ITAPAPTHMA 1

IEPIAHYH TON XAPAKTHPIZTIKQN TOY IIPOIONTOX



1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Lonquex 6 mg evécipo didAvpa G TPOYEUOUEVT CLPLYYA
Lonquex 6 mg/0,6 ml evéoipo dddlvpa

2. ITOIOTIKH KAI TOXOTIKH XYNOEXH

IIpoysuiopuévn cvpryya

KdaBe npoyepuopévn odpryya mepiéyxel 6 mg Mmeykpilypootiunc* og didivpa 0,6 ml.
DroAido

Kdabe @rolido mepiéyet 6 mg Mmeykilypootiunc* oe didAvua 0,6 ml.

Ka6e ml tov evéoipov dodvpatog mepiéyet 10 mg MIeyKOAYpOoTIUNG.

H 6poaotikn ovsia eival éva opotomolkd cOlevypra g QAYpooTiunG** ue
peboéu-norlvabvievoyrlooin (PEG) péow evog vdatavOpakicod cuvod.

* Avto Paciletal oty meplekTikOTTO 68 TPpWTEivEG Ldvo. H cuykévipwon eivar 20,9 mg/ml (Sn.
12,6 mg avd mpoyepopévn ooptyyo 1 eloiidio) edv cvumepiAngbei to tupo PEG kot o
VOOTAVOPUKIKOS GUVIETTG.

**H pulypoaotiun (avacuvévacuévog uebetovodikdg avlpdmivog mapdyovtag S1€yEpoNG AmOIKIMV
kokklokvttdpmv [G-CSF]) mopdyeton o kotTapa Escherichia coli péom teyvoloyiog
avacvvdvacuévou DNA.

H dpootikdTo avton ToL QopUIKEVTIKOV TPOIOVTOG dEV TPEMEL VOL GUYKPIVETAL LE TN dPACTIKOTNTO
LL0G GAANG TEYKLVAM®UEVIG 1] 1N-TEYKVAOUEVNG TPOTEIVNG TG 1d10¢ Bepamevtikng katnyopiag. [
TEPLOCOTEPEG TANPOPOPieS, PA. mapdypapo 5.1.

"Exdoyo pe yvootn dpbon

Kda0e mpoyepiopévn odptyya 1 raridro mepiéyet 30 mg copPrioing.

IMa tov TAfpn katdroyo TV ekddywv, PA. Tapdypogo 6.1.

3. DOAPMAKOTEXNIKH MOP®H
Evéouo d1dAvpa (evéoo)

Awyécg, dypopo dteivua

4. KAINIKEX IIAHPO®OPIEX
41 OgpamevTiKég gvoei&elg

To Lonquex evdeikvutal yio. xpnor 6€ EVAAKES Kal ondld nAkiag 2 eTdV Kot Gvo yio T peimon g
SLAPKELNG TNG OVOETEPOTEVING KOl TNG EMMTOONG TNG EUTVPETNG OVIETEPOTEVING GE aobeveic mov
vroPdAlovtal og Kuttapoto&ikn| ynpetobeponeio yio KakonOeia (pe v e€aipeon g xpoviog
LLELOYEVODG AEVYOIEOG KO TOV HVEAOSVOTAAGTIKMY GUVOPOLWOV).



4.2  Aocoloyio Kol TPOTOG YopNyNoNG

H Oepaneia pe 1o Lonquex mpénet va Eekivd kat vo TapakoAiovdeital and yatpods EUTEIPOVG GTNV
oykoAoyio 1 TNV dlatoroyia.

Aocoloyia

Evijlixec

H cuvictdpuevn 66om givan 6 mg (0,6 ml diaddpatog o€ pio epamas mpoyeuiopévn ocbptyyo 1 Grariono)
Lonquex yio kg kvido ynuetodepaneiog, yopnyovuevn mepimov 24 mpeg PETE TNV KLTTOPOTOEIKN
ynueobepaneio.

Houoi6 nhixiog 2 etwv kot dvo
H ocvvietdpevn d6om tov Lonquex yia mondiatpucong acbeveic faciletor 6to cmpotikd Pdpog

GOUQ®VA LLE TOV TIVAKO TOPOKAT®:

Hivaxag 1: Xvviotopevn 6601 Yo Tondtd nAkiog 2 ETOV KoL Ave

Yopotko Bapoc (kg) | Aden (o kKGO KOKLO ynuetodepameiag, yopnyoduevn wepimov 24 OPES
RETA TNV KVTTAPOTOSIKNY ymuerodepamsia)
<10 0,6 mg (0,06 ml)
> 10 éwg <20 1,5mg (0,15 ml)
> 20 éwg <30 2,5 mg (0,25 ml)
> 30 éwg <45 4,0 mg (0,40 ml)
>45 6,0 mg (0,60 ml)

T Toudid wov Luyilovv 45 kg 1 mepiocdtepo, to Longuex umopet va ypnoiponombet e popen
@LoAdiov N TPOYEHGHEVN S GUPLYYOG.

Edwoi mAnbvopuol

Himawuévor aobeveic

2116 KMVIKEG HEAETEG Pe TeploploéVo aplfpd NAUKIOUEVEY acbevdv, dev Tapatnpnnke onuavTikn
drapopd oyxetildpevn pe v NAKio 660V aopd T0 TPOPIA OTOTEAEGLOTIKOTNTAG 1] AGOAAELNG TNG
MTEYKQIALYPOCTIUNG. ZVVETMG, OEV EIVOL OTAPAITITI AVATPOGAPUOYT TNG OOCTG Y10 NATKIOUEVOVG
aoBeveic.

Negpixn ovolertovpyio.
Ta mapovro dabéciio dedopuéva TEPYPAPOVTUL GTNVY TAPAYPUPO 5.2, aALG dev pumopel va yivel
oVOTACN Y1d T1 60GOA0Yia.

Hrozikn dvalerrovpyio
Ta mapovto dbéciio dedopéva TEPTYPAPOVTUL GTNVY TAPAYPAPO 5.2, aALG dev pumopel va yivel
oVOTACN Y10, T1 60GOA0Yia.

Taidrazpiroi aoBeveic (maidia niikiog kdrw twv 2 eTwv)
H aopddeta kot n amotelecpatikotnto Tov Lonquex e mondid nAkiog kto Tmv 2 TV dev £xouv

tekunprwbei. Agv vdpyovv dabécia dedopéva.

Tpomoc yopnynong

To duivpa wpoopiletar yio vrodopla Eveon (SC). H éveon mpénet va yopnyeitol 6Tnv KOIAOKN YOO,
670 Ppayiova 1 6T0 PNpPo.

Lpoyspuouévy ovpiyyo,



H avtoyopiynon tov Lonquex mpémel va dievepyeitan povo amd acbeveic mov dtabétovv v
KaTOAANAN Tapaxivion, erapkn eknaidgvon Kot TpodsPacn otig cupPoviég edkov. H tpdn éveon
TpEmEL va. dlevepyeitol VIO GueoT) TPIKT ETIPAEYT).

IMo 0dnyieg oyeTIKA e TOV XEPICUO TOL PAPUAKEVTIKOD TPOIOVTOG TPV Od TN Yop1ynom, PA.
Tapdypo@o 6.6.

4.3  Avrevositeag

YrepevoioOnoio 61N dpacTikn ovoia 1} 6 KAmo1o amd T £K60YA TOV AVUPEPOVTL GTNV
mapdypoeo 6.1.

4.4  E10kéC TPOELOOTOM|GELS KUl TPOPVAAEELS KATA T1) Y p1jon)

IyynlocuotnTa

IIpoxeyévou va Bektimbel n yyvnAacipudtnta TV BloAoYIKOV QOpUAKEVTIKOV TPOTOVTI®V, TO OVOLN
Kol 0 aplOUOG TOPTIOOG TOL YOPTYOVLEVOD PUPHLOKEVTIKOD TPOTOVTOG TPEMEL VO KATOYPAPETOL LIE
caenveln 6To apyeio Tov acbevoic.

Tevika
H acedieta kor n amotedeopotikotnta tov Lonquex dev €gouvv diepevvnbei o acbeveig mov
AapBavouv ymuetoBepaneio vyniov d6cemv. To Lonquex dev pémet va ypnoiLonoteitat yio Ty

avénomn tng 066N TG KLTTOPOTOEIKNG YN Heobepaneiog TEpa amd Ta KabiepmUEVO d0GOAOYIKA
oYU

AM\epyKEC aVTIOPACELC KOL (VOGO YOVIKOTI T,

Acbeveig pe viepevoictnocio otov G-CSF 1 mapdymya datpéyovv emiong tov Kivouvo avtidpdcemv
vrepeLOLGONGiaG TN MIEYKPILYPOSTIUN AOY® OOV SLACTOVPOVIEVNG OVTIOPACTIKOTNTAG. Agv Oa
npénel va Eekivnoel Bepameio Pe MTEYKPILYPOGTIUN GE QLTOVG TOVG 000EVEIG AGY® TOL KIVOHVOL
S0GTAVPOVUEVIC OVTIOPAGTC.

Ta meprocdTEPO PLOAOYIKAE POPUOKEVTIKC TPOTOVTO, TPOKAAOVV KATOI0V EXTEIOV ATAVTNOT UE
OVTICONOTO EVOVTL TOV QOPLEAKOV. AVTNA 1] ATAVINOT| LLE AVIICOUATO UTOPEL, GE OPIGUEVES
TMEPIMTMOGELG, VO 00TYNGEL G€ aVETIOOUNTEC EVEPYELEC 1] GE ATIMAELD TNG OmOTEAECUATIKOTNTOG. Edv
évag acBevig dev avtamokpivetat otn Beponeio, o acOevig Bo tpémel va vroPAnbei oe Tepattépm
a&lordynon.

Ye mepintwon eueaviong cofapng aArepykng avtidpacng, Oa mpénet vo yopnyndel n KatdAAnAn
Oepaneia pe otevi Topakolovdnon Tov 0cbevovg eml apKeETEC NUEPES.

Awomomrtikd cOoTNUO

H Oepaneio pe Mmeykeihypactiyun dev amokieiel Opoufomevia kot avoipio TpoKOAOOUEVES ad
poehokaTasTaATIKN Ynpeobepancio. H Ameykeilypaotiun pumopet emiong va mpokaiécel
avaotpéyiun Opoppomevia (PA. mapdypao 4.8). ZuvioTtdral | TOKTIKY TopakoAovOnen tov apiBuon
OLLOTETAAI®Y Kot TOL opatokpitn. Ewdwm pépiuva npénet va Aappdvetot Katd tn yopnynon
UELOVOUEVOVY 1] GUVOVOGUEVMV YNUELODEPOUTEVTIKDY PUPUAKEVTIKMY TPOTOVTMOV IOV €Vl YvOoTo OTL
wpokolovy cofopn Opopporevia.

Evdéyetar vo mapovciaotei Asvkokvttapmon (BA. mapdypago 4.8). Agv éxovv avapepbel
avemBouNTEG EVEPYELEC TOV VO LTOPOVV VO, arrod0bovv duecsa otn Asvkokvttdpmon. H avénon tov
Aevkov aposeapieyv (WBC) etvar copPath pe Tig popuokodLVVOUIKES EMOPACEIS TNG
MmeykeLypaotipnc. Métpnon tov WBC wpénet va dievepyeital 68 TOKTIKA SL0OTHUATO KATA T
duapkela g Oepameiog AOY® TV KMVIKGOV ETOPAGEDY TNG AMTEYKPIAYPOUCTIUNG Kot TNG TOOVOTNTOG



yio Aevkokvttapmot. Eqv ot petpioeic tov WBC vrepBaivouy ta 50 X 10%1 petd 1o avapevouevo
vaodip, N MIEYKEILYpaoTiUn TPENEL VO SLOKOTEL AUECMG.

AvENUEVI OO TIKT dPAGTNPLOTITA TOV HVEAOD TOV 0GTAOV GE ATAVINGCT ot Oepaneia pe
ov&ENTIKO TAPAYOVTO £XEL GUCYETIOTEL [LE TOPOOTKA BETIKA EVPIUATA GTIV OTEIKOVICT) OGTMV. AVTO

TPEMEL VoL ANeOel VITOYN KOTE TNV EPUNVELN TOV OTOTEAEGUATOV TNG UTEIKOVIOTG OGTMV.

AoBOeveic ue poeroyevi Asvyouuio ) LVEAOSLVGTANCTIKG GUVOPOLLD,

O J1eyepTIKOC TOPAYOVTOG OTOIKIOV KOKKIOKVTTAP®Y UTOPEL VoL TPOAYEL TNV AOENCT] TOV HVEAOEIOMV
KUTTAPOV KOl OPIGUEVOV [N-HVELOEWBDY KOTTAP®YV iN Vitro.

H acopddeia kot 1 amotelecpatikotnta Tov Lonquex dev £xovv diepevvn el o€ acbeveig pe ypovia
pugloyevn Agvyoipio, LLELOOVOTANCTIKG GUVIPOLA 1] devTEPOTaOT 0Eein LVEAOYEVT Agvyaipia.
Yuvenme, oev Bo TPEMEL VoL PN OLUOTTOLEITOL GE 0V TOVG TOVG acbeveic. Ewdum uépuva mpémnet va
Aappévetar yio T O1GKPIeN TG SIAYVOOTG TOV UETACKNMUATICUOD TOV PAAGTOV TG YPOVIOG
pueloyevoig Aevyonpiog amd v o&eio LDEAOYEVT Aevyaiuia.

Muvghodvomhaotikd cOVOPOLO Kat 0EEin LLVEAOYEVNC AsvyauLio o acheveic pe KapKivo TOL HooTOD Kot
KOPKIVO TOU TVEDLLOVOL

e pio uEAETN TopoTHPNoNG HETE TV Kuklogopia, To pvedodvomraotikd cuvdpopo (MDS) kain
o&ela poehoyevic Asvyorpio (AML) cuoyetiotnkay pE TN (pNoT TEYKEILYPAGTIUNG, EVOG
evailoktikod G-CSF, g cuvdvaoud pe ynuetodepomeio 1/kan aktvodepaneio og acbeveig pe
KopKivo ToL HaoToV Kot Kapkivo tov vevpova. [apdpota cucsyétion dev eival yvoot Hetald g
Mreykilypaotiung kot tov MDS/AML. TTap’ 6Xa avtd, ot acbevei pe kKapkivo Tov pooTod Kot ot

aoBeveig e Kopkivo TOv TVEDHOVO TPETEL VO TAPAKOAOVOODVTOL Y10 GTUELN KOl GUUTTMLOTO
MDS/AML.

ZIANVIKEC ovemBOUNTESC EVEPYELEC

TeviKd 0CVUTTOUOTIKEC TEPMTMOOELS CTANVOUEYOMOG Exovv avapepBel LeTd TN yoprynon
Ameykehypoaotipng (PA. mopdypoeo 4.8) kot 6yl GuyvEG TEPIMTMOGELS PENS OTANVOC,
oopmepthapfovouévev Bovatneopwv TepIoTaTIK®Y, £Xouv avapepbel petd m yopnynon G-CSF 1
mopay®dywv (PA. Tapdypoo 4.8). To péyeboc tov omAnva mpEMEL EMOUEVMOC VO TapaKolovOEiTOL
TPOCEKTIKG. (.. KAVIKY e&€toom, vépnyog). Oa mpénet vo, eEeTdleTan To EVOEYOUEVO S1AYVOOTG
PNENG OTANVOC o€ 0e0gvelg TOL AVAPEPOVY TTOVO GTNV APLOTEPT GVE KOIAAKT YOPO 1] TOVO TNV
AKP1 TOL OUOV.

IIvevpovikéc avemBountec evEPyELEC

ITvevpovikéc avemBounteg evépyeles, 01KOTEPA O1decn Tvevovia, £xovy avapepBel petd
yopriynon Mmeykeikypootipung (BA. mapdypago 4.8). AcOeveic [ie TPOGEUTO 1GTOPIKO TVEVUOVIKOV
dmbnoewv 1 Tvevpoviog propel va dlotpEyovv vYNAGTEPO Kivovvo.

H évop&n mvevplovikadv cCOPTTOUATOV, OTwg riyoc, TUPETOS Kot OVGTVOL0, GE GLVOVUCUO LE
OKTIVOAOYIKEG EVOEIEEIS TVEVUOVIKDVY dNONcE®V Kot EMOEIVOOT) TG TVELLOVIKNG Agttovpyiag pali pe
avénuévo apBpod ovdeTepoPIA®Y UTOPEL VO ATOTELOVV TPOKATAPKTIKA onpeia ToL cuvdpopov Oelag
Avonvevotikng Avoyépetog (ARDS) (BA. mopdypago 4.8). Xe 1ét01eg mepmt@cels, To Lonquex mpémet
Vo SIOKOTTTETOL KOTA TNV KPIoT TOL Y1oTpov KOl VOl YopTYEiTaL 1) KATOAANAN oy@yn).

Ayyswokéc ovemBountec evEpyelec

"Exet avapepbei chvopopo drapuyng tpyogdmv Enetta and yopnynon G-CSF 1 napoaydymv Kot 1o
omoio yapoktnpiletorl omd VLOTAGT, VTOAELKOUOTIVOLLLICL, 010THa Kot alpocvykévipmon. Ot acheveig
oL EUPUVILOVY CLUTTOUOTA GLVIPOLOL dLAPLYNS TPLYOEWMY B TPETEL VO, TapaKolovBodvTal 6TeEVE



KoL va, AapUBEvouy Ty TuTTIKN CVUTTOHOTIKY Bepameio, 1 omoio umopel va mepthapPaverl Tnv avaykn
yio evIoTikny epovtido (PAéne Topdypogo 4.8).

"Eyxet avapepbei aoptitida petd tn yopnynon tov mapdyovia G-CSF og vy dtopa kot o€
Kapkvoradeig acbeveic. To copmtdpoTa TEPIAAUPAVOLY TVPETO, KOMOKO AAYOS, KAKOVYid,
ooc@ualyio Kot avEnpévoug deikteg eAeyHovig (Y. C-avtidpdhoa TPp®MTEIVN Kol EMITESD AELKDOV
OLLOGPOIPIOY GTO ail). ZTIG TEPLOCOTEPEG TEPUTTOGELS 1] AOPTITION SLOYVAOCTNKE e 0EOVIKN
TOLLOYPAPI0 KO OVTIETOTICTNKE [ Omopakpuven Tov mapdyovta G-CSF. BAéne emiong
mapdypoeo 4.8.

AocBeveic ne dPEMOVOKVTTUPIKY CVOLLLIQ,

Kpion dpemavoxvtropikng avopiog £xel cvoyetiotel pe m ypnon G-CSF 1 mtopaydymv og acbeveic
pe dpemavoxvtrapikn ovoio (PA. wapdypoaeo 4.8). Ot ywatpoi Oa mpénet emopévag va elvat
TPOGEKTIKOL KATA TN YopNynon Tov Lonquex ce acbeveig e OpemavoKuTTaptky| ovorpio, vo
TOPAKOAOVLOOVV TIG KOTAAANAES KAIVIKEG TOPAUETPOVG KOL TO EPYACTIPLOKA ATOTEAEGLLOTA, KO VO,
Aappévouy voyT TV ThAV GLGYETION TG MTEYKQILYPACTIUNG LE TN SIOYK®GCT) TOV GTANVO KOl TV
OYYELONTOPPOKTIKN Kpion.

Y moxaionptio

Evdéyetar va mapovciactel vrokaitonpio (BA. wapdypago 4.8). I'a acbeveig pe avénpévo kivouvo
VITOKOAOLLLOG AOY® VITOKEILEVIC VOGO 1) GUYYOPNYOOUUEVOV QUPLAK®V, GCUVIGTATOL 1] TPOCEKTIKN

ToPaKoAovONGN TOL EMTEGOL KOAIOV 0pOD Kol 1] VTOKATAGTACT] KAAIOV €0v givol amapaitnTo.

YMEPOUATOVEQPITION,

"Exet avapepbei oneipapatoveppitida oe acbeveig mov Elafav eihypactiun, Aevoypactiun 1
neykeuvypootipn. ['evikd, To cuppdvta ornelpapatoveppitidog ETAOONKaV PeTE T PEI®OT TG dOONMG
N TV ardGLPCT TS PIAYPACTIUNG, TNG AEVOYPOCTIUNG 1| TNG TEYKPIAYPOAGTIUNG. ZUVIGTATOL
napakolovnomn péom avdivong ovpwv (BA. Tapdypagpo 4.8).

"Exdoya

AVT0 TO POPUAKEVTIKO TPOIOV TTEPLEYEL GopPiTorn. H abpoiotikn enidpacn tng Tovtdypovng

YOPNYNONG TPOIOVTWOV TTOV TEPLEYOLY GOPPLTOAN (1] PPoLKTOLN) Kot 1 Le TN StoTpoPny Aym
copPrtoing (M epovktdlng) mpémet vo Aappdvovtat voyn.

To pappaxo avtd mepiEyel Aydtepo amd 1 mmol vatpiov (23 mg) avd mpoyepuspévn coupryya 1
@LoAid10, ivor antd mov ovopdlovue «ehevBepo voTpiovy.

45  Alnlemopaosig pe GALO QUPUOKEVTIKA TPOIOVTA KoL GAAEG pOPPES alnieniopacg

Aoy ™ mBavig evaetnciog TV TayEMe SL0POVUEVOV LVELOEBDY KVTTAPMOVY GTIV KUTTOPOTOEIKN
ynueobepaneio, To Lonquex mpémel va yopnyeiton mepimov 24 dpeg PHETA TN YOPNYNOT TNG
KuTTOPOoTOEIKN G YNuetoBepameiog. H cuyyopriynomn g MmeyKQILYpacTiUNG |LE OTOLO0NTTOTE
ANUELOOEPUTEVTIKO QOPUOKEVTIKO TPOTidV dev €xel a&lohoynBel o acbeveic. Te poviéha pe {ma,
ovyyoprynon G-CSF «ou 5-98oproovpakiing (5-FU) 1 dArwv avtipetafoltdv Exetl kataderyel 6t
EVIOYVEL T1 HVEAOKATAGTOAN.

H acopdlera kot n amotelecpaticotnta Tov Lonquex dev £xovv a&loroynbel oe acbeveic mov
Aappdavovv ynuetoBepaneio oxeTilopevn pe Kabvotepnuévn LOELOKATAGTOAN, T.). Vitpolovpies.

H mBavémra odAnAenidpacnc pe AiB1o, To onoio emiong mpodyel TV anelevbipman ovdeTEPOPIL®V,
dev &yel depevvn el 101KA. Agv VIAPYOLY GTOLXEID TTOL VA ATOSEIKVOOVY OTL [ TETOLN

oAAnAenidpaon pmopel va eivon emPrafng.

4.6 TovipétnTa, KO1ON KOt yohovyia



Kbnon
Eivar mold mepropiopéva ta dedopéva (tepumtmoelg Ekpacng eykvposvuvng Ayotepeg amd 300) amd
TV ¥PNON TNG ATEYKPIAYPACTIUNG OTIG £YKVEG Yuvaikes. MeAéteg o€ (Mo KATEGEIEAY AVATAPAYWOYIKY|

to&ikotnra (PAERe mapdypago 5.3). Xav TpoAnTTiKO UETPO, ELVAL TPOTIUNTED VO OTOPEVYETOL 1) XPTION
tov Lonquex katd tn S14pKeLo TG EYKLHOGHVIG.

OnAacpos

Agyv givonl yvooto dv n Mmeykeihypactipn/ ot petafoiriteg anekkpivovtol 6to ovOpomivo ydia. O
Kivduvog 610 PBpépog Tov BnAAGletl dev pmopei va amokAelotel. O INAOGHOC TPETEL VO SLOKOTTETOL KOTE
v dudpkela tng Bepaneiog pe Lonquex.

Tovipémro

Agv vrapyovv dabécipa dedopéva. Meréteg oe (da pe Tov G-CSF kot mopdymyo &V VTOOEIKVOOLY
emPrapeic emdpdoseig otn yoviudmra (BA. mapdypago 5.3).

4.7 EmOopacelg 6Ty tKavOTTO 001]YN61S KAl YEPLGHOD U UVI|LATOV

To Lonquex dev €yel kapia | (€L ACNUAVTT EXLOPOOT) GTNV IKAVOTNTA 0O1YNONG KOl XEPIGLOD
unyovnuéToy.

4.8  AvemOovunteg evépyeleg

20VOYT TOL TTPOPIA OLGPAAELOS

O mAéov ouyvEg avemBOUNTEG EVEPYELES EIVOIL LDOCKEAETIKOG TTOVOG KOl VOUTIOL.
To cVvdpouo doPLYNG TPLYOEWMV, TO OTTOT0 EVOEXETAL VO EIVOL AmEIANTIKO Yia TV (o1 edv
kaBvotepioel ) Bepaneia Tov, &xel avapepbel kKupimg o acbeveig pe kapkivo mov Aapfdavouvv

ynueodepaneio £metto oamd yopnynon G-CSF 1 mapaydywv (BA. mapdypoeo 4.4 kot tapdypopo 4.8).

ITivakog overt@duntwy evepysLmv

H acopddeia g Mmeykoilypaotiung a&loAoyndnke e Baon to amoTte &St Omd KAMVIKEG LEAETEG
mov ovumepiErafay 506 acbeveig kot 76 vyeig eBehoviéc Tov Elafav MmrEYKQIAYPAGTIUN TOVAX(IGTOV

pia gopd.

Ot avemBounteg evépyeteg Tov mapatiBevion TapakdTo 6Tov Tivaka 2 TadvouovuvTol avd
Katnyopio/opyavikd chotnua. Ot Kotnyopieg cuyvotntag epgdviong kabopiloviol cOpemva pe TNV
axoAovOn cOpuPacn: ToAD cvyvég (=1/10), cuyvég (=1/100 éwg <1/10), oyt cuyvég (>1/1.000 £mg
<1/100), ondvieg (>1/10.000 £mg <1/1.000), modd omavieg (<1/10.000), pn yvootég (dev umopodv va
exkTiunBovv pe Paon ta Swbéoipa dedopiva).

Ev1oc ka0 katnyopiag cuxvotntog ERQAvIong, ot avembBOUNTe EVEPYELEC TapATIOEVTL KOTA
eBivovca oelpd coPapdtnrtac.



Hivakog 2: AvemOOUNTES EVEPYELEG

Katnyopio/opyovikd cvomua | Zvyvomnta AvemBOuntn evépyeia

A10T0payés T00 ALUOTOINTIKOD 2uyveéc ®popponevia*

KO TOV AEUPIKOD GOOTHUATOS Oyt ouyvég Agvkokvttapmon®,
Yrinvoueyorio*®

diozapoyés tov avocomomtikod | Oyt cuyvEg Avtdpaoelg vrepevoncOncioc™

OVGTIUOTOS

Araztopayég Tov ustafolrionod Zuyvég Ymokohonpio*

Ko g Opéyng

AoTapayés Tov vevprkov Yuyvég Keporaryio

OVGTIUOTOS

Ayyeioxég d1oTopaoyés Mn yvootég 2Ovdpopo Sopuyng
TPYY0eAV*, aoptitido™*

Aratopoyés tov avarvevotikod | Zoyvég AwémToon

:;)ZZZ[G O(CJT;ag):oZ'szl;oeva oo Kot Oy ovyvég H\{SU uow:ég ovemoH pnreg
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Teprypaen emieyuévmv ovembountwy EVEPYELMV

"Exovv avaeepbei Opopponevia kot Aevkokuttdpmon (PA. mapdypapo 4.4).

"Exer avoeepbel ominvoueyaria, yevikd acvountopatiky (PA. tapdypagpo 4.4)

Evdéyetar vo mapovclastody aviidpdoels vrepevotcnciog, 6nwme deproTIKEG AALEPYIKES OVTIOPACELS,
Kvid®oT, ayyelooidnuo Kot coPapéc aALEPYIKES AVTIOPACELS.

"Exet avoeepBel vroxaiionpio (BA. Topdypopo 4.4).

"Exovv avoeephei mveupovikéc avemBounteg evépyeleg, £101KOTEPQ dtdpeon mvevpovia (BA.
Tapdypoo 4.4). AvTéc o1 TVEVUOVIKEG aVETIBOUNTEG EVEPYEIEG UTOPEL ETTioNG VO TEPIAApPAvVOVY
TVELUOVIKO 010U, TVELHOVIKEG dnBncELs, Tvevpovikn {vawor, avorvevotikn avendpkelo 1] ARDS
(B\. mapdypogo 4.4).

Nowrtia mtapatnpribnke moAd cvyvd oe acBeveig mov AauPavay ynueobepaneio.

Evdéyetar vo mapovctaotody SEpUOTIKEG VTIOPAGELS, OTTMG epLON LA Kot eEGvOM Q.

Evdéyetar va mapovsiactodv avidpdoels tng 0éong Eveong, 6mwg oxAnpvvon tng Béong Eveong kot
ovog ¢ Béong Eveong.



O TAéov ouyvEg avemBOUNTEG EVEPYELES GLUTTEPIAALPAVOVY HVOGKEAETIKOVE TOVOVC, OTTME 0GTIKO
OVO Kal PuoAyio. O HLOCKEAETIKOG TOVOG elvarl yevikd oG £m¢ LETPLag cofapdtnTag, Topodtkdg
Kot pmopel vo eheyyOel pe Tumkd ovolynTiKa 6Tovg TEPLocoTePovs aobeveic. Qotdc0 £yovv
avapepbel TepTT®SEI GOPOPOL HVOCKEAETIKOD TOVOV (KLPIMG 0GTIKOG TOVOG KOl 0GPUIAYIN),
GUUTEPILAUPAVOLEV®V TEPUTTOGEWDY TOV 0O YNGUV GE VOGNAEIN GE VOGOKOLETLD.

Evdéyeton va mapovcstootohv avasTpEYIIES, NTIES £0G LETPLES LENTELG TNG AAKOAMKNG POCOATACTS
KoL TNG YOAOKTIKAG apudpoyoviong, yopic oxetilopeves KAiKEG emdpdoeic. Ot avénoelc g
OAKOATKN G POOQOTACTG KOl TNE YOAUKTIKNG 0QUIPOYOVACTG KOTA TAGO TLOOVOTNTO TPOEPYOVTOL OO
TNV aOENCT TOV OVOETEPOPIA®V.

Opiopéveg avemBounteg evépyeleg umopei va unv €xovv mopoatnpnel akduo, pe
MTEYKQILYPACTIUN, 0AAG gival YEVIKA amodekTtod Ot anodidoviatl otov G-CSF kon mapdywya:

A107T0p0YEC TOV QIUOTOWTIKOD KO TOV AEUPIKOD CVOTHUATOS

- Pnén omAnvog, cvumeptiapfoavousvov Bavatnedpov neplotatikdv (PA. tapdypapo 4.4)

- Kpion dpemavokvtropiknc avarpiog og acbeveic pe dpemavorvtrapikn avorpio (BA.
napbypago 4.4)

Ayyeraxég dratopoyés

- 2HvOpopo S10.puYNG TPLYOEDDY
[eproTatikd cuvopPOLOL SLUPVYNS TPLYOEWMV £Y0VV avVoEEPDEl GTO UETEYKPLTIKO TEPIPAALOV
pe v xpnon G-CSF 1 mapaydywv. Ta mepiotaticd avtd xovv yevikd cvuPei oe acbeveic pe
Tpoywpnuéva Kakonn voonuata, onyoipio, oe aobeveic mov Aapfdvovy moAlamTAd
QUPLOKEVTIKG TPoiovTa ynuelobepomeiog 1 vrofaiiovial o€ apaipeon (BA. mapdypago 4.4).

- Aoptitida (BA. mapdypao 4.4).

Arozopoyés To0v dEPUATOS KOl TOV DTOIOPIOD 1GTOD
- O&ela gumvpetn ovdeTEPOPIAIKT deppiTman (cOvdpopo Sweet)
- Agppotikn ayyedtido

A10T0OPOYES TV VEPPMDV KL TWV 0DPOPOPDYV 00DV
- Yrepapotoveepitida (BA. mapdypago 4.4)

TMoudwarpikdc TANOvoudC

H a&iohdynon g acpdielog o madtatpikog acbeveic mepropiletat ota dedopuéva omd Tig

akolovbeg KAviKEG peAéTeG:

- perém edong I pe 21 moudrarpikoivg acbeveig niikiag 2 €mg 16 etdv pe owoyéveln 6ykwv Ewing
N poPoopvocapK®Le OV EAUBOV MTEYKPILYpacTiUN LeTd and Evav kKokAo ynuetodepoameiog (BA.
emiong mapdypogo 5.1)

- uehém eaong Il pe 21 moudworpikovg acbeveic niikiog 2 £wg 18 e1dv pe otkoyévela 0ykmv Ewing
N poapdopvocapkope Tov EAafov pia 6001 MIEYKEILYPaoTIUNG avd kKhKk o ynuetobepameiog, yio
4 drod0ykovg KOKAOVG (PA. emiong mapdypapo 5.1).

SUVOAIKA, TO TPOPIA AGPAAELOG GTOVG TALOATPIKOVE aoBeveic pavnKe OTL NTOV TAPOUOLO LLE EKEIVO
OV TOPATNPELTAL OTIG KAVIKEG PeAETEG GE evihikeg. Oplopéves SLOTapayES TOV OLOTOMTIKOD KOl TOV
Aeppucol cvotipotog (avopio, Aepponevia, Opoppomevia) KabmG Kol SLATAPAYEG TOV YOOTPEVIEPIKOD
(éuetog) mopatnpnOnKoy pe LEYOADTEPN GLYVOTNTO GTOVE TOLILATPIKOVG AGOEVEIC o€ GYEoT LUE TIC
KAMvVIKEG peréteg o evidkeg (PA. emiong mapdypago 5.1).

Ava@opd ThovoroyoOLUEVAOV aVETIOVUNTOV EVEPYEIDV

H avagopd mbavoroyoduevoy avemBOUNT®V EVEPYELDY LETA A0 TN YOPNYNoN GO0 KLKAOPOPTog
TOV PAPUAKELTIKOD TPOIOVTOC elvar onuavtikn. Emtpénet tn cuveyn mapakoriovdnon g oyéong
0PEAOVG-KIVOHVOL TOVL QOPUAKEVTIKOD TPOTOVTOG. Znteitat omd Tovg enayyeAaticg vyeiog vo



AVOPEPOVV OTTOEGONTOTE THAVOLOYOVUEVEG OVETIBVUNTEG EVEPYELEG LECH TOV EBVIKOD GLGTNLLATOG
avoeopds mov avaypdeeton oto [Hopdptmua V.

49 Ymnepoocolroyia

Agv vrapyet epmepion pe VTEPSOCOAOYIN LE TN MITEYKPILYPACTIUN. L€ TEPITTO®ON VIEPOOGOAOYINGC,
petpnoelg WBC kot apometolimv mpénet va d1evepyodvTal o€ TaKTIKY Pdon kot to péyebog tov
oTANVA TPENEL VO TOPOKOAOVOEITOL TPOGEKTIKA (7., KAVIKY e&€Taon, LVITEPNYOC).

5. OAPMAKOAOTI'IKEX IAIOTHTEX

51 ®appoxodvvopikés 1010TNTES

Doppokobepamentin Katnyopic: AvocodileyepTikd, Tapdyoviec d1€yepong amoikidv, kodikog ATC:
LO3AAl4

Mnyoviopdc dpdonc

H Ameykeihypaotiyn givol £éva opotomodkd cOeLYUa TG PIAYPACSTIUNG 1E Eva LOPLOo
pebo&u-norvaiBvievoyrlokoing (PEG) péow evdg voatavBpakikod cuviETn mov omotedeiton amd
yAvkivn, N-axetvAovevpapvikd o0&y kot N-aketvAoyahaktolapivn. H péon poprokn| pala sivon
nepinov 39 kDa amd v onoia to Tuipo TpTeivig amotelel mepinov to 48 %. O avBpomivog G-CSF
glvar pol YAvkompmteivn Tov pubpilet v mopaymyr| Kot omeAevfEPwon AEITOVPYIKOV OVOETEPOPIA®V
amo 10 weAd Tv ootdv. H eilypactiun eitvar évag pun-yAvkoloAMouévog ovacuvouacHEVOS
uebetovolog avBpwnivog G-CSF. H Mmeykeilypaotiun ivar (o Lopen mopoteTapnévng olipKeLog
NG PIAYPOCTIUNG AOY® TNG LEWHEVNG VEPPIKNG KdBapong. H Ameykpilypootipn cuvdéetal otov
vrodoyéa Tov avBpmmvov G-CSF dnwc 1 gilypactipn Kot 1) TEYKOILYpasTiun.

Dapuokodvvakic emOPAUcELS

H AMmeykeihypaotiyn kot 1 ukypaotipn tpokdAecay o €viovn adénon otoug aptfovg
0VOETEPOPIAMV TEPLPEPIKOV QLATOC EVTOG 24 MP®V, UE WKPEG AVENGELS LLOVOKVTTAP®Y 1/Kat
AELPOKLTTAP®V. AVTd Ta amOTEAEGUATO VTTOdEIKVOOLY 0Tt TO TUN A G-CSF g AMmeykoilypaotiung
TPOGOIOEL TNV AVAUEVOUEVT] OPOUGTNPLOTNT VTOV TOV ALENTIKOD TAPAYOVTO: O1EYEPST] TOV
TOAAMUTAQGIOGUOD TOV GLUOTOTIK®V TPOYOVIKMY KUTTAP®V, SL0(pOopOToincen oe dpiua KHTTOP Kot
ameAevBEPOT 6TO TEPIPEPIKO aipta. AvT ) emidpacn mepthapuPdvet oyt povo tn yevearoyio
0VOETEPOPIA®MV OAAG eTEKTEIVETAL GE GALD TTPOYOVIKA KOTTOPO PiOG YEVEAAOYIOG 1) TOAAATADY
YEVEQAOYIDV Kol TOADSOVOLO aipototnTikd PAactikd kottapo. O G-CSF emniong avéaver tnv
avTIPaKTNPLoKy SpacTNPLOTNTO TOV OVOETEPOPIAMY CUUTEPTLOUPAVOLEVIC TNG POYOKVTTAP®OOTG.

KAk ommoteAeouotikOTnTo. Kot 0o@AAEL

Aocoloyia Tng MTEYKPILYpaoTiung pio popd avd KOKAO diepguviOnke oe 500 Pacikég
TUYOLOTIOMNUEVEG, SMAEC-TVEAEC KAMVIKEG peAéTec o€ aoBevelg Tov vtofdilovToy g
HLELOKATAGTAATIKN YN pel0fepameia.

H mpotn Bacwn (paong 1) khvikn peiétn XM22-03 oy pio eEAeyyopevn pe evepyd AaprOKo
ueAétn og 202 acOeveic pe kapkivo Tov paotov otadiov -1V mov EhaPav Emc kot 4 khkhovg
ynueobepaneiog mov meprhapuPave doEopovfikivn kot doce&atédn. O acbeveic Tuyaiomombnkav 1:1
v vo AdPovv 6 mg Mmeykidypaotiung 11 6 mg neykpilypaotiung. H peiétn xatéoeile
Un-Kot@tepdTNTa TNG 006N 6 M MIEYKQIAYPOGTIUNG (OC TPOG T1 0061 6 Mg TEYKPIAYPUCTIUNG Y10
7O KUP10 TEMKO onpeio, didpkela cofapng ovdeteponeviog (AXO), 6Tov TPMTO KOKAO
ynueobepanciog (PA. wivaka 3).
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Hivaxag 3: AXO, cofapny ovdeteponevia (X0) kor epmdpetn ovdeteponevia (EO) otov kokio 1
¢ perétng XM22-03 (min0vopég pe MI'O)

ITeykeiiypaotiun 6 mg Auteykoihypootipun 6 mg
(n=101) (n=101)
AX0
Méon + TA (nu.) 0,909 | 0710
Méon A ET -0,186
95 % AE -0,461 éwg 0,089
>0
Enintoon (%) | 51,5 | 43,6
EO
Enintoon (%) | 3,0 | 1,0
[II'® = TAnBvouog pe Tpdbeon Yo Bepameia (OAot Ot TVYOOTOUEVOL 00OEVEIC)
TA = tomikr| amdKAion
M. = NUEPES
AE = d1dotnuo epumetosuvng
Méon A ET (péon d1apopd eELayioTOV TETPUYOVOV Y10 AITEYKQIAYPOACTIUN — TEYKQIAYPOACTIUN) KOt
AE amd moAvmapoyovtikn avilvon moAtvopounong Poisson

H 6evtepn Baoikn (edong II) khvikn pelétn XM22-04 oy o EAEYYOLEV LLE EIKOVIKO (APLAKO
peAétn og 375 acbeveic pe un-puKpoKLTTOPIKO KopKivo Tov Tvebpova mov Aafay £0¢ kot 4 KOKAOLG
ynueobepaneiog mov mephappave ciomiativn kot €tomoaion. Ot acOeveic Tuyatoromdnioay 2:1 yio va
AdPovv gite 6 mg Mmeykelypaotiung gite elkovikd gdppako. To aroteAécpata TG LEAETNG
nmapovctdloviot otov mivaka 4. Otav oAokAnpodonke 1 kopla HEAETN, N eXinT®GT TOV BoviTov NTav
7,2 % (gwcovikd eappaxo) kot 12,5 % (6 mg MreyKQULypacTiUnG) oV Kol LETE 0o TV TEPI0S0
mapakorlovOnong 360 nuepdv, 1 GUVOAIKY NIt TOov Havdtov NTav TapOUoLd HETOED TOV
EIKOVIKOD QUPUAKOD KoL TNG AeYKPILypaotipng (44,8 % kot 44,0 %, minbuoudg ac@aielog).

Hivaxag 4: AXO, X0 kot EO otov kvkho 1 g perétng XM22-04 (minOvopoc pe III'O)

Ewoviko pdppoxo Awmeykeiiypaotipn 6 mg
(n=125) (n =250)
EO
Enintoon (%) 5,6 | 2,4
95 % AE 0,121 émg 1,260
Tyn p 0,1151
AX0
Méon + TA (nu.) 23+25 | 06+11
Méon A ET -1,661
95 % AE -2,089 émc -1,232
Tyn p < 0,0001
>0
Enintoon (%) 59,2 | 32,1
Aoyoc mbavotitav 0,325
95 % AE 0,206 €5 0,512
Tyn p < 0,0001

Méon A ET (péom d1apopd eELayioTOV TETPUYOVOV Y10, AITEYKQIAYPACTIUN — EIKOVIKO PAPLLOKO),
AE kot Tiun p amd ToAvmapayovTiky avdivor moivdpounong Poisson

Aodyog mBavotiTOV (MTEYKPILYPOSTIUN / koViKO apurako), AE Kot Tiun p od moAvmapoyovTiKy
avEALGN AOYIGTIKNG TOAVOPOUNGNG

Muo peteykprtikn perét acedieiag XM22-ONC-40041 dievepynOnie yio T GUAAOYN 0e00UEVOV
eEEMENG g vooov Kot Bvnolpudtrag og acheveic e TpoywpNUEVO TAAKMON 1| UN TAAKMOT KOPKivo
ToL VeV OVA o1 omoiot ELafay AMmeykeILypaoTipn emmpocdeta ot ynuetodepanceia pe Bdon v
mAativa. Agv mapatnpnonke avénuévog Kivovuvog eEEMENG TG vOGou 1| Bavdtov pe )
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MTEYKQILYpOCTIUD.

Avoooyovikotyzo,

[payunotonomOnke avaivon TV avIICOUATOV EVAVTL TOV QUPUAKOL 6€ 579 acheveic Kot vyeig
eBelovtég mov EhaPav Bepaneia pe Mmeykelypaotiun, 188 acbeveig kot vyieig eBehovtég mov Eaafav
Oepancio pe meykelypaotipn kot 121 acBeveic mov édafav Oepameio pe stkovikd edppoko. Eidud
Y10 TO QAPHOKO OVTICOUATE TOV EULPAVIGTNKAY HETA TNV Evapén g Bepameiog aviyvedbnkav 6To
0,86 % tov atdépwv mov Elafav Mmeykeihypactiun, 1o 1,06 % tev atopwny mov EAafov
TEYKQIALYpooTiun kot oto 1,65 % tov atdunv mov Elafav eikovikd eapuako. Agv mapotnphonikay
€E0VOETEPOTIKG OVTICAOUATO, EVOVTL TNG ATEYKPIAYPOACTIHUNG.

TMoudwarpikdc TANOveuUoC

AVo Khvikég pedéteg (XM22-07 kar XM22-08) mpaypatomomfnkoy 6€ mondlorpikong tAnbucpong ue
YPNON TS AMTEYKPILYPOSTIUNG Yia T Bepameia TG EmOyOLEVNS Ao ynuetofepaneio ovdeTEPOTEVING
KoL TNV TPOANYN NG emayOpuevng omd ynuelofepaneio eumdpetng ovdetepomevioc. Kot otig dvo
UEAETEG, 1] MTEYKPIAYPACTIUN TOPEXOTAV GE YLAAVA ELoAid10 TOV TTepteiyav 10 mg
MmeyKeILypooTipung o€ 1 ml dtoddpatog yio viwoddpia Eveon.

¥t pedétn edong | (XM22-07), 21 noudid nhkiag peta&d 2 kat 16 etdv pe owkoyévela 0ykov Ewing
N popoopvocapk@pa, EAaPoV MIEYKEILYpaoTiUn o¢ endeas vTodopla d6on Tov 100 pg/ke (€mg
uéyloto 6 mg, n omoia givar 1 otadepn 0O6GN Yo TOVG EVAMKES) 24 DPEC LETA TO TEAOG TNG TEAELTOLOGC
ay@yng ynueobepaneiog katd v efdopdada 1 g Bepanceiag. Ta oynuato ynueodepaneiog
amoTEAOVVTAV OO PvkploTivn, 1pmc@auidn, dofopovfikiviy kar etomosion (VIDE), and Pvkpiotivn,
axtwvopvkiviy D kat kukhopwceauion (VAC), 1 wwoceouion, frvkpiotivny kot axtivopvkivy D (IVA).
H erintoon EO ftav kopoawvopevn avaioya pe v niio (omd 14,3 % éwg 71,4 %), pe mv
VYNAGTEPT GLYVOTNTA GTNV NAKLOKT opdda peyaivtepn nikiag. H yprion tpidv dStapopetikmv
oyMuaTev ynueodepaneiog, pe Towileg LUEAOKOTACTUATIKES EMOPACELS KOl NATKIOKES KOTAVOLLES,
nepl€mhiese TN GVYKPION TG OMOTEAEGUOTIKOTITAG HETAED TOV NAIKIOK®OV OUAS®V.

¥t perétn edong 1l (XM22-08), 42 madid nhikiog peta&d 2 kot < 18 etdv e okoyévela Oykmv
Ewing 1 papdopvocapkmpa Erafav yia 4 51080y 1kodg KOKAOLS ynuel0depaneiog 6€ TuYOLOTOMUEYT
avaroyia 1:1 eite Mmeykeihypaotiun og 66om 100 pg/kg (g uéyieto 6 mg, 1 d6om avd KbkAo) gite
ouypootipn og d0on 5 pg/kg (pia @opd tnv NUépa Yo TOLAGYIGTOV 5 SL0d0YKEG NUEPES OV KOKAO
[uéyioto 14 nuépeg]). Ta oyfuota ynueobepaneiog amotelovvtoy amd VIDE, VAC, IVA,
Bwipiotiv, do&opovfikivn Kot KUKAOPOCEAUIT TOV EVOAALAGGOVTAV UE LPOCPULIOT Kl ETOTOGION
(VDC/IE), 1 woopoauion, fvkpiotivn, axtivopvkivi D kot so&opovPikivn (IVADO). To kbpilo tedkd
onueio Nrav 1 didpketa TG coPapng ovdeteponeviag (AX0) otov kOkAo 1. H AZO (uéomn [tomn
amoxion]) otov kokho 1 Nrav 2,7 (2,25) nuépeg otnv ouddo g Mmeykeihypaotiung kat 2,5 (2,09)
NUEPES oTNV OpAda TG PLAYPACTIUNG (GVVOAO avdAvong cOLPmVA pe To TpmtokoAro [PP]). H
GUVOAIKTY ETTTOOT TG EUTVPETNG ovdeTEPOTEViag Ty 35 % otV opdda TG AMEYKQILYPOCTIUNG
ka1 42 % oy opddo ¢ erhypaotiung (cvvoro avdivong PP). H pedétn dev ntov oyedoouévn yio
enionuo EAEYYO TOV GTATIOTIKMV VTOOECEMV. ZVVETMC, TO ATOTEAECUATA Otd QLTI TN UEAETT Oa
TPENEL VO, epUNVELOOVV LLE TPOGOYN.

52  ®appoxokivTikEG 1010TNTEG

Tevika

Yyieic eBelovtég

e 3 peléteg (XM22-01, XM22-05, XM22-06) o€ vyteig eBehoviéc, 1 HEYIOTN GUYKEVIPMOOT| GTO aipla
enetevyOn petd omd diapeco 30 €mg 36 wpdv katl 0 TEMKOS ¥pdvoc Nuicetag {ong Kopdvonke Katd
Héco 0po amd mepinov 32 £wg 62 dpeg LeTA amd ePATAE VITOJOPLA EvEST] 6 ME AMTEYKPILYPACTIUNG.
Metd amd vTodoplo. £vEsT] 6 mg MIEYKQILYPUCTIUNG OE TPELG OpopeTIKES BEaelg (Bpayiovag,
KOWALOKT Y®Po. Kot unpdc) o€ vyieig 0ehovtéc, n Prodabeciudmmra (LEYIGTN CLYKEVTPMGN Kot

nepoyN Katw amd v kapmwdAn [AUC]) ntav xouniotepn petd and vwoddpia £vest 6To unpod o
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GUYKPIoN UE VTTOOOPLA EVECT] GTNV KOWALKT ¥DPa Kot 610 Bpayiova. e avTiV TNV TEPLOPICUET
perétn XM22-06, n frodiabesitdtTnra TS MIEYKPIAYPOGTIUNG KO Ol TOPATIPOVIEVES OLOPOPES
petall Tov Bécemv Eveong NTav VYNAGTEPT GTOVG AVOPEG GE GLYKPLON Ue TiG Yuvaikeg. [Tapod' avtd,
0l POPUAKOOVVOUIKES EMOPACELS NTOV TOPOUOLES Kal aveEApTnTeS 0md To OAO Ko TN B€om €veong.

MetafoMopdc

H AMneykeihypaotiun petaforleton pEow evOOKLTTAPIKNIG 1| EEMKVTTOPIKNG OTOUKOIOUNONG AT
TPOTEOATIKA Evivua. H MTeyKQIAYpas TN E6MTEPIKOTOIEITUL OO TO OVOETEPOPIAL (U] YPOLLLUKT
dlepyacioy) Kol 6T GLUVEXELD ATTOTKOOOUEITAL EVTOG TOV KVTTAPOL altd EVOOYEVT TPMTEOAVTIKG EVIVUAL.
H ypoppikn 086¢ opeiletar evogyopévms 6TV eEOKVTTOPIKT OTOIKOSOUNOT TOV TPOTEIVAV OO TNV
MO TAOT TV 0VOETEPOPIAWMV Kol GALEC TPMTEATEG TAACUOTOC,

Alnlemdpaoers popudrmv

Agdopéva in Vitro vodetkvoouvy 611 1 MIeyK@IAYpaoTiun &yl LKpég N Oyl QUeGES 1 LEGOAABOVUEVES
a0 TO OVOGOTOTIKO cOGTN O eTdpdcel; ot dpactnpotta twv CYP1A2, CYP2B6, CYP2CS,
CYP2C9, CYP2C19 xar CYP3A4/5. Zuvendg, | MreyKOIAypaoTipun oev givar mbavo va ennpedoet To
petafortopud péom tv evodpmv tov avipdmivov kutoypouatog P450.

Ewdwoi tAnbuouotl

Aobeveic ue kopxivo

e 2 peléteg (XM22-02 ko XM22-03) og aoBeveic pe kapkivo Tov pootod mov Aapupavoy
ynueobepaneio mov mepiidpfove So&opovPikivn kot S0GETOEEAT], 0L HECES LEYIOTEG GUYKEVIPDGELG
070 aipo Tov 227 kot 262 ng/ml engtevydnoav uetd omd Stpesovg ypodvoue LEXPL TN UEYIOTN
GLYKEVTP®ON (tmax) 44 kot 48 wpdv. Ot pésot telkol ypovor nuicetag Lone ntav mepimov 29 Kot

31 dpeg petd amod epana vrodopia £veon 6 mg MTEYKPILYPACTIUNG KOTA T SIGPKELD TOV TPDTOV
KOKAoL ynuetobepaneiog. Metd amd e@ana VTodoPla Evecn 6 mg MTEYKPILYPAGTIUNG KOTA TN
S1apKeLn TOV TETAPTOL KUKAOV, Ol UEYIGTEC GUYKEVIPMGELS GTO OipLa TV YOUNAOTEPES OO TIG
TOPUTNPOVUEVEG GTOV TPMTO KOUKAO (Héoeg Tipég 77 ko 111 ng/ml) ko enetevyncav petd and
SLIUESO tmax 8 wpav. Ot pésot tedikol ypovol nuicelag (ong otov T€Tapto KiKAo NTav mepimov 39 kot
42 wdpec.

e o pekétn (XM22-04) o acbeveic pe pn-pkpokuTtaptkd Kopkivo Tov Tvedova Tov Aapupavoy
mueroBepaneio mov TepAauPave cGlomhativi Kot ET0TOGI0T, 1| LEGT] LEYLOTY GLYKEVTPMOT| GTO Lol
tov 317 ng/ml enetevydn petd amd S1AUECO tmax 24 ®PDV Kal 0 HECOG TEAKOC ¥pOvog Nuicelag (ong
ntav mepimov 28 dpeg PeTd and epAmas vVTodopla Eveon 6 mg MTEYKPILYPACTIUNG KATd TN S1dpKELn
TOV TPMOTOL KOKAOL ynuelobepaneiog. Metd and epdmal vrodopio Eveorn 6 mg MIEYKPIAYPOCTIUNG
KOTA TN S1APKELN TOV TETAPTOV KOKAOV, 1] HEOT UEYIOTH GUYKEVIP®OOT 6T0 aipa tov 149 ng/ml
eMETELYOM PETA OO SLAUESO tmax 8 POV KOl O LEGOG TEMKOG YpOVOG Muicelag Cmng NTav Tepintov
34 dpec.

H AMmeykeihypaotipn eaivetor 6Tt amoBdAieton kupimg pEcwm KaBapong pesorofodpevng and
0VOETEPOPIAQ, 1) OTLOT0 YIVETOL KOPEGHEVT GE LVYNAOTEPEC dOoELS. O cuvAdel pe Evav
OVTOPPLOUIGTIKO PUNYOVIGHO KABAPGNS, 1] CUYKEVTP®GT GTOV 0pd TNG AMTEYKOIAYPOCTIUNG LEIDVETOL
Bpadémc Kotd TN SLaPKELN TOV EMOYOUEVOD amd ynuelodepomeio TopodIKoD Vadip 0VOETEPOPIA®Y Kot
TaY£mG KOTA TV EmaKOA0LON Evapén g avakapymg Tov ovdetepoeilmv (BA. oynua 1).
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2ynue 1: Tpogil e didusonc ovykévipwonc opot e Mimeykpilypootiunc kou diouscoc ANC og
ao0sveic vro ynueroBspomeio ueto, oo sparol Eveon 6 mg MmeyKpllypootiunc

= 250 ~ - 30

S

2

byt —8— AmeyKQILYpOoTIUN

& r - 25

= 200 AN —v— ANC

3 =
S 3
Q Q
3 20 g
2 150 2
@ (=
5’ —
5 R
3 =
~§- 100 ~ Z
S / - 10 g
= I g
S B s
5 v SERES
14

}-

6

=

S 0 -0

‘g_ T T 1 1 I 1 I I I I I T 1

3 -1 0 1 2 3 4 ) 6 7 8 9 10 11

Huépeg perétng, éveon Mmeykeihypaotiung kotd v nuépa 0

Aobeveic ue veppixn n nrotiky SvoAEiTovpyio,
Abdy® 0V pEGOAAPOOUEVOV OO OLIETEPOPIAD LNXAVIGHOD KABAPOTS, 1] POPUOKOKIVITIKY TNG
MTEYKPIAYPOACTIUNG OEV OVAUEVETAL VO EMNPEACTEL OO VEPPIKY| 1] NTOTIKY] SLGAELITOLPYIOL.

Hlawuévor aobeveic

[Tepropiopéva dedopéva og acBeveic VTOJEUKVOOLV OTL 1] PAPLOKOKIVITIKY] TG ATEYKPILYPOUCTIUNG GE
nAkiwpévoug acbeveic (65-74 et@v) ivol Topopoln e eKeivn o€ vedtepovg acbeveis. Agv vrdpyovv
Srabéotpa papuakokvnTika dedopéva oe acbeveic > 75 etdv.

Taidrazpiros minBoeuog

e o pedét eaong I (PA. mapdypo@o 5.1), o1 Ye®UeTPIKES HEGEG HEYIOTEG GUYKEVIPMGELG OTO QL0

(Cimax) Ytav 243 ng/ml oty oudda 2 £og < 6 tdv, 255 ng/ml oty opdda 6 £mg < 12 e1dv ko

224 ng/ml otnv opdda 12 émg < 18 etdv petd omd epdmos vroddpia éveon 100 ug/kg (uéyroto 6 mg)
AMTEYKQIALYPOACTIUNG LE TOV TPADTO KOKAO TNG Ynuetodepaneiog. Ot LEYIOTEG CUYKEVIPDOGELS GTO QLN

enetedydnooy petd amd S1aueco ypovo (tmax) 23,9 mpav, 30,0 wpdv kot 95,8 wpdv, avtictorya.

H pappokoxivntikn kot eappoakodvvapkn (OK-OA) povieAomoinor v TaldtaTptkdv ded0UEVOY
(MAcio 2 ¢ < 18 etddv pe yopnyoovueveg 06celg 100 pg/kg), coumeprropfovousvov tmv
emmpocheT@v dedopévav amo tn peAétn edong I (BA. Tapdypapo 5.1) kot 6 GLVOVAGUO LE
nponyovpeva OK dedopéva yio Tovg eviAkes, vtootnpiletl 0Tt emttevyOnKay cuykpiciues ekBEcELg
NG MTEYKPILYPAGTIUNG GTOV 0pO GTOVG TULITPIKOVE 0oOEVEIS GE GUYKPIOTN LE TOVEC EVIAIKEC
aocBeveig kot 60T1 01 DK kot DA TapdpeTpot NTov GLYKPIoIUES 68 OAN T TUSLOTPIKA €0p1 BAPOVG TOL
peretnOniayv Kot vrootnpilel T ovoTaom Yo d6om pe Bdon Ta e0pN COUATIKOV BAPOVS Y0 TOVGS
mondloTpikovg acheveic.

YrépPopor aoOeveic

Mopatnpndnke pio tdon mpog peiwon g Ekbeong g Mmeykeilypaoctiung pe 1o avénuévo Papog.
AVT0 pmopel vo, 00N yNoEL 6 PEIOUEVES POPUAKOOVVOUIKEG AVTOTOKPioELS o€ acbeveic pe peydio
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Bapog (> 95 kikd). Emaxdiovdn peimon tng omoTeAeoUATIKOTNTOG 6E aVTOVG ToVg acbeveic dgv
Umopel va omoKkAEIoTEL e TOL TPEYOVTO SESOUEVAL.

5.3 TIIpoxlvika doedopéva Yo TNV a6@drela

To un Khvikd dedopéva dev amokaAOTTOVV 110itePO Kivouvo Yo tov avBpmmo e Pdon Tig
SLUPUTIKEG LEAETEC PUPUOKOAOYIKNG ACPAAELOG, TOEIKOTNTOG EPATOE dOONG Kol ETAVOAAUPBAVOUEV®Y
d0GE®V, Kol TOTIKNG AVOYNS.

e o peAETn ToEIKOTNTOG TV OVATOPUYMYIKY] IKOVOTNTO Kot avATTUEN 68 KOLVEALD, OLENUEVT
EMIMTOON PETEUPVTEVUATIKNG OTMAELNG KOl amofoAng mapatnpndnke o VYNALG S0GELS
MTEYKQILYPOoTIUNG, TOAV®G AOY® VTEPBOATKNG POPUAKOOVVOULKNG EMIOPACT|S EIOIKNG Y1 TA
KOVVEALLL. AEV VTAPYOVY GTOLYEID TTOV VO ATOOEIKVDOLV OTL 1] MIEYKOIAYPACTIUT €IVl TEPATOYOVOG.
Avtd to guprpata givorl cvpPatd pe ta aroteiéspota amd tov G-CSF kot mtapdymya. AnNpocievpéveg
TAnpoeopiec oxetikd pe tov G-CSF kot mopdymyo emiong dev amoKaADTTOVY KAVEVE GTOLYEIO TOL VOl
OTOJEIKVVEL AVETOVUNTEG EVEPYELEC GTN YOVILOTNTO KOl TNV EUPPUTKN avanTtuén o€ apovpoiove
TPO-/HETAYEVVNTIKES EMOPAGELS AAAES OO eKelves TOL oyeTilovTan Le TOEIKOTNTA Y10l TN UNTEPOL.
Yrdpyovv ctorygio mov amodeikviovy OTL 1] GIAYPUCTIUN KOl 1 TEYKPILYPACTI|N UTOPOLV VO
petapepOohv oe YOUNAG ETITESN GTOV TAAKOVVTO GTOVE 0POVPAIONG, AV Kot OEV VITAPYOVV d100EGIIES
TANPOQOPIES Y1t TN MIEYKOLYPOSTiT. To KATA TOGOV ALTA TO EVPNUOTA EIVOL CTLOVTIKE Y10 TOVG
avBpadmovg dev elval YvwoTo.

6. DOAPMAKEYTIKEXZ TIAHPO®OPIEX
6.1 Kotaloyog ekdoywv

[Hoayopopeo o&ukd 0£H

Ydpo&eidio tov vatpiov (Yo pubuion tov pH)
YopPrtoin (E420)

IMoAvcopPikoé 20

"Yomp yio evécipa

6.2 AcvppatoTnreg

EAelyel peketmv oyeTikd pe T cuuPotdtna, T0 Tepov QAPUUKEVLTIKO TPOIOV OV TPEMEL Vo
aVOPELYVOETOL e OAAOD PUPULOKEVTIKE TPOTOVTAL.

6.3 Awapkera g

3 ypdvia

6.4 Iowitepeg mpo@urdéers kata T OLAEN TOV TPOIOVTOG
duvrdooete og yoyeio (2 °C — 8 °C).

Mnv katoyvyeTe.

DVAAGGETE TNV TPOYEUIGUEVT) GUPLYYA 1] TO PLOAISI0 GTO EEMTEPIKO KOLTI Y10l VO TPOGTATEVETOL OO
TO QMG

To Lonquex umopei va amopakpuvOei amd to yoyeio kot vo puAaydei og Oeppokpacio wikpotepn tov
25 °C ywo péytom pepovouévn tepiodo Emg kot 7 nuepdv. Aeov arnopakpuviei amd to yoyeio, T0

QOPUAKEVTIKO TPOTOV TPETEL VoL Ypnoipomombei evtdg avtng TS TEPLddoL 1| va amopplebei.

6.5 ®Von Kol GLGTUTIKA TOV TEPLEKTT
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IIpoysuiouévn cvpryya

[poyepicpévn cvpryya (yvaAi tomov 1) pe topa eloydpnong euforov [PpmpofovtuAikd eAaCTIKO
EMKAAVUPEVO P TOAV(a1BvAEVIO-cUV-TETpapBopoaiBLAEVIO)] Kot oTepe@UEVT PEAOVT GOpPLYYOC
(avoeidmtog yaivPog, 29G [0,34 mm] /) 27G [0,4 mm] x 0,5 inch [12,7 mm]).

Ka6e mpoyepiopévn oopryya mepiéyet 0,6 ml drodvpatoc.

Meyébn cvokevaociag 1 kot 4 Tpoysuicuévev cupiyyov pe dtataén aceaieiog (1 oroia omoTpénel Tov
TPOVUOTIGUO OO TPOTNUA LE TN BEAOVN Kot TNV emavaypnoiponoinen) 1 1 mpoyeiopévng copyyog
yopic dtdtaén aceareiog.

Mmropei va, unv KuKAOQOpOUV OLEG 01 GLOKEVAGIES.

DroAido

Drolido amd dopaveg, Bopromupttikd yvaAl Tomov | pe Tdpa eleyd®pnong omd Ppopofovtuilkd
EMIGTIKO KOl GOPAYIoN GUGPIENS OAOVULVIOV LE OMOGTMUEVO TMO O, TOAVTPOTVAEVIOL.

Kabe prorido mepiéyet 0,6 ml droAvpatoc.

Yvokevaoiec Tov 1 praAdiov 1 tov 6 erolidimy.

Mmropei va, unv KuKAOQOpOoUV OLEG 01 GLOKEVAGIES.

6.6 Idwitepeg TPoPULAAEELS OTOPPLYNG KOL AALOG YEIPIGNOG

To dvpa mpénel va embempeitor ontikd Tptv T xpnon. [pénet va ypnoponotovvor poévo dtowyn,
ypopa dtdvpata yopic copatidw.

To dwbdAvpa mpémet va apnvetor va Bdacet og avekrr Beppoxpacia (15 °C — 25 °C) ywo éveon.

H évtovn avatdpaén npénel va amoeevyetar. H vrepfoicn avatdpaén prnopei va mpokodécel
GLUGGMUATWOOT TNG MTEYKPILYPACTIUNG, Kabf1oTdVTag TNV PloA0YIKE avevepyn.

To Lonquex dev mepi€yel Kavéva cuvtnpntiko. Aaufdavovtag vedyn tov Thavo Kivouvo [kpoPilokng
EMPOLVLVONG, 01 GVPLYYEG N TA PLoAidla Tov Lonquex mpoopilovtan povo yia pio xpnon. Onoecdfmote
oPNOLOTOINTES TOGOTNTEG KAOE proAdiov pémetl va amoppintovton katdAinio. Mn pvidocoete
OTO1EGONTOTE OLYPTOUOTTOINTEC TOGOTNTEG Y10 YOPTYNOEIC OE LETOYEVEGTEPO YPOVO.

Ka6e aypnoiponointo eopuokevtiKd tpoidv 1 VIOAELUO TPETEL VO, ATOPPITTETOL COUPOVA LE TIG
KOTO TOTOVE 1GYVOVGEC GYETIKES SLOTAEELG.

7. KATOXOZX THX AAEIAY KYKAO®OPIAX

Teva B.V.

Swensweg 5

2031 GA Haarlem

OAhavoio

8. APIOMOZXZ(OI) AAEIAX KYKAO®OPIAZ

IIpoysuicuévn cuptyya,

EU/1/13/856/001
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EU/1/13/856/002
EU/1/13/856/003

Droido

EU/1/13/856/004

EU/1/13/856/005

9. HMEPOMHNIA ITPQTHYE EI'KPIXHY/ANANEQYXHY. THX AAEIAX
Huepopnvia mpdng €ykpiong: 25 Ioviiov 2013

Hpepounvia tekevtaiog avavémong: 19 Arpiiiov 2023

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Agmtopepeic TANPOPOpPIES Yo TO TAPOV PAPUAKELTIKO TPOTOV etvar d100éotpec oTov dStKTLOKO TOTO
tov Evponaikod Opyovicpod @apudkov: http://www.ema.europa.eu.
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ITAPAPTHMA 11

MHHAPAXKEYAXTHX THX BIOAOT'IKQX APAXTIKHX
OYXIAX KAI TAPAXKEYAXTEX YIIEYOYNOI I'TA THN
AITIOAEEMEYXH TQN TAPTIAQN

OPOI'H IIEPIOPIXMOI XXETIKA ME TH AIAOEXH KAI
TH XPHXH

AAAQOI OPOI KAI AITAITHXEIX THX AAEIAX
KYKAO®OPIAX

OPOI'H TEPIOPIXMOI XXETIKA ME THN AX®AAH KAI

ATIOTEAEXMATIKH XPHZH TOY ®PAPMAKEYTIKOY
MPOIONTOX

18



A.  THAPAXKEYAXTHX THX BIOAOT'IKQX APAXTIKHY OYXIAY KAI
IHAPAXKEYAXTEX YIIEYOYNOI I'TA THN AIIOAEEMEYXH TQN ITAPTIAQN

Ovoua kot d1e06vven Tov TopaoKeLAoTH TNS BLOAOYIKOS dPUCTIKNE OVGIOG

Teva Biotech GmbH
Dornierstral3e 10
D-89079 Ulm
T'eppovia

UAB Teva Baltics
Moléty pl. 5
08409 Vilnius
ABovavio

‘Ovopa kot 61evfuvon TV TOPOcKELOOTOV TOL £lval LTTELOVVOL Yo TNV OTOOEGUEVOT] TV TAPTIOWV

Teva Biotech GmbH
DornierstraRe 10
D-89079 Ulm
T'eppavia

Merckle GmbH
Graf-Arco-Stralie 3
89079 Ulm
TI'eppovia

270 £VTUTTO PUALO 0ONYIDV XPTOTG TOV POPLAKEVTIKOD TPOTOVTOG TPEMEL VAL OVALYPAUPETOL TO OVOLLXL
Kot 1 d1evBvvoT TOL TAPUCKELAGTH TTOV Eival VTEHOVLVOG Y1X TNV ATOSEGUEVGT TNE CYETIKNG TAPTIONS.
B. OPOI'H IIEPIOPIXMOI XXETIKA ME TH AIAGEXH KAI TH XPHXH

DoppokevTikd TPOidv Yo T0 0TOi0 amoLTeEITAL TEPLOPIGUEVT 1aTPIKT cuvtayn (PA. mapdptnua I:
Iepilnyn tov Xapaktnpiotik®v tov IIpoidvtog, mapdypaeog 4.2).

I AAAOI OPOI KAI ATTAITHZEIX THX AAEIAX KYKAO®OPIAX

. Ex0<oe1g meplodikig mapakolovdnong g aseaisrag (PSURS)

Ot anmoitioetg yio v voPoin tov PSURS yuo o ev Adym @appakevtikd mpoidv opiloviol otov
KaTOAOYO UE TIg nuepounvieg avapopds e Evoong (katdloyoc EURD) mov opatifeton oty

Tapdypoeo 7, Tov dpbpov 107y, tng odnyiag 2001/83/EK kot kdOe emakdlovdng emkatporoinong
OTMG OMUOGIEVETAL GTIV EVPAOTAIKT OIKTLOAKT TUAN Y10l TO PAPLOKOL.

A.  OPOI'H HEPIOPIEMOI ZXETIKA ME THN AX®AAH KAI AITOTEAEEMATIKH
XPHXH TOY ®PAPMAKEYTIKOY ITPOIONTOX

. 2yé010 owaygiprong Kivovvov (XAK)

O Kdroyoc Adetag Kukhogpopiag (KAK) Ba dieEaydyet Tig amottodpeveg SpactnplotnTes Kot

TAPEUPAGELG PUPLOKOETOYPVTVNONG 0TS Tapovotdlovtal 6to cupenvndéy XAK mov

mapovstdletar otnv evotnta 1.8.2 g doelng KukAopopiog Kol 0molecdNTOTE EMAKOAOVOES
gykekpipéves avabempnoeig tov LAK.
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"Eva emkatpomompévo ZAK 0o mpénet va katotedet:

. Metd and aitnpa tov Evponaikov Opyoavicpod Qapudxmv,

o OnotedNmote TPOTOMOLEITAL TO GVGTN O, SLOYEIPIONG KIVOHVOU, EOIKE MG ATOTEAEGLLO ANYNG
VEOV TANPOQOPLDV TTOV LITOPOVV VA ETLPEPOVY CTLLOVTIKY] GAAYT 0TI 0X£0T 0QPELOVS-KIVOVVOL
N ©G OTOTELES A TNG EMITEVLENC EVOG GNUAVTIKOD OPOCTLOV (PUPHOKOETOYPVOTVIION 1
gloyiotomoinon Kvévvov).
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ITAPAPTHMA 111

ENNIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX
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A. EINIIXHMANXH
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ENAEIZEIX [TIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EEZQTEPIKO KOYTI - TPO'EMIXMENH XYPIITA

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Lonquex 6 mg evécipo didAv o 6e TPOYEUOUEVT cVPLYYA
MTEYKQIALYPOCTIUN

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

KdaBe npoyepuopévn odpryya tepiéyel 6 mg Maeyk@ilypootiung o 0,6 ml dtodvuorog. Kabe mi
StoAvpatog mepi€yetl 10 Mg AMmey KLY pacTIUNG.

3. KATAAOI'OX EKAOXQN

"Exdoya: [Tayopoppo o&ucd 00, vopoleidio tov vatpiov, copPiroin (E420), morvcopPikd 20 kot 0odmp
Y10 EVEGLLOL.

4. DOAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Evéoipo didiopa

1 npoyepouévn ovpryya pe 0,6 ml dStoddpatog
1 mpoygpiopévn cvpryya pe 0,6 ml Stodvpatog pe dtdTaln acealeiog
4 mpoygcuéves ovpryyeg pe 0,6 ml dteAdpartog pe diraén aceaieiog

5. TPOITIOX KATI OAOX(OI) XOPHI'HXHX

T"a epdmaé ypron povo.
Amopevyete TV évtovn avatdpoln.
AwPaote 10 QUALO 0dNYIOV XPNOTG TPV 0Td TN YPNOT).

Ymodopia yprion

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
IPOION HPEIEI NA ®YAAXXETAI E OEXH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOZETITIZOYN TA ITAIAIA

Na puAdooetol o 0éom, TV onoia dev PAETOLY KoL dev Tpoceyyilovv Ta TadLd.

7. AAAH(EY) EIAIKH(EX) ITPOEIAOIIOIHXH(EIYX), EAN EINAI AITAPAITHTH(EY)
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8. HMEPOMHNIA AHEHX

EXP

9. EIAIKEY YYNOHKEX OYAAZHX

Ddvrdocete o€ Yuyeio.
Mnv katoyoyeTe.

DVAAGGETE TNV TPOYEUICUEVT) GUPLYYA GTO EEMTEPIKO KOVTI Y10l VO TPOCTATEVETL TG TO PG,

10. IAIAITEPEX IPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHHOAEIMMATQON ITIOY IPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAYX KYKAO®OPIAX

Teva B.V.
Swensweg 5

2031 GA Haarlem
OX\avdio

12.  APIGMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/13/856/001 1 mpoyepuopévn oOpryya pe d1dtaén aopaisiog
EU/1/13/856/002 1 mpoysuicpévn copryya
EU/1/13/856/003 4 mpoyepuopéveg cOpryyeg pe d10tacn ooaisiog

13.  APIOMOX ITAPTIAAX

Lot

‘ 14. TENIKH KATATAZH I'TA TH AIAOEXH

‘ 15. OAHTI'IEX XPHXHX

‘ 16. TMAHPO®OPIEX XE BRAILLE

Lonquex 6 mg

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

A1G0106TOTOC YPOUUU®TOS KddKAG (2D) mTov gépel Tov TEPIANPOEVTO LOVOITKO OVOyVOPIOTIKO KOOIKO.

24



18. MONAAIKOX ANATNQPIZTIKOX KQAIKOX - AEAOMENA
ANAI'NQXIMA ATIO TON ANOPQIIO

PC
SN
NN
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EAAXIXTEX ENAEIZEIX TIOY IIPEITEI NA ANAT'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

INPOI'EMIXMENH XYPITTA

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX(OI) XOPHITHIHE

Lonquex 6 mg evécipo
MTEYKPILYPOCTIUN

SC

‘ 2. TPOIIOX XOPHI'HXHX

‘ 3. HMEPOMHNIA AHEZHX

EXP

4. APIOMOZX ITAPTIAAX

Lot

5. HNEPIEXOMENO KATA BAPOX, KAT’ OI'KO'H KATA MONAAA

0,6 ml

6. AAAA XTOIXEIA
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ENAEIZEIX [TIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EEZQTEPIKO KOYTI — ®IAAIAIO

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Lonquex 6 mg/0,6 ml evéoyo dtddlvpo
AMTEYKQILYPOCTIUN

| 2. LYNOEXIH IE APAXTIKH(EX) OYZIA(EL)

Kabe proridio mepiéyet 6 mg Mmeykeilypaotiung e 0,6 ml doddpotoc. Kébe ml dtaddpotog mepiéyet
10 mg MmeykQAYpOoTIUNG.

‘ 3. KATAAOI'OX EKAOXQN

"Exdoya: [Tayopoppo o&ucd 00, vopoeidio tov vatpiov, copPiroin (E420), morvcopPikd 20 kot 0dmp
Y10 EVEGLOL.

4. DOAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Evéoipo didiopa

6 Qlolidia
1 puoAido

6 mg/0,6 ml

5. TPOIIOX KAI OAOX(0OI) XOPHI'HXHX

Ta epdmaé ypron povo.
Amopevyete TNV évtovn avatdpoln.
Awfaote 10 PUALO 0ONYIDOV XPNOTG TPV O TN YPNOT.

Y7moddpia yprion

6. EIAIKH ITPOEIAOIIOIHEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION ITPEITEI NA ®YAAXXETAI LE OEXH THN OITIOIA AEN BAEIMTOYN KAI
AEN ITPOZETITIZOYN TA ITAIAIA

Na pvidooetal o€ BEom, TV onoia dev PAETOLY Kot dev Tpoceyyilovv Ta TALddL.

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

EXP

9. EIAIKEY YYNOHKEX OYAAZHX

Ddvrdocete o€ Yuyeio.
Mnv katoyoyeTe.

dvidooete T0 PLOAid0 610 eEMTEPIKO KOVTI Y10 VO TPOGTATEVETAL OTO TO POC.

10. IAIAITEPEX IPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHHOAEIMMATON ITOY IPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAYX KYKAO®OPIAX

Teva B.V.
Swensweg 5

2031 GA Haarlem
OX\avdio

12.  APIGMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/13/856/004 6 @ioiidio
EU/1/13/856/005 1 giolidio

13. APIOMOZX ITAPTIAAX

Lot

‘ 14. TENIKH KATATAZEH I'lA TH AIAGEXH

‘ 15. OAHTI'IEX XPHXHX

‘ 16. TAHPO®OPIEX XE BRAILLE

H artiohdynon ya va unv mepiinedei n ypaen Braille givar omodext.

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

A1G0106TOTOC YPOUUU®TOS KddKAG (2D) mTov gépel Tov TEPIANPOEVTO LOVOITKO OVOyVOPIOTIKO KOOIKO.
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18. MONAAIKOX ANAT'NQPIXTIKOX KQAIKOX - AEAOMENA
ANAI'NQXIMA ATIO TON ANOPQIIO

PC
SN
NN
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EAAXIXTEX ENAEIZEIX TIOY IIPEITEI NA ANAI'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

OIAAIAIO

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX(OI) XOPHITHIHE

Lonquex 6 mg/0,6 ml evéoyuo
MTEYKPILYPOCTIUN

SC

‘ 2. TPOIIOX XOPHI'HXHX

‘ 3. HMEPOMHNIA AHEZHX

EXP

4. APIOMOZX ITAPTIAAX

Lot

‘ 5. HNEPIEXOMENO KATA BAPOX, KAT’ OI'KO'H KATA MONAAA

6 mg/0,6 ml

| 6. AAAA XTOIXEIA
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B. ®’YAAO OAHI'TQN XPHXHX
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@vAiro oonYLOV ypiong: IIinpoopics yia Tov a.60evi)

Lonquex 6 mg gvécipo S1dAvpa o€ TPOYEPIGHEVTY GVPLYYO.
MIEYKQIAYPOOTIUN

AP aoTE TPOGEKTIKA OLOKANPO TO PVAAO 00N YLDV YP1ONGS TPV UPYIGETE VU YPNCLUOTOLEITE AVTO

T0 QAPROKO, 10T TEPLAAPPAVEL SNUOVTIKEG TANPOPOPIES VIO COC.

- DvAGETE VTO TO PUALO 0OMYIDV ¥p1ioNS. Towg ypetaotel va To dtafdoete Eavd.

- Edv éxete mepartépw omopieg, p@TROTE TOV Y1UTPO, TOV PUPUOKOTOLO 1} TOV VOGOKOLO GOG.

- H ocvvtayn v avtd 1o edppoko xopnynnke amokAeloTiKd Yio 60G. Agv TPEMEL VO ODOETE TO
@Aapurako o€ GAAovc. Mmopel va Tovg TPOKAAEGEL PAAPT], AKOUO KO OTOV TO GUUTTOUOTO TNG
acBéveldc Toug etvor id1a e Tor O1Ka oag.

- Edv mopatnpnoete kamoto avemiBOunt evEpPYELn, EVILEPADGTE TOV YLOTPO, TOV PUPUOKOTOL0 1)
TOV VOGOKOUO G0G. ALTO 1oy0eL Kot Yo, KaOe mhavn avemBOUNTN VEPYELD TTOV JEV OVAPEPETOL
070 TTOPOV PUALO 0dNYIDV YpYong. BAéme mopdypago 4.

T Tepréyer 1o Tapév AL 00N YLOV:

T etvan to Lonquex kot mota eivon 1 xpnon tov

T mpéner va yvopilete npv ypnopomomoete to Lonquex
IIog va ypnoponomoete o Lonquex

[Mbavéc avemBounteg evépyeteg

[log va purdooete to Lonquex

[Tepreydueva tng cvuokevaciog Kot AOUES TANPOPOPIES

ourLNE

1. T givar To Lonquex ko ot gival 1 ypriion Tov

Th givan To Lonquex

To Lonquex mepiéyet tn Opactiky] ovsio MmeyKoilypaotiun. H Mmeykeilypaotipn givor pio mpoteivn
LOKPAg O1dpKeLag dpacns mov mapdyetal HEcw Proteyvoroyiag og Paktipila mTov ovopdlovtot
Escherichia coli. Avikel o€ o opado TpoTeiviy mov ovopdlovtot KVTokives Kot eivol mapopoto ue
L0 QUOTKN TPOTEIVN (TapAyovTag S1EYEPCNC OmOIKIMY KokKlokuTtdpwv [G-CSF]) mov mapdyetor amd
70 {010 GOG TO CAOUAL.

IMowa givar n yp1on Tov Lonquex
To Lonquex ypnoipomoteital oe EVAAKES Kot 6€ Todd nAkiog 2 €TV Kot V.

O yatpog oag cuvtayoypdenoe to Lonquex yio €66¢ 1 Yia 10 Toudi oag TPOKEUEVOD Vo PelmBel 1
dugpkela oG Katdotaons mtov ovopdaletatl ovdetepomevia (YoUnAdg aplfpuog Aevk®mv apos@atpiny)
Kot 1) eLEavion epumvpetng ovdetepomeviag (YapunAog apliudg Aevk®dv apocs@arpiov pe Topetd). Avtd
umopel va TpokAnBovv amd T xpromn KuTTaPOTOEIKNG YNHelodepameiog (PAPHOKO TOL KATAGTPEPOLV
TO, TOEWDS OVOTTUGCOUEVA KOTTOPO).

og Aevtovpyei To Lonquex

H Mmeykeihypactiyn dieyeipel To HOEAD TV 0GTAOV (TOV 16TO OOV TAPAYOVTOL VEX OLULOCPAIPLEL) Yol
va Tapayel TEPLocOTEPO AeVKA apoceaipta. Ta Agvkd apoceaipia eivol onpovtikd 616t Bonbovv to
OO0 GOG VO KATATOAEWE TIG AOUMEELS. AVTE T KOTTOPO Eivar TOAD gvaicONTO OTIG EMOPACELS TNG
ynueobepamneiog, n onoia uropel vo TPoKaAEGEL Lei®OT TOV aplBLod CVTOV TOV KVTTAP®V GTO GO
coc. Edv ta Aevkd apoceaipio mécovy e younAd eninedo, pmopel va unv HEVOLY apKETE GTO COLLN
GOG YL VO KOTATOAELOVV Ta. PaKTNPLa KoL UTOPEL Vo dtoTpEyxete avEnpévo Kivouvo AoipmEng.

2. Tvpémer va yvopilete apy ypnoipomonjcete To Lonquex

Mnyv ypnoipomonjoete To Lonquex
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o o€ mepinT®on aAlepyiog OIKNG GOG 1] TOL TAdL0D GG OTN AMTEYKPILYPAGTIUN 1) GE OTOLOONTOTE
GAXo amd o GLOTATIKG CVTOD TOV PapudKoL (avaEEpovTal 6TV Tapdypapo 6).

I pogdomou)oeig Kot TPOPVAGEELS

AmevBuvieite oTov Y10Tpd, TOV PUPUAKOTOLO 1] TOV VOGOKOWO GAG TTPLV YPTolonooete To Lonquex:

. €4 €ogig M 10 TSl 0O TOPOVGLAGETE TOVO GTNV OPLOTEPT] VM KOIALOKT YDPO 1] GTNV GKPT
TOV MU0V 60¢. Avtd o umopovoe va eival amotélecua piag dtatoapayig Tov oTAnva (BA.
Tapdypoeo 4 «ITbavic avemBounteg evépyelec»).

o €dv gogig 1 10 Toudi oag TOPOVGLACETE P)a, TVPETO KOl SLGKOAIN 6TV avamvon. Avtd Oa
UTopovoE va lval OTOTEAEC A oG TVEVIOVIKIG dtatapayns (PA. mapdypapo 4 «ITibavég
aveETOOUNTEG EVEPYELEDY).

. €dv gogig M 10 TSl oG EYETE OPEMAVOKVTTOPIKT avoupticl, 1) omoia givar pio KAPOVOUIKY
wGOnomn mov yapaktpilerol amd epuOpa aUocEAiplo Le SPETOVOEIOES TYNILAL.
o €dv goeig 1 10 ToUdi oag EYETE KOTA TO TOPEAOGY TOPOVLGLAGEL AAAEPYIKEC OVTIOPAGELS GE GAAYL

QappoKo OTmg avtd (Y. EULypaoTilN, Aevoypaotiun 1| TeyKPILypactiun g ouddas tmv
G-CSF). Mnopel va vrapyet kivovvog avtidpaong oto Lonquex emiong.

O ywrpds oag Ba opiloet TaKTIKES EEETACELS OLLLATOC TPOKELEVOL VO TopaKoAovBet Ta didpopa
GLGTUTIKE TOV aiptoTog kat Ta eminedd Tovc. O yratpdg cos Ba eréyyet eniong o oVpa oag N To oVpa
TOV OO0V GOG TAKTIK, KAOMC AAAL PApLUOKe, TOPOUOLD 1E aVTO (7). GALOL TapayovTEG d1EYEPONG
ATOIKIMV KOKKIOKVTTAP®V 0TS PIAYPOUCTIIUN, AEVOYPOUCTIUN 1| TEYKQILYPAGTIUN) UTOPEL SUVNTUKG, VL
PBAGWOLV T PKPOGKOTIKE GIATPO GTO EGMTEPIKO TMV VEQPAV GaG (GTEPAUATOVEPPITION PA.
Tapdypoeo 4 «ITBavéc avemBounteg evEPYEIED»).

Evnuepaote tov yuotpd cag edv €ogig 1 T0 Tadi cag vrofdiieste og Bepameia Yo KApKivo TOL
HaoToD 1 TOL TVEVUOVO GE GUVOLAGUO [E ynuelobepaneio /Kot aktivobepoameio Kot
TOPOVGLALETE GUUTTONATO OO KOVPAUOT), TVPETO KOL EDKOAO LOAOTIGHO N apoppayia. Ta
CUUTTAOMATO 0VTA B0 PTOPOVGOV VO €ival ATOTELEG LA P0G TPOKAPKIVIKNG TAON GG TOL OiplaToC
7oL ovopaletan puerodvomiactikd cuvopopo (MDS) 1 evic kapKivoy TOL OipOTOG TOV
ovoudletor o&ela poeroyevig Aevyaipnio (AML), ta omoia £xovv cvoyetiotel pe éva dAro
QapuroKo 6Tm¢ avutd (TN meykPilypaotiun e opddag twv G-CSF).

DAeypovn TG 0opTiS (TOV HeYAAOL aplo@Opov ayyeiov To 0moio HeTaPEPEL aipa amd TNV Kapdld 6ToV
opyavicud) xetl avapepbei omaving pe dAAo appoKa oav Kl avTo (TT.Y. eUAYPACTIUN, AevoypacTiun 1
TeYKQULypaotipn arnd v opdda tov G-CSF). Ta cupntdpato propel va mepilapfavouy TupeTo,
KOWALOKO GAYOG, KoKovyia, oopuaAyio kot avénuévoug deikteg pAeypovng. Evnuepoote tov ylotpod
GOG OTNV TEPINTTWON TOV TOPOVCIALETE TETOLN GUUTTMLLOTOL.

IMoord ko Epnpor
To Lonquex dev cuvictdtot yio mondid nAkiog KATo Tov 2 Thv.

Alha @appoxa kot Lonquex
Evnuepdote Tov ylotpd 1 TOV QopUaKoTold oag GV GEIC 1) TO Tadl GOg YPTCULOTOLELTE, EXETE
TPOCPOTA YPTCLOTOMGEL 1 UTOPEL VAL YPTCUYLOTOGETE AALD PAPHLOKAL.

Kionon kot Onhaopog

To Lonquex dev €yet dokipaotel og £ykveg yovaikeg. Eivatl onuoviikd va evpepaoeTe Tov Y1oTpo Gog
€av glote £ykvog, vouilete 1L pmopetl vo, giote £yKvog 1) 6YE0GLETE VO amoKTHGETE TOdi, KOOMG 0
YTPOG GO UWTOPEL VOL ATOPAGIGEL OTL OV TPETEL VAL YPNCUYLOTOIGETE GVTO TO PAPLLOKO.

Agv gival Yoot €6v 1 SpAGTIKT OVGIO CLTOV TOV PAPUAKOL TEPVA GTO UNTPIKO YaAa. O Tpémel
emOUEVMG va dlakdyeTe To ONAacpd katd ) didpkele g Bepomeiog.

Odnfynon kKo LEPLOROS POV ATV

To Lonquex dev €yel kapio 1 (€L ACUAVTT EXLOPOOCT) GTNV IKAVOTNTA 0O1YNONG KOl XEPIGLOD
pnyovnuéToy.
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To Lonquex wepiéyel copfrtorn
Av16 10 dapuako mepEyet 30 mg copPiLrOANG o€ KAOE TPOYEUIGUEVT GUPLYYA.

To Lonquex wepiéyet vaTpro
To @appaxo avtd mepiéyel Aydtepo amd 1 mmol vatpiov (23 mg) avd mpoyepouévn oopryya, ivar
oVTO oL ovopdlovpe «eleVBepo vaTpiovy.

3. Iog va ypnowpomromoesete To Lonquex

[Tavtote va ypMOYLOTOLEITE TO PAPLOKO ALTO AVGTNPE GOUPOVO, LE TIG 0ONYIES TOL YLOTPOV 1 TOL
Qappakomolod coc. Eav éxete appiforiec, pothote TOV Y1ATPO 1 TOV QOPLOKOTOLO GOC.

owa gival 1] ovvieTOpev d6on
H ocvvietdpevn do6on eivar pia Tpoyepuspuévn cuptyya (6 mg MreykQulypacTiung) uia popd ava
KUKA0 ynueloleporneiog.

H mpoyepicpévn oOpryya eivol KOT@AANAT Lovo yio eviiikeg N yio wondid wov Quyilovv 45 kg 1
mEPLGGOTEPO.

To Lonquex givat emiong dabécipo o€ poper eraidiov yia modid wov {uyilovv Ayotepo amd 45 Kg.
H cvvietouevn d6om B Boaciletor 010 copaticd Bapog Toug Kal 1 enapkng 06con Bo xopnyeitatl and
évav yurpd 1 £vov VOGOKOLUO.

IIote va ypnopomomjoete To Lonquex
H d60m tov Lonquex kavovikd Oa yopnyeital pe éveon mepimov 24 dpeg HETA TNV TEAELTAIO dOGN TNG
ynpeobepaneiog 1o T€hog Kabe KOKAOL yNueobepansiog.

I ®g yopnyovvral o1 gvécelg;
AvT106 10 PapLOKO YOPNYELTOL MG EVEST] YPNOULOTOIDOVTOGS L0 TPOYEMGUEVT cVptyya. H éveon yivetan
61OV 1070 OKPPOS KAT® amd To déppa (VTOJOPLL £VEDT).

O Y10TpO¢ 00G UTOPEL VO GG TPOTEIVEL VO LADETE VAL KAVETE TNV £VEGT] TOL POPUAKOV GTOV EAVTO GOG
N va kévete v éveon oto mandi cag. O y1atpog 1 0 VOooKOHoS 6oG 8o Gog ODCEL 001Yieg GYETIKA L
TO TTAOG VO, TO KAVETE avTd. MnV emyelpnoete va yopnynoete 1o Lonquex otov €0vtd Gog 1 6T0 ool
oG Yopig avtv TV ekmaidgvon. Ot TANPOPOPIES TOL OTALTOVVTOL Y10l TN XPTOT| TNG TPOYEMGUEVNG
ovpyyag divovtal kdtw amd tov Titho «IIAnpogopies yia va Kavete v €veon 6Tov 0VTO GAG 1) GTO
ool cagy. H cwotn Bgpaneia tng mdbnong cag 1 e 1dnong tov maidiov 6oc, ®eTdc0, amutTel )
GTEVY] KOl GLVEYT GLVEPYOGIN LLE TOV Y1ATPO GOC.

IAnpogopieg yia vo kKaveTE TV £VEST] GTOV EQVTO GUG 1] OTO TALdL GO

Avt 1 TOpdypOpOog TEPLEYEL TANPOPOPIEC GYETIKA LE TO TMG VO KAVETE GTOV €0LTO GOG 1) 6TO TodL
oG o éveon tov Lonquex k1o and 1o déppa. Elval onpoavtikd vo unv tpoctadnoete va Kavete tnv
£€veon oTov €0vTd 0aG 1 6TO Todi oag Qv dev £xete AAPel E101KT EKTAidEVOT| 0O TOV Y1OTPO 1) TOV
voookopo cag. Edv dev glote 6iyovpot yio 10 TMG Vo KAVETE TNV EVECT] GTOV E0VTO GOG 1] GTO TTodi
G0G M £XETE OMOLEGONTOTE EPWTNOELS, {NThHoTe TN PonBeta Tov Y1oTpoD 1| TOL VOGOKOLOV GOC.

g va ypnoponorciton To Lonquex
®a pémet va KAVETE TNV EVEGT GTOV €0VTO GG 1| 0TO Todl GaG 6TOV 10T0 aKPLBAOC KAT® amd TO
dépuo. Avto givorl yvmotd mg LTOdOPLO. EVECT).

E&omionog mwov 0a ypsracteite
INoa vo kévete v £veon otov €0vTd 060G 1 6TO TOdL 060G GTOV 16TO KATM amd To dépua Oa ypelaoteite:

. pe Tpoygpepuévn ocvpryyo tov Lonquex,
. évo Tovi pe owvoémveva,
. &va Koppdtt emdéopov yalag 1 éva amootelpmuévo mavi yalag,
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éva 60yelo avOekTIKO 0TO TPLAUOTO (TANCTIKO O0YEI0 TOL TAPEXETOL OTO TO VOGOKOUEIO 1) TO
QOPLOKELD) Y10 TNV AGPUAT ATOPPLYN TOV YPNCLLOTOMUEVOV GUPTLYYmV.

T Tpémel va KaveTe TPy TNV veon

1.
2.

3.

Sl

BydAte to pdpuaxo and 1o yoyeio.
Avoi&te v koyéln ko Byddte v Tpoyspiopuévn cOpryyo amd v KoyéAn (PA. ewdva 1). Mnv
TAVETE TNV TPOYEUIGUEVT GUPLYYO. artd TO EUPOAO 1| amd TO KAAvuUa TG PEAOVAC.
EAéyEte v nuepounvia ANEng otnv emonpavon tng tpoyepucpévng ovpryyos (EXP). Mnv
YPTCULOTOGETE EAV 1) NNUEPOUNVIN EXEL TEPAGEL TNV TEAEVLTOIN NUEPO, TOV UMVOL TTOV
ovoQEPETOL EKEL.
EAéyEte v gpodvion tov Lonquex. [Ipénet va givar dtanyég kot aypopo vypd. Edv mepiéyet
copotidln 1 givol BoAd, dev TPETEL VAL TO YPNCLOTOUCETE.
Mnv avatapdocete évtova to Lonquex, 610TL KATL TETO10 Umopel va enpedcel T dpAact Tov.
To o o avektn éveon:

®  aPNOTE TNV TPOYEMGUEVT cVpLyya Yo 30 Aemtd dote va pOdoel og Oeppokpacio

dwpatiov (Oyt peyardtepn tov 25 °C) 1

®  KPOTNOTE TNV TPOYELGUEVT] GUPLYYO ATAAG LECH GTO XEPL GOG Yol Alya AETTA.
Mpn Oepuaivete To Lonquex pe kavévay GALov TpoOTo (Yo Topadetypua unv to Oepuaivete o
QOVPVO LIKPOKLUATOV 1) o€ {eaTO vEPD).
Mnv apapeite 1o KGAvppo g Perdvag and T chplyya Topd Povo Otav l0TE ETOLLOL VO
Kévete TNV €veon.
EmAéEre éva dveto pépog pe kard emtiopd. Taktomoote OAa 660 xpelGleaTe e EDKOAN
TpocPacn (tnv mpoyepopévn cuptyya tov Lonquex, éva mavi pe ovomvevpa, £va KOPUATL
emdES O Yalag 1 €va amocTEPOUEVO Tavi YAlag Kol To avOEKTIKO Gg TpLTAT dOYELD).
I Yvete Ta yépia 6ag moiv Kald.

Ilov npéner va kavete TNV éveon
Ot koTaAAnAoTepeg Béoelg Yo va kbvete Tnv éveon givat:

TO EMAVM PEPOC TAOV UNPOV,
N Kod (BA. TG YKPL TEPLOYEG TNV EIKOVE, 2) ATOPEVYOVTOS TO SEPE YOP® Old TOV aPaAD.
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Edv cogc kévetl v éveon Kamolog GALOC 1] €6V KAVETE TNV £VEGT GTO MOl CAG, LTOPOVV EMIONC VAL
ypnooromBodv ta eENG LéEPN:

TO oW HEPOG KOl 1) TAEVPE TV Bpaytovav cag (BA. TIG YKpL TEPLoYEC oTIC E1KOVEC 3 Ko 4).

S g

| I |

J'I i 1

o vo TpoeTolpacTEITE Y10 TNV £VEST)
IIpwv kdvete v éveon Tov Lonquex otov £0vtd 060G 1 610 Tdi 00G, TPEMEL VO, KAVETE T 0KOAovOa:

1.
2.

ATOAVUAVETE TO dEPILOL GTO GNUELD TNG EVECTC YPNOUOTOLDVTOG VO TOVE UE OVOTTVED QL.
Kpatiote ) olpryyo. kot apoipéste omaid To KaAvuuo omd ) felova yopic va, to otpiPete.
Tpapr&re gvbeio dnwc eaivetor oTic e1KOVEG S Ko 6. Mnv ayyilete tn feddva 1 oTPpOYVETE TO
éupolo.

5 | 6

Mmropel va TopatnpfoeTe PIKPEG PLCOALIDES 0€pal LEGO OTNV TPOYEHOUEVT] cVPLYYa. Edv glvan
TOPOVGEG PUGOAIOEG OEPQ, KPOATNGTE TI GUPLYYA LE TN PeAOva va deiyvel Tpog ta Tavm (PA.
€1KOVA. 7), KTUTNGTE AOAG T1 GUPLYYQ. LE TO OAKTUAN Gag LEYPL 01 QLGUAISEC aépa va avEfovy
070 AV PEPOG NG cLPLYYaS. Me Tn cuptyya vo delyvel TPog Ta VM, APUPESTE OOV TOV
aépa amd TN CLPLYYO CTPOYVOVTAG TO EUPOAO APy TPOS TA TAVM®.

7

Mmropeite TOpO VoL YPNCUYLOTON|CETE TNV TPOYEUIGUEVT] GOPLYYO.
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Ilog Tpémer va KAveTe TNV £VEOST GTOV EXVTO GOG 1] OTO TALOL GOG

1. Towmnote 10 amoAVUAGHEVO SEPHO LETAED TOVL AVTIXELPO KOL TOV OEIKTT, Y®PIg VO TO
ovpmélete (PA. ewcova 8).
2. Ewcdyete T Peldva tedeimg pésa oto dEppa OTMG 60G £0€1EE 0 Y1TPAS 1] 0 VOGOKOUOG 6oc. H

yovio LETaED TG CLPLYYOS Kol TOL OEPIATOG eV TPEMEL VO, ivar TOAD 6TevT| (TovAdyloToV 45°,
BA. ewcdva 9).

3. Evéote 10 vypd péca oTov 16TO apyd KoL OHOOLOPPO., KPUTOVTOS GUVEXDS TO dEPLLOL
TOUTNLEVO.

4, AoV gvéGeTE TO VYPO, OPUPESTE TN PEAOVO. KOL APTOTE TO OEPUAL.

5. [Tiéote T0 onueio g éveong pe £va KOUUATL EMOESUOV YALag 1] £va OTOoTEP®UEVO TTavi YAlog

Yo LEPIKA dEVTEPOLETTOL.
6. Xpnoiporomaote kdbe cOPLyya Lovo yia pio Eveot). Mr yp1CLLOTOGETE TO VITOAEIUUN TOV
Lonquex mov toy6v amopével péca ot cvpryya.

S/ i /
/
ez | /
'8 . P~ [ 9
Na Qvpdorte

Ed&v avripetonioete omowadnmote mpoPanuoata, {nriote ) Ponbeta 1 t cutBovAn Tov yaTpod 1 Tov
VOGOKOUOL GOG.

ATOppLYN TOV YPNCLUOTONUEVEOV GUPTYY®V

. Mnyv enavotonodeTeite T0 KAAVUUO OTIC YPTCULOTOINUEVEG GUPLYYEC.

o TomoBethoTE TIG YPNOIUOTONUEVEC GUPLYYES GTO AVOEKTIKO GE TPVINUATO dOYEI0 Kot PLAGETE
avtd 10 doyElo o€ HEPOG TOL Oev TO PAETOLY Ko dgv TO PBGVOLV Ta A4

o Orav yepioet, amoppiyte T0 0vOEKTIKO GE TPLIUOTA dOYEID COUPOVA LE TIG 0dNYiEg TOV
YOTPOV, TOV QOPLAKOTOL0D 1] TOL VOGOKOLOV GO,

o [Toté punv meTdte TIg GUPLYYEG TTOL EXETE YPNCLOTOMGEL GTOV KADO Yo To GLVION OKloKd
OTOPPILLLLOLTOL.

MAnpo@opisg Yia va KAVETE TNV £VECGT] GTOV E0VTO GAG 1] OTO TULOL GOG

AVt 1 TAPAYPOPOG TEPLEYEL TAN|POPOPIES GYETIKA LUE TO TMG VO KAVETE GTOV E0LTO GOG 1) GTO TOdL
oag pa éveon Tov Lonquex kdtw amod to déppa. Eivar onuaviikd va unv tpocmadncete vo KAvVETE TNV
£VEOT) GTOV £0VTO GOG 1] 6T0 Todi 00G EGV dev £xeTe AAPEL E101KN EKTAIOEVLGT OO TOV Y1OTPO 1) TOV
voookopo cag. Edv dev glote 6iyovpot yio T0 TMG VoL KAVETE TNV EVECT] GTOV EAVTO GOC 1) EYETE
0T01EGONTOTE EPMTNOELS, {NToTe T PonBela TOV Y1OTPOD 1] TOL VOGOKOLOV GO,

IIog va ypnoipomoleital To Lonquex
®a TPETEL VO, KAVETE TNV £VEGT GTOV €0VTO OAG 1] 6TO TS GOG OTOV 16TO AKPIPMG KAT® 0md TO
dépua. Avto givorl yvmoto mg LITodopLo. EVECT).

E&omhopog mov 0a ypsracteite
IMa vo kavete tnv £éveomn 6Tov E0VTO GOG 1) 6TO TOdl GOIG GTOV 16TO KAT® Ao To dEpua Ba ypelaoTeite:

o pa Tpoyspopuévn cvpryyo tov Lonquex,
. éva Tovi e owvomveva,
. €va KOUPATL EmdEcpon yalag N £va OmTooTEP®UEVO Tavi Yalag.
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Eav ypnoipomonoete peyarvtepn 66on Lonquex awd v Kavoviki
Edv ypnoponomoete peyardtepn d6orm Lonquex omd tnv KOVOVIKT, EVILEPMDGTE TOV YIATPO GO,
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Eav Eeyaoete vo ypnoipononjoste 10 Lonquex
Edv napodeiyete pio éveon, EMKOVOVIOTE LE TOV Y1OTPO GOG Y10 Vo, GLLNTNCETE TOTE TPEMEL VUL
Kévete TNV £veoT) TG EMOUEVNG dOONG.

Edv éyete mep1ocdtepeg EpMTNOELS GYETIKA LLE T YPTOT OVTOV TOL PAPUAKOV, POTHOTE TOV YIATPO,
TOV QUPLOKOTOLO 1} TOV VOGOKOLO GOLG.

4, IMBavéic avemBounTeg evépyereg

Onwg 6ha Ta pAppaKa, £TGL KOL AVTO TO PAPUAKO UTOPEL VO TPOKAAEGEL AveETIBOUNTES EVEPYELEG, OV
Kot 6gv Topovctdalovtal 6€ OAOLG TOVG AvOPMOTOVC.

YoPapétepeg avemOOUNTES EVEPYELEG

o AMEPYIKES OVTIOPACELS, OTMG dEPULATIKO EEAVONLLA, VTEPLYMHEVES KVIOUAOOELS TEPLOYES TOV
O€PLOTOC KOt GOPOPEC UAAEPYIKEG AVTIOPAGELG UE 0dUVaLLia, TTMGT TNG OPTNPLUKNG TiEaNC,
dvoKoAia GTNV avOTVOT Kol 0N TOV TPOoHTOL £xouv avapepOel 6L cuyva (umopel va
emnpedoet péxpt 1 ota 100 droua). Eqv vopilete 6t1 mapovcidlete avtidpaotn avtod Tov TOTOV,
npémel va, dakoyeTe TNV éveor) tov Lonquex kot vo avalntioete wtpiky fonbeia dueoa.

o AvEnuévo péyeboc tov omAnva £xetl avapepOel oyl cuyva Kol TEPITTOGEIS PREEDV TOV GTAVA
&xovv avapepOet pe dhha pdappaxa mapopoto pe To Lonquex. Opiopéveg mepmtmdoels pri&ng tov
omAnva NTav Bovatneopes. Eival onuoavikd vo emKovovioETE e TOV Y1TPO OO AUESH £V
TOPOVGIUCETE TOVO GTHY AV APICTEPY TAEVPA THS KOLALAGS 1} TTOVO GTOV APIGTEPO DO D1OTL
Kdt Té€T010 Pmopel va oyetiletan pe TpOPANLA LLE TOV GTAN VA GOG.

. Bnyog, mopetodg Kot SuckoAio 1} TOVOG KATA TNV OVOTVOT UITOPEL Vo amoTeAoV ornueia oyl
GLYVOV GOPUPOV TVELHOVIKOV OVETIBOUNTOV EVEPYELDV, OIS TVELLOVIA Kol GUVIpoo oEelog
AVOTVEVGTIKNG SLGYEPELNG, T, OTTOl0, LTopel va etvan Bavatneopa. Edv éxete mopeto 1
OTO100NTTOTE OO AVTA TO CUUTTMOLOTA, EIVOL CTLOVTIKO VO, EMIKOWVWOVICETE LIE TOV YIATPO GOG
apeca.

o Elvor onpavtikd va evpepdoete 1o Y1aTpd 6og AUESH EAV ELPAVICETE OTOLOONTOTE AIO TAL
aKoAovO0 copTTOROTA: SLOYK®GN 1 TPNEO, TOL UTOPEL VoL GUVOEETAL UE PELOUEVT 0VpNON,
SVoKOAID GTNV AVOTTVOT], KOIAMOKT O10YK®MGT Kot aicOnpoa TANpoTNTOG Kot YeEVIKT aictnon
komwone. Ta copuntdpata avtd yevicd gpeaviCovtor pe tayeic pvupote.

Avtd pmopel va eivar copmTodpata pog Tanong mov £xel avagepbel pe cuyvotnTa Un YvOoT
(dev umopet va extiun0ei pe Paon ta drobéciua dedopéva) n omoia ovoudletat «GHVEPOUO
SlQVYNG TPLYOEW DV Kot TPOKOAEL TNV S10.0VYT TOV CUIOTOS OO TO LUKPA aLopOpa aryyeio
LEGO OTO GO0 GOG KOt YPEBLETOL EMELYOVIMG LATPIKT TaLpaKoAovON oM.

Alreg avemOOuNTEG EVEPYELES

IToAv ovyvég (umopei va emnpedoovy meplocotepa amd 1 ota 10 dtoua)

. MUvoGKeLETIKOG TTOVOGS, OTIMG 0GTIKOG TOVOS Kol TOVOG GTIC 0pHpMCELS, TOVG HVES, T AKPX, TO
0 paxa, Tov avyéva 1 v TAaT. Evnuepdote tov yrotpd cog eGv Tapovcildcete coPapod
HVOGKEAETIKO TTOVO.

o Noavrtia.

2uyvée (umopet va emnpedoovy péxpt 1 ota 10 droua)

. Meiwon TV aponeToAlny ToV aipatog, T0 0moio avEAveL Tov Kivouvo Yo alploppayieg 1
UOADTES.

. TTovoképaiog.

. Aepuatikég avtdpacels, 6mmg epuBpdtnta 1 e&avOm L.

. Xounia eninedo koliov 010 aipa, T0 00i0 UTOPEl Vo TPOKAAEGEL LVTKT aAdVVAUIN, CUCTAGELS
N U1 PLGLOA0YIKO Kapdlako puoud.

. Owpakikdg TOVOG.

. BMyag pe aipa.
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Oyt ovyvée (umopei va emnpedoovy péypt 1 ota 100 dropo)

. AvENON TOV AEVKDV OLOCOUPiWV.

. Tomwég avTdpacel g BEong £veong, dmwg TOVOG 1) GKANPLVOT).

. Mmnopei va TopovstacTovy KATOolES LETAROAEC 6TO aipa oag, dAAd avTéC Ba aviyvevBoldy péow
TOKTIKOV EEETACEWDV AILOTOC.

. Awoppayio amd Tov TVEDUOVAL.

Mn yvootéc (1 cvyvotnta dev pmopel va ektiun et pe faon ta dabéotpa dedopéva)
. DAeypovn TG 0opTiS (TOV HEeYAAOL aLlo@OpOo ayyeiov TO 0moio LEeTAPEPEL Al amd TV
Kapdld oToV 0pyaviouo), BA. Tapdypago 2.

Avem@ounteg evépyeieg mov £xovv mwapatnpnosi pe tapopora @appoka, aird 6L aKOpE pE TO
Lonquex

. Kpioeic dpemavokutTapikng avolpiog oe acOeveic Le OPEMOVOKVTTAPIKT CVOLLOL.

. Yrepuoyopéva etmduva EAKN 6TO ¥POLUO TOV SUUAGKNVOL OTO AKPO KOl OPIGUEVES POPEC GTO
TPOCMOTO KOl GTO AALUO LE TVPETO (GVVIpoo Sweet).

. DdLeyuovi T@V AUOPOPOV ayYEIDV GTO dEpQL.

. BAaPn oto pikpookomikd GiATpo. 6TO E0MTEPIKO TOV VEPPDOV 60G (omelpopaTove@pitidn: BA.

apdypoo 2 otig «IIpogidonomoelg kol TPOPVAAEELS?).

Ava@opd avemBounToV EVEPYELOV

Edv mopatnpnoete kamoto avemBOunt evEPYELD, EVILEPDGTE TOV YLOTPO, TOV QUPUAKOTOLO 1) TOV/TNV
VOGOKOLO oaG. AvTtod 1oy0EL Ko Yio KAOe Thovi avemBounn evEPyELd TOL dEV OVAPEPETAL GTO TOPOHV
@OALO 00Ny Ypronc. Mmopeite emiong va avagépete avembounteg evépyeleg anevbeiag, LEsm TOV
€0viKoL GVGTNUATOG aVaPOPAS TToL avaypaesTol oto [apdpnua V. Méom tng avapopag
avemBounTOV evepyeldv uropeite va fondnoete ot GLALOYY TEPIGGOTEPOV TANPOPOPLOV GYETIKA
LE TNV AGPAAELD TOV TOPOVTOS PAPLLAKOV.

5. IIog va puraccete To Lonquex

To @appoko ovtd TPETEL VO PUAACCETAL GE PEPT] TOV OgV TO PAETOVV Kal OV TO POAVOLY TO TOdLA.
Noa pn xpnoiomoteite avTd T0 APIAKO HETE TNV NUepOUNVia AENG TOL avapEPETOL 6TO EEMTEPIKO
KOVT{ KOl GTNV EMGHIOVOT TNG TPOYEUOoUEVNG cuptyyag petd v EXP. H nuepopunvia Anéng eivar n
tehgutaio NUEP TOV LIV TTOV OVOPEPETOL EKEL.

duvrdooete og yoyeio (2 °C — 8 °C).

Mnv katoyoyeTe.

DuAdcoeTe TNV TPOYEUIGUEVT GUPLYYO GTO EEMTEPIKO KOVTL, Y10 VO, TPOGTATEVETAL OTO TO POC.

To Lonquex pmopet va amopaxpuvlel and to yoyeio kon va puroydel oe Beprokpacio pkpotepn twv
25 °C yuo péylom UEHOVOUEVT YPOVIKT TTEPI0SO0 £MC Kat 7 Nuep®V. Apod amouakpuvOel amd 0
YuYEio, TO PAPHOKO TPETEL VO ¥pnopomombei evtdg avtng e meptddov 1 va amopplebsi.

Na un xpnooToleite avTd TO0 PAPLOKO EAV TaPATNPNOETE OTL Eivar BoAO N TEPLEYEL COUATION.
Mnv meTdte OMOLOONTOTE PAPLOAKO GTO VEPO TNG AMOYETEVLONG 1) OTA OKLOKA omoppippata. Potiote

TOV (POPLOKOTOLO GOG Y10 TO TAG VO TETAEETE TAL PAPLOKE TTOV JEV YPTCIUOTOLELTE Ti.. ALTE T PETPAL
0o BonBncovv oty Tpoctacia Tov mEPPdArovTog.
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6. Ilepreydpeva TG GVGKEVLUGINS KOl AOUTES TANPOPOPIES

T wepréyer to Lonquex

- H dpaotikn ovoia givar n Mmeykpilypaotiun. Kdbe npoyepiopévn cvpryya nepiéyet 6 mg

AMmeykehypaotipng. Kébe ml dtoddpatog mepiéyet 10 mg MreykeiiAypacstiung.
- Ta dAla cvotatikd (§kdoya) sivar Taydpopeo 0&kd 0&0, VOPoEeidto Tov vatpiov (PA.

mapdypoeo 2 «To Lonquex mepiéyel vatpion), copPitoin (E420) (BA. mapdypapo 2 «To

Lonquex mepiéyet copPrroin»), molvcopPikd 20 kot Hémp yio EVEGIULA.

Epg@évion tov Lonquex kol TEPIEYONEVA TG CVGKEVAGING

To Lonquex eivat evéoipo dtdAvpa (EVEGLO) G TPOYEUIGUEVT] GOPLYYO LE OTEPEMUEVT] PELOVT
ovpryyag og KoyéAn. To Lonquex sivan dtowyég kot dypopo didivua. Kabe mpoyepusuévn copryya
nepigyet 0,6 ml dreddpotoc. Eqv mepiéyel copatiown 1 eivar Bodd, dev TPETEL VO, TO YPNCUYLOTOCETE.

Kabe mpoyepicuévn ovpryyo mepiéyet 0,6 ml dtodvpatoc.

To Lonquex dartifeton og cuokevaoieg mov nepiEyovv 1 Ko 4 TpoyeioLEveg cOpLyyes te dtdtadn

aceodreiag 1 1 mpoyepuopuévn aupryya ympic dtataén acpaAsiog.

Mmnopei va, unv KuKAOPOpPOLV OLEG 0L GLUOKEVAGIES.

Kéroyog Aderag Kvkhogopiag
Teva B.V.

Swensweg 5

2031 GA Haarlem

OAavoio

HopookevaocTi|g
Teva Biotech GmbH
DornierstraRe 10
89079 Ulm

T'eppovia

Merckle GmbH
Graf-Arco-StraRe 3
89079 Ulm
Teppovia

I"a omoladmote TANPOPOPIL GYETIKA LLE TO TOPOV PAPULOKEVTIKO TPOIOV, TOPAKUAEIGTE VO
amgvBuvbeite otov Tomikd avtimpoésmmo tov Katdyov g Adelag Kvkiopopiag:

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

Bbuarapus
Tesa ®@apma EAJ]
Ten: +359 24899585

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

Danmark
Teva Denmark A/S
TIf: +45 44985511
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Lietuva
UAB Teva Baltics
Tel: +370 52660203

Luxembourg/Luxemburg

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

Tel/Tel: +32 38207373

Magyarorszag
Teva Gyogyszergyar Zrt.
Tel: +36 12886400

Malta
Teva Pharmaceuticals Ireland
L-Irlanda



Deutschland
TEVA GmbH
Tel: +49 73140208

Eesti
UAB Teva Baltics Eesti filiaal
Tel: +372 6610801

E)ArGoa
TEVA HELLAS A.E.
TnA: +30 2118805000

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

France
Teva Santé
Tél: +33 155917800

Hrvatska
Pliva Hrvatska d.o.o.
Tel: +385 13720000

Ireland
Teva Pharmaceuticals Ireland
Tel: +44 2075407117

island
Alvogen ehf.
Simi: +354 5222900

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

Kvnpog
TEVA HELLAS A.E.
EALGSa
TnA: +30 2118805000

Latvija
UAB Teva Baltics filiale Latvija
Tel: +371 67323666

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 o.0.
Tel: +48 223459300

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

Romania
Teva Pharmaceuticals S.R.L.
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 mapov OALo 0dNYLAOV xpHoNS ovadsopOnke Yo Tedevtaia popd oTic {uivag EEEE}.

Aentopepeic TAnpoeopieg yio To papproko avtd eivar dtabéoipeg 6To dikTvakd TOTo ToL Evpmraikon
Opyaviepod Goppdkmv: http://www.ema.europa.eu.
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@vAiro oonYLOV ypiong: IIinpoopics yia Tov a.60evi)

Lonquex 6 mg/0,6 ml gvéoipo draivpa
MIEYKQIAYPOOTIUN

AP aoTE TPOGEKTIKE OLOKAN PO TO PUAAO 00N YLDV YP1IoNGS TPV 60g yopnyn el avtd To

PaPROKO, OLOTL TEPLAAUPAVEL CNUAVTIIKES TANPOPOPIES Y10 UG,

- DvAGETE VTO TO PUALO 00N Y1V ¥p1ioNS. Towg ypetaotel va To dtafdoete Eavd.

- Edv éxete mepartépw omopieg, p@TNOTE TOV Y1UTPO, TOV PAPUOKOTOLO 1} TOV VOGOKOLO GOC.

- Edv mapotnpfoete KOmoo avemBOpUnTn eVEPYEL, EVILEPDGCTE TOV YIOTPO, TOV POPLOKOTOLO 1)
TOV VOGOKOUO G0G. AVTd 1oy0eL Kot Yo KaBe mhavi) avemBOUNTN eVEPYELD TTOV JEV OVOPEPETOL
070 TTOPOV GUALO 0dNYIDV YpYong. BAéme mopdypago 4.

T Tepréyer 1o Tapév AL 00N YLOV:

T etvan to Lonquex kot mota eivon 1) pnon tov

T mpémer va yvopilete mpv yopnynOel to Lonquex
ITog yopnyeiton to Lonquex

[MBavéc avemBounteg evépyeleg

[og va purdooete to Lonquex

[epreydueva tng cuoKeVLOGING Kot AOUTES TANPOPOPIES

oL E

1. T givor To Lonquex kot wova gival 1) ypiion Tov

Th givan To Lonquex

To Lonquex mepiéyet tn Spactiky] ovsio Mmeykoikypaotipun. H AMmeykeilypoaotiun eivor pio mpoteivn
LOKPAg d1dpKelag dpaons mov mapdyetal HEcw Proteyvoroyiag og Paktipilo Tov ovopdlovtot
Escherichia coli. Avijkel o€ o opddo TpoTeivdy mov ovopdlovtot KVTokives Kot eivol mapopota ue
L0 LGTKN TPOTEVN (TapdyovTag d1EYEPONS OmOKI®V KokKlokuttdpwv [G-CSF]) mov mapdyston omd
70 {010 GOG TO CAOUAL.

Iowa givan 1 ypfon Tov Lonquex
To Lonquex ypnoipomoteital o€ EVAAKES Kot 6€ Todd nikiog 2 €TV Kot V.

O yatpdg oag cuvtayoypdenoe to Lonquex yio €56¢ 1 Yia 10 Toudi oag TPOKEUEVOD Vo PELmBel 1
dugpkela pog Katdotaons tov ovopdaletatl ovdetepomevia (YoUnAOg aplfpog Aevk®mv apoc@atpinyv)
KoL 1 ELEAVIoN eUTOPETNG 0VIETEPOTEVING (YOUNAOS aplBudg AevK®V apoc@aipinv pe Tupetd). Avtd
umopel va TpokAnovv amd ™ xpromn KuTTapOoToEIKNG YNHelodepameiog (QAPHOK TOL KATAGTPEPOLY
TO TOYEMG OVOTTUGGOUEVO KUTTOPL).

og Aevtovpyei To Lonquex

H Ameykeihypaotiyn dieyeipel To LOEAD TV 0GTAOV (TOV 16TO OOV TAPAYOVTOL VEX OLULOGPAIPLAL) Yol
va Tapayel TEPLocOTEPO AEVKA apoceaipta. Ta Agvkd apoceaipia eivor onpovtikd 616t Bonbovv to
OO0 GOG VO KATATOAELA TIG AOUMEELG. AVTa T KOTTOpO €ivot TOAD gvaicOnTa oTIC EMOPACELS TNG
ynueobepaneiog, n onoio uropel vo TPoKaAESEL Lel®OT TOL aplBIOD CVTOV TOV KVTTAP®V GTO GO
coc. Edv ta Aeukd awpoceaipio m€covy og younAd enimedo, pmopel va unv HEVOLV APKETA GTO COLLN
GOG YL VO KOTATOAELOUV Ta fOKTNPLo KoL UTOPEL VoL StoTpExete avEnpévo Kivouvo AoipmEng.

2. Tvpémer va yvopilete Tprv yopnyn0sei o Lonquex

To Lonquex dgv wpémer va ypnoipomoin0si

o o€ mepinT®on aAlepyiog SIKNG G0G 1] TOL TUdLOD GG GTN AMTEYKPILYPAGTIUN 1) GE OTOLOONTOTE
GAXo omd o cLOTATIKG CVTOD TOVL PapudKov (avaeipovtal 6TV Tapdypapo 6).

Ipocdomou]oeig Kot TPOPVAAEELS
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Amevbuveite oTov YiaTpd, TOV QUPUAKOTOLO 1] TOV VOGOKOLO GOG TPLY XPNCILOTooeTe To Lonquex:

. €4V €ogig M 10 TOdi 0aG TOPOVGLAGETE TOVO GTNV OPIOTEPT] AVM KOIALOKT YDPO 1] STV GKPT
TOL OOV G0G. AVTO o LTOPOVGE VoL €ival ATOTEAEGLLA LLOG OLOTAPOAYNS TOV GTTAN VO (BA.
Tapdypoeo 4 «[TbBavéc avemBounteg evépyeiec»).

. €bv eogig M 1o Tadl oo TAPOLGLAGETE PrY0, TLUPETO KAl SLGKOAN GTNV avamvor]. Avto Ba
UTopovoE Vo lval OTOTEAEC A oG TVEVIOVIKIG dtatapayns (PA. mapdypapo 4 «ITibavég
avemBounteg vEPYELED»).

. €4v €ogig M 10 TSl 0OG EYETE OPEMAVOKVTTAPIKN AVOLiaL, 1 OTToln Vol pict KAT|POVOUIKT
wéOnomn mov yapaktnpilerol and epuOpad aUocEAiplo LE OPETOVOEIOES TYNLLAL.
o €dv gogig 1 10 ToUdi oag EYeTe KOTA TO TOPELOGY TOPOVGLAGEL AAAEPYIKEC OVTIOPAGELS GE GAAYL

OApUOKA OT®OG ALTO (). PIAYPOCTIHY, AEVOYPOUCTIHUN 1 TEYKPIAYPACTIUN TNG OUAONG TOV
G-CSF). Mropet va vapyet Kivovvog avtiopaong oto Lonquex eniong.

O ywrpds oag Ba opioetl TaKTIKES EEETACELS OLLLATOC TPOKELEVOL VO TopaKoAovBet Ta didpopa
GLGTUTIKE TOV aipLoTog kot Ta eminedd Tovc. O yraTpdg cos Ba eAéyyet eniong o oVpa oag N Ta ovpa
TOV OIS0V GOG TAKTIKY, KAODC GAAL PApLUOKe, TOPOUOLD 1E aVTO (7). GALOL TapayovTEG d1EYEPONS
ATOIKIMV KOKKIOKVTTAP®V OGS PIAYPACTIUN, AEVOYPOUCTIUN 1 TEYKQILYPAGTIUN) UTOPEL SUVNTIKG VOl
PAGWOLV Ta PIKPOGKOTIKE GIATPO GTO EGMTEPIKO TV VEQPAV GaG (GTEPAUATOVEPPITION PA.
Tapdypoeo 4 «ITBavéc avemBounTeg VEPYELED)).

Evnuepaote tov yuotpd cag edv €ogig 1 T0 Tadi cag vrofdiieste og Bepameia Yo KApKivo TOL
Haotol 1 TOL TVELUOVE GE GVVOLAGUO e ynuelobepameio /Kot aktivobepameio Kat
TOPOVGLALETE GLUTTONATO OO KOVPACT), TVPETO KOL EDKOAO LOAOTIGHO N apoppayia. Ta
CUUTTAONOATO 0VTA B0 LITOPOVGOV VO €ival ATOTELEG O P0G TPOKOAPKIVIKNG TAON GG TOL OiplaToC
oL ovopaletal puelodvonhactikd ovvopopo (MDS) 1 evog kapkivov Tov 0ipaTog TOV
ovopdletor ofela poeroyevig Aevyaipnio (AML), ta omoia £xovv cvoyetiotel pe éva dALo
QappoKo OTme avtd (TN meyKPhypaoTtiun e opddag tov G-CSF).

DOAeypovi TG 00pTiS (TOV HEYAAOL OLo@OPOV ayyeiov TO OTOi0 HEeTAPEPEL Al amd TV Kapdld oToV
opyavicpd) Exel avapepBel omaving pe GAAN QAPHOKO ooV KL 0VTO (TT.Y. OILYpACTiUN, AEVOypaoTiun 1
eyKQULypaotipn arnd v opdda tov G-CSF). Ta cupntdpato propei va mepilapfavouvy TupeTo,
KOWKO GAyog, Kakovyia, oc@uaAyia kot avénuévoug deikteg AeyHoviG. Evnuepdorte tov yiatpd
GOG GTNV TEPINTTWON TOV TOPOVCIALETE TETOLN GUUTTMLLOTO.

Howowd xon £pnpor
To Lonquex dev cuvictdton yio mondid nAkiog KGto tov 2 Tdv.

Alha @appoxae kot Lonquex
Evnuepmote tov ylotpd 1 TOV QOPUOKOTOL0 GOg AV €GEIC 1) TO Todl GOG YPNOUOTOLEITE, EYETE
TPOCPOTU YPNCIUOTOMGEL 1 UTOPEL VAL YPNGUYLOTOGETE GALN PAPLLOKAL.

Kvnon kot Onraopog

To Lonquex dev €yel dokipaotel og £ykveg yovaikes. Eival onuoviikd va, evIUeEPOCETE TOV Y10TPO GOG
€dv elote £ykvog, vouilete 0L pmopet va giote £yKv0og 1) oYe0ALeTE va amoKTHoeTe Todi, KaOmG o
YWTPOG GO UTOPEL VO ATOPAGIGEL OTL OV TPETEL VO YPNCUYLOTOGETE AVTO TO PAPLOKO.

Agyv givol yvmoto €6v 1 dpACTIKT OVGIO GLTOV TOV PAPUAKOL TEPVA GTO UNTPLIKO YaA. O Tpémel
emoUEVMG va drakdyeTe To OnAacpod katd ) didpkela tng Bepomeiog.

Oonynon ko yEPLoROS PNV HATOV
To Lonquex dev €yel kapio 1 (€L AGNUOVTH EXIOPOCT) TNV KAVOTNTA 0O1YNOTG KOl XEPIGLOV
pnyovnuétov.

To Lonquex wepiéyel copPrroin
Av10 10 Pappaxo epéyel 30 mg copPiroing oe Kabe Proridio.

To Lonquex wegpiéyel vatpro
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To @apuaxo avtd mepiéyel Arydtepo amd 1 mmol vatpiov (23 mg) avd eraridro, ivar ovtd TOL
ovopalovpe «elevBepo vatpiovy.
3. IMag yopnyeitar To Lonquex

To Lonquex kavovud yopnyeiton and Evav yiotpd 1 évav voookopo. H éveon yivetat 6tov 1616
aKpIOC KaTm amd o dépua (VTodOPLL £vEDT).

Mo givon 1] cuvieTONEVY 600N
H ocvvietdpevn d6on yia evihikeg givar 6 mg (éva graiidio tov 0,6 ml) pio popd avd kdxio

mueobepameiog.

H ocvvietdpevn d6om yia madid kot eprpovg faciletor 610 copatikd Bapog Tovg:

| Zopotikoé Bapog (Kg) Adon (nio popd ava KOkAo ynuelodepanciog)
<10 0,6 mg (0,06 ml)
> 10 éwg <20 1,5 mg (0,15 ml)
>20 éwg <30 2,5mg (0,25 ml)
>30 éwg <45 4,0 mg (0,40 ml)
>45 6,0 mg (0,60 ml)

To Lonquex eivon emiong draBéoipo o¢ mpoyepiopévn cvptyya Tmv 6 mg yio eviiAkeg kot 660 Todtdt
Cuyilovv 45 kg 1 mepiocdTepo.

éte Oa yopnynOsi To Lonquex
H d60m tov Lonquex kavovikd Bo yopryeitor pue Eveon mepinov 24 dpeg Hetd v televtaio 061 TG
mueroBepaneiog oto T€A0¢ Kdbe KOKAOL ynueloBepaneiog.

Edv éxete meplocdTepEG EPOTNCELG OYETIKE LLE T YPTOT AVTOV TOV PAPUAKOV, POTHGTE TOV YIATPO,
TOV QUPLOKOTOLO 1] TOV VOGOKOLO GOLC.

4, IIBavég avemBOUNTES EVEPYELES

Onwg 6ha Ta pAppaKa, £TGL KO AVTO TO GAPUAKO UTOPEL VO TPOKAAEGEL AVETIOOUNTES EVEPYELES, OV
Kot 6gv Tapovctdlovtal 6€ OAOLG TOVG AvOPMOTOVC.

YoPapétepeg avemOOUNTES EVEPYELEG

o AMAePYIKES OVTIOPACELS, OTIMG dEPUATIKO eEAVON LA, VTEPLYMUEVEG KVNOUMOELS TEPLOYES TOV
O€PLOTOC KOl GOPOPEC UAAEPYIKEG AVTIOPAGELG e adUVaLLia, TTMGT TNG OPTNPLOKNG TTiEGNC,
dvoKoiia oTNV avomvorn Kot oidn e ToV TPooOTOL £xouv avaeepOel OxL cuyva (umopel va
emnpedoet péxpt 1 ota 100 dropa). Edv vopilete 61 mapovcidlete avtidpaon autol Tov TVTOV,
npEmEL va, dlakoyeTe TNV éveor) tov Lonquex kot vo avalntioete wtpikn fonbeia dueoa.

o AvEnuévo péyebog tov omAnva €xel avapepbei Gyt cuyva Kol TEPMTOGELS PREEDV TOV GTAVA
&yovv avapepbei pe dAha eappaka wapopoto pe to Lonquex. Opiopéveg teprtdcelc piiéng tov
omAva nTav Bovatneopes. Eival onuoaviikd vo emKoveviGETE e TOV Y1TPO GG AUECH £V
TOPOVGIUCETE TOVO GTHY AV APICTEPH TAEVPA THS KOLALAGS 1} TTOVO GTOV APIGTEPO DO NOTL
KT T€T010 Umopei va. oyetiletan pe TpOPANUA LE TOV GTANVA GOG.

. Bnyog, mopetodg Kot duckoAio 1§ TOVOG KOTA TNV OVOTVOT UITOPEL Vo aoTeA0DV orueia oyt
GLYVOV GOPaPOY TVELHOVIKOV OVETIBOUNTOV EVEPYEIDV, OTMOS TVELOVIA KOl GOVIpoo o&elog
OVOTVEVGTIKNG SLGYEPELNG, TO. omoto pumopel va etvar Bovatneopa. Edqv éyxete mopetod 1
OTO100NTTOTE OO AVTA TO CUUTTMOLOTO, EIVOL OTLLOVTIKO VO, ETIKOVOVICETE LIE TOV YITPO GOG
dpeca.

. Eivar onuavtikd va evpepdoeTe T Y1aTpO GOg AUESH EAV ELPAVIGETE OTOLOONTOTE A0 TA,
aKoAovBa cuprTdOpaTa: SLOYKOGN 1 TPNELO, TOL UTOpEl Vo GUVOEETOL e PELOUEVT 0VpNoN,
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SVoKOALD GTNV AVATVOT], KOIAMOKT O0YK®GN Kol 0icOn o IAnpoOTNTaG Kot YEVIKT aictnon
Kommong. Ta countdpate avtd yevikd epeavifoviot pe toyelc puOpovg.

AvTd pmopel va eival COUTTOUOTO PiaG TAONGNG TOL £XEl AvaPePDE] e cLYVOTNTA UN YVOGCTN
(6ev pmopei va extiun0ei pe Paon ta drebéciua dedopéva) n omoia ovoudletat «GHVIPOLO
SLOPLYNG TPLYOEWMV» Kol TPOKAAEL TNV S10LPLYN TOV OULATOG OO TO LIKPA ALLO@Opa. aryyeio
HECH GTO GMUO GOG KOl ¥PELALETOL EMELYOVTIMG LATPIKN TAPOKOAOVONGN.

AdLeg avEMOVUNTES EVEPYELEG

IToAv ovyvég (umopei va emnpedoovy meplocotepa amd 1 ota 10 dtoua)

. MvooKeAETIKOC TOVOGC, OTME 00TIKOG TOVOC Kol TOVOG OTIS ApOBPDGELS, TOVS LDES, T AKP, TO
Ompoxka, Tov avyéva 1 v TAdtn. Evinuepdote tov yiotpd cog edv mapovoidoete cofapod
HVOGKEAETIKO TTOVO.

o Navrtia.

2uyvég (umopel va emnpedoovy péxpt 1 ota 10 dropa)

. Meiwon TV aponeToAlny ToV aipatog, T0 0moio avEAvVEL ToV KIvOuvo Yo a1ploppayieg
UOADTES.

o ITovoxépaiog.

o AgpproTikég avTIdpacELg, OTmg epuBpdTNTa 1 &G VOO

o Xounid erinedo kodiov oto aipa, T0 0moio Umopel vo TPoKaAESEL PVTKT adVVApic, CUCTAGELS
N U1 PLGLOA0YIKO Kapdlako puoud.

. BOwpokikdg TOVOG.

. B1yog pe aipa.

Oy ovyvég (umopel va emmpedoovy pgypt 1 oo 100 dropa)

o AvENoN TOV AEVK®OV OHOGPALPiV.

. Tomikéc avTdpdoelg g BEong Eveong, 6T®G TOVOS 1] GKANPLVOT).

o Mmropel va, TopovclocToby KAToleg LETABOAEG 6TO aipa gag, oAAG avTég Ba aviyvevBolv Lécm
TOKTIKOV €EETACEMV AIULATOG.

. Awoppayio amd Tov TVEDUOVAL.

Mn yvootég (n ouyvotnto dev pumopet vo ektiun0el pe faon ta dabécipua dedopéva)
. DLeypovn g 0opTiS (TOL LEYAAOL OLLOPOPOL AYYEIOL TO OTTOI0 LETAPEPEL i OO TNV
Kapdid oTov opyavicuod), PA. moapdypapo 2.

AvemOOunTeg evépysieg mwov £xovv mapatipn el pe Tapopola PApRaKa, aALE 6L GKONY PE TO
Lonquex

. Kpioeig dpemavorvttopiknig avopiog oe aoOevelg e dpEMAVOKVTTAPIKT] CVOLUIAL.

. Yrepoyopévo encddduva EAKN 6T XPOO TOL dOUACKVOU GTA GKPO KOl OPIGUEVEG POPEG GTO
TPOCMOTO KoL 6TO AALO Ue TupeTd (cVVEpouo Sweet).

. DdLeyuovi T@V oUoPOpV ayyEi®V 6TO dEpUQ.

o BAaPn oto pikpooKomikd GIATpo 6TO E0MTEPIKO TOV VEPPDOV GG (oTEpouaTOVEQPITION: BA.

apdypaeo 2 otig «IIpogidonomoelg kol TPOPLVAAEELS?).

Ava@opd avemOOunTOV gvepyELOV

Edv mopatnpnoete kamoto avemfOuntn evEpPyeL, EVINUEPDOTE TOV YIOTPO, TOV QAPUAKOTOLO 1) TOV/TNV
VOGOKOWO G0G. AVTO 1oYvEL Kot Yio kdOe mhavi avemBountn evépyela Tov SgV aVaPEPETAL GTO TOPOY
@OALO 00Ny Ypronc. Mmopeite emiong va avagépete avembounteg evépyeleg anevbeiag, LEGm TOL
€0viKoL GVGTNUATOG aVaPOPAS TToL avaypaesTol oto [apdpnua V. Méom g avaeopdg
avemBouunTOV evepyeldv uropeite va fondnoete ot GLALOYY TEPIGGOTEPOV TANPOPOPLOV GYETIKA
LE TNV AGPAAELD TOV TOPOVTOC PAPLLAKOV.

5. IIog va purdccete To Lonquex
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http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

To pdppako avtd TPETEL VO, PUAACGETOL GE PLEPT TTOL OeV TO PAETOVLY Kot dev TO POEvVOLY Ta TadLdL.

Na pn ypnoiponoteite avtd 10 GAPUOKO LETE TNV NUepounvio ANENG oL avapEPETaL 6TO EEMTEPTKO
KOVTL KOl 6TNV EMOHIOVGT TOL Qroidiov petd tnv EXP. H nuepopnvio Anéng sivar n tekevtaio
NUEPO TOV UAVO, TTOL OVOPEPETOL EKEL.

dvidooete og yoyeio (2 °C — 8 °C).
Mnv katoyoyete.
Ddvidcoete 10 PLOAid0 6T0 EEMTEPIKO KOVTI, Y10 VUL TPOGTOTEVETOL OO TO POC.

To Lonquex umopei va amopaxpuviei amd to yoyeio kot vo puAaydei o Oeppokpacio pikpotepn tov
25 °C yuo Héy1ot UEUOVOUEVT YPOVIKT TTEPL0S0 £MC Kat 7 Nuep®@V. Apod amouakpvvOel amd 10
Yuyelo, TO QapLaKOo TPEMEL vaL Ypnotponotndel eviog avtng g meptddov 1| va amopprpdet.

AVT0 TO PAPUOKO dEV TTPETEL VO, PN CLUOTOLEITOL €AV givarl BOAO M| TTEPIEXEL COUOTIOWN.

6. Iepreyopeva TG 6LVOKELAGTIOG KO AOTTEG TANPOPOPieg

T mepréyer To Lonquex

- H dpaoctikn ovoia givar n Ameykeilypaotiun. Kébe ml staddpotoc mepiéyel 10 mg
Mmeykelypootipunc. Kdébe plarido tov 0,6 ml nepiéyel 6 mg MmeyKQIAYpacTiuNgG.

- Ta GAha cvotatikd (kdoya) etvar Taydpopeo o&kd 0&0, voposeidio Tov vatpiov (PA.
napdypoaeo 2 «To Lonquex mepiéyel vatpion), copPitoin (E420) (BA. mapdypapo 2 «To
Lonquex mepiéyel copPrron»), moAvcopPiko 20 kot DOmp Yo EVEGIUAL.

Epg@évion tov Lonquex kol wepieyopeva TG GCVGKELOOIG
To Lonquex eivat evéaipo dtdivpa (EVEGIO) TOL TAPEXETAL GE YVAAVO PLOAISI0 G dLoVYEG Kot
p®UOo dtdAvpa.

To Lonquex dwtifeton o€ cuokevacieg mov mepiEyovv 1 elaridio 1 6 graAidio.
Mmropei va, unv KuKAOPOpOLV OLEG 0L GUGKEVAGIES.

Kéroyoc Aderag Kvkhogopiag
Teva B.V.

Swensweg 5

2031 GA Haarlem

OAAavoio

MMopaockevaotig
Teva Biotech GmbH
DornierstraRe 10
89079 Ulm

T'eppovia

Merckle GmbH
Graf-Arco-StraRe 3
89079 Ulm
Teppovia

I"a omoladnmote TANPOPOPIL GYETIKA LLE TO TOPOV PAPULOKEVTIKO TPOIOV, TOPAKUAEIGTE VO
amgvbuvbeite otov Tomikd avtimpoésmmo tov Katdyov tng Adelag Kvkiopopiag:

Belgié/Belgique/Belgien Lietuva

49



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

bbarapus
Tesa ®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

E))LGoa
TEVA HELLAS A.E.
TnA: +30 2118805000

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

France
Teva Santé
Tél: +33 155917800

Hrvatska
Pliva Hrvatska d.o.o.
Tel: +385 13720000

Ireland
Teva Pharmaceuticals Ireland
Tel: +44 2075407117

island
Alvogen ehf.
Simi: +354 5222900

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

Kvnpog
TEVA HELLAS A.E.
EALGSa
TnA: +30 2118805000
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UAB Teva Baltics
Tel: +370 52660203

Luxembourg/Luxemburg

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

Tél/Tel: +32 38207373

Magyarorszag
Teva Gybgyszergyar 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 o.0.
Tel: +48 223459300

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

Romania
Teva Pharmaceuticals S.R.L.
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



Latvija United Kingdom (Northern Ireland)
UAB Teva Baltics filiale Latvija Teva Pharmaceuticals Ireland
Tel: +371 67323666 Ireland
Tel: +44 2075407117
To mapov vALo 0dNYLAOV xpoNS avadempOnke Yo Televtaio popd oTic {uivag EEEE}.

Aentopepeic mAnpoopieg yio 10 pappoko avtd eival d1a8éoipeg oto dikTLAKO TOTO ToL Evpmraikon
Opyaviopov Gopudkmv: http://www.ema.europa.eu.

O TAnpogopieg mov akorovBoldv amevfivovtal LOVO og 1TPoVG 1 ETayyEAUATIEG LYELNG:
®YraéN ko emOs@proN

dvidcoete og yoyeio (2 °C — 8 °C). Mnv katoaydyete. Duidocete 1o ProAidlo oto eEmTepkd KovTi
Y10 VO TPOGTATEVETOL OO TO PG,

To dbAvpa Tpémet va apnvetor va pBdcet og avekty| Beppoxpacia (15 °C — 25 °C) mpv v €veon).

AoV amopakpuviei amd to yoyeio, To Lonquex pmopei va puAaydei o Oepuokpacio pikpotepn tomv
25 °C ywo péytom pepovouévn tepiodo £mg kot 7 nuepmv.

To didivpa wpémel va embempeital ontikd Tptv ™ xpnon. [pénet va ypnoiporotovvor pdévo dowyn,
ypopo dtdvpoarta yopic couatid.

H évtovn avatdpoén mpénet va aropevyetat. H vrepfoiikn avatdpoén umopel vo mpoKaAécsel
GLOCMUATWOOT) TNG ATEYKPILYPAGTIUNG, KaOIGTOVTG TNV PLOAOYIKA avevEPYN.

Tpomog yopiymong

H ocvvietdpevn d6om mpoopiletor yia va evietor vrodopto (SC) yp1oLonoldvToc KatdAAnin chptyya
Le emapKn OPABIO YO TN GLVTOYOYPAPNLLEVT] dOOM.

H éveon mpénet va yopmyeital oTnv KOA0KY X®PO, 6T0 Bpayiove 1 6To unpo.
To Lonquex mpoopiletatl povo yia pia ypnomn. Ot aypnoiponointeg mocotnTeg Kabe @roldiov npémnet

Vo amopPITTOVTOL KATAAANAN. M1V amofnKevETE OTOEGINTOTE AYPTCUOTOINTEC TOGHTNTES V10!
YOPTYNON GE LUETAYEVEGTEPO YPOVO.

To Lonquex dgv mpémet va avopetyvOETOL LE GAAD QOPUOKEVTIKG TPOIOVTAL.
Al001K0oi0 Y10 KaTAAAN A oTdppryn

Ka6e aypnoiponointo mpoidv, Kabe avTiKeEIPeEVO TOV EPYETOL GE EMAPT LE TO TPOIOV 1| VITOAEULA
TPEMEL VO ATOPPINTETOL COLPOVA LE TIC KATA TOTOVE 1GYVOVCES OYETIKEG SLOTAEELC.
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