IHAPAPTHMA 1

HNEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Jivi 250 U kévig kot S10A0g Yo evéotipo dtdlvpa
Jivi 500 IU kévig kot S10A0g Yo evéotipo dtdlvpa
Jivi 1.000 TU x6vig Kot S1oAdTng Yo VEGUO SLAAV O
Jivi 2.000 IU x6vig Ko SteAdTng yio evEGLHO StdAvpa
Jivi 3.000 IU x6vig Ko SteAdTng yio evEGLHO StdAvpa

2. ITOIOTIKH KAI TIOXOTIKH XYNOEXH

Jivi 250 TU kdvic Kon 810A0TNG Yo evéoiuo Sidivpa
Metd v avacveTaon LE ToV Tapeyopevo dlaAvTr, éva ml dtahdpartog tepiéyet mepinov 100 TU
(250 1U/2,5 ml) avBpodmvov mapdayovta méng VI, damoctocog alfa pegol.

Jivi 500 IU kévig kot S10Adtg yuo evéoipo ditdlopa
Metd TV avacveTaon LE TOV TapeYOUeEVo d1aADTY, éva ml dtahdpatog tepiéyet mepinov 200 TU
(500 1U/2,5 ml) avBpomivov mapdyovta méng VIII, damoctocog alfa pegol.

Jivi 1.000 TU x6vig Ko StaAdTng yio evécsiuo dtdivpa
Metd v avachoTaon UE TOV TopeYOUEVO ST, éva ml dtodvpatog mepiéyetl tepimov 400 U
(1.000 1U/2,5 ml) avOpdmivov mapdyovta méng VIII, damoctocog alfa pegol.

Jivi 2.000 TU x6vig Ko StaAdTng yio evécsiuo dtdivpa
Metd v avachoTaon UE TOV TopeYOUEVO SADTY, £va ml dtoAvpatog mepiéyel tepimov 800 U
(2.000 1U/2,5 ml) avOpdmivov mapdyovta méng VIII, damoctocog alfa pegol.

Jivi 3.000 IU xévic Kon 810A0TnG yio evéoio dtdlopo
Metd v avachoTaon Ue ToV TopeyOUevo ST, éva ml dtudvuatog mepiéyet mepimov 1.200 IU
(3.000 1U/2,5 ml) avBpdmvov mapdyovta méng VIII, damoctocog alfa pegol.

H dpacticotnta o diebveig povadeg (IU) mpoodiopiletar ¥pnouomoidvTog XpmUoyovikd ELEYYX0 TG
Evponaikng Poppaxomotiog.

H g1dwn| dpastikdtnra Tov Jivi givar mepimov 10.000 [U/mg mpmteivnc.

H dpactikn ovsia, damoctocog alfa pegol, givat évag meykvlopévog o e101kn 0éom
avacLVOLAGSUEVOS avBpamvog Tapdyovtog Téng VI pe dwayeypappévn ) B-meproyn, mapayouevog
o€ Bpepukd veppika kottapo, kpikntov (BHK), pe éva tunqpa dtokAadiopuévng molvaifuievoyAvkoang
v 60 kDa (600 PEG twv 30 kDa). To poprokd Bapoc g mpmteivng sival mepinov 234 kDa.

To Jivi mapdyetor yopig tnv Tpochnkn tpwteivig avlpomvng 1 {oikng tpoélevong ot dtadtkacio
KUTTOPIKNG KOAMEPYELOG, oTNY KGBapGT, OTNV TEYKLAIMOT 1} 6TO TEAIKO 1010GKEVAGLA.

IMa tov TAnpn KaTdroyo TV ekddy®v, PA. Tapdypapo 6.1.

3. ®APMAKOTEXNIKH MOP®H
Kovig kot Sl yio evésio didAvpa.

Kovig: oteped, Aevkn €mg ehappdg KiTpivn.
AAdTC: dtowyEc dStaAvua.



4. KAINIKEX ITAHPO®OPIEX
4.1 OgpamevTiKEG EVOEIEELG

Oepoaneio Kot TPOPOAAEN capoppaydv o achevelg mov eiyav Tponyovuévms voPfAndel oe Bepameio
niwiog >12 gtdv pe arpoppopirio A (cuyyevng éhhenym mapdyovto VIII).

4.2 Aocoioyia Kol TPOTOG LOPNYNONS
H Oepaneio mpémetl va eitvar vd v enifreyn wrpov, Eumelpov otn Bepameio TN KLopPOPIMG,.

THopaxkorovOnon Bepomeiog

Kotd m dudpkela g Oepameiog, GuvioTdTol 0 KOTAAANA0G TPOGOIOPIGUOG TV EMTESWDY TOV
mapdyovta VI yio va emPePormbel 611 éxovv enttevyBei emapkn eninedo FVIIL H avrondkpion kébe
pepovopévov acbevovg otov mapdyovta VII uropel va dapépet, Ko pmopel va mapatnpndodv
dlapopeTikol ypovor nuicetog {ong Kot StapopeTikég avaktnoelc. H 06om Pacel copaticod Bapovg
uropel va omattel Tpocappoyn o vrépPapovg acbeveic. [dwaitepa oty nepintwon pelovov
YEPOLPYIKDOV ENEUPAceV ivon amapaitntn 1 akpiPng topakoiovdnon g Oepaneiog
VIOKATAGTOCTG LEC® TNG ovaAvang g TéENg (dpactikdra tov mapdyovta VII oto mAdopa).

Orav ypnopomnoteiton in vitro dokipacio TéENG evog otadiov pe Pdor Tov evepyomolnuévo ypovo
pepkng Opopporractivng (aPTT) yia tov Tpocsdiopiopd tng dpactikdtntag Tov Tapdyovto VIII o
delypata aipotog aclevmv, Ta amoteléouata, g opaoTikoTnTaG ToL Tapdyovta VIII oto mAdoua
UTOpOvV VO, EXNPENGTOVY GNUAVTIKA TOG0 0mtd Tov TOTo 1oL avipactnpiov aPTT 6co kot amd o
TPOTLTIO AVAPOPAS TTOV YPNGLUOTOIEITAL GTH SOKILAGTO, TPAYLLE TTOV PUITOPEL VO 00N YNCEL GTNV
VAEPEKTIUN G N OTNV LILOEKTIUNON NS dpaoTikOTNTAS TOV Tapdyovta VIIL Oa npénet va onueimdel
OTL VITAPYOVY CNUOVTIKEG AMOKAIGELG HETAED TOV ATOTEAEGUATOV TNG SOKIUAGTNG TOL AouPavovtol
amo 101K aVTIOPUCTHPLO TOL ¥PNCLOTOOVVTAL 6TY| doKIpocia TENG evog otadiov pe Baon tov
aPTT ko1 otov ypopoyovikd Ereyyo. Avto gival onUavTIKO KOt TV TopakoAovdnon g
dpactikomrag mapdyovta VIII tov Jivi, kabdc kot katd tnv addayn epyactnpiov 1/Kot
AVTIOPACTNPI®V TOL YPNCYLOTOOVVTAL GT| OOKIHAGTN. AVTO IGYVEL EMIONG Yo TA TPOIOVTA
tpomomoinpévov mapdyovra VIII pokpdg dpdonc.

Ta epyacTplo TOV GKOTEVOVY VO LETPOLV T OPACTIKOTNTA TOL Jivi O mpémet va, EAEY OV TIG
duadkaocieg Tovg yio axpifeta. Mio pelétn mediov kotédeite 6T 1 dpactikdtnta Tapdyovta VIII tov
Jivi pmopei va petpnfei pe axpifea 6to mAdopa e T yp1on €ite oG EMKLVPOUEVIG SOKILACTOG e
ypouoyovo vrootpopa (CS) gite piag dokipacioc Téng evog atadiov (OS) ypnoionoidvTag E0IKA
avtdpactipe. [a to Jivi, optouéveg dokipacieg evog otadiov pe paon to mupitio (w.y. APTT-SP,
STA-PTT) evdéyeton va vrogktipnoovy t dpactnprotnta napdyovta VIII tov Jivi og detypota
TAACUATOG" OPIGUEVE OVTIOPACTPLOL, .Y, LE EVEPYOTOMNTEG e PACT KOOATVT £x0VV TN duvaTdTNTO
Y10 VTEPEKTIUNON.

H i emidpaon tov mapdyovta VIII givor to wo onpavtikd otorygio oy agloldynon e
amoTeELECHATIKOTNTOC TNG Oepamneiag. Mmopetl va, gival amapaitnn 1 TPOCAPUOYN TNES OTOUIKNG
docoioyiag og eninedo acHevodg TPOKEWEVOL VoL ETTELYHOVV TKOVOTOUTIKA KAVIKA ATOTELEGLOTAL.
Ed&v n vmoAoyiopévn do6om dev emituyet To avapevopeva enineda mapdyovta VI i edv 1 opoppoayio
dgv EAEYYETAL LETA TN XOPTYNON TG VIOAOYIoUEVNC 000G, Oa Tpémel va, mbavoAoyeital 1 Tapovoio
KLUKAOQOPOVUVTOG avacstoréa Tov apdyovta VI v avticopdtwv avit-PEG otov acBevn (PA.
Tapdypoeo 4.4).

Aocoloyia

H 8601 kou 1 didpketo g Bepamneiog vrokaTdotaons eSaptdTat amd Tn coPapdtra Tng EAAELYNG TOL
mapdyovta VI, and t 0om kot v €ktacT g apoppayiog, Kadmg Kol amd TV KAVIKT Katdotaon
Tov acbevoic.

O ap1Bpog Tv povadmv tov yopnyovuevov tapdayovto VI ekppdaleton oe Aebveic Movadeg (IU), o
omoieg oyetilovron pe o woyvov mpdtumo cvumdkvopa tov IOY yia npoidvia tov mapdyovta VIIL. H



dpaotikotnta tov mapdyovro VIII oto mAdoua exkepdletal eite g m0c00To (08 GYEoM LE TO
OLo1A0YIKO avBpmdmivo mAdoua) eite katd mpotipunon og IU (og oyéon pe éva Aebvég Ilpotumo ya
tov mapdyovta VIII 6to mAdoua).

Mia U dpaoctikotntag tov mapdyovta VI etvat icodOvaun pe eketvn v mocdtnra tov
nmapayovta VII og éva ml pucloroyikod avBpodmivov TAAGHoTOG.

Ocparneio ko' enicinon

O vroAoyiopdg g amattovpuevng 66ong tov mapdyovto VI Baciletor oto gpmepucd gvpnua 6t 1 [TU
napdyovta VII avd kg Bapovg ocopatog avédvetl T dpactikdtnta Tov mapdyovto VIII tov mhdopotog
rkatd 1,5 — 2,5 % ¢ puolohoyikng dpacTikdTnTag.

H amortovpevn 866n tov Jivi Ipocdiopiletar ypnoylomolidvIos ToV TopuKAT® TOTO:

Amattodpeveg povadeg = Bépog copartog (kg) x embBountn avénon mapdyovra VII (% v [U/dI) x
avtiotpopo ¢ mopatnpndeicas avdktnong (dna. 0,5 ywa avéxtnon 2,0 %).

H mocotmta mov mpémet va yopnyndei ko n cuyvotnta yopnynong fa npémnel mavo va
TPOCAVATOAILOVTOL GTNV KAVIKY|] OTOTEAECUATIKOTNTO TOV OTOLTEITOL Y100 TO KAOE PLEPOVOUEVO
TEPLOTATIKO.

2V mepinTmon TV akOA0LOOV a1LoppaYIKOV ETEGOJIMV, 1) OpacTikoTnTa ToL Tapdyovta VIII dev
0o Tpémel va pelmBel kdTo amd To dedOUEVO EMTEDO SPASTIKOTNTOG GTO TAAGHA (EKPPAGUEVO B¢ Yo
NG PLGLOAOYIKNG TIUNC) GTO OVTIGTOLYO YPOVIKO dtdotnua. O akdAovdog Tivakag umopel vo
yxpnoonon el mg 0dnydg 6ocoA0YinG GE AUOPPAYIKA ETEIGOOLN KOl XEWPOVPYIKT| ETEUPOCT:



Iivaxoeg 1: Oony6s 006000Yi0S GE GLHOPPAYIKE ETELCOOLN KL YELPOVPYIKY] EXEpPaon yia
oM Povg Ko evijhikeg

BaOpoc apoppayiog/Tomog Anartodpevo ZoyvotnTto 000smVv (Opeg)/Aldprela
XEWPOVPYIKNGS eTépfaonc eminedo Ogpancioc (Muépeg)
napayovro. VIII
(%) (1U/dl)

Awoppayio

IIpdwn apoppayio oTic Enavolapete v éveon kabe 24 — 48 dpec.

apbpdoelg, apoppayio gtovg | 20 — 40 TovAdyiotov emi 1 nuépa, £mg 6TOL TO

poec N apoppayio 6to oo OLLOPPAYIKO EMELGOII0, OGS TPoodtopileTar
amo tov movo, eEarelpBel 1 emrevyBel
EMOVAMOT)

[Two extetapévn opopparyio Emavolapete v éveon ke 24 — 48 dpeg

o115 apBpasELS, opoppayio 30— 60 v 3 pe 4 nuépes 1| TEPLGGOTEPO UEXPL VOL

GTOVG UDEG 1] OLULATALOTOL OVTIHETOMOTOOV 0 TOVOG Ko 1) o&eia
oviKavoTNTo.

AmeinTikéc yio n Lo

Awoppayieg 60 — 100 Eravolapete v éveon kabe 8 e 24 mpeg
uéypt va eEaretpei o kivovvoc.

Xelpovpyikn enéufoon

"Hocovoc onuaciog Kabe 24 dpeg, yio TovAdyiotov 1 nuépa,

YEWPOLPYIKN emEUPaom 30-60 péxpL va emTevydel EmovAWOT).

GUUTEPTAAUPOVOUEVIC TNG

eEaymyng dovtion

Meilovoc onuaciog Eravoiapete t d06om kdbe 12 — 24 dpeg

YEPOLPYIKY eméufaon 80—100 (TEPO' UEYPL TNV ENOPKT EMOVA®ON TNG TANYNG,

EYXELPNTIKD Kot Kkatomy Ogpomeio yio TOLAGYIGTOV 7 0KOUA.
HETEYYEPNTIKA NUEPEG Y10 VO SLOTNPTNCETE TN OPACTIKOTNTA

tov apdyovta VIII og 30-60% (IU/d]).

Lpopdloén

Oheg 01 BepamevTiKég amoPACELS, Y10 TNV OVOYVOPLoT TOV KATIAANA®Y CYNHATOV TPOPUANKTIKNG
ayoyngs, 0o Tpémel va Aappdavoviol pe yvopova v KAk kpion pe fdon ta dwitepa
YOPOKTNPLOTIKA TOL acBevoig kot TV avtamdkpion ot Oepaneia.

IMa wpopviaén, n 66om gival 45 — 60 TU/kg ke 5 nuépeg. Me Bdon ta KAWVIKA YopaKTpLoTIKd TOV
acOevovg,  d6on umopei emiong va eivan 60 IU/kg kaBe 7 nuépeg i 30 — 40 [U/kg 600 opég v
gpdopdda (PA. mapaypapovg 5.1 kot 5.2).

TMa vrépPapovc acbeveic, N uéyiom do6oN avd Eveon yia TpoPOAaEN dev Tpémet va, sival VYNAOTEP
and nepinov 6.000 IU.

Ewwoi tAnbvouoi

Houdrazpiog winOvouog

To Jivi dev gvdeixvutal o€ acbeveic Tov dev Exovv voPindei oe Tponyoduevn Bepomeio Ko ce
acBeveic nlikiog KaTo TV 12 eTdv.



Eopnpixoc minBoouoc

H docoloyia tng kot enikAnon kot tng mpo@uAaktikng Oepaneiog oe eprfovg acbeveic eivar n 1010
OT®G Yoo eVIMKEG acBeveic.

Hlkiwouévor
Yrapyel mepropiopévn epmeipio og acbeveic nlikiog > 65 etdv.

Tpomroc yopnynong

To Jivi mpoopiletar yio evOoQAEPLa xp1 oM.
To Jivi Ba mpémet va evietonr evoopAePimg yia ypovikn mepiodo 2 £mg 5 AeTT®V avIAOYQ LE TOV
GLVoAKS Oyko. O puBuodg yoprynong Ba mpémnet va kabopileton amd tov Pabud dveong Tov acbevovg

(péyrotog pubuog éveong: 2,5 ml/min).

I'o 0dnyieg oxeTiKd He TNV AVOGVGTOOT] TOV PAPHOKEVLTIKOD TPOIOVTOG TPV amd TN Yopnynon, PA.
TAPAYPOPO 6.6 Kot TO GUALO 0dNYIDV XPTOTS.

4.3 Avtevosilelg

YrepevaioOnoio 6t dpacTikni ovcia 1| 6 KATo1o amd To EKO0Y0 TOV AVOPEPOVTOL GTNV
Topaypapo 6.1.

I'vootég adlepyikég avTdpAoelg 6€ TPAOTEIVEG TOVTIKOV 1 KPIKNTOV.
4.4 E101kég TPOEIOOTOUNGELS KUL TPOPVAGEELS KATA TN (piom

IyynAociotnta

[pokeyévov va Pertiobdel n yrvniootndtra Tov PLoAoYIKGOV QOPUOKEVTIKOV TPOIOVI®YV, TO OVOLLd
Kol 0 aplOpog TOPTIOOS TOL YOPTYOVLEVOD QOPLAKOL TPETEL VAL KATOYPAPETUL LLE CAPTVEL.

YrepsvouoOnoia

Avtidpacelg vrepevarcinciog tomov ariepyiag ival mbavég pe 1o Jivi. To eappoakentikd Tpoiov
umopel va mePEYEL iyvn Tp@TEIVOV TOoVTIKOD 1 Kpikntov. Ot avtidpdoelg vrepevacnciog 0o
pmopovcav emiong va oyetiCovran pe avricopata évavtt g PEG (BA. mapdypapo Avocoroyikn
amdvinon otny moAvadvievoylvkoin (PEG)). Av epgavictody cuuntouato vrepevaicinciog, ol
acOeveic O TPEmEL v EVIUEPDVOVTOL OTL TPETEL VO, SLOKOYOLV GUEGMG TN XPNOT TOL POPUUKEVTIKOD
TPOTOVTOG KOl VO EMKOIVOVICOVV e TOV Y10Tpo Tovg. Ot acBeveic O mpémel va evnuepmdvovToL Yo T
PO onueio avtidpdoewy vrepevaicinciog mov tephapuPivovy KvidmoT, YEVIKELHEVT] KVIO®ON
(ovptikdpia), aicOnua cOoPIENG otov OdpoKa, GLPLYUO, VTTOTUGCT KoL AVOPLAOEIN. ZVUTTOUATIKT
Oepamneia yio v vepevacOncia Bo Tpémel va yopnyeitan ovdioya pe TV TEPINTOOT. X TEPiNT®ON
avaeuia&iog 1 kotamAnéiog, Oo Tpémel va epapuolovTal Ta TPEXOVTO WTPLKE TPOTLTO Y10, TN
Oepameia.



Avaocrtoleic

O oyMUoTIo oG EE0VOETEPOTIKOV AVTICOUAT®V (avacToAé®mV) EvavTt Tov mapdyovta VI, ivor pio
YVOOTY| ETUTAOKT OTNV OVTIETOTION acOevdv e alpoppo@iria A. Avtoi ol avacTtoAei eival cuvinwg
avococalpiveg IgG mov katevdhvoviot evavtiov TG TPOTNKTIKNG dPAGTIKOTNTOS TOV

mapdyovta VII kot mov ekppalovion mtocotikd og Movadeg Bethesda (BU) ava ml mAdoparog, pe
¥PNoN TG TpoTomolnuévng dadikaciog Bethesda. O kivduvog avdmtuéng avactorémv cuoyetiletal pe
1 coPapdtnra g vooov, kabdg kat v £kBeon otov mapdyovta VIII, 6mov o kivduvog eivan
vynAdTEPOG péca otig Tpdtes S0 nuépeg ékBeong (ED) adhd cuveyileton kab' OAN ) didpkea tng
Cong, av Kat 0 Kivduvog eivat 6xL cuyvog. Zravimg, UTopel va, avortuy0oby oVOGTOAEIS LETA TIG
wpmteg S0 nuépeg €xbeomng.

H xAwuc onpocio g avdrtuéng avactorémv Oa e£optndel amd Tov TiTAO TOL AVOGTOAEN, LIE TOVG
YOUNAOD TITAOV VO GLUVIGTOVV YOUNAOTEPO KIVOLVO Y10 AVETAPKT KAVIKT OVTUTOKPIOT| 0O TOVG
avaoToAelc LYNAOD TiTAOL.

I'evikd, 6A01 o1 aobeveic mov AapPdavovy Bepameio pe Tpoidvta mov TepiEyovy Topayovto téng VIII
TPENEL VO, TAPOKOAOLOOVVTOL TPOGEKTIKG Y0l TNV AVATTUEN OVOCTOAE®V e KATOAANAES KAVIKES
TOPOTNPTCELS KO EPYUCTNPLOKES OOKIULAGIEG.

Edv dev emttevyBovv ta avapevouevo eninedo dpactikdTnTag Tov mapdyovta VIII oto mAdoua 1 €av n
apoppayio dev EAEYYETAL LE XOPTYNOT TNG KOTAAANANG dO0MG, TPEMEL va yivel pio SOKLULaGio DGTE va
TPOGdOPLoTEL eV VILAPyEL Evag avaoToléag Tov Topdyovto VIIL Xe acOeveic pe vynAd enimeda
avaotoréa, 1 Oepaneio pe mapdyovto VIII pmopel va uny givar omoteheopatikn Kot 0o mpénetl va
ANoeBovv vdym dAdeg Bepamevtikéc emhoyés. H aviyetonion autdv tov acbevav Ba mpénet va
KkaBodnyeitor amd 1Tpovs Tov dubétovy eumelpio otV EPOVTIdA TNG ULOPPOPIAING KOt GE
avaoTtoAeic Tov mapdyovta VIIIL

Avocoloyikn amdvinon otnv rolvatfvievoyiAvkoin (PEG)

Mia, KAMVIKT 0voGoA0YIKY amdvTnoT wov cuoyetileton pe aviiodpota avil-PEG, 1 onoio exdniovetot
¢ cVUTTONATO 0&elag VTEpEVALGONGioG /KoL ATMOAELD TNG EMIOPACN S TOV PAPUAKOV, EYEL
mapatnpn et Kuping evtdc Tov npdtov 4 nuepov éxbeonc. Xapnid enineda FVII petd v éveon,
eni amovaciog aviyvevolumy avactoréwv FVII, vrodeucvoovy 0Tt 1) andAEd TG EXIOPOCTC TOL
eoppaxov gtval mbavo va opeiletar og avticopata avil-PEG: otig mtepumtdoeis avtéc, To Jivi fa
npénel va. dtaxomel kot o1 acOeveig va aAhdEovv og éva mpoidv FVII mov tav mponyovpévmg
QTTOTEAEGLATIKO.

"Exet mopotnpnBel onpavicy peiwon otov kivouvo avocoroyikng andvinong otnv PEG e v
avéavopevn nhikio. Avt) n enidpacn umopei va oyetileton pe po avartoélokn Letofoin oty
avocio Kot, oV Kot ivat SOGKoA0 Vo, KaBop1oTel Eva capég NAKIOKS Op1o Yo T UETABOAT GTOV
Kivduvo, auTo To PoVOUEVO ERPOVILETOL KVUPIMG GE TOUdLA PIKPNG NAIKIOG LE OOPPOPIATCL.

O1 GUVETELEG TVLYOV BLVNTIKOV KIVOOVOV, Yia Tovg ennpealduevoug acheveic pe avtidopoon
vrepevatctnciog oTig TEYKLAIOUEVES TPp®TEIVES, Elvan dyveotes. Ta dedopéva deiyvouv OTL oTa
emnpealopeva dropa, petd tn dokonr tov Jivi, Ta avticdpoto IgM avit-PEG peiobniav og tpog tov
TITAO KO KOTEGTNGOV 1] OVIXVEDGLUN UE TNV TAPOS0 TOL ¥POVOV. AgV TapaTnPNONKE S1UGTAVPOVIEVY
AvVTIOPACTIKOTNTA TV ovTic®pudtov IgM avii-PEG pe ddha un tporomotpéva mpoiovta FVIIL Olot
o1 aobeveilg pmOPESAV VO AVTILETOTIGTOVV UE emituyia pe Ta tpoidvia FVII mov Adpufavay
TPONYOLLEVEG.

Kopduayysiokd coupauoto,

Y& ao0eveic e VIAPYOVTEG KAPILOYYELKOVG TTOPAYOVTEG KIvOUvVov, 1| Bepameio vToKaTAoTAONG
ue FVIII umopei va owénoet tov kapdiayyeioko Kivouvo.



Emunloxéc oyetilouevec ue kobetnpo

Edv amarteiton cuokevn kevipikng eAefikng tpocPacng (CVAD), Ba tpémetl va e&etaletan o kivouvog
emmlokmv oyetiiopevov pe CVAD coumeptiiopfovouévav Tomikav Aouatemv, Baktnplopiog Kot
Bpoupwong oto onueio Tov Kabetrpa.

Hodratpukde TAnuoudS

Ot tapatiBépeveg TPoedOTOGELS Kot TPOPLALEELS EQappofovTol TOGO GTOVG EVAAIKES OGO KOl GTOVG
épnpovg.

To Jivi dev gvdeixvutan o€ acbeveic nlikiag < 12 etV kot o€ acbeveic Tov dgv Exovv vroPAindei o
mponyovpevn Bepamneio.

[Iepieyduevo vatpiov

Av10 T0 POPUAKEVTIKO TTPOTIOV TTEPLEYEL AydTEPO amd 1 mmol vatpiov (23 mg) avd d6om, ivar avtd
7ov ovopalovue «elevbepo vatpiovy.

4.5 AlMiemopdosic pe Ghlo QUPRIKEVTIKA TPOIOVTA KoL GALES pOPPES alinienmidopaong

Agv &govv avapepbel aAAnAemidpacelg Tpoidovimv avlpamivov mapdyovia méng VI (rDNA) pe
AL POPUAKEVTIKA TTPOTOVTAL.

4.6 T'ovipétnTo, KONON KOl Yorovyia

Kdnon ko Oniooudc

Agv &yovv de€aybel pehétec oyeTika e v enidpaot tov mapdyovta VII oty avamapoaywyn tov
{dwv. Agdopévng tng OTAVING ELPAVIONC OLLOPPOPIANG A o€ Yuvaikeg, OV LITAPYEL EUTEPic OGOV
agopd otn ypnon tov mapdyovta VIII katd ™ didpkeio TG £yKuPOcHVNG Kal ToV ONAacuov.
Yuvenmg, o topayovtag VIII Oa mpémel va yopnyeitan katd tn 614pKELD TG EYKLUOGVHVG KO TOV
Onhaopod pdvo dtav vdpyel caeng Evoedn.

Tovipdtra

2116 HEAETEG CLOTNUOTIKNG TOEIKOTNTOG EXOVALOUPAVOUEVOV SOGEMV GE OPOVPOIOVS KOl KOUVEALD LIE
t0 Jivi, dev apatnpnOnKav eTOPAGEIC GYETIKEC LE TN Depameio. GTO AVATUPUYDYIKA OPYOVA TOV
apoevikov ooV (BA. Tapdypago 5.3). H enidpacn ot yoviudtnta otoug avlpmmovg ivat ayvoom.
4.7 Emoépacels 6tny IKavoTnTo 001Y161S KUl YELPLEROD UMY OVI|LETOV

To Jivi dev €xet kapio enidpaon otV KAVOTNTA 00NYNONG Kl YEPIGHOD UNYOVNUATOV.

4.8 AvemOoOunTEg eVEpPYELES

TIepiinwn Tov TPOEIA ac@aAELOC

YrepevaioOnoia | aAlepyikéc avTidpdoelg (Tov pumopel vo, cuumeptAapufavouy ayyelooionua, aictnua
KaHGOL KOl VOYHOU 6To onueio g éveong, piyn, EEaym, YEVIKELUEVT KVId®OTN, KEPOAOAYin, KVIO®TIKO
gEavOnua, vrdtacn, Andapyo, vavtia, avnovyia, Toyvkapdio, cei&io oto othboc, povdlacua, EUETO,
ovptyud) éxovv mopatnpnoel kot o€ pepikés TepUTTOOELC Uropel vo, eEgdryBolv oe cofapn
avapuia&io (cvumepthappavopévng katominéiog).

Mmropei va, epeaviotel avantuén eE0VOETEPOTIKMOV AVTICOUATOV (OVUCTOAE®V) o€ 0o0EVEIg e
alpoppoirios A wov giyav voPAnOel o Oepameia pe mapdyovra VIII, copnepiropfoavopévov tov Jivi
(BA. mapdypoeo 5.1). Edv epeoaviotovy outod Tov TOTOV Ol 0VACSTOAEIS, 1) kKotdoTtooT Oa ekdnAwmbel



MG AVETOPKNG KMVIKT AVTOTOKPLOT). L€ TETOLEG TEPITTAOCELS, CUVICTATAL 1 EXAPT LLE VA, ELOIKELUEVO
ALPLOPPOPIMKS KEVTPO.

O1 1o Ly Va avapepOUEVEG AVETIBOUNTES EVEPYELEC OTIC KMVIKEG PEAETEG o€ acbevelg Tov elyav
mponyovpévas vtoPAndet oe Bepaneio (PTPs) rav kepahaiyia, Pryog Kot mopesia.

Kotdhloyoc ovemQountwv evEPYEL®OY GE LOPON TVOKO,

"Eva oOvoro 221 acBevav amotélece Tov mAnBuoud acopdretag and tpelg Pacikég peréteg daomg I ko
I [PROTECT VIII], 148 épnpovevitikeg kai 73 mondiatpikoi aobeveic nhikiag <12 etcdv. Ztnyv
PROTECT VIII, 121 acBeveic cuvéyioav kot oty PHEAETN EXEKTOONG UE dLapeoNg TIUNG Oeparmeio
duapketag 3,9 ypovav [gvpog: 0,8 — 7,0].

v ToudteTpikn peAétn, 59/73 acbeveic <12 et@v cvvéyicav otn perétn eméktaong. O uécog
(e0pog) GLVOAIKOG YpOVOG 0T HEAET (Pacikn pedétn + perétn emnéktoong) Ntav 5,8 (1,0 — 6,6) £t pe
duapeco 430 (evpog 98 — 671) nuepdv €kbeong ava dropo, 39 dropa vrofAndnkav ce Bepaneia yio =
/>5 ém.

O péoog apBpog nuepov ékbeong oto Jivi ava dropo ftav 237 (min-max: 1 — 698) yio dha T dropa
OTLG KMVIKEG UEAETEC.

2uvoliKkd, Kot oTig 600 peréteg, 75 acbeveig mapatnpndniay yio didpkela Bepaneiog dvm TV 5 eTdv.

O mivakog wov TopovctaleTol TapaKATo Eivol COUEOVO LE TNV TAEIVOUNGCT] 0VE OPYOVIKO GOGTNIA
katd MedDRA (katnyopio/opyavikd chHoTnpo Kot EXinedo TpoTiuduevon 6pov). Ot cuyvdtnteg £xovv
a&loloynbei copewva, pe Tov akdAovbo Kavova: ToAd cuyvég (= 1/10), cuyvéc (= 1/100 éwg < 1/10),
oyt ovyvég (= 1/1.000 émg < 1/100), omavieg (=1/10.000 €wg <1/1.000), oAl omdvieg (<1/10.000).
Evt0g k40 katnyopiog cuyvotntog epeavions, ol avemBounteg evépyeleg mopatifevron katd
oBivovca celpd coPapdtnTas.

Mivakoeg 2: ZvyvotnTa avemOOunTov evepyetdY TOV QUPRAKOV OTIS KAIVIKEG NEAETES

Kamnyopio/opyaviké cvotnpo AvemO@Opnteg evépyseieg Yoyvotnta

SCOPPOVA,

pe 1 Baon ocdopévov MedDRA

Awatapoyéc TOV apoToTIKOY KoL ToV | Avactoin tov mapdyovta | Oyt cuyva (PTPs)®

AELOIKOV GVGTINATOS FVIII

AWTopay£S TOV 0VOGOTOUTIKOV YrepevoioOnoio ouyva

GULGTHIOTOG

Yoylatpikég owatapoyég Avzvia ouyva

AwTapay£ Tov vevpkov cveTnotos | Kepolodyio TOAD GLYVA
Z6aAn GLYVA
Avoyevoio oL cvuyva

Ayyelokég oraTopayés "E&aym oL cuyva

AWTOpayES TOV AVOTVEVGTIKOV Bnyoag ouyva

GUGTI|LATOG, TOV ODPOKA KO TOV

pecod wPaKIov

AWTOpayES TOV YOOTPEVTEPLKOD Kowuaxog mévog, Novtia, | coyvd
‘Epetoc

AWTopay£S TOV OEPUATOS KL TOV Ep0Onua, EEGvOnpal ouyva

VT006pPLOV 16TOV K : P -

Vo pog Oy oLYVE
I'evikéc d10TOpPOyES KOL KOTAGTAGELS AVTI0pAGELS GTO GNUELD GLYVA
™G 0000 Y0P yNoNS ¢ éveonc?, Mupetia

*H ouyvotnta Baciletol og pehéteg pe 0Aa ta tpoiovra mov mepieyovv FVIII o1 onoieg
nmeptehdpufovoy acBeveis pe cofapn apoppoeirio A. PTPs = acBeveig mov elyav mponyovpuévmg

vroPAnOei o Bepameio




P mephapPhver kvnoud oto onueio g éveong, eEGvOnua 6To onpeio TG éveong Kot Kviiorod 6To
ONLELD TOPAKEVTNONG TOV OyYELOV

" weprhopPavel epvOnuo Kot ToADHOPPO epVOM LA

3 reprhapféver eEavOnpo kot Pratidmdeg eEavOmua

Agv vmp&e kapio aAloyn oto TpoPil acpaieiog katd ) didpketo tov PROTECT VIII kot tng
TOLOIOTPIKNG LEAETNG EMEKTOOTG.

TIeprypaon smdeyuévayv avemBountwv eVEPYEIHOV

Avocoyovikotyzo,

H avocoyovikdtrta a&lodoyndnke kotd ) dibpkela KAViK®OV peret@v pe to Jivi og 159
(ovumepriopPovopévav actevaov yeipovpyeiov) eprfovg Tov glyav Tpornyovpuévag vrofinbdei oe
Oepameio (NAciog > 12 etcdv) kot eVAAIKES TOL giyav doyvwacbei pe copfapn apoppoeirio A (FVIIL:C
<1 %) ka1 > 150 wponyodpeveg nuépeg éxbeong.

Avaortoleic FVIII

Agv gpoaviotnkay de novo M emPeParopéves nepintdoetg avactoréa Evavtt tov FVIIL Eva
pepovopévo avemiPePaionto Betikd amotédeoua younAiov tithov avactoréa FVIIIL (1,7 BU/ml)
avaeépOnke og Evay evilika acbevn mov £xel vrofAnbei oe yeipovpykn exépPaon.

Avuoauora ovu-PEG

Avoocoyovikotnta évavtt g PEG pe v avamtuén ewdikaov IgM avti-PEG avticopdtov
mapotnpnonke o évav acbevn. H avocoloyikn amdvinoTn cuvodedtnke amd KAWVIKN avtidpaon
vrepevatcnciog petd and 4 evéoelg tov Jivi. Ta avricdpota katd g PEG eEapaviotniay petd m
Sdwakomn Tov Jivi. Aev mapatnpndnke kKAwvikn avocoandkpion otnv PEG mov va mpokadel andAgia tng
QTTOTEAEGULATIKOTNTOC TOV PAPUAKOL 1) vVtepevactnacio and v Sn nuépa £kBeonc péypt To TéAog TV
UEAETOV EMEKTACTC.

Houdrorpixog ninQvouog

2116 odokAnpopévee KAiKEG peréteg pe 73 maudiotpikovg PTPs nhkiag < 12 etdv (44 PTPs <

6 eTov, 29 PTPs 6 — < 12 etdv), mapotnpnnkay avemBounteg evépyeieg AOY® 0VOGOAOYIKNG
andvtnong omv PEG og maidid nikiog kdto tov 6 etdv. Xe 10 ano 44 acbeveic (23 %) oty
NAKoKN opdde NAKiog KAt Tov 6 TV, Tapatnpiinke andAELN TG EXIOPUCTG TOL POPUAKOD AGY®
e€ovdetepotikdv avil-PEG avticopdtov Kotd ) ddpkela v tpdtov 4 nuepov ékbeonc. Ze

3 amo 44 acbeveic (7 %), n amdAee TG ENIOPAGTG TOV PAPUAKOV CLVIVACTNKE HE AVTIOPAGELS
vrepevarsneiog (PA. mapdypoao 4.4). Aev NTav SuVOTA 1) AVOYVAPLOT EVOVCUATOV 1) TAPUYOVTOV
TPOPAEYNS TNG avocoroyikng amavinong oty PEG.

Avopopd TOavoloyoOueEVOV avETIOOUNTOV EVEPYELDY

H avagopd mBavoroyodpueveov avemBOunTmv evepyeLmvV HETH amd T YopNyNon Gdelog KukAopopiag
TOV PAPUOKELTIKOD TPOIOVTOG elvar onpavtikn. Emtpénet tn cuveyn mopoakolobnon e oxéong
0PEAOVC-KIVOVVOL TOV QUPOKEVTIKOD TPOTOVTOC. ZnTeital amd Tovg ExayyeAUOTIiEC VYEING VO
AVOQPEPOVY OTOIEGONTOTE TOUVOAOYOVUEVES OVETIBOUNTEG EVEPYELES LECH TOL EOBVIKOD GLGTNLOTOG
ovoeopds mov avaypdestor oto [Hapdptmua V.

4.9 Ynagpodocoroyia

Yrnpée pio mepintmon vepdocoroyiag oTic KAWIKES ueAétes. Agv avagépOnkay avemBounta
cupupavra.
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5. DOAPMAKOAOTI'IKEZ IAIOTHTEX
51 ®@oppokodvvoptke 1O10TNTEG

Doppokobepamentikn katnyopio: aviopoppaykd: mapdyovtas niéng aiparog VIIL kwdikdc ATC:
B02BDO02.

Mnyoviopdc dpdonc

To coumieypa mapdayovia VII/mapdayovto von Willerbrand amoteleital and dvo uopia

(mopayovrog VIII kot mapdyovtag von Willebrand) pe dapopeticég puoiodloyikéc Aettovpyiec. Otav o
nmapayovtag VIII eyyéeton og évav aoBevr| pe aproppo@irio, SEGUEVETOL GTOV

napdyovta von Willebrand tov acBevn. O gvepyomompévog mapdyovtag VIII dpa og cuv-tapdyoviog
Y Tov gvepyomompévo apayovta [X, emtaydvoviog tn LETATPOTH TOV TapAyovTia X GE
gvepyomompévo mapdyovta X. O gvepyomoinuévog mopdyovrag X petatpénetl v mpobpoufivn oe
Opoupivn. H Bpoppivn petatpénet Eneita 10 vmdoyovo og vmdes kot £vag Bpopfog pmopei va
dnuovpynOei. H apoppopirio A givar guiocvvdetr, KAnpovoulkn duciertovpyio tng Téng Tov
aipatog Adyo petopévev emmédwv 1 anovciog tov mapdyovta VIIL:C n onoia £xel ¢ omotéAeopa TV
apoppayio 6Tig aphpdoELS, GTOVG LEG 1] GTA EGMTEPIKA Opyava, €iTe aBOpUNTA EiTE MG AMOTELEG LA
TPOVUOTOC OO ATOYNUO 1] ATTO XEPOLPYIKOVS YEPIGHOVC. Me T Bepoameio avTiKOTAGTAONG TO EMITESQ
T aouatog Tov Topdyovto VIII avédvouv enttpémovtag ¢ €K TOVTOV Lo TPOS®PIVY d10pBmen TG
EMhenyng Tov Tapdyovia Kot S10pB®GT TV OLLOPPIYIK®Y TAGEDV.

To damoctocog alfa pegol eivar pio Teyxviiopuévn popen tov rFVIIL H neykvlioon oe €101kn 0éom
pewwvel v Kabapon tov mapdyovia VI pe amotéleopa napateropévn nuiceio {on dotnpodvtog
oLYYPOVOG TIC PLGIOAOYIKES Asttovpyieg Tov popiov rFVIII pe dwayeypappévn t B-teproyn (BA.
mapdypoeo 5.2). To damoctocog alfa pegol dev mepiéyel mopdyovta von Willebrand.

KAwu arotelecuotikdTnTo Kot acOGAsLo

KAvikég ueléreg

"Eva ovoro 232 acBevav mov elyav mponyovpéveg vtoPindel oe Bepaneio pe cofapn
alpoppoPiios A eKTEONKOV GTO TPOYPULUN KAVIKDY LEAETMV, TO 0TToio mepAauPave pio perétn
oaong I kan 600 peréteg eaong I/ Exatov mevivta evvéa (159) dtopa ftav nikiog > 12 gtmv.

Daon 1/
(PROTECT VIII): H @apuokoKivntikn, N 0GQAAELN KoL 1) 0TOTEAEGLOTIKOTNTO TOV Jivi Yo Ogpormeio

Kat' enikAnon, mpoeOiaén e tpia oynuota (Vo popéc v efdopdda 30 — 40 IU/kg, kabe
5 nuépeg 45 — 60 1U/kg ko kabe 7 nuépeg 60 TU/kg) kot 1 arpudctoon katd ) dldpKeio
ueilovog onuaciog yelpovpyikav enepfdcemv a&loAoyndnkayv e o ToAveBvIKT, OVOIKTIG
EMONUAVONG, 1) EAEYYOUEVT], LEPIKMDG TUYALOTOUNUEVT LEAETN | omoia d1e&nyOn cOpemva
L€ TO CUUPMVNLEVO TPOYPOLLLO TOLOLUTPIKNG EPEVVAG. Mol LEAETN EMEKTAONG
ocvumeptélofe acbeveic Tov odokApwoay Ty kKOpla perétn. H kdplo petafint
OTOTEAECUATIKOTNTOG NTAV TO ETNGLONOMUEVO TOGOGTO atpoppayiog (ABR).

Exoatdv tpiavra técoepig appeveg PTPs éhafav tovidyiotov pia éveon tov Jivi
(ovumeprapPavopévov 13 atdpmv nikiag 12 éoc 17 etdv) yia mpoedraén (n=114) 1
Oepaneia kat' emikinon (n=20) ywo o nepiodo 36 efoopdadwv. Eva cvvolo 121 atdpumv
ElaPav Oepomeio Kotd ™ dtdpkela ¢ peAétng enéktaonc, 107 dtopa Eafav Tpo@vAaén
kot 14 dropa kat' emikAnon Oepameio. Tpravia €L dtoua ElaPav Oepaneio TpoeOAAENC Yio!
> 5 ypovia €mg 7,0 ypévia. H cuvolikn Sidpeon (e0pog) didpkela otnv puedétn nrav 3,9
xpévia (0,8 — 7,0 xpovia) og 6Aovg Toug 121 acbeveig. H opdotaon katd tn didpreia

20 peilovoc onuaciog yeipovpyikav enepPdoemv o€ 17 acbeveic aloloynnke 6to puépog
YEPOLPYIKNG emEUPaonc.

Daon 111
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(mondraTpikn): H @appokokivnTikng, 1 ao@AEAELN KO 1) OTOTEAECUATIKOTNTA TOV Jivi Yia Tpia GynuoTo
TPOPVUAAENS (600 popég v efdopdda, kébe 5 kot kdbe 7 NUEPES) Kt 1) AVTILETOMTION
apoppayldv a&loloynonkay o€ pio ToAvedviKn, un EAEYXOUEVN, OVOLKTG ETIGTLLOVOTG
peAétn og 73 mondatpucong acbeveic (Mkiog < 12 £1dV) Katd 1 SIUPKELN UG TEPLOSOV
50 nuépec éxBeong (ED) kot TovAdytotov 6 pnvav. Avti 1 perétn d1e&nydn copeova pe
TO GLUPOVNLEVO TPAYPOL TodlaTPIKNS Epevvag. EERvta éva dropa (83,6 %)
0AOKAN POV TNV KOPLo LEAETT Kal 59 000gveElg GUVENIGOV TNV TPOALPETIKT LEAET
EMEKTAONG, L€ GUVOALKO HEGO OPO TAPALOVIG TNV HeAéTn 5,8 ypovia (evpog 1,0 — 6,6
xpéVIa).

LHpogvloxtixy aywyn oe arouo nlixiag > 12 etwv

Kotd m dudprela g meptodov Tng Kuplog LEAETNG, TA ATOU EKYOPNONKAV 6€ TPOoPVAAEN

2 popég/ePfdouada (n=24),  ToyaromomOnkav oe kabe 5 nuépec (n=43) M kdbe 7 nuépec (n=43) 1
élaPav Bepaneio kot enikAnon (n=20) pe to Jivi. Eveviivta gvvéa amod tovg 110 acbeveig (90 %)
TOPEUEIVOY GTO GYNLLa 6T0 omoio ekywpnOnkav. Evieka acbeveic 610 oélog g aymyng kabe

7 nuépeg avénoav tn cuyvotnto. H didueon d0om yio OAa To oyt TPOPOAAENG TOV

46,9 IU/kg/éveon. To didueco (Q1, Q3) ABR katd t dudpketla g mpopvratng rav 2,09 (0,0 — 6,1)
v 6heg Tig apoppayies kar 0,0 (0,0 — 4,2) yro avBOpunteg aupoppayiec oe ovykpion pe 23,4 (18 —37)
GUVOMKEG aipoppayiec onv opdda kot enikAnong. Zapdvto dvo amd 110 ota okéAN TPoPVLAAENS
(38,2 %) dev Tapovciacoy aLoppayikd ETEIGOO10.

Kotd ™ didpketo g peréng enéktaong (didpeon ddpketa 3,2 ypdvia, gvpog 0,1 — 6,3 ypovia)

23 acbeveic ElaPav Oepomeio 2 popic/efoopnada, 33 acbeveic kabe 5 nuépec, 23 acbeveic kabe

7 npépeg Ko’ OAn v dtdpkela TG HeEAETNG emékTaong kot 28 acBeveig Ghlagav BepamenTikd oynua.
H dudpeon d6om o v mpopviain ntav 47,8 IU/kg. To yevikod didpeco (Q1, Q3) cuvorlkd ABR
nrav 1,49 (0,4 —4,8) kot 0,75 (0,0 — 2,9) yuo avBOopunTteg arploppayiec 6Tig GUVILAGUEVES OUADES
TpoPVAaENG Kot To cuvolkd ABR ftav 34,1 oty opddo Kot emikinom.

[pénetr va onpeiwbei 611 1o ABR dev givar cuykpioipo petald StapopeTikdv GUUTVKVOUATOV
TAPUYOVTOV KOl HETAED SOUPOPETIKMY KAVIKDV LEAETMV.

Ocpansio arpoppoyiwv

A6 ta 702 oupoppaytkd €GOS0 TOL OVTIUETORTICTNKAV UE TO Jivi KaTd TN dtdpKeLlo TN KOPLog
peiéng, 636 (90,6 %) avtipetoniotray pe 1 1 2 evéoelc, and to onoia 1o 81,1 % pe 1 éveon. H
dtbpeon (evpog) doon ava Eveon Nrav 31,7 (14 — 62) [U/kg. Katd ) Sidpketa g enékraonc,

1902 awpoppayiec aviyetoniomkay pe to Jivi kot 94,0 % eAéyydnkav pe 1 1 2 evéoelg, amod Ti¢ omoieg
70 84,9 % e 1 éveon. H didueon (e0pog) doon ava éveon frov 37,9 (15 — 64) IU/kg/éveon.

LHepieyyeipntixn oroyeipion

"Eva 60voro 20 peilldvev xeipovpyikdv dtadtkactdv dtevepynniay kot atoloynbnkav ce

17 acBeveic. H didpeon cuvorikn d6on yia peifoveg yeipovpycég enepfaoeig rav 219 TU/kg (svpog:
50 — 1.500 IU/kg, cvumeptAapufovopuévng HETEYXELPTIKNAG TEPLOdoV £m¢ 3 efdouddwv). H
TEPIEYYEIPNTIKY OLLOCTOTIKY] OTOTEAECUATIKOTNTA 0EI0A0YNONKE (¢ KoAr 1) e£0PETIKT KATA T
SuapKeLn OA®V TV HELOVAOV XEPOVPYIKAOV ETEUPACEDV.

Atevepynniay 34 emmpdobeteg eAdocoveg yelpovpyikéc eneufacel; oe 19 acbeveic. H arpootoom
a&lodloyninke mg koA N Ptk 6€ OAOL TO SLOEGILO TEPIGTATIKA.

Houdiorpixoc ninQvouog nhixiog < 12 etawv

H ypnon tov Jivi og modid nAwciog kdtw tov 12 etdv dev evdeikvotot (BA. Tapdypagpo 4.2, yuo
TANPOPOPIEC GYETIKA UE TNV TOUSLUTPIKN ¥Pp1oN).

"Evo. 60voro 73 moudtotpikdv acbevav mov eiyav mponyovuévmg vroPAnbel og Oepaneio (44 dtoua, <
6 etV ka1 29 dropa, 6 £oc < 12 etdv) EhaPav Oepaneio TpoOAaEne dvo eopic v efdoudda, Kabe
5 nuépeg M kaBe 7 nuépeg ot perétn eaong 1. INa 53 acBeveic mov ohokAnpwacay TV KOpLo LEAETN,
to d1dpeco (Q1, Q3) emolonomuévo mocoostd apoppayiwv ntav 2,87 (1,1 — 6,1) kot 10 T0600T0
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avB6punT G arpoppayiogc ntav 0,0 (0,0 — 2,6). Avapopikd LE TNV AVILETOTICT] TOV ULLOPPAYLDV,
84,4 % tov cpoppayidv vroydpnoav pe 1 éveon kot 91,9 % tov aipoppayldv vroydpnoav pe 1 1
2 gvéoelg.

11 acBeveic otV nAkiakmn opdda < 6 eTOV eyKaTEAENAY AOY® 0VOGOAOYIKNG amdvinong otnv PEG
oyetil{OpeVNG LUE AMMAELD OTOTEAEGLOTIKOTNTOG 1)/Kal avtidpacn vrepevaictnciog katd tn didpkeia
TOV TPATOV TEGGAPOV NUEPDV £kBeEONC.

Mo 59 acBeveic Tov GuVEIoAY GTN PLEAETT EMEKTOGTG TO GUVOALKO O1AUECO TOGOGTO 0LOOPUNTNG
apoppayiag (Q1, Q3) katd v mepiodo enéktaong ftav 1,64 (0,5, 3,1). I'a 30 aobeveic > 12 etodv
670 T€A0G NG LEAETNG emEKTAONC, TO Oldpeco (Q1, Q3) mocootd avbopunNS opoppayiog nrav 1,76
(0,5, 3,3).

5.2 ®@appokokiviTikés 1O10TNTES

H pappaxoxivntikn (OPK) tov JIVI cuykpidnke pe exeivn tov napdyovia VII og pio dtectovpovpevn
perétn @aong I. H ®K a&oroyndnke eniong og 22 dropa (> 12 e1dv) kKo og 16 amd avtd to dropo
petd and 6 pnveg Oepaneiog mpoevAaéng ot pehétn Gaong /111

Ta OK dedopéva (pe faomn tov ypopoyovikd Eeyyo) védeiEav 0Tt 1o Jivi &xet petmpévn kabopon
(CL), pe amotéheopa teAkn nuicea (on mov eivan 1,4 popég peyorvtepn kor AUC
KOVOVIKOTOIUEVNC G TTPOG TN dO0™ 7Tov gival 1,4 popéc vymAdTEPN G GUYKPLON UE TO GUYKPLTIKO
wpoiov mapdyovia VI AvEnoeic avdroyeg e tn 60om mapatnpinkay Heta&d Tov 00GEDY TV
25 ko 60 TU/kg vodekviovtog ypapptkotnta tmv docewmv petaly 25 TU/kg kot 60 TU/kg.

O ITivaxag 3 cvvoyilet tic DK mapapétpoug petd and pia epdamal doomn 60 IU/kg and ™ perétn
D®dong I/ émov n DK a&oroynnke o 22 dtopa. Eravorappavopeves @K petpnoetg dev
VEdeEav omolesoNmote oeTikES oAhayég oto PK yopaktnplotikd petd and paxpoypovia Oepamneio.

Mivaxkoeg 3: @oppokokiviTIKES TapapeTpol (YE@peTPIKOs pécog (Yo CV) kot aprOuntikiog pécog
(£SD)) 1w 1o Jivi petd amd pio epdnal 06on 60 IU/kg pe Paon ypopoyoviko éreyyo

Hapaperpor Jivi
(novaoec) AocOgveic > 12 gTadv
N=22
AUC (IU*h/dl) 3.710 (33,8)
3.900 = 1.280
AUC, norm 62,5 (33,7)
(h*kg/dl) 65,7+214
Chax (IU/d1) 163 (14,7)
164 + 23,8
ty, (h) 17,1 (27,1)
17,6 4,26
MRTILV (h) 24,4 (27,5)
25,2+6,19
Vs (dl/kg) 0,391 (16,3)
0,396 + 0,0631
CL (dl/h/kg) 0,0160 (33,7)
0,0168 + 0,00553

AUC: meproyn k6to omd v kapmdin: AUC, norm: AUC kavovikomompévng g mpog 1 0061 Cmax: HEYIOTN
GLYKEVTP®OOT) TOL POPUAKOL- ty: TeEAKN nuiceto (o MRT v: pécog xpovog mapaptovig HeTd omd
IV yopnynon: Vss: @awvopevog 6ykog katavoung ot otabeponompévn kotdotoorn: CL: kdBapon

H mpocavénrikn avaxtnon npocdiopictke o 131 acbeveic o didpopa ypovikd onpeio. H didpeon
(Q1, Q3) avaktnon Nrav 2,6 (2,3 — 3,0) cOUPOVA LLE TOV YPOUOYOVIKO EAEYYO.

‘Eva povtélo OK minbucpod avartdydnke pe Pdon 6Aeg Tig dabéoipeg petproeig mtapdyovia VIII
(am6 kv OK derypatoinyio Kot OAC To SElYUOTA OVAKTNONG) Kol OTIG 3 KAVIKEG LEAETEG,
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EMTPEMOVTOG TOV VITOAOYIGHO TV OK TapapéTpmv yia ta dropa otig didpopeg perétec. O mivaxog 4
mapokato topéyel Tig PK mapapétpovg pe Baon to poviého OK minbuopod.

ivaxoeg 4: ®K mwapapetrpor (YyeopeTpikog pécog [% CV]) pe pdon to povrého @K minbvopod,
LLE AP O LPOUOYOVIKOD gAEYYOV.

OK noapaperpog 12 <18 eTv > 18 erawv Xvodo (= 12 eTarw)
(novada) N=12 N=133 N=145
AUC (IU*.h/dl) 3.341 (34,2) 4.052 (31,1) 3.997 (31,6)
AUC, norm (h*kg/dL) 57,4 (32,6) 67,5 (30,6) 66,6 (31,0)
ti (h) 16,8 (25,2) 17,4 (28,8) 17,4 (28,4)
Vs (dlVkg) 0,423 (15,5) 0,373 (15,6) 0,376 (15,9)
CL (dl/h/kg) 0,0174 (34,2) 0,0148 (31.1) 0,0150 (31,6)

*H AUC vroioyiotnke yio o 66on 60 1U/kg
5.3 Ipoxiwvikd dgdopéva Y10 TNV 06QAAELN

To Jivi a&loloynOnke o€ QapuaKoroykég LeAETes, HeAETEG TOEIKOTNTOG EPATOE KO
enovolopuPavopevev d0cemv kaBdC Kot LEAETEG VEAVIKNG TOEIKOTNTAG GE 0pOLPAIOVG KOl KOVVEALX.
e o Lokpoypovia, 6-unvn LeAétn xpoviag to&kdtrag, 6gv Tapatnpnonkav evoeibelg cueompevong
PEG 1 dMheg emdpaoelg oxetilopeveg pe ) yopnynon tov Jivi. Emumiéov, pedéteg to&ucodtntog

4 gfdopadmv pe to tunire PEG tov Jivi dievepynoniay o€ dvo €idn. To tunua cuvdéét PEG
g€etdotnike eniong o€ éva TVTTIKO GHVOLO LEAETMV YOVOTOEIKOTNTOG i1 ViVo KO ik Vitro, Ol OToieG deV
VIESEEAV SuVAIKO Y10 YOVOTOEIKOTNTA. AVTEG Ol LEAETEG OV OMOKAALY ALY Kapia avrovyio
AGPAAELNG Y10 TOVG OVOPAOTOVG,.

On peléteg epamat 60omg o€ apovpaiovg pe To padtoonpacpévo tunipe PEG €dei&av 61t dev vrrp&e
£vOeIgn KaTaKkpATnonG 1 Un avasTpEWIUNG GOVOESTG TG POSIEVEPYELNS GTO AU TOV (DMV.
SUYKEKPIUEVA, OEV aVIYVEDONKE VITOAEIULOTIKY POSIEVEPYELD GTOV EYKEPAAO, VITOOEIKVDOVTOC OTL 1|
POSLOCT|LAGUEVT EVOOT] OEV JLOTEPUGE TOV OLULATO-EYKEPUAKO QPAYLO. ETIC LEAETEG KOTAVOUNG Kol
amékKplong oe apovpaiovs, to tufua 60 kDa PEG tov Jivi kotadeiynke 611 Katavépetal eupémg ko
amoPfaAAeTal omd T OPYAVO. KOl TOVG 1GTOVG, Kot amekkpivetal ota ovpa (68,4 % émg v nuépa 231
HeTa ™ yopnynon) kot ota kémpava (13,8 % émg v nuépa 168 petd m yopriynon).

Agv &yovv de€aybel pakpoypovieg peréteg oe {da yia TNV agloldynon Tov KapKivoyovoy duVOULKOD
Tov Jivi, 00Te PHEAETEC Y10, TOV KOOOPIGUO TOV EMOPAGEDY TOL Jivi GTNV AVOTAPUYDYT|.

6. OAPMAKEYTIKEX IIAHPO®OPIEX

6.1 Koardahoyog ekdoymv

Kovig

Zaxyopoln

lotdivn

IMwxkivn (E 640)

Nétpio yrwplovyo

AcPBéotio yYhmprovyo dwdpkd (E 509)

[ToAvoopPikd 80 (E 433)

O&kd 0o, mayouopeo (yia tn pHowen tov pH) (E 260)

Awdvng
Evéoo vdmp
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6.2 AocvupatrétnTeg

EXieiyel peletmv oyetikd pe tn cupfatotnTa, T0 TPV QUPUOKELTIKO TPOiOV OV TPEMEL VA
AVOLELYVOETOL PLE GALD QOPLOKEVTIKA TPOIOVTOL.

Movo ta Tapeyodpeva £i0n 0T CLOKELAGIN UTOPOVV VAL YPTGLLOTOLOVVTOL Y10 AVO.GVGTOCT KOl £VEST,
ywiti pmopei va vapéel amotvyio g Oepaneiog mg cvvéTEln TpoopoPnong Tov Tapayovto VIII otig
E0MTEPIKEG EMPAVELES KATOL0V EEOMMGLLOV EVEOTG.

6.3 Awpkewa ong

Mn avoryuévo graiidlo

2 xpovia.

Avaovotauévo dtdAvpua,

H ynpu ko puoikn otabepdtnta evidg ypniong Letd v avachotaot Exel katadelyel yuo 3 dpeg oe
Beppokpacio dopatiov. Mnv yoyete 10 TPOiOV LETA TNV OVAGVLGTACN.

Ao iKpoPloAoyikn GmoyT, TO TPOIOV TPEMEL VO, YPCLLOTOIEITOL AUECHOE LETA TNV avoacvoTtacn. Edav
OgV YPNOUOTOIEITAL AUECHC, OL EV YPNGEL POVOL PVAAENG KOl Ol GLVONKES TPV TN YPNOT ATOTEAOVY
gvBovn tov ypnot.

6.4 Iowitepeg Tpo@uAaels katd T POAAEN TOV TPOiIdVTOG

Ddvidocoete og yoyeio (2°C — 8°C).

Mnyv katayOyeTe.

DvAdcoete TO PLOAISI0 KAl TV TPOYEUGUEVT GUPLYYA 6TO EEMTEPIKO KOLTI Y10l VO TPOGTOTEVETAL OO
TO QOG.

Evto¢ ¢ suvolikng didpketog {ong 2 eT@v, To mpoidv (6tav dotnpeital 6to eEmTePtkd KOLTI TOV),
pmopet va puidooetol o Oeppokpacio £0¢ 25°C yio mepropiopévo xpoviko ddotmua 6 unvaov. H
nuepopnvia ANENS e teptddov puAasng dbpkelag 6 unvav og Beppokpacio £wg 25°C mpénet va
KATOypAQETOL GTO KOVTL TOL Tpoldvtoc. H nuepounvia avt dev Oa mpénel oe kapio mepintmon vo
glvar petoyevéotepn g nuepounviag AEng mov eivol TVTUEVN 6TO EEMTEPIKO KOVTI. £TO TEAOG
QVTAG TNG TTEPLOSOV, TO TPOTIOV dEV MPEMEL VAL EMGTPUPEL 6TO Yuyeio, 0ALE TpémeL va ypnoytomroindei N
va amopplebst.

[N 115 oVVONKES SaTPNONG LETA TNV OVOGVGTAGT] TOL POPLOKEVTIKOD TPOTOVTOS, PA.
Topaypapo 6.3.

6.5 ®@Von Kol GVETUTIKA TOV TEPLEKTI

Kabe povn cvokevacio Jivi mepiéyet:

. éva PloAidlo pe kovn (Sovyég Tomov 1 yudivo eloAidto 10 ml pe mopo ewloympnong and piyuo
BpopofovtuM®pEVOL EAACTIKOD YPMUATOC YKPL KOl GPPAEYIGT] 0AOVUIVIOV)

. pia Tpoyeouévn copryya pe 2,5 ml dtahdt (cOptyyo pe dtowyn KOAWVSPO amd yvaAl tomov 1
UE TAOUA EICYDPNONE OO Uiypo BPoUofouToAM®UEVOD ELAGTIKOD YPDUOTOC YKPL)

. éva pafdoeldéc EuPolo cvpryyog

. £vay TPooapuoYEN PLOALSIOD (LIE EVOOUOTMUEVO PIATPO)

. pio cvokevn AefokévVInoNg

Mey£On suokevacidv

- 1 povn cvokevacia.

- 1 moAlomAn cvokevacio pe 30 Hovég GLOKELOGIEG.
Mmopei va, unv KokKAo@opoHV OAEC Ol GLCKEVOGIEG.

15



6.6 Iowitepeg TPOPLAGEELS UOPPLYNGS KAl GALOG YELPIGIOS

H «oévic Jivi Oa mtpénet va avacvotadel povo pe tov topeyouevo dtohv (2,5 ml evéotpov ¥30T0Q)
GTNV TPOYEUIGUEVT] GUPLYYO KOl TOV TPOcapHoyEn PaAtdiov. To mpoidv mpémel va mpogtopndleTon yio
éveon vrd donmreg cuvlnkes. Edv kKamoto pépog g cuokevaciog eivat avoryévo 1 KOTeEGTPAULEVO,
LNV TO YPNCLOTO|CETE.

Metd v avacveTaon 1o StdALIa etval StovyEg Kot PO Kol 6T GUVEXELL OVAPPOPATOL GTN

ouPLYYO.

Ta mopevTEPIKE PUPUAKEVTIKY TPOTOVTO, TPETEL VO, EAEYYOVTOL OTTIKA Y10, COUOTIONKT] VAT Kol
ATOYPOUOTIGUO TPV O T XOPTYNoN.

To avacvotabév mTpoidv mpénel va dinbeiton Tpv amd Tn yopnynon yio vo agapedel tuydv
COUOTIOWKT VAN amd to didAvpa. H d1non emtuyydvetat pe ypron Tov Tpocopproyén eroidiov.

Agntopepeic 00MNyieg Y10 TV OVAGVGTACT] KOl yopnynon Tov Jivi
®a ypelaoteite TOATLO AAKOOANS, emOEpOTA VA0S, EUTAACTPO KOt OLLOGTATIKN Tovic. Avtd Ta 0N
dev mepthapPdvoviol 6T cuokevacia Tov Jivi.

1. [M\ovete ta y€pLo oag KOAG YPNOLLOTOIOVTAG GOTovVL Kot (EaTO vepPO.

2. Kpatnote éva KA10T0 PLoAidlo Kot Emiong o cOpLyyo LEGO GTA YEPLO GOG Y10 VA, TN
Oepudvere o pia dvern Beppokpaciao (va unv vaepPaivel tovg 37°C).

3. ATOUOKPUVETE TO TPOGTOTELTIKO T 0td TO PLokidio (A). TkovmioTe 10 < _':-5:3,.\
. , , , , . v~ =,
EMOOTIKO TOUO EIGYMDPNOTG GTO PLOAISI0 He Eva TOADTLO AAKOOANG Kol { E::i\‘- o\
OPNOTE TO MO EICYDPNONG VO, GTEYVMOGEL LLE TOV OEPO TPLV T YPNON. fQ E\I"';I‘\ h
[ H:ball'.l Jt.»r. i
COo a
4. TomoBetnote T0 PLaAIdI0 KOVEMS GE pia oTabepn], Un oAcOnpn Il' & L
EMPAVELL. AQPUPESTE TO YAPTIVO KAAVUUO aTd TNV TAACTIKY 01K TOV (& I':;.* " -
TPOcapPUOYEQ PLoALdion. MNV aQalpEcETe TOV TPOGUPLOYEN OO TV b~
mhaotikn Onkn. Kpatdvtog m 0nkn npocapuoyéa, tonodetnote endvm e o l.
amod 10 PLaAldlo kOvews Kot méote otafdepd mpog ta kKatm (B). O | 7 }'I'F:'ﬁ ( B
1 IJ

TPocapUoYEaG 00 KOLUTMGEL ETAVEO GTO OO, TOV ProAdiov. Mnv
apapéoete T ONKn TpooapuoyEn 6To oNuEio aVTO.

5. Kpatnote v mpoygpiopévn copryya pe d1oAavtn opbua. Ilidote 1o
paPdoetdéc EUPoro GUUPOVO, e TNV EIKOVO KO TPOGOPTAOTE TN pafdo
oTPEPOVTAC TNV oTadepd e TN Qopd TOV POAOYLOD UEGO GTO KOYALOTO
nopa ewoyopnong (C).

6. Kpatdvrog tn ovpryyo and Tov KOAWVIPO, AmocTAGTE TO TMWUO TNG
ovpryyag and 1o dxpo (D). Mnv ayyilete To dKpo TNG GUPLYYAG E TO XEPL
00G 1 OTOLONTTOTE AAAN mPAveLn. OEoTE TN GUPLYYH KOTO LEPOS YLOL
xpfion apyodtepa.

7. Topa apopéote Ko amoppiyte tn OMkn wpocapuoyéa (E).
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[IpocaptnoTe TNV TPOYEUIGUEVT GUPLYYO GTOV KOYALDTO TPOGOPLOYEN
erodiov otpépovtag Le T eopd Tov poroylov (F).

Xopnynote tov SodvTn apyd, mélovtag To pafdoeldéc EuPoro mpog Ta
péoa (G).

10.

avakveite To loAidio. BePaiwbeite 611 1 KOVIG StoAvONKeE EVIELDG.

[eprotpéyte T0 PLOAISI0 amadd péypt va drodvBel OAN 1 kovic (H). Mnv b o
/- -
[Hopatmpnote yuo va eléyEete 6Tt dev vdpyovv copatiow 1| BokepdnTa Zﬁ

TEPLEYOVY 0pUTA COUNTIOW 1 givarl OoAepd.

11.

TPV YPNCYLOTOMGETE TO dtdAvpae. Mnv ypnoiponoteite StoAvd T OV e
~ -
H
4
-

Kpamote to grarido 6pbio mhve and tov npocsappoyéa grardiov kot | |: L,

ocvpryya (I). ['epiote ™ oOpryya, tpafaviag to Euporo Tpog ta Em, apyd | |,

kot pepa. Befarnbeite 01 10 TANpEG TEPIEXOUEVO TOV PLOALIIOV | ‘4:_“"\

petapépbnke otn cvpryya. Kpatiote ) cvpryya oe 6pbo BEon ko S
‘ :

onp®&re 10 EpPoro puéypt va aparpedel TANP®G 0 aépag amd T GVPLYYa.

12.

E@appoote pio orpoctatiky| tavio 6to xEpt 6og.

13.

KoaBopiote 10 onpeio g éveong kan kabapicte 10 déppa.

14.

dLePokevinote T PAEPO KOl GTEPEDOTE TO GVGTNUA PAEROKEVTINGOTG UE VAL EUTANGTPO.

15.

ovpLYYa OO TOV TPOCAPLOYEN PLaALdI0L (0 TPOGAPUOYENG TTPETEL VAL \ )
S
A=

o

TOPOUEIVEL TPOCAPTNUEVOG GTO PLUAID10). ZVVOECTE TN GUPLYYa. OTN| -
ocvokevn prefokévinong (J). Beforwbeite 011 dev eloépyeton aipa ot f

Kpatdvtag tov mpocappoyéa praldiov ot 0€om tov, apapéste -;\“?}'“‘l_ g J
cupLyYa. ::3:}

16.

AQa1pEcTE TNV MUOCTATIKN TOLViaL.

17.

Xopnynote pe éveon to dtdAvpa evooPAERing yio 2 £¢ 5 Aemtd, Tpocéyovtag tn 0on g
Berovag. H tayvto g éveong mpémetl va Paciletar oty dveon cag, oAAd dev Tpémetl va
elvar ypnyopotepn and 2,5 ml avd Aento.

18.

Edv amatteital emmiéov 600m, YpNOILOTOMGTE Uia VEQ GUpLyyo pe KOVL TToL £XEL
avacvoTodel OTMC TEPLYPAPETUL TUPUTAV®.

19.

Edwv dev amarteiton emmAéov 060N, AQAPESTE TI GLGKELT PAEROKEVINGTG KOt TN SVPLYYA.
Kpatiote éva enifepa o@iktd mdve oto onueio g £veong e tov Bpoyiovo TpoTeTauévo yio
nepinov 2 Aentd. Télog, epapudote Evav PKpO EMIOEGUO e LKPN TTieoT) 6To onpeio Tng
éveonc kot dgite edv givarl amapaitnto Eva EUTANCTPO.
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20.  Xvviotdrol ke popd mov YpMoULOTOLEITE TO Jivi VO OTUEIDVETE TO OVOO KOOMG KAl TOV
apBpd Toaptidog Tov TPOidvToC.

21.  Mnyv netdite QAPLOKO GTO VEPD TNG AMOYETELGNG 1| OTA OIKLAKE amoppippoto. Potiote tov
(OPULOKOTOLO 1] TOV Y1OTPO GOG YOl TO TG VO TETAEETE T PAPLLAKO TTOVL JEV YPTCLLOTOLE TE
ma. Avtd ta pétpa Ba fondnocovy oty mpoctacic Tov TePPEALOVTOG.

To Jivi mpoopiletar yio epdmal ypnon povo.
Ka6e aypnoiponointo eapuokeuticd Tpoiov 1 VIOAELUO TPETEL VO ATOPPITTETOL GOUPDVOL LE TIG
KOTO TOTOVG IGYVOVGES GYETIKES SLUTAEELG.

7. KATOXOX THX AAEIAYX KYKAO®OPIAX

Bayer AG
51368 Leverkusen
I'eppavia

8. APIOMOI AAEIAY KYKAO®OPIAX

EU/1/18/1324/001- 1 x (Jivi 250 IU)
EU/1/18/1324/002- 1 x (Jivi 500 IU)
EU/1/18/1324/003- 1 x (Jivi 1.000 IU)
EU/1/18/1324/004- 1 x (Jivi 2.000 IU)
EU/1/18/1324/005- 1 x (Jivi 3.000 IU)
EU/1/18/1324/006 — 30 x (Jivi 250 IU)
EU/1/18/1324/007 — 30 x (Jivi 500 IU)
EU/1/18/1324/008 — 30 x (Jivi 1000 IU)
EU/1/18/1324/009 — 30 x (Jivi 2000 IU)
EU/1/18/1324/010 — 30 x (Jivi 3000 IU)

9. HMEPOMHNIA ITPQTHXE EI'KPIXHX/ANANEQXHY THX AAEIAX
Huepounvia mpdg £ykpiong: 22 Noguppiov 2018

Hpepounvia teevtaiog avoavémong:

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Aentopepeic TANPoeopieg Yo T0 TaPOV POPUOKEVTIKO TPOioV gival S100EG1EG GTOV SIKTLAKO TOTO
Tov Evpaomnaikov Opyoviopod Gapudkmy http:/ www.ema.europa.eu.
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IHAPAPTHMA 11

ITAPAXKEYAYXTHX THX BIOAOI'TKQX APAXTIKHX
OYXIAYX KAI HAPAXKEYAXTHX YHHEYOYNOX I'TA THN
AIIOAEXMEYXH TQN ITAPTIAQN

OPOI'H IIEPIOPIXMOI XXETIKA ME TH ATAGEXH KAI
TH XPHXH

AAAOI OPOI KAI AITAITHXEIX THX AAETAX
KYKAO®OPIAX

OPOI'H IIEPIOPIXMOI XXETIKA ME THN AX®AAH KAI

ATIOTEAEXMATIKH XPHZH TOY ®PAPMAKEYTIKOY
MPOIONTOX
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A. HAPAXKEYAXTHX THX BIOAOT'IKQX APAXTIKHY OYXIAY KAI
ITAPAXKEYAXTHX YIIEYOYNOZX I'TA THN AIIOAEXMEYZXH TQN ITAPTIAQN

‘Ovoua kot d1e06vven Tov TapaoKeLAoTH TNS BLOAOYIKOS dPACTIKNS OVGIOG

Bayer HealthCare LLC
800 Dwight Way
Berkeley, CA 94710
HITA

Ovouoa kot d1e06vven Tov TOPUCKELAGTH TOL £ival LITEVHVVOC Yo TNV ATOOEGUEVCT] TV TOPTIOWY

Bayer AG
Kaiser-Wilhelm-Allee
51368 Leverkusen
I'eppavia

B. OPOI'H IEPIOPIXMOI XXETIKA ME TH AIAGEXH KAI TH XPHXH
DoppokevTikd TPOIOV Y10 TO 0TTOI0 OmaLTEITOL TEPLOPIGUEVT 1aTPIKT) cuvTayT| (PA. mapdptnua I
[epiinym tov Xapoaktnpiotikdv tov [Ipoidvtog, mapdypapog 4.2).

I AAAOI OPOI KAI AITAITHZEIX THX AAEIAY KYKAO®QOPIAX

. Ex0¢ce1g meprodkng mapakorovdnong g acpdireras (PSURs)

Ot amortioelg yio vrofoAn twv PSURSs yio 10 ev Adym poidv opiloviatl 6Tov KaTdloyo UE Tig
nuepounvieg avaeopds g Evoong (katdroyog EURD) mov mapatifetoar oty mapdypapo 7, 6to

apBpo 107y g odnylag 2001/83/EK kan kébe emaxkdriovdng emikaponoinong Onmg dNUOGIEHETAL GTNV
EVPOTIKT OIKTVOKT TOAT Y10 TO PAPHLOKAL.

A.  OPOI'H HEPIOPIZEMOI XXETIKA ME THN AX®AAH KAI AITIOTEAEEMATIKH
XPHIH TOY ®APMAKEYTIKOY ITIPOIONTOX

. Yyé0r0 oraygiprong Kivovvov (XAK)

O Kdroyoc Adeiag Kukhopopiag (KAK) Oa die&aydyel Tig amattodeVES OpooTnPLOTNTES Kol

TOPEUPAGELG PUPLOKOETAYPVUTVIIONG OGS Tapovstdovtal 6to cupeovniéy ZAK mov mapovcidletan

omv evomra 1.8.2 ¢ ddelag KukAOQOPIog Kol 0TOIEGONTOTE EMUKOLOVOEC EYKEKPIUEVEC

avaBempnoeig tov TAK.

‘Eva emucaportomnpévo XAK Oa wpémnel va katotedel:

. Metd and aitnpo tov Evponaikod opyovicpov @apuakoyv,

o OnoTedNTOTE TPOTOMOLEITAL TO GVOTN O, LAYEIPIONE KIVOHVOD, EIO1KE MG QTOTEAEGLOL ANWYTG
VE®V TANPOGOPIDV TOV UTOPOVV VOl EMPEPOLY CTUAVTIKT GAANYT OTH GYECT] 0PEAOVC-KIVOVUVOL

N ©G OTOTELESUA TNG EMITEVLENG EVOG GNUAVTIKOD OPOCTHLOV (PUPHOKOETOYPOTVIION M
glayloTomoinon Kvévvov).
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. Ynoypémon Mync HETEYKPLTIKAOV PETPOV

O Kdroyoc Adeiag Kukhopopiag o olokAnpdoet £viog Tov SNA®MUEVOD XPOVIKOD TAOLGIOV, TO

TOPOKATO PETPOL:

dtevepynoet Ko va katobéoet Ta amoteléopata and pio pn mopsppotikn
LLETEYKPITIKT LEAETY] OCQOAEING COLPOVA [LE TO GUUPOVNOEY TPOTOKOALO.

Heprypooen Avapevopevn
npepopnvia
Meteykpirikr] Medétn Acopaieiog (PASS): Me okomo v épguva Tov To tehiko
TOAVOY ATOTEREGUATOV TG GLGGOPEVENS Tov PEG 670 X0ploetdéc mhéypa | TPOTOKOALO TG
TOV EYKEPGAOD Kot o€ GALOVG 16T00/Opyava, 0 KAK Qo mpémet vo, peAéng Oa mpénet

va Kotoredel
péca oe 3 unveg
petd
YVOROdOTNOoN TNG
CHMP.

H tehun
ovapopd g
peAétng Oa mpémet
va katatedel €wg
T1¢ 31 Aexepfpiov
2028
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ITAPAPTHMA I1I

EINIXHMANXH KAI ®YAAO OAHI'IQN XPHXHX
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A. ENIXHMANXH
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EZQTEPIKO KOYTI THX MONHX XYXKEYAXIAY (XYMIIEIAAMBANOMENOY TOY
BLUE BOX)

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

Jivi 250 U k6vig kot S10A0TNG Yo evESUO dtdAvpa

IHeykvhopévog, pe dwayeypappévn ) B-weproyn, avacvvovacpévos avlpdmivog mapayovrog
méng VIII (damoctocog alfa pegol)

(2. TYNGOEZH XE APAXTIKH(EX) OYXIA(EL)

"Eva ml mepiéyer mepimov 100 IU damoctocog alfa pegol petd v avacvotaon (250 1U /2,5 ml).

3.  KATAAOI'OX EKAOXQN

Zaxyapoln, wotidivn, yAvkivn (E 640), YAwplovyo vétpio, Stwdpikod yroprovyo acPéotio (E 509),
moAvcopPiko 80 (E 433), nayopoppo oo o0& (E 260) kot evésyo 0dwmp.

| 4. PAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

KOVIG Kol O10ADTNG Y10 EVEGLUO SLOADLLOL.

1 @oAido pe xko6vn, 1 Tpoyepiopévn cvpryya pe 2,5 ml evésipov Kdatog, 1 Tpocapuoyéag PraAdiov
ka1 1 cvokevn pAgforévinong.

(5.  TPOIOX KAI OAOX(OI) XOPHTHEHX

Epdna& d6om povo.
Awpaote 10 PUALO 0INYIDOV XPNOTG TPV OO TN XPTOM.
Mo evooeA&Pra ypnon.

Mo avachoTaon ¥pNCILOTOIDOVTOS TOV TPOSAPROYEN PLoALdiov S10PdoTe TO PUALO 0dNYIDV ¥PNONG
TPV Ao TN XPNoN.

) ' =
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6. EIAIKH ITPOEIAOIIOIHXEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION IPEIIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITIPOXEITIZOYN TA ITAIAIA

Na pvrdooetal og Béon, v onoia o PAETOVY Ko dev mpooeyyilovv ta madtd.

(7. AAAH(EX) EIAIKH(EX) IPOEIAONOIHXH(EIY), EAN EINAI ATIAPAITHTH(EY) |

|8. HMEPOMHNIA AHEHZ |

AHEH
AHEH (Mg 10 mépog g eEdpmvng meptodov, edv amobnkevtel oe Beppoxpacia mg 25°C): ................
Mnv 1o ypnoiponoteite petd amd avTn TV NUEPOUNVia.

Mmnopei va puAayBei oe Beppokpacieg £wg kat 25°C yia €0¢ kot 6 pnveg evtog g nuepounviog AnEng
OV OVOPEPETOL GTNV EMICHLAVOT. ZNUEWDOTE TN VEA NUepounvio, ANENG 6To KouTti.

Metd thv ovocvoTaon:
. To wpoidv mpémel va ypnoponomei evidg 3 wpmv.
. Mnyv yoyete T0 TPOIOV PETE TNV AVACVGTOOT).

| 9. EIAIKEYX YYNOHKEYX ®OYAAZEHX

[Ipwv tnv ovaocvoTaon:

o dvidooete og Yoyeio.
. Mnv katoyoyete.
. DuAdcoeTe TO PLOAISI0 KAl TNV TPOYEHIGUEVT GUPLYYO GTO EEMTEPLKO KOVTL Y10 VOl

TPOGTATEVETAL OO TO PG,

10. TAIAITEPEX TIPO®YAAEZEEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TON
YHOAEIMMATON ITOY ITPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

Kd&0e aypnoyomrointo didivpa Tpénel va, amoppinTeTol.

| 11. ONOMA KAT AIEYOYNXH KATOXOY THX AAETAYXY KYKAO®OPIAX

Bayer AG
51368 Leverkusen
Teppovia

| 12.  APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/18/1324/001- 1 x (Jivi 250 IU)
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| 13. APIOMOX ITAPTIAAX

TToptida

| 14. TENIKH KATATAEZEH I'lA TH AIAOGEXH

[15. OAHTIIEX XPHZHX

| 16. TIAHPO®OPIEX XE BRAILLE

Jivi 250

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

A1GO106TOTOC YPOUUU®TOS KddKaG (2D) Tov @épel Tov TePIANEBEVTa LOVASIKO OVOYVOPIGTIKO KMOIKO.

18. MONAAIKOX ANAI'NQPIETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EZQTEPIKO KOYTI THX IOAAAITAHX XYXKEYAXIAY ME 30 MONEX XYXKEYAZXIEX
(ZYMIIEIAAMBANOMENOY TOY BLUE BOX)

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

Jivi 250 U k6vig kot S10A0TNG Yo evESUO dtdAvpa

[Teykvhwpévog, pe drayeypappévn  B-meproyn, avacuvdvacspévog avipdmivog Tapdyovtog
mméng VIII (damoctocog alfa pegol)

(2. TYNGOEZH XE APAXTIKH(EX) OYXIA(EL)

"Eva ml mepiéyer mepimov 100 IU damoctocog alfa pegol petd v avacvotaon (250 1U /2,5 ml).

3.  KATAAOI'OX EKAOXQN

Zaxyapoln, wotidivn, yAvkivn (E 640), YAwplovyo vétpio, Stwdpikod yroprovyo acPéotio (E 509),
moAvcopPiko 80 (E 433), nayopoppo oo o0& (E 260) kot evésyo 0dwmp.

| 4. PAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

KOVIG Kol O10ADTNG Y10 EVEGLUO SLOADLLOL.
IToAvovokevacia pe 30 povég cuokevacies, mov 1 kdbe pio mepéyet:

1 @loAidio pe xko6vn, 1 Tpoyepiopévn cvpryya pe 2,5 ml evésipov Kdatog, 1 Tpocapuoyéag PraAdiov
ka1 1 ocvokevn| pAeforévinong.

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

Epdma& d6om povo.
AwPaote 10 QUALO 0ONYIOV XPNOTG TPV 0T TN XPNOT).
Mo evooeA&fra xpnon.

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

Na euldooetal o€ 0éom, v onoio de PAETOVY Ko dev mTpoceyyilovy Ta, TOLdId.

(7. AAAH(EX) EIAIKH(EX) IPOEIAOIOIHEZH(EIZ), EAN EINAI ATAPAITHTH(EX)
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| 8. HMEPOMHNIA AHEHX

AHEH
AHZEH (Mg 10 mépog g e&dpunvng meptodov, edv amobnkevtel og Bepuokpacio mg 25°C): ................
Mnv 10 ypnclLoToLEiTE PHETG OO QLTI TNV NUEPOUN ViDL,

Mmropei va puAiayBei oe Beppokpacieg £mg kat 25°C yia £o¢ kot 6 PMveg evtog g nuepounviag Anéng
OV OVOPEPETOL GTNV EMICHLOVOT]. ZNUEWDOTE TN VEA NUepounvio, ANENG 6To KouTti.

Metd v avacvoetaon:
. To mpoidv mpémet va ypnoponomBel evidg 3 opmv.
. Mnyv yiyete T0 TPOidV PETA TNV AVAGVGTOOT).

| 9. EIAIKEX XYNOHKEYX ®YAAEHX

IIpwv v ovacvoTOoN:

o dvidcoete og yoyeio.
. Mnyv katayOyeTe.
o Dvldcoete TO PLOAISIO KAl TV TPOYEUGUEVT GOPLYYO GTO eEMTEPIKO KOVTL Y10, VL

TPOGTOUTEVETOL OO TO PG,

10. TAIAITEPEX TIPO®YAAEZEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON ‘H TQN
YIHOAEIMMATQN ITOY IPOEPXONTAI ATIO AYTA, EOOXON AITAITEITAI

Ka6e aypnoiponointo didhvpa mpénet vo, amoppinTeTol.

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

Bayer AG
51368 Leverkusen
Ieppoavia

| 12. APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/18/1324/006- 30 x (Jivi 250 IU)

| 13. APIOMOX [TAPTIAAX

MMoptida

| 14. TENIKH KATATAZH I'lA TH ATAGEXH |

[15. OAHTIIEX XPHEZHX |
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| 16. TITAHPO®OPIEX XE BRAILLE

Jivi 250

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

A16106T0TOC YPOUUU®TOS KddKaG (2D) mTov épet Tov TePIANEBEVTO LOVASIKO OVOYVOPIGTIKO KOOIKO.

18. MONAAIKOX ANAT'NQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EXQTEPIKO KOYTI THX IOAAAITAHX XYXKEYAXIAY (XQPIX BLUE BOX)

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Jivi 250 U kévig kot S10A0tg Yo evéoipo dtdlvpa

[Meyohwpévoc, pe dayeypappévn t B-meproyn, avacuvdvacspuévog avipamivog Tapdyovtog
mé&ng VIII (damoctocog alfa pegol)

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

"Eva ml mepiéyer mepimov 100 IU damoctocog alfa pegol petd v avacvotaon (250 1U /2,5 ml).

| 3. KATAAOT'OX EKAOXQN

Saxyopoln, wotidivn, yAvkivn (E 640), yYAopiovyo vatpio, Stwdpikod yrwopiodyo acPéotio (E 509),
moAvcopPiko 80 (E 433), nayopopeo o&uco o&H (E 260) kot evésio Ddwp.

| 4. PAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

KOVIG Kol O10ADTNG Y10 EVEGLUO SLUADLLOL.
Mépog molvcvokevaciog, dev umopel vo tovindel xwpilotd.

1 ploAidio e kévn, 1 Tpoyepicpévn oopryyo pe 2,5 ml evésiuov 0¥o010¢, 1 TPOGUPUOYENS PLOALSIOV
ka1 1 ocvokevn| pAeforévinong.

(5.  TPONOX KAI OAOX(OI) XOPHTHEIHX

Epdna& d6om povo.
AwPaote 10 QUALO 0ONYIOV XPNOTG TPV 0T TN XPNOT).
Mo evooeA&Pra ypnon.

Mo avachoTao YPNCILOTOIDOVTOS TOV TPOSUPUOYEN PLOALOI0L S10BACTE TO PUALD 0ONYIDV XPNOTG
TPV Ao TN XPNoN.
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6. EIAIKH ITPOEIAOIIOIHXEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION IPEIIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITIPOXEITIZOYN TA ITAIAIA

Na purdooetal og Béon, v onoia o PAETOLY Kot dev mpooeyyilovv Ta maldd.

(7. AAAH(EX) EIAIKH(EX) IPOEIAONOIHXH(EIY), EAN EINAI ATIAPAITHTH(EY) |

|8. HMEPOMHNIA AHEHZ |

AHEH
AHEH (Mg 10 mépog g eEdpmvng meptodov, edv amobnkevtel oe Beppoxpacia mg 25°C): ................
Mnv 1o ypnoiponoteite petd amd avTn TV NUEPOUNVia.

Mmropei va puAayBei oe Beppokpacieg £mg kot 25°C yia éog Ko 6 unveg evrdg g nuepounviag ANéng
OV OVOPEPETOL GTNV EMICHLAVOT. ZNUEWDOTE TN VEA NUepounvio, ANENG 6To KouTti.

Metd thv ovocvoTaon:
. To wpoidv mpémel va ypnoponombei evidc 3 wpmv.
. Mnyv yoyete T0 TPOTOV HETE TNV AVAGVGTACT).

| 9. EIAIKEYX YYNOHKEYX ®OYAAZEHX

[Ipwv tnv ovaocvoTaon:

o dvidooete og Yoyeio.
. Mnv katoyoyete.
. DuAdcoeTe TO PLOAISI0 KAl TNV TPOYEHIGUEVT GUPLYYO GTO EEMTEPLKO KOVTL Y10 VOl

TPOGTATEVETAL OO TO PG,

10. TAIAITEPEX TIPO®YAAEZEEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TON
YHOAEIMMATON ITOY ITPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

Kd&0e aypnoyomrointo didivpa Tpénel va, amoppinTeTol.

| 11. ONOMA KAT AIEYOYNXH KATOXOY THX AAETAYXY KYKAO®OPIAX

Bayer AG
51368 Leverkusen
Teppovia

| 12.  APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/18/1324/006- 30 x (Jivi 250 IU)
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[13.

APIOMOX ITAPTIAAX

TToptida

[ 14.

I'ENIKH KATATAZH I'TA TH AIAOGEXH

15.

OAHTI'IEX XPHXHX

| 16.

INAHPO®OPIEX XE BRAILLE

Jivi 250

17.

MONAAIKOZX ANAINQPIETIKOX KQAIKOX — AIZAIALTATOX TPAMMQTOX
KQAIKAX (2D)

18.

MONAAIKOX ANAI'NQPIETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO
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EAAXIXTEX ENAEIZEIX [TIOY ITPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAZXIEX

OIAAIAIO KONEQX

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY INPOIONTOX KAI OAOX(OI) XOPHTHEHX |

Jivi 250 IU k6vig yio evéoipo dtdivpuo

[Teykvhwpévog, pe drayeypappévn  B-meproyn, avacuvdvacspévog avipdmivog Tapdyovtog
mméng VIII (damoctocog alfa pegol)
EvdopAéPia ypnon.

(2. TPONOX XOPHIHEIHZ |

3.  HMEPOMHNIA AHEHE |

AHEH

4.  APIOMOZX ITAPTIAAY

[aprtioa

| 5. IEPIEXOMENO KATA BAPOX, KAT' O'KO'H KATA MONAAA

250 IU (damoctocog alfa pegol).

| 6. AAAA YTOIXEIA

Bayer-Logo
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EZQTEPIKO KOYTI THX MONHX XYXKEYAXIAY (XYMIIEIAAMBANOMENOY TOY
BLUE BOX)

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

Jivi 500 IU k6vig kot S10A0TNG Yo evESTUO dtdAvpa

[Teykvhwpévog, pe drayeypappévn  B-meproyn, avacuvdvacspévog avipdmivog Tapdyovtog
mméng VIII (damoctocog alfa pegol)

(2. TYNGOEZH XE APAXTIKH(EX) OYXIA(EL)

"Eva ml mepiéyer mepimov 200 IU damoctocog alfa pegol petd v avacvotaon (500 IU /2,5 ml).

3.  KATAAOI'OX EKAOXQN

Zaxyapoln, wotidivn, yAvkivn (E 640), YAwplovyo védtpio, S1wdpiko yAwprovyo acBéotio (E 509),
moAvcopPiko 80 (E 433), nayopoppo oo o0& (E 260) kot evésyo 0dwmp.

| 4. PAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

KOVIG Kol O10ADTNG Y10 EVEGLUO SLOADLLOL.

1 @loAido pe xko6vn, 1 Tpoyepiopévn cvpryya pe 2,5 ml evésipov Kdatog, 1 Tpocapuoyéag PraAdiov
ka1 1 cvokevn pAgforévinong.

(5. TPOIOX KAI OAOX(OI) XOPHIHZHX

Epdna& d6om povo.
Awpaote 10 PUALO 0INYIDOV XPNOTG TPV OO TN XPTOM.
Mo evooeA&Pra ypnon.

Mo avachoTaon YPMNCILOTOIOVTAS TOV TPOGUPHOYEN PLoALdioL S10BAoTE TO PUALO 0ONYIDV XPIOTG
TPV Ao TN XPNoN.
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6. EIAIKH ITPOEIAOIIOIHXEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION IPEIIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITIPOXEITIZOYN TA ITAIAIA

Na purdooetal og Béon, v onoia dev PAETOLY Kot dev mpooeyyilovv ta mandid.

(7. AAAH(EX) EIAIKH(EX) IPOEIAONOIHXH(EIY), EAN EINAI AIAPAITHTH(EY) |

|8. HMEPOMHNIA AHEHZ |

AHEH
AHEH (Mg 10 mépog g eEdpnvng teptddov, edv amobnkevtel o Bepuokpacio £mg 25°C): ...,
Mnv 1o ypnoiponoteite petd amd avTn TV NUEPOUNVia.

Mmnopei va puAayBei oe Beppokpacieg £wg kat 25°C yia €mg kot 6 pnveg evtog g nuepopnviog Anéng
OV OVOPEPETOL GTNV EMICHLAVOT. ZNUEWDOTE TN VEA NUepounvio, ANENG 6To KouTti.

Metd thv ovocvoTaon:
. To wpoidv mpémel va ypnoponomei evidg 3 wpmv.
. Mnyv yoyete T0 TPOTOV HETE TNV AVAGVGTACT).

| 9. EIAIKEYX YYNOHKEX OYAAZEHX

[Ipwv v avacHotoon:

o dvidooete og Yoyeio.
. Mnv katoyoyete.
. DuAdcoeTe TO PLOAISI0 KAl TNV TPOYEHIGUEVT GUPLYYO GTO EEMTEPLKO KOVTL Y10 VOl

TPOGTATEVETAL OO TO PG,

10. TAIAITEPEX TIPO®YAAEZEEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOTHOENTON ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YHOAEIMMATON ITOY ITPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

Kd&0e aypnoyomrointo didivpa Tpénel va, amoppinTeTol.

| 11. ONOMA KAT AIEYOYNXH KATOXOY THX AAETAYXY KYKAO®OPIAX

Bayer AG
51368 Leverkusen
Teppovia

| 12.  APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/18/1324/002 — 1x (Jivi 500 IU)
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| 13. APIOMOX ITAPTIAAX

TToptida

| 14. TENIKH KATATAEZEH I'lA TH AIAOGEXH

[15. OAHTIIEX XPHZHX

| 16. TIAHPO®OPIEX XE BRAILLE

Jivi 500

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

A1GO106TOTOC YPOUUU®TOS KddKaG (2D) Tov @épel Tov TePIANEBEVTa LOVASIKO OVOYVOPIGTIKO KMOIKO.

18. MONAAIKOX ANAI'NQPIETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EZQTEPIKO KOYTI THX IOAAAITAHX XYXKEYAXIAY ME 30 MONEX XYXKEYAZXIEX
(ZYMIIEIAAMBANOMENOY TOY BLUE BOX)

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

Jivi 500 IU k6vig kot S10A0TNG Yo evESTUO dtdAvpa

[Teykvhwpévog, pe dayeypappévn m B-meployn, avacvvdvacuévog avBpdmvog mapdyoviog
mméng VIII (damoctocog alfa pegol)

(2. TYNGOEZH XE APAXTIKH(EX) OYXIA(EL)

"Eva ml mepiéyer mepimov 200 IU damoctocog alfa pegol petd v avacvotaon (500 IU /2,5 ml).

3.  KATAAOI'OX EKAOXQN

Zaxyapoln, wotidivn, yAvkivn (E 640), YAwplovyo vdtpio, Stwdpikod yroprovyo acPéotio (E 509),
moAvcopPiko 80 (E 433), nayopoppo oo o0& (E 260) kot evésyo 0dwmp.

| 4. PAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

KOVIG Kol O10ADTNG Y10 EVEGLUO StIAV QL.
IMoAvovokevacia pe 30 povég cuokevacieg, mov 1 kdbe pio TepLE eL:

1 @loAidio pe xko6vn, 1 Tpoyepiopévn cvpryya pe 2,5 ml evésipov Kdatog, 1 Tpocapuoyéag PraAdiov
ka1 1 ocvokevn| pAeforévinong.

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

Epdma& d6om povo.
AwPaote 10 QUALO 0INYIOV XPNONG TPV OO TN XPTNOT.
Mo evooeA&fra xpnon.

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

Na euldocoetal o€ 0éom, v onoia o PAETOVY Kot dev Tpooeyyilovy ta, Todid.

(7. AAAH(EX) EIAIKH(EX) IPOEIAOIOIHEZH(EIZ), EAN EINAI ATAPAITHTH(EX)
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| 8. HMEPOMHNIA AHEHX

AHEH
AHZEH (Mg 10 mépog g e&dpunvng meptodov, edv amobnkevtel og Bepuokpacio mg 25°C): ................
Mnv 10 yprolonoteite petd amd avty| TNV NUEPOUNVia.

Mmropei va puAiayBei oe Beppokpacieg £mg kat 25°C yia £o¢ kot 6 PMveg evtog g nuepounviag Anéng
OV OVOPEPETOL GTNV EMICHLOVOT]. ZNUEWDOTE TN VEA NUepounvio, ANENG 6To KouTti.

Metd v avacvoetaon:
. To mpoidv mpémet va ypnoponomBel evidg 3 opmv.
. Mnyv yiyete T0o TPOidV PETA TNV AVAGVGTOOT).

| 9. EIAIKEX XYNOHKEYX ®YAAEHX

IIpwv v ovacvoTOoN:

o dvidcoete og yoyeio.
. Mnyv katayOyeTe.
o Dvrdcoete TO PLOAISIO KAl TV TPOYEUGUEVT GVPLYYO GTO EEMTEPIKO KOVTL Y10, VOl

TPOGTOUTEVETOL OO TO PG,

10. TAIAITEPEX ITPO®YAAZEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON ‘H TQN
YIHOAEIMMATQN ITOY IPOEPXONTAI ATIO AYTA, EOOXON AITAITEITAI

Ka6e aypnoiponointo didhvpa mpénet vo, amoppinTeTol.

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

Bayer AG
51368 Leverkusen
Ieppoavia

| 12. APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/18/1324/007- 30 x (Jivi 500 IU)

| 13. APIOMOX [TAPTIAAX

MMoptida

| 14. TENIKH KATATAZH I'lA TH ATAGEXH |

[15. OAHTIIEX XPHEZHX |
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| 16. TITAHPO®OPIEX XE BRAILLE

Jivi 500

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

A16106T0TOC YPOUUU®TOS KddKaG (2D) mTov épet Tov TePIANEBEVTO LOVASIKO OVOYVOPIGTIKO KOOIKO.

18. MONAAIKOX ANAT'NQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EXQTEPIKO KOYTI THX IOAAAITAHX XYXKEYAXIAY (XQPIX BLUE BOX)

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Jivi 500 IU kévig kot S10A0g Yo evéotipo dtdlvpa

[Meyohwpévoc, pe dayeypappévn t B-meproyn, avacuvdvacspuévog avipamivog Tapdyovtog
mé&ng VIII (damoctocog alfa pegol)

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

"Eva ml mepiéyer mepimov 200 IU damoctocog alfa pegol petd v avacvotaon (500 1U /2,5 ml).

| 3. KATAAOT'OX EKAOXQN

Saxyopoln, wotidivn, yAvkivn (E 640), yYAopiovyo vatpio, Swdpikod yrwopiodyo acPéotio (E 509),
moAvcopPiko 80 (E 433), nayopopeo o&uco o&H (E 260) kot evésio Ddwp.

| 4. PAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

KOVIG Kol O10ADTNG Y10 EVEGLUO SLOADLLOL.
Mépog molvcvokevaciog, dev umopel vo tovindel xwpilotd.

1 ploAidio e kévn, 1 Tpoyepicpévn oopryyo pe 2,5 ml evésiuov 0¥o010¢, 1 TPOGUPUOYENS PLOALSIOV
ka1 1 ocvokevn| pAeforévinong.

(5.  TPONOX KAI OAOX(OI) XOPHTHEIHX

Epdna& d6om povo.
AwPaote T0 QUALO 0INYIOV XPNONG TPV OO TN XPNOT.
Mo evooeA&Pra ypnon.

Mo avachoTao YPNCILOTOIDOVTOS TOV TPOSUPUOYEN PLOALOI0L S10BACTE TO PUALD 0ONYIDV XPNOTG
TPV Ao TN XPNoN.
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6. EIAIKH ITPOEIAOIIOIHXEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION IPEIIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITIPOXEITIZOYN TA ITAIAIA

Na purdooetal og Béon, v onoia o PAETOLY Kot dev mpooeyyilovv Ta maldd.

(7. AAAH(EX) EIAIKH(EX) IPOEIAONOIHXH(EIY), EAN EINAI ATIAPAITHTH(EY) |

|8. HMEPOMHNIA AHEHZ |

AHEH
AHEH (Mg 10 mépog g e&bpmvns meptodov, edv amobnkevtel oe Beppoxpacia mg 25°C): ................
Mnv 1o ypnoiponoteite petd amd avTn TV NUEPOUNVia.

Mmnopei va puAayBei oe Beppokpacieg £wg kat 25°C yia €0¢ kot 6 pnveg evtog g nuepounviog AnEng
OV OVOPEPETOL GTNV EMICHLOVOT. ZNUEIDCTE TN VEQ Nuepounvia ARENG 6To KovTi.

Metd thv ovocvoTaon:
. To wpoidv mpémel va ypnoponombei evidc 3 wpmv.
. Mnyv yoyete T0 TPOTOV HETE TNV AVAGVGTACT).

| 9. EIAIKEYX YYNOHKEYX ®OYAAZEHX

[Ipwv tnv ovaocvoTaon:

o dvidooete og Yoyeio.
. Mnv katoyoyete.
. DuAdcoeTe TO PLOAISI0 KAl TNV TPOYEHIGUEVT GUPLYYO GTO EEMTEPLKO KOVTL Y10 VOl

TPOGTATEVETAL OO TO PG,

10. TAIAITEPEX TIPO®YAAEZEEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TON
YIHOAEIMMATON ITOY IPOEPXONTAI ATIO AYTA, EOOXON AITAITEITAI

Kd&0e aypnoyomrointo didivpa Tpénel va, amoppinTeTol.

| 11. ONOMA KAT AIEYOYNXH KATOXOY THX AAETAYXY KYKAO®OPIAX

Bayer AG
51368 Leverkusen
Teppovia

| 12.  APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/18/1324/007- 30 x (Jivi 500 IU)
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[13.

APIOMOX ITAPTIAAX

TToptida

[ 14.

I'ENIKH KATATAZH I'TA TH AIAOGEXH

15.

OAHTI'IEX XPHXHX

| 16.

INAHPO®OPIEX XE BRAILLE

Jivi 500

17.

MONAAIKOZX ANAINQPIETIKOX KQAIKOX — AIZAIALTATOX TPAMMQTOX
KQAIKAX (2D)

18.

MONAAIKOX ANAI'NQPIETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO
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EAAXIXTEX ENAEIZEIX [TIOY ITPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAZXIEX

OIAAIAIO KONEQX

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY INPOIONTOX KAI OAOX(OI) XOPHTHEHX |

Jivi 500 IU k6vig yio evéoipo dtdivuo

[Meyohwpévoc, pe dayeypappévn t B-meproyn, avacuvdvacspuévog avipamivog Tapdyovtog
mé&ng VIII (damoctocog alfa pegol)

EvdopAépra ypnon.

(2. TPONIOX XOPHIHEIHX |

3.  HMEPOMHNIA AHEHX |

AHEZEH

| 4. APIOMOX ITAPTIAAX

[oprtioa

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

500 IU (damoctocog alfa pegol).

| 6. AAAA YTOIXEIA

Bayer-Logo
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EZQTEPIKO KOYTI THX MONHX XYXKEYAXIAY (XYMIIEPIAAMBANOMENOY TOY
BLUE BOX)

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

Jivi 1.000 TU x6vig Kot S1aAdTng Yo EVEGIUO SLAAV O
[Meyohwpévoc, pe dayeypappévn t B-meproyn, avacuvdvacspuévog avipamivog Tapdyovtog
mé&ng VIII (damoctocog alfa pegol)

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

"Eva ml mepiéyer mepimov 400 IU damoctocog alfa pegol petd v avacvotoon (1.000 IU /2,5 ml).

| 3. KATAAOI'OX EKAOXQN

Saxyopoln, wotidivn, yAvkivn (E 640), yAopiovyo vatpio, dtwdpikod yAwpiovyo acPéotio (E 509),
moAvcopPiko 80 (E 433), nayopopeo o&uco o&H (E 260) kot evésio Ddwp.

| 4. PAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

KOVIG Kol O10ADTNG Y10 EVEGLUO SLOADLLOL.

1 @loAido pe xko6vn, 1 Tpoyepiopévn cvpryya pe 2,5 ml evésipov Kdatog, 1 Tpocapuoyéag PraAdiov
ka1 1 ocvokevn| pAeforévinong.

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

Epdma& d6om povo.
Awpaote 10 PUALO 0ONYIDV XpYONG TPV AT TN (PNOT.
Mo evooeA&Pra xpnon.

Mo avachoTaoT YPNCILOTOIDOVTOS TOV TPOSUPUOYEN PLOALOI0L S10BACTE TO PUALD 0ONYIDV XPNOTG
TPV amd TN XPNoN.
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6. EIAIKH ITPOEIAOIIOIHXEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION IIPEIIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITIPOXEITIZOYN TA ITAIAIA

Na purdooetal og Béon, v onoia dev PAETOLY Kot dev mpooeyyilovv ta mandid.

(7. AAAH(EX) EIAIKH(EX) IPOEIAONOIHXH(EIY), EAN EINAI ATIAPAITHTH(EY) |

|8. HMEPOMHNIA AHEHZ |

AHEH
AHEH (Mg 10 mépog g eEdpnvng teptddov, edv amobnkevtel oe Bepuokpacio mg 25°C): ................
Mnv 1o ypnoiponoteite petd amd avTn TV NUEPOUNVia.

Mmnopei va puAayBei oe Beppokpacieg £wg kat 25°C yia €0¢ kot 6 pnveg evtog g nuepounviog AnEng
OV OVOPEPETOL GTNV EMICHLAVOT. ZNUEIDOTE TN VEA NUepounvio, ARENG 6To KOoLTi.

Metd thv ovocvoTaon:
. To wpoidv mpémel va ypnoponomei evidg 3 wpmv.
. Mnyv yoyete T0 TPOTOV HETE TNV AVAGVGTACT).

| 9. EIAIKEYX YYNOHKEYX ®OYAAZEHX

[Ipwv v avacHotoon:

o dvidooete og Yoyeio.
. Mnv katoyoyete.
. DuAdcoeTe TO PLOAISI0 KAl TNV TPOYEHIGUEVT GUPLYYO GTO EEMTEPLKO KOVTL Y10 VOl

TPOGTATEVETAL OO TO PG,

10. TAIAITEPEX TIPO®YAAEZEEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TON
YIHOAEIMMATON ITOY HPOEPXONTAI ATIO AYTA, EOOXON AITAITEITAI

Kd&0e aypnoyomrointo didivpa Tpénel va, amoppinTeTol.

| 11. ONOMA KAT AIEYOYNXH KATOXOY THX AAETAYXY KYKAO®OPIAX

Bayer AG
51368 Leverkusen
Teppovia

| 12.  APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/18/1324/003 — 1 x (Jivi 1.000 IU)
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| 13. APIOMOX ITAPTIAAX

TToptida

| 14. TENIKH KATATAEZEH I'lA TH AIAOGEXH

[15. OAHTIIEX XPHZHX

| 16. TIAHPO®OPIEX XE BRAILLE

Jivi 1.000

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

A160106T0TOC YPOUUU®TOS KDdIKAG (2D) mTov épel Tov TEPIANPOEVTO LOVOSTKO aVOyVOPIOTIKO KOOKO.

18. MONAAIKOX ANAI'NQPIETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EZQTEPIKO KOYTI THX IOAAAITAHX XYXKEYAXIAY ME 30 MONEX XYXKEYAZXIEX
(ZYMIIEIAAMBANOMENOY TOY BLUE BOX)

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

Jivi 1000 IU k6vig Ko S1odA0Tng yio EVEGIO S1dALUL

[Teykvhwpévog, pe dayeypappévn m B-meployn, avacvvdvacspévog avBpdmvog mapdyoviog
mméng VIII (damoctocog alfa pegol)

(2. TYNGOEZH XE APAXTIKH(EX) OYXIA(EL)

"Eva ml mepiéyer mepimov 400 IU damoctocog alfa pegol petd v avacvotoon (1000 U / 2,5 ml).

3.  KATAAOI'OX EKAOXQN

Zaxyapoln, wotidivn, yAvkivn (E 640), YAwplovyo vétpio, S1wdpiko yAwprovyo acPéotio (E 509),
moAvcopPiko 80 (E 433), nayopoppo o&uko o0& (E 260) kot evésyo 0dwp.

| 4. PAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

KOVIG Kol O10ADTNG Y10 EVEGLUO StIAV QL.
IToAvovokevacia pe 30 povég cuokevacies, mov 1 kdbe pio mepéyet:

1 @loAidio pe xko6vn, 1 Tpoyepiopévn cvpryya pe 2,5 ml evésipov Kdatog, 1 Tpocapuoyéag PraAdiov
ka1 1 ocvokevn| pAeforévinong.

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

Epdma& d6om povo.
AwPaote 10 QUALO 0ONYIOV XPNOTG TPV 0T TN XPNOT).
Mo evooeA&fra xpnon.

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

Na euldocoetal o€ 0éom, TV onoia o PAETOLY Kt dev TPpooeyyilovv Ta Taldld.

(7. AAAH(EX) EIAIKH(EX) IPOEIAOINIOIHEZH(EIZ), EAN EINAI ATTAPAITHTH(EX)
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| 8. HMEPOMHNIA AHEHX

AHEH
AHZEH (Mg 10 mépog g e&dpunvng meptodov, edv amobnkevtel og Bepuokpacio mg 25°C): ................
Mnv 10 ypnclLoTOLEiTE PLETG OO QLTI TNV NUEPOUNVIDL.

Mmropei va puAiayBei oe Beppokpaocieg £mg kat 25°C yia £o¢ kot 6 PMveg evtog g nuepounviag Anéng
OV OVOPEPETOL GTNV EMICHLOVOT]. ZNUEWDOTE TN VEA NUepounvio, ANENG 6To KouTti.

Metd v avacvoetaon:
. To mpoidv mpémet va ypnoponomBel evidg 3 opmv.
. Mnv yiyete to TPOidV PeTd TV 0vacOGTAGCT.

| 9. EIAIKEX XYNOHKEYX ®YAAEHX

IIpwv v ovacvoTOoN:

o dvidcoete og yoyeio.
. Mnyv katayOyeTe.
o Dvrdcoete TO PLOAISIO KAl TV TPOYEUGUEVT GVPLYYO GTO EEMTEPIKO KOVTL Y10, VOl

TPOGTOUTEVETOL OO TO PG,

10. TAIAITEPEX TPO®YAAZEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON ‘H TQN
YIHOAEIMMATQN ITOY IPOEPXONTAI ATIO AYTA, EOOXON AITAITEITAI

Ka6e aypnoiponointo didhvpa mpénet vo, amoppinTeTol.

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

Bayer AG
51368 Leverkusen
Ieppoavia

| 12. APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/18/1324/008- 30 x (Jivi 500 IU)

| 13. APIOMOX [TAPTIAAX

MMoptida

| 14. TENIKH KATATAZH I'lA TH ATAGEXH |

[15. OAHTIIEX XPHEZHX |
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| 16. TITAHPO®OPIEX XE BRAILLE

Jivi 1000

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

A16106T0TOC YPOUUU®TOS KddKaG (2D) mTov épet Tov TePIANEBEVTO LOVASIKO OVOYVOPIGTIKO KOOIKO.

18. MONAAIKOX ANAT'NQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EXQTEPIKO KOYTI THX IOAAAITAHX XYXKEYAXIAY (XQPIX BLUE BOX)

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Jivi 1000 IU k6vig Ko StodvTng yia evésipo didAvpa

[MeyoMwpévog, pe dayeypappévn t B-meproyn, avacuvovacsuévog avlpamivog TapayovTog
mé&ng VIII (damoctocog alfa pegol)

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

"Eva ml mepiéyer mepimov 400 IU damoctocog alfa pegol petd v avacvotoaon (1000 U / 2,5 ml).

| 3. KATAAOT'OX EKAOXQN

Saxyopoln, wotidivn, yAvkivn (E 640), yYAopiovyo vatpio, Swdpikod yrwopiodyo acPéotio (E 509),
moAvcopPiko 80 (E 433), nayopopeo o&uco o&H (E 260) kot evésio Ddwp.

| 4. PAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

KOVIG Kol O10ADTNG Y10 EVEGLUO SLOADLLOL.
Mépog molvcvokevaciog, dev pmopel vo TovAn0el yoplotd.

1 ploAidio e kévn, 1 Tpoyepicpévn oopryyo pe 2,5 ml evésiuov 0¥o010¢, 1 TPOGUPUOYENS PLOALSIOV
ka1 1 ocvokevn| pAeforévinong.

(5.  TPONOX KAI OAOX(OI) XOPHTHEIHX

Epdna& d6om povo.
AwPaote 10 QUALO 0INYIOV XPNONG TPV GO TN XPNOT.
Mo evooeA&Pra ypnon.

Mo avachoTao YPNCILOTOIDOVTOS TOV TPOSUPUOYEN PLOALOI0L S10BACTE TO PUALD 0ONYIDV XPNOTG
TPV Ao TN XPNoN.
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6. EIAIKH ITPOEIAOIIOIHXEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION IPEIIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIMIOYN KAI
AEN ITIPOXEITIZOYN TA ITAIAIA

Na purdooetal og Béon, v onoia o PAETOLY Kot dev mpooeyyilovv Ta maldd.

(7. AAAH(EX) EIAIKH(EX) IPOEIAONOIHXH(EIY), EAN EINAI ATIAPAITHTH(EY) |

|8. HMEPOMHNIA AHEHZ |

AHEH
AHEH (Mg 10 mépog g e&bpmvns meptodov, edv amobnkevtel oe Beppoxpacia mg 25°C): ................
Mnv 1o ypnoiponoteite petd amd avTn TV NUEPOUNVia.

Mmnopei va puAayBei oe Beppokpacieg £wg kat 25°C yia €0¢ kot 6 pnveg evtog g nuepounviog AnEng
OV OVOPEPETOL GTNV EMICHLOVOT. ZNUEIDCTE TN VEQ Nuepounvia ARENG 6To KovTi.

Metd thv ovocvoTaon:
. To wpoidv mpémel va ypnoponombei evidc 3 wpmv.
. Mnyv yoyete T0 TPOTOV HETE TNV AVAGVGTACT).

| 9. EIAIKEYX YYNOHKEYX ®OYAAZEHX

[Ipwv tnv ovaocvoTaon:

o dvidooete og Yoyeio.
. Mnv katoyoyete.
. DuAdcoeTe TO PLOAISI0 KAl TNV TPOYEHIGUEVT GUPLYYO GTO EEMTEPLKO KOVTL Y10 VOl

TPOGTATEVETAL OO TO PG,

10. TAIAITEPEX TIPO®YAAEZEEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TON
YIHOAEIMMATON ITOY IPOEPXONTAI ATIO AYTA, EOOXON AITAITEITAI

Kd&0e aypnoyomrointo didivpa Tpénel va, amoppinTeTol.

| 11. ONOMA KAT AIEYOYNXH KATOXOY THX AAETAYXY KYKAO®OPIAX

Bayer AG
51368 Leverkusen
Teppovia

| 12.  APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/18/1324/008- 30 x (Jivi 1000 IU)
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[13.

APIOMOX ITAPTIAAX

TToptida

[ 14.

I'ENIKH KATATAZH I'TA TH AIAOGEXH

15.

OAHTI'IEX XPHXHX

| 16.

INAHPO®OPIEX XE BRAILLE

Jivi 1000

17.

MONAAIKOZX ANAINQPIETIKOX KQAIKOX — AIZAIALTATOX TPAMMQTOX
KQAIKAX (2D)

18.

MONAAIKOX ANAI'NQPIETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO
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EAAXIXTEX ENAEIZEIX [TIOY ITPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAZXIEX

OIAAIAIO KONEQX

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY INPOIONTOX KAI OAOX(OI) XOPHTHEHX |

Jivi 1.000 TU x6vig yia evésio didivpa

[Meyohwpévoc, pe dayeypappévn t B-meproyn, avacuvdvacspuévog avipamivog Tapdyovtog
mé&ng VIII (damoctocog alfa pegol)

EvdopAépra ypnon.

(2. TPONIOX XOPHIHEIHX |

3.  HMEPOMHNIA AHEHX |

AHEZEH

| 4. APIOMOX ITAPTIAAX

[oprtioa

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

1.000 IU (damoctocog alfa pegol).

| 6. AAAA YTOIXEIA

Bayer-Logo
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EZQTEPIKO KOYTI THX MONHX XYXKEYAXIAY (XYMIIEPIAAMBANOMENOY TOY
BLUE BOX)

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

Jivi 2.000 TU x6vig Kot S1aAdTng Yio EVEGIUO SLEAV O
[Meyohwpévoc, pe dayeypappévn t B-meproyn, avacuvdvacspuévog avipamivog Tapdyovtog
mé&ng VIII (damoctocog alfa pegol)

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

"Eva ml mepiéyerl mepimov 800 IU damoctocog alfa pegol petd v avacvotoon (2.000 IU /2,5 ml).

| 3. KATAAOI'OX EKAOXQN

Saxyopoln, wotidivn, yAvkivn (E 640), yAopiovyo vatpio, dtwdpikod yAwpiovyo acPéotio (E 509),
moAvcopPiko 80 (E 433), nayopopeo o&uco o&H (E 260) kot evésio Ddwp.

| 4. PAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

KOVIG Kol O10ADTNG Y10 EVEGLUO SLOADLLOL.

1 @loAido pe xko6vn, 1 Tpoyepiopévn cvpryya pe 2,5 ml evésipov Kdatog, 1 Tpocapuoyéag PraAdiov
ka1 1 ocvokevn| pAeforévinong.

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

Epdma& d6om povo.
Awpaote 10 PUALO 0ONYIDV XpYONG TPV AT TN (PNOT.
Mo evooeA&Pra xpnon.

Mo avachoTaoT YPNCILOTOIDOVTOS TOV TPOSUPUOYEN PLOALOI0L S10BACTE TO PUALD 0ONYIDV XPNOTG
TPV amd TN XPNoN.

OBy (L Bes|| e
&) Yzl 8
. s VTS

54



6. EIAIKH ITPOEIAOIIOIHXEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION IIPEIIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITIPOXEITIZOYN TA ITAIAIA

Na purdooetal og Béon, v onoia dev PAETOLY Kot dev mpooeyyilovv ta mandid.

(7. AAAH(EX) EIAIKH(EX) IPOEIAONOIHXH(EIY), EAN EINAI ATIAPAITHTH(EY) |

|8. HMEPOMHNIA AHEHZ |

AHEH
AHEH (Mg 10 mépog g eEdpnvng teptddov, edv amobnkevtel oe Bepuokpacio mg 25°C): ................
Mnv 1o ypnoiponoteite petd amd avTn TV NUEPOUNVia.

Mmnopei va puAayBei oe Beppokpacieg £wg kat 25°C yia €0¢ kot 6 pnveg evtog g nuepounviog AnEng
OV OVOPEPETOL GTNV EMICHLAVOT. ZNUEIDOTE TN VEA NUepounvio, ARENG 6To KOoLTi.

Metd thv ovocvoTaon:
. To wpoidv mpémel va ypnoponomei evidg 3 wpmv.
. Mnyv yoyete T0 TPOTOV HETE TNV AVAGVGTACT).

| 9. EIAIKEYX YYNOHKEYX ®OYAAZEHX

[Ipwv tnv ovaocvoTaon:

o dvidooete og Yoyeio.
. Mnv katoyoyete.
. DuAdcoeTe TO PLOAISI0 KAl TNV TPOYEHIGUEVT GUPLYYO GTO EEMTEPLKO KOVTL Y10 VOl

TPOGTATEVETAL OO TO PG,

10. TAIAITEPEX TIPO®YAAEZEEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TON
YIHOAEIMMATON ITOY HPOEPXONTAI ATIO AYTA, EOOXON AITAITEITAI

Kd&0e aypnoyomrointo didivpa Tpénel va, amoppinTeTol.

| 11. ONOMA KAT AIEYOYNXH KATOXOY THX AAETAYXY KYKAO®OPIAX

Bayer AG
51368 Leverkusen
Teppovia

| 12.  APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/18/1324/004 — 1 x (Jivi 2.000 IU)
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| 13. APIOMOX ITAPTIAAX

TToptida

| 14. TENIKH KATATAEZEH I'lA TH AIAOGEXH

[15. OAHTIIEX XPHZHX

| 16. TIAHPO®OPIEX XE BRAILLE

Jivi 2.000

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

A160106T0TOC YPOUUU®TOS KDdIKAG (2D) mTov épel Tov TEPIANPOEVTO LOVOSTKO aVOyVOPIOTIKO KOOKO.

18. MONAAIKOX ANAI'NQPIETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

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

EZQTEPIKO KOYTI THX IOAAAITAHX XYXKEYAXIAY ME 30 MONEX XYXKEYAZXIEX
(ZYMIIEIAAMBANOMENOY TOY BLUE BOX)

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

Jivi 2000 IU ko6vig Ko S1oA0Tng yio eVEGILO S1dAvUL

[Teykvhwpévog, pe dayeypappévn m B-meployn, avacvvdvacspévog avBpdmvog mapdyoviog
mméng VIII (damoctocog alfa pegol)

(2. TYNGOEZH XE APAXTIKH(EX) OYXIA(EL)

"Eva. ml 2000 IU zepiéyet mepinov 800 IU damoctocog alfa pegol petd tnv avacihotoon
(2000 TU / 2,5 ml).

(3.  KATAAOI'OX EKAOXQN |

Saxyopoln, wotidivn, yAvkivn (E 640), yYAopiovyo vatpio, Stwdpikod yAwopiovyo acPéotio (E 509),
moAvcopPiko 80 (E 433), mayopoppo o&uo o0& (E 260) kot evésyo 0dwp.

| 4. OPAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

KOVIG Kol O10ADTNG Y10 EVESLUO StIAV .
IHolvovokevaoio pe 30 povég cvokevaoiss, Tov 1 KOs pia Tepréyen:

1 @loAido pe ko6vn, 1 mpoyepiopévn cvpryya pe 2,5 ml evésipov Kdatog, 1 Tpocapuoyéag PraAdiov
ka1l 1 cvokevn pAgforévinong.

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

Epdma& d6om povo.
Awpaote 10 PUALO 0INYIDOV XPNOTG TPV OO TN XPTON.
Mo evooeA&Pra ypnon.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION IPEIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA NITAIAIA

Na purdcoetal o€ 0éon, v onoia o PAETOVV Kot dev Tpooeyyilovy Ta maldd.

(7. AAAH(EX) EIAIKH(EX) IPOEIAONOIHEH(EIY), EAN EINAI ATIAPAITHTH(EY) |
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| 8. HMEPOMHNIA AHEHX

AHEH
AHZEH (Mg 10 mépog g e&dpunvng meptodov, edv amobnkevtel og Bepuokpacio mg 25°C): ................
Mnv 10 ypnclLoTOLEiTE PLETG OO QLTI TNV NUEPOUNVIDL.

Mmropei va puAiayBei oe Beppokpaocieg £mg kat 25°C yia £o¢ kot 6 PMveg evtog g nuepounviag Anéng
OV OVOPEPETOL GTNV EMICHLOVOT]. ZNUEWDOTE TN VEA NUepounvio, ANENG 6To KouTti.

Metd v avacvoetaon:
. To mpoidv mpémet va ypnoponomBel evidg 3 opmv.
. Mnv yiyete To TPOidV PETd TNV 0VAGOGTAGT).

| 9. EIAIKEX XYNOHKEYX ®YAAEHX

IIpwv v ovacvoTOoN:

o dvidcoete og yoyeio.
. Mnyv katayOyeTe.
o Dvrdcoete TO PLOAISIO KAl TV TPOYEUGUEVT GVPLYYO GTO EEMTEPIKO KOVTL Y10, VOl

TPOGTOUTEVETOL OO TO PG,

10. TAIAITEPEX TIPO®YAAZEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON ‘H TQN
YIHOAEIMMATQN ITOY IPOEPXONTAI ATIO AYTA, EOOXON AITAITEITAI

Ka6e aypnoiponointo didhvpa mpénet vo, amoppinTeTol.

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

Bayer AG
51368 Leverkusen
Ieppoavia

| 12. APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/18/1324/009- 30 x (Jivi 2000 IU)

| 13. APIOMOX [TAPTIAAX

MMoptida

| 14. TENIKH KATATAZH I'lA TH ATAGEXH |

[15. OAHTIIEX XPHEZHX |
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| 16. TITAHPO®OPIEX XE BRAILLE

Jivi 2000

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

A16106T0TOC YPOUUU®TOS KddKaG (2D) mTov épet Tov TePIANEBEVTO LOVASIKO OVOYVOPIGTIKO KOOIKO.

18. MONAAIKOX ANAT'NQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

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

EXQTEPIKO KOYTI THX IOAAAITAHX XYXKEYAXIAY (XQPIX BLUE BOX)

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Jivi 2000 IU k6vig Kot StodvTng yia evésipo didAvpa

[MeyoMwpévog, pe dayeypappévn t B-meproyn, avacuvovacsuévog avlpamivog TapayovTog
mé&ng VIII (damoctocog alfa pegol)

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

"Eva. ml 2000 IU mepiéyet mepinov 800 IU damoctocog alfa pegol petd tnv avacihotoon
(2000 TU /2,5 ml).

3.  KATAAOI'OX EKAOXQN

Zaxyapoln, wotdivn, yAvkivn (E 640), YAwplovyo vétpio, Stwdpikod yroprovyo acPéotio (E 509),
moAvcopPiko 80 (E 433), nayopoppo oo o0& (E 260) kot evésyo 0dwmp.

| 4. PAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

KOVIG Kol O10ADTNG Y10 EVEGLUO StIAV QL.
Mépog molvcvokevaciog, dev umopel vo Tovindel xwpiotd.

1 @loAidio pe xko6vn, 1 Tpoyepiopévn cvpryya pe 2,5 ml evésipov Kdatog, 1 Tpocapuoyéag PraAdiov
ka1 1 ocvokevn| pAeforévinong.

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

Epdma& d6om povo.
AwPaote T0 QUALO 0INYIOV XPNONG TPV OO TN XPNOT.
Mo evooeA&fra xpnon.
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T avachoTaoT YPNOHOTOIDOVTAS TOV TPOSUPLOYEN PLOALGI0V O10BACTE TO PVAAD 0dNYIDV YPNONG
TPV OO TN XPNOT).
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6. EIAI{(H IMPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO

ITPOION ITPEIIEI NA ®YAAXXETAI XE GEXH THN OIIOIA AEN BAEITIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na purdooetal o€ 0éom, TV onoia o PAETOLY Kot dev Tpooeyyilovy Ta Taldd.

(7. AAAH(EX) EIAIKH(EX) IPOEIAOIOIHEZH(EIZ), EAN EINAI ATAPAITHTH(EX)

| 8. HMEPOMHNIA AHEHX

AHEH
AHZEH (Mg 1o népag g eEaunvng tepiodov, edv amobnkevtel og Beppokpacia £wc 25°C): ...
MnV 10 ¥pNGILOTOLEITE PETA OO QLT TNV NUEPOUNVICL.

Mmnopel va purayBet og Beppokpaocies £mg kat 25°C yo £¢ Ko 6 Pveg vtog g npepopnviag Aéng
OV OVOPEPETOL GTNV EMICTLLOVOT. ZNUEWDOTE T VEX Nuepounvia ANENG oto KouTti.

Meté v avocbvotaon:
. To wpoidv mpémel va ypnopuonomei evidc 3 opmv.
. Mnyv yoyete TO TPOTOV HETE TNV AVAGHGTACT).

| 9. EIAIKEYX YYNOHKEYX OYAAEHX

IIpw v avocsvoToon:

. dvidocoete og yoyeio.
. Mnv katoyvyete.
. DvAdooete TO PLOAISI0 KaL TV TPOYEUIGUEVT GUPLYYO GTO EEMTEPLKO KOVTL Y10, VOl

TPOGTATEVETAL OO TO PG,

10. TAIAITEPEX TIPO®YAAZEEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHOAEIMMATON ITOY NPOEPXONTAI ATIO AYTA, EOOXON AITAITEITAI

Ké0e aypnoipomointo didAvpa mpémetl va amoppintetal.

61



[11.

ONOMA KAT AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Bayer AG
51368 Leverkusen
I'eppavia

112.

APIOMOZX(OI) AAEIAY KYKAO®OPIAX

EU/1/18/1324/009- 30 x (Jivi 2000 IU)

[13.

APIOMOX ITAPTIAAX

Maprtida

| 14.

I'ENIKH KATATAZEH I'TA TH ATAGEXH

15.

OAHT'IEX XPHXHX

| 16.

IHAHPO®OPIEX XE BRAILLE

Jivi 2000

17.

MONAAIKOX ANATNQPIZTIKOX KQAIKOYX. — AIZAIAZTATOX TPAMMOQTOX
KQAIKAY (2D)

18.

MONAAIKOX ANAI'NQPIETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO
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EAAXIXTEX ENAEIZEIX [TIOY ITPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAZXIEX

OIAAIAIO KONEQX

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY INPOIONTOX KAI OAOX(OI) XOPHTHEHX |

Jivi 2.000 TU x6vig yio evésio dtdivpa

[Meyohwpévoc, pe dayeypappévn t B-meproyn, avacuvdvacspuévog avipamivog Tapdyovtog
mé&ng VIII (damoctocog alfa pegol)

EvdopAépra ypnon.

(2. TPONIOX XOPHIHEIHX |

3.  HMEPOMHNIA AHEHX |

AHEZEH

| 4. APIOMOX ITAPTIAAX

[oprtioa

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

2.000 IU (damoctocog alfa pegol).

| 6. AAAA YTOIXEIA

Bayer-Logo

63



ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EZQTEPIKO KOYTI THX MONHX XYXKEYAXIAY (XYMIIEPIAAMBANOMENOY TOY
BLUE BOX)

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

Jivi 3.000 TU x6vig Kot S1oAdTnG Yo EVEGIUO SLEAV O
[Meyohwpévoc, pe dayeypappévn t B-meproyn, avacuvdvacspuévog avipamivog Tapdyovtog
mé&ng VIII (damoctocog alfa pegol)

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

"Eva. ml 3.000 1U mepiéyet mepinmov 1.200 IU damoctocog alfa pegol petd tnv avacihotoon
(3.000 IU / 2,5 ml).

3.  KATAAOI'OX EKAOXQN

Zaxyapoln, wotidivn, yAvkivn (E 640), YAwplovyo vdtpio, S1wdpiko yAwprovyo acBéotio (E 509),
moAvcopPiko 80 (E 433), nayopoppo oo o0& (E 260) kot evésyo 0dwmp.

| 4. PAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

KOVIG Kol O10ADTNG Y10 EVEGLUO SLOADLLOL.

1 @loAido pe xko6vn, 1 Tpoyepiopévn cvpryya pe 2,5 ml evésipov Kdatog, 1 Tpocapuoyéag PraAdiov
ka1 1 cvokevn pAgforévinong.

(5.  TPOIOX KAI OAOX(OI) XOPHTHEHX

Epdna& d6om povo.
Awpaote 10 PUALO 0INYIDV XPNOTG TPV 0T TN YPTOT.
Mo evooeA&Pra ypnon.

Mo avachoTaon YPMNCILOTOIOVTAS TOV TPOGUPHOYEN PLoALdioL S10BAoTE TO PUALO 0ONYIDV XPIOTG
TPV Ao TN XPNoN.
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6. EIAIKH ITPOEIAOIIOIHXEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION IIPEIIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITIPOXEITIZOYN TA ITAIAIA

Na purdooetal og Béon, v onoia dev PAETOLY Kot dev mpooeyyilovv ta mandid.

(7. AAAH(EX) EIAIKH(EX) IPOEIAONOIHXH(EIY), EAN EINAI ATIAPAITHTH(EY) |

|8. HMEPOMHNIA AHEHZ |

AHEH
AHEH (Mg 10 mépog g eEdpnvng teptddov, edv amobnkevtel oe Bepuokpacio mg 25°C): ................
Mnv 1o ypnoiponoteite petd amd avTn TV NUEPOUNVia.

Mmnopei va puAayBei oe Beppokpacieg £wg kat 25°C yia €0¢ kot 6 pnveg evtog g nuepounviog AnEng
OV OVOPEPETOL GTNV EMICHLAVOT. ZNUEIDOTE TN VEA NUepounvio, ARENG 6To KOoLTi.

Metd thv ovocvoTaon:
. To wpoidv mpémel va ypnoponomei evidg 3 wpmv.
. Mnyv yoyete T0 TPOTOV HETE TNV AVAGVGTACT).

| 9. EIAIKEYX YYNOHKEYX ®OYAAZEHX

[Ipwv tnv ovaocvoTaon:

o dvidooete og Yoyeio.
. Mnv katoyoyete.
. DuAdcoeTe TO PLOAISI0 KAl TNV TPOYEHIGUEVT GUPLYYO GTO EEMTEPLKO KOVTL Y10 VOl

TPOGTATEVETAL OO TO PG,

10. TAIAITEPEX TIPO®YAAEZEEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TON
YIHOAEIMMATON ITOY HPOEPXONTAI ATIO AYTA, EOOXON AITAITEITAI

Kd&0e aypnoyomrointo didivpa Tpénel va, amoppinTeTol.

| 11. ONOMA KAT AIEYOYNXH KATOXOY THX AAETAYXY KYKAO®OPIAX

Bayer AG
51368 Leverkusen
Teppovia

| 12.  APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/18/1324/005 — 1 x (Jivi 3.000 IU)
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| 13. APIOMOX ITAPTIAAX

TToptida

| 14. TENIKH KATATAEZEH I'lA TH AIAOGEXH

[15. OAHTIIEX XPHZHX

| 16. TIAHPO®OPIEX XE BRAILLE

Jivi 3.000

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

A160106T0TOC YPOUUU®TOS KDdIKAG (2D) mTov épel Tov TEPIANPOEVTO LOVOSTKO aVOyVOPIOTIKO KOOKO.

18. MONAAIKOX ANAI'NQPIETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

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

EZQTEPIKO KOYTI THX IOAAAITAHX XYXKEYAXIAY ME 30 MONEX XYXKEYAZXIEX
(ZYMIIEIAAMBANOMENOY TOY BLUE BOX)

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

Jivi 3000 IU kovig Ko S1od0Tng yio EVEGIO S1dAvUL

[Teykvhwpévog, pe dayeypappévn m B-meployn, avacvvdvacspévog avBpdmvog mapdyoviog
mméng VIII (damoctocog alfa pegol)

(2. TYNGOEZH XE APAXTIKH(EX) OYXIA(EL)

"Eva. ml 3000 IU zepiéyer mepimov 1200 IU damoctocog alfa pegol petd tqv avoacbotaon
(3000 TU /2,5 ml).

(3.  KATAAOI'OX EKAOXQN |

Saxyopoln, wotidivn, yAvkivn (E 640), yYAopiovyo vatpio, Stwdpikod yAwopiovyo acPéotio (E 509),
moAvcopPiko 80 (E 433), mayopoppo o&uo o0& (E 260) kot evésyo 0dwp.

| 4. OPAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

KOVIG Kol O10ADTNG Y10 EVESLUO StIAV .
IMoAvevokevooio pe 30 povég cuokevascieg, mov 1 kabe pio TepLEEL:

1 @loAido pe ko6vn, 1 mpoyepiopévn cvpryya pe 2,5 ml evésipov Kdatog, 1 Tpocapuoyéag PraAdiov
ka1l 1 cvokevn pAgforévinong.

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

Epdma& d6om povo.
Awpaote 10 PUALO 0INYIDOV XPNOTG TPV OO TN XPTON.
Mo evooeA&Pra ypnon.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION IPEIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA NITAIAIA

Na purdcoetal o€ 0éon, v onoia o PAETOVV Kot dev Tpooeyyilovy Ta maldd.

(7. AAAH(EX) EIAIKH(EX) IPOEIAONOIHEH(EIY), EAN EINAI ATIAPAITHTH(EY) |
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| 8. HMEPOMHNIA AHEHX

AHEH
AHZEH (Mg 10 mépog g e&dpunvng meptodov, edv amobnkevtel og Bepuokpacio mg 25°C): ................
Mnv 10 ypnclLoTOLEiTE PLETG OO QLTI TNV NUEPOUNVIDL.

Mmropei va puAiayBei oe Beppokpacieg £mg kat 25°C yia £0¢ kol 6 uMveg evtog g nuepounviag Anéng
OV OVOPEPETOL GTNV EMICHLOVOT]. ZNUEWDOTE TN VEA NUepounvio, ANENG 6To KouTti.

Metd v avacvoetaon:
. To mpoidv mpémet va ypnoponomBel evidg 3 opmv.
. Mnv yiyete to Tpoidv petd v ovacOGTAo.

| 9. EIAIKEX XYNOHKEYX ®YAAEHX

IIpwv v ovacvoTOoN:

o dvidcoete og yoyeio.
. Mnyv katayOyeTe.
o Dvrdcoete TO PLOAISIO KAl TV TPOYEUGUEVT GVPLYYO GTO EEMTEPIKO KOVTL Y10, VOl

TPOGTOUTEVETOL OO TO PG,

10. TAIAITEPEX TIPO®YAAEZEEIX I'TA THN AIIOPPI¥YH TQN MH
XPHEIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON ‘H TQN
YIHOAEIMMATQN ITOY IPOEPXONTAI ATIO AYTA, EOOXON AITAITEITAI

Ka6e aypnoiponointo didhvpa mpénet vo, amoppinTeTol.

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

Bayer AG
51368 Leverkusen
Ieppoavia

| 12. APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/18/1324/0010- 30 x (Jivi 2000 IU)

| 13. APIOMOX [TAPTIAAX

MMoptida

| 14. TENIKH KATATAZH I'lA TH ATAGEXH |

[15. OAHTIIEX XPHEZHX |
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| 16. TITAHPO®OPIEX XE BRAILLE

Jivi 3000

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

A16106T0TOC YPOUUU®TOS KddKaG (2D) mTov épet Tov TePIANEBEVTO LOVASIKO OVOYVOPIGTIKO KOOIKO.

18. MONAAIKOX ANAT'NQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

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

EXQTEPIKO KOYTI THX IOAAAITAHX XYXKEYAXIAY (XQPIX BLUE BOX)

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Jivi 3000 IU k6vig Kot StodvTng yia evésipo didAvpa

[MeyoMwpévog, pe dayeypappévn t B-meproyn, avacuvovacsuévog avlpamivog TapayovTog
mé&ng VIII (damoctocog alfa pegol)

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

"Eva. ml 3000 IU zepiéyer mepimov 1200 IU damoctocog alfa pegol petd tqv avacbotaon
(3000 TU /2,5 ml).

3.  KATAAOI'OX EKAOXQN

Zaxyapoln, wotdivn, yAvkivn (E 640), YAwplovyo vétpio, Stwdpikod yroprovyo acPéotio (E 509),
moAvcopPiko 80 (E 433), nayopoppo oo o0& (E 260) kot evésyo 0dwmp.

| 4. PAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

KOVIG Kol O10ADTNG Y10 EVEGLUO StIAV QL.
Mépog molvcvokevaciog, dev umopel vo tovindel xwpiotd.

1 @loAidio pe xko6vn, 1 Tpoyepiopévn cvpryya pe 2,5 ml evésipov Kdatog, 1 Tpocapuoyéag PraAdiov
ka1 1 ocvokevn| pAeforévinong.

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

Epdma& d6om povo.
AwPaote 10 QUALO 0dNYIOV XPNONG TPV O TN YPNOT.
Mo evooeA&fra xpnon.
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T avachoTaoT YPNOHOTOIDOVTAS TOV TPOSUPLOYEN PLOALGI0V O10BACTE TO PVAAD 0dNYIDV YPNONG
TPV OO TN XPNOT).
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6. EIAI{(H IMPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO

ITPOION ITPEIIEI NA ®YAAXXETAI XE OGEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na purdooetal o€ 0éom, TV onoia o PAETOLY Kot dev Tpooeyyilovy Ta Taldd.

(7. AAAH(EX) EIAIKH(EX) IPOEIAOIOIHEZH(EIZ), EAN EINAI ATAPAITHTH(EX)

| 8. HMEPOMHNIA AHEHX

AHEH
AHZEH (Mg 1o népag g eEaunvne tepiodovn, edv amobnkevtel og Beppokpacia £wc 25°C): ...
MnV 10 ¥pNGILOTOLEITE PETA OO QLT TNV NUEPOUNVICL.

Mmnopel va purayBet og Beppokpaociec Emg kat 25°C yia £g Kot 6 uMveg evtog tng nuepopnviag AnéEng
OV OVOPEPETOL GTNV EMICTLOVOT. ZNUEWDOTE TN VEX Nuepounvia ANENG oto KouTti.

Meté v avocbvotaon:
. To wpoidv mpémel va ypnopuonomei evidc 3 opmv.
. Mnyv yoyete TO TPOTOV HETE TNV AVAGHGTACT).

| 9. EIAIKEYX YYNOHKEYX OYAAEHX

IIpw v avocsvoToon:

. dvidocoete og yoyeio.
. Mnv katoyvyeTe.
. DvAdooete TO PLOAISI0 KaL TV TPOYEUIGUEVT GUPLYYO GTO EEMTEPLKO KOVTL Y10, VOl

TPOGTATEVETAL OO TO PG,

10. TAIAITEPEX TIPO®YAAZEEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHOAEIMMATON ITOY NPOEPXONTAI ATIO AYTA, EOOXON AITAITEITAI

Ké0e aypnoipomointo didAvpa mpémetl va amoppintetal.
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[11.

ONOMA KAT AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Bayer AG
51368 Leverkusen
I'eppavia

112.

APIOMOZX(OI) AAEIAY KYKAO®OPIAX

EU/1/18/1324/010- 30 x (Jivi 3000 IU)

[13.

APIOMOX ITAPTIAAX

Maprtida

| 14.

I'ENIKH KATATAZEH I'TA TH ATAGEXH

15.

OAHT'IEX XPHXHX

| 16.

IHAHPO®OPIEX XE BRAILLE

Jivi 3000

17.

MONAAIKOX ANATNQPIZTIKOX KQAIKOYX. — AIZAIAZTATOX TPAMMOQTOX
KQAIKAY (2D)

18.

MONAAIKOX ANAI'NQPIETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO
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EAAXIXTEX ENAEIZEIX [TIOY ITPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAZXIEX

OIAAIAIO KONEQX

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY INPOIONTOX KAI OAOX(OI) XOPHTHEHX |

Jivi 3.000 TU x6vig yia evésio dtdivpa

[Meyohwpévoc, pe dayeypappévn ™ B-meproyn, avacuvivacspuévog avOpamivog Tapdyovtog
mé&ng VIII (damoctocog alfa pegol)

EvdopAéPa ypnon.

(2. TPONIOX XOPHIHEIHX |

3.  HMEPOMHNIA AHEHX |

AHEZEH

| 4. APIOMOX ITAPTIAAX

[oprtioa

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

3.000 IU (damoctocog alfa pegol).

| 6. AAAA YTOIXEIA

Bayer-Logo
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EAAXIXTEX ENAEIZEIX [TIOY ITPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAZXIEX

ITPOI'EMIXMENH XYPIITA

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX KAI AN EINAI AITAPAITHTO
OAOX(OI) XOPHI'HXHX

Evéoyo 0dwp

(2.  TPOIIOX XOPHIHXIHX

3.  HMEPOMHNIA AHEHE

AH

[1]

H

4.  APIOMOX IIAPTIAAX

[aprtioa

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

2,5ml

6. AAAA ETOIXEIA
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B. ®YAAO OAHI'TQN XPHXHX
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@viro ooV piong: IIAnpoeopics yra Tov ypriot

Jivi 250 IU kévig kot S10A0TNG Y1 EVEGLHO dtdivpa
Jivi 500 IU kévig kot S10A0TNG Yo EvEGLHO dtdivpa
Jivi 1.000 IU kévic kan S10A0TNG Yia EVESLIO dLdADNO,
Jivi 2.000 IU kévic kan S10A0TNG Yia EVESLIO dLdADNO,
Jivi 3.000 IU kovig Kot S1aA0TNG Y10 EVEGLHO dLaAvpO.

[Teykvhwpévog, pe dayeypappévn m B-meployn, avacvvdvacsuévog avBpdmvog mapdyoviag
méng VIII (damoctocog alfa pegol)

AP aoTE TPOGEKTIKA OLOKATPO TO QUAAO 0ONYLOV YP1OTGS TPV UPYIGETE VU YPNCLUOTOLEITE QVTO

70 Qappoxo, H16TL TEPLAAPPEVEL oNUOVTIKEG TANPOPOPiES VIO TOC.

- DvraEte avtd TOo EOALO 0N YDV Yprons. Towg ypelactel va to dwPdacete Eavda.

- Edv éxete mepartépw amopieg, p@TNOTE TOV Y10TPO N TOV QOPUOKOTOLO GOLC.

- H cvvtayn v avtd 1o edappoko xopnyndnke amokAeloTiKd Yo 6og. Agv TPEMEL VO ODGETE TO
0apuoko oe GArovg. Mmopel va Toug TpokaAéoel PAAPN, akoOUa Kot OTAY TO CUUTTOUATO TG
ac0Eveldg Tovg givar 010 e Ta S1Kd GOg.

- Edv mapotnphoete Kamoto avemBOunTn evEPYELX, EVILEPMDGTE TOV YIATPO 1) TOV POPUOKOTOLO
cag. Avtd 1oyvet kot yuo KaOe mhovi avemBOUNTN EVEPYELL IOV OEV OVAPEPETOL GTO TTAPOV
@OAAO 0OMY1DV Yprionc. BAéme mapdypago 4.

T Tepréyer 1o Tapév VAL 00N YLOV

T etvon To Jivi Kou o ival 1 ypnon Tov

T pénet va yvopilete Tpv ypnopomomoete to Jivi
Iag va ypnoomomoete to Jivi

[MBavég avemBounteg evépyeteg

Iag va puidooete To Jivi

[epreydpevo ¢ cuokeLOCIOG Kol AOUTEG TANPOPOPIES

AN S

1. Th givan To Jivi kon ora givon n prion Tov

To Jivi mepiéyet ™) dpaotikn ovoia damoctocog alfa pegol. Iapdyetan pe texvoloyia avacuvoLacrold
Y®pic ™V TpocHnkn cuoTaTK@Y avOp®TIVIG 1 (OIKNG TPOEAELONC KATA TV TOPAYMYIKY OlOOIKOGIA.
O mopayovrog VIII givor pia tpmteivn mov Ppicketar puoikd oto aipo kot fondd oty mhén tov. H
mpwteivn 610 damoctocog alfa pegol €yel tpononombel (meykvimbel) yio va mapateivel T Spdon Tov
GTOV OPYOVIGUO.

To Jivi ypnowonotgitot yio T Ogpameio Ko TNV TPOANYN GLPHOPPAYLAV GE EVAAIKES Kol p1ovg
amo v nlkio tov 12 etdv pe aoppopiiio A (cuyyevig éadetym apdyovta VIII) mov giyav
TponyoLUEVRG VtoPANOel og Oepameia. Aev mpoopileTar yio yprion o€ TadLd NAIKIOG WIKPOTEPTC TV
12 eTmv.

2. Tvpémer va yvopilete npiv ypnoipomonicere to Jivi

Mnyv ypnopononjcete 10 Jivi oe nepintmon

o aAdepyiog oto damoctocog alfa pegol 1| 6€ 001001 TOTE AAAO OO TO. GVGTOTIKG AVTOD TOL
QOPUAKOV (OVOPEPOVTOL TNV TTAPAYPAPO 6).
. aAAepylog OTIC TPMTEIVEG TOVTIKOV 1 KPIKTTOV.
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IIposgidomou|oelg kKon TPoPLAGEELS

AmnevOuvOeite 6ToV Y10TPO 1] TOV QUPUAKOTOL0 GOG €AV £YETE

. o0i&o oto othog, TTdo™ TN apTNPLaKnS Tieomng (Tov epeaviletor g aicOnua CdAng 6tav
ONKMVESTE YpNyopa), e&avOnua e payovpa, cuptyuo, aicnua vavtiog | Amobopiog. Avtd
umopel va €lval GUUTTOUOTO HOG OTAVIOS, cofapnc, Eapvikng aillepytkig avTidopaocng o
aLTO TO PAPLOKO. ZTAROTOTE APEGHS TNV £VEGT] TOL TPOIOVTOS Kot AdPete wTpikn fonfeta
apécws edv ovpPet avto.

. alpoppayio Tov dev eAEyyeTon Le T cuVNOGHEVT] GOG dOGT] CLTOV TOV PAPUAKOL. ZVINTNOTE e
TOV Y1Tpd 600G ApEc®S €4V oupPel avto. Evdéyeton va €xete avoamtuéel avTIoOUATO EVOVTL TOV
napayovta VII (avactodreic) 1 aviicdpota Evavtt tng moivatBvievoylvkoins (PEG). Avtd
Kka015ToHV 10 Jivi AMyOTEPO OMOTEAEGLATIKO GTIV TPOANYN Kot TOV EAEYYO TG apoppayioc. O
YWTPOG GOG UTOPEL Vo, SlEVEPYNOEL EEETAGELS Y10, VOl TO EMPEPALDGEL AVTO KOl VO SIOCPUAGEL
ot 1 6001 cag tov Jivi Tapéyel emapkn enineda mapdyovta VI O yrotpdg cog pmopei va
aALGEeL T Bepaneia cog Tiom oty TpoMyovuevn aywyn cag e topdyovta VIIL edv

yperaleral.
o TPOTYOLUEVWDG OvOTTOEEL avaoToAElG ToL TTapdyovta VIII 6 dtapopetikd mpoiov.
o Kapdlokn TaOnon 1 datpéyete kKivouvo yio Kapolokn mdbnon.
o YPEWALESTE GLGKEVT KEVTIPIKNG PAEPIKNG TPOSPacTS Yo avTd To PdppaKo. Mropel va

dloTpéyete Kivouvo eMmAOK®V GYETILOUEVOV LIE T GUGKELT| GTO GNEID OOV Eivart
tomofetnuévog o Kabetpag Onmg:

®  TOTIKEG AOUMEELG

o Paxtmpla 670 aipa

o Opoupo aipatog oto apoPOpo ayyeio

Hoda
To Jivi dev mpoopileTan yio yprion oe moudid nAKiog pkpotepns Tmv 12 eTmv.

Adlha @appoxa ko Jivi

To Jivi dev glvar yvwotd va, ennpedlel | va emmpedletor omd dAlo pappoka. Evnuepmorte tov yiotpo
N TOV PAPLOKOTOLO GOG EAV XPNCUYLOTOLELTE, EYETE TPOCPATO, YPNCULOTOWCEL 1 UTOPEL va.
YPTCULOTOUGETE GALN POAPLLOKDL.

Kinon kol Onhaopog
Edv eiote éykvog 1 Onhalete, vopilete 6TL umopei va giote £ykvog 1 oxedALETE VO OMOKTAGETE T,
{ntote T GUUPBOVAN TOL YITPOV GOC TPV YPNCUOTOGETE AVTO TO PAPLLKO.

Odnfynon ko LEPLOROS PNYOVIRLATOV
To Jivi dev €xet kapio exidpacn otV IKavOTNTA 0ONYNONG Kl YEPIGLOD UNYOVNUATOV.

To Jivi tepréyer varpro
To @appaxo avtd mepiéyel Aydtepo amd 1 mmol vatpiov (23 mg) avd d6on,
givat ovtd oV OVOUALOVLE OVOLAGTIKG «EAEHOEPO VaTPiovy.

3. Iog va ypnowpomomoesete o Jivi

H Oepancio pe 1o Jivi mpénet va Eekivael and Evay yrotpd Tov givar EUTEPOS 0TI PPOovTida achevidv
ue opoppo@iiion A. Metd v KaTAAANAT EKTaidEVoT), 01 060EVEIG 1] 0L PPOVTIOTEC UTOPEL vaL lval 6€
0¢om va yopnyodv 1o Jivi 610 omitl.

[Tavtote va yp1OYLOTOLEITE TO PAPLOKO AVTO AVGTNPE GOUPMOVO, LLE TIG 0d1YiES TOL YTpov cag. Edv
€xete apue1Polisc, pmtioTte Tov Y1aTpd N TOV Pappakonold cag. H d6on tov povadov moapdyovra VIII
uetpatar og Atebveic Movadeg (IU).
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Ogpameio TG apoppayiog

IMo v avTpeT®dmion g apoppayiog, o yrrpds cog Bo vmoroyicel kot TPocapUOGEL T 006N Gag
Kol OG0 cuyva Ba Tpémel va yopnyeital, avdioyo pe Tapdyovies, 6T

o t0 Bdpog cag

T coPapdtnra TG apHoppoPIAing A Gog

oV givo 1 opoppayia kot 6so cofapn givan

ov EYETE AVOOTOAELG, KO TOGO LYNAO givor To eMimedd TOVG

T0 eminedo Tov mapdyovta VIII wov amouteitot.

Mpoinyn e opoppayiag

Mo v TpoéAnyn ¢ apoppayiog, o yaTpdc oag Ba emAésel pio katdAAnin d001 Kot GuxvOTHTA
avaAoyo pe TNV avAayKn Gog:

o 45— 60 IU avd kg copaticod Papovg kabe 5 nuépeg M

o 60 IU ava kg copatikod Bapovg kabe 7 nuépeg 1

o 30 — 40 IU avé kg copotikod fapovg 500 @opég tnv efdopddal.

Epyactnpraxoi éheyyon

O1 gpyaotnprokoi Eheyyol o€ katdAAnia dtuotnuato fonbovv vo dtacporicel 0Tt £xete TAVTA
enopk eninedo topdyovra VIIL [Saitepa yio coPapés xepovpykés enepPaocets, n mén Tov aipotdg
oG TPEMEL VO TOPAKOAOVOEITAL OTEVAL.

AvgoTipe xopnynong
YovnBwg, n Bepaneio pe Jivi yio v arpoppo@idia yperaletar o' 6pov Lmng.

Mo diverar o Jivi

To Jivi evieton péca o o pAERa og ddotna 2 £0g 5 AETTOV, avALOYA LLE TOV GUVOMKO OYKO Kol TO
eninedo dveong cag. O péyiotog pubudg eivar 2,5 ml avé Aentd. To Jivi Ba mpémet va ypnoponoteiton
uéca og 3 MPEG UETE TNV TPOETOWAGTO TOV OLADUALTOG,

Iag npoerorpaleror To Jivi o Eveon

XPpNGIUOTOGTE LOVO TO €101 (TPOGOPUOYEN PLOALSIOV, TNV TTPOYEUIGLEVT] GUPLYYO. TTOV TEPLEYEL
SLADTN KoL TN GLOKELT PAEPOKEVTNONG) TOV TAPEXOVTAL GE KAOE GLGKELOGIN AVTOD TOL EUPUAKOV.
Emkowvmviote pe tov y1atpd cag edv Ta mopeyOUeva dgv urtopohv va, ypnoiponotmfovy. Mnv to
YPNOLOTOUCETE EAV KATO10 LEPOG TNG GLOKELAGING EIVOL OVOLYLLEVO 1) KOTEGTPAUUEVO.

To avacvotabév mTpoidv mpénet va dndeitar pe ypijon Tov Tpocappoyée Praidiov Tpv amd TNV
éveon yia vo aparpedel ToydV cOUOTIONKN VAT ard To StdAvpa.

Av106 T0 PappKo OV Do TPETEL VO ovaLYVOETOL E GAAQ EVEGTILOL. MMV ¥PNOUOTTOLEITE LAV 0T
mov givo BoAd M TepEyovv opatd copatidia. Akolovdnote T 00N Yieg YPNONS TOV GOG £dWTE O
YTPAOG GOG KOl TOV TOPEYOVTIOL 6TO TEAOG GVTOV TOV GVAAOV 001YLAOYV YPNCTG.

Eav ypnowpomoujoete peyarvtepn 66on Jivi and v kavoviki
Evnuepaote tov yratpd cag edv cupPet avtd. Aev £xovv avoeepbel copnTdpOTo VIEPSOCOAOYINS.

Eav Egyaoete va ypnowporomjeste to Jivi

Evéote v emdpevn 060m cag apéomS Kol GUVEXIOTE 0VA TOKTIKG SI0CTAUOTO, OTTMG OG EXEL
SLUPBOVAEYEL O YLOTPOG GOC.

Mnv ypnoiponomoete A 606N Y1 VO, AVOTANPDOGETE T1 306N TToL EEYAGOTE.

Edv otapatiioete va gpnoiponoreite to Jivi
MnV GTOUATAGETE VO, YPTCLOTOLEITE 0LTO TO QAPOKO XWPig va cupPovievbdeite Tov yoTpd Goc.

Edv éxete meplocotEpES EPOTICELG GYETIKA LLE T YPNOT] AVTOV TOV QAPUAKOV, POTIOTE TOV Y10TPO 1)
TOV QUPLLOKOTOLO GOG.
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4. IIBavég avemBOUNTES EVEPYELES

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

O o coPapég avemBounteg evépyeteg lvar aArepykég avTdpaoelg | coPfapn aAlepyik|

avtidpaon. ropatiete TV éveon Tov Jivi apuécwg Kol PAGTE GUEGH UE TOV YIXTPO GOG EAV

TAPOVGLUCTOVY TETOLES AVTIOPATELS. Ta akdAovBa countdpate Ba pTopovGaV Vo AmoTEAOVY

£yKopn TPOoEWOTOINoN Yo VTES TIG AVTOPACELS:

. oi&o oto otnbog/yeviko aicOnua adabeciog

. aicOnpa koyipatog Kot T6oOEO 6TO oMUElo TG EPAPLOYNS

. eEavOnua pe payovpa, Eoym

. Lelmon T apTNpLokng mieons, mov mhovo vo cog TpoKarécel aicnpo Amobopiog otov
ONKAOVECTE

o aictnon ot eiote dppwotog/n (vovtio)

INa acBeveic mov €yovv AdPet Tponyovpevn Bepaneio pe mapdyovto VIII (nepiocdtepeg and

150 nuépeg Bepameiog), Lmopel vo GYNUATIGTOOY OVACTOATIKG avTicouata (PA. mopdypapo 2) oyt
ovyva (Arydtepot amo 1 otovg 100 acBeveig). Edv cupfel avtod, 10 gpapprokd cog umopel vo oTopuaTioEL
Vo AEITovpYEl MOTA Kot Pmopel va mapovcidcete enipovn atpoppayic. Edv coppel avto, npénel va
EMKOIVMOVNGETE AUECHOG LLE TOV Y1ATPO CUG.

Ot ax6AovBeg avemBountes evépyetes pmopel va ELEAVIGTOOV e ALTO TO POPLOKO:

IMoAb ovyvéc (Lmopel va emmpedoovy mepiocdtepa amd 1 ota 10 dropa):
o Kepaiaryio

Yoyvég (umopel va emnpedoovy €ng 1 ota 10 dtopam):

. GTOLOYIKOG TOVOC

. vavtia, PETOC

. TUPETOG

o AAAEPYIKEG OVTIOPAGELS (LITOPEL VO TOPOLGLAGTOVY MG KVIOMOT, YEVIKEVEVT KVId®ON, opi&io
670 6TN00G, GUPLYUOG, SOVCTVOLA, YOUNAT OPTNPLOKN TLEGT), Y10l TO, TPAOLUN GUUTTOOTA BA.
TOPATAV®)

. TOTIKEC AVTIOPAGELS GTO OMUEID £VESNG OTMG ALLOPPAYiO. KATM 0td TO dEPLA, EVIOVOG KVIOGUOC,

oildnua, aicHnua Koyipatog, Tapodtkod KOKKIVIGHO

CaAdoa

TPOPAN LA LLE TOV VTTVO

Prixes

eEavON O, KOKKIVIGHO TOV dEPUATOG

Oy ovyvég (umopet va emnpedoovy €og 1 ota 100 dropa):
. FVII avactoln

o doTapayn e yevong
e &8y

. KVIouog

Ava@opd avemBounTOV EVEPYELOV

Edv mapamnpnoete kdmowa avemBOunT evEPYELD, EVILEPDGTE TOV Y1OTPO GOG. AVTO 1GYVEL KOl Y10
Ké0e mBbovn avemBOunTN evépyela oV dev avaPEPETAL 6TO TAPOHV PUALO 0ONYIBV Yprions. Mmopeite
eniong va avoeépete avemBounteg evépyeteg amevbeiog, LEcm Tov BVIKOD CLGTHATOG AVAPOPES TOV
avaypaeetor oto [Hopdptnua V. Mécwm g ovapopic averiBuuntmy EVEPYEIDV UITOPEITE Va
BonBnoete 6T GLAALOYN TEPLGGOTEP®V TANPOPOPLDY GYETIKE LLE TNV ACPAAELY TOV TOPOVTOC
POPUAKOL.
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5. Iog va guiacoete To Jivi
To @appako ovtd TPETEL VO PUAACOETAL GE PEPT] TOV OgV TO PAETOVV Kot OgV TO POAVOLV Ta, TOLSA.

Noa pn ygpnowonoteite ovtd T0 PAPUOKO LETE TNV NUepounvia ANENG IOV avVaPEPETAL GTNV
gmonuavon Kot ota Koutid. H nuepounvia Aqéng etvan n tedevtaio nuépa Tov PV TOL AVOEEPETOL
eKel.

Dvidocoete og yoyeio (2°C — 8°C). Mnv katayOyeTe.
Durdcoete TO PLOAISIO KL TV TPOYELUGUEVT] GUPLYYA GTO EEMTEPIKO KOLTI Y10l VO, TPOGTUTEVETOL OO
T0 QMG

Av10 10 Qappako pmopet va datnpeital o€ Beppoxpacio dopatiov (¢mng 25°C) yio Eog 6 punveg otav
T0 PVAdooete 610 &mTEPIKO KoLTi Tov. Edv T0 drotnpeite o€ Oepuokpacio dopatiov, To Tpoidv Anyet
petd and 6 pnveg, | oty nuepounvia AnéEng, edv avtd cvuPel vopitepa.

H véa nuepounvia AEng Ba mpénet va onpetdvetal 610 eEmTEPIKO KOLT OTAV TO PAPLAKO apotpeitan
amd 1o Yoyeio.

Mnyv yoyete 10 dtdAvpa petd v avacvotact. To avacvotaféy dtdlvpa TpEmEL va Yp1GILOTOLEITOL
ev1o¢ 3 wpav.

Noa pn gpnoponoteite ovtd T0 PAPHOKO EAV TOPATNPICETE 0POTA coOUATIOW 1] BolepdTNTA.

Av10 10 Pappako Tpoopiletar yia epdma ypnomn novo. Kabe aypnoiponointo didAvpo tpémet vo
aTOppPITTETAL.

Mnyv netdite APHOKO GTO VEPD TNG ATOYETEVOTG 1] GTA OIKLAKA amoppippota. Potote tov
QOPUOKOTOLO 1 TOV YIUTPO GOG Y10 TO MG VO TETAEETE TAL PAPUAKO TTOL OEV YPTCLOTOLEITE T, AVTE,
T p€tpa Ba fonbncovy oty Tpoctacio Tov mePPaAlovTog.

6. Iepreydpevo TG GVOKEVAGINS KOl AOUTEG TTANPOPOPIES
T wgpréyer o Jivi

. H dpactikn} ovcia sivarl meykolopévoce, pe drayeypoupévn m B-meployr, avacuvdvacpuévog
avBpdmvog mapayovtog tEng VIII (damoctocog alfa pegol). Kafe proridio Jivi mepiéyet
ovopaotikd 250 1) 500 1 1.000 1§ 2.000 7} 3.000 IU damoctocog alfa pegol. Mgt tnv
AVOGVOTOOT LLE TOV TAPEXOUEVO SLOAVTT (UTOCTEPMUEVO EVEGLLO VOMP), TO TAPUCKELUAGUEVOL
StAvpato, £yovy TNV akdlovdn cuykévipmon:

IgprekTik6TNTO YUYKEVTPMO HETA TNV 0VAoVGTOOY (TEPITOV)
250 IU (100 TU / ml)
500 IU (200 IU / ml)
1.000 IU (400 IU / ml)
2.000 IU (800 IU / ml)
3.000 TU (1.200 TU / ml)

o Ta @Ale cvotatika eivan cakyapoln, 1otidivn, YAvKivy, YAwplovyo vatplo (PAETE Topdypapo
2 «To Jivi mepi€yet vaTplon), dtwdpikd yAwplovyo acPéctio, ToAvcopPikd 80, Taydpoppo
0&1k6 0D Kt EVEGIUO VOWP.

Epedavion tov Jivi ko mepreyopeva TS 6VGKELAGINS

To Jivi mopéyetor ®g KOVIG Kot SIHAVTNG Yo evéotpo dtdAvpa. H kdvig etvar Enpn kot Aevkn €mg
ehappag kitpvn. O dohdTng eivan dtowyég vypd. Metd v avachoTaoT To StdAvpa gival S10vYEG.
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Ké0e povi cuokevacio Jivi mepiéyet

. YUAAWVO QLOALS10 pE KOV

. TPOYELUGUEVT] GUPLYYO LE OLOADTN
. Eexopotd EuPoro

. TPOCAPUOYED PLAALDTIOV

. GLGKELT PAEPOKEVTNONC

To Jivi eivon S100€01110 GTIC CLOKEVAGIES TOV:

- 1 povn cuokevacio

- 1 moAramAr) cuokevacia pe 30 povég cuokevacieg
Mmropei va, unv KuKAOQPOpPOUV OAEG Ol GUGKEVAGIEC.

Karoyog Aderag Kvkhogopiag
Bayer AG

51368 Leverkusen

Teppovia

Hopackevactiig
Bayer AG
Kaiser-Wilhelm-Allee
51368 Leverkusen
I'eppavia
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T"o omoladnmote TANPOPOPIL GYETIKA LLE TO TOPOV PAPUOKEVTIKO TPOIOV, TAPUKAAEITTE VO
amevBouvbeite otov TomKd avimpdowmo Tov Katdyov g Adetog Kukhopopioc.

Belgié/Belgique/Belgien
Bayer SA-NV

Tél/Tel: +32-(0)2-535 63 11
bbarapus

baiiep bearapus EOO/]
Tem.: +359-(0)2 4247280
Ceska republika

Bayer s.r.0.

Tel: +420 266 101 111
Danmark

Bayer A/S

TIf: +45 45 23 50 00
Deutschland

Bayer Vital GmbH

Tel: +49 (0)214-30 513 48
Eesti

Bayer OU

Tel: +372 655 8565
E\rada

Bayer EAAGg ABEE
TnA: +30-210-61 87 500
Espaiia

Bayer Hispania S.L.

Tel: +34-93-495 65 00
France

Bayer HealthCare

Tél (N° vert): +33-(0)800 87 54 54
Hrvatska

Bayer d.o.o.

Tel: +385-(0)1-6599 900
Ireland

Bayer Limited

Tel: +353 1 216 3300
island

Icepharma hf.

Simi: +354 540 8000
Italia

Bayer S.p.A.

Tel: +39 02397 8 1
Kvnpog

NOVAGEM Limited
TnA: +357 22 48 38 58
Latvija

SIA Bayer

Tel: +371 67 84 55 63

Lietuva

UAB Bayer

Tel. +37 05 23 36 868
Luxembourg/Luxemburg

Bayer SA-NV

Tél/Tel: +32-(0)2-535 63 11
Magyarorszag

Bayer Hungaria KFT
Tel:+36 14 87-41 00
Malta

Alfred Gera and Sons Ltd.
Tel: +35 621 44 62 05
Nederland

Bayer B.V.

Tel: +31-23-799 1000
Norge

Bayer AS

TIf: +47 23 13 05 00
Osterreich

Bayer Austria Ges.m.b.H.
Tel: +43-(0)1-711 46-0
Polska

Bayer Sp. z 0.0.

Tel: +48 22 572 35 00
Portugal

Bayer Portugal, Lda.

Tel: +351 21 416 42 00
Romaénia

SC Bayer SRL

Tel: +40 21 529 59 00
Slovenija

Bayer d. o. o.

Tel: +386 (0)1 58 14 400
Slovenska republika
Bayer spol. s r.0.

Tel. +421 2 5921 31 11
Suomi/Finland

Bayer Oy

Puh/Tel: +358-20 785 21
Sverige

Bayer AB

Tel: +46 (0) 8 580 223 00
United Kingdom (Northern Ireland)
Bayer AG

Tel: +44-(0)118 206 3000

To wapdv @UAA0 00N YOV YpioNS avaOepPONKE Y10 TEAEVTAIO POPE GTIS

Aentopepeic TANpoeopieg Yo To pAPROKO avTd givar dtaféciec 610 d1KTLOKS TOTO Tov Evpmmaikod

Opyaviopot @apudxmv http:/ www.ema.europa.eu

Agntopgpeic 00Nyieg Y10 TNV AvacVGTOCT KOl yopiynon Tov Jivi
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Ba ypelooTeite TOATLIO GAKOOANS, emBEpaTa YALaS, EUTANCTPO KOl ALOCTOTIKN Tovic. AVTd To €10M
dev mepthapPdvovial 6T cuokevacia Tov Jivi.

1. [T\ Ovete ta y€pio oag KOAA XPTOLOTOIOVTAG GOTOUVL Kl (EGTO VEPO.

2. Kpatnorte éva kKAetotod glaAido kot exiong (o chptyyo HEGO GTO XEPLOL GOG Y10 VOL T
Oepudverte og pia dvern Beppokpacia (va unv vaepPaivel tovg 37°C).

3. ATOpOaKPOVETE TO TPOGTATEVTIKO TOUA OO TO PLaAidlo (A). Ekovmicte T0 / "h(}x_
EAOOTIKO TOUQ EIGYMDPNOTG 6TO PLOALS10 He Eva TOADTIO AAKOOANG Kol { E:;‘i\‘ R
OPNOTE TO MO0 EICYDPNOTNG VO, CTEYVMOGEL LLE TOV OEPA TPLV TN XPNON. J[:Qﬂ-__v_\l.r;r 3

(A3 A
) b
\\f%% A

4. TomoBetnote TO PLAAIdLO KOVEMS GE pia oTabepn], pUn oAcOnpn Il' ,f’ "
EMPAVELLL. AQPUPESTE TO YAPTIVO KAAVUUO atd TNV TAACTIKY 01K TOV ¢ ﬁ/
TPOGUPLOYEN PLOADIOV. MNV aPAIPECETE TOV TPOGUPLOYED GO TV b
mhooTik) 0nkn. Kpatdvtag tn 0Mkn Tpocappoyéa, tonobetote emdvo __AI_@ l,
oo TO PLOAIdI0 KOVENMS Kot TEGTE oTafepd TTpog ta kaTm (B). O | 7 }'I;_""*l ( B
TPOCUPLOYENS B0 KOVUTDOEL ETAVD GTO TMOLO. TOL PLoALdiov. Mnyv -

apapéoete T ONKn TPooapuoyEn 6To oNuEio aVTO.

5. Kpatnote v mpoygpicpévn copryya pe d1oAavtn opbua. Ildote 1o
poPdoetdéc EUPoro GUUPOVO, LLE TNV EIKOVO KO TPOGOPTNOTE TN pafdo
oTPEPOVTAG TNV oTalepd e TN QopPd TOV POAOYLOD UEGO GTO KOYALOTO

nopa ewoydpnong (C).

6. Kpatdvrog tn ovpryyo and Tov KOAVOPO, AT0GTAGTE TO TOUO TNG [y Ao |
ovpryyag and 1o dxpo (D). Mnv ayyilete to dKpo TNG GUPLYYAS LE TO XEPL S -r{'I
00G 1) OTOLONTTOTE AAAT EMLPAVELN. BE0TE TN GUPLYYO, KATH LEPOS YLl . o2
xpfion apyodtepa. VA

7. Topa apapéote Ko amoppiyte tn kN npocapuoyéa (E).

8. [Ipocaptiote TV TPOYEUGUEVT CUPLYYO GTOV KOYALDTO TPOGOPLOYEN
eloldiov otpépovtag e ™ @opd Tov poroylov (F).

9. Xopnynote tov StodvTn apyd, mélovtag to pafdoeldéc EpPoro mpog Ta

uéoa (G).

10. Ilepiotpéyre T0 PLOAIdI0 amodd péEypt va dtodvbel 6An 1 kovig (H). Mnv ' .’1_;},
avakveite To eloAidio. Befaiwbeite 611 1) KOVIG StoAvONKe EviEl®G. =
Hopatnpnote yuo va eEléyEete Ot1 dev vadpyovy couatiow 1 Bolepdmra e

TEPIEYOLV 0pOTA cOUATIOW 1| Elvar Borepd.

TPV YPNCOTOMGETE TO dtdAvua. Mnv ypnoionoteite StoAdUaTo, TOV C- J—>
- H
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11.

Kpathote To @iolidio 6poio méve amd Tov Tposapuoyéc erodiov kon ) | [=x o
ovpryya (I). I'epiote T oOpryya, tpapaviag to Euporo mpog ta EEm, apyd

kot pepo. Befarmbeite 0T 10 TANpEG TEPIEXOUEVO TOV PLOALSIOV Pl -+
petapépbnke otn ovpryya. Kpatiote ) ovpryya oe 6pbio BEon kot oo -
onp®&re 10 EpPoro péypt va aparpedel TANpmG 0 aépag amd T GVPLYYa. I \, 7

12.  Eopopudote (o oploototikn tovio 6to x€pt 6og.

13. KoaBopiote 10 onueio g éveong kot kobopiote To déppa.

14. Diefoxevinote ) PAEPA KO OTEPEDGTE TO GVOTNUO PAEPOKEVINGNC UE Eva EUTAACTPO.

15.  Kpatdvrag tov mpocappoyéa praidiov ot 0éom tov, apapéote _;\?3—1 g J
cLPLYYO OO TOV TPOCUPUOYEX PLOALSIOV (0 TPOCAPLOYENG TPETEL VAL A )
TOPOUEIVEL TPOGUPTNUEVOG GTO PLOAIdI0). ZUVOESTE TN GHPLYYA OTN al _Iﬂ
ocvokevn prefokévinong (J). Beforwbeite 011 dev eloépyeton aipa ot rﬁ : %@

/ - |
ovpryyo. oy
A S

16.  A@opé€ote TNV OYLOCTATIKN TOAVIa.

17.  Xopmynote pe éveon to dtddlvpa evooAefing yia 2 éog 5 Aemtd, Tpocéyovtag tn 6Eon g
Berovag. H tayvmto g éveong mpémet va Paciletal otny dveon oag, aAid dev Tpémel va
elvar ypnyopotepn and 2,5 ml avd Aento.

18.  Edv amaiteiton emmhéov 860, Yp1CILOTOMGTE Lo vEa cOpLyyo pe KOVL Tov €XEL
avacvoTodEl OTMC TEPLYPAPETAL TOPUTAV®.

19.  Edv dev ararteiton emmAéov 360N, apalpécTe Tr GUGKELT PAEPOKEVINGNG Kot TN cVPLYYa.
Kpatnote éva enifepa oQiktd mdve oto onueio g £veong e tov Ppoyiovo TpoTeETAUEVO Y1
nepimov 2 Aemtd. Télog, epapudote Evay UKPO ETIOEGUO LE LIKPN TTECT) GTO GMUEID TNG
éveonc kot deite edv ivarl amapaitnto Eva EUTANCTPO.

20.  Zvviotdrol ke popd mov ypnoLonoleite o Jivi va onuEIdVETE TO OVOO KOOMS Kal TOV
apOpd Toptidog ToL TPOIOVTOC.

21.  Mnyv netdte QAPLOKO GTO VEPD TNG AMOYETELGNG 1] OTA OKLAKE amoppippoto. Potiote tov

(OPLLOKOTTOLO 1] TOV YIOTPO GOG YO TO TAC VO TETAEETE TA PAPUOAKO, TTOV EV YPTCULOTOLETE
mao. Avtd ta pétpa o fondnocovy oty Tpoctacic Tov TEPPAALOVTOG.
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