd amd arlroyevn
LETALOGYEVON LVEAOD TV 00TV o€ aoBeveis e ofelec Aevyanptieg €de1&e o avénomn tov Kvdivou
GvHD, ¢ vnopdtrog mov oyetileton pe tn Bepomneia (TRM) kot tng Bvnootntag étav
yopnynOnkav G-CSF. Xe o Egxwpiot avadpopukn oebvi perétn oe acbeveic pe o&eieg kat ypovieg
pueloyeveig Aevyoipieg, dgv mapatnpndnie avénon otov kivovvo GvHD, TRM kot Bvnoypdtntog.
Mo peta-avaAvcn HEAETOV OAAOYEVAV LUETAUOCKEVGEMV, TOL TEPLEAAUPAVE Ta amoTEAESUATA EVVED
TPOOTTIKADOV TUYOLOTOIEVOV SOKILDVY, 8 avAdPOUKMOV LEAETAOV Kot 1 HeAétng EAEYYOL TEPIOTATIKAY,
dev €de1ée emidpaom otov Kivovvo o&eiog GVHD, ypoviag GvHD 1 mpodwpng Bvnodtntog
oyxetiopevng pe tn Bepamneio.

2yetinog kivovvos (95% owaetiuatos sumiotoovvis) yia GvHD kot TRM ueta ano Osparcia pe
G-CSF Katomy uetouooyevens HOELOD TV 0GTOV

Anuoaoicvon Iepiodog N Oéeia fabuov | Xpovia GvHD | TRM
UeAETNG 11-IV GvHD

Meza-ovdivon | 1986-2001° 1.198 1,08 1,02 0,70
(2003) (0,87;1,33) (0,82; 1,26) (0,38; 1,31)
Evpomaixn 1992-2002° 1.789 1,33 1,29 1,73

VOO POLLLKY (1,08; 1,64) (1,02; 1,61) (1,30; 2,32)
ueAétn (2004)

Atebvig 1995-2000° 2.110 1,11 1,10 1,26
AVOOPOLLLKY (0,86; 1,42) (0,86; 1,39) (0,95; 1,67)
ueiétn (2006)

®H avdlvon meptéhofe peléteg mov apopodcaV HETOUOGYEVGT] LDELOD TV 0GTOV 6T SIAPKELN AVTAG
g meprodov. Kamnoieg peréteg ypnowonoincav GM-CSF (mapdyovtag d1€yepong omotkiov
KOKKLOKVTTAP®V-LLOKPOPAY®OV).

H avéivon meptédope aoevels Tov VTOPANONKOY GE HETOUOGKEVGT] HVEAOD TOV 0GTAOV KATE TN
S1apKeELOL OVTHG TNG TEPLOSOV.

IIpwv v addoyevn petapooyevon tov PBPC, 1 ypion ¢ elypactiung yuo v Kivntonoincn tov
PBPC c¢ uctoloyikoic 80teg emttpémet T oAy > 4 X 10° CD34" kuttapov/kg copaticod
Bapovg AN 6TV TAEOVOTNTO TOV SOTMOV UETE 0td S0 AEVKAPALPEGELS. XTOVG PUGIOAOYIKODG
d0teg yopmyeitan d6om 10 pg/kg/muépa, yopnyovuevn vrodopimg Yo 4 £m¢ S cvveyeic nuépe.

H ypnon ¢ eiiypaoctiung o acbeveig, moudid 1 eviiikeg, pe SCN (cofapn cvyyevi, KOKAIKY Kol

101oadn ovdetepomevia) mpokadel po otafepn avénon Tov amrdAVTOL AP0 T®V OLIETEPOPIA®DY
OTO TEPLPEPIKO aipa Ko peimon TG AoTUmENG Kol GYETIKOV GUUPAUATOV.
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H ypnion g olypactiung oe acBeveic pe Aoipmén amd HIV datnpei tovg aptBpodg tov
OVOETEPOPILMV PUGLOAOYIKOVG MGTE VO EMTPOTEL 1] TPOYPAUUATIGUEVT SOCT OVTUKOV 1/Kat AAANG
HVELOKATOGTAATIKNG PUPUOKEVTIKNG ay®YNS. Agv vtdpyovv otoyeio 6Tt ol acbeveic pe Aolpwén and
HIV mov vropdArovtor og Oepaneio pe edypaotiun speovifovv avénon g avirypoeng tov HIV.

Onwc kot pe GAAOVG apomomtikode avEntikong Topdyovieg, o mapdyoviag G-CSF &yl eupavicet in
Vitro dieyeptikég 1010t1EG oTL avBpdIIvaL evOoONALaKd KhTTOPA.

H oanoteleopatikdtnTo Kot ac@dieio, tov Tevagrastim £xovv exktiundel g TuyOOTOIIEVEC,
eleyyouevec peréteg eaong I yio Tov Kapkivo Tov paoctob, Tov KopKivo Tov TVEVIOVA Kol TO
Aépopopa Non-Hodgkin. Aev vp&av oyetikég dtapopég petald tov Tevagrastim kot Tov Tpoidovtog
avapopdg 6Gov apopd TN SIIPKELN TNG GOPAPNS OLOETEPOTEVING KOl TN GLYVOTNTO TNG EUTVPETNG
ovdeTEPOTEVIOG.

52 ®@appokoKiviTIKES 1010TNTES

Ot TuYOOTOINUEVES, OTAEG-TUPALC, EAma 000G, d1GTAVPOVUEVEG HeAETES GE 196 vytei eBedovTég
£oe1&av 0Tl To PappraKoKvNTIKO Tpo@Pid Tov Tevagrastim ftav GUYKPIGIHO pe AVTO TOL TPOIOVTOG
avapopag et amd vroddpia Kot eVOoPAEPLa xopnynon.

H xéBapon g erhypactipng éxetl amoderytel 0Tt akorovOel PoPULAKOKIVITIKN TPADTNG TAENG HeTE 0o
vroddpia Kot vOoPAEPLa yopnynon. O ypdvog nuicelag Long ATOUAKPUVONC 0pOD TG GIAYPACTIUNG
glvaun epimov 3,5 dpeg, pe pudud kdbapong mepimov 0,6 ml/min/kg. H cuveyng Eyyvon pe
QULYpaoTiun Yo Tepiodo £mg 28 nuepdv, og acheveic TOL avappOVOLY OO CLTOAOYT LUETAUOGYELON
LLEALOD T®MV 0GTMV, ElYE OG ATOTELEGILO TNV AOVGIO GTOXEIWV Y10 TY] GUGGMPEVGT TOV POPUAKOV Ko
ovykpioeg nuioeieg Cwég amopdpuveons. Yapyetl 0Tk ypappik cuoyEtion LeTa&d TG 600MG Kot
NG GLYKEVIPWOOTG OPOD TNG PIAYPACTIUNG, EiTE Yopnyeital evoopAEPia gite VTOdOPLO. MeTA Ao
VTOJOPLL YOPNYNOT| TOV CLVIGTOUEVOV dOGEMV, 01 GUYKEVIPMGELS 0pov dtotnprnkay o emineda
nave amd 10 ng/ml yuo 8 éwg 16 dpeg. O dykog kaTavoung oto aipa givar tepimov 150 mi/kg.

Ye Kapkwvorabeic, To papuakokvnTikd Tpodid Tov Tevagrastim kot Tov TPOIOVTOC avapopdg fTav
cuykpiowa HeTd amd epana Kot exavorapnfavopevn vroddpla Yopnynom.

5.3 IMpoxivikd dedopéva Yo TV a6@aiero

H ouiiypaoctiun peretndnke oe peréteg TofikdOtTag eMovVOAaUPavoreEvmy 00GE®mV ddpKELNG LEXPL

1 étov¢, TOL ATOKAAVYAY OAANYEC TOV OQEIAOVTUL OTIG AVOUEVOUEVES PUPUUKOLOYIKEG OPAGELG
CUUTEPILOUPOVOLEV®DY 0VENCGEDY GTO, AEVKOKVTTAPO, LVEAOELDT VIEPTAAGIO TOV HVEAOD TV 0GTAV,
eEOUVEMKN KOKKIOTOINGN KAt S1OYK®GT) TOL CTANVA. AVTEC 01 OAAXYEC OVAGTPEPOVTOL OAEG LUETA TNV
dtakomn ¢ Oepameiog.

O1 emdpAcELG TNG PIAYPACTIUNG OTNV TPOYEVVITIKN avamTuEn £xovv peletnBel o emipveg Kot
Kovvéla. EvoopAéfia (80 pg/kgmuépa) yopnynon g @LypacTiung o KovvEALD Katd TV SlipKeELn
NG TEPLOSOV OPYAVOYEVEST|G NTAY TOEIKT Y10, TNV UNTEPQ Kot TapatnpnOnkay avénuévn avtdpatn
aoPOAY, ATOAELN LETA TNV ELPVTEVCT, KOl LEIOUEVO PEGO PEYEDOG Kot BApog TV {ovTavay
VEOYVAV.

Me Bdon ta oTotyeio Tov avapEpOnKay Yo €vo GALO TPOIOV IAYPACTIUNG TOPOUOLO LE TO TPOIOV
avaQopds, mapatnpinkay cuyKpiclua EVPAHATE CLV AVENUEVES EUPPLIKES SrapopTieg o€

100 ug/kg/Mmuépa, pio To€ikn yio v untépa, 066m 1 ool avTioTolEl 68 cuoTNUATIKY £ékbeon TV
nepinov 50-90 popav EkBeomg mov Tapartnpeitol oe acbeveic mov EhaPav Bepameia pe Ty KAVIKI
doomn tov 5 pg/kgmuépa. To 6pro 666mG 6OV dev TAPATNPOVVTAL OVETIOVLUNTEG EVEPYELES Y10 TNV
euPpvotolikdtnTa o€ avty v perétn frav 10 pg/kg/muépa, n onoia aviictolyet o pio
ovoTNOTIKY €kbeon Tov Tepinov 3-5 popdv ékbeong mov mapatnpeitol o acbeveic mov Elafav
Oepomeio pe v KAviKn 060m.
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X €yKvovg emipveg dev mapatnpennke untpiky 1 eUPpuikn To&KdTTo 68 S0GELG LEYPL Kot

575 pg/kg/muépa. Andyovol v emipvmy 6Tovg 0moiovg yopnynoNKe PAypacTiun Kot v StdpKela
NG TEPLYEVVITIKNG TTEPLOOOV KOl TEPLOAOL YOAOVYIOG, TOpovsiacay KabvoTépnon oty e£mTepiKn
dapopomoinon kot kabvotépnon avantuéng (> 20 ug/kgmuépa) kot eEhapp®dg LEIOUEVO TOGOOTO
emPioong (100 pg/kgmuépa).

H ¢iiypaoctiun dev elye kapio mapatnpndeica enidpacn 61 YOVILOTNTO TOV OPGEVIKOV Kol ONAVKOV
EMPLOV.

6. OAPMAKEYTIKEX MTAHPO®OPIEX
6.1 Koataloyog ekdoymv

O&w6 o0&V, Taydpoppo

Ydpoéeidto vatpiov

YopPrroin (E420)

MoAvcopPikd 80

Ydwp yia gvéoia

6.2 AovpPatotnTeg

To Tevagrastim dgv TPEMEL VO 0POLOVETOL LE 1AV YAWDPLOVYOV VA TPiov.

AVTO TO QUPUAKEVTIKO TPOTOV dEV TPEMEL VAL AVOLUELYVOETAL LE AAAN PUPUAKEVTIKA TPOIOVTO EKTOG
OVTMOV TOL AVAPEPOVTAL GTNV Tapdypopo 6.6.

H apoiopévn eihypaotipn pmopel vo tpocpoendei o yoail kot TAocTKG VAIKE, EKTOC €0V Elval
APOIOUEVT], OTIOG OVOUPEPETAL OTNV TOPAYPAPO 6.6.

6.3 Awdpxero ong

30 pnvec.

Metd and v apaioon: H ynuikn kot guoikn otabepdtnTa }prong ToL apalopuévov SoAdUaTog yio
€yyvon €xet kataderydel yia 24 dpeg otovg 2 °C €wg 8 °C. Amd pkpoPlodoyikng dmoyng, To Tpoiov
TPEMEL VAL Y pMoipomoteital apésms. Eqv dev ypnoipomoindel apéows, o ypdvog eOAAENG KoTd T
APNON KOl 0L GUVONKEG TPV TNV YPNON Eivarl 0OV TOL YPNGTN KoL VIO KAVOVIKEG GUVONKEG dEV
npénel va vrepPaivouv Tig 24 dpeg otovg 2 °C €mg 8 °C, ekTdg €V 1 apaimon £xeL Yivel o€
ELEYYOLEVEG KOl EMKVPMOUEVESG AOTTITIKEG GLVONKEC.

6.4 Iowitepeg TPoPLAAEELS KATA TV ULAEN TOV TPOIOVTOG

dvrdooete og yoyeio (2 °C — 8 °C).

Evtoc e dudpietag (ong Tov Kat yuo xpioT G TEPIATTIKOVG acbevels, To Tpoidv umopei va Pyst
amo to yoyeio (2 °C — 8 °C) kar va puAdaybei o Oepuokpocio puéypt 25 °C yuo pia pévo mepiodo

4 nuepmv to uéytoto. Eav dev ypnoomoindei eviog 4 nuepav, to Tpoidv umopei va euloydei Eova
010 yuyeio (2 °C — 8 °C) péypt v nuepounvia Anéne. Amoppiyte TIc cVPIYYES €0V LAAYOOVV GE
Beppokpacio peyarvtepn and 8 °C yio meptocoTepeS amd 4 NUEPEC.

Mo 115 oVVONKES dSaTPNONG HETA TNV OPAIMCT] TOV POPUAKELTIKOD TPOidVTOG, PA. Tapdypapo 6.3.

6.5 ®@von Ko GLOTUTIKA TOV TEPLEKTN

[poyeopévn ovpryya (yoari tomov I) pe Belovn ovpryyag (avoleidmwtog yaAivPag), pe 1 xmpic
TPOCTATEVLTIKO KAV BEAOVIG.
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Tevagrastim 30 MIU/0,5 ml evécwo didlouo/ddivua yia §yyvon
Yvokevaociec mov meptEyovv 1, 5, M 10 mpoyeuopéveg ovpryyeg pe dilopa 0,5 ml, | ToAvcvokevOGieg
nov mepiEyovv 10 (2 suokevaoieg TV 5) Tpoyepouéveg oOpryyec pe dtlopa 0,5 ml.

Tevagrastim 48 MIU/0,8 ml evécuo didhvpe/didivpa yia Eyyvon
Yvokevaociec mov mepEyovv 1, 5, 10 mpoyepuopéveg ovpryyeg pe dilopa 0,8 ml, | ToAvGLGKEVOGIES
nov mepiEyovv 10 (2 cuokevaoieg TV 5) Tpoyepouéveg oOpryyec pe didlopa 0,8 ml.

Mmnopel va unv KukAo@opodVv OAEG 01 GLCKEVAGIES.
6.6 Iowitepeg TpoPuLAAEELS amOpPIYNS KOl GAAOS YELPIGIOG
Edv amarteital, to Tevagrastim pmopel va apoiwdei oe dtdAopa yAvkolng 50 mg/ml (5%) ya £yyvon.

e kopio TepItT®on deV CLUVIGTATOL 1] APAi®OT 6€ TEMKN CLYKEVTPp®ON HkpoTtepn Tov 0,2 MIU
(2 ng) ava ml.

To didAvpa wpénet va embewpeitarl ontikd Tptv ypnoiponombel. [pénel va ypnoyorotodvtal povo
dtowyn daAvpato xwpic copatio.

Y& aoBeveic mov voPailovtal o Bepameio pe PIAYPACTILN OPAOUEVT) GE CUYKEVIPMOGELG LIKPOTEPES
tov 1,5 MIU (15 pg) avd ml, npénet va tpootifetar avOpdmivn Asvkmpotivy opod (HSA) émg tnv
TEMKT oLYKEVIpOON Tawv 2 mg/ml.

IToapddetypa: e tedkod 0yko Eveong 20 ml, ot GUVOAMKEG dOCELS PIAYPAUCTIUNG TTOV Elval KPOTEPES
a6 30 MIU (300 ug) mpémet va, yopnyodvron pe thv npocstnkn 0,2 ml 200 mg/ml (20%) drodldporog
avOpoOTIVINC AgVKOUATIVIC.

Otav apardveror og dtdAvpa yAvkolng 50 mg/ml (5%) yia €yyvon, to Tevagrastim eivar copPatod pe
YVOAL KoL TOIKIAMO TAAGTIK®V, cupreptrapfavouévev tov PVC, moivolepivng (éva cupmoivpepés

TOAVTPOTVAEVIOV K0l TOAVABVAEVIOV) Kol TOAVTPOTVAEVIOV.

To Tevagrastim dgv mepi€yxetl cuvtnpnTikd. ' va amopevybel o mbavog Kivouvoc pkpoBlakng
uéivveng, ot cOpryyeg Tov Tevagrastim mpoopilovtar yuo pio povo ypnon.

H tuyoaio éxBeon oe Beppokpacieg yoéng dev ennpedletl apvntikd ) otabepotnta tov Tevagrastim.

XpNon TPOoYEUGUEVNC GUPLYYUC TOV OEPEL TPOSTATELTIKO KaAvuua BeAdvne

To mpoctatevTiKd KdAvpupo TG Pehdvng KokvmTer T PeAdvn HeTd TV £veon yia TNV TPOANYN
TPOVUOTIGHOD Ao VOYUO pe T PeEAdVT. AVTO dev emnpedlel TO PLGIOAOYIKO YEPICUO TNG GVPLYYOS.
Q0Onote 10 EuPolro apyd kot otabepd pExpt va Exel yopnyndel oAdxkAnpn 1 666M Kot vo Unv Umopet 1o
éuPolo va meotel mepotépw. Evad cvveyilete va mélete To EUPoro, ATOLOKPVVETE TN CVPLYYA OO
tov acBevn. Otav apnoete 10 EuPolro, To TPOSTATELTIKO KAALUPL TG BeAdVNG Ba kKoAvyeL T PEAOVT.

Xpnon TPoYEUGLEVNC GVUPLYYOC TOV 0 QEPEL TPOGTATELTIKO KéAvpuo BEAdvC

Xopnynote 1 6001 akohovOOVTOS T cHVNOES TPOTOKOAAO.

Amoppym

Ka0e aypnoipomointo @approkenTikd Tpoidv 1| VIOAELLO TPEMEL VO ATOPPITTETOL COUPOVA LE TIC
KATA TOTOLG 16YVOVGES GYETIKEG OLUTAEELS.
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7. KATOXOX THX AAEIAY KYKAO®OPIAX

TEVA GmbH
Graf-Arco-Stral3e 3
89079 Ulm
Teppovia

8. APIOMOX(OI) AAETAY KYKAO®OPIAX

Tevagrastim 30 MIU/0,5 ml evéciuo Sidivpo/Stdivpo yio £yyvon
EU/1/08/445/001
EU/1/08/445/002
EU/1/08/445/003
EU/1/08/445/004
EU/1/08/445/009
EU/1/08/445/010
EU/1/08/445/011

Tevagrastim 48 MIU/0,8 ml evésiuo dtdlvue/didivpo yio €yyvon
EU/1/08/445/005
EU/1/08/445/006
EU/1/08/445/007
EU/1/08/445/008
EU/1/08/445/012
EU/1/08/445/013
EU/1/08/445/014

9. HMEPOMHNIA ITPQTHX E''KPIZTHX/ANANEQXHY THX AAEIAX
Hpepounvia mpdtg £ykpiong: 15 Zentepfpiov 2008.
Huepopunvia teAevtaiog avavémong: 19 Ioviiov 2013.

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Agmtopepeic TANpoPopieg Yo 10 TOPOV PUPHOKEVTIKO TPoioVy gival S100Ecieg 6TOV SIKTLAKO TOTO
tov Evponaikod Opyavicpod @apudkov: https://www.ema.europa.eu.
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ITAPAPTHMA 11

HHAPAXKEYAXTHX(EY) THXE(TQN) BIOAOT'IKQX
APAYXTIKHE(QN) OYXIAX(QN) KAI
HAPAXKEYAXTHX(EX) YHHEYOYNOZXZ(OI) I'TA THN
AIIOAEXMEYZXH TQN ITAPTIAQN

OPOI'H IEPIOPIEMOI XXETIKA ME TH AIAGEXH KAI
TH XPHXH

AAAOI OPOI KAI AITAITHXEIX THX AAEIAX
KYKAO®OPIAX

OPOI'H IEPIOPIEMOI XXETIKA ME THN AX®AAH KAI

ATIIOTEAEZIMATIKH XPHZH TOY ®PAPMAKEYTIKOY
MPOIONTOX
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A. TAPATZKEYAXTHZ(EX) THZ(TQN) BIOAOTIKQY APAXTIKHE(QN) OYZIAL(QN)
KAI IAPAZKEYALTHZ(EX) YHEYOYNOZX(OI) I'lA THN ATIOAEEMEYXZH TQN
MAPTIAQN

‘Ovoua kot 6tevfvven tov(tev) mopackevastN(@v) Tne(tov) Broloyikdc dpactiknc(dv) ovsioc(dv)

UAB Teva Baltics
Moléty pl. 5
08409 Vilnius
ABovavia

‘Ovoua kot 6tevfvven tov(tev) Topackevost(dv) Tov sivarl veevfuvvoc(ot) Yo TV amodéGUELoH TOV
ToPTd®V

Merckle GmbH
Graf-Arco-Stralte 3
89079 Ulm
Teppovia

210 €VTUTO GVUAAO 03N YLDV YPNONG TOL PAPUOKEVTIKOD TPOTOVTOC TPEMEL VAL OVOLYPAPETOL TO GVOLLOL
Ko 1 31e0BVVeT TOL TAPACKELOAGTN TOL Eival VITEHOVVOG Y10 TNV ATOSEGUEVCT TG GYETIKNG TAPTIOUGC.

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

DopUAKELTIKO TPOTOV Y10 TO OTOI0 AmALTEITAL TEPLOPIGUEVT WTPIKT cvvTayT (BA. Tapdptnua I:
Iepidnyn v Xapaktnpiotik®v tov IIpoidvtog, mapdypopog 4.2).

I AAAOI OPOI KAI AITAITHXEIX THX AAEIAY. KYKAO®OPIAX
. Ex0¢cg1g meprodiknig mapaxorovdneng g aocedareiag (PSURS)

Ot aroutnoetg yo v vrofoin twv PSURS yia to gv Aoym goppakeutikd tpoidv opilovron otov
KOTAAOYO LE TIG NUepounVvieg avapopds ¢ Evoong (katdhoyoc EURD) mov mapatiBetal oty
mapdypoeo 7, tov dpbpov 107y, tng odnyiag 2001/83/EK kot kdOe erakdlovdng enkaiporoinong
OTMG OMLOGIEVETAL GTIV EVPMOTAIKT SIKTVOKT TUAT Y10l TO PAPHOKAL.

A.  OPOI'H HEPIOPIXMOI XXETIKA ME THN AX®AAH KAI AITOTEAEXMATIKH
XPHIH TOY ®PAPMAKEYTIKOY ITPOIONTOX

o Xy&d10 oroyeiprong Kivovvov (ZAK)

O Karoyog Aderag Kvkhopopiog (KAK) Ba dieaydyet Tig anattovpeves dpacTnptoTnTeS Kot
ToPEUPACELS PUPUAKOETOYPOTTVIONG OTMG TAPOoLSLALoVTUL 6TO CLUHE®VNOEV XAK Tov
mapovotdletol otny evotnta 1.8.2 g ddetog KukAoPopiag Kol OTOIEGONTOTE EXAKOAOVOEG
gykekpipéveg avabempnoelg tov TAK.

‘Eva emkaiporompévo ZAK Oa mpénet va katotedet:
e  Metd and aitnua Tov Evporaikod opyavicpod Gapudkov,
¢  OmoTedNMOTE TPOTOTOIEITOL TO GVGTN A OLOXEIPION G KIVODVOD, E101KE MG ATOTEAEGLLO ANYNG
VE®V TANPOPOPLDOV TOV UTOPOVY VOl ETPEPOVY GNUAVTIKT GAAOYT OT1 6YECT] 0OPEAOVG-
KIvOUVOL 1 G ATOTEALEGLLA TNG EMITEVENG EVOG OTLLOVTIKOD OPOGT|HOV ((POPUOKOETOYpOTVIION
N eloyroTonoinon Kivdvvov).
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ITAPAPTHMA III

ENNIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX
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A. EINIXHMANXH
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ENAEIZEIX ITIOY IIPEIIEI NA ANAT'PA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EEotepikd yaptivo kovuti - [lpoyspispuévn odpryyo

| 1. ONOMAZIA TOY ®APMAKEYTIKOY IPOIONTOX

Tevagrastim 30 MIU/0,5 ml evéoypo dtddlvpe/didAvua yo £yyoon

QULypaoTiun

(2. TYNOEXIH IE APAXTIKH(EZ) OYZIA(EY)

Ka0e mpoyepucuévn ovpryya mepiéyet 30 exatoppvpia debveic povadeg [MIU] (300 pixpoypappdpio)
eypaotipng og 0,5 ml (60 MIU/ml, 600 pukpoypoappdpio/ml).

3.  KATAAOI'OX EKAOXQN

"Exdoya: Ydpoteidio vatpiov, mayopopeo o&ikd o&v, copPitorn, moivcopPucod 80, Hémp yia evéoiua.
AwBdote To GUALO 0INYIDV ¥PNONG TPV AT TN YOPTYNoN.

| 4. OPAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Evéoo odAvpa/dtdlopa yia £yyvon

1 npoyepopévn cvpryya pe 0,5 ml
5 wpoyepouéveg ovpryye ue 0,5 ml
10 mpoyeuicpéveg ovpryyeg pe 0,5 ml

[5. TPONOX KAI OAOX(OI) XOPHTHEZHE

AwBdote To UALO 0INYIDV YPNONG TPV AT TN YPON.
Y7rodopio kKot evOopAERLa xpnon.

Moévo ywa pio xpnon.

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

Na puAdooetatl o Béomn, TV omoia dev PAETOLV Kal dev TpooeyYilovy Ta Toudid.

| 7. AAAH(EY) EIAIKH(EX) ITIPOEIAOITIOIHXH(EIY), EAN EINAI ATAPAITHTH(EY)
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8.  HMEPOMHNIA AHEHE

EXP

Metd v apainon, xpNoYLOnTomote viog 24 mpov.

| 9. EIAIKEYX XYNOHKEYX OYAAEHX

dvrdocoete o€ Yoyeio.

10. IAIAITEPEX IPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTQN 'H TOQN
YIHOAEIMMATQN ITIOY HPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

TEVA GmbH
Graf-Arco-Stralle 3
89079 Ulm
Teppovia

12.  APIOMOZ(OI) AAEIAY KYKAO®OPIAX

EU/1/08/445/001 1 wpoysuicpévn cOpryyo
EU/1/08/445/002 5 npoyspiopéveg oOpryyes
EU/1/08/445/004 10 mpoyeuicuéveg cOPLYYES

| 13.  APIOMOX IAPTIAAY

Lot

| 14. TENIKH KATATAZEH I'lA TH AIAGEXH

| 15. OAHTIEX XPHEZHE

‘ 16. TTAHPO®OPIEX XE BRAILLE

Tevagrastim 30 MIU/0,5 ml

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

A163106T0T0¢ YPOUU®TOC KDdKag (2D) mov épet Tov Tepn@Bivta, LovadtKo avoyVmPLETIKO
K®OKO.
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18. MONAAIKOX ANAI'NQPIEZTIKOXZ KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO

PC
SN
NN
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ENAEIZEIX ITIOY IIPEIIEI NA ANAT'PA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EEotepikd yaptivo kovuti - [lpoyspispuévn odpryyo

| 1. ONOMAZIA TOY ®APMAKEYTIKOY IPOIONTOX

Tevagrastim 48 MIU/0,8 ml evéoypo dtddlvpe/didAvua yio £yyoon

QULypaoTiun

(2. TYNOEXIH IE APAXTIKH(EZ) OYZIA(EY)

Ka0e mpoyepucuévn ovpryya mepiéyet 48 exatoppvpia dedveic povadeg [MIU] (480 pikpoypappdpio)
eyypaotipng og 0,8 ml (60 MIU/ml, 600 pukpoypoappdpio/ml).

3.  KATAAOI'OX EKAOXQN

"Exdoya: Ydpoteidio vatpiov, mayopopeo o&ikd o&v, copPitorn, moivcopPucod 80, Hémp yia evéoiua.
AwBdote To GUALO 0INYIDV ¥PNONG TPV AT TN YOPTYNoN.

| 4. OPAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Evéoo odAvpa/dtdlopa yia £yyvon

1 npoyepopévn cvpryya pe 0,8 ml
5 wpoyepouéveg ovpryyeg ue 0,8 ml
10 mpoyemicpéveg ovpryyeg ue 0,8 ml

[5. TPONOX KAI OAOX(OI) XOPHTHEZHE

AwBdote To UALO 0INYIDV YPNONG TPV AT TN YPNON.
Y7modopio kKot evOopAERLa xpnon.

Moévo ywa pio xpnon.

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

Na puAdooetatl o Béomn, TV omoia dev PAETOLV Kal dev TpooeyYilovy Ta Toudid.

| 7. AAAH(EY) EIAIKH(EX) ITIPOEIAOIIOIHXH(EIY), EAN EINAI ATAPAITHTH(EY)
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8.  HMEPOMHNIA AHEHE

EXP

Metd v apainon ypnoonomote evidg 24 wpov.

| 9. EIAIKEYX XYNOHKEYX OYAAEHX

dvrdocoete o€ Yoyeio.

10. IAIAITEPEX IPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTQN 'H TOQN
YIHOAEIMMATQN ITIOY HPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

TEVA GmbH
Graf-Arco-Stralle 3
89079 Ulm
Teppovia

12.  APIOMOZ(OI) AAEIAY KYKAO®OPIAX

EU/1/08/445/005 1 wpoysuicpévn copryyo
EU/1/08/445/006 5 npoyspiopéveg oOpryyes
EU/1/08/445/008 10 mpoyeuicuéveg ovpLyyeg

| 13.  APIOMOX IAPTIAAY

Lot

| 14. TENIKH KATATAZEH I'lA TH AIAGEXH

| 15. OAHTIEX XPHEZHE

‘ 16. TTAHPO®OPIEX XE BRAILLE

Tevagrastim 48 MIU/0,8 ml

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

A163106T0T0¢ YPOUU®TOC KDdKag (2D) mov épet Tov Tepn@Bivta, LovadtKo avoyVmPLETIKO
K®OKO.
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18. MONAAIKOX ANAI'NQPIEZTIKOXZ KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO

PC
SN
NN
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

Emtepikd yaptivo kovuti - Ilpoyspiopnévy oOpryya pe BeAovn mov @EPEL TPOGTUTEVTIKO KAAVUNO

| 1. ONOMAZIA TOY ®APMAKEYTIKOY IPOIONTOX

Tevagrastim 30 MIU/0,5 ml evéoypo dtddlvpe/didAvua yo £yyoon

QULypaoTiun

(2. TYNOEXIH IE APAXTIKH(EZ) OYZIA(EY)

Ka0e mpoyepucuévn ovpryya mepiéyet 30 exatoppvpia debveic povadeg [MIU] (300 pixpoypappdpio)
eyypaotipng og 0,5 ml (60 MIU/ml, 600 pukpoypoappdpio/ml).

3.  KATAAOI'OX EKAOXQN

"Exdoya: Ydpoteidio vatpiov, mayopopeo o&ikd o&v, copPitorn, moivcopPucod 80, Hémp yia evéoiua.
AwBdote To GUALO 0INYIDV ¥PNONG TPV AT TN YOPTYNoN.

| 4. OPAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Evéoo odAvpa/dtdlopa yia £yyvon

1 mpoysopévn cvpryya pe 0,5 ml pe BeAdvn mov EEPEL TPOGTATELTIKO KAAVLLLOL
5 mpoyepiopévec ocvpryyeg e 0,5 ml pe BELOVN TOV PEPEL TPOGTUTEVLTIKO KAAV LN
10 mpoyepicpéveg ovpryyes pe 0,5 ml pe feEAOVN TOL PEPEL TPOGTATELTIKO KAAVLLLOL

[5. TPONOX KAI OAOX(OI) XOPHTHEZHE

AwBdote To UALO 0INYIDV YPNONG TPV AT TN YPNON.
Y7rodopio kKot evOopAERLa xpnon.

Moévo ywa pio xpnon.

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

Na puAdooetatl o Béomn, TV omoia dev PAETOLV Kal dev TpooeyYilovv Ta Toudid.

| 7. AAAH(EY) EIAIKH(EX) ITIPOEIAOITIOIHXH(EIY), EAN EINAI ATAPAITHTH(EY)
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8.  HMEPOMHNIA AHEHE

EXP

Metd v apainon, xpNoYLOnTomote viog 24 mpov.

9. EIAIKEYX XYNOHKEY ®YAAEHX

dvAdooete og yoyeio.

10. IAIAITEPEX IPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKOQN IMPOIONTQN 'H TQN
YIHHOAEIMMATQN IIOY ITPOEPXONTAI AIIO AYTA, E@OXON AIAITEITAI

| 11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

TEVA GmbH
Graf-Arco-Stralle 3
89079 Ulm
Teppovia

12.  APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/08/445/009 1 npoyspicpévn cOpryya pe BEAOVN TOV QEPEL TPOGTATEVTIKO KAAVLLLOL
EU/1/08/445/010 5 mpoyspicpévec cOpryyeg pe PGV Tov QEPEL TPOSTATEVTIKO KAALULLOL
EU/1/08/445/011 10 mpoyepiopéveg cOpLyyes Le BEAOVN TTOL PEPEL TPOOTOTEVLTIKO KAAVLLULO,

| 13.  APIOMOZX ITAPTIAAX

Lot

| 14. TENIKH KATATAZEH I'lA TH AIAGEXH

| 15. OAHTI'IEX XPHXHX

‘ 16. TAHPO®OPIEX XE BRAILLE

Tevagrastim 30 M1U/0,5 ml

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

A160146T0T0G YPAUU®TOS KDOKAS (2D) Tov pépel Tov TepAn@HEvTo LOVAOIKO aVayVOPIGTIKO
K®OKO.
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18. MONAAIKOX ANAI'NQPIEZTIKOXZ KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO

PC
SN
NN
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

Emtepikd yaptivo kovuti - Ilpoyspiopnévy oOpryya pe BeAovn mov @EPEL TPOGTUTEVTIKO KAAVUNO

| 1. ONOMAZIA TOY ®APMAKEYTIKOY IPOIONTOX

Tevagrastim 48 MIU/0,8 ml evéoypo dtddlvpe/didAvua yio £yyoon

QULypaoTiun

(2. TYNOEXIH IE APAXTIKH(EZ) OYZIA(EY)

Ka0e mpoyepucuévn ovpryya mepiéyet 48 exatoppvpia dedveic povadeg [MIU] (480 pikpoypappdpio)
eyypaotipng og 0,8 ml (60 MIU/ml, 600 pukpoypoappdpio/ml).

3.  KATAAOI'OX EKAOXQN

"Exdoya: Ydpoteidio vatpiov, mayopopeo o&ikd o&v, copPitorn, moivcopPucod 80, Hémp yia evéoiua.
AwBdote To GUALO 0INYIDV ¥PNONG TPV AT TN YOPTYNoN.

| 4. OPAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Evéoo odAvpa/dtdlopa yia £yyvon

1 mpoysopévn cvpryya pe 0,8 ml pe BeAdvn mov EEPEL TPOSTATELTIKO KAAVLLLOL
5 mpoyeuiopévec ocvpryyes pe 0,8 ml pe BELOVN TOV PEPEL TPOGTUTEVLTIKO KAAV LN
10 poyepicpéveg ovpryyes pe 0,8 ml pe feEAOVN TOL PEPEL TPOGTATELTIKO KAAVLLLOL

[5. TPONOX KAI OAOX(OI) XOPHTHEZHE

AwBdote To GUALO 0INYIDV YPNONG TPV AT TN YPNON.
Y7modopio kKot evOopAERLa xpnon.

Moévo ywa pio xpnon.

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

Na puAdooetatl o Béomn, TV omoia dev PAETOLV Kal dev TposeyYilovv Ta Tod1d.

| 7. AAAH(EY) EIAIKH(EX) ITIPOEIAOITIOIHXH(EIY), EAN EINAI ATAPAITHTH(EY)
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8.  HMEPOMHNIA AHEHE

EXP

Metd v apainon ypnoonomote evidg 24 wpov.

| 9. EIAIKEYX XYNOHKEYX OYAAEHX

dvrdocoete o€ Yoyeio.

10. IAIAITEPEX IPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTQN 'H TOQN

YIHOAEIMMATQN ITIOY HPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

TEVA GmbH
Graf-Arco-Stralle 3
89079 Ulm
Teppovia

12.  APIOMOZ(OI) AAEIAY KYKAO®OPIAX

EU/1/08/445/012 1 mpoysuiouévn cOpryyo e PGV OV QEPEL TPOGTATEVTIKO KAAVLLLOL
EU/1/08/445/013 5 npoyspiopéveg cOpryyeg pe BeEAOVI OV QEPEL TPOGTATEVTIKO KAALULLO
EU/1/08/445/014 10 mpoyeiopéveg cOpLyyes Le BEAOVN TTOL PEPEL TPOOTOTEVLTIKO KAAVLLO,

| 13.  APIOMOX IAPTIAAY

Lot

| 14. TENIKH KATATAZEH I'lA TH AIAGEXH

| 15. OAHTIEX XPHEZHE

‘ 16. TTAHPO®OPIEX XE BRAILLE

Tevagrastim 48 MIU/0,8 ml

KQAIKAX (2D)

17. MONAAIKOX ANAI'NQPIXETIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX

A163106T0T0¢ YPOUU®TOC KDdKag (2D) mov épet Tov Tepn@Bivta, LovadtKo avoyVmPLETIKO

K®OOKO.
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18. MONAAIKOX ANAI'NQPIEZTIKOXZ KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO

PC
SN
NN
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

Eotepikn eTikéTo mePLTvAiypaTog o€ mokéto multipacks pe prie kovti

| 1. ONOMAZIA TOY ®APMAKEYTIKOY IPOIONTOX

Tevagrastim 30 MIU/0,5 ml evéoypo dtddlvpe/didAvua yo £yyoon

QULypaoTiun

2. LYNOEXIH XE APAXTIKH(EX) OYZIA(EY)

Ka&Be npoyepuopévn oopryya mepiéyet 30 exatoppvpia debveic povadeg (MIU) (300 pwkpoypappdpio)
eypaotiung og 0,5 ml (60 MIU/ml, 600 pkpoypoaupdpio/ml).

‘ 3. KATAAOI'OX EKAOXQN

"Exdoya: Yopoéeido vatpiov, mayopopeo o&ikd 0&L, copPrtdoin, mooivcopPikd 80, HVOwp yio EVESTULAL.
AwPaoTe T0 POALO 0INYIOV YPHONG TPV OO TN YOPNYNOT).

‘ 4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Evéoo ddAvpa/dtdlopa yia £yyvon

IToAvovokevacia: 10 (2 cvokevooisg TV 5) TPoyEUIoUEVES GVPLYYEC TTOL TtEpExovv 0,5 ml.

| 5. TPOINOX KAI OAOX(OI) XOPHTHEHX

AwBdote To UALO 0INYIDV YPNONG TPV AT TN YPNON.
Y7modopio kKot evOopAERLa xpnon.

Moévo ywa pio xpnon.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®APMAKEYTIKO
MPOION IPEIEI NA ®YAAXIETAI XE OEXH THN OITOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na pvidooetar o€ Béom, v onoia dev PAETOLV Kat dev Tpooeyyilovv Ta TOdIdL.

7. AAAH(EZ) EIAIKH(EX) IPOEIAOMOIHZH(EIZ), EAN EINAI AITAPAITHTH(EX)
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8. HMEPOMHNIA AHEHX

EXP

Metd v apainon ypnoiponomote evidg 24 opov.

9. EIAIKEX XYNOHKEY OYAAEHX

Ddvrdccete o€ Yoyeio.

10. IAIAITEPEX IPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHZIMOIIOTHOENTOQN ®APMAKEYTIKON ITPOIONTQN 'H TON
YIHOAEIMMATQN ITIOY NIPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAYX KYKAO®OPIAX

TEVA GmbH
Graf-Arco-Stralle 3
89079 Ulm
Teppovia

12.  APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/08/445/003 2 X 5 mpoyeuicuEVES COPLYYES

13.  APIOMOZX ITAPTIAAX

Lot

‘ 14. TENIKH KATATAZEH I'lA TH AIAGEXH

‘ 15. OAHI'IEX XPHXHX

‘ 16. TAHPO®OPIEX XE BRAILLE

17.  MONAAIKOX ANAI'NQPIZTIKOZ KQAIKOX — AIZAIAZTATOX TPAMMQTOX
KQAIKAY (2D)

A1Gd100T0TOG YPOUU®TOS KOdKaS (2D) Tov pépet Tov Tepn@Bivta LoVAdIKO avayVOPLOTIKO
KOOKO.
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18. MONAAIKOX ANAI'NQPIEZTIKOXZ KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO

PC
SN
NN
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ENAEIZEIZ ITOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

Eéotepuc eTikéta meprrodiypatog o€ wokéto multipacks pe prie kovoti

‘ 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Tevagrastim 48 MIU/0,8 ml evéoypo dtddlvpe/didAvpa yio £yyoon

oW\ypaotiun

2. YXYNOEXH XE APAXTIKH(EYX) OYXIA(EX)

Ka0e mpoyepucuévn ovpryya mepiéyet 48 exatoppvpia dedveic povadeg (MIU) (480 pikpoypappdpio)
eypaotipng og 0,8 ml (60 MIU/ml, 600 pukpoypoappdpio/ml).

‘ 3. KATAAOI'OX EKAOXQN

"‘Exdoya: Yopoteidio vatpiov, mayopopeo o&ikd o&v, copPitorn, moivcopPucod 80, Hémp yia evéoyua.
AwPaote T0 PUALO 0INYIOV XPNONG TPV OO TN XOPNYNOT).

‘ 4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Evéowo odAvpo/dtilopa yia £yyvon

TToAvovokevacia: 10 (2 cvokevaoies TV 5) TPOYEUOUEVES GUPLYYEC TTOL TTEPE oLy 0,8 ml.

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AfacTe T0 PUALO 0ONYIOV XPNCNG TPLV OO TN XPNOT.
Ymodopro Kot evooAEPLa xprion).

Moévo yw pio xpron.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OITIOIA TO ®APMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na puAdooetatl o Béomn, TV omoia dev PAETOLV Kal dev TpooeyYilovv Ta Toud1d.

7. AAAH(EY) EIAIKH(EY) ITIPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)
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8. HMEPOMHNIA AHEHX

EXP

Metd v apainon ypnoiponomote evidg 24 opov.

9. EIAIKEX XYNOHKEY OYAAEHX

Ddvrdccete o€ Yoyeio.

10. IAIAITEPEX IPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHZIMOIIOTHOENTOQN ®APMAKEYTIKON ITPOIONTQN 'H TON
YIHOAEIMMATQN ITIOY NIPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAYX KYKAO®OPIAX

TEVA GmbH
Graf-Arco-Stralle 3
89079 Ulm
Teppovia

12.  APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/08/445/007 2 X 5 mpoysuicuEVES COPLYYES

13.  APIOMOZX ITAPTIAAX

Lot

‘ 14. TENIKH KATATAZEH I'lA TH AIAGEXH

‘ 15. OAHI'IEX XPHXHX

‘ 16. TAHPO®OPIEX XE BRAILLE

17.  MONAAIKOX ANAI'NQPIZTIKOZ KQAIKOX — AIZAIAZTATOX TPAMMQTOX
KQAIKAY (2D)

A1Gd100T0TOG YPOUU®TOS KOdKaS (2D) Tov pépet Tov Tepn@Bivta LoVAdIKO avayVOPLOTIKO
KOOKO.
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18. MONAAIKOX ANAI'NQPIEZTIKOXZ KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO

PC
SN
NN
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ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN ENAIAMEXH XYXKEYAXIA

Kovti Multipack — X®pig pmie kovti

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX

Tevagrastim 30 MIU/0,5 ml evéoipo dtddlvpo/didAvpa yio £yyvon

QUAYpOOTIUN

2. TLYNOEXIH IE APAXTIKH(EX) OYZIA(EY)

Ka0e mpoyepuouévn ovpryya mepiéyet 30 exatoppvpia debveig povadeg (MIU) (300 pikpoypappdpio)
eypaotipng og 0,5 ml (60 MIU/ml, 600 pukpoypoppdpio/ml).

3. KATAAOI'OX EKAOXQN

"Exdoya: Ydpoteidio vatpiov, mayopopeo o&ikd o&v, copPitorn, moivcopPucod 80, Hémp yia evéoiua.
AwBdote To GUALO 0INYIDV ¥PNoNG TPV AT TN YOPTYNoN.

‘ 4, OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Evéowo ddAvpo/dtdlopa yia £yyvon

5 mpoyepiopévec cupryyeg mov mepiEyovv 0,5 ml. Mépog moAvovokevaciog, doev umopei va Twinbei
EexmploTa.

| 5. TPOIIOX KAI OAOX(OI) XOPHTHZHE

AwPaote T0 PUALO 0INYIOV XPNONG TPV OO TN XPTON).
Y7rodopio kot evOoQAERLa xpnon.

Movo yw pio xprion.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OITIOIA TO ®APMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI E OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIATA

Na pvidooetar o€ 0éom, TV onoia dev PAETOLV Kot dev Tpooeyyilovv Ta TOddL.

7. AAAH(EY) EIAIKH(EX) ITPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)
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8.

HMEPOMHNIA AHEHX

EXP

Metd v apainon ypnoiponomote evidg 24 opov.

9.

EIAIKEX XYNOHKEY OYAAEHX

Ddvrdccete o€ Yoyeio.

10.

IAIAITEPEX ITPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOTHOENTOQN ®APMAKEYTIKON ITPOIONTQN 'H TON
YIHOAEIMMATQN ITIOY NIPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

11.

ONOMA KAT AIEYOYNXH KATOXOY THX AAETAY. KYKAO®OPIAX

TEVA GmbH
Graf-Arco-Stralle 3
89079 Ulm
Teppovia

12.

APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/08/445/003 2 X 5 mpoyeuicuEVES COPLYYES

| 13,

APIGMOX ITAPTIAAX

Lot

| 14,

I'ENIKH KATATAZH I'TA TH ATAGEXH

| 15,

OAHTI'IEX XPHXHX

| 16.

ITAHPO®OPIEX XE BRAILLE

Tevagrastim 30 MIU/0,5 ml

17.

MONAAIKOX ANATNQPIETIKOY KQAIKOX. — AIZAIAXTATOX TPAMMOQTOX
KQAIKAY (2D)

18.

MONAAIKOX ANAI'NQPIETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO
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ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN ENAIAMEXH XYXKEYAXIA

Kovti Multipack — X®pig pmie kovti

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Tevagrastim 48 MIU/0,8 ml evéoipo dtddlvpo/didAvpa yio £yyvon

QUAYpOOTIUN

2. TLYNOEXIH IE APAXTIKH(EX) OYZIA(EY)

Ka0e mpoyepucuévn ovpryya mepiéyet 48 exatoppvpia debveic povadeg (MIU) (480 pucpoypappdpio)
eypaotipng og 0,8 ml (60 MIU/ml, 600 pukpoypappdpio/ml).

3. KATAAOI'OX EKAOXQN

"Exdoya: Ydpoteidio vatpiov, mayopopeo o&ikd o&v, copPitorn, moivcopPucod 80, Hémp yia evéoiua.
AwBdote To GUALO 0INYIDV ¥PNoNG TPV AT TN YOPTYNoN.

‘ 4. GOAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Evéoyo didAvpa/dtdlopa yia €yyoon

5 mpoyepiopéves cvpryyeg mov mepEyovv 0,8 ml. Mépog moivovokevaciog, dev pmopei va mwinbei
EexwploTa.

| 5.  TPOINOX KAI OAOX(OI) XOPHTHEHE

AwBdote To UALO 0INYIDV YPNONG TPV AT TN YPNON.
Y7modopio kKot evOopAERLa xpnon.

Moévo yw pio xpron.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION IPEIEI NA ®YAAXIETAI XE OEXH THN OITOIA AEN BAEIIOYN KAI
AEN ITIPOZEITIZOYN TA ITAIAIA

Na pvidooetar o€ Béom, v onoia dev PAETOLV Kat dev Tpooeyyilovv Ta TOdIdL.

7. AAAH(EZ) EIAIKH(EX) IPOEIAOMOIHZH(EIZ), EAN EINAI AITAPAITHTH(EX)
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8.

HMEPOMHNIA AHEHX

EXP

Metd v apainon ypnoiponomote evidg 24 opov.

9.

EIAIKEX XYNOHKEY OYAAEHX

Ddvrdccete o€ Yoyeio.

10.

IAIAITEPEX ITPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOTHOENTOQN ®APMAKEYTIKON ITPOIONTQN 'H TON
YIHOAEIMMATQN ITIOY IPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

11.

ONOMA KAT AIEYOYNXH KATOXOY THX AAETAY. KYKAO®OPIAX

TEVA GmbH
Graf-Arco-Stralle 3
89079 Ulm
Teppovia

12.

APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/08/445/007 2 X 5 mpoysuicuEVES COPLYYES

13.

APIOMOZX ITAPTIAAX

Lot

I'ENIKH KATATAZH I'lA TH ATAOGEXH

OAHT'TEX XPHXHX

ITAHPO®OPIEX XE BRAILLE

Tevagrastim 48 M1U/0,8 ml

17.

MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

18.

MONAAIKOX ANAI'NQPIZTIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO
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EAAXIXTEX ENAEIZEIX [TIOY ITPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

Hpoyepiopévn ovpryyo

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX KAI OAOX(OI) XOPHTHZHX |

Tevagrastim 30 MIU/0,5 ml evéoyo Stddlvpa/didAvpa yo £yyoon

oU\ypaotiun

SC
v

| 2. TPOIOX XOPHIHZHX |

| 3.  HMEPOMHNIA AHEHX |

EXP

| 4. APIOMOX ITAPTIAAX

Lot

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

0,5 ml

6. AAAA XTOIXEIA
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EAAXIXTEX ENAEIZEIX [TIOY ITPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

Hpoyepiopévn ovpryyo

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX KAI OAOX(OI) XOPHTHZHX |

Tevagrastim 48 MIU/0,8 ml evéoyo Stddlvpa/didAvpa yio £yyoon

oU\ypaotiun

SC
v

| 2. TPOIOX XOPHIHZHX |

| 3.  HMEPOMHNIA AHEHX |

EXP

| 4. APIOMOX ITAPTIAAX

Lot

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

0,8 ml

6. AAAA XTOIXEIA
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B. ®’YAAO OAHI'TQN XPHXHX
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®viro ooV rpiong: IIAnpogopiss yro Tov yp1otn

Tevagrastim 30 MIU/0,5 ml gvéoipuo duvaropa/Sraivpa yro £yyven
Tevagrastim 48 M1U/0,8 ml gvéoipo dvaropa/Sraivpa yro £yyven

QUYpOOTIUN

AP aoTE TPOGEKTIKG 0ALOKANPO TO QVALO 00N YLAOV YP1OIS TPLY UPYIGETE VO, (PN GLUOTOLEITE

oVTo TO PAPNOKO, OLOTL TEPLLUUPAVEL CNUAVTIKES TANPOPOPIES VIO GUC.

- DuAGETE 0VTO TO PUALO 00N Y1V Ypriong. Towg xpelaotel va To dafdacete Eavd.

- Edv éxete mepontépo amopieg, poTNOTE TOV Y10TPO, TOV QAPHOKOTOLO 1| TOV VOGOKOLO GOLC.

- H ocvvtayn yio avtd 10 pappoko xopnyndnke amokAeloTikd yio oag. Agv Tpémel vo SMGETE TO
PapuoKo og GALOVG. Mmopel vo Tovg TpoKoAEsEL PAAPT, OKOLO Kot OTOV TO GUUTTMLOTO TG
ac0Eveldg Tovg givat id1a pe ta Sk Gog.

- Edv mapotnpfoete kamoo avemBOpUnTn evEPYEL, EVILEPMDGTE TOV YIALTPO, TOV POPLOKOTOLO 1|
TOV VOGOKOLO GOG. AVTO 1oY0EL Kol Yio KEOE mBavi| avemBounTn evEpyELo TOV SEV AVAPEPETOL
G7TO POV GUAAO 0dNYIDV ¥prions. BAéne mapdypago 4.

T ePLéyeL 1o Tapov UALO 0ONYLOV:

T eivon To Tevagrastim kot oo, €ivoit 1 ¢promn Tov

T npémer va yvopilete Tpv ypnoponotoete to Tevagrastim

[Iog va ypnoorooete 1o Tevagrastim

[TBavég avemBounteg evépyetleg

g va puidooete to Tevagrastim

[epreydpeva g cvokevasciog Kot Aomég TAnpopopieg

[TAnpopopieg yio avtoyopnynom Eveong

O TAnpo@opieg mov akoAovBodV amevfivovTal HOVO GE ETOYYEANATIEG TOV TOUEN TNG
VYEOVOIKNG TepiBaiymg

CONoa~wWNE

1. T givon To Tevagrastim ko wowa givar 1 xpion Tov

Th eivar To Tevagrastim

To Tevagrastim givatl £vog ovENTIKOG TOPAYOVTOG TMV AEVKOKVTTAPWOV (TApAyovVTag O1EYEPONC
OTOIKIMV KOKKIOKVTTAPMOV) KOl OVAKEL G€ Pio Katrnyopio goprakov mov ovoudlovtal kutokiveg. Ot
avéntikoi Tapdyovteg elval TPOTEVES TOL TAPAYOVTOL PUGIOAOYIKA OO TOV OPYOVIGHO, ALY
umopohv EMIONG VO TAPUCKELAGTOVY LE XPNOT PloTEXVOLOYING, Y10 VO XPTOUOTOINO0DV O PAPILOKAL.
To Tevagrastim dpa EVOLVOUDVOVTAG TOV LDEAD TMV 00TMV, MGTE VO TAPAYEL TEPIGGOTEPQL
AevKOKOTTOPA.

owa givar 1 gpfon tov Tevagrastim

Toyov peiwon otov apBpd Tmv AevkokvtTdpwv (ovdeteponevia) umopel vo cupuPel A0y moAADY
OLTLOV KO KOO1OTA TOV 0pYOVIGHO GG AYOTEPO KAV VO KATUTOAEUNGEL TI Aodéets. To
Tevagrastim dieyeipet Tov LOELO TOV 06TOV, MOTE VO, TOPAYEL YPTYOPO. VEX AEVKOKVTTAPA.

To Tevagrastim pnopei va ypnoiomom el

- Yo TNV avénen Tov aptdpod TV AEVKOKVTTAP®Y, HETA 0o aymyn ue ynuetodepameio, yio va
Bonbnoetl oy TpdANYN TV AOUDEEDV.

- YL TNV a0ENGM TOL aPlBUOD TOV AEVKOKVTTAP®V, LETE OO LETAUOTYEVOT] LUEAOD TOV OGTMV,
v vo Bonbnoet oty Tpdinym Tov AoUGEE®V.

- TPV oo ynueodepaneio VYNADOY 30GEDV, MGTE 0 PVEAOG TV 0GTAOV VO TAPAYEL TEPIGSOTEPQ
BAactokdTTOpO, TO OTTOi0 UITopovV va GuALEXHOVV Kol va oag emavayopnyndodv petd
Bepamneia cag. Avtd pwopovv va Anehovv and £6dc 1 ard Evav d6tr. Ta PAactokdTTopa Ba
EMGTPEYOVV GTI] GUVEYELD GTOV HVEAD TV 06TAOV Kol O Tapdyouy KOTTOP TOL OiUATOG.

- Yo TNV avENoM ToLv aplBpod TOV AEVKOKVTTAP®Y, GE TEPIMTMOT TOV TACKETE OO GOPapn
XPOVIO 0VOETEPOTEVIQ, Y10, Va. fonBNCEL GTNV TPOANYT TV AOUDEEWV.
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- o€ acbeveig pe Tpoympnuévn Aoipmén amd tov 10 HIV, mov Ba fondrcet ot peiowon tov
KIVOUVOL TV AOUMEEWDV.

2. Tvnpémer vo, yvopilete Tpwv va (pnoiporonjcets To Tevagrastim

Mnyv gpnorpomonjcete To Tevagrastim
- o€ MEPIMTOOTN aAlepYing oTN QIAYPACTIUN 1| GE 0TO0ONTOTE GALO 0d TO GLGTATIKA AVTOL TOV
QOPUAKOV (OVaPEPOVTUL GTNV TOPAYpapo 6).

Ipocdonmomosig kot TpoPuvAGEelg
AmevBuvbeite 6TOV Y10TPO, TOV GUPLAKOTOLO 1 TOV VOGOKOWUO GO TTPLV YPNCULOTOGETE TO
Tevagrastim

Evnuepoaote tov yuotpd oag mpiv Eekivnoete T Oepaneio edv TaoyETE OMO:
- OPETOVOKVLTTOPIKN avaiLpico, KaOmG avTd T0 PAPHOKO {0MG TPOKAAEGEL SPETAVOKVTTOPIKT Kpion
- 00TE0TOPMOT (VOGOG TV 0GTMV).

AmevBuvbeite otov Y10Tpd GOg Aueca Katd tnv didpkela tng Oepaneing pe Tevagrastim, o€

TEPITTOON TOL:

- mapovclioete EaQViKa onueio aAlepyiog 6Ommg e£vOnua, oayovpa 1 KvidmGon Tov dEPUATOG,
TPNELLO TOV TPOGDOTOV, TMV XEWDV, TNG YADGGG 1] GALDV LEPDV TOV CAOLATOC, AUYAVIOCLLA,
GUPLYHO 1 TPOPALOTA GTNV AVATVOT], KOOMG 0L TA UTOPEL VO ATOTEAOVY oMpeia Log GoPapnig
aAAEPYIKNG avTidpaonc (vepevaicOncio).

- EUPAVICETE POVOKMOA GTO TPOGMOTO GOG 1| GTOVS OGTPAYAAOVG GOG, Oie 6TA 0VPO GOG 1) OVPO.
YPDUATOG KOQE 1] TAPATNPNOETE OTL OLPEiTE AyoTEPO AId O,TL GLVNOWG (oTEPOUATOVEPPITION).

- £€yete TOVO GTNV APLoTEPT AV KOTMOKT YXDPa, TOVO KAT® omd To aploTepd TAELPA 1| TNV
KOPLEN TOL OPLETEPOV GOG MU0V (AVTA UTOPEL VO EIVOL GUUTTONATE O10YKMUEVOD CTATVA
(ominvopeyaiio) 1 mBavig pRéENg ominva).

- TOPATNPNCETE OCVVNOIGTY apoppayic | LOAGTICUO (0VTA UTOopel Vo Elval CUUTTOUATOL
peimong tov aplfuov tev aporetariov (Opouponevia), omdTe TO Qe GOg £YEL LELOWUEVN
KovoTnTo TENG).

- £XETE GUUTTMOUATO PAEYLOVIG TNG AOPTNG (TOV PEYAAOL COPOPOL TO OTOT0 UETAPEPEL CipLaL
amd TV Kapdld 6Tov 0pyavicuod), autd £xetl avaeepbel oravimg o kapkivonabeic aoBeveis Kot
o€ vyteig 00tec. Ta cupmtdpate propel va tephapdvouy Tupetd, KOaKo GAYOS, Kakovyia,
0GLAAYIN Kot avENIEVOLGS deikTeg PAEYLOVIG. Eviuep®aoTte Tov Y10Tpo GOg GTNV TEPINTOOT)
OV TTAPOVGLALETE TETOL0 CUUTTAOUATO.

ATOLELN OVTUTOKPLONG OTV GLAYPOCTIN)

Edv mapovoidoete andAieio ovTomokpiong 1 advuvapio dlathpnong avtarokpiong otn Oepaneio pe
QUYpaoTipn, 0 YIoTpOg cag Oa SiepeuvNoEL Ta aitio GLUTEPILOUPAVOLEVOL TOV €AV £XETE OVATTOEEL
AVTICOUATO TTOL EE0VOETEPDOVOVY TNV dPAOT| TNG PIAYPACTIUNG.

O yatpog oag pumopel va Beinoet va cag mapokorlovdel oteva, dgite TV Topdypa@o 4 Tov OAAOD
odnybv yprone.

Edv elote acbevig mov mhoyel amd cofapn xpdvia ovdetepomevia, pmopet vo dtotpéyete Kivouvo va
avantoéete Kapkivo Tov aipotog (Aevyatpia, puelodvoniaotikd cbvopopo [MDS]). Oa mpénet va
amgvBuvbeite oTOV Y10TPO GOG GYETIKA LE TOVG KIVOUVOUG EUPAVIONG KOPKIVOV TOV OiLOTOg KOl TOVG
eléyyovg mov Ba mpénel va mpaypatorolovvtol. Edv epeavicete 1 etvan mbavo va eppavicete
Kapkivoug Tov aipatog, dev Bo mpémel va ypnoyonomoete 1o Tevagrastim, eKT0¢ €6V GaG TO TEL O
YTPOS GOC.

Edwv glote 06tn¢ PractokvTTap®V, 1 NAKia cog Tpénel va sivor peta&y 16 kot 60 eTmv.
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IIpocé€te WOrnitepa pe GAro TPOIOVTA TOV SIEYEIPOVY TOL AEVKOKVTTUP.

To Tevagrastim givot éva Tpoidv amd o opddo TpoidvT®V Tov JIEYEIPOVV TNV TOPAYMYY TOV
Aevkokvttapav. O emayyeipatiog vyeiog mov oag mapakolovdel Oo Tpémel TAvToTE VO KOTAypApEL TO
aKPIPEC TPOIOV TOL YPNCUYLOTOLEITE.

Alha @appoke kot Tevagrastim
Evnpepmaote tov yiatpd 1} TOV QOPLOKOTOLO GAG EGV YPNOLLUOTOLEITE, EYETE TPOCPATA YPCLLOTO|CEL
N UTOPEL VOL YPNCLUOTOGETE AALD AP LLAKOL.

Kinon ka1 Oniaopdg
To Tevagrastim dev £xetl dokaotel og £ykveg 1 InAdlovoeg yuvaikec.

To Tevagrastim dev GUGTAVETAL KATA T SLAPKELD TNG EYKLUOGVVIG.

Eivat onpoavtikd vo evep®oEeTE TO YI0TPO GOG EAV:
e ¢giote éykvog 1 Inhalete
e vouilete 6TL pmopel va giote £YKVOG M
o oyedualete va amokTioeTe TOdl
Edv petvete €ykvog katd m dudpketo g Oeponeiog pe Tevagrastim, evuepdoTe TOV Y1OTPO GO,

Edv ypnowomnoteite to Tevagrastim, mpémet va S1aKOWETE TOV ONAAGLO, EKTOC €AV O YLOTPOS GOC GAG
oupPovAéyet S10POPETIKAL.

Oy o KoL LEPLOROS POV RATOV

To Tevagrastim pmwopel va £yl LIKPN EXIOPACT) OTNV IKAVITNTA GO 001YNO1G KOL YEPIGLOV
unyovnuétov. To edppoko avtd pmopel vo mpokarécetl {AAN. ZuvieTdTol vo TEPILEVETE KO Vo dgiTe
O VIMOETE PETE TN AYN ALTOV TOV PAPUAKOL KOl TPOTOV 0ONYNGETE 1 YEWPIOTEITE POV LATA.

To Tevagrastim wepiéyel copprrorn

AvT16 T0 Pappako mepiEyel 50 mg copPiroAng oe kabe ml.

Lo evoopléfio ypnon

H copfitoéin sivar nyn epovktdlng. Edv eoeic (1 To moudi cog) £xete kKAnpovopukn dvcavetio otnv
opovktoln (HFI), pia omdvia yevetikn dtatapayn, ecgic (1] To Toudi 60g) 0V TPEMEL VAL TAPETE AVTO TO
oappaxo. AcBeveic pe HFI dev pmopodv va dtoomdcsovv T opouktoln, Tov UTopel va TpoKOAEGEL
coPapéc avemBounteg evépyetec. [lpénet va evnuepdoete Tov Y1aTpd Gog PV TAPETE AVTO TO
@appoko edv eoeic (1 o Toudi cog) £xete HFI 1 edv 10 mondi cog dev pumopel mAéov va mdpet yYAvkd
QOyNTA 1 TOTA EMEWDN TPOKAAEITAL TAOM Y10 EUETO, EUETOG T £XEL SOVOAPESTEG EMIPACELG OTWG
(POVCK®LO, KPAUTES GTO OTOUAYL ) O1GPpPOLaL.

To Tevagrastim wepiéyel vatpro
To @appaxo avtd TepiEyel Aydtepo amd 1 mmol vatpiov (23 mg) avd Tpoyeopévn cuptyya, dnA.
OVLGLOOTIKA «EAEVOEPO VaTPiOLY.

3. Mo va ypnopomonjcete To Tevagrastim

[Tavtote va YpNOYOTOLEITE TO PAPLOKO CVTO AVOTNPA COUPOVA LE TIC 0OTYIES TOL YIOTPOV 1 TOL
pappakonmoloV cag. Eav éxete appifolies, potiote TOV Y10TpO 1 TOV QOPUOKOTOLO GOG.

I og yopnyeiton To Tevagrastim kor 1660 TPEmeL vo TAP®;
To Tevagrastim yopnyeitor cuvBmg MG KaBNUEPIVI EVEST] HECH GTOV 10TO OV PpiokeTor akpiPdg
KAT® oo To OEpUa (YVOOTH ™G vIodopla Eveon). Mmopet emiong va yopnynoel og Kadnuepvi apyn

éveon péca otn PAEPa (Yvootn og evooeAfia £yyvon). H cuvinOng doom mowkiddel avaloya pe )
v660 oG Kat o Bapog cag. O yuutpdg cog Oa oag el moco Tevagrastim Oa mpémet va mhpeTe.

56



Acbeveig mov vmofdriovial o HETUUOGYELCT LVEAOD TV 0GTOV UETE 0o ynuetobepamneios:
Koavovikd 0a Adpete v mpmtn 8601 cag pe Tevagrastim tovAdyiotov 24 dpeg LETA TN
mueoBepameio kol TOLAGYIGTOV 24 Dpeg LT TN LETAUOGYEVOT) TOL HVEAOD TV OGTAOV.

Eoeig 1 ta dropa mov cag ppovtilovv Pmopovv vo EKTUSELTOVY GT YOPNYNOT VIOSOPLOV EVECEMV,
WoTE Vo pumopeite vo ovveyioete T Bepaneio oag Kat’ oikov. Q6T060, dEV TPETEL VOL TO EMLYEPNOETE
oVTO, EKTOG €4V £xeTE AAPEL TPADTO EXAPKT EKTOIOEVOT) GO TOV EMAYYEALATIO VYELOG TTOV GOG
TapaKorlovOei.

I'o w660 Ka1po Ba yperactel va Taipveo 1o Tevagrastim;

®a ypelootel va maipvete to Tevagrastim £0g 6Tov 0 apBOG TOV AEVKOKVTTAPWOV GOG VO Eivat
(QLCLOAOYIKOG. B0 Yivovton TaKTIKG £EETATEL aiaTog Yo TV TopoKoAlovdnon Tov apfpod Twv
AEVKOKLTTAP®V 6TOV 0pYaVIGHO coc. O yaTpdg cag Ba cag met yio 1o Kapd Ba ypelactel va
naipvete to Tevagrastim.

Xp1on 6€ TooLa

To Tevagrastim yp1GLLOTOLEITAL GTNV AVTILETDOTIOT TOV TAOI®V oL Aapfdvouy ynuelobepaneio
7OV ooV 0d cofapd YounAo aptud AevKoKVTTAP®OY TOL aipotog (ovdeteponevia). H docoroyia
oTa oL TOV AapBavouy ynuetobepaneia givor 1 1010 OTWC GTOVE EVIAKEC.

Eav ypnowomomjoere peyardtepn 666mn Tevagrastim amd Ty Kavovikn

Mnyv avédvete tn 60om Tov cog £xel dMaoet 0 YoTpds oag. Edv ypnopwomomoete peyalvtepn do6on
Tevagrastim amd TV KAVOVIKY, EMKOWVMOVIOTE LUE TOV YLUTPO 1) TOV QUPLOKOTOLO G0G OGO TO SuVaTO
7O YPNYOpPO.

Edv Egyaoete va ypnoponomjocere 10 Tevagrastim

Edv éxete yaoel pia éveon, 1 cog £xetl eyyvBel TOAD HIKp TOGOTNTA, EMKOIVOVIOTE LLE TOV YIUTPO GOG
TO GUVTOUOTEPO OLVOTO. MMV TAPETE SITAN SOOT| Y10 VO OVATANPAOCETE OTOLALONTOTE OOGT) TOV
Eexaoarte.

Edv éxete meptocoOTEPEG EPOTNOELS GYETIKA LLE TN YPTOT] AVTOV TOV PUPAKOV, POTACTE TOV Y1UTPO,
TOV QUPHOKOTOL0 1) TOV VOGOKOUO GOG.

4. MBavég avemOBOUNTES EVEPYELEG

Onwc 6Ma Ta pdppoKka, £T61 Kot avTd TO EAPUOKO UTOPEL VO TPOKAAECEL AVETIOVUNTEG EVEPYELEG AV
Kot 6gv TOPOVGLALoVTaL GE OAOVG TOVG AVOPMITOVC.

Inpovtikég avemlounTeg evépyeleg

Eifvo onpavtikd va evnpepooete 1o yotpd oag dpeca

- 0€ MEPIMTOOT TOL EPPAVIGETE AAAEPYIKT] OVTIOpaOT], TOL TEPLAOUPAVEL advvapia, TTAOCT TG
apTNPLOKNG TTieoNS, SOuoKoAia oTNV avamvon, TPHELO TOV TPOSHTOV (avapLAasia), dEPLATIKO
e&avonua, e&avOnua pe eayovpa (kvidwon), TPHELLO TOV TPOGHOTOV, TOV XEIMMV, TOV
GTOUATOG, TNG YADGGOG 1] TOV PApLYYO (oyyEl0010MUa) Kot TpOPANUO 6TV avamTvon
(dvomvol).

- 0€ MEPIMTOOT TTOL EUPAVIGETE Py, TLPETO Kot SuokoAio oTnV avamvorn (dvemvola), kKadmg
avTod pumopel va givar onpeio Tov cuvdpopov o&giag avomvevatikng dvoyépelog (ARDS).

- o€ MEPIMTOOT OV ePPaviceTe PAGPN 0TOVS VEPPOVG GOG (CTEIPALOTOVEPPITION). ZTOVG
acBeveic mov AapBdvovy elkypaoctiun £yt mapatnpndel frapn tov veppov. Emkowvoviote
OUECOG LLE TOV YLOTPO GOG EAV ELPAVIGETE POVOKM®ILN OTO TPOGMOTO 1 GTOVG AGTPAUYAAOVG GAG,
aipo 6To 00pa oag 1 0VPa YPOUATOS KAPE N EAV TAPATNPNOETE OTL OVPEiTE AyOTEPO OO O,TL
ouvndwG.

- €4v eppavioete KAmow 1 £vO, GLVIVAGUO TOV AKOAOVO®Y AVETIOVUNTOV EVEPYEIDV:

o doykmon 1 Tpné&o, Tov Pmopel va GuvoEeTaL UE HELOUEVT 00PN GT), OVGKOAID GTNV
avamvon, Kotlakn d10ykwon kot aicnuo mAnpdtrag kot yevikn aicdnon kénwong. Ta
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CUUTTMOUOTO OVTE YEVIKA eppavilovtar pe Tayeic puOuove.
Avtd pmopel va elval COUTTOUOTO LIAG TABNGNG TOL OVOUALETOL KGUVOPOLO SLOPVYNG
TPLYOEWMV» Kol TPOKAAEL TNV S10PLYN TOV OULATOG ATd TO LIKPA allplo@opa ayyeio péoa 6To
oMU GOg Kl YPELAleTal ETEYOVTOC WTPIKT TOPAKOAOVONON.

- 0€ MEPIMTMOT TOV EUPAVIGETE GUVOVAGLO OTOIOVONTOTE OO TO, TOPUKATO CLUTTMOHOTOL:

. TLPETOG N piym, 1 aicBnom Eviovou yiyovg, avénuévn Kapdlokn cuyvotnTa, cOYXLoN M
OTOTTPOCAVATOMGLAC, SVCKOAIN GTNV AVATVOT), AKPOI0C TOVOG 1 Suo@opia Kol KOAAMOES
N BpOUEVO dépUQL.

Avtd Bo popovoay va Eivol CUUTTAONOTO LG TABNoNG TOL OVOUALETOL «GMYaLLion

(ovoudletar emiong «OnAnTnpicon Tov ailaToc»), o cofapn Aoluwén Le AeYLOVOIN

amOKPLoN OAOL TOV CAOUATOC, 1) 0Tola pwopel va etvat ametAnTikn yio tn (o1 Kot vo omottel

enelyovoa 1Tpikn povTida.

- 0€ MEPIMTMOT TOL EUPAVIGETE TOVO GTNV APLOTEPT| AV KOTAOKN YDPa, TOVO KAT® Ao Tal
apLoTEPA TAELPA 1) TOVO GTIV KOPLPT TOV OUOV 060G, KAODS Hmopel va, viTdpyel TpOPANLA LEe
Tov oA va 60G (010yKmoT Tov omAnva, (eTAnvoueyaiin) 1 pRén orAnva).

- o€ mepintwon mov Aapfavete Bepameia yio cofapn xpovVia OVOETEPOTEVIN Kol ELPOVICETE OlipLal
ota ovpo. oo (atpatovpia). O yaTpodg oog Urmopel va eEETALEL TAKTIKA TO 0VPO OOG GV
TOPOVCIACETE VTN TNV avemBountn evépyela 1| €av Ppebel Tpwteivn ota 0vpa cog
(Tpoteivovpia).

M cuyvn avemiBountn evépyeta g xprong tov Tevagrastim gival 0 TOVOC GTOVS PVEG 1| 6T, OGTE
060G (LVOCKEAETIKOG TTOVOG), 0 010G Ha UTOPOVGE VO OVTILETOMIOTEL e TN ANYT KAOGIK®OV
QOPHAKOV Y10 TNV OVAKOVPIoT TOL TOVOL (avalyntikd). Ze acbevelg mov vITOKEWTOL OE
UETOUOCYEVOT PAACTOKLTTAPMOV 1) LVELOD T®V 00TMV, Umopel va cupPel Avtidpacn Mooyevpatog
katd Eeviot (GVHD). Avtn glval pio avtidpaon Tov KuTTAp®V ToV 00T £vavTtl ToL acBevi Tov
Aappdvel To pocyeL . ENHASIO KO CUUTTOUATO TEPIAAUPAVOVY eEAVONUA OTIG TAAALES TOV XEPIOV
N T0 TEALOTO TOV TOOLOV Kol AKT Kol TANYEG GTO GTOUN GOG, TO EVTEPO, TO NP, TO OEPLLA 1) TOL
UATIO GOC, TOVG TVEDUOVES, TOV KOATO Kal TIC apBpdoelc.

21006 VY1eic d0TEG PAAGTOKLTTAP®OV Uopel vo Topatnpnel adénon TV AEVKOKVTTAP®Y TOV AiOTOG
(AevkokvTTaP®O™N) KOl LEIOOTN T®V AUOTETAAI®V, 1] OTTO10 LLELDVEL TV IKOVOTNTA THENG TOV 0UIATOS
cag (OpopPomevia). Avtd Oo TapakoiovBodvTal amd ToV YITpd Cag.

Mmopei va arc0avOsite Tic akdrovOeg avemBOunTeg evépyerec:

Tlold ovyvég (umopei va ennpedcovy teplocotepo. amd 1 ota 10 dtoua):
¢ Leimon Tov aPBRO TOV HOTETOAM®Y TOV PELDVEL TNV IKAVOTNTO THENG TOV OU[LOTOC
(Opoupomevia)
YOUNAOG aplBpog epvBpokuttdpmy aipatog (avorpio)
Ke@aAadyio
diappota
€1ETOG
vavtio
acLVNONG ammAEL 1) apaimon TpLdV (ahoTeKia)
aicOnpa Kovpaong (kdnwon)
OVoG Kot TPNEUO GTNV EXEVOVOT) TOV TEMTIKOD COANVO TTOV EKTEIVETAL OO TO GTOUA MG TOV
TPWOKTO (PAeypovn BAevvoydvov)
o mopeTdc (mupeia)

2oyvég (Lmopet va ennpedcovy g 1 ota 10 dropa):
o QAeypoVY] TV TVELUOVOV (Bpoyyitida)
Aolp®EN TOV OVAOTEPOL AVOTVEVGTIKOD GUGTNLATOG
ovporoipmén
Helmpévn 0peén
dvokoAia otov vvo (abmvia)
Cakn

58



pelmpévn aicnon evaistneiog, Wiaitepa oto déppua (vrarcsnocio)
LOPUNYKIOG O 1) LOOSLOGUE TOV XEPLOV 1 TOV TOJOV (TapotcOnocio)
YOUNAY aptnplokn mtieon (vwodToon)

VyYNAf aptnplokn mieon (vaéptacn)

Prixas

Prxoc pe aipa (apudmToon)

TOVOG GTO GTOLA KO TOV (APLYYO (GTOUATOPAPLYYIKOG TOVOG)
aoppoayio omd T pot (emiotaln)

dvoxkotoTnTo

TOVOG GTO GTOUO

dOYK®GN ToL NTToTog (IaTopeyoiio)

eEavonuo

gpLOPOTNTA TOL dEPLOTOC (pVONULL)

poikol oracpol

7oVo¢ Katd Ty 0vpnon (dvcovpia)

ovog 6710 Odpaka

ToOVOG

yevikevpévn advvapio (eacBévion)

Yeviko aicnuo adiabesiog (kakovyio)

TPNEO oTa YL Kol Ta, OO0 (TEPLPEPIKO OidM 0L

avénon TV emmédmv opliopévey vEOU®OY GTO oipa
petaforég otic Proynuikég eEETAGELG TOV AOTOG

avtidpaon Kotd T HETAyyion

Oy ovyvés (umopel va emmpedoovy émg 1 ota 100 dtopa):
e aOENON TOV AEVKOKVTTAP®Y TOL OiHATOC (AEVKOKLTTAP®OOT))
e alhepyikn| avtidpaon (vrepevaichncio)
®  AmOPPIYN TOV LETALOGYEVLEVOL HVEAOD TV 06TAV (avTIOPUOT) LOGYEVUATOG KATH EEVIOTN)
e VYMAL emtimeda ovPKov 0EE0G GTO alipla, Ta 0ol UToPEl Vo TPOKAAEGOLY 0VPIKN apbpitida
(vmepovpryopio) (ENUEVO ovpkd 0ED OULATOG)
e nmatikn PAGPN Tov Tpokadeitol amd amdPpPatn WKPOV EAEPOV EVTOG TOV HTATOG
(pAePoamoppakTiki VOGOGC)
® 01 TVELHOVEG OEV AEITOVPYOLV OTt®G Dol ETPETE, L€ AMOTEAEGLO. LEYOAO TPOPAN LD TNV
avamvon (OVOTVELGTIKY| OVETAPKELQ)
TPNELLO KA VYPO GTOVG TVEVLOVES (TVELLLOVIKO 010MLLaL)
PAEYUOV] TOV TVELUOVOV (JIALEST] TVELLOVOTTAOELN)
U1 QUGIOAOYIKEG OKTIVOYPOPIEG TVEVIOVMV (TTVELLLOVIKT OO 0m)
aoppayio omd Tov TVEHOVE (TVEVLLOVIKY] apLopporyior)
amovcia amoppdPNoNg ToV 0EVYOVOL GToV TVELLOVE (VTTo&ia)
eEhvOnuo e eEoykmpévo déppa (KnAdoPAaTIdOMdEC eEAvON L)
vOGOC OV KAVEL TOL 0GTA VO YIVOLV AYOTEPO TLUKVA, TLO ALOVVALLN, TTLO EVOPAVCTA Kot
TOavOTEPO VO GTTAGOVY (0GTEOTOPWOOT))
e qvtidopaomn oto onueio TG éveong

2ravies (umopel va emnpedoovy €ng 1 ota 1.000 dropa):

e cofapdg mOVog 6Ta 00Td, TOV Bdpaka, To Evepo N TIC apHPDOCELS (SPETAVOKVTTAPIKT avatpLio
He kpiomn)

o Capvikn ameAntikn yio tn {on aAlepykn avtidpaon (ava@uAakTikny avtidpacn)

e 1OVOC Kot TPNEWO OTIS apfpdaelc, Tapdpola pe ovpikn apdpitida (yevdomoddypa)

® Ui aAloyn oToV TPOTO TOV TO GO 6ag PLOUILEL Ta VYPE EVTOC TOV GMUNTOC KoL UTOpEl va,
oonynoel g TpHEo (SotapayEc OYKOL VYPOV)

®  (PAEYUOVI TOV OLLOPOPOV AyYEIMV TOV dEPUATOG (OEPLOTIKT QyYEUTION)

®  PBoBuKOKKIVOL YPOUATOG, SIOYKMUEVEG, EXDIVVES TANYEG GTO. AKPO. KO OPIGUEVEG POPEG OTO
TPOCHOTO KOl GTOV AULUO e TUPETO (cVVOpoUo Sweet)
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eMOEVOOT PELUOTOELOOVG apBpitidag

acvVNONG aAAay"| 6Ta ovpa

HELOUEVT] 0GTIKT TUKVOTNTO

QAEYLOVA TNG 0OPTNG (TOL HEYAAOV OLOPOPOV ayYEIOL TO OTOT0 PeTAPEPEL aipla amd TNV
Kapdld oTov opyovicouod), BA. Tapdypapo 2

®  OYNUOTIOUOC OHOGPALPIOY EKTOC TOL HVEAOD TV 06TOV (eE®UVEMKT apomoinon)

Ava@opd avemOounTOV gvepyELOV

Edv mapatmpnoete kamowo avemBOUNTN EVEPYELD, EVILEPDOTE TOV YIOTPO, TOV QAPUAKOTOL0 1)
TOV/TNV VOGOKOUO 60G. AVTo 1oy0eL Kot Yo, k0O mBovi) avemBOUNTN EVEPYELX TOV OEV OVAPEPETOL
GTO TAPOV GUAAO 00N YLDV ¥pNoNG. Mmopeite eniong va avaeEpeTe avemBOUNTEG eVEPYELeC amevbeiog,
UEC® TOV EBVIKOV GLGTNUATOG AVOPOPAS TOV avaypaeeTon 6to [lapdpnuae V. Mécm g avaeopdic
AvemBOUNTOV EVEPYEIDY UTOPEITE VO fONONGETE GTI GLALOYT| TEPIGGHTEPOV TANPOPOPLOV CYETIKA
LE TNV AGPAAELD TOV TUPOVTOG POPLLAKOV.

5. Iog va poidscete To Tevagrastim
To @appako ovtd TPETEL VO PUAACOETAL GE PEPT TTOV OgV TO PAETOVV Kot OgV TO POGVOVV Ta A1,

No pn ¥pMoIoToLEiTe 0VTO TO PAPLOKO LETE TNV Mepounvia AMENG OV avapEPETAL 0TO EMTEPIKO
KOLTI KoL TNV TpoyepIopév ovptyya petd v EXP. H nuepounvia AnéEng eival n tedevtaio nuépa
TOL UNVO TTOL OVOQEPETOL EKEL.

duvrdooete og yoyeio (2 °C — 8 °C).

Evtog ¢ d1dpketog Cmng Tov Kat yio Ypror 6€ TEPmaTnTIKOVS acbevei, To mpoidv pumopel vo Pyet
amo 1o yoyeio (2 °C — 8 °C) ka1 vo puiaydel o Oepuoxpoacio puéypt 25 °C yuo pio pévo mepiodo

4 nuepmv to péytoto. Eav dev ypnoyomoindel eviog 4 nuepav, to Tpoidv umopei va euioydei Eava
010 Yoyeio (2 °C — 8 °C) uéypt v nuepounvio ANéEng. Amoppiyte T GVPLyyeg v puAaybovv og
Bepuoxpacio peyarvtepn and 8 °C yio meptocdTepeg amd 4 NUEPEC.

No pn xpnoonoteite avtd T0 QapLaKo 4V Topatnprnoete Boiepdtnta 1 copatidla Léca o€ avTo.

Mnv metéite @APUAKO GTO VEPO TNG AMOYETEVLGNE 1| 0T O1KLaKE amoppippata. Potiote tov
(POPLLOKOTTOLO GOG Y10, TO TG VO TETAEETE TA, PAPLAKO TTOV OEV XPNOIUOTOELTE Tl AVTd T pPéTpa Ol
BonBnoovv oty Tpoctacia Tov TePPAAAOVTOC.

6. Mepreyopeva TG GVOKEVAGIAG KO AOUTEG TANPOPOPIES

T egpréyer To Tevagrastim

- H dpaoctikn ovoia givar | pikypaoctipn. Kébe ml Stoddpotog yia éveon/yyvon mepiéyet
60 exatoppvpra d1ebveic povadeg [MIU] (600 pukpoypappdpior) GIAYpOSTIUNC.
Tevagrastim 30 MIU/0,5 ml: KaBe npoyepuouévn ovpryya tepiéyet 30 exatoppdpia diebveic
povadeg [MIU] (300 pkpoypappdpia) eihypactiung og 0,5 ml dtedvpatoc.
Tevagrastim 48 MIU/0,8 ml: Kabe npoyepuopévn ovpryya nepiéyetl 48 sxatoppipia diebveig
povéadec [MIU] (480 wikpoypoappdpia) eiiypootiung o€ 0,8 ml dtadvporoc.

- Ta dAAa cuotatikd givat: Yopo&eidto vatpiov, mayopuopeo 0&iko 0&d, copPitdoin, TolvcopPikd
80, DOwp Yl EVECIUAL.

Epgavien tov Tevagrastim kou aepieyopeva TG 6VOKELOGIG

To Tevagrastim givat evEso S1GAVUA/SEAV O Yio £YXVOT| GE TPOYELUGHEVT ovptyya. To Tevagrastim
gtvar éva drovyég kot dypopo dtddvpa. Kabe tpoyspiopévn obpryya mepiéyet gite 0,5 ml gite 0,8 ml
StoAOpOTOC.
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To Tevagrastim diatifetol oe cuokevaoieg pe 1, 51 10 Tpoyepiopéves GVPyyeg | TOAVGVGKEVOGIES
pe 10 (2 ocvokevacieg TV 5) TPoyeMOUEVES GUPLYYEG Le PEAOVI GOpLyyaG Kot e 1) Xopig
TPOSTATELTIKO KéAvppa BeEAOVNG. Mmopel va Unv KukAOQOpovV OAEC 01 CLUGKEVLAGIEC.

Kéroyog Aderag Kvkhopopiog
TEVA GmbH

Graf-Arco-Stral3e 3

89079 Ulm

Teppovia

Hopaokevacti)g
Merckle GmbH
Graf-Arco-Stralle 3
89079 Ulm
Teppavia

T omoladfmote TANPOoEOpia GYETIKA LE TO TOPHV POPUOUKEVTIKO TPOIdV, TapaKaieiche va
angvbvvieite otov TomIKO avTITpOc®To Tov Katdyov tng Adstog Kvukhopopiog.

Belgié/Belgique/Belgien Lietuva
Teva Pharma Belgium N.V./S.A./AG UAB Teva Baltics
Tél/Tel: +32 38207373 Tel: +370 52660203
Buarapus Luxembourg/Luxemburg
Tesa ®apma EAJ] Teva Pharma Belgium N.V./S.A./AG
Ten.: +359 24899585 Belgique/Belgien

Tél/Tel: +32 38207373
Ceska republika Magyarorszag
Teva Pharmaceuticals CR, s.r.o. Teva Gyogyszergyar Zrt.
Tel: +420 251007111 Tel.: +36 12886400
Danmark Malta
Teva Denmark A/S Teva Pharmaceuticals Ireland
TIf.. +45 44985511 L-Irlanda

Tel: +44 2075407117
Deutschland Nederland
TEVA GmbH Teva Nederland B.V.
Tel: +49 73140208 Tel: +31 8000228400
Eesti Norge
UAB Teva Baltics Eesti filiaal Teva Norway AS
Tel: +372 6610801 TIf: +47 66775590
E)\Mada Osterreich
TEVA HELLAS AE. ratiopharm Arzneimittel Vertriebs-GmbH
TnA: +30 2118805000 Tel: +43 1970070
Espafa Polska
Teva Pharma, S.L.U. Teva Pharmaceuticals Polska Sp. z o.0.
Tel: +34 913873280 Tel.: +48 223459300
France Portugal
Teva Santé Teva Pharma - Produtos Farmacéuticos, Lda.
Tél: +33 155917800 Tel: +351 214767550
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Hrvatska
Pliva Hrvatska d.o.o.
Tel: +385 13720000

Ireland
Teva Pharmaceuticals Ireland
Tel: +44 2075407117

island
Teva Pharma Iceland ehf.
Simi: +354 5503300

Italia
Teva ltalia S.r.l.
Tel: +39 028917981

Romania
Teva Pharmaceuticals S.R.L.
Tel: +40 212306524

Slovenija
Pliva Ljubljana d.o.0.
Tel: +386 15890390

Slovenska republika
TEVA Pharmaceuticals Slovakia s.r.o.
Tel: +421 257267911

Suomi/Finland
Teva Finland Oy
Puh/Tel: +358 201805900

Kvbzpog Sverige

TEVA HELLAS AE. Teva Sweden AB

EALGda Tel: +46 42121100

TnA: +30 2118805000

Latvija United Kingdom (Northern Ireland)
UAB Teva Baltics filiale Latvija Teva Pharmaceuticals Ireland

Tel: +371 67323666 Ireland
Tel: +44 2075407117
To wapdv AL 00N YIOV xpioNS avaBewp1Onke Yo TEAevTOI0 Popd oTic {MM/EEEE}

Agmtopepeic TAnpopopieg Yo 10 PappoKo avtd givor dabéoieg oto diktvako TOTo Tov Evponaikon
Opyavicpod Gopudkmv: https://www.ema.europa.eu.

7. IIinpo@opicg Yo avToyopiynon éveong

AVt 1 EVOTNTA TEPIEYEL TTANPOPOPIES Y10 TOV TPOTO LIE TOV OTOI0 PMOPEITE VO KAVETE POVOL OOG TNV
éveon Tevagrastim. Eivar onpavtikd va pnv enyelpfoete va kavete £veon LOVOL 6OG, TOPA LOVO EQV
€yete ekmondevtel £101KA amd Tov ylotpo 1 T voonievtpla. Edv dev glote oiyovpor i) éxete amopieg
GYETIKA LLE TNV OVTOYOPNYNOoN TNG £veong, (ntote T Pondeta Tov yotpov N TG VOGNAEDTPLOC.

Eivat onpovtikd vo amoppintete Tig ¥p1CLOTOMUEVEC GUPLYYEC GE AOLITPNTO, AVOEKTIKO TEPLEKTY).

[og va kave v éveon Tevagrastim 6tov €0vTo pov;

[Ipémet va Khvete TV €veon oTov 1616 OV Ppicketan akpPdS KAT® amd To dEpa. AVTOG 0 TPOTOG
glval Yvoot1dg o¢ vrodopia Eveor). [Ipémel va KAVETE TIg eVEGELC TNV 10100 TEPITOL YPOVIKT GTUYUN
KaOnpepva.

O g&omhopdg wov Oa ypelacteite

T va avtoyopnynoete o vrodopia £veon), Oa ypelactelte:

- pio Tpoyepopévn cvpryya pe Tevagrastim:

- UOVINAGKLO EUTOTIGUEVO LE OVOTTVEV LA, 1] KATL 0VIAOYO"

- £vay adtdTpnTo, avOeKTIKO TEPLEKTY (TAOGTIKO TEPLEKTY] OV TTOPEXETOL A0 TO VOGOKOUEIO 1 TO
(QOPUOKELD) YLOL TNV AGOAAT OTOPPIYT) TV YPTCLUOTOMUEVOY GUPLYYDV.

Tvpémer vo KAve TpoTol yopnyno® v vroddpra éveon pe Tevagrastim otov €0vTd pov;
1. [Ipocmabnote va avtoyopnyeite v éveon Ty 1010 Tepimov ¥povikn oTiyun Kabnuepvd.

2. BydAte v mpoyepuopévn oopryya pe Tevagrastim and to yoyelo.
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3. EXéyEte v nuepounvia ARENG TOL avaypAPETAL GTN GUOVGT TNG TPOYEUICUEVIC GUPLYYOS
(EXP). Mnv ) ypnoponomoete edv £xel TapéAetl | TeElevtaia NUEPO TOV PHVA TOV

VALY PAPETOL.

4, EXéyEte v gppdvion tov Tevagrastim. [pénet va givan €va danyég kot dypopo vypd. Eav
VIAPYOLV COUOTION LEGH GE AVTO, OEV TPEMEL VO TO YPN|CUYLOTOCETE.

5. IMo va kévete mo aveta tnv €veon), ANOTE TV TPOYEUICUEVT] GUPLYYQ VO Topapeiver emt

30 Aemtd, dote v gTacel o€ Oepuokpacio SwUATION, 1 KPATNOTE TNV TPOYELGUEVT] GUPLYYO
ATOAG OTNV TOAGUN GOG Yo Alya Aemwtd. Mnv Oepuaivete to Tevagrastim pe omolovonmote GALO
TpoOmo (Y10 TopAdELy O, UNV TO BEPLOIVETE GE POVPVO LUKPOKVUATOV 1 6€ (E0TO vEPOD).

6. Mnv agaipeite To KAV TG CUPLYYOS TAPA LOVO OTAV EI0TE ETOLOL Y100 TNV EVEOT).
7. IlDYvete oyolactikd ta yépia cag.
8. EmAéEre pia dvetn, koAd @oTIGUEVT ETPAVELD KOl TOTODETNOTE OAN TO AVTIKEILEVO TTOV

XPEBLEDTE G AMOCTUCT OTOV UTOPEITE VO, TOL PTAVETE (TNV TPOYEUGUEVT] COPLYYA. LLE TO
Tevagrastim, T0, EUTOTIGUEVA LOVINAGKLO GE OVOTVELUA KOl TOV 0d10TPNTO OVOEKTIKO
TEPLEKTY).

Mg yiveror 1] mpoeTolpacio TS yopnynons s éveong Tevagrastim;

Ipwv kévete v éveon Tevagrastim, Tpémnel va KAVETE To akOAoVOQL!

1. Kpatnote ) o0ptyya Kot a@apEote omaAd TO KAAVULO amd TN BeEAOVA, Y®PIC Vo TO GTPEQETE.
Tpapnéte evbeia, OT®G Qaivetar oTic eikdvec 1 kot 2. Mnyv ayyilete tn Belova ko unv wbeite
T0 éuPoro.

i1 ! 2

2. Mmropel va mapatnpnoeTe tio iKpn QUoAAda aépo 0TV TPOYEUIoUEVT G0ptyya. Edv
VRLAPYOLV PLGOMOES AEPA, KTUTNOTE ATAAL T1 GVPLYYA e To SAKTVAL GOG HEYPL Va ovEABoVY
01 QUGOAIdEC 0épa 6TO ETAV® UEPOG TNG cVPLYYOS. Me TV cuptyyd va dEiyVeL TPOS T TAV®,
aPAPESTE OLO TOV aépa and TN cVptyyo 0wddvtog To EUPOA0 TPOS TO TAVM.

3. Yrdpyet po KApoKo Tdve otov KOAWVIPO TG cvptyyoc. Q0Mote to Euporo Emg Tov aptBpd
(ml) Téve otn cHPLYYa TOL AVTIGTOLKEL TN dO0T TOV Tevagrastim Tov Gog el YOpTYNGEL O
YTPOS GOG.

4, EXéyEte méh yio va PBeParmbeite 6TL ot cvpryya Bpicketal n cwotq d6om tov Tevagrastim.

5 Topa propeite vo ypNGLLOTOMGETE TV TPOYEUGUEVT] GVPLYYOL.

Y& oo onpeio TpEmeL va KAvo v éveon;

Ta TAéov KatdAAnio onpeia Yo va avtoyopnynoete v £veon givat:

- TO EMAVO PEPOC TAOV UNPOV GG KoL

- 1 KOWAMOKN XD, EKTOG TG TEPLOYNG YOP® 0o TOV OUPaAd (BA. ekdva 3).
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Edv cag kéver nv éveon kdmolog GAAog, pmopet emiong va ypnoionondei  ticom TAELPAE TOV
umpdromv cag (PA. ewdva 4).

Eivar kaAvtepa va aAlalete o onpueio yopnynong g éveong kadnuepva yio va aropgvydei o
Kivouvog epediopov evog onpeiov yopnynong.

g yiveron 1] avtoyopynon e £veong;

1. ATOAVUAVETE TO OMPEIO YOPNYNONG TNG EVECT|G XPTCLLOTOIDVTOG £VOL LOVTNAGKL LLE OLVOTTVEL LA
KO TOUNOTE TO SEPLLO LETAED TOV AVTIXELPO KO TOV OEIKT Gag, Yopig va To opiyyete (PA.
gwova 5).

2. Eicdyete mApac t Peddva oto déppa, Ommc cog el OeIEEL 1] VOOTAEDTPLA 1] O YITPOS GOG
(B\. ewcdva 6).

3. Tpapnéte AMyo to uPoiro yia va eAéyEete OTL dev €xel Yivel 14TpMoT KATOL0L OLOPOPOV

ayyeiov. Edv deite aipa ot ovpryya, agaipéote tn fEAOVa Kot ETOVEIGAYETE TN GE GALO

onueio.

Evéoate 10 vypd apyd Kot opotdpopea, eE0KoA0VODOVTG Vo KPATATE TO dEPLLO GOC TOLUTNUEVO.

Evécate povo tm 066m mov oag EYEL YOPNYNOEL O YIUTPOS GOC.

Aov gyyboete To VYPO, APaPEoTE TN PEAOVA Kot EAVOEPMOTE TO dEPO GOG.

Na ypnopomnoteite pio povo cHptyya yio pio £veon. Mn ypnoLoTOLEITE OTOLOONTOTE TOGOTNTA

tov Tevagrastim mov pmopel va, £yl amopeivel otn cOPLYYa.

No ok

Na Qvpdote
Edv avtyietonicete onolwdnmote mpofAinuata, pun diotdoete va (ntoete fondeia kot cupPovAéc and

TO Y1TPO 1] TN VOGNAEVTPLA GO,

Anoppl\yn XPNOLLOTOMPEVAOV GLPTYYOV
Mnyv enavotonodeTeiTe TO KAAVUULO OTIC YPNOOTOINUEVES PELOVEC,.

- TonoBetoTE TIC YPNOUOTOMNUEVES CVPLYYES GTOV ASIATPNTO, OVOEKTIKO TEPLEKTN KOl KPATHOTE
ToV TTEPLEKTN o€ onpeio mov dev PAEmOLV Kat dev mpoceyyilovv Ta Tadd.

- AmoppiyTe TOV YEUATO adLATPNTO, OVOEKTIKO TEPIEKTT GOUPDVO. JE TIG 0ONYIES TOV Y1OTPOD, TNG
VOoNAEDTPLOG 1] TOV PAPUAKOTOLOD GOG.

- Mnyv tomofeteite TOTE TIG GUPLYYEG OV EXETE YPTOLLOTOUCEL GE KAVOVIKO KAGO OIKIOKMV
OTTOPPUUATOV.
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8. O TAnpo@opisg Tov 0K0AOVOOVV aTEVOVVOVTUL HOVO OE ETAYYEANATIES TOV TOPED TNG
vygwovo kg wepidaiyng:

To Tevagrastim dgv mepi€xel cuvinpnTikd. o va amopgvybel o mbavog Kivouvoc pikpoPlakng
uéivveong, ot cOptyyeg Tov Tevagrastim mpoopilovrar yuo pio povo ypnon.

H tuyoio éxBeon oe Beppokpaciec yoéng dev emnpedlel apvntikd tnv otabepodtnta tov Tevagrastim.

To Tevagrastim dev TPETEL VO OPOLDVETAL LE SLAAV LA YADPLOVYOV VATPIoL. AVTO TO POPUUKEVTIKO
TPOTOV OEV TPEMEL VO, AVOUELYVOETAL UE GALD PAPUOKEVTIKA TPOIOVTO EKTOG QUTAOV TOV ALVOPEPOVTOL
mopoakdte. H apaiopévn eikypaotipun propel va mpospo@ndei o yoaii Kot TAAGTIKAE VAIKE, EKTOC
gdv gtvar apotopévn, OTMG avVaQEPETAL TOPOKATO.

Av amouteitan, To Tevagrastim propei va apaimBei oe dSidhvpa yAvkding 50 mg/ml (5%) yua Eyyoon.
e kopio tepintwon dev cuvicotdton 1| apaimor o€ TEMKN cLYKEVTp®ON Hkpdtepn tov 0,2 MIU

(2 pg) ava ml. To dudlvpo mpémet vo. emibempeitor ontikd mpwv ypnoipomombel. TIpémet va
YPTNOLLUOTOLOVVTOL LOVO S10nyn SteAd AT Yopic copatidwn. Xe acdeveic Tov vrofdiloviol oe
Oepameio pe lypoaotiun apoaiouévn o€ ouykevtphoelg pikpotepeg tov 1,5 MIU (15 ug) avé ml,
npémel va Tpoatifetar avOpdmivn Aevkopativy opod (HSA) otnv tehkn cvykévipmon tov 2 mg/ml.
Hapdaderypo: Xe teduco 0yko éveong 20 ml, o1 GuVOAIKEG dOGELS PIAYPACTIUNG TTOL Etvol LIKPOTEPES
a6 30 MIU (300 ug) mpémet va, yopnyobvtor pe thv mpoctnkn 0,2 ml dteddpotog avOpdmivrg
Aevkopativng 200 mg/ml (20%). Otov apardvetar o dtddlvpa YAvkolng 50 mg/ml (5%) yw £yyvon,
1o Tevagrastim givor copfotod pe Yookl Kot mokidio TAAcTIKGV, 0Ttmg PVC, moivoiepivn (éva
GUUTOAVUEPEG TOAVTPOTLAEVIOL KOt TOAVABVAEVIOV) Kol TOAVTPOTLAEVIO.

Metd and v apaioon: H ynuikn kot puoikn otabepdtnTa }pnong Tov apalopuévov SoAdaTog yio
&yyvon €xetl kataderydei yia 24 dpeg otovg 2 °C €wg 8 °C. Amd pikpoPlodoyikng dmoyng, To Tpoiov
TPETEL VAL AP CLUOTOLEITAL ApESMG. AV OV YpnooTomBel apésme, o ypodvog LAAENG Katd T ¥p1on
KoL 01 GVVONKES TPV TNV YpRNoT givar evBHVN Tov ¥PNOTN KoL VIO KOVOVIKEG GLUVONKEG Oev TTPEMEL VoL
vrepPaivouv T1g 24 dpeg 6tovg 2 °C g 8 °C, ekT10g av 1 apaimoTn EYeL YiVEL GE EAEYYOUEVEG KOl
OTOJEOELYLEVES AOTTITIKES GLUVOTKES.

Xpnon Tne TpoyEMoUEVNS GVPLYYOC YWOPIC TPOGTATEVTIKO KAALUUO BEAOVNC

Xopnynote T 6061 GOUPOVE, LE TO TUTIKO TPOTOKOAAO.

Amodppiyn

Ka0e aypnoionointo poidv 1 VTOAEWUN TPETEL VO OTOPPITTETOL COUPDVOL LE TIG KOTA TOTOVG
10(OOVCEG OYETIKEG OLUTAEELS.
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®viro odnYrOV rpiong: IIAnpogopiss yro Tov yp1otn

Tevagrastim 30 MIU/0,5 ml gvéoipno duvaropa/Sraivpa yro £yyven
Tevagrastim 48 M1U/0,8 ml gvéoipo dvaropa/Sraivpa yro £yyven

QUYpOOTIUN

AP aoTE TPOGEKTIKG 0ALOKANPO TO QVALO 00N YLAOV YP1OIS TPLY UPYIGETE VO, (PN GLUOTOLEITE

oVTo TO PAPNOKO, OLOTL TEPLLUUPAVEL CNUAVTIKES TANPOPOPIES VIO GUC.

- DuAGETE 0VTO TO PUALO 00T Y1V Ypriong. Towg xpelaotel va To dafdacete Eavd.

- Edv éxete mepontépo amopieg, poTNOTE TOV Y10TPO, TOV QAPHOKOTOLO 1} TOV VOGOKOLO GOLC.

- H ocvvtayn yio avtd 10 eappoko xopnyndnke amokAeloTikd yio oag. Agv Tpémel vo SMGETE TO
PapuoKo o€ GALOVG. MTopel va Tovg TPOKOAESEL PAGPT], OKOLO KOt OTOV TO GUUTTMLOTO, TNG
ac0Eveldg Tovg givarl id1a pe ta Sk Gog.

- Edv mapatnproete Kamoo avemBOunTn evEpyELd, EVILEPMDOTE TOV YIALTPO, TOV POPLOKOTOLO 1|
TOV VOGOKOLO GOG. AVTO 1oY0EL Kot Yl KAOE mBav ovemBOUN TN EVEPYELD TOV OEV OVOPEPETAL
G7T0 TAPOV GUAAO 0dNYIDV ¥prions. BAéne mapdypago 4.

T epLéyeL 1o TapoOv UALO 0ONYLOV:

T eivan to Tevagrastim kot ot €ivoi 1 ¢pNomn Tov

T npémer va yvopilete mpiv ypnoonotioete to Tevagrastim

[Twg va ypnoworotoete 1o Tevagrastim

[TBavég avemBounteg evépyeteg

g va puidooete to Tevagrastim

[epreydpeva g cuokevasiog Kot Aomég TANpoPopieg

[TAnpogopieg yio avtoyopnyNnom Eveong

O TAnpo@opieg mov akoAovBolV amevBivovTal LOVO GE ETOYYEALATIEG TOV TOUED TNG
VYEOVOKNG TEPIBoiymc

N GAM~LNE

1. T givor To Tevagrastim ko wova givar 1 p1)61 TOV

T givan To Tevagrastim

To Tevagrastim givatl £vog ovéNTIKOG TOPAYOVTAG TMV AEVKOKVTTAP®OV (TApAyoVTag O1EYEPCNC
OTOIKLMV KOKKIOKVTTAP®V) KOl 0ViKEL € pia katnyopio eapudkmv mov ovopdiovtol kutokiveg. Ot
ovénrtikol Tapdyovieg eival TPOTEIVEG TOL TAPAYOVTOL PLUGLOAOYIKE OO TOV OPYUVIGHO, OAAG
umopohv EMioNG Vo TAPUCKELAGTOVY LE XPNoN Proteyvoroyiog, Yio vo xpnoilononfodv g eAaproKa.
To Tevagrastim dpa EVOLVOUDVOVTAG TOV LDEAD TMV 00TMV, MGTE VO TAPAYEL TEPIGGOTEPQ
AELKOKVTTOPO.

Iowa givar 1 gpfon Tov Tevagrastim

Toyov peiwon otov apBpd Tmv AevkokvtTdpwv (ovdeteponevia) pumopel vo cupuPel A0yw moAA®Y
LTIV Kot KaB1oTd TOV 0pYavIGHO 6o¢ AMYOTEPO IKOVO VO KATOTOAEUNGEL TIG AotudEelc. To
Tevagrastim dieyeipel Tov LOELO TOV 06TOV, BOTE VO, TOPAYEL YPTYOPO. VEQ AEVKOKVTTOPA.

To Tevagrastim pnopei va ypnoipomomel

- Yo TNV avénon Tov aptdpod TV AEVKOKVTTAP®Y, HETA 0o aymyn ue ynuetodepameio, yio va
Bonbnoetl oty TPOANYN TV AOPUDEEDV.

- Yo TNV a0ENGM TOL aPlBUOD TOV AEVKOKVTTAP®YV, LETE OO LETAUOGYEVOT] LUELOD TOV OGTMV,
v vo Bonbnoet oty TpdAnym Tov AoUGEE®V.

- TPV oo ynueodepaneio VYNAGOY SOGEDV, MGTE O PVEAOG TV OGTAOV VO TAPAYEL TEPIGSOTEPQ
BAactokdTTOpa, TO OTToio UIopovV va cuALeXBovV Kol va oag emavayopnyndodv petd
Oepamneia cag. Avtd propovv va Anehovv and £6dc 1 and Evav d6tr. Ta PAacTtokdTTopa Ba
EMGTPEYOVV GTI] GUVEYELD GTOV HVEAD TOV 0GTOV Kol O Tapdyouy KOTTOP TOL OiUATOG.

- Yo TNV avENGM ToL aplBpod TOV AEVKOKVTTAP®Y, GE TEPIMTMOT TOV TACKETE OO GOPapn
XPOVIO 0VOETEPOTEVIQ, Y10, Va. fonBNCEL GTNV TPOANYT TV AOUDEEWV.
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- o€ acbeveig pe Tpoympnuévn Aoipmén amd tov 10 HIV, mov Ba fondrcet ot peiwon tov
KIVOUVOL TV AOUMEEWDV.

2. Tvnpémer vo yvopilete Tpwv va ypnoiporonjcete To Tevagrastim

Mnyv gpnorpomonjcete To Tevagrastim
- o€ MEPIMTOOTN aAlepying oTN QIAYPACTIUN 1| G OTO0ONTOTE GALO 0O TOL GLGTATIKA AVTOL TOV
QOPUAKOV (OVaPEPOVTUL GTNV TOPAYpapo 6).

Ipocidonomosig kot TpoPuAGEeLS
AmevBuvbeite 6TOV Y10TPO, TOV GUPLAKOTOLO 1] TOV VOGOKOWO GO TTPLV YPNCULOTO|GETE TO
Tevagrastim

Evnuepoaote tov yuotpd oag mpiv Eekivnoete T Oepaneio £dv TaoyETE OMO:
- OPETOVOKVLTTOPIKN avaLpico, KaOmMG avTd TO PAPHOKO {0MG TPOKAAEGEL SPETAVOKVTTOPIKT Kpion
- 00TE0TOPMOT (VOGOG TV 0GTMV).

AmevBuvbeite otov Y10Tpd GOg Apeca Katd tnv didpkela tng Oepaneing pe Tevagrastim, o€

TEPITTOON TOL:

- Tapovclioete EaQVIKA onueio aAlepyiog Ommg e£vOnua, eayovpa 1 KvidmGon Tov dEPUATOG,
TPNELLO TOV TPOGMTOV, TMV XEMDV, TNG YADGGG 1] GALDV LEPDV TOV CAOLATOC, AUYAVIOGLLA,
GUPLYHO 1 TPOPALOTA GTNV AVATVOT], KOUOMG 0LTA UTOPEL VoL AoTEAOVY onpeia Log GoPapng
aAAepYIKNG avTidpaon (vepevaicOncio).

- EUPAVICETE POVOKMOA GTO TPOGMOTO GOG 1| GTOVS OGTPAYAAOVG GOG, Aie GTA 0VPO GOG 1) OVPO.
YPDUATOG KOQE 1) TAPATPNOETE OTL OVPEiTe AyoTEPO b O,TL VYOG (oTEPOUATOVEPPITION).

- £€xete TOVO GTNV aPLoTEPT AV KOTMOKT XDPa, TOVO KAT® omd To aploTepd TAELPA 1| TNV
KOPLON TOL OPLETEPOV GOG MU0V (AVTA UTOPEL VO EIVOL GUUTTOUATA O10YKMUEVOL CTATVA
(ominvopeyaiio) 1| mBavig pENG oTAvVA).

- TOPATNPNCETE OCVVNOGTY apoppayic | LOAGTICUO (VT UTOPEl Vo EIVAL CUUTTOUATOL
peimong tov aplfuov tev aporetariov (Opoppomevia), omdTe TO Qipe GOG EYEL LELOUEVN
KovoTnTo TENG).

- £XETE CUUTTMOUATO PAEYLOVIG TG AOPTHG (TOV PEYAAOL ALOPOPOL TO OTOT0 UETAPEPEL CipLaL
amd TV Kapdld 6ToV 0pyaviGud), avutd £xel avapepbel oravimg o kopkvonadeis aoBevels Kot
o€ vyteig 60tec. Ta cupmtdpate propet vo TepAapPBavouy Tupetd, KOMaKO GAYOC, Kakovyia,
0GLAAYiO Kot avENIEVOLGS deikTeg PAgyLOVIG. EviuepmaTte Tov Y10Tpo GOg GTNV TEPINTOOT)
OV TTAPOVGLALETE TETOL0 GUUTTMOLUATO.

ATOLELN. OVTUTOKPLONG OTV PLAYPOCTIN)

Edv mapovoidoete andAielo avTomoKpiong 1 advuvapio dlatnpnong aviarokpiong otn Oepaneio pe
QUAYpaoTiUN, 0 YI0TpOG Gag Oa S1epeuVNGEL Ta aiTlo GLUTEPIAOUPAVOLEVOL TOVL €AV £XETE OVATTOEEL
OVTICOUOTO TOL EEOVOETEPMVOLV TNV dPAGCT TNG GIAYPACTIUNG.

O yatpog oag pumopel va Bednoet va cag mapakoiovdel otevd, deite TNV Topdypapo 4 Tov POAAOD
odnydv yprons.

Edv giote acbevig mov mdoyel amd cofopn xpovia ovdeteponevia, Umopel vo StaTpéyeTe Kivouvo va,
avamtOéeTe KapKivo Tov aipatog (Agvyoica, poehodvomiactikd cuvopopo [MDS]). O npénet va
amgvuBuvleite oTOV YIOTPO GOG GYETIKA LE TOVG KIVOUVOUG ELPAVIOTS KOPKIVMV TOV ailaTog KOt TOVG
eléyyoug mov Ba Tpémet vo TpaypaTonoovvTol. Edv epeavicete 1| eivar mBovo va sppavicete
KapKivovg Tov aipotog, dev Ba mpémel va ypnoyomomoste To Tevagrastim, eKTOG €GV GOG TO TTEL O
YTPOS GOC.

Edv giote 061N PractokvTtdpmv, | nhikia cog mpénel va givar peta&d 16 kot 60 etdv.
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IIpocé€te WOrnitepa pe GAro TPOIOVTA TOV SIEYEIPOVY TOL AEVKOKVTTUP.

To Tevagrastim givo éva Tpoidv amd o opddo TpoidvT®v Tov JEYEIPOVV TNV TOPAYWOYT TOV
Aevkokvttapav. O emayyeipatiog vyeiog mov oag mapakolovdel Oo Tpémel TAvToTE VO KOTAypApEL TO
aKPIPEC TPOIOV TOL YPNCYLOTOLEITE.

Alha @appoke kot Tevagrastim
Evnpepmaote tov yiatpd 1) TOV QOPUOKOTOLO GAG EGV YPNOLLOTOLELTE, EYETE TPOCPATA YPTCLLOTO|CEL
N UTOPEL VOL AP CLLOTOMGETE AALD QAP LLAKOL.

Kinon ko1 Oniaopdg
To Tevagrastim dev €xetl dokyaotel og ykveg 1| OnAdlovoeg yovaikec.

To Tevagrastim dev GUGTAVETAL KATA T SLAPKELD TNG EYKVUOGVVTG.

Etvat onpovtikd vo evpep®oeTe TO Y10TpO GOG EAV:
e ¢giote éykvog 1 Inhalete
e vouilete 0TI pmopel va giote £YKVOG M
o oyedualete va amokTHoeTE IOl
Edv peivere éykvog katd ) odpkela g Bepanceiag pe Tevagrastim, evnpep®dote TOV Y10Tpd GOC.

Ed&v ypnowonoteite to Tevagrastim, mpémet vo dStakdyete Tov ONAacpd, eKTOG GV 0 Y1aTPOC GOg GAG
oupPovAéyet S10POPETIKA.

O ynon KoL (EPLoROS pPNYEvVRATOV

To Tevagrastim pmwopel va €yl LIKPT EXIOPACT) OTNV IKAVITNTA GO 001YNONG KOL YEPIGLOV
unyovnuétov. To edppoko avtd pmopel vo mpokarécel {aAN. ZuvieTdTol Vo TEPILEVETE KOl Vo OEiTE
TOG VIOBETE LETA TN AYN VTOV TOV QPOPHAKOV KA TPOTOV OSTYNOETE 1) YEPIOTEITE UNYAVILLOTCL.

To Tevagrastim wepiéyel copprrorn

AvT16 T0 Qappako mepiEyel 50 mg copPiroAng oe kabe ml.

Lo evoopléfia ypron

H copfrtoéin sivar anyn ppovktdlng. Edv eoeic (1] To moudi cog) £xete kKAnpovopukn dvcavetio otnv
opovktoln (HFI), pia omdvia yevetikn datapayn, ecgic (1] To Toudi 60g) dev TPEMEL VoL TAPETE AVTO TO
oappakxo. AcBeveic pe HFI dev pmopoiv va dtoemdcsovy T opouktdlr, Tov Unopel va TpoKaAEGEL
coPapéc avemBounteg evépyetec. [lpénet va evnuepdoete Tov Y1aTpd Gog TPV TAPETE AVTO TO
oapuoko edv eoeic (1 To Toudi cog) £xete HFI 1 €dv 10 moudi cog dev pumopel mAéov va mapetl yYAvkd
QOYNTA 1 TOTA ENEWDN TPOKAAEITAL TAOM Y10 EUETO, EUETOG 1) £XEL SOVOAPESTEG EMIPACELG OTWS
(POVCK®LO, KPAUTES GTO GTOUAYL ) O1GPPOLaL.

To Tevagrastim wepiéyel vatpiro
To eappako avtd TepiEyel Aydtepo amd 1 mmol vatpiov (23 mg) avd Tpoyeopévn cuptyya, dnA.
OVLGLUOTIKA «EAEVOEPO VaTPiOLY.

3. Mo va ypnoepomonicete To Tevagrastim

[Tavtote va YpNGYOTOLEITE TO PAPLOKO CVTO AVOTNPA COUPOVA LE TIC 0OTYIES TOL YIOTPOV 1 TOL
pappakonoloV cag. Edv éxete appifolies, potiote TOV Y1I0TPO 1 TOV QAPUOKOTOLO GOG.

Iag yopnyeitar o Tevagrastim kot w660 TpémeL va Tap;
To Tevagrastim yoprysitat cuvnBmg og Kabnuepvi £éveon péca GTov 10TO oL PpickeTorl akpPog
KATm oo To dEpUa (YVOOTH ™G vIoddpla Eveon). Mmopet emiong va yopnyn0el og Kadnpepviy apyn

éveon péca otn PAEPa (Yvootn og evooeAéfia £yyvon). H cuviOng doom mowkiddel avaroya pe
voc0 60g Kat 1o Bapog cag. O yuutpds oog Oa oag el moco Tevagrastim Oa mpémet va mhpeTe.
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Acbeveig Tov vmofdriovial o HETUUOGYEVGT LVEAOD TV 0GTOV UETE 0o ynuetobepamneios:
Koavovikd 0a AdPete v mpmtn 8601 cag pe Tevagrastim tovddyiotov 24 dpeg LETA TN
mueoBepameio kol TOLAGYIGTOV 24 Dpeg LT TN LETAUOGYEVCT) TOL HVEAOD TV OGTAOV.

Eoeig 1 ta dropa mov cag ppovtilouv Pmopovv vo EKTUSELTOVY GTI YOPTYNOT VIOSOPLOV EVECEMV,
WoTE Vo pumopeite vo ovveyioete T Oepaneio oag Kat’ oikov. Q6T060, deV TPEMEL VOL TO EMLYELPNOETE
oVTO, EKTOC €4V £xeTE AAPEL TPADTO EXAPKT EKTOUIOEVOT) GO TOV EMAYYEALATIO VYELOG TTOL GOG
TapaKorlovOel.

I'o w660 Ka1po Oa yperactel va taipveo 1o Tevagrastim;

®a ypelootel va maipvete to Tevagrastim £0g 6Tov 0 apBOg TOV AEVKOKVTTAPMOV GOG VO Eivat
(QLOLOAOYIKOG. Oa Yivovton TaKTIKG £EETATELS aiaTog Yo TV TopoKoilovdnon tov apfpod Twv
AEVKOKLTTAP®V 6TOV 0pYavIGHO cagc. O yiatTpdg cag Ba cag met yio Tdso Kapd Ba ypelactel va
naipvete to Tevagrastim.

Xpion 6€ Too1a

To Tevagrastim yp1GLLOTOLEITAL GTNV AVTILETDOTIOT TOV TAII®V oL Aapfdvouy ynuetoepaneio
7OV TAoKOVV 0d cofapd YounAo aptud AeVKOKVTTAP®OY TOL aipotog (ovdetepomevia). H docoroyia
oTa oL TOV AauBavouy ynuetobepaneia givor 1 1010 OTWC GTOLES EVIAKEC.

Eav ypnowpomomosete peyorivtepn o0on Tevagrastim amd Tnv Kovoviki

Mnyv avédvete tn 60om Tov cog £xel dMoet 0 YoTpds oag. Edv ypnopomomoete peyalvtepn do6on
Tevagrastim amd TV KAVOVIKY, EMKOWMOVIOTE LUE TOV YLUTPO 1) TOV PUPLOKOTOLO G0 OGO TO SuvaTd
7O YPNYOpPO.

Edv Egyaoete va ypnoponomoere 10 Tevagrastim

Edv éxete yaoel pia éveon, 1 cog £xetl eyyvBel TOAD HIKp TOGOTNTA, EMKOIVOVIOTE LLE TOV YUTPO GOG
TO GUVTOUOTEPO OLVOTO. MMV TAPETE SITAN SOOT| Y10 VO OVATANPAOCETE OTOLAONTOTE OOGT) TOV
Eexaoate.

Edv éxete meptocoOTEPEG EPOTNOELS GYETIKA LLE TN YPTOT] AVTOV TOV PUPLAKOV, POTACTE TOV Y1UTPO,
TOV QUPHOKOTOL0 1) TOV VOGOKOUO GOG.

4. MBavég avemOBOUNTES EVEPYELEG

Onwc 6Ma Ta papuoKa, £T61 KAl 0VTO TO PAPLAKO UTOPEL VO TPOKAAEGEL OVETIOVOUNTEG EVEPYELES, OV
Kot 6gv TOPOVGLALoVTaL GE OAOVG TOVG AvOPMITOVC.

Inpovtikég avemlounTeg evépyeleg

Etvot onpoavtikd vo evnpep®oete 1o y1otpo oag dpeca

- 0€ MEPIMTMOT TOL EUPAVIGETE AAAEPYIKT] OVTIOPAOT], TOL TEPIAAUPAVEL advVapia, TTOCT TG
APTNPLOKNG TLESNG, OVGKOAMA GTNV avamTvor), TPNEWO TOV TPOoOTOL (avapuAagin), dEpUaTKO
eEhvOnuo, e&avonua pe eayovpa (kvidmon), TPREYO TOL TPOCHTOV, TOV YEIAIDV, TOV
GTOUATOG, TNG YADGGAG 1) TOV PapLYYO (oyyEl0010MUa) Kot TPOPANUO 6TV avaTvon
(dvomvol).

- 0€ TEPIMTOON OV ERPAVIcETE Pryo, TVPETO Kol SuGKOAIo otV avorvon (dvoTvoln), Kabmg
avTtd umopel va eivar onpeio tov cuvdpduov ogiag avomvevatikng dvoyépetog (ARDS).

- o€ MEPIMTOOT TOL EPPAVIcETE PAGPN GTOVE VEPPOLG GOG (CTEIPALOTOVEPPITION). ZTOVG
acBeveic mov Aappdvouv eikypaoctiun £xet mopatnpndel Propn tov veppdv. Emikotvoviote
AUESMC LLE TOV YIUTPO GOG EAV ELPAVICETE POVCKMLLO GTO TPAOGMTO 1] GTOVS OGTPOYAAOVG CAG,
aipo 6T 00pa 0ag 1 0VPO YPOUATOS KAPE N EAV TAPATNPNOETE OTL OVPEiTE AyOTEPO 0O O,TL
ocuvnbwg.

- €dv gpoavioete Kamowa 1| £va VVIVACUO TOV AKOAOVO®Y AVETIOVUNTOV EVEPYELDV:

. ddykwon N TpNEL0, TOV UITOPEL VoL GUVOEETAL [IE LELOUEVT) OVPNOT, SUGKOAMA GTNV
avamvon, Kotlakn ooykwon kot aicOnuoe mtAinpdtmrag kot yevikn aictnon kénwong. Ta
GUUTTOUOTO OVTE YEVIKA eppavilovtal pe Tayeic pubuove.
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Avtd pmopel va ival COUTTOUOTO UIAG TAONGTG TOL OVOUALETAL KGVVIPOUO SLOPVYNG
TPLLOEW MV KOl TPOKAAEL TNV S10PVYT TOV AiOTOG ATd T PKPA OLoPOpa. ayyeio LG 6TO
oMU 60G Ko xpetaleTal EMElyOVTOE 10TPIKT TopaKoAovONoM.

- 0€ MEPIMTOGT TOV EUPAVIGETE GLUVOVAGLO OTOIOVONTOTE OO TO, TOPOUKATO CLUTTMOUOTOL:

. TLPETOG N piym, N aicOnom Eviovou Yyiyovg, auénuévrn Kapdlakn cuyvotnTa, GOYXLoN M
ATOTPOGOVATOAMGUOG, SUGKOAIN GTIV AVATTVOY|, AKPAiog TOHVOG 1] Sucpopio Kol KOAAMIES
N OpOUEVO dEPLLOL.

Av1d Bo pmopovoav va elval GUUTTOUATO PLIKG TAONOTG TOV OVOUALETOL «onYaLio

(ovoualeton emiong «dNANTNPLOGT TOL AHHATOC»), Uidt GoPap] AOTH®EN Le AEYHOVMOT

AmOKPLoN OAOL TOV CAOUATOC, 1| OOl LTopEl va eivat ametAn Tk yio tn {on Kot vo omontel

enelyovca 10Tpkn epovtida.

- 0€ MEPIMTOGOT TOVL EUPAVIGETE TOVO GTNV APLGTEPT] AV KOTAOKT ¥DPA, TOVO KAT® atd TaL
APIOTEPA TAEVPA 1) TOVO GTNV KOPLPT TOV OUOV G0G, KaOMDG umopel va vrdpyel TpdfAnua pe
ToV GmAMVa 60G (S10YK®OOT ToL omANva (oTAnvoueyoiia) | pnén oTAnva,).

- o€ mepintwon mov Aoufavete Oepameia yio cofapn xpovia ovdETEPOTEVIN Ko ELPOVICETE aipal
ota ovpa oag (apatovpia). O yiorpdc oag pnopel va e€etdlel TakTikd Ta 00pa cog 6V
TOPOVCIACETE QTN TNV avemBounTn evépyela N av Ppedel Tpmteivn ota 00pa oG
(Tpwteivovpia).

Mo cuyvn avemiBountn evépyeta g xpnong tov Tevagrastim gival 0 TOVOC GTOVE POEG 1] T, OGTA
060G (LVOOGKEAETIKOG TTOVOG), 0 0T010G Bl LITOPOVCE VO OVTILETOTIOTEL LE TN ANYN KAACIKOV
QOPUAK®V Y10 TV avaKODELeT TOL TOVOL (avodlynTikd). e acbeveig mov vrokewTal 6
peTapdoyevon PAAGTOKVLTTAP®Y 1 LLEAOD TV 00TMV, puropei va cvuPel Avtidpacn Mooyedpatog
katd Egviotr) (GVHD). Avtn givot pia avtidpaon Tov KuTTap®v Tov d0TN EvavTl ToV acbevi| Tov
AapPBavel To HOGYELLA. ZNUAOLN KOl CUUTTAOUOTO TEPIAAUPAVOLY €EAVON LA OTIG TAAGLLES TV XEPLDV
M T0 TEALOTO TOV TOO®V Kol EAKT) Kol TANYEG GTO GTOU GOG, TO EVIEPO, TO NP, TO OEPLLA 1) T
pATie GOG, TOVG TVEVUOVES, TOV KOATO KoL TIS apOpdGELS.

2100¢ VY1Eic 80TEG PAAGTOKVLTTAPMV Uopel Vo Ttapatnpn el adénon TV AEVKOKVTTUP®Y TOV OiOTOG
(AevkokvuTTp®ON) KOl LEI®MON TOV OLUOTETAAIDV, 1 OTO10 LELOVEL TNV KAVOTNTO THENG TOL aipatdg
cog (BpopPomevia). Avtd Ba mapakorlovbodvtat amd ToV YIoTPO GO,

Mrnopei va are0av0site Tic axkdrov0eg avemOOunTeg evépysrec:

1100 ovyvéc (umopel va enmpedoovv tepiocotepa omd 1 ota 10 droua):
e pueimon tov aptBpol TOV AUOTETAAM®Y OV HEIMVEL TNV IKAVOTNTA THENG TOL OHLOTOC
(BpopPomevia)
YOUNAOG aplBpog epvBpokuttdpmy aipatog (ovorpio)
KeoAaAyio
duappota
€1ETOG
vavtio
aocvvnOng amdAela 1 apainor tpryydv (aAotekio)
aicOnuo kovpaong (k6Twon)
TOVOG Kot TPNEO TNV ENEVOVOT| TOV TEMTIKOD GCOANVO, TTOV EKTEIVETAL OO TO GTOLN £OG TOV
TPOKTO (PAeypovn frevvoydvov)
e TPeTdC (Tupesiay)

2oyvés (umopel va enmpedoovy ¢ 1 ota 10 dropa):
® QAeypoV] TV TVELUOVOV (Bpoyyitida)
AOTU®EN TOL AVAOTEPOL AVATVEVGTIKOD GUGTNHUATOG
ovporoipmén
HEL®UEVT 0peén
dvokoAio otov vvo (abmvia)
Cain
pelmpévn aicnon evarstnociog, Wiaitepa oto déppua (vrarstnocio)
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LOPUNYKIOG O 1) LOOSLOGUE TOV XEPLOV 1] TOV TOJIOV (TapoicOnocio)
YOUNAY aptnplokn mtieon (vwodToon)

VYNA aptnplokn mieon (vaéptacn)

Prixas

Pryxog pe aipa (apudmToon)

TOVOG GTO GTOLA KOl TOV (pAPLYYO (GTOUATOPAPLYYIKOG TOVOG)
aoppoayio omd T pot (eniotaln)

dvorkotoTnTo

TOVOG GTO GTOUO

SOYK®GN ToL NTToTog (NTaTopeyoiio)

gEavonuo

gpLOPOTNTA TOL dEPLOTOC (pVONULL)

poikol oracpol

7ovo¢ Katd v 0vpnon (dvcovpia)

ovog 6710 Odpaka

ToOVOGg

yevikevpévn advvapio (eacBévion)

veviko aicnuo adiabesiog (kakovyio)

TpNn&o ota ¥Epta Ko T, OO0 (TEPLPEPIKO 0idN L)
avénon TV emmEdmV oplopévey VDUV GTO oipa
petaforég otic Proynuikég eEETAGELG TOV AOTOG
avTidpaon Kotd T HETAyYyIon

Oy ovyvés (umopel va emmpedoovy émg 1 ota 100 dtopa):
e aOENON TOV AEVKOKVTTAP®Y TOL OiLATOC (AEVKOKLTTAP®OT))
e alhepyikn avtidpaon (vrepevaichncio)
® AmOPPIYN TOV LETALOGYEVLEVOL HVEAOD TV 06TAV (aAvTIOPUOT) LOGYEVUATOG KATH EEVIOTN)
e VYMAL emtimeda ovVPIKOV 0EE0G GTO alipla, Ta OOl UTOPEL VO TPOKAAEGOLV 0VPIKN apBpitida
(vrepovpryopio) (ENUEVO ovpkd 0ED OULITOG)
e nmatikn PAGPN Tov Tpokaeitol amd amdPpatn WKpOV EAEPOV EVTOG TOV HTOTOG
(pAePoamoppakTiky VOGOGC)
® 01 TVELHOVEG OEV AEITOLPYOLV OTt®G Dol ETPETE, IE AMOTEAEGLO. LEYOAO TPOPAN LA TNV
avamvon (OVOTVELGTIKY| OVETAPKELQ)
TPNELLO KA VYPO GTOVG TVEVLOVES (TVELLLOVIKO 0101 1Lat)
PAEYLOVI TOV TVELUOVOV (J1ALLEST] TVELLOVOTTAOELN)
U1 QUGIOAOYIKEG OKTIVOYPOPIEG TVEVILOVOV (TTVELLOVIKT O 0n0M)
aoppayio omd Tov TVEHHOVO (TVEVLOVIKY] apLopparyior)
amovcia amroppdPNoNg Tov 0EVYOVOL GToV TVELLOVO (VTTo&ia)
eEavOnuo pe eEoykmpévo déppa (KnAdoPAaTIdOMdEC eEAvOM L)
vOGOC TOL KAVEL TOL 0GTA VO YIVOLV AYOTEPO TLKVA, TLO ALOVVALLN, TTLO EVOPUVOTA Kot
TOavOTEPO VO GTIAGOVY (0GTEOTOPWOOT))
e qvtiopoomn oto onueio TG éveong

2Zravieg (umopel va emnpedoovy £wg 1 ota 1.000 dropa):

e cofapdg mOVog 6Ta 00Td, TOV Bdpaka, To Evepo N TIC apfpDOCELS (SPETAVOKVTTAPIKN avorpio
He kpiomn)

o Capvikn ameintikn yio ) (0N aAlepykn avtidpaon (ava@LAOKTIKY avTidpacn)

e 1OVOC Kot TPNEWO OTIS apfpdael, Tapdpola pe ovpikn apdpitida (yevdomoddypa)

® Ui aAloyn oTov TPOTO TOV TO GO oG PLOUILEL Ta VYPE EVTOC TOV GMUNTOC Kot UTOpEL va,
oonynoel o€ TpHEIo (SloTapayEc OYKOL VYPDOV)

®  (PAEYLOVI TOV OLLOPOP®V AYYEI®V TOV dEPUATOG (OEPLOTIKT QyYEUTION)

®  PBabuKOKKIVOL YPOUATOG, SIOYKMUEVEG, EXDIVVES TANYEG GTA AKPO. KO OPIGUEVEG POPEG OTO
TPOCHOTO KOl GTOV AUIUO pe TUPETO (cVVOpoUO Sweet)

e cmdeivmon pevpatogdovg apbpitidag
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e acvvnong aAlayn ot ovpa

® LEIOUEVT] 00TIKN TUKVOTNTO

® QAeyHOVI NG 0oPTNG (TOL HEYAAOL OOPOPOL ayYEIOL TO OTOT0 PETAPEPEL aipta amd TV
Kapdld oTov opyovicuod), BA. Tapdypapo 2

®  OYNUATIOUOS QHOGPALPI®V EKTOC TOV HVEAOD TV 06TOV (EEMUVEAKN alpomoinoT)

Ava@opd avemOounTOV gvepyELOV

Edv mapatmpnoete kamowo avemBOUNTN EVEPYELD, EVILEPDOTE TOV YIOTPO, TOV QAPUAKOTOL0 1)
TOV/TNV VOGOKOLO 60G. AVTO 1oy0eL Kot Yo KO mBovi) avemBOUNTN eVEPYELX TOV OEV OVAPEPETOL
GTO TAPOV GUAAO 00N YLDV ¥pNoNG. Mmopeite eniong va avaeEpeTe avemBOUNTEG evEpYeleg amevbeiog,
UEC® TOV EBVIKOV GLGTNUATOG AVOPOPAS TOV avaypaeeTon 6to [lapdpnuae V. Mécm g avaeopdic
AVEMBOUNTOV EVEPYEIDY UTOPEITE VO fONONGETE GTI GLALOYT| TEPIGGHTEPOV TANPOPOPLOV GYETIKA
LE TNV AGPAAELD TOV TUPOVTOG POPLLAKOV.

5. Iog va pouidscete To Tevagrastim
To @appako ovtd TPETEL VO PUAACOETAL GE PEPT TTOV OgV TO PAETOVV Kat dgV TO POAVOLV Ta A1

No pn ¥pMoIoToLEiTe 0VTO TO PAPLOKO LETE TNV Mepounvia AMENG OV avapEPETUL 0TO EMTEPIKO
KOLTI KoL TNV TpoyepIouéVT ovptyya petd v EXP. H nuepounvia AnéEng elval n tedevtaio nuépa
TOV UNVO TTOL OVOQEPETOL EKEL.

duvrdooete og yoyeio (2 °C — 8 °C).

Evtog ¢ d1dpketog Cmng Tov Kat yio Ypior 6€ TeEPmaTnTIKoVS acbevei, To mpoidv pumopel vo Pyet
amo 1o yoyeio (2 °C — 8 °C) ka1 vo puiaydel o Oepuoxpoascio puéypt 25 °C yuo pio povo mepiodo

4 nuepmv to péytoto. Eav dev ypnoyomrondel eviog 4 nuepav, to mpoidv umopei va euioydei Eava
010 Yuyeio (2 °C — 8 °C) uéypt v nuepounvio ANEng. Amoppiyte T GVPLyyeg v uAaybovv og
Bepuoxpacio peyarvtepn and 8 °C yio meptocdtepeg amd 4 NUEPEC.

No un xpnoyonoteite avtd T0 QAPLAKO, EAV TapatnpiosTe BohepodTnTa 1 copoTIdW HECH GE AVTO.

Mnv metdite QAPLAKO GTO VEPO TNG AMOYETEVONC 1} 0T OKIOKG amoppippata. Potiote tov
(POPLLOKOTTOLO GOG Y10, TO TG VO TETAEETE TA, AP0 TTOV OEV XPNOUOTOIEITE Tl AVTd Tl PéETpa Ol
BonBnoovv oty mpoctacio Tov TepPdriovToc.

6. Iepreyopeva TS GLOKEVAGTOG KOl LOUTES TANPOPOPIES

T egpréyer to Tevagrastim

- H dpaotikn ovoia givar | pikypaoctipn. Kébe ml Stoddpotog yia éveon/éyyvon mepiéyet
60 exatoppvpla d1ebveic povadeg [MIU] (600 pikpoypappdpior) @lypastiunc.
Tevagrastim 30 MIU/0,5 ml: KaBe npoyepuouévn odpryya mepiéyet 30 exatoppdpia diebveic
povadeg [MIU] (300 pkpoypappdpia) eiiypactiung og 0,5 ml dtedvpatoc.
Tevagrastim 48 MIU/0,8 ml: Kabe npoyepuopévn oopryya nepiéyet 48 exatoppipia diebveig
povadeg [MIU] (480 pkpoypappdpia) ekypaotipng og 0,8 ml dteAdpotoc.

- Ta dAAa cuotatikd givat: Yopo&eidto vatpiov, mayopopeo 0&iko 0&d, copPitdoin, TolvcopPikd
80, DOwp Yo EVECIUAL.

Epg@avien tov Tevagrastim kot aepieyopeva TG 6VOKELOGIG

To Tevagrastim givot evéotpo dtdAvpa/d1divpa yo Eyyoon oe mpoyepucpuévn cvpryya. To Tevagrastim
gtvar éva drovyég kot dypopo dtddvpa. Kabe tpoyspiopévn odpryya mepiéyet gite 0,5 ml gite 0,8 ml
SLoAOHOTOC,

To Tevagrastim diatiBeton o cuokevaocies pe 1, 51 10 Tpoyepiopéves cOPLYYES 1| TOAVGVOKELOGIEG
pe 10 (2 cvokevaocieg TV 5) TPOYEMGUEVES GUPLYYES e PEAOVA GUpLYYaS KOl LE 1 Y®Pig
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TPOCTOTELTIKO KOAvupa Berdvog. Mmopel va unv KukAoQopovV OAEC 01 GUGKELOGIES.

Karoyog Adsrog Kvkrhopopiag
TEVA GmbH

Graf-Arco-Stralie 3

89079 Ulm

Teppovia

MopoockevaocTi|g
Merckle GmbH
Graf-Arco-Strale 3
89079 Ulm
I'epuavia

INo omowadnmote TANpoPOpic. GYETIKA LE TO TAPOV PUPUAKEVTIKO TPOTIOV, TopaKaAeiches va
amevBuvleite otov TomKd avTiImpoécsmTo Tov Katdyov e Adstog Kukhopopiag.

Belgié/Belgique/Belgien
Teva Pharma Belgium N.V./S.A./AG
Tél/Tel: +32 38207373

Bbarapus
Tepa ®apma EAJ]
Ten.: +359 24899585

Ceska republika
Teva Pharmaceuticals CR, s.r.o.
Tel: +420 251007111

Danmark
Teva Denmark A/S
TIf.: +45 44985511

Deutschland
TEVA GmbH
Tel: +49 73140208

Eesti
UAB Teva Baltics Eesti filiaal
Tel: +372 6610801

Elhada
TEVA HELLAS AE.
TnA: +30 2118805000

Espafia
Teva Pharma, S.L.U.
Tel: +34 913873280

France
Teva Santé
Tél: +33 155917800

Hrvatska
Pliva Hrvatska d.o.o.
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Lietuva
UAB Teva Baltics
Tel: +370 52660203

Luxembourg/Luxemburg

Teva Pharma Belgium N.V./S.A./AG
Belgique/Belgien

Tél/Tel: +32 38207373

Magyarorszag
Teva Gyogyszergyar Zrt.
Tel.: +36 12886400

Malta

Teva Pharmaceuticals Ireland
L-Irlanda

Tel: +44 2075407117

Nederland
Teva Nederland B.V.
Tel: +31 8000228400

Norge
Teva Norway AS
TIf: +47 66775590

Osterreich
ratiopharm Arzneimittel Vertriebs-GmbH
Tel: +43 1970070

Polska
Teva Pharmaceuticals Polska Sp. z 0.0.
Tel.: +48 223459300

Portugal
Teva Pharma - Produtos Farmacéuticos, Lda.
Tel: +351 214767550

Romania
Teva Pharmaceuticals S.R.L.



Tel: +385 13720000

Ireland
Teva Pharmaceuticals Ireland
Tel: +44 2075407117

island
Teva Pharma Iceland ehf.
Simi; +354 5503300

Italia
Teva ltalia S.r.l.
Tel: +39 028917981

Kvnpog
TEVA HELLAS AE.
EAGda
TnA: +30 2118805000

Latvija

UAB Teva Baltics filiale Latvija

Tel: +371 67323666

Tel: +40 212306524

Slovenija
Pliva Ljubljana d.o.o.
Tel: +386 15890390

Slovenska republika
TEVA Pharmaceuticals Slovakia s.r.o.
Tel: +421 257267911

Suomi/Finland
Teva Finland Oy
Puh/Tel: +358 201805900

Sverige
Teva Sweden AB
Tel: +46 42121100

United Kingdom (Northern Ireland)
Teva Pharmaceuticals Ireland

Ireland

Tel: +44 2075407117

To mwapov ULA0 00N YOV yp1oNs avaBewp1)Onke Yo TerevTaio popd otic {MM/EEEE}

Aentopepeic mAnpoopieg yio 1o apuaKo avtd gival dtabéoiues 6To dIKTVAKO TOTO Tov Evpomaikod
Opyavicpod Ooppdxov: https://www.ema.europa.eu.

7. IIAnpogopicg yia avToyopfynon éveong

AV 1 EVOTNTA TEPIEYEL TTANPOPOPIES Y10 TOV TPOTO LIE TOV OTOI0 PMOPEITE VO KAVETE POVOL OOG TNV
éveon Tevagrastim. Eivar onpavtikd va pnv enyelpfoete va kavete £veon HOVoL 6oG, Topad LOVO GV
€xete ekmondevtel €101k amd Tov yatpd 1 ) voonievtpia. Eqv dev elote olyovpor i) éxete amopieg
GYETIKA LE TNV oLTOYOoPNYNoN TS éveong, {ntiote ™ Pondela Tov ylatpov 1 TNG VOOTAEDTPLOG.

Iog va kave v éveon Tevagrastim 6tov €0VTO pPOL;
®a Tpémel vo KAVETE TNV €VECT] GTOV 10T0 oL BpiokeTon akp®dg KAT® omd 10 dEppa. AvTog 0 TpdTOg
gtval yvootog ¢ vmodopa £veot). Oa mpémet va KAVETE TiG EVESELG TNV 10100 XPOVIKT OTLYUN

KaOnueEPVA.

0O gomhopdg mov Oa yperaoteite

IMoa va avtoyopnynoete po vrodopia Eveon, Ba ypelooteite:

- pia Tpoyeopuévn cvpryyo pe Tevagrastim:

- UOVTNAGKLO EUTOTIGUEVO UE OVOTIVELLLO 1) KATL AVAAOYO.

T pémel vo KAve TpoTol yopnyno® v vroddpra éveon pe Tevagrastim otov €0vTd pov;

1. [Ipocrmabnote va avtoyopnyeite v éveon v 1010 ypoviky oTiyun Kadnuepva.

2. Bydite v mpoyepiopévn cvpryya pe Tevagrastim amd o yoyeio.

3. EMéyEte v nuepopunvia ANENC TOL avVaypAPETAL GTN CUAVOT TG TPOYEUICUEVNG CUPLYYOG
(EXP). Mnv m ypnoponomcete dv Exel mapéAbet 1 TeEAgvtoio NEEPA TOL UHVO TOV

OVaYPAPETOL.

4, E\éyEre v eppdvion tov Tevagrastim. [Ipénet va givar éva dtavyég ko dypopo vypo. Eqv
VILAPYOLV COUATIOW LESH GE AVTO, OEV TPETEL VOL TO PN CLLOTOICETE.

5. IMa va kévete mo Gveta v éveon, aQNGTE TNV TPOYEUICUEVT] GUPLYYQ VO Tapapeiver enl

30 Aemtd, ®ote va pTacEL o€ Beppokpacio SoUATion, | KPATHOTE TNV TPOYELUGHUEVT] GUPLYYO


https://www.ema.europa.eu/

~

AmOAG OTNV TOAGUN GOG Yo Alya Aemtd. Mnv Oeppaivete to Tevagrastim pe omolovonmote GALO
TPOTO (Yo TOpAdEY O, #yY TO OEpUOIVETE GE POVPVO PIKPOKLUATOV 1 o€ (e0TO vEPO).

Mnv a@aipeite To KAV TNG CUPLYYOS TAPA LOVO OTAV E10TE ETOLLOL Y100 TNV EVEOT).

IlYvete oyolactikd to yépia cag.

EmAélre pia dvetn, koAd @OTIGUEVT EMPAVELD KOl TOTODETNOTE OAN TO AVTIKEILEVO TTOV
YPEGLEDTE G AMOCTUOT OOV UTOPEITE VO, TOL PTAVETE (TNV TPOYEUGUEVT] CVPLYYA. LLE TO
Tevagrastim Kot T0, EUTOTIGUEVO, LAVINAGKLO GE OLVOTTVEVLLLL).

Mg yiveranr 1} mpoeTolpacio Tng yopynons s éveong Tevagrastim;
IIpwv kdvete v éveon Tevagrastim, mpémel va kdvete Ta akdAovda:

1.

Kpatfote tov KOAVOpo TG GUPLYyag Kot apalpéste omaAd To KaAvpupa omd ) Peddva, yopig
va 1o otpépete. TpaPnéte evbeia, 6mwg paiveTar otig eikoveg 1 ko 2. Mnv ayyilete ) Berdva

Ko unv odeite 1o éufoio.

4,
5

1

Mmopei va TapatnpioeTe pia PiKpr LooAida aépa 6TV TpoyEUIoUéEV cOptyyo. Edv
VILAPYOVV PLCAAIDEG ALEPQ, KTVUMNOTE AMAAR T1) GUPLYYA UE TO OAKTVAG oag PEYPL VO avELBOUY
01 PUCOAISEC 0€PA GTO EMAVM PEPOG TNG SVPLYYAS. Me v clptyya va delyvel Tpog To TAv,
aQPUIPECTE OAO TOV 0€PO. amd T GVPLYYe ®ODOVTOG TO EUPOAO TPOG TO TAV®.

Yrdpyet pa kiiploka Tdve otov KOAVIpo g cuptyyoc. Q201 ote To £pPoro Emg tov aplfud
(ml) Tévo ot GVPLYYo TOV avTieToLyEl oTn dOon Tov Tevagrastim oV cag Exel YOPNYNOEL O
YTPOC GO,

EXéyEte mal yio vo fePoarmbeite 6T ot cOpryya Ppioketol 1 cwotr| d6om tov Tevagrastim.
Thpa pmopeite va yp1CULOTO|GETE TNV TPOYELGUEVT] GOPLYYO.

X mowo onueio Oa Tpémer va KAVE TNV éveon;
Ta TAéov KatdAAnio onueia yio va outoyopnynoete TNy éveon giva:

TO EMAVO PEPOC TOV UNPOV GOG KoL
1 KOAMOKN XDPa., EKTOG TNG TEPLOYNG YOP® 01td Tov oupard (BA. ekdva 3).

\
',. I.' |I\\ III'.I II".

|| |‘ o 7 | | / II.I"III'l III‘\II
. 4l [ I

Edv cog kévetl tnv éveon Kamolog GALog, umopet eniong va ypnooromBei n micm TAsvpd TV
umpdtomv cag (PA. ewdva. 4).

Eivor kaAvtepa vo aALGLeTE TO oneio xopnynomng TG EVEonS KaBnUepvA Yo va. amo@evybet o
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Kivouvog epediopov evog onpeiov yopnynong.

Mg yiveror 1] avtoyopiynon e Eveong;

1.

o

AmoAvpdveTe TO onpEeio yopNYNONG TNG EVEST|G XPTCLLOTOIDVTOS £VO, LOVTNAGKL LLE OLVOTTVEL LA
KOl TOWUMNOTE TO O€ppa LeTa&h TOv avTiyelpa Kol Tov deikTn oag, Y®pic va To opiyyete (PA.
gikova 5).

Eiodyete mAnpac ) Perdva oto déppa, Ommc cog Exel deiel 1 voonAedTpla 1} O YITpOC GOG
(BA. ewcova 6).

Tpapné&te Ayo 1o EuPolro yia va eAEYEETE OTL deV el Yivel S1ATpM o1 KATOL0L OLOPOPOV
ayyeiov. Edv deite aipa otn cOpryya, aparpéote T PeAdva Kot EMOVEICAYETE TN 6 AAAO
onueio.

Evd kpatdte to 6éppa oag, mdnote to EuPoro apyd Kot otabepd péypt va yopnynbei 6An n
d06om Kot vo unv umopet 1o EUPoAo vo TesTel TEPATEP®. AEV TPEMEL YOAOPDCETE TNV TIECT) TOL
ackeite oto Euporo!

Evécate povo ) 860m mov oag ExeL YopNYNoEL 0 Y1Tpdg Goc.

AoV evécete T0 VYPO, aPalpEoTe TN fELOVa VD daTnpeite TV Tieon 610 EUPOAO Kot LETA
elevbepMdoTe TO dEPLLAL GOC.

Aopnote 1o éuporo. To mpootatevTikd KaAvpupa tng felovag Oa petakivnOei ypiyopa yio va
kaAOyet T Berdva (PA. eucdva 7).

Na Qvpdote
Ed&v avtipetonicete onowadnnote mpofAnuata, un diotacete va {nmoete Pondeta kot cupBovAES amod
TO YLOTPO 1| T1 VOONAEDTPIA GO,

ATOppIYN AP OCLUOTONUEVEOV GLPLY YOV
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- To mpocTaTeLTIKO KAAVULO BELOVAG ATOTPETEL TOVG TPOVUOTIGHOVS 0O PEAOVA LETA TN
YPNON, KOl ELOUEVAOS OEV OMALTOVVTOL WOITEPES TPOPLALEELS Y100 TNV amdppryT. AToppiyte ™
GUPLYYO COUP®VO LE TIG 0ONYIEC TOV Y1OTPOD, TNG VOOAEVLTPLAG 1] TOV (PUPLAKOTOLOD GOG.

8. O TAinpo@opisg Tov 0K0AOVOOVY aTEVOVVOVTUL HOVO GE ETAYYEANATIES TOV TOPED TG
vygovo kg wepidaiyng:

To Tevagrastim dgv mepi€xel cuvinpnTikd. o va amopgvybel o mbavog Kivouvoc pikpoPlakng
poAvVeNG, ot cupryyeg Tov Tevagrastim mpoopilovton yua pio pdvo ypnon.

H tuyaia éxbeomn og Beppoxpacieg yHENG dev emnpedletl apvntikd tnv otabepodtnta tov Tevagrastim.

To Tevagrastim dev TPEMEL VL OPOLDVETAL PE SLAAV LA YADPLODYOV VATPIov. AVTO TO PUPUOKEVTIKO
TPOTOV OEV TPEMEL VO, OVOUELYVOETAL UE GALD PAPUOKEVTIKA TPOIOVTIQ EKTOG QUTAOV TOV ALVOPEPOVTOL
mopoakdto. H apaiopévn eikypaotipun propel va Tpospopndei o yoaii Kot TAAGTIKAE VAKE, EKTOC
edv etvar apotopévn, OTMG AVAPEPETAL TOPUKATO.

Av amouteitat, To Tevagrastim propei va apoaimBei oe dSidhvpa yAvkding 50 mg/ml (5%) yuo Eyyoon.
e kopio tepintwon dev cuvioTdTon 1| apaimor o€ TEMKN cLYKEVTp®ON HKkpoTtepn tov 0,2 MIU

(2 pg) ava ml. To duddlvpa mpémet vo. embempeiton ontikd mpwv ypnoipomombel. TIpémet va
¥PNOopoTolovvTaL Lovo dravyn dtaddpata yopls copatidia. Xe acbeveic mov vrofdAiiovat og
Oepameio pe iypoaotiun apoiouévn o€ cuykeviphoelg pikpotepeg tav 1,5 MIU (15 ug) avé ml,
npémel va Tpootifetar avOpdmivn Aevkmpativ) opod 6Ty TEAIKY cuykévTpwon tmv 2 mg/mil.
Mopaderypo: e tehd 6yKo £veong 20 ml, o1 GuVOAIKEG dOGEIC PIAYPACTIUNG TOL Elval LKPOTEPESG
and 30 MIU (300 pg) mpénet va xopmnyodvtat pe v tpoctnkn 0,2 ml dtaAdpotog ovOpdmvng
Aevkopativng 200 mg/ml (20%). Otav apardvetar og dtdrvpa yAokolng 50 mg/ml (5%) yio éyyxvon,
to Tevagrastim givot copfatod pe yvaii kot wokikio Thactikdv, 6nwg PVC, molvoiepivn (va
GUUTOAVHEPES TOAVTPOTLAEVIOV KO TOAVALBVAEVIOV) KOl TOAVTPOTVAEVIO.

Metd and v apaioon: H ynuikn kot guoikn otabepdtnTa }prong ToL apatpuévov SoAdUaTog Yo
&yyvon €xet katadeydei yia 24 dpeg otovg 2 °C émg 8 °C. Amod pikpoPloloyikig droyng, To Tpoiov
TPEMEL vaL YpNoILoToLEiTal opécms. Av dev ypnotponomBel apéomc, o ypdvog @OAAENG Katd TN yp1ion
KoL 01 GLVONKEG TPV TNV ¥prioM €lval vBVVI TOL YPNGTN Kot VO KAVOVIKEG GLUVONKEC Oev TPETEL VL
vrepPaivouy Ti¢ 24 dpeg 6tovg 2 °C g 8 °C, ekTog av 1 apaimoT Exel YiVEL GE EAEYYOUEVEG KOl
OTOJEOELYEVES AOTTITIKES GLUVOTKES.

Xpnon e TPOoYEMGUEVNS GVPLYYOC LE TTPOCTOTEVLTIKO KAAvuuo BeAdvac

To mpootatevTikd KAV BeEAOVaAG KaAOTTEL TN BEAOVA LETE TNV EVECT Y10, VO OTOTPATEL
EVOEYOUEVOG TPAVUATICUOG amtd TPOANA TG PeAdvac. Avtd dev ennpedlel TV Kavovikn Agrtovpyia
g ovpryyos. ITiEote 10 EuPoro apyd kot opadd péxpt va xopnyndel oldkinpn n d6om Kot To EpPoro
vo unv pmopel va meotel mepattépm. Eva dwatnpeite tv mieon oto EUPolro, apaipéote T cvpLyya
ond tov acBeviy. To TpootatevTkd kKaAlvppo Berdvag Ba kodvyel ™ Peddva Otav anelevBepdoete T0
éupoiro.

Amoppuyn

KdaBe aypnoiponointo mpoidv 1 VIOAELLO TPETEL VO OTOPPITTETOL COUPOVO LE TIG KOTA TOTOVG
1OYVOVOEG OYETIKEG SLUTAEELC.
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