IHAPAPTHMA 1

HNEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Jivi 250 U xo6vig ko 810A0N G Yo evéotipo dtdlvpa
Jivi 500 IU x6vig kot 810A0TNG Yo evéotipo dtdlvpa
Jivi 1000 IU k6vig Ko S1oA0Tng yio EVEGILO S1dALUL
Jivi 2000 IU kovig Kot StoddTng yio evésipo didAvpa
Jivi 3000 IU k6vig Kot Stod0Tng yio evésipo didAvpa
Jivi 4000 IU kovig Kot S1od0Tng yio EVEGILO S1dALUL

2. IOIOTIKH KAI TIOXOTIKH XYNO®EXH

Jivi 250 U xévig ko d10A0t¢ yuo evéotio didlvpa
Metd TV avacveTaon LE TOV TapeYOUEVO daADTY, éva ml Stoddpatog tepiéyet mepinov 100 TU
(250 1U/2,5 ml) avOpomivov mapdyovta méng VI, damoctocog alfa pegol.

Jivi 500 IU xévig ko d10A0tNG yuo evéotpo dtdlvpa
Metd v avachoTaon UE TOV TopEYOUEVO SOADTN, éva, ml dtodvpartog mepiéyel mepimov 200 TU
(500 1U/2,5 ml) avOpomivov mapdyovta méng VI, damoctocog alfa pegol.

Jivi 1000 IU k6vig ko dtoAdtng yio EVEGLIO dtdAva
Metd v avachoTaon UE TOV TopeYOUEVO SN, éva ml dtodvpartog mepiéyel mepimov 400 TU
(1.000 1U/2,5 ml) avBpdmivov mapdyovta méng VIII, damoctocog alfa pegol.

Jivi 2000 IU k6vig kot dtoAdtng yio EVEGLIO dtdAva
Metd v avachoTaon UE TOV TopEYOUEVO SOADTN, éva, ml dtodvpartog mepi€yet mepimov 800 TU
(2.000 1U/2,5 ml) avBpdmvov mapdyovta mEng VI, damoctocog alfa pegol.

Jivi 3000 IU xévig kot StoAdTng yiao evEGLo dtdAvuo
Metd v avoachoToon He ToV TapeyOrevo d1aAi0Tn, £va ml dtoddpatog mepiéyet nepimov 1.200 IU
(3.000 1U/2,5 ml) avBpdmvov mapdyovta mEng VIII, damoctocog alfa pegol.

Jivi 4000 TU kovic kot S1oA0Tne yio evEoiuo didhvuo
Meté v avoachoToon He ToV TapeyOrevo d1aA0Tn, £va ml dStoddpatog mepéyet nepimov 800 TU
(4.000 1U/5 ml) avOpaomivov mapdyovta miéng VIII, damoctocog alfa pegol.

H dpoaotikdtnta ot debveic povadeg (IU) mpocdiopiletar ypnotonoidvTag xpouoyovikd EAeYX0 TG
Evponaikng @oppoxomrotiog.
H &101kn dpaoctikdtnTe Tov Jivi givar mepimov 10.000 IU/mg mpwteivig.

H dpaotikn ovoia, damoctocog alfa pegol, eivan évag meykvlMmpévog o €101kn Béom
avacvvdvacuévog avlpamivog Tapdyovroc méng VI ue dwoyeypopupévn t B-meproyn, mopayouevog
o€ Bpepucd veppika kottapa kpikntov (BHK), pe éva tunpa dtoxkiadiopuévne moivaifuoievoylokoing
v 60 kDa (600 PEG twv 30 kDa). To poprakd Bapog tng mpmteivng eivon mepimov 234 kDa.

To Jivi mopdyetor yopic tnv Tpochnkn tpwteivig avlpmmvng 1 {oikng tpoélevong ot dtadtkacio
KUTTOPIKNG KAAALEPYELOG, OTNV KAOBOPON, OTNV TEYKVAIDGT 1] GTO TEAKO 1010GKEVAGLA.

"Exdoy0 ue yvootn 6pbon:

Kabe ml evéoyov drodvpatog nepiéyet 0,08 mg moivcsopPikod 80 (E 433).

INa tov T pn KaTdAoyo Tev exdoywv, BA. Tapdypago 6.1.



3. DOAPMAKOTEXNIKH MOP®H
Kovig kot dtoA0Tng yio evésiLo SidAvpa.
Kovig: oteped, Aevkn émg ehappdg KiTpivn.
AwAdTNG: dravyég Stivpa.

4. KAINIKEX TIAHPO®OPIEXZ

4.1 OgpamevTiKEG EVOEILELg

Oepomeio Kot TPOPOAAEN AUOPPAYIDV O 0oOEVELG IOV glyov Tponyovuévmg vToPANBel o Oepameio
niwiog > 7 et@v pe opoppogiiia A (ovyyevig EAdetyn mapdyovta VIII).

4.2 Aocoioyio kol TpoOTOG YOPNYNONS
H Oepaneio mpémel va etvar vd v enifreyn wrpov, Eumeipov ot Bepomeio TG apoppoPiiiog.

[MapaxorovOnomn Bepomeiog

Koazd ™ dudpketa g Oepaneiog, cuvioTtdTol 0 KATAAANA0G TPOGIOPIGHOS TV EMMESWMY TOV
mapdyovta VII yia vo emPePormbel 611 Exovv enttevybei enapin eninedo FVIIL H avrondkpion kabe
pepovouévov aobevoug otov mapdyovta VI uropei va dapépet, kot umopel va mapatnpndodv
Spopetikol ypovor nuicetog Long Kot dtapopetikég avaktnoels. H d6on Pacel copaticod Bapovg
uropel va amattel Tpocappoyn og vrépPapovg acbeveic. [dwaitepa oty nepintwon pelovov
YEWPOLPYIKDOV ETEUPACEDVY givol amapaitnt 1 akpiPng tapakoiovdnen g Oepameiog
VIOKATAGTOCTG LECH TNG ovaAvang tng TéENg (dpactikdtra tov mapdyovta VII oto mAdopa).

Orav ypnoponotgiton in vitro dokipacio TéENG evog otadiov e fdorn tov evepyomoinuévo ypovo
uepknc Opopporractivng (aPTT) yia tov Tpocsdiopioud g dpactikdtntag Tov Topdyovto VIII o
detypata aiporog aclevov, Ta amoteAéouata g opacTikoTnTag ToL Tapdyovta VIII oto mAdopa
UTOPOvV VO, EXNPENGTOVY CNUAVTIKA TOGO 0td ToV TOTO ToL avTdpactnpiov aPTT 660 kot amd to
TPOTVLTIO AVOPOPAS TOV YPTCLULOTOIEITOL GTT SOKILOGT, TPAYUE TOV UTOPEL VL 00N YN GEL GTNV
VTEPEKTIHNON 1 GTNV VIOEKTIUN G TG dpaotikotnTag Tov Tapdyovta VI Oa npémetl va onpeiwbel
OTL VITAPYOVY CNUOVTIKEG OMOKAIGELG HETAED TV ATOTELECUATOV TG dOKILACING TOL AopPavovTol
Ao €01KE OVTIOPAUCTNPLO TTOL ¥PNCILOTOOVVTAL 6T doKIpacio THENG evog otadiov pe Baon tov
aPTT ka1 otov ypmpoyovikd Ereyyo. Avto gival onuoviikd Kotd Ty mapakoiovdnen g
dpactikdtrag mapdyovta VIII tov Jivi, kKabdg kot Katd tnv oddayr| epyactnpiov 1/kon
AVTIOPACTNPI®V TOL YPNCUYOTOOVVTAL GTT OOKIHOGIN. AVTO IGYVEL ETIONG VIO TA TPOIOVTQ
Tpomomotnpévov mapdyovto VIII pokpdg dpdcnc.

Ta epyacTplo TOV GKOTEVOVY VO LETPOLV T1] SPASTIKOTNTA TOL Jivi Ba mpénet va eAEyyouV Tig
dradkaoisg Tovg o axpifeta. Mio pelétn mediov kotédeite 6T 1 dpactikdtnTa Tapdyovta VIII tov
Jivi umopei va petpnbei pe axpifeio oto TAGGUO e TN YPNON EITE L0 EMIKVPOUEVNC SOKIHOGTOG pE
ypopoyovo vrootpmpa (CS) eite piag doxipaciog méng evog otadiov (OS) xp1OILOTOIOVTOG EIOIKE
avtdpaoctipe. [a to Jivi, opiopéveg dokipacieg evog otadiov pe faon to woupito (n.y. APTT-SP,
STA-PTT) evdéyetar vo vroektiumoovy ) dpactnpiotra mapdyovta VI tov Jivi og delypata
TAACUATOG" OPLGUEVE OVTIOPACTNPLO, TT.Y. LE EVEPYOTTONTEG e BACT KOOATVT £x0VV TN duvaToOTNTO
Y10 VIEPEKTIUNON.

H xhwuc enidpaon tov mapdyovto VIII givat to wo onpavtikd otorygio oty aloldoynon e
ATOTELEGUATIKOTNTOG TG Oepaneiag. Mropel va gival amapaitnn 1 TPOcAPUOYN TNG OTOUIKNG
docoioyiog og eninedo acOevoic TPOKEWEVOL VO, ETTELYHOVV TKOVOTOMTIKA KAVIKA ATOTEAEGHLOTAL.
Edv n vmoAoyiopuévn doom dev emitvyel to. avapevopeva enineda mapdyovta VI 7 edv ) apoppoyio
dev eAEYYETOL LETA TN XOPTYNOT TG LITOAOYIoUEVNC d0oMG, Oa Tpémetl va mbavoloyeitar 1| Topovacio
KLKAOQOPOHVTOC avacToAén Tov tapdyovia VI 1 aviicopdtov avii-PEG otov acBevn (PA.
mopaypapo 4.4).



Aocoloyia

H 8601 kou 1 didpketo g Bepamneiog vrokoaTdcoTaong eEapTaTon amd Tn coPapdtrTa TG EAAELYNG TOV
nmapdyovta VI, and t 6£om kot v €ktaom g apoppayiog, KaBmg Kot amd TV KAVIKY Katdotaon
Tov acBevoic.

O ap1Bpog Tv povadmv tov yopnyovuevov tapdayovto VI ekppaletor oe Aebveic Movadeg (IU), ot
omoieg oyetiCovtar pe to 1oybov mpdtumo cvumvkvepa Tov [I0Y ya npoidvia Tov mapdyovta VIII. H
dpaoctikdtnra tov mapdyovia VIII oto mhdopa ekppaletar gite mg T06061o (08 GYEGN LE TO
@LO10A0YIKO avBpmmvo TAdoNa) eite katd mpotiunom og IU (oe oxéon pe éva Aebvég [Ipotumo ya
tov mapdyovta VIII oto TAdoua).

Mia IU dpaoctikotntog tov mapdyovta VI eivar 1codOvaun pe gkeivn Ty mocdTTo TV
napdyovta VII og éva ml pucioroyikol avOpmrivov TAGGHOTOC.

Ocporeio katr' exikinon

O vroAoyiopdg g amattodpevng 66omg Tov mapdyovta VIII Pacileton oto gpmepucd vpnpa 6Tt 1 TU
napdyovta VII avd kg Bapovg cdpatog avédvetl T dpactikotnta tov tapdyovta VIII tov mhdopotog
katd 1,5 — 2,5 % g euo1o0AoyiKng dpacTIKOTNTOC.

H amottodpevn 6601 tov Jivi Tpocdiopiletarl pnoUoTOIOVTAG TOV TOPOKATD TOTO:

Amartovpeveg povadeg = Bapog capartog (kg) x emBountn avénon mapdayovta VII (% v [U/dD) x
avtioTpoo ¢ mapatnpnbeicoc avdrkmonc (oni. 0,5 yia avaktnon 2,0 %).

H mocotta mov mpémet va yopnynbei Kot 1 cuyvotnta yopnynong Oa npénel mavto va
TPOCAVATOALOVTOL OTIV KAVIKY|] OTOTELECUATIKOTITO TTOL OaLTELTOL Y10, TO KAOe pepovopuévo
MEPLOTATIKO.

2V TEPInTOOoN TV 0KOAOLOWOY ALOPPAYIKOV ETEIGOJIMV, 1| dpacTikdTTa ToL Tapdyovta VI dev
0o pémel va pelmBel kdto amd To dedopéVo Eninedo dPAGTIKOTNTOG 6TO TAGGHA (EKPPAGUEVO O Yo
NG PUGLOAOYIKTG TIUNG) OTO aVTioTOL(O XPoviKo ddotnua. O akdiovbog mivakas propel va
yxpnooron el mg odnydg 60GoA0YI0G OE AUOPPAYIKA ETEIGOOLO KOl XEWPOVPYIKT| ETEUPOCT:



Iivaxog 1: Oony6c 606010Yi0S GE GLUOPPAYLKE ETELGCOOLN KL YEPOVPYIKT) EXEpPaon

BaOpég arpoppayiag/Tomog Anartodpevo Yoyvotnrta d6cemv (Opec)/ Adpkera
YEPOVPYIKNG emEPPaocng EMITEDO Ocpaneioc (Mpépec)
napdayovro VIII
(%) AU/d])
Awoppayio
[pdiun apoppayio oTig Enavorapete v éveon kabe 24 — 48 dpec.
apBpwoelg, apoppayio otovg | 20 —40 TovAdyiotov eni 1 nuépa, £0¢ 6TOL TO
poeg N opoppayio 6To oTOUN ALLOPPAYIKO ETELGO10, OTWOC TPOGdlopileTal
amo tov movo, e€arerpBel N} emrevyOei
EMOVAMON
[Two extetapévn apoppoaryio Eravolapete v éveon ke 24 — 48 dpec
oTig apBpmacelg, apoppayia 30— 60 v 3 pe 4 nuépeg 1 TEPLGGOTEPO PEYPL VAL
GTOVG UVEG N OLLULOTAOLLOTOL OVTILETOTIOTOVV 0 TOVOG Kot 1 o&eia
OVIKOVOTNTO.
Amerntikéc yio n Con
Ayloppayieg 60— 100 Enavoiapete v éveon kabe 8 pe 24 dpeg
uéypt va eEarelpel o xivéuvoc,.
Xelpovpyikn enéufoon
"Hooovog onpoaciog Kd&Be 24 mpeg, yio tovrhdyiotov 1 nuépa,
YEPOLPYIKN EXEUPON 30-60 péxpt va emttevydel emodAmON.
CUUTEPTAOUPAVOUEVIC TNG
eEaymyng dovtion
Meilovog onuaciog Emavolapete ™ doom kdbe 12 — 24 dpeg
YEPOVPYIKTY enéufaon 80 —100 (’fPO‘ UEYPL TNV ETOPKT ETOVAMGT THG TANYNG,
EYXELPTTIRC KoL Katoémy Oepomeio Yo TOLAGYIGTOV 7 aKOUo
HETEYYEPNTIKO, NUEPES Y10 VO SLALTNPNOETE T SPAGTIKOTN T
) tov mapayovrto, VIII og 30-60% (IU/dI).
Lpopdloén

Oheg 01 BepamevTiKég AMOQAGELS, Y10 TNV OVAYVMPLOT] TOV KOTOAANA®V GYNUATOV TPOPUANKTIKNG
ayoyns, 0o Tpénel va Aappdvovo pe yvopova v KAk Kpion pe fdon ta wwitepa
YOPOKTNPLOTIKA TOL 0c0eVODG Kot TNV avtamdkpion ot Oepaneia. [Ipocapproyés tov d66E®V Kot TV
dloTnpaTeV Yopynons Hropovv va eEgtactobv Le Bdaor ta emineda tov topdyovta VIII mov &xovv
emtevyBel kot TV aTopIKn apoppayikn téon. o tepiocdtepeg Aemtopépeieg, PA.

mapaypdeovg 4.4 kot 5.1.

Evilixec kan épnfor nlixiog 12 €tcdv kar dvw

H d60m eivar 45 — 60 IU/kg kdOe 5 nuépec.

Me Baon ta KAVIKA yopoakTtnploTtikd Tov acbevoic,  06on umopel emiong va eivon 60 TU/kg kdOe
7 nuépec 1 30 — 40 IU/kg 600 @opég tnv efdopdda. (PA. mapaypdeovg 5.1 kat 5.2).

Houdia nhixiog 7 éwg < 12 etwv
H d60m givar 40 - 60 [U/kg 600 popég v efdouada (BA. mapaypdpovg 5.1 kot 5.2).
H ocvvietdpevn d6om évapéng sivor 60 1U/kg dvo gopéc v gfdoudda.

TMo vrépPapovg acbeveig, N néylot d6omM avd £veon yia TPoeLAALT dev TPENEL va gival VYNAOTEPT
and mepinov 6.000 IU.

Ewwot tAinbvopoi




Houdrazpixog minBvouog

To Jivi dev gvdeixvutan o€ acbeveic mov dev Eyovv voPAndel oe Tponyoduevn Bepaneio Kol ce
acBeveic nAkiog KAT® TV 7 ETOV.

Eonpixog mAnBoouog

H docoloyia tng kot enikAnon kat g mpoeuiaktikng Oepaneiog oe eprfovg acbeveic elvar n 101
0TS Yoo eViMKEG acBeveic.

Hlixiwouévor
Yrapyer mepropiopévn epmneipia og acbeveic niikiog > 65 etdv.

Tpoémog yopnynong

To Jivi mpoopiletar yio evOo@AEPLa xp1 oM.
To Jivi Oa mpémet va, evietor evooeAePimg yio ypovikn mepiodo 2 £ng S5 AeTT®V ovIAOYQ UE TOV
GLVOAIKO O0YKo. O puBudg yopnynong Ba npémet va kabopiletar amd Tov Pabud dveong Tov aobevovg

(péyrotog pubuog éveong: 2,5 ml/min).

Mo 0dnyieg oYETIKA UE TNV AVOGVGTOCT] TOV QUPUAKEVTIKOD TPOIOVTOG TPV atd TN Yopnynon, PA.
TAPAYPOPO 6.6 Kot TO GUALO 0ONYIDV XPTOTS.

4.3 Avtevosigelg

YrepevoioOnoio 6tn dpactikni ovsia 1) 68 KATolo and Ta £K60) TOV AVOPEPOVTOL GTNV
Topaypapo 6.1.

I'vootég aAlepyikég avTdpAoELg € TPAOTEIVEG TOVTIIKOL 1| KPLKNTOV.
4.4 E101kég TPOEIOOTOUNGELS KUL TPOPVAGEELS KATE TN (piom

IyynAacotnTa

[pokewévou va PeATiobdel n yrvnAaottdmta Tov PIOAOYIKOV QOPUOKEVTIKOY TPOTOVTIWMYV, TO OVOLLO
Kol 0 aplOpog TOPTIOOS TOL YOPTYOVLEVOD POPUAKOL TPETEL VO KATAYPAPETOL LIE COPTVEL.

YrepevarcsOnocio

Avtidpacelg vrepevarcinciog tomov adiepyiag eivor mBavég pe 1o Jivi. To papuokenTikd Tpoiov
Umopel va TEPLEYEL TvN TPOTEIVOV TOVTIKOD 1 Kpikntov. Ot avidpdoelc vrepsvaicnociag o
uropovcay emiong va oyetiCoviat pe aviioopota Evavtt g PEG (BA. mopdypapo Avocoroyikn
amdvinon otnv moAvaduievoylvkoin (PEG)). Av epgavictodv cuuntopato vrepevaicinciog, ol
acOeveic O Tpémel va eviueP®@VOVTOL OTL TPETEL VO, SLUKOWYOLV OUECMS TN YPNON TOL PUPUOKEVTIKOD
TPOTOVTOG KOl VO EMKOVOVIGOVY LE TOV Y1ortpd Toug. Ot aoBeveic Oa mpémel va evnuepm@vOVTaL Yo, TO,
PO onueio avtidpdoewy vrepevaicinoiog mov TephapPivouy KvidmoT, YEVIKELHEVT] KVIO®ON
(ovptikdpia), aicOnua cOGPIENG oTov DdpoKa, CLPLYHO, VTTOTOCT Kol avoELANEIC. ZVUTTOUATIKY
Oepameia yio v vepevacOncia Oa Tpémel va yopnysitar avdioyo pe v TepinTmo. X TepinTtmon
avaeuia&iog 1 kotamAnéiog, Oo Tpémel va epapuolovTal Ta TPEXOVTO WTPLKE TPOTLTO Y10, TN
Oepaneia.



Avaocrtoleic

O oyMUoTIo oG EE0VOETEPOTIKAOV AVTICOUATOV (avacTolémV) EvavTt Tov mapdyovta VIII, eivor o
YVOOTY| ETUTAOKT OTNV OVTIETOTION acOevdv e alpoppo@iria A. Avtoi ol avacTtoAei eival cuvinwg
avocooatpiveg IgG mov KatevBhvovial evaviov TG TPOTNKTIKNG SPAGTIKOTN TS TOV

mapdyovta VII kot mov ekppalovion tocotikd o Movadec Bethesda (BU) ava ml midopatog, pe
¥PNoN TG TpoTomolnuévng dtadikaciog Bethesda. O kivdvuvog avdmtuéng avactorémv cuoyetiletan pe
1 coPapdtnra g vocov, kabdg kat v £kBeon otov mapdyovta VIII, 6nov o kivduvog givan
vynAdTEPOG péca otig Tpdteg S0 nuépeg ékBeong (ED) adhd cuveyileton kab' 6An ) didpkea tng
Cong, av Kat 0 Kivduvog eivat 6xL cuyvog. Zravimg, UTopel va, avortuy0oby oVOGTOAEIS LETA TIG
wpmteg S0 nuépeg €xbeong.

H xAwuc onpocio g avdrtuéng avactorémv Ba e&optndel and Tov TiTAO TOL OVAGTOAE, LE TOVG
YOUNAOD TITAOV VO GLUVIGTOVV YOUNAOTEPO KIVOLVO Y10 AVETAPKT KAVIKT OVTUTOKPIOT| 0O TOVG
avaoToAelc LYNAOD TiTAOL.

I'evikd, 6A01 o1 aobeveic mov AapPdavovy Bepameia e TpoidvTa mov TepLEyovy mapdyovto méng VIII
TPENEL VO, TAPOKOAOLOOVLVTAL TPOGEKTIKA Y10l TNV AVATTLEN OVOCTOAE®V e KATOAANAES KAVIKES
TOPOTNPTCELS KO EPYUCTNPLOKES OOKIULAGIEG.

Edv dev emttevyBovv ta avapevouevo eninedo dpactikdTntag Tov mapdyovia VI oto mhdoua 1 €dv n
apoppayio dev eAEyYETAL LE XOPTYNOT TG KOTAAANANG dOGNG, TPEMEL va. yivel pio doKLUaGio DGTE Vo
TPOGdOPLoTEL €V VILAPYEL Evag avaoToléag Tov Topdyovto VIIL Xe acOeveic pe vynAd enimeda
avaotoréa, 1 Oepaneio pe mapdyovtoa VIII pmopel va unv givar omoteheopatikn Kot 0o mpémetl va
ANoeBovy vdym dAdreg Bepamevtikéc emhoyés. H aviypetodnion autdv tov achevav o mpénet va
KkaBodnyeitor amd 1Tpovs Tov dubétovy eumelpio otV EPOVTIdA TNG ULOPPOPIAING KOt GE
avaoTtoAeic Tov mapdyovrta VIIIL

Avocoloyikn amdvinon otnv rolvatfvievoyiAvkoin (PEG)

Mia, KAVIKT 0voGOoA0YIKY amdvTnoT wov cuoyetileton pe avitodpota avil-PEG, 1 onoio exdniovetot
¢ cVUTTONATO 0&elag VTEpEVALGONGioG /KoL ATMOAELD TNG EMIOPACN S TOV PAPUAKOV, EYEL
napatnpn el Kuping evioc Tmv Tpdtev 4 nuepmv ékbeonc. Xaunid enineda FVII petd v éveon,
eni amovaciog aviyvevolumv avactoréwv FVIIL, vrodeicvoovy 0Tt 1) andAEL TG EXIOPOCTC TOV
eoppaxov gtval mbavo va opeidetar og avticopata avil-PEG: otic mepumtdoeig avtéc, To Jivi fa
npénel va. Staxomel kot o1 acbeveig va aAhdEovv og éva mpoidv FVII mov Tav mponyovpévmg
QTTOTEAEGLATIKO.

e mepinton KAMVIKNG VITOWiNG Am®AELNS TOV OEpaTEVTIKOD OTOTEAEGLOTOC, CLUVIGTATOL EAEYYOG V10!
avaoTtoieic Tov mapdyovta VII kot avdkmmon tov mapdyovto VIIL

"Eyel mapatnpnei onuovtikn peimwon otov kivovvo avocoroyikng andvinong oty PEG pe v
avéavopevn nhkia. Avtn n enidpacn propei va oyetileton pe po avartuélokn Letafoin oy
avocio Kot, oV Kot ivat SOeKoA Vo, KaBoploTel Eva capég NAIKIOKS Op1o Yo T UETABOAT GTOV
Kivduvo, auTo To PoVOUEVO ERPOVILETOL KUPIMG 08 TONd1d PIKPTG NAKIOG [LE OLOPPOPIALCL.

O1 GUVETELEG TVLYOV BLVNTIKOV KIVOOVOV, Yo Tovg emnpealopevoug acbeveic pe avtidpaon
vrepevatcnciog ot TEYKLAIOUEVEC TPOTEIVES, eivan dyvmoteg. Ta dedopéva delyvouv 4Tl 6TOVG
ennpealopevovg acbeveig, petd ™ drokomn Tov Jivi, ta aviicopata IgM avti-PEG peiddnkav wg
TPOG TOV TITAO KOl KATEGTNOAV U OVIYVEDGIUA, LLE TNV TEP0S0 TOV ¥pdvov. Aev mapotnpnonke
SLOGTAVPOVUEVT] OVTIOPAGTIKOTNTA TV avTicoudtov IgM avti-PEG pe dlha un tporomomuéva
npoiovta FVIIL Olot o1 acbeveig umopecay vo avTileTOmotovy pe emtuyio pe ta npoidvta FVII
OV AGUPOvVAY TPOTYOLUEVAC.

AOY® TG TOPOSIKNG PVONE KVTHG TNG AVOGOAOYIKTG amdvinong Kot ¢ e€apdviong tov IgM
avti-PEG avticoudtov evidc 4-6 gfdopdadmv, umopei va eEetaotel To EVOEXOUEVO ETAVEVOPENC TNG
Oepaneiog pe Jivi, edv n avaktnon kavovikonomBel (PA. mapdypapo 4.2). Ot acbeveig mpémet va
mapoKoAovLBovVTOL Yo AVAKTNOT KOTA TV emavévapén e Bepameiog.



Meuopévn tpocavéntikn avaktnon tapdyovra VIII

Mo puepn| peimon g avaktnong (avdaxtnon nepimov 1 IU/d] avd [U/kg) petd tnv évapén g
Bepaneiog mapoatnprOnke kot propet va opeileTon og Tapodikd youniov tithov IgM avti-PEG
avTIcOpoTO Kupimg ota madld. H petopévn mpocavéntikn avaktnon 8o uropodce evoeyopévag va
GUGYETIOTEL UE PEIOUEVT OTTOTEAEGILOTIKOTITO KOTA TN SIGPKELN OVTHG TNG (POVIKNG

TEPLOOOV. LVVIGTATAL 1] TOPAKOAOVON GO TV TASATPIKOV 0cBevdV, cupmephapavopévng g
mapoKorovOnong g dpactikdtnrag tov topdyovta VIII petd m dd6on. Eav pia opoppayio dev
EAEYYETOL LIE T GUVICTAOUEVN SOCT] KON T OVOUEVOUEVA ETITEDD OPOCTIKOTNTAG TOVL TTapdyovto VIII
dev emruyyavovrol amovoia avactoréwv FVIIL efetdote to evieyopevo mpocapuoyne g 60omg, g
GLYVOTNTOG YOPTYNONS 1 SIKOTNG TOV TPOIOVTOG.

Kapduyysiokd coupauoto.

e aoBeveig pe VITAPYOVTEG KAPSLOYYELNKOVG TOPAYOVTES Kvdvvov, 1| Bepameio vToKatdoTaong
pe FVIII umopei va ovénoet tov Kapdiayyeioko Kivouvo.

Emunmloxéc oyetilouevec ue kobetnpo

Edv amarteitan cuokevn kevipikng eAefikng tpdcPacne (CVAD), Oa mpémetl va e&etaletan o kivouvog
emmhokmv oyetilopevov pe CVAD coureptiapfovopévav Tomikdv Aotudéemv, Baktnploutpiog Kot
Opoupwong oto onueio Tov KabeTpa.

Houdrotpikdc TAnbvopudc

O1 Topatiféueveg TPOEIBOTONGELS Ko TPOPLAGEEIS EPapUOlOVTOL GTOVE EVIAIKEG, GTOVE EPTPOVG Kol
ot Toudld NAkiog 7 émg < 12 gtmv.

To Jivi dev gvdeikvuton o acBeveic niciog < 7 etdv kKot og acBeveig mov dev £xovv vroPandet o
wponyovuevn Bepamneia.

[TAnpopopisc oystikd pe to EKO0yo

Naizpio
AvT0 T0 POPUAKEVTIKO TPOTIOV TTEPLEYEL AydTEPO amd 1 mmol vatpiov (23 mg) avd d6om, ivor ovtd
mov ovopdlovue «ehevbepo vatpiovm.

THolvoopfixo 80 (E 433)
Av10 10 PapprakeLTIKd TPoidv TeptEyet 0,2 mg molvcopPikov 80 avd @loAidlo Tov
250/500/1.000/2.000/3.000 IU kot 0,4 mg molvcopPikov 80 avd groridto tov 4.000 U mov

teodvvopovy pe 0,08 mg/ml evécipov dwdvuatog. To moAvcopPikd umopel va Tpokarécovy
OAAAEPYIKEG OVTIOPAGELS.

4.5 AlMmiemopdocseig pe iAo QUPRIKEVTIKA TPOTOVTO KoL GAAES pop@Eg alinieniopaong

Agv &govv avapepbel aAAnAemidpacelg Tpoidovimv avlpamvov tapdyovia méng VI (tDNA) pe
GAAD POPLLOKEVTIKA TPOTOVTOL.

4.6 Tovipétra, kOMoN KM yorovyio

Konon kot Oniaoudc

Agv &povv die€aybel pehétec oyetikd pe v enidpaomn tov mapdyovta VI oty avarapoywyn tov
{dwv. Aedouévng TG GTAVING ELLPAVIGNC ULUOPPOPIAIG A o€ yuvaikeg, OV LITAPYEL EUTEPiI0 OGOV
a@opd otn ypnon tov mapdyovia VIII katd ) didpkeio T €yKupochvng Kot Tov OnAacuod.
Yuvenmg, o mopayovrag VIII Oa wpémet va yopnyeitan katd tn S14pKELD TG EYKLHOGUVNG KOl TOVL
OnAacpov uoévo 6tav vIdpyel caeng EvOeiEn.



Tovomnta

2T1¢ LEAETEG CLUGTNUOTIKNG TOEIKOTNTOG ETOVAAAUPOVOUEVOV dOGEDMV GE 0POLPAIOVG KOl KOLVEALD JE
to Jivi, dev mapatnpnOnkav emdpacels oYeTIKES e T Bepameio oTa AVATOPAY®YIKE OpYOvVa TOV
apoevikov (owv (BA. tapdypago 5.3). H enidpacn ot yovipdtnta otoug avBpmdmoug eivat ayvoo.
4.7 Emodpaoeig 6TV IKOVOTNTA 001]Y1|61S KL (ELPLOLOD PNy OvI|LATOV

To Jivi dev €xet kapio exidpacn GtV IKAVOTITA 0dNYNONG KAl YEPIGUOD UNYOVIULATOV.

4.8 AvemOOunteg evépyereg

[IepiAnymn 1oV TPOQIA 0COAAELNG

YrepevoioOnoio 1| aAlepyikéc avidpdoels (mov prmopet va cvumeptiappdvovy ayyelooidnpuo, aicOnuo
KaHGOL Kol VOYUOD GTo onueio g Eveong, piyn, £Eaym, YEVIKEDUEVT KVIO®GT, KEQOAXAYiN, KVIO®MTIKO
eEavOnua, vdtaon, Andapyo, vavtio, avnovyia, Toyvkapdio, cei&ipo oto otboc, pLovdacua, EUETO,
ovptypd) Exovv mapatnpnBel kot oe pepikés Teputdoelg pmopel va eEglyBodv oe coPfapn
avaguiaéio (cvumepthappavopuévng kotomAnéiog).

Mmnopel va epeavietel avantuén eE0VOETEPOTIKMOV AVTICOUATOV (OVACTOAE®V) o€ 0oOEVELS e
alpoppoirio A wov giyav vrofAnOel o Oepameia pe mapdyovra VI, coprepropufavopévon tov Jivi
(BA. mapdypoeo 5.1). Edv epeavietovy ovtod Tov TOToL 01 0vaeTOAElS, 1| KoTdoTtaon Bo ekdniwmbei
MG AVETOPKNG KAVIKT AVTOTOKPLOT). X TETOLEG MEPMTMOGELS, GUVICTATAL 1) EXAPY| LE £VOL EWOIKEVUEVO
ALPLOPPOPIMKS KEVTPO.

O1 710 GLUYVE avaPEPOUEVEG AVETIOOUNTES EVEPYELEC OTIG KAMVIKEG PEAETEC G acbevelg mov elyav
mponyovpévwg vtoPAandet oe Bepamneio (PTPs) rav kepaiaiyia, Pryog Kot Topesia.

KatdAoyoc avemBOUnToV EVEPYELDV GE LLOPQON TIVOKO,

"Eva 6voro 256 acBevav amotélece Tov mAnbuoud acedielog and 4 Poaoikég peréteg @aong I won 11
(pio perém edong I ko 3 pueréteg paong 1), 148 EpnPor/eviikeg kot 108 mardiatpikoi acOeveic
niwiog < 12 gtddv.

O péoog apBpog nuepav ékbeong oto Jivi ava acBevi firav 195 (min-max: 1 — 698) yio GAoVG ToVC
acOeveic 6TIg KMVIKEG HEAETEC.

YUVOAIKA, og OAEG TIC pEAETEG, 75 aobeveig, 39 ex TV omoiwv nAkiag kdto TV 12 1MV,
mapoTnpiOnkay yio dtdpketo Oepomeiog dvo tov 5 etdv. BA. mapdypoaeo 5.1 yio tpdcodeteg
AEMTOUEPELEG GYETIKA UE TIG KMVIKEG UEAETEC,

O zivaxog mov TapovctdleTol TapaKdT® eivol cOLP®VA e TNV TASVOUNGT 0V 0OPYOVIKO GOGTI LN
katd MedDRA (katnyopio/opyavikd cOHGTNHO KOl ETITEDO TPOTIUMUEVOL Opov). Ot cuyvdtnTeS £Y0VV
a&loloynfet coppova pe Tov akdiovbo kavova: Tohd cuyvég (= 1/10), cuyvég (= 1/100 émg < 1/10),
oyt ovyvég (= 1/1.000 émg < 1/100), omdavieg (= 1/10.000 émg < 1/1.000), ToAd ordvies (< 1/10.000).
Evtoc¢ kabe katnyopiog cuyvotnTog EUQAvVIoNS, ol avemBiunteg evépyeleg mopatifevral katd
oBivovca celpd cofapdtnrtag.



Iivakoeg 2: XvyvotnTa avemOOunTmy evepyELOY TOV QUPNAKOV GTLS KAIVIKES HEAETES

Koatnyopia/opyoaviké cootnpe coppovae | AvemOopntes evépyereg Yoyvotnra

pe 1 paon dgdopévoov MedDRA

AwTapayés Tov GipoTog Kol TOV Avaoctoin Tov Tapdyovia | Oyt cuyvd (PTPs)®

AENPLKOV GVLOTINOTOS FVIII

AwTapoyES TOV GVOGOTOUTIKOV YnepevorcOnoia GUYVEG

GUGTILOTOS

Yoyarpikég dwotapayés Avmvia GUYVEG

AwTapay£s TOV VEVPIKOD GLOTINOTOS Kepaialyia TOAD GLYVEG
74 GUYVEG
Avoyevoia OYL GLYVEC

Ayyelokég dwotapayés "E&ayn OYL GLUYVEC

AvanvevoTikéc, 0opakikég owatapayés | Biyog GUYVEG

Kol 010TapoyES TOV HEG0HmPAKLOV

Toaotpevrepikés oratapayés Kot\axkog movog, Nawtia, | ovyvég
‘Epetog

AwTapay£s ToOv dEPRATOS KAl TOV Epoonua’, EEavOnua® GUYVEG

V066 pLov 1670V K ; ; -

VNGOG O)1 OLYVEG
I'evikég roTapayéS KOl KOTAGTACELS AvT1dpacelg oto onueio GUYVEC
ot 0éon yopriynong e éveonc?, Mupetia

PTPs: acBeveig mov eiyav mponyovpévmg vroPindel oe Bepoaneio
* H cuyvomta Paciletal og pehéteg pe 6 a to mpoiovra mov mepieyovv FVIII ot onoieg
nepleddpfovay acbeveig pe cofapn apoppo@idia A.

P Teploppaver kvnopd oto onueio g éveong, e£avOnua oto onueio NG éveongc, TOVO 610 onueio

TG £VEOTG Kot KVNGUO 6TO GNUELD TApAKEVTNONG TOV ayyeiov
¥ [lepthapPdverl pdOnuo Kot ToAdpop@o epvinua
3 TleprhapPdver eEavOnpa ko PAaTS®AeC EAVOM L

Agv vmp&e kapio aAlayn 6to TpoPil acpareiog katd t didpketo twv PROTECT VIII ko tng
madtatpikng perétng enéktoong PROTECT Kids.

[eprypaon emAeyuévav ovemtBountwy EVEPYELDV

Avogoyovikotnta

H avocoyovikotnta a&loroyndnke katd t dbpkele KAWVIKGV peretdv pe to Jivi og 159
(ovumeprropPovouévav aclevav xelpovpyeiov) epnfovg Tov giyav Tponyovuévag vrofinbdei oe
Oepameia (NAkiog > 12 émg < 18 gtmv, n=14) ko1 eviiikec (n=145) mov giyov dayvmcel pe coPapn
apoppopidio A (FVIIL:C < 1 %) kou > 150 wponyodueveg nuépeg xbeong kot 108 moudtotpikods
PTPs nlkiag < 12 et@v (n=60 nlikiag 7-< 12 etadv) kot > 50 mponyovpeveg nuépeg £kbeonc.

Avaortoleic FVIII

Agv gpoaviotnkay de novo M emPeParopévec nepintaoelg avaotoréa Evavtt tov FVIIL Eva
uepovouévo avenifefaionto Oetikd amotédeoua younAiov tithov avactoréa FVIII (1,7 BU/ml)
avaeépOnke og Evav eviika acbevn mov €xel vmoPAnbel oe yepovpyikn enépuPaon).

Avrioouora ovti-PEG

Avoocoyovikotnto évavtt g PEG pe v avdmtuén edikaov IgM avti-PEG avticopdtov
mapotnpnonke o 2 acbeveig. Ze Evav acbevi > 12 €TV, 1 VOCOAOYIKT] OTAVINGT GLVOOEVTNKE OO
KAk avtidpaon vaepevoiotnoiog petd amd 4 evécelg tov Jivi. Ta avticouata katd e PEG
g€apaviotnkoy petd ™ dtakomn Tov Jivi.

"Eva mondi > 7 etdv, avéntuée eEovdetepotikd [gM avti-PEG aviicopata vynAo Tithov £viog Tmv
TPOTOV 4 Nuep®v Ekbeong, cvoyeTILOUEVO LE ATMAELN TNG EMIOPAUCT|G TOL QOPUAKOoV. Ta aviicdpaTe
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eEapaviotnKav LETA T dlokomh Kot 0 acBevig Eekivnoe ek vEou Le acediela T Bepamneio pe to Jivi
2 pnveg apyotepa.

Moapodikd avti-PEG avticopata youniov titAov tov 1sotomov [gM topatnpndnkoy ce optopévoug
acOeveic eviog TV TPOTOV 4 NUEPOV EKOECTG LE UTMOTELEG LA TN WIKPT LEIDMGT TNG AVAKTNOTG.

Agv mopatnpnnke Khvikn avocoarokpior oty PEG mov va mpokakel ammAgio g
QTOTEAEGLATIKOTNTOC TOV POPUAKOD 1 vItepevacOnacia amd v Sn nuépa £kBeong uéypt To TELOC TV
HEAETDV EMEKTAGTG.

Houdrozpixog winOvouog oty perétn PROTECT Kids

2V ohoKANpOUEVT KAk perétn e 73 modrotpicovg PTPs niwiag < 12 etmv (44 PTPs < 6 gtdv,
29 PTPs 6-< 12 gtapv), mapatnpndnkav avemBounteg evépyeleg Ady® 0VOGOAOYIKY|G QmdvTONG OTNV
PEG og mandid nhikiog kdtm tov 6 et@v. Ze 10 and 44 acbeveic (23 %) omnv nAKiokn opddo nAKiog
KATO TOV 6 ETOV, TOpUTNPNONKE OTOAEL TNG EXTIOPACTIG TOL PUPUAKOV AOY® EEOVOETEPOTIKMV
avt-PEG avticopdtov kotd m didpkelo Tov tpodtev 4 nuepav ékbeong. Xe 3 and 44 acbeveic (7 %),
1 ATOAELN TNG EMIOPACTG TOV PAPHAKOV GLVOVACTNKE LE avTdpdoels vtepsvacOnaiog (BA.
Tapdypoeo 4.4). Agv Tov SLUVOTN 1) AVOYVAOPLOT] EVOVGLATOV 1 TOPAYOVI®V TPOPAEYNC TG
avoGoAOYIKN G amdvinong otnv PEG.

Avopopd TOavoloyoOUEVOV avETIOOUNTOV EVEPYELDY

H avagopd mBavoroyodpeveov avemBOunTmv evepyeumdv HETA amd T yopnynon adelog KukAopopiog
TOV QAPUAKELTIKOD TPOIOVTOC elvar onuavtikn. Exttpénet tn cuveyn mapakoiovdnon e oyéong
0PEALOVC-KIVODVOL TOV QUPHOKEVTIKOD TPOTOVTOC. Znteital and Tovg exayyeAUaTieg vyeiag va
avaQEPOLVY 0TolEGONTOTE THUVOAOYOVEVES OveTBOUNTES EVEPYELEG MECM TOV EOVIKOD GUGTILOTOG
avaopdg Tov avaypdeetorl oto [opdptnua V.

4.9 Ynegpdocoroyia

Yrpée pio mepintmon vepdocoroYing oTIC KAWVIKEG ueAETES. Agv avagépOnkay avemiBounta
cuupavra.

5. DAPMAKOAOT'TKEX IATOTHTEX

51 ®@oppoxodvvopkés 1010TNTES

Doppokobepamentikn katnyopio: aviopoppoykd: mapdyovrog théng aipatog VIII, kwdikoc ATC:
B02BDO02.

Mnyovicoc dpdone

To oopmieypa napdyovia VII/mapdyovto von Willerbrand amoteleiton and dvo popia

(mopdyovrog VIII kot mopdyovrag von Willebrand) pe dropopetikég puoioroyikég Asttovpyiec. Otav o
napdyovtag VIII eyyéetor og évav aobevr| e apoppo@iiia, SEGUELETAL GTOV

napdyovta von Willebrand tov acfevn. O gvepyomompévog mapdyovtag VIII dpa og cvv-tapdyoviog
Yo TOV gvepyomompuévo apayovta [X, emtaydvovtog Tn LETATPOMI) TOV TAPAYOVTIO X GE
gvepyomomuévo mopdayovto X. O evepyomoinuévog mapdyovtog X HeTatpEneL TNy Tpobpoupivn oe
Opoupivn. H Bpoupivn petatpénet £neita 10 vmdoyovo e wmdeg kot £vag Opoufoc pmopei va
dnuovpynOei. H apoppopirio A givar guiocvvoetr, KANpovoulkn ducAettovpyio tng TéEng Tov
aipoatog Ady® pelopévev emmédwv 1 amovciog tov mapdyovta VII:C n onoia £xel ¢ omotéleoua TV
apoppayio oTig aphpdOELS, GTOVG LDEG 1] GTU ECMTEPIKA Opyava, €iTe aBOpUNTA EiTE MG OMOTELEG A
TPOVUOTOG OO ATOYNLO 1] ATTO XEPOLPYIKOVS YEPIoHOVE. Me T Bepaneio avTiKoTtdoTaong T Enimeda
T aopatog tov mopdyovro VIII avédvouv enttpémoviag ¢ €K TOVTOV L TPOSMmPIVY ddopHman ¢
EMAenyng Tov Topdyovto Kot o10pOmon TV AUOPPUYIK®Y TACEMV.

11


https://www.ema.europa.eu/documents/template-form/qrd-appendix-v-adverse-drug-reaction-reporting-details_en.docx

To damoctocog alfa pegol sivon pio teykviopévn popoen tov rFVIIL H neykvulioon og 101k 0éon
pewdvetl v Kabapon tov mapdyovia VIII pe amotéleopa napateropévn nuiceto {on datnpodvtog
oLYYPOVOG TIC PLGIOAOYIKEG Aettovpyieg Tov popiov rFVIII pe dwayeypappévn t B-neproyn (BA.
mapdypoeo 5.2). To damoctocog alfa pegol dev nepiéyel mopdyovta von Willebrand.

KAk omoteheouotikOTnTo Kol 0oQAAELD,

Kivikég peléres

"Eva 60voro 267 acBevav mov elyav Tponyovuéveg vroPAnbel og Bepameio pe cofapn
alpoppoPiiio A ekTéOnKOV GTO TPOYPULUUL KAVIKOV LEAET®V, TO omoio mepthapuPave 1 peré
@aong I ko 3 peléteg paong /111 219 acBeveig rav nhkiog > 7 etdv.

Daon 1/
PROTECT VII: H pappoxokivntiky, 1 ac@dieia Kot n aroteAespotikdtnta tov Jivi yuo Oepaneio

Kat' enikAnon, tpoeOiaén e Tpia oynparta (dvo eopéc v efdopdda 30 — 40 1U/kg, kébe 5 nuépec
45 — 60 IU/kg ot ke 7 nuépeg 60 1U/kg) kot aupoctaoT katd tn didpkela peilovog onuociog
YEPOLPYIKOV eMeUPacev a&toloynnkay o€ o ToAVEBVIKT, AVOIKTIG EMICNUOVOTG, U1 EAEYYOLEVT,
LEPIKMG TUYOLOTOINUEVT] LEAETN 1) oToial O1eENYON GOUP®VA LE TO CUHPEMVNUEVO TPOYPOLLLLNL

OO TPIKNG Epevvag. Mo LeAétn eméktaoTg cvumeptélape acbeveic Tov oOAOKANP®GAV TNV KOPLOL
peAétn. H kopo petafAntr| omoTeEAeoUATIKOTNTOS TAV TO ETNGLOTOUNIEVO TOGOGTO AULOPPAYIOG
(ABR).

Exatov tpiavra téocepig appeveg PTPs élafav tovddyiotov pio éveon tov Jivi
(ovumeprapPavopévav 13 acBevav nhkiog 12 émg 17 e1dv) Yo mpoevialn (n=114) 1 Bepancio kat'
enikinon (n=20) ywo o tepiodo 36 efdopddwv. 'Eva ocbvoro 121 acBevov élaPav Bepancio kotd ™)
duapkela g HeAég eméktaong, 107 acbeveic Elafov mpopvraén kot 14 acbeveig kot emikinon
Oepaneia. Tpiavra €& acbeveic Elafav Bepomeio mpo@OAAENG Yio > 5 ypdvia Emg 7,0 ypovia. H
GLVOAIKT O1apeoT] (0pog) didpketa otnv peAétn nrav 3,9 ypovia (0,8 — 7,0 xpdvia) e GAOVG TOVG

121 acBeveic. H apdotaon katd ) ddpketo 20 peilovog onpociog xepovpyik®v eneuPacemy o

17 acBeveic a&loloyndnie oto PEPOG XEPOVPYIKNG ETEUPAONC.

Paon 111
PROTECT Kids: H @apuokokivntikn, 1 ac@AAELR KOL 1] 0TOTEAECUATIKOTNTO TOL Jivi yio Tpial

oynuata TpoeVuAatng (8vo eopéc v efdoudda, Kabe 5 kot kaOe 7 NUEPES) KOL 1] AVILETMOTION
alpoppayldv agoloynnkay o o ToAveBvVIKY, Un EAEYYOUEVT], OVOIKTNG EMIONUOVOTG LEAETY OF

73 moudrotpikovg acbeveic (Mhuciag < 12 etcdv) katd tn didpkela pog teplddov S0 nuépeg Ekbeonc
(ED) kot TovAGyiotov 6 unvav. Avti 1 peAétn oeénydn cOuemva Ue TO CUUPMOVIUEVO TTPOYPOLLILOL
modloTpikng Epevvac. EEnvta éva acBeveig (83,6 %) ohokinpmacay tnv kOpto perétn, Kot 59 acleveig
GUVEYIOOV GTIV TPOULPETIKN UEAETT) ETEKTAUOTG, LLE GUVOALKO HEGO OPO TOPAUOVIC GTNV HeAéTN 5,8
xpovia (evpog 1,0 — 6,6 xpdvia).

Alfa PROTECT: Mo peAétn 0vOIKTNG MG HAVONG HE Hio poévo opdda Bepameiog yio tnv
a&loAdynon ¢ aoQArENG TV £YXVoemVY Jivi Yo Tpo@OAasn kot Oepameio g apoppayiog o modld
mov giyav AdPet mponyovpevn Bepameio nhkiog 7 £mg < 12 etdv pe coPfopn apoppopiriio A
a&loldynoe Tov mhavo Kivouvo vepevancOnoiog Kot AT®AELNG TNG EXIOPACOTC TOL POAPLUAKOV
oyeTllOUEVNG UE AVOCOAOYIKN amdvinon otnyv moAvatdvievoylukoin (PEG) eviog tov npmtov

4 gxBécemv oto Jivi. Ot acBeveic Elafav TPOPLAAKTIKT oy®Yn Yol 6 WAVES Kal TOVG TPOGPEPONKE
GUVEYIOT G€ [0 LEAETT EMEKTOOTG OldpKelog 18 unvov.

Tpopviaxtixn aywyn oe aobeveic nlikiog > 12 etwv

Koatd ™ didpreta g meptodov g Kuplog LEAETNS, ol acbeveig exywpnOniay og TpopOAaén

2 popéc/efdoudda (n=24), 1 TuyaromomOnkav oe kébe 5 nuépec (n=43) 1 kée 7 nuépec (n=43) 1
EhaPav Oepomeio kot emikAnon (n=20) ue to Jivi. Eveviivta evvéa amod toug 110 acbeveig (90 %)
TAPEUEIVOY GTO GYNUA 6TO omoio ekywpnnkav. Evtexa acbeveig o010 okéhog TG aymyng kdbe

7 nuépeg avénoay ) cvyvotnra. H d1dpeon d6om yia dAa ta oynuota TpoOAasng frav
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46,9 1U/kg/éveon. To didueco (Q1, Q3) ABR xatd t didpkeia g Tpoeviaéng frav 2,09 (0,0 — 6,1)
v Oheg Tig apoppayies kat 0,0 (0,0 — 4,2) yio avBO6punteg aupoppayiec oe cvykpion pe 23,4 (18 —37)
GUVOMKEG aipoppayiec otnv opdda kot enikAnong. Zapdvto d0o amd 110 ota oKEAN TPOPOLAAENS
(38,2 %) dev Tapovciacay aLoppayikd ETEIGOO10.

Koazd m dubpreta g perémng eméktaong (dibpeon dbpkea 3,2 ypdvia, gvpog 0,1 — 6,3 xpovia)

23 acbeveic ElaPav Oepomeio 2 popéc/efoopdda, 33 acbeveic kabe 5 nuépec, 23 acbeveic kKabe

7 npépeg ko’ 6An v drdpkela TG perétng eméktaons kot 28 acbeveig Ghiagav Bepamentikd oynua.
H duapeon d6on o v mpopviain ntav 47,8 [U/kg. To yevikod didpeco (Q1, Q3) suvolukd ABR
nrav 1,49 (0,4 —4,8) ko 0,75 (0,0 — 2,9) yuo avBOpunteg aploppayieg 6Tig GUVILAGUEVES OUADES
TpoPVAaENG Kot To cuvolkd ABR ftav 34,1 oty opdda kot enikinon.

[Ipémel va onpeiwbdei 6t to ABR dev etvan cuykpicipo peta&h StopopeTikdY GLUTVKVOUATOV
TAPUYOVTOV KOl HETAED SOPOPETIKMY KAVIKOV LEAETMV.

Ocporeio aypoppoyicdv

A6 1o 702 cupoppaytkd €GOS0 TOL OVTWETORTICTNKAV Ue TO Jivi KaTd TN dtdpKeLo TN KOPLOg
pekéng, 636 (90,6 %) avtipetoniotray pe 1 1 2 evéoelc, and to onola 1o 81,1 % pe 1 éveon. H
dudpeon (evpog) d6om ava éveon ftav 31,7 (14 — 62) [U/kg. Katd ) dibpketa g eméktaong,
1.902 awpoppayiec avipetoniommray pe to Jivi kot 94,0 % eréyyOnkav pe 1 1 2 evéoelg, amod Tic
omoieg to 84,9 % pe 1 éveon. H didueon (ebpog) doon avd éveon nrav 37,9 (15 — 64) IU/kg/éveon.

LHepieyyepntixn oroyeipion

"Eva 6voro 20 petlldvov xeipovpyikdv dtadtkactdv dievepynniay kot atoloynbnkav ce

17 acBeveic. H didpeon cvvorikn d6on yia peiloveg yeipovpyucés emepfaoceig rav 219 IU/kg (evpog:
50 — 1.500 IU/kg, coumeptiapufovopuévng LETEYXELPTTIKNG TEPLOdOL EmG 3 efdouddwv). H
TEPIEYYEIPNTIKY OLLOCTATIKY OTOTEAEGUATIKOTNTA 0EI0A0YNONKE (0¢ KoA 1| e£0PETIKT KATA T
Suapkela OA®V TV HELOVAOV XEPOVPYIKAOV ETEUPACEDV.

Atevepynniav 34 emmpdobeteg eAdocoveg xelpovpyikéc encuPaocelg oe 19 acbeveic. H aipodotoom
a&loloynnie mg koA N EapeTIKN 6€ OAOL TO SLUOEGILO TTEPIGTATIKA.

Houdrazpixog winBvouog nhikios < 12 ety

H ypnon tov Jivi og moudid nAkiog Katm tov 7 e1dv dev evdsikvotar (PA. Topdypapo 4.2, yio
TANPOPOPIES GYETIKA LE TNV TOUSLUTPIKT ¥P1oN).

PROTECT Kids: 'Eva 6hvoAo 73 moudlotpik@v achevav mov elyav mponyovuéveg vroPindei o
Oepaneia (44 acbeveig, < 6 etdv ko 29 acbevelg, 6 Emg < 12 etmv) éhafav Bepomeio mpoevAaENg dHo
@opEc TNV ERdouGoa, kabe S nuépeg N kabe 7 nuépec ot perétn edaong 11 T 53 acBeveig mov
oAoKANpwoay TNV KOpla peAéTn, to ddpecso (Q1, Q3) eTnNolonomUéVo TOGOGTO ALLOPPAYLDY NTOV
2,87 (1,1 — 6,1) kot 10 T0c00T6 wBopUnTNG apoppayiog rav 0,0 (0,0 — 2,6). Avagopikd pe tnv
OVTIUETOTIOT TOV opoppayav, 84,4 % twv apoppayidv vroyopnoov pe 1 éveon kat 91,9 % tov
aoppayldv voywpnoayv pe 1 1 2 evéoelg.

11 acBeveic otV nAkiakmn opdda < 6 TOV eyKaTEAENWAY AOY® 0VOGOAOYIKNG amdvinong otnv PEG
oyeT{OUEVNG LE OMMAELN OTOTEAEGLOTIKOTNTAG 1)/KOL avTidpaoT vrepevarcOnoiog Katd tn ddpkeia
TOV TPOTOV TEGGAPOV NUEPDY £kBeoC.

IMa 59 acBeveic mov cuvéyioay ot HEAETN EREKTAGTC TO GUVOALKO O1AUECO TOGOGTO 0wBdpUNTNG
apoppayiog (Q1, Q3) katd v wepiodo enéktaong nrav 1,64 (0,5, 3,1). I'a 30 acbeveic > 12 etdrv
670 TM0G NG MeAéTN G emékTaonc, To dldueco (Q1, Q3) mocootd avbopunTNC apopparyiog frav 1,76
(0,5, 3,3).

Alfa PROTECT: Yvvolikd 35 PTP (7 éwg < 12 etcdv) ELafav TpoQUAKTIKTY aymyn dVO Gopég TNV
gBdoudoa (40-60 IU/kg) ue didpeon o6on 55 IU/kg. To didueso (Q1, Q3) etnclonomnpévo mocooto
apoppayloy otov TAnBucud anotedespotikotntog (32 acbeveic) nrav 0,0 (0,0, 1,9). O apopparyieg
vroyopnoov pe 1 1 2 evéselg oto 95,2 %. ‘Evag acbevig mapovciace avocoloyikn amdvinon otnv
PEG oyetilopevn e andAelo TNG EXIOPACNS TOL PAPUAKOD EVTOS TV TPOTOV 4 nuepdv ékBeong. O
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acBevic dtékoye TN Bepameia yio 2 piveg, Ta aviioouato eEapavioTnray Kot 0 actevig undpece va
Eexwvnoet ek véov ) Bepameia.

5.2 ®@appokoKivTikEG 1010TTEG

H pappaxoxivntikr| (®K) tov JIVI cuykpibnke pe exeivn tov mapdyovta VII og po dtactavpovpevn
perétn Odong I. H @K a&oroyndnke emiong oe 12 acbeveic nikiag 7 £og < 12 etodv [PROTECT
Kids] ko 22 acBeveig nhiog > 12 etwv [PROTECT VIII], kot o€ 16 amd avtovg toug acbeveic petd
amo 6 pfves Bepaneiog Tpopuiatng otn pelén @dong I/IIL.

Ta OK dedopéva (e faomn tov ypmpoyovikd Eleyyo) vedei&ay 0Tt 1o Jivi &gl petmpévn kdbapon
(CL), pe amotéheopa teAkn nuicea (on mov eivan 1,4 popég peyorvtepn kow AUC
KOVOVIKOTOMUEVNG G TTPOG TN d00™ Tov gival 1,4 popéc vymAdTEPN G GUYKPLON UE TO GUYKPLTIKO
npoiov mapdyovta VI Avénoeic avdioyeg pe tn 600om mapatnpinkay Heta&d Tov 00GEQV TV
25 ko 60 TU/kg vrodewvbovtog ypappkotma tov docewv petaly 25 IU/kg ko 60 TU/kg.

O IMivaxag 3 cvvoyilel tic DK mapapétpoug petd and pia epanal doom 60 IU/kg og 12 acbeveig
nikiog 7 éog < 12 etddv xon og 22 acbeveic > 12 grwv. Enavarappavoueveg OK petproeig o
acBeveig > 12 gtmdv dev vmédelEay omoleadNmote oyeTkEG aAlayéc ota DK yapaktnpiotikd petd amod
pakpoypovia Oepameia.

IMivakag 3: PappokokivTikég TapapeTpol (Yeopetpikog péoog (% CV) kar aprOuntikog pécog
(£SD)) 1 to Jivi petd ané pia epanas d6on 60 IU/kE pne paon ypopoyovikod £reyyo

Hopaperpor Jivi Jivi
(povaoeg) AocOeveic > 12 etV AcOeveicg
N=22 7 émog < 12 gtV
PROTECT VIII N=12
PROTECT Kids
AUC (IU*h/d]) 3.710 (33,8) 2.842 (20,3)
3.900 + 1.280 2.892,8 + 546,83
AUC, norm 62,5 (33,7) 47,5 (19,6)
(h*kg/dl) 65,7+21,4 48,3 +8,9
Cmax 1U/dD) 163 (14,7) 128 (19,9)
164 +23.8 130+ 25,0
ty, (h) 17,1 (27,1) 15,6 (23,5)
17,6 £4,26 16,0 +3,6
MRTyv (h) 24,4 (27,5) 23,5 (24,4)
252 +6,19 242 +57
Vs (dl/kg) 0,391 (16,3) 0,496 (20,2)
0,396 + 0,0631 0,505 £ 0,099
CL (dl/h/kg) 0,0160 (33,7) 0,0211 (19,6)
0,0168 + 0,00553 0,0214 + 0,00433

AUC: meproym xbro ond v kapmoin- AUC, norm: AUC KovoviKomompévng og Tpog n 000

Crax: HEYIOTN CLYKEVIPMOGT TOV QUPUAKOV" ty: TEAMKN Nicelo {on
MRT 1v: pésog ypdvog mapapovig petd amo IV yoprynon
Vss: auvOpLeEVOS OYKOG KATAVOUNG 6T 0TABEPOTONUEVT] KATAGTAON

CL: k&8apon

H mpocavénrikn avaxtnon npocdiopiomke o 131 acbeveic > 12 e1dv o didpopa ypovikd onueia. H
duapeon (Q1, Q3) avaktnon Ntav 2,6 (2,3 — 3,0) cOppova pe Tov Ypopoyoviko éleyyo. H didpeon
(e0poc) mpocavéntikn avaktnon o 57 acBeveic 7 émg < 12 gtmv nrav 1,9 (1,1 émg 3,8) cbppova pe
TOV YPOUOYOVIKO EAEYYO.

‘Eva. povtého ®K minbucpod avamtdydnke ue Pdon 6Aeg tic dtabéoiueg petpnoeig mapdyovia VIII
(amd mokvi @K derypatoinyio Kot OA0 To SEIYHOTO OVAKTNONG) Kot OTIC 3 KAVIKEG LEAETEG,
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EMTPEMOVTOG TOV VITOAOYIGHO TV OK Tapapétpov yia tovg acbeveig otig didpopec peréteg. O
nivaxog 4 mapokdato topéyet Tig PK mapapétpovg pe faon to poviéio OK minbucpoo.

ivaxoeg 4: ®K mwapapetrpor (Yyeopetpikog péoog [% CV]) ne pdon to povrérho @K minbvopod,
LLE AP O LPOUOYOVIKOD EAEYYOV

OK napaperpog |7 émg <12 grv | 12 émg < 18 eTarv > 18 etov X9vohro (= 12 eTv)
(novada) N=25 N=12 N=133 N=145
AUC (IU*.h/dl) 2.694 (23) 3.341 (34,2) 4.052 (31,1) 3.997 (31,6)
AUC, norm (h*kg/dL) 449 (23) 57,4 (32,6) 67,5 (30,6) 66,6 (31,0)
tiz (h) 15,0 (19,3) 16,8 (25,2) 17,4 (28,8) 17,4 (28,4)
Vs (dl/kg) 0,481 (15,3) 0,423 (15,5) 0,373 (15,6) 0,376 (15,9)
CL (d/h/kg) 0,0223 (22.9) 0,0174 (34,2) 0,0148 (31,1) 0,0150 (31,6)

*H AUC vroAoyiotnke i puo 06om 60 1U/kg
5.3 Ipoxivikd dgdopéva Y10 TNV 06QAAELN

To Jivi a&loloynOnke o€ QapuaKoroykés Lehétes, LeAéteg TOEIKOTNTOG EPATOE Ko
gnovolopuPavopevov d0cemv kabdC Kot LEAETEG VEAVIKNG TOEIKOTNTAG GE 0pOLPAIOVE KOl KOVVEALX.
e 1o Lokpoypovia, 6-unvn LeEAETN xpoviag To&kdtTTag, dgv TapatnpiOnKay evogi&elg cuoomPEVONG
PEG 1 dM\heg emdpaoelg oxeTilopeveg pe  yopnynon tov Jivi. Emmiéov, peiéteg to&ikdtnrog

4 gfdopadmv pe to tunire PEG tov Jivi dievepynoniay o€ dvo €idn. To tunpa cuvdétn PEG
g€etdotnke eniong o€ éva TVTIKO GHVOLO LEAETMV YOVOTOEIKOTNTOG i1 ViVo KO iR Vitro, Ol OToieG deV
VIESEEAV SuVAIKO Y10 YOVOTOEIKOTNTA. AVTEG Ol LEAETEG OV AMOKAALY AV Kapio avnovyio
AGPAAELNG Y10 TOVG OVOPAOTOVG,.

On peléteg epamat 60omg o€ apovpaiovg Le 1o padtoonuacpévo tunpne PEG €deiav o1t dev vanpée
£vOeIgn KaTakpaTnonG 1 Un avasTpEWLUNG GOVOESTG TG POSIEVEPYELNS GTO AU TOV (DMV.
SUYKEKPIUEVA, OEV aVIYVEDONKE VITOAEILULOTIKY POSIEVEPYELD GTOV EYKEPAUAO, VITOOEIKVDOVTOC OTL 1|
POSLOCT|LAGUEV EVOOT) OEV SLOTEPUGE TOV OLULOTO-EYKEPUAKO QPAYLO. ETIC LEAETEG KOTAVOUNG KOl
amékKplong oe apovpaiovs, to tufpa 60 kDa PEG tov Jivi kotodeiynke 0Tt KaTavEHETAL EVPEWS Ko
amofdAletar amd Ta OHpyava Kot TOVG 16TOVG, kKot amekkpivetan ota ovpa (68,4 % £wg v nuépa 231
HeTa N yopnynomn) kot ota kémpava (13,8 % émg v nuépa 168 petd m yopriynon).

Agv &yovv die€aybel pakpoypovieg peréteg oe {da yia TNV agloldynon Tov KapKivoyovoy duVOULKOD
Tov Jivi, o0te peléteg Yo Tov kafopiopd TV EMOPACE®V TOV Jivi GTNV AvVaTopUy®YT.

6. OAPMAKEYTIKEX ITIAHPO®OPIEX

6.1 Kaotaloyog ekddymv

Kovig

Zaxyopoln

lotdivn

IMwxkivn (E 640)

Ndtpio yAwplovyo

Acféotio yYhmprovyo dwdpkd (E 509)

[ToAvoopPikd 80 (E 433)

O&kd 0o, mayouopeo (yia tn pOOwen tov pH) (E 260)
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AwAdtng
Evéoyo 0dwp

6.2 Aovppatotnreg

EXhetyer peletdv oyetikd pe ) copfatdtnta, To mapodv GOpUAKELTIKO TPOTOV dgV TPEMEL VOl
AVOLELYVOETOL PLE GALD QOPLOKEVTIKA TPOIOVTOL.

Movo 1o Tapeyopeva €i0M 0TI CLGKELAGIN UTOPOVV VA YPTCGLLOTOIOVVTOL Y10 AVAGVGTOCT KOl £VEST,
ywiti pmopei va vapéel amotvyio g Oepaneiog mg cvvéTEln TpoopoPnong Tov Tapayovta VIII otig
E0MTEPIKEG EMPAVELES KATO10V EEOTMGUOD EVEOT|G.

6.3 Awpkera {ong

Mn avoryuévo glaiidlo

2 xpovia.

Avaovotauévo dtdAvpua,

H ymukn kot uotkn otabepdmra viog ¥pnong LETE TNV avachotooT £xel katadelydel yio 3 dpec o€
Beppokpacio dopatiov. Mnv yoyete 10 TPOidV LETA TNV OVOCVLGTACN).

Ao LikpoPloAoyikn GmoyT, TO TPOIOV TPEMEL VO, YPTCULOTOIEITOL AUECHOC LETH TNV avacvoTtach. Edv
OgV YPNOUOTTOIEITAL AUECOC, OL EV YPNGEL XPOVOL PVAAENG KOl 01 GLVONKES TPV TN YPNOT ATOTEAOVY
gvBovn tov ypnot.

6.4 Iowitepeg Tpo@uAaels katd T PUAAEN TOV TPOiIdVTOG

dvrdooete og yoyeio (2°C - 8°C).

Mnyv KatayOyeTe.

Dvrdcoete TO PLOAISIO KaL TV TPOYEUGUEVT GUPLYYA 6TO EEMTEPIKO KOLTI Y10l VO TPOGTOTEVETAL OO
TO QOG.

Evto¢ e suvolikng didpketog {ong 2 eT@v, 10 mpoidv (dtav dotmpeitarl 610 e£mTeptkd KOvTi TOV),
pmopet va puidooetal o Oeppoxpacio £0g 25 °C yio meploplopévo xpoviko ddotnpa 6 punvav. H
nuepopnvio ANENG e teptodov puAasng drbipketag 6 unvav o Beppokpacia £wc 25 °C mpénet va
KATOypAQETOL GTO KOVTL TOL Tpoidvtoc. H nuepounvia avt dev Oa mpénel og kapio mepintmon va
glvar petayevéotepn e nuepounviag AEng mov eival TvTmUEVN 670 eEMTEPIKO KOVTI. LTO TEAOG
QVTAG TNG TTEPLOSOV, TO TPOTIOV JEV MPEMEL VAL EMOTPAPEL GTO Yuyeio, GALE TPémeL va ypnoiomombei 1
va amopplebst.

IMa t1g cuvBnkeg SrathpnoNg LETA TNV AVOGVGTACT] TOV POPUAKEVTIKOD TPOIOVTOG, PA.
Topaypapo 6.3.
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6.5 @von Kol GLETATIKA TOV TEPLEKTY

Kabe povn cvokevacio Jivi mepiéyet:

. éva PloAidlo pe kovn (Sowyég Tomov 1 yuddwvo elarido 10 ml pe mopo stloy®@pnong omd piypo
BpopofovtuMmpévon EAACTIKOD YPMOUATOS YKPL Kot GPPEYIoT) aAOVULVIOV)

. pia Tpoyepopévn cvpryya pe 2,5 ml (ya 250 1U, 500 IU, 1.000 IU, 2.000 IU xo 3.000 IU) 7
5 ml (ywo 4.000 IU) dtodvtn (ovpryyo pe dtawyn kKOAVOPo amd Yool tomov 1 pe nouo
E10YOPNONG Ao piypo PpopofouTUAM®UEVOD EAAGTIKOD XPDUOTOS YKPL)

. éva pafdoeldés Euolo cvpryyag

. £vay TPOoapUOYEN PLOALSIOD (LIE EVOMUOTMUEVO PIATPO)

. pio cvokevn Aefokévinong

Mey£0n cuokevacidv

- 1 povn ovokevocia.

— 1 moAromAn) cuokevacia pe 30 povég GLOKELAGIES.
Mmopei va unv Kokho@opohv OAEG Ol GLOKEVAGIEG.

6.6 Iowitepec mpo@uAdcers amdppryns Ko GAAOG YELPIGNOS

H kovic Jivi Ba mpénet va avacvotabel povo pe tov mapeyodpevo dtoahvt (2,5 ml v 5 ml evéoipov
VOOTOC) GTNV TPOYELGLEVT] GUPLYYO. KOl TOV TPOSAPUOYEN PLaAldiov. To mpoidv mpémel va
mpoeTolaletal yio, £veoT Vo aonmreg cvvinkec. Edv kdmolo puépog tng cuokevaciog ivat avorypévo
N KOTEGTPOLUEVO, NV TO YPNCUYLOTOL|CETE.

Metd v avachoTtaon To S1dAvpe eival S10DYEG KOl AYPOUO KoL TN GUVEXELD AVOPPOPATOL GT

copLyya.

Ta mopevTepKd PAPUAKEVTIKG TPOTOVTO TPETEL VO EAEYYOVTOL OTTIKA Y10 COUOTIOWKT VAT Kot
ATOYPOUOTIGUO TPV otd TN YOPNYNOoN.

To avacvotabév mpoiov mpénet va dinbeiton Tpv amd T yopnynon yio vo agarpedet Toydv
cOUOTIOKT VAN amd to dtdAvpa. H dibnon exttuyydvetor pe ypnon Tov Tpocaproyéa eloitdiov.

AgnTopepeig 0dnyies Yo TV avacHoTacn Kot xopiynon Tov Jivi
B yperaoteite TOAOTIO AAKOOANG, emBépata Yalag, EpmAaoctpa Kot opnootatikn tovio. Avtd ta eidn
dev mepthapPdvovial 6T cvuokevacio Tov Jivi.

1. [TAvvete ta gépro Gog KOAA XPTOUOTOIMVTAG GATOVVL Kol (EGTO VEPO.

2. Kpatfote éva KAe10TO QLoAId10 Kot ETIGNC Uia. GUPLYYo. LECH GTA YEPLOL GOG Y10l va. TN Oepudvete
oe a avetn Bepuokpacio (va unv vrepPaivet tovg 37°C).

3. ATOLOKPOVETE TO TPOCTATEVTIKO TOUO 0TTO TO PLOAIdI0 (A). XkovTioTe TO X{‘ijs‘“-
EMIOTIKO TTOUO EICYDPNONG OTO PLOAISIO LE £VO, TOADTIO GAKOOANG KO { Eﬁ}";}ﬂ_f R
APNOTE TO TAOO EIGYDPTONG VO CTEYVAGEL LLE TOV 0EPA TPV TN XPNOT. L%Qg-_---h\l'rj\ 3

OGS
A

4, TomoBethote T0 PLUAIdI0 KOVE®G GE pio oTabepn, un oAlcOnpn emipdvela. Il' '_"_";e \
A@apéoTe TO YAPTIVO KAADUUW 0Tt TNV TAAGTIKY 01K TOVL TPOGOPUOYEQ ( Y,
OloAdion. My a@aip£GETE TOV TPOCAPUOYED OO TNV TAAGTIKN ONK. b ——
Kpatdvtag ) Onkn tpocoppoyéa, TomofeTtnote ETAVD 0md TO PLoAidI0 P l,
KOVE®G Kot TEoTE 6Tadepd mpog to. kdtw (B). O mpocapuoyéac o :ﬁ_{\,_‘n{—._ . ( B
KOVUTMGEL EMAVO GTO IO TOV Proddiov. My agarpéoete T 01Kk —
TPOGUPLOYEN GTO OTEL0 AVTO.
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Kpatnote v mpoyepuopévn cuptyya pe d1oAvtn opbuo. Ilidote o
paPooctdés EuPoro cOUPMOVA e TNV EKOVO KOL TPOGOPTNOTE T péfdo
oTPEPOVTAG TNV 6TafEP e TN GOPA TOV POAOYLOD UEGH GTO KOYAIDTO TMLLN
eloympnong (C).

Kpatdvtag tn ovpryye amd ToV KOAVIPO, TOCTAGTE TO TOMUO TG CUPLYYOS
amd 1o akpo (D). Mnv ayyilete 10 dkpo TG cHPLYYOS LE TO YEPL OAG T
omoladNmoTE AAAY| EMLPAveELD. BE0TE TN GUPLYYR KOTA LEPOS YOl XPTIOT|
apyoTepa.

Topa apapéote Ko amoppiyte tn 0Mkn mpocappoyéa (E).

[Ipocaptiote TV TPOYEUICUEVT GUPLYYO GTOV KOYALOTO TPOGAPHLOYEN
oLAdiov otpépovtag Le ™ opd Tov poroylov (F).

Xopnynote tov dtodvtn apyd, mélovtag to paPdoctdéc EuPoro mpog Ta
péoa (G).

10.

[eprotpéyte T0 PLOAISI0 amadd pueypt va dtaAvdei 6An 1 kovig (H). Mnv
avakveite to QloAidlo. Befaiwbeite 411 1) KOVIG dStoAvONnKe EVIELDG.
Hapatmpnote yuo va eléyEete 6T1L dev vdpyovy copatiow 1| BorepodTnTa
TPV YPNCOTOMGETE TO SLdAv . My ypnoiLonoteite StoAd LT TOV
TEPIEYOVV 0POTA crUATIOW 1 Elvar Bodepd.

11.

Kpatiote to ¢loiidio 6pOo mhve amd Tov Tpocapproyén loildiov Kot
ovpyya (I). T'epiote T obpryya, tpapdvrag to £uforo mpog to €m, apyd Kot
npepo. BePaiwbeite 611 T0 TANPES TEPIEYOUEVO TOL PLOAIIOV HETOPEPONKE
ot ovpryya. Kpatmote ) cOpryya og 0pbio Béom kan onpmére 10 EpPoro
uéEYPL va apotpedel TANPOC 0 0€pag Ao T GUPLYYO.

12.

Epappoote pio acpoctotik| tavio 6To xEpL 6og.

13.

Koabopiote 10 onueio g éveong kat kabopicte 10 dEpuUaL.

14.

D)Lefokevinate TN PAEPO KO GTEPEDOTE TO GVGTNUO PAEPOKEVTNONG e VA EUTAAGTPO.

15.

Kpatdvtag tov mpocapuoyéa raidiov otn 0éon tov, apapéote T cvpLyyd
OO TOV TPOCUPUOYEQ PLOALSTIOV (0 TPOCAPUOYENG TPEMEL VO TAPAUETVEL
TPOCAPTNUEVOG GTO PLOALS10). ZVVOECTE TN GUPLYYH GTI GUCKELN
oreporévinong (J). Befowmbeite 6T1 dev e10épyetarl aipa 6T GVPLyyd.

16.

AQopécTe TNV APOGTATIKT] TOViOL.

17.

Xopnynote pe éveon to dtdAvpa evoopAePing yia 2 éo¢ 5 Aemtd, mpocéyovtag T BEom g
Belovag. H taydtnta e éveoncg npénetl va Paciletal oty dveon oag, ahdd dev Tpémel va eivat

yp1yopotepn amod 2,5 ml avd Aemto.
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18.

Edv amotteiton emumAéov 600, ypnoyomomote pia véa cOptyyo pe KOvi mov €yl avacvotabel
OTMG TEPLYPAPETOL TOPATAV®.

19.

Edv dev amotteiton emmAéov 0061, AQAPESTE TN CLGKEVT] PAEROKEVTINOTG KO TN GUPLYYO.
Kpatiote éva eniBepo ceiktd tdve o1o onpueio g £veong pe Tov Ppayiova TpoTeTAPEVO Yo
nepinmov 2 Aemtd. Térog, epapuoote Evav PKPO EMIOEGUO LE LKPN TTiECT] 6TO OMMEi0 TNG £VEOTG
Kol Ogite €qv elval omapaitnto £va EUTAAGTPO.

20.

Yuvietdtan kébe popd mov ypnoomoteite To Jivi va onueidvere to dGvopa Kabmg Kot Tov
appod moptidag Tov TPOIOVTOC.

21.

Mnyv netdte APLOKO GTO VEPO TG AMOYETEVOTG 1 GTO OIKLHK(A amoppippota. Potmote tov
(OPULOKOTOL) 1] TOV YIUTPO GOG Y10 TO TAG VO TETAEETE TAL PAPLLOKOL TTOV OEV YPTCLLOTOLELTE TTLCL.
Avtd o pétpa Ba fondnicovv oty mpoctacio Tov TEPPAALOVTOC.

To Jivi mpoopiletor yio epdmal ypnon uovo.

Kdabe aypnoiponointo eopuokevtiKd mpoidv 1 VIOAELUO TPETEL VAL ATOPPITTETOL COUPOVO LIE TIG
KOTO TOTOLE 1GYVOVGEC GYETIKEC SLOTAEELG.

7.

KATOXOX THX AAEIAY KYKAO®OPIAX

Bayer AG
51368 Leverkusen
Ieppoavia

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 1000 IU)
EU/1/18/1324/004- 1 x (Jivi 2000 IU)
EU/1/18/1324/005- 1 x (Jivi 3000 IU)
EU/1/18/1324/006 — 30 x (Jivi 250 IU)
EU/1/18/1324/007 — 30 x (Jivi 500 1U)
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)
EU/1/18/1324/011 — 1 x (Jivi 4000 IU)
EU/1/18/1324/012 =30 x (Jivi 4000 IU)

9.

HMEPOMHNIA INPQTHX E'KPIXHYXY/ANANEQYXHYX THX AAEIAX

Hpepounvia mpdtng £ykpiong: 22 Noepufpiov 2018
Hpepounvia tedevtaiog avavémong: 23 lovviov 2023

10.

HMEPOMHNIA ANAOGEQPHYXHX TOY KEIMENOY

Aentopepeic mTAnpoeopieg Yo To TOPOV PAPLOKEVTIKO TPOiOV eivar d100E01HES GTOV SIKTVLOKO TOTO
tov Evponaikod Opyavicpov Gapudkwv https://www.ema.europa.eu.
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IHAPAPTHMA 11

ITAPAXKEYAYXTHX THX BIOAOI'IKQX APAXTIKHX
OYXIAY KAI HAPAXKEYAXTHX YIIEYOYNOX 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 IEPIOPIXMOI XXETIKA ME THN AX®AAH KAI

ATIOTEAEXMATIKH XPHXH TOY ®PAPMAKEYTIKOY
MPOIONTOX
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A. HAPAXKEYAXTHX THX BIOAOT'IKQX APAXTIKHY OYXIAX KAI
INAPAXKEYAXTHX YIIEYOYNOZX I'TA THN AIIOAEXMEYXZH TQN ITAPTIAQN

‘Ovoua kot d1e06vven Tov TapacKeLAoT TNS BLOAOYIKDC dPUCTIKNAG OVGIOG

Bayer HealthCare LLC
800 Dwight Way
Berkeley, CA 94710
HITA

‘Ovouoa kot d1e06vven Tov TOPUCKELAGTH TOL £ival LTEVOLVOC Y10 TNV ATOSEGUELGT TV TOPTIOWY

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

Bayer AG
Mullerstrafle 178
13353 Berlin
Teppavia

270 £VTUTTO QOAAO 0JNYLOV XPNOTG TOV POPUOKEVLTIKOD TPOIOVTOC TPETEL VO OVALYPAPETUL TO OVOLLOL
Kol M S1ev¥0vVVoT TOV TAPUCKELAGTN TTOV Elvar VTEHOVVOG Y10 TNV ATOSEGIEVGT TNG CYETIKNG TAPTIOAC.
B. OPOI'H HNEPIOPIZEMOI XXETIKA ME TH AIAGEXH KAI TH XPHXH

DoppokevTikd TPOidV Yo TO OTOI0 amoLTEITAL TEPLOPIGUEVT 1aTPIKT suvtayT| (PA. mapdptnua L
[epiinym tov Xapoktnpiotik®v tov [poidvtog, mapdypapog 4.2).

I AAAOI OPOI KAI ATTAITHXEIX THX AAEIAYX KYKAO®OPIAX

o Ex0¢og1g meprodikig mapakorovdnong g ac@dieiag (PSURs)

Ot anoutioetg yuo vroPfoir| Twv PSURS yia 10 gv Adym mpoidv opilovtot oTov KOTAAOYO UE TIG
nuepounvieg avaeopds g Evoong (katdroyog EURD) mov napatifetor oty mapdypoagpo 7, 6to

GpBpo 107y tng odnyiag 2001/83/EK kot kdbe emakdiovdng emikoipomoinong 0nmg dSNUOGIEDETOL GTNV
EVPOTOIKT OIKTLOKT] TUAT] Y10 TO PAPHLOKAL.

A.  OPOI'H IEPIOPIXMOI XXETIKA ME THN AX®AAH KAI AITIOTEAEXMATIKH
XPHZIH TOY ®PAPMAKEYTIKOY ITPOIONTOX

o Yyéo10 owoyeipiong Kivovvou (ZAK)
O Karoyog Adeiag Kukiopopiag (KAK) Ba deEaydyet Tig amoitodpeveg dpactnploTnTeS Kot
TOPEUPAGELS PUPLOKOETOYPVTVIIONG O¢ Tapovotdlovial ato cuppovniéy XAK mov tapovcialetan

omv evomra 1.8.2 ¢ ddelag KukAoQOPIog Kol 0T01EGONTOTE ETUKOAOVOEC EYKEKPIUEVES
avaBempnoeig tov TAK.
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‘Eva emkatpomompévo ZAK Oa mpénet va katotedet:

. Metd and aitnpo tov Evponaikov opyovicpod @appakov,

. Omnotednmote Tpomomoteitan To GVGTNHA dlayelptons KvdHvov, ed1Kd ™G AmOTEAEG LA ANYTG
VE®V TANPOGOPIDV TOV UITOPOVV VAL EMPEPOVLY GNUAVTIKY] OARXYT) GTI GYECT] 0PELOVG-KLVOUVOL
N ©¢ omoTEAESUA TNG EMTEVLENC EVOC GNUAVTIKOD 0POGTHOV (PUPUOKOETOYPVTVIOT 1)

glayiotomoinon Kvévvov).

. Ynoypémon Myng HETEYKPLTIKAOV PETPOV

O Karoyog Adelag Kvkiopopiag Ba olokinpidoet €viog Tov dNA®UEVOD ¥povikoD Thailsiov, Ta

TOPOKATO PETPOL:

Heprypagn Avapevopevn
npepopnvia
Merteykpitiky) Medétn Acalreiog (PASS): Me okomd v épevvo tov mboavav | To tehid
amoteAeo ATV TG cuoc®pevons Tov PEG oto yoprogidég mAEypa tov TPOTOKOAAO NG
EYKEQALOV KoL 68 BANOVG 16T00c/6pyava, 0 KAK 0o mpémet va Stevepyfoet ko | MEAETNG B mpémet

va Kotaféoel To amoTeAESHOTA amd tiol U TOPEUPOTIKT HETEYKPITIKY HEAETN
0CQUAEING COUP®VA UE TO CUUPOVNOEY TPOTOKOALO.

va katatedel péoa
o€ 3 piveg petd
TN YVOUO3OTNoN
g CHMP.

H tehikn avoeopd
g pehétng Ba
TPEMEL VO
Kkatotedel £mg Tig
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 (XYMIIEPIAAMBANOMENOY TOY
BLUE BOX)

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Jivi 250 IU x6vig ko S10A0TNG Yo eVESTUIO dtdAvpa

IHeykvhopévog, pe owayeypappévn ) B-meproyn, avacvvovacpévos avlpdmivog mapayovrog
méng VIII (damoctocog alfa pegol)

(2. TYNGOEZXH XE APAXTIKH(EX) OYXIA(EX)

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

3.  KATAAOI'OX EKAOXQN

Zaxyapoln, wotdivn, yAvkivn (E 640), yAwplovyo vdtpio, Swdpucd yroprodyo acBéotio (E 509),
moAvcopPiko 80 (E 433), mayopopeo o&ukd oD (E 260) kot evésipo vowmp. Alaffacte To0 QUALO
001 YL®V ¥PNONG TPV OO TN XPNOT).

| 4. GOAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

KOVIG Kol O10ADTNG Y10 EVEGLUO SLIAVLOL.

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

[5. TPOMNOZX KAI OAOX(0OI) XOPHTHZHX

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.

i

-
‘T" X
L )

= L v

9’

i

.J
Vel
,r:_,

"

]

Em(:( B

26



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

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

(7. AAAH(EX) EIAIKH(EX) MPOEIAONOIHZH(ELY), EAN EINAI ATAPAITHTH(EL)

8. HMEPOMHNIA AHEHZ

AHEH
AHEH (Mg 10 mépog g e€dpunvng meptddov, edv amobnkevtel oe Bepuokpacio mg 25 °C): ...ueeneeee.
Mnv 1o ypnoiponoteite petd amd avTn TV NUEPOUNVia.

Mmnopei va puAayBei oe Beppokpacieg £mg kot 25 °C yia éog Kot 6 piveg eviog g nuepounviog
AMENGC TOV AVOQEPETAL GTNV ETCTLAVGT). ZNUEIDGTE TN VEX Uepounvia AENC 6T0 KOLTI.

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

| 9. EIAIKEYX XYNOHKEYX OYAAEHX

[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®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHZIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TON
YIHOAEIMMATON ITIOY HPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

Kd&Be aypnoyromrointo dilvpa Tpénel va, amoppinTeTol.

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

Bayer AG
51368 Leverkusen
Teppovia

| 12.  APIOMOX(0OI) AAEIAY KYKAO®OPIAX

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

TToptida

| 14. TENIKH KATATAZH I'lA TH AIAOEXH

[15. OAHIIEX XPHZHE

| 16. TNAHPO®OPIEX XE BRAILLE

Jivi 250

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

A1G0106TOTOC YPOUUU®TOS KDdKaG (2D) mTov @épel Tov TEPIANEBEVTO LOVASIKO OVOYVOPIGTIKO KMOIKO.

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

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

EZQTEPIKO KOYTI THX IIOAAAIIAHX XYXKEYAZXIAX ME 30 MONEX XYXKEYAXIEX
(ZYMIIEPIAAMBANOMENOY TOY BLUE BOX)

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Jivi 250 IU x6vig ko S10A0TNG Yo eVESTUIO dtdAvpa

[Teykvhwpévog, pe dayeypoppévn m B-meployn, avacuvdvacspévog avBpdmivog Tapdyovtog
mméng VIII (damoctocog alfa pegol)

(2. TYNGOEZXH XE APAXTIKH(EX) OYXIA(EX)

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

3.  KATAAOI'OX EKAOXQN

Zaxyapoln, wotdivn, yAvkivn (E 640), yAwplovyo vdtpio, Swdpucd yroprodyo acBéotio (E 509),
moAvcopPiko 80 (E 433), mayopopeo o&ukd oD (E 260) kot evésiuo 0owp. Alaffacte To QUALO
001 YL®V ¥PNONG TPV OO TN XPNOT).

| 4. GOAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENQO

KOVIG Kol O10ADTNG Y10 EVEGLUO SLIAVLOL.
IMoAvevokevooia pe 30 povég cuokevacies, mov 1 kdbe pio TepEyet:

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

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

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
MPOION IPEIEI NA ®YAAXXIETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA TTAIAIA

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

(7. AAAH(EX) EIAIKH(EX) MPOEIAONOIHZH(ELEX), EAN EINAI AlTAPAITHTH(EZ)
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| 8. HMEPOMHNIA AHEHX

AHEH
AHEH (Mg 10 mépog g e&dunvng meptodov, edv amodnkevtel o€ Oepuokpacio £mg 25 °C): ...
Mnv 10 ypnclLoTOLEiTE PLETG OO QLTI TNV NUEPOUNVIDL.

Mmropei va puAaydei oe Beppokpacieg £mg kat 25 °C yio €0g Kot 6 pveg vioc g nUepounviog
AMENG TOV aVOQEPETAL TNV ETCTLAVGT). ZNUEIDGTE TN VEX Uepounvia AENE 610 KoLTi.

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

| 9. EIAIKEX XYNOHKEX ®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®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON 'H TON
YIHOAEIMMATOQN ITIOY HPOEPXONTAI AIIO AYTA, EOOXON ANTIAITEITAI

Kdabe aypnoiponointo didhvpa mpénet vo, amoppinTeTol.

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

Bayer AG
51368 Leverkusen
Ieppoavia

[12.  APIOMOX(OI) AAEIAYX KYKAO®OPIAX

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

| 13. APIOMOX ITAPTIAAX

MMoptida

| 14. TENIKH KATATAEH I'TA TH ATAGEXH |

[15.  OAHTIEZ XPHEHE |
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| 16. TIAHPO®OPIEX XE BRAILLE

Jivi 250

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

A1G106T0TOC YPOUUU®TOS KddKaG (2D) mTov pépel Tov TEPIANEBEVTO LOVASIKO OVOYVOPIGTIKO KOOIKO.

18. MONAAIKOX ANATI'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 IOAAAITIAHX XYXKEYAXIAY (XQPIX BLUE BOX)

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Jivi 250 U x6vig ko 810A0TN g Yo evéotipo dtdlvpa

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

| 2. XYNOEXH XE APAXTIKH(EY) OYXIA(EY)

‘Eva ml wepiéyer mepimov 100 IU damoctocog alfa pegol petd v avacvotoon (250 1U /2,5 ml).

| 3. KATAAOI'OX EKAOXQN

Saxyopoln, wotidivn, yAvkivn (E 640), yYAwpiovyo vatplo, wdpikd yrmprovyo acPéctio (E 509),
moAvcopPiko 80 (E 433), mayopoppo o&ucd o0 (E 260) kot evésipo vowp. Awoffdote 10 QUALO
001 YL®V ¥PNONG TPV OO TN XPNOT).

| 4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

KOVIG KoL O10ADTNG Y10 EVEGLUO SLOADLLOL.
Mépog molvcvokevaciog, dev umopel vo Tovindel xwpilotd.

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

| 5. TPOIIOX KAI OAOX(0OI) XOPHI'HEHX

Epdma& d6om povo.
AwPaote 10 QUALO 0ONYIOV XPNOTG TPV 0T TN XPNOT).
Mo evooeA&fra xpnon.
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T avachoTaoT YPNOLLOTOIDOVTAS TOV TPOCHUPLOYEN PLOALGI0V O10BACTE TO PVAAD 0dNYIDV YPNONG
TPV OO TN XPNOT).

w5 @ X
.—__,_f . \x ~

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OITIOIA TO ®PAPMAKEYTIKO
MPOION IPENEI NA ®YAAXIETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

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

(7. AAAH(EYX) EIAIKH(EZ) MIPOEIAOIIOIHEZH(EIZ), EAN EINAI AAPAITHTH(EX)

| 8. HMEPOMHNIA AHEHX

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

Mmnopel va pudayBel og Beppokpaociec Emg kat 25 °C yia émg kat 6 punveg evtog e nuepounviog
AENG TOV aVOPEPETOL TNV EMCTLAVOT). ZNUEIDOTE TN VEX UEPOUNVia ANENG 6To KouTi.

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

| 9. EIAIKEY XYNOHKEYX OYAAEHX

IIpw v avocsvoToon:

. dvidocoete og yoyeio.
. Mnv katoyvyete.
. Duidooete TO PLOAISI0 KAl TV TPOYELGUEVT] GUPLYYO GTO EMTEPIKO KOLTL Y100 VO

TPOGTATEVETAL OO TO PG,

10. TAIAITEPEX IPO®YAAZEEIX I'TA THN ATIOPPIYH TQN MH
XPHZIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHOAEIMMATON ITIOY HPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

Ka06e aypnoipomointo didAvpa pémetl va amoppintetol.
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| 11. ONOMA KAT AIEYOYNXH KATOXOY THX AAEJAY KYKAO®OPIAX

Bayer AG
51368 Leverkusen
I'eppavia

[12. APIOMOX(OI) AAEIAY. KYKAO®OPIAX

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

| 13. APIOMOZX ITAPTIAAX

Maprtida

| 14. TENIKH KATATAEH I'TA TH ATAGEXH

| 15. OAHI'IEX XPHXHX

| 16. TNAHPO®OPIEX XE BRAILLE

Jivi 250

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOYX — AIZAIAZTATOX TPAMMQTOX
KQAIKAY (2D)

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

34




EAAXIXTEX ENAEIZEIX [TIOY ITPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

OIAAIAIO KONEQX

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX(OI) XOPHI'HEHX |

Jivi 250 IU x6vig yio evéoio dtdivua

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

2. TPOMOX XOPHIHZHZ |

3.  HMEPOMHNIA AHEHZ |

AHEH

4.  APIOMOX ITAPTIAAX

[aprtioa

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

250 IU (damoctocog alfa pegol).

| 6. AAAA XTOIXEIA

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. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Jivi 500 IU x6vig kot S10A0TNG Yo eVESTUO dtdAvpa

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

(2. TYNGOEZXH XE APAXTIKH(EX) OYXIA(EX)

‘Eva ml wepiéyerl mepimov 200 IU damoctocog alfa pegol petd v avacvotoaon (500 1U /2,5 ml).

3.  KATAAOI'OX EKAOXQN

Zaxyapoln, wotidivn, yAvkivn (E 640), yAwplovyo vdtpio, S1wdpiko yAwprovyo acBéotio (E 509),
moAvcopPiko 80 (E 433), mayopopeo o&ukd oD (E 260) kot evésipo vowmp. Alaffacte To0 QUALO
001 YL®V ¥PNONG TPV OO TN XPNOT).

| 4. GOAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENQO

KOVIG Kol O10ADTNG Y10 EVEGLUO SLIAVLOL.

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

[5. TPOMNOZX KAI OAOX(0OI) XOPHTHZHX

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 ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION IPEIEI NA ®YAAXIETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA MITAIAIA

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

(7. AAAH(EX) EIAIKH(EX) MPOEIAONOIHZH(ELY), EAN EINAI ATAPAITHTH(EL)

8. HMEPOMHNIA AHEHZ

AHEH
AHEH (Mg 10 mépog g e€dpunvng tepiddov, edv amodnievtel o Bepuokpocio £mg 25 °C): .nveenneeee.
Mnv 1o ypnoiponoteite petd amd avTn TV NUEPOUNVia.

Mmnopei va puAayBei oe Beppokpaocieg £mg kat 25 °C yia éog Kot 6 piveg eviog g nuepounviog
AMENGC TOV AVOQEPETAL GTNV ETCTLAVGT). ZNUEIDGTE TN VEX Uepounvia AENC 6T0 KOLTI.

Metd thv ovocvoTaon:
. To mpoidv mpémel va ypnoponomei evidc 3 wpmv.
. Mnyv yoyete TO TPOIOV PETE TNV AVOCVGTOOT).

| 9. EIAIKEYX XYNOHKEYX OYAAEHX

[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®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHOAEIMMATON ITIOY HPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

Kd&Be aypnoyromrointo dilvpa Tpénel va, amoppinTeTol.

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

Bayer AG
51368 Leverkusen
Teppovia

| 12.  APIOMOX(0OI) AAEIAY KYKAO®OPIAX

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

TToptida

| 14. TENIKH KATATAZH I'lA TH AIAOEXH

[15. OAHIIEX XPHZHE

| 16. TNAHPO®OPIEX XE BRAILLE

Jivi 500

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

A1G0106TOTOC YPOUUU®TOS KDdKaG (2D) mTov @épel Tov TEPIANEBEVTO LOVASIKO OVOYVOPIGTIKO KMOIKO.

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

PC
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EZEQTEPIKH XYXKEYAXIA

EZQTEPIKO KOYTI THX IIOAAAIIAHX XYXKEYAZXIAX ME 30 MONEX XYXKEYAXIEX
(ZYMIIEPIAAMBANOMENOY TOY BLUE BOX)

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Jivi 500 IU x6vig kot S10A0TNG Yol eVEGTHO StaAV IO

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

(2. TYNGOEZXH XE APAXTIKH(EX) OYXIA(EX)

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

3.  KATAAOI'OX EKAOXQN

Zaxyapoln, wotdivn, yAvkivn (E 640), yAwplovyo vdtpio, Swdpucd yroprodyo acBéotio (E 509),
moAvcopPiko 80 (E 433), mayopopeo o&ukd oD (E 260) kot evésiuo 0owp. Alaffacte To QUALO
001 YL®V ¥PNONG TPV OO TN XPNOT).

| 4. GOAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENQO

KOVIG Kol O10ADTNG Y10 EVEGLUO SLIAVLOL.
IMoAvevokevooia pe 30 povég cuokevacies, mov 1 kdbe pio TepEyet:

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

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

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
MPOION IPEIEI NA ®YAAXXIETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA TTAIAIA

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

(7. AAAH(EX) EIAIKH(EX) MPOEIAONOIHZH(ELEX), EAN EINAI AlTAPAITHTH(EZ)
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| 8. HMEPOMHNIA AHEHX

AHEH
AHEH (Mg 10 mépog g e&dunvng meptodov, edv amodnkevtel o€ Oepuokpacio £mg 25 °C): ...
Mnv 10 ypnclLoTOLEiTE PLETG OO QLTI TNV NUEPOUNVIDL.

Mmropei va puAaydei oe Beppokpacieg £mg kat 25 °C yio €0g Kot 6 pveg vioc g nUepounviog
AMENG TOV aVOQEPETAL TNV ETCTLAVGT). ZNUEIDGTE TN VEX Uepounvia AENE 610 KoLTi.

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

| 9. EIAIKEX XYNOHKEX ®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®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON 'H TON
YIHOAEIMMATOQN ITIOY HPOEPXONTAI AIIO AYTA, EOOXON ANTIAITEITAI

Kdabe aypnoiponointo didhvpa mpénet vo, amoppinTeTol.

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

Bayer AG
51368 Leverkusen
Ieppoavia

[12.  APIOMOX(OI) AAEIAYX KYKAO®OPIAX

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

| 13. APIOMOX ITAPTIAAX

MMoptida

| 14. TENIKH KATATAEH I'TA TH ATAGEXH |

[15.  OAHTIEZ XPHEHE |

40



| 16. TIAHPO®OPIEX XE BRAILLE

Jivi 500

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

A1G106T0TOC YPOUUU®TOS KddKaG (2D) mTov pépel Tov TEPIANEBEVTO LOVASIKO OVOYVOPIGTIKO KOOIKO.

18. MONAAIKOX ANATI'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 IOAAAITIAHX XYXKEYAXIAY (XQPIX BLUE BOX)

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Jivi 500 IU x6vig ko 810A0g Yo evéotipo dtdlvpa

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

| 2. XYNOEXH XE APAXTIKH(EY) OYXIA(EY)

‘Eva ml epiéyer mepimov 200 IU damoctocog alfa pegol petd v avacvotoon (500 1U /2,5 ml).

| 3. KATAAOI'OX EKAOXQN

Saxyopoln, wotidivn, yAvkivn (E 640), yYAwpiovyo vatplo, wdpikd yrmprovyo acPéctio (E 509),
moAvcopPiko 80 (E 433), mayopoppo o&ucd o0 (E 260) kot evésipo vowp. Awoffdote 10 QUALO
001 YL®V ¥PNONG TPV OO TN XPNOT).

| 4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

KOVIG KoL O10ADTNG Y10 EVEGLUO SLOADLLOL.
Mépog molvcvokevaciog, dev umopel vo Tovindel xwpilotd.

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

| 5. TPOIIOX KAI OAOX(0OI) XOPHI'HEHX

Epdma& d6om povo.
AwPaote 10 QUALO 0ONYIOV XPNOTG TPV 0T TN XPNOT).
Mo evooeA&fra xpnon.
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T avachoTaoT YPNOLLOTOIDOVTAS TOV TPOCHUPLOYEN PLOALGI0V O10BACTE TO PVAAD 0dNYIDV YPNONG
TPV OO TN XPNOT).

w5 @ X
.—__,_f . \x ~

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OITIOIA TO ®PAPMAKEYTIKO
MPOION IPENEI NA ®YAAXIETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

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

(7. AAAH(EYX) EIAIKH(EZ) MIPOEIAOIIOIHEZH(EIZ), EAN EINAI AAPAITHTH(EX)

| 8. HMEPOMHNIA AHEHX

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

Mmnopel va pudayBel og Beppokpaociec Emg kat 25 °C yia émg kat 6 punveg evtog e nuepounviog
AENG TOV aVOPEPETOL TNV EMCTLAVOT). ZNUEIDOTE TN VEX UEPOUNVia ANENG 6To KouTi.

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

| 9. EIAIKEY XYNOHKEYX OYAAEHX

IIpw v avocsvoToon:

. dvidocoete og yoyeio.
. Mnv katoyvyete.
. Duidooete TO PLOAISI0 KAl TV TPOYELGUEVT] GUPLYYO GTO EMTEPIKO KOLTL Y100 VO

TPOGTATEVETAL OO TO PG,

10. TAIAITEPEX IPO®YAAZEEIX I'TA THN ATIOPPIYH TQN MH
XPHZIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHOAEIMMATON ITIOY HPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

Ka06e aypnoipomointo didAvpa pémetl va amoppintetol.
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| 11. ONOMA KAT AIEYOYNXH KATOXOY THX AAEJAY KYKAO®OPIAX

Bayer AG
51368 Leverkusen
I'eppavia

[12. APIOMOX(OI) AAEIAY. KYKAO®OPIAX

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

| 13. APIOMOZX ITAPTIAAX

Maprtida

| 14. TENIKH KATATAEH I'TA TH ATAGEXH

| 15. OAHI'IEX XPHXHX

| 16. TNAHPO®OPIEX XE BRAILLE

Jivi 500

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOYX — AIZAIAZTATOX TPAMMQTOX
KQAIKAY (2D)

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

a4




EAAXIXTEX ENAEIZEIX [TIOY ITPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

OIAAIAIO KONEQX

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX(OI) XOPHI'HEHX |

Jivi 500 IU x6vig yio evéoipo dtdivuo

[MeyoMwpévoc, pe dayeypappévn t B-meployn, avacuvdvacspuévog avOpamivog Tapdyovtog
mé&ng VIII (damoctocog alfa pegol)

EvdopAéPa ypnon.

2. TPONOX XOPHIHEIHE |

3.  HMEPOMHNIA AHEHZ |

AHEZEH

| 4. APIOMOX ITAPTIAAX

[oprtioa

| S. IHEPIEXOMENO KATA BAPOZX, KAT' OI'KO'H KATA MONAAA

500 IU (damoctocog alfa pegol).

| 6. AAAA XTOIXEIA

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. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Jivi 1000 IU kovig Kot S1oA0Tng yio EVEGILO S1dALUOL
[MeyoMwpévoc, pe dayeypappévn t B-meployn, avacuvdvacspuévog avOpamivog Tapdyovtog
mé&ng VIII (damoctocog alfa pegol)

| 2. XYNOEXH XE APAXTIKH(EY) OYXIA(EY)

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

| 3. KATAAOI'OX EKAOXQN

Saxyopoln, wotidivn, yAvkivn (E 640), yYAowplovyo vdatpio, dtwdpikod yAwpiovyo acPéotio (E 509),
moAvcopPiko 80 (E 433), mayopoppo o&ucd o0 (E 260) kot evésipo vowp. Awoffdote 10 QUALO
001 YL®V ¥PNONG TPV OO TN XPNOT).

| 4. OAPMAKOTEXNIKH 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) XOPHIHZHX

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

Mo avachoTaon YP1NCILOTOIDOVTAS TOV TPOGUPHOYEN PLoALdi0L S10BACTE TO PUALO OONYIDY YPTIoNG
TPV Ao TN XPNoN.

) ' =
2| V&AL 3
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6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION IPEIEI NA ®YAAXIETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA MITAIAIA

Na purdooetal og Béon, v onoia dev PAETOLY Kot dev TpoceYyilovy Ta TALd1dL.

(7. AAAH(EX) EIAIKH(EX) MPOEIAONOIHZH(ELY), EAN EINAI ATAPAITHTH(EY)

8. HMEPOMHNIA AHEHZ

AHEH
AHEH (Mg 10 mépog g e€dpunvng tepiddov, edv amodnievtel o Bepuokpocio £mg 25 °C): .nveenneeee.
Mnv to ypnoiponoteite petd amd avTn TV NUEPOUNVia.

Mmropei va puAayBei oe Beppokpacieg £mg kot 25 °C yia éog Kot 6 piveg eviog g nuepounviog
AMENGC TOV AVOQEPETAL GTNV ETCTLAVGT). ZNUEIDGTE TN VEX Uepounvia AENC 6T0 KOLTI.

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

| 9. EIAIKEYX XYNOHKEYX OYAAEHX

[Ipwv v avacHotoon:

o dvidooete og Yoyeio.
. Mnv katoyoyete.
. DuAdooeTe TO PLOAISIO KA TNV TPOYEUGUEVT GUPLYYO GTO EMTEPIKO KOLTL Y10l VoL

TPOGTATEVETAL OO TO PG,

10. TAIAITEPEX TIPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHZIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHOAEIMMATON ITIOY HPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

Kdabe aypnoyomrointo didivua Tpénel va, amoppinteTol.

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

Bayer AG
51368 Leverkusen
Teppovia

| 12.  APIOMOX(0OI) AAEIAY KYKAO®OPIAX

EU/1/18/1324/003 = 1 x (Jivi 1000 IU)
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| 13. APIOMOX ITAPTIAAX

TToptida

| 14. TENIKH KATATAZH I'TA TH AIAOGEXH

[15. OAHIIEX XPHZHE

| 16. TNAHPO®OPIEX XE BRAILLE

Jivi 1000

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

A1G0106TOTOC YPOUUU®TOS KDdKaG (2D) mTov @épel Tov TEPIANEBEVTO LOVASIKO OVOYVOPIGTIKO KMOIKO.

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

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

EZQTEPIKO KOYTI THX IIOAAAIIAHX XYXKEYAZXIAX ME 30 MONEX XYXKEYAXIEX
(ZYMIIEPIAAMBANOMENOY TOY BLUE BOX)

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Jivi 1000 IU kovig Ko S1oA0Tng yio EVEGILO S1dALUOL

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

(2. TYNGOEZXH XE APAXTIKH(EX) OYXIA(EX)

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

3.  KATAAOI'OX EKAOXQN

Zaxyapoln, wotdivn, yAvkivn (E 640), yAwplovyo vdtpio, Swdpucd yroprodyo acBéotio (E 509),
moAvcopPiko 80 (E 433), mayopopeo o&ukd oD (E 260) kot evésipo vowmp. Alaffacte To0 QUALO
001 YL®V ¥PNONG TPV OO TN XPNOT).

| 4. GOAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENQO

KOVIG Kol O10ADTNG Y10 EVEGLUO SLIAVLOL.
IMoAvevokevooiao pe 30 povég cuokevascies, mov 1 kabe pio TepLEEL:

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

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

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
MPOION IPEIEI NA ®YAAXXIETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA TTAIAIA

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

(7. AAAH(EX) EIAIKH(EX) MPOEIAONOIHZH(ELX), EAN EINAI AlTIAPAITHTH(EY)
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| 8. HMEPOMHNIA AHEHX

AHEH
AHEH (Mg 10 mépog g e&dunvng meptodov, edv amodnkevtel o€ Oepuokpacio £mg 25 °C): ...
Mnv 10 ypnclLoTOLEiTE PLETG OO QLTI TNV NUEPOUNVIDL.

Mmropei va puAaydei oe Beppokpacieg £mg kot 25 °C yio €0g Kot 6 pveg vioc g nUepounviog
AMENG TOV aVOQEPETAL TNV ETCTLAVGT). ZNUEIDGTE TN VEX Uepounvia AENE 610 KoLTi.

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

| 9. EIAIKEX XYNOHKEX ®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®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON 'H TON
YIHOAEIMMATOQN ITIOY HPOEPXONTAI AIIO AYTA, EOOXON ANTIAITEITAI

Kdabe aypnoiponointo didhvpa mpénet vo, amoppinTeTol.

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

Bayer AG
51368 Leverkusen
Ieppoavia

[12.  APIOMOX(OI) AAEIAYX KYKAO®OPIAX

EU/1/18/1324/008= 30 x (Jivi 1000 IU)

| 13. APIOMOX ITAPTIAAX

MMoptida

| 14. TENIKH KATATAEH I'TA TH ATAGEXH |

[15.  OAHTIEZ XPHEHE |
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| 16. TIAHPO®OPIEX XE BRAILLE

Jivi 1000

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

A1G106T0TOC YPOUUU®TOS KddKaG (2D) mTov pépel Tov TEPIANEBEVTO LOVASIKO OVOYVOPIGTIKO KOOIKO.

18. MONAAIKOX ANATI'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 IOAAAITIAHX XYXKEYAXIAY (XQPIX BLUE BOX)

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Jivi 1000 IU k6vig Kot Stod0Tng yio evésipo didAvpa

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

| 2. XYNOEXH XE APAXTIKH(EY) OYXIA(EY)

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

| 3. KATAAOI'OX EKAOXQN

Saxyopoln, wotidivn, yAvkivn (E 640), yYAwpiovyo vatplo, wdpikd yrmprovyo acPéctio (E 509),
moAvcopPiko 80 (E 433), mayopoppo o&ucd o0 (E 260) kot evésipo vowp. Awoffdote To0 GUALO
001 YL®V ¥PNONG TPV OO TN XPNOT).

| 4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

KOVIG KoL O10ADTNG Y10 EVEGLUO SLOADLLOL.
Mépog molvcvokevaciog, dev umopel vo Tovindel xwpilotd.

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

| 5. TPOIIOX KAI OAOX(0OI) XOPHI'HEHX

Epdma& d6om povo.
AwPaote 10 QUALO 0ONYIOV XPNOTG TPV 0T TN XPNOT).
Mo evooeA&fra xpnon.
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T avachoTaoT YPNOIHOTOIOVTAS TOV TPOCAPLOYEN PLOALI0L J1UBACTE TO PVAAD 0ONYI®V XPIONG
TPV OO TN XPNOT).
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6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OITIOIA TO ®PAPMAKEYTIKO
MPOION IPENEI NA ®YAAXIETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

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

(7. AAAH(EYX) EIAIKH(EZ) MIPOEIAOIIOIHEZH(EIZ), EAN EINAI AAPAITHTH(EX)

| 8. HMEPOMHNIA AHEHX

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

Mmnopel va pudayBel og Beppokpaociec Emg kat 25 °C yia émg kat 6 punveg evtog e nuepounviog
AMENG TOV AVOPEPETAL TNV EMCTLAVOT). ZNUEIDCTE TN VEQ Nuepopnvia AENG 610 KouTi.

Merté v avocbvotaon:
. To mpoidv mpémel va ypnoponomei evidc 3 opmv.
. Mnyv yoyete TO TPOTOV HETE TNV AVAGHGTACT).

| 9. EIAIKEY XYNOHKEYX OYAAEHX

IIpw v avocsvoToon:

. dvidocoete og yoyeio.
. Mnv katoyvyete.
. Durdooete TO PLOAISI0 KAl TNV TPOYEUGUEVT GUPLYYO GTO eEMTEPIKO KOLTL Yol VoL

TPOGTATEVETAL OO TO PG,

10. TAIAITEPEX IPO®YAAZEEIX I'TA THN ATIOPPIYH TQN MH
XPHZIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHOAEIMMATON ITIOY HPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

Ka06e aypnoipomointo didAvpa mpémetl va amoppinteTol.
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| 11. ONOMA KAT AIEYOYNXH KATOXOY THX AAEJAY KYKAO®OPIAX

Bayer AG
51368 Leverkusen
I'eppavia

[12. APIOMOX(OI) AAEIAY. KYKAO®OPIAX

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

| 13. APIOMOZX ITAPTIAAX

Maprtida

| 14. TENIKH KATATAEH I'TA TH ATAGEXH

| 15. OAHI'IEX XPHXHX

| 16. TNAHPO®OPIEX XE BRAILLE

Jivi 1000

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOYX — AIZAIAZTATOX TPAMMQTOX
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 XYXKEYAXIEX

OIAAIAIO KONEQX

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX(OI) XOPHI'HEHX |

Jivi 1000 IU kovig yio evécyio didAavpo

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

EvdopAépra ypnon.

2. TPONOX XOPHIHEIHE |

3.  HMEPOMHNIA AHEHZ |

AHEZEH

| 4. APIOMOX ITAPTIAAX

[oprtioa

| S. IHEPIEXOMENO KATA BAPOZX, KAT' OI'KO'H KATA MONAAA

1.000 IU (damoctocog alfa pegol).

| 6. AAAA XTOIXEIA

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. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Jivi 2000 IU kovig Kot S1oA0Tng yio EVEGILO S1ALUL
[MeyoMwpévoc, pe dayeypappévn t B-meployn, avacuvdvacspuévog avOpamivog Tapdyovtog
mé&ng VIII (damoctocog alfa pegol)

| 2. XYNOEXH XE APAXTIKH(EY) OYXIA(EY)

"Eva ml epiéyer mepimov 800 IU damoctocog alfa pegol petd mv avacvotaon (2.000 IU /2,5 ml).

| 3. KATAAOI'OX EKAOXQN

Saxyopoln, wotidivn, yAvkivn (E 640), yYAowplovyo vdatpio, dtwdpikod yAwpiovyo acPéotio (E 509),
moAvcopPiko 80 (E 433), mayopoppo o&ucd o0 (E 260) kot evésipo vowp. Awoffdote To0 GUALO
001 YL®V ¥PNONG TPV OO TN XPNOT).

| 4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

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) XOPHIHZHX

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 XPIONG
TPV Ao TN XPNoN.

) ' =
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6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION IPEIEI NA ®YAAXIETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA MITAIAIA

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

(7. AAAH(EX) EIAIKH(EX) MPOEIAONOIHZH(ELY), EAN EINAI ATAPAITHTH(EY)

8. HMEPOMHNIA AHEHZ

AHEH
AHEH (Mg 10 mépog g e€dpunvng tepiddov, edv amodnievtel o Bepuokpocio £mg 25 °C): .nveenneeee.
Mnv 1o ypnoiponoteite petd omd ovT TNV NUEPOUNVia.

Mmropei va puAayBei oe Beppokpacieg £mg kot 25 °C yia éog Kot 6 piveg eviog g nuepounviog
AMENGC TOV AVOQEPETAL GTNV ETCTLAVGT). ZNUEIDGTE TN VEX Uepounvia AENC 6T0 KOLTI.

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

| 9. EIAIKEYX XYNOHKEYX OYAAEHX

[Ipwv tnv ovaocvoTaon:

o dvidooete og Yoyeio.
. Mnv katoyoyete.
. DuAdooeTe TO PLOAISIO KO TNV TPOYEUGUEVT GUPLYYO GTO EEMTEPIKO KOLTL Y10l VL

TPOGTATEVETAL OO TO PG,

10. TAIAITEPEX TIPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHZIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHOAEIMMATON ITIOY HPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

Kd&Be aypnoyromrointo dilvpa Tpénel va, amoppinTeTol.

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

Bayer AG
51368 Leverkusen
Teppovia

| 12.  APIOMOX(0OI) AAEIAY KYKAO®OPIAX

EU/1/18/1324/004 — 1 x (Jivi 2000 IU)
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| 13. APIOMOX ITAPTIAAX

TToptida

| 14. TENIKH KATATAZH I'lA TH AIAOEXH

[15. OAHIIEX XPHZHE

| 16. TNAHPO®OPIEX XE BRAILLE

Jivi 2000

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

A1G0106TOTOC YPOUUU®TOS KDdKaG (2D) mTov @épel Tov TEPIANEBEVTO LOVASIKO OVOYVOPIGTIKO KMOIKO.

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

PC
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EZQTEPIKO KOYTI THX IIOAAAIIAHX XYXKEYAZXIAX ME 30 MONEX XYXKEYAXIEX
(ZYMIIEPIAAMBANOMENOY TOY BLUE BOX)

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Jivi 2000 IU kovig Kot S1od0Tng yio EVEGILO S1dALUL

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

(2. TYNGOEZH XE APAXTIKH(EX) OYZIA(EX)

"Eva ml epiéyerl mepimov 800 IU damoctocog alfa pegol petd mv avacvotaon (2.000 IU / 2,5 ml).

3.  KATAAOI'OX EKAOXQN

Zaxyapoln, wotdivn, yAvkivn (E 640), yAwplovyo vdtpio, Swdpucd yroprodyo acBéotio (E 509),
moAvcopPiko 80 (E 433), mayopoppo o&ucd o0 (E 260) kot evésiuo vowp. Alaffacte To QUALO
001 YL®V ¥PNONG TPV OO TN XPNOT).

| 4. GOAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENQO

KOVIG Kol O10ADTNG Y10 EVEGLUO SLIAVLOL.
IHolvovokevaoio pe 30 povég cvokevaciss, Tov N kKGOe pia Tepréyen:

1 @loAido pe xko6vn, 1 Tpoyepiopévn cvpryya pe 2,5 ml evésipov Kdatog, 1 Tpocapuoyéag PraAdiov
ka1l 1 cvokevn pAgforévinong.

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

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
MPOION IPEIEI NA ®YAAXXIETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA TTAIAIA

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

(7. AAAH(EX) EIAIKH(EX) MPOEIAONOIHZH(ELX), EAN EINAI AlTIAPAITHTH(EY)
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| 8. HMEPOMHNIA AHEHX

AHEH
AHEH (Mg 10 mépog g e&dunvng meptodov, edv amodnkevtel o€ Oepuokpacio £mg 25 °C): ...
Mnv 10 ypnclLoTOLEiTE PLETG OO QLTI TNV NUEPOUNVIDL.

Mmropei va puAaydei oe Beppokpacieg £mg kar 25 °C yio €0g Kot 6 pveg vioc g nUepounviog
AMENG TOV aVOQEPETAL TNV ETCTLAVGT). ZNUEIDGTE TN VEX Uepounvia AENE 610 KoLTi.

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

| 9. EIAIKEX XYNOHKEX ®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®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON 'H TON
YIHOAEIMMATOQN ITIOY HPOEPXONTAI AIIO AYTA, EOOXON ANTIAITEITAI

Kdabe aypnoiponointo didhvpa mpénet vo, amoppinTeTol.

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

Bayer AG
51368 Leverkusen
Ieppoavia

[12.  APIOMOX(OI) AAEIAYX KYKAO®OPIAX

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

| 13. APIOMOX ITAPTIAAX

MMoptida

| 14. TENIKH KATATAEH I'TA TH ATAGEXH |

[15.  OAHTIEZ XPHEHE |
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| 16. TIAHPO®OPIEX XE BRAILLE

Jivi 2000

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

A1G106T0TOC YPOUUU®TOS KddKaG (2D) mTov pépel Tov TEPIANEBEVTO LOVASIKO OVOYVOPIGTIKO KOOIKO.

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

EXQTEPIKO KOYTI THX IOAAAITIAHX XYXKEYAXIAY (XQPIX BLUE BOX)

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Jivi 2000 IU k6vig Kot Stod0Tng yio evésipo didAvpa

[MeyoMwpévoc, pe dayeypappévn t B-meployn, avacuvdvacspuévog avOpamivog Tapdyovtog
mé&ng VIII (damoctocog alfa pegol)

| 2. XYNOEXH XE APAXTIKH(EY) OYXIA(EY)

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

| 3. KATAAOI'OX EKAOXQN

Saxyopoln, wotidivn, yAvkivn (E 640), yYAwpiovyo vatplo, wdpikd yrmprovyo acPéctio (E 509),
moAvcopPiko 80 (E 433), mayopoppo o&ucd o0 (E 260) kot evésipo vowp. Awoffdote To0 GUALO
001 YL®V ¥PNONG TPV OO TN XPNOT).

| 4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

KOVIG KoL O10ADTNG Y10 EVEGLUO SLOADLLOL.
Mépog molvcvokevaciog, dev umopel vo Tovindel xwpilotd.

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

| 5. TPOIIOX KAI OAOX(0OI) XOPHI'HEHX

Epdma& d6om povo.
AwPaote 10 QUALO 0ONYIOV XPNOTG TPV 0T TN XPNOT).
Mo evooeA&fra xpnon.
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T avachoTaoT YPNOIHOTOIOVTAS TOV TPOCAPLOYEN PLOALI0L J1UBACTE TO PVAAD 0ONYI®V XPIONG
TPV OO TN XPNOT).
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6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OITIOIA TO ®PAPMAKEYTIKO
MPOION IPENEI NA ®YAAXIETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

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

(7. AAAH(EYX) EIAIKH(EZ) MIPOEIAOIIOIHEZH(EIZ), EAN EINAI AAPAITHTH(EX)

| 8. HMEPOMHNIA AHEHX

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

Mmnopel va pudayBel og Beppokpaociec Emg kat 25 °C yia émg kat 6 punveg evtog e nuepounviog
AMENG TOV AVOPEPETAL TNV EMCTLAVOT). ZNUEIDCTE TN VEQ Nuepopnvia AENG 610 KouTi.

Merté v avocbvotaon:
. To mpoidv mpémel va ypnoponomei evidc 3 opmv.
. Mnyv yoyete TO TPOTOV HETE TNV AVAGHGTACT).

| 9. EIAIKEY XYNOHKEYX OYAAEHX

IIpw v avocsvoToon:

. dvidocoete og yoyeio.
. Mnv katoyvyete.
. Durdooete TO PLOAISI0 KAl TNV TPOYEUGUEVT GUPLYYO GTO eEMTEPIKO KOLTL Yol VoL

TPOGTATEVETAL OO TO PG,

10. TAIAITEPEX IPO®YAAZEEIX I'TA THN ATIOPPIYH TQN MH
XPHZIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHOAEIMMATON ITIOY HPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

Ka06e aypnoipomointo didAvpa mpémetl va amoppinteTol.

63



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

Bayer AG
51368 Leverkusen
I'eppavia

[12. APIOMOX(OI) AAEIAY. KYKAO®OPIAX

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

| 13. APIOMOZX ITAPTIAAX

Maprtida

| 14. TENIKH KATATAEH I'TA TH ATAGEXH

| 15. OAHI'IEX XPHXHX

| 16. TNAHPO®OPIEX XE BRAILLE

Jivi 2000

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOYX — AIZAIAZTATOX TPAMMQTOX
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 XYXKEYAXIEX

OIAAIAIO KONEQX

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX(OI) XOPHI'HEHX |

Jivi 2000 IU kovig yio evécyio didAvpa

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

EvdopAépra ypnon.

2. TPONOX XOPHIHEIHE |

3.  HMEPOMHNIA AHEHZ |

AHEZEH

| 4. APIOMOX ITAPTIAAX

[oprtioa

| S. IHEPIEXOMENO KATA BAPOZX, KAT' OI'KO'H KATA MONAAA

2.000 IU (damoctocog alfa pegol).

| 6. AAAA XTOIXEIA

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. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Jivi 3000 IU kovig Kot S1oA0Tng yio EVEGILO S1GALUL
[MeyoMwpévoc, pe dayeypappévn t B-meployn, avacuvdvacspuévog avOpamivog Tapdyovtog
mé&ng VIII (damoctocog alfa pegol)

| 2. XYNOEXH XE APAXTIKH(EY) OYXIA(EY)

"Eva ml epiéyer mepimov 1.200 IU damoctocog alfa pegol petd v avactvotacn (3.000 U / 2,5 ml).

| 3. KATAAOI'OX EKAOXQN

Saxyopoln, wotidivn, yAvkivn (E 640), yYAowplovyo vdatpio, dtwdpikod yAwpiovyo acPéotio (E 509),
moAvcopPiko 80 (E 433), mayopoppo o&ucd o0 (E 260) kot evésipo vowp. Aloffdote 10 QUALO
001 YL®V ¥PNONG TPV OO TN XPNOT).

| 4. OAPMAKOTEXNIKH 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) XOPHIHZHX

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

Mo avachoTaon YP1NCILOTOIDOVTAS TOV TPOGUPHOYEN PLoALdi0L S10BACTE TO PUALO OONYIDY YPTIoNG
TPV Ao TN XPNoN.

) ' =
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6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION IPEIEI NA ®YAAXIETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA MITAIAIA

Na purdooetal og Béon, v onoia dev PAETOLY Kot dev TpoceYyilovy Ta TALd1dL.

(7. AAAH(EX) EIAIKH(EX) MPOEIAONOIHZH(ELY), EAN EINAI ATAPAITHTH(EY)

8. HMEPOMHNIA AHEHZ

AHEH
AHEH (Mg 10 mépog g e€dpunvng tepiddov, edv amodnievtel o Bepuokpocio £mg 25 °C): .nveenneeee.
Mnv 1o ypnoiponoteite petd amd avTn TV NUEPOUNVia.

Mmropei va puAayBei oe Beppokpacieg £mg kot 25 °C yia éog Kot 6 piveg eviog g nuepounviog
AMENGC TOV AVOQEPETAL GTNV ETCTLAVGT). ZNUEIDGTE TN VEX Uepounvia AENC 6T0 KOLTI.

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

| 9. EIAIKEYX XYNOHKEYX OYAAEHX

[Ipwv tnv ovaocvoTaon:

o dvidooete og Yoyeio.
. Mnv katoyoyete.
. DuAdooeTe TO PLOAISIO KO TNV TPOYEUGUEVT GUPLYYO GTO EEMTEPIKO KOLTL Y10l VL

TPOGTATEVETAL OO TO PG,

10. TAIAITEPEX TIPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHZIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHOAEIMMATON ITIOY HPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

Kd&Be aypnoyromrointo dilvpa Tpénel va, amoppinTeTol.

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

Bayer AG
51368 Leverkusen
Teppovia

| 12.  APIOMOX(0OI) AAEIAY KYKAO®OPIAX

EU/1/18/1324/005 = 1 x (Jivi 3000 IU)
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| 13. APIOMOX ITAPTIAAX

TToptida

| 14. TENIKH KATATAZH I'lA TH AIAOEXH

[15. OAHIIEX XPHZHE

| 16. TNAHPO®OPIEX XE BRAILLE

Jivi 3000

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

A1G0106TOTOC YPOUUU®TOS KDdKaG (2D) mTov @épel Tov TEPIANEBEVTO LOVASIKO OVOYVOPIGTIKO KMOIKO.

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

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

EZQTEPIKO KOYTI THX IIOAAAIIAHX XYXKEYAZXIAX ME 30 MONEX XYXKEYAXIEX
(ZYMIIEPIAAMBANOMENOY TOY BLUE BOX)

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Jivi 3000 IU kovig Kot S1oA0Tng yio EVEGILO S1dALUOL

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

(2. TYNGOEZH XE APAXTIKH(EX) OYZIA(EX)

"Eva ml epiéyer mepinmov 1.200 IU damoctocog alfa pegol petd v avactvotacn (3.000 U / 2,5 ml).

3.  KATAAOI'OX EKAOXQN

Zaxyapoln, wotdivn, yAvkivn (E 640), yAwplovyo vdtpio, Swdpucd yroprodyo acBéotio (E 509),
moAvcopPiko 80 (E 433), mayopoppo o&ucd o0 (E 260) kot evésiuo vowp. Alaffacte To QUALO
001 YL®V ¥PNONG TPV OO TN XPNOT).

| 4. GOAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENQO

KOVIG Kol O10ADTNG Y10 EVEGLUO SLIAVLOL.
IMoAvevokevooia pe 30 povég cuokevacies, mov 1 kdbe pio TepEyet:

1 @loAido pe xko6vn, 1 Tpoyepiopévn cvpryya pe 2,5 ml evésipov Kdatog, 1 Tpocapuoyéag PraAdiov
ka1l 1 cvokevn pAgforévinong.

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

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
MPOION IPEIEI NA ®YAAXXIETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA TTAIAIA

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

(7. AAAH(EX) EIAIKH(EX) MPOEIAONOIHZH(ELEX), EAN EINAI AlTAPAITHTH(EZ)
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| 8. HMEPOMHNIA AHEHX

AHEH
AHEH (Mg 10 mépog g e&dunvng meptodov, edv amodnkevtel o€ Oepuokpacio £mg 25 °C): ...
Mnv 10 ypnclLoTOLEiTE PLETG OO QLTI TNV NUEPOUNVIDL.

Mmropei va puAaydei oe Beppokpacieg £mg kat 25 °C yio €0g Kot 6 pveg vioc g nUepounviog
AMENG TOV aVOQEPETAL TNV ETCTLAVGT). ZNUEIDGTE TN VEX Uepounvia AENE 610 KoLTi.

Metd v avacvoetaon:
. To mpoidv mpémet va ypnopomomBei evidg 3 opdv.
. Mnv yiyete to TPoidv petd TV ovacOGTAC.

| 9. EIAIKEX XYNOHKEX ®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®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON 'H TON
YIHOAEIMMATOQN ITIOY HPOEPXONTAI AIIO AYTA, EOOXON ANTIAITEITAI

Kdabe aypnoiponointo didhvpa mpénet vo, amoppinTeTol.

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

Bayer AG
51368 Leverkusen
Ieppoavia

[12.  APIOMOX(OI) AAEIAYX KYKAO®OPIAX

EU/1/18/1324/0010- 30 x (Jivi 3000 IU)

| 13. APIOMOX ITAPTIAAX

MMoptida

| 14. TENIKH KATATAEH I'TA TH ATAGEXH |

[15.  OAHTIEZ XPHEHE |
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| 16. TIAHPO®OPIEX XE BRAILLE

Jivi 3000

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

A1G106T0TOC YPOUUU®TOS KddKaG (2D) mTov pépel Tov TEPIANEBEVTO LOVASIKO OVOYVOPIGTIKO KOOIKO.

18. MONAAIKOX ANATI'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 IOAAAITIAHX XYXKEYAXIAY (XQPIX BLUE BOX)

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Jivi 3000 IU k6vig Kot StoddTng yio evésipo didAvpa

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

| 2. XYNOEXH XE APAXTIKH(EY) OYXIA(EY)

"Eva ml epiéyer mepimov 1.200 IU damoctocog alfa pegol petd tv avactvotacn (3.000 U / 2,5 ml).

| 3. KATAAOI'OX EKAOXQN

Saxyopoln, wotidivn, yAvkivn (E 640), yYAwpiovyo vatplo, wdpikd yrmprovyo acPéctio (E 509),
moAvcopPiko 80 (E 433), mayopoppo o&ucd o0 (E 260) kot evésipo vowp. Awoffdote 1o GUALO
001 YL®V ¥PNONG TPV OO TN XPNOT).

| 4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

KOVIG KoL O10ADTNG Y10 EVEGLUO SLOADLLOL.
Mépog molvcvokevaciog, dev umopel vo Tovindel xwpilotd.

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

| 5. TPOIIOX KAI OAOX(0OI) XOPHI'HEHX

Epdma& d6om povo.
AwPaote 10 QUALO 0ONYIOV XPNOTG TPV 0T 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).

w5 @ X
.—__,_f . \x ~

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OITIOIA TO ®PAPMAKEYTIKO
MPOION IPENEI NA ®YAAXIETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

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

(7. AAAH(EYX) EIAIKH(EZ) MPOEIAOIOIHEH(EIZ), EAN EINAI AAPAITHTH(EX)

| 8. HMEPOMHNIA AHEHX

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

Mmnopel va purayBet og Beprokpaociec Emg kat 25 °C yia émg kot 6 punveg evtog e nuepounviog
AMENG TOV AVOPEPETAL TNV EMCTLAVOT). ZNUEIDCTE TN VEQ Nuepopnvia AENG 610 KouTi.

Meté v avocbvotaon:
. To mpoidv mpémel va ypnoponomei evidc 3 opmv.
. Mnyv yoyete T0 TPOIOV PETE TNV AVACVGTOOT).

| 9. EIAIKEY XYNOHKEYX 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 IPO®YAAZEEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHOAEIMMATON ITIOY HPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

Ka06e aypnoipomointo didAvpa mpémetl va amoppintetal.
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| 11. ONOMA KAT AIEYOYNXH KATOXOY THX AAEJAY KYKAO®OPIAX

Bayer AG
51368 Leverkusen
I'eppavia

[12. APIOMOX(OI) AAEIAY. KYKAO®OPIAX

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

| 13. APIOMOZX ITAPTIAAX

Maprtida

| 14. TENIKH KATATAEH I'TA TH ATAGEXH

| 15. OAHI'IEX XPHXHX

| 16. TNAHPO®OPIEX XE BRAILLE

Jivi 3000

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOYX — AIZAIAZTATOX TPAMMQTOX
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 XYXKEYAXIEX

OIAAIAIO KONEQX

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX(OI) XOPHI'HEHX |

Jivi 3000 IU kovig yio evécyio didAvpa

[MeyoMwpévoc, pe dayeypappévn t B-meployn, avacuvdvacspuévog avOpamivog Tapdyovtog
mé&ng VIII (damoctocog alfa pegol)

EvdopAéPa ypnon.

2. TPONIOX XOPHIHEIHX |

3.  HMEPOMHNIA AHEHZ |

AHEZEH

| 4. APIOMOX ITAPTIAAX

[oprtioa

| S. IHEPIEXOMENO KATA BAPOZX, KAT' OI'KO'H KATA MONAAA

3.000 IU (damoctocog alfa pegol).

| 6. AAAA XTOIXEIA

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. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Jivi 4000 IU kovig Kot S1oA0Tng Yo EVEGILO S1dALUL
[MeyoMwpévog, pe dayeypappévn t B-meproyn, avacuvovaouévog avlpamvog TapayovTog
mé&ng VIII (damoctocog alfa pegol)

| 2. XYNOEXH XE APAXTIKH(EY) OYXIA(EY)

"‘Eva ml wepiéyer mepimov 800 IU damoctocog alfa pegol petd v avacvotoon (4.000 IU / 5 ml).

| 3. KATAAOI'OX EKAOXQN

Saxyopoln, wotidivn, yAvkivn (E 640), yYAopiovyo vatpio, Stwdpikod yAwpiovyo acPéotio (E 509),
moAvcopPiko 80 (E 433), mayopoppo o&ucod o0& (E 260) kot evésipo vowp. Awffdote 10 QUALO
001 YL®V ¥PNONG TPV OO TN XPNOT).

| 4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

KOVIG KoL O10ADTNG Y10 EVEGLUO SLOADLLOL.

1 @loAido pe ko6vn, 1 Tpoyepiopévn cvptyya pe S ml evéoipov vdatog, 1 Tpocappoyéag PloAldiov Kot
1 cuckevn PAePokEVINONC.

(5. TPOIOX KAI OAOX(OI) XOPHIHZHX

Epdna& d6om povo.
Awpaote 10 PUALO 0INYIOV XPNONG TPV OO TN XPTON.
Mo evooeA&Pra ypnon.

Mo avachoTaon YPMNCILOTOIOVTAS TOV TPOGUPHOYEN PLoALdioL S10BAoTE TO PUALO 0ONYIDV XPIOTG
TPV Ao TN XPNoN.

) ' =
2| V&AL 3
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6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION IPEIEI NA ®YAAXIETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA MITAIAIA

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

(7. AAAH(EX) EIAIKH(EX) MPOEIAONOIHZH(ELY), EAN EINAI ATAPAITHTH(EY)

8. HMEPOMHNIA AHEHZ

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

Mmropei va puAayBei oe Beppokpacieg £mg kot 25 °C yia éog Kot 6 piveg eviog g nuepounviog
AMENGC TOV aVOQEPETAL GTNV EMCHUAVCT. ZNUEIDCTE TN VEQ NUepOoUnVia ANENE 6To KouTi.

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

| 9. EIAIKEYX XYNOHKEYX OYAAEHX

[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®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHZIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHOAEIMMATON ITIOY HPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

Kd&Be aypnoyromrointo dilvpa Tpénel va, amoppinTeTol.

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

Bayer AG
51368 Leverkusen
Teppovia

| 12.  APIOMOX(0OI) AAEIAY KYKAO®OPIAX

EU/1/18/1324/011 = 1 x (Jivi 4000 IU)
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| 13. APIOMOX ITAPTIAAX

TToptida

| 14. TENIKH KATATAZH I'lA TH AIAOEXH

[15. OAHIIEX XPHZHE

| 16. TNAHPO®OPIEX XE BRAILLE

Jivi 4000

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

A1G0106TOTOC YPOUUU®TOS KDdKaG (2D) mTov @épel Tov TEPIANEBEVTO LOVASIKO OVOYVOPIGTIKO KMOIKO.

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

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

EZQTEPIKO KOYTI THX IOAAAIIAHX XYXKEYAXIAY ME 30 MONEX XYXKEYAZXIEX
(ZYMIIEPIAAMBANOMENOY TOY BLUE BOX)

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Jivi 4000 IU kovig Kot S1oA0Tng yio EVEGILO S1dALUL

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

(2. TYNGOEZXH XE APAXTIKH(EX) OYXIA(EX)

‘Eva ml wepiéyer mepimov 800 IU damoctocog alfa pegol petd v avacvotoon (4.000 IU / 5 ml).

3.  KATAAOI'OX EKAOXQN

Zaxyapoln, wotidivn, yAvkivn (E 640), YAwplovyo vétpio, Stwdpikod yroplovyo acPéotio (E 509),
moAvcopPiko 80 (E 433), mayopoppo o&ucd o0 (E 260) kot evésiuo 0owp. Alaffacte To QOUALO
001 YL®V ¥PNONG TPV OO TN XPNOT).

| 4. GOAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

KOVIG Kol O10ADTNG Y10 EVEGLUO SLIAVLOL.
IMoAvevokevooia pe 30 povég cuokevacies, mov 1 kdbe pio TepEyet:

1 @loAido pe ko6vn, 1 Tpoyepiopévn cvpryya pe S ml evéoipov vdatog, 1 Tposappoyéag PloAldiov Kot
1 cvckevn PAePokEVINONC.

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

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
MPOION IPEIEI NA ®YAAXXIETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXZEITIZOYN TA TITAIAIA

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

(7. AAAH(EX) EIAIKH(EX) MPOEIAONOIHZH(ELX), EAN EINAI AlTIAPAITHTH(EY)
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| 8. HMEPOMHNIA AHEHX

AHEH
AHEH (Mg 10 mépog g e&dunvng meptodov, edv amodnkevtel og Oepuokpacio mg 25 °C): ...
Mnv 10 ypnclLoTOLEiTE PLETG OO QLTI TNV NUEPOUNVIDL.

Mmropei va puAaydei oe Beppokpacieg £mg kot 25 °C yio €0g Kot 6 pveg vioc g nUepounviog
AENG TOV AVOQEPETAL TNV ETCHUAVOT). ZNUEIDCTE TN VEX NUepounvio ANENg oto Kourti.

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

| 9. EIAIKEX XYNOHKEX ®YAAEHX

IIpwv v ovacvoTOoN:

o dvidcoete og yoyeio.
. Mnyv katayOyeTe.
o Dvldcoete TO PLOAISLO KL TV TPOYELGUEVT GVPLYYO GTO EMTEPIKO KOLTL Y100 VO

TPOGTOUTEVETOL OO TO PG,

10. TAIAITEPEX TIPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON 'H TON
YIHOAEIMMATOQN ITIOY HPOEPXONTAI AIIO AYTA, EOOXON ANTIAITEITAI

Kdabe aypnoiponointo didhvpa mpénet vo, amoppinTeTo.

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

Bayer AG
51368 Leverkusen
Ieppoavia

[12.  APIOMOX(OI) AAEIAYX KYKAO®OPIAX

EU/1/18/1324/012 - 30 x (Jivi 4000 1U)

| 13. APIOMOX ITAPTIAAX

MMoptida

| 14. TENIKH KATATAEH I'TA TH ATAGEXH |

[15.  OAHTIEZ XPHEHE |
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| 16. TIAHPO®OPIEX XE BRAILLE

Jivi 4000

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

A16106T0TOC YPOUUU®TOS KddIKaG (2D) mTov pépel Tov TEPIANPOEVTO LOVOSTIKO aVOyVOPIOTIKO KOOKO.

18. MONAAIKOX ANATI'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. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Jivi 4000 IU k6vig Kot Stod0Tng yio evésipo didAvpa

[MeyoMwpévoc, pe dayeypappévn t B-meployn, avacuvdvacspuévog avOpamivog Tapdyovtog
mé&ng VIII (damoctocog alfa pegol)

| 2. XYNOEXH XE APAXTIKH(EY) OYXIA(EY)

‘Eva ml wepiéyer mepimov 800 IU damoctocog alfa pegol petd v avacvotoon (4.000 IU / 5 ml).

| 3. KATAAOI'OX EKAOXQN

Saxyopoln, wotidivn, yAvkivn (E 640), yAopiovyo vatpio, Swdpikod yAwpiovyo acPéotio (E 509),
moAvcopPiko 80 (E 433), mayopoppo o&ucod o0& (E 260) kot evésipo vowp. Awffdote 10 QUALO
001 YL®V ¥PNONG TPV OO TN XPNOT).

| 4. OPAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

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

1 ploAidio pe kévn, 1 Tpoyepicpévn oipryyo pe S ml evécipov ¥oatog, 1 TPosaprOYENS PLOALGIOD Kot
1 ovokevn pAefokévinong.

[5. TPOMNOZX KAI OAOX(0OI) XOPHTHZHX

Epdna& d6om povo.
AwPaote 10 QUALO 0ONYIOV XPNOTG TPV 0T TN YPNOM.
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 ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION IPEINEI NA ®YAAXXIETAI XE OEXH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA MITAIAIA

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

(7. AAAH(EX) EIAIKH(EX) MPOEIAONOIHZH(ELY), EAN EINAI ATAPAITHTH(EY)

8. HMEPOMHNIA AHEHZ

AHEH
AHEH (Mg 10 mépog g e€dpunvng meptddov, edv amobnkevtel oe Bepuokpacio mg 25 °C): ...ueeneeee.
Mnv 1o ypnoiponoteite petd amd avTn TV NUEPOUNVia.

Mmropei va puAayBei oe Beppokpacieg £mg kot 25 °C yia éog Kot 6 piveg eviog g nuepounviog
AMENG TOV AVOPEPETAL GTNV ETCTULAVGT). ZNUEIDGTE TN VEX NUEPOUNVia ANENC 6TO KOLTI.

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

| 9. EIAIKEYX XYNOHKEYX OYAAEHX

[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®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHZIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHOAEIMMATON IIOY HPOEPXONTAI AITIO AYTA, EOOXON AITAITEITAI

Kd&Be aypnoyromrointo dilvpa Tpénel va, amoppinTeTol.

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

Bayer AG
51368 Leverkusen
Teppovia

| 12.  APIOMOX(0OI) AAEIAY KYKAO®OPIAX

EU/1/18/1324/012- 30 x (Jivi 4000 IU)
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| 13. APIOMOX ITAPTIAAX

TToptida

| 14. TENIKH KATATAZH I'lA TH AIAOEXH

[15. OAHIIEX XPHZHE

| 16. TNAHPO®OPIEX XE BRAILLE

Jivi 4000

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOEZ 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 XYXKEYAXIEX

OIAAIAIO KONEQX

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX(OI) XOPHI'HEHX |

Jivi 4000 IU kovig yio evécyo didAvpa

[MeyoMwpévoc, pe dayeypappévn t B-meployn, avacuvdvacspuévog avOpamivog Tapdyovtog
mé&ng VIII (damoctocog alfa pegol)

EvdopAépra ypnon.

2. TPONOX XOPHIHEIHE |

3.  HMEPOMHNIA AHEHZ |

AHEZEH

| 4. APIOMOX ITAPTIAAX

[oprtioa

| S. IHEPIEXOMENO KATA BAPOZX, KAT' OI'KO'H KATA MONAAA

4.000 IU (damoctocog alfa pegol).

| 6. AAAA XTOIXEIA

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

ITPO'EMIXMENH XYPIITA

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI AN EINAI ATTAPAITHTO
0OAOX(OI) XOPHI'HXHX

Evéoyo 0dwp

(2.  TPONIOX XOPHI'HXIHX

3.  HMEPOMHNIA AHEHZ

AH

[1]

H

4.  APIOMOX IAPTIAAX

[aprtioa

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

2,5 ml [y avacivotaon meplexticotnTov 250/500/1.000/2.000/3.000 1U]

‘ 6. AAAA ETOIXEIA
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EAAXIXTEX ENAEIZEIX [TIOY ITPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

ITPO'EMIXMENH XYPIITA

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI AN EINAI AITAPAITHTO
0OAOX(OI) XOPHI'HXHX

Evéoyo 0dwp

(2.  TPONIOX XOPHI'HXIHX

3.  HMEPOMHNIA AHEHZ

AH

[1]

H

4.  APIOMOX IAPTIAAX

[aprtioa

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

5 ml [y avacvotacn wepiektikotrtov 4.000 U]

| 6. AAAA XTOIXEIA
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B. ®YAAO OAHI'TQN XPHXHX
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@viro ooV ypiong: IIinpoeopics yra Tov ypriot

Jivi 250 IU kévig kot S10A0TNG Y1 EVEGLHO dtdivpa
Jivi 500 IU kévig kot S10A0TNG Yo EvEGLHO dtdivpa
Jivi 1000 IU k6vig kan S10A0TG Yo gvésipo owdivpa
Jivi 2000 IU k6vig kan d10A0TG Yo gvésipo owdivpa
Jivi 3000 IU xévic kot S1aA0TNG Y10 EVEGLHO dtdivpa
Jivi 4000 IU k6vig kan S10A0TG Yo gvésipo owdivpa

[MeyvMwpévog, pe dwayeypappévn t B-meployn, avacuvovaopuévog avlpamivog TapayovTog
méng VIII (damoctocog alfa pegol)

Awpdote TPooeKTIKA 0AGKANPO TO PVLAO 00NYIAV YP1CNG TTPLV APYICETE VO (proLUOTTOLEITE AVTO

T0 QappoKo, H16TL TEPLAUPPEVEL SNUAVTIKEG TANPOPOPIES VIO TOC.

- DordEte avTo TO EOALO 0N YDV Yprone. Towg ypelaotel va to dwPfdoete Eava.

- Edv &yete mepartépom amopiec, poTNOTE TOV Y1ATPO 1) TOV POPLOKOTOLO GO,

- H cvvtayn v avtd 1o edppoko xopnynonke amokAEloTIKA Y10 60G. Agv TPEMEL VO SDGETE TO
@apuoko o€ GAAove. Mmopel vo Tovg TpoKoAEseL PAGLN, KOO Kot OTAY TO CUUTTOUATO TNG
ac0Eveldg Tovg givar 01 e ta S1Kd Gag.

- Ed&v mapotnprioete Kamoo avemBOpUnTn evépyela, EVIUEPMDGTE TOV YATPO 1] TOV QOPLAKOTOLO
c0c. AvTd 1oyvel kat yio kKaOe mhovi avemBOUNTN EVEPYELN TOV OV OVAPEPETUL GTO TAPOV
@OALO 0OMY1DV Yprionc. BAéme mapdypago 4.

T Tepréyer 1o mTapév vAro 00N YLOV

T etvon To Jivi Kou wota, givail 1 yprion Tov

T mpénet va yvopilete Tpv ypnoponomoete to Jivi
Ildg va ypnoonofcete to Jivi

[MBovég avemBOunteg evépyeteg

Iag va puidooete To Jivi

[epreydpevo g cuokevaoiog Kot AOuTEg TANPOPOpPies

SNk v~

1. T givon To Jivi kon Towa givan n ypon Tov

To Jivi Tepiéyet t dpactikn ovoia damoctocog alfa pegol. [Tapdyetar pe texvoroyio avacVVILAGUOD
Y®pic ™V TPocHnKn cuoTaTIKGOV avOp®TIVIG 1) (OIKNG TPOEAELGNC KATE TNV TAPOy@YIKN dtadtkacia.
O mapdayovtog VIII gtvon puo mpmteivn mov Ppicketon puokd oto aipa kot fonddé oty mén tov. H
mpwteivn 610 damoctocog alfa pegol éyel tpomomon0el (meykviimOel) yio va mapoteivel T dpdor Tov
GTOV OPYOVIGUO.

To Jivi ypnowonotgitot yio T Ogpameia Ko TNV TPOANYN CLROPPAYLOV GE EVAAIKES, EPNPOVG Kol
o018 nAkiag 7 eTdv Kot Ave pe apoppo@iiio A (cuyyeving Edetyn mapdyovta VIII) wov giyav
mponyovpéves vtoPAndet oe Bepameia. Aev mpoopileTar yio ypron og Todld NAKING LKPOTEPTC TV
7 eTmVv.

2. T wpéner va yvopilete mpiy yproyponomeeTe to Jivi

Mnyv ypnoipononjcete 10 Jivi oe nepintmon

o aAlepyiog oto damoctocog alfa pegol 1] 6€ 001001 TOTE AAAO QIO TO. GVGTUTIKG AVTOD TOL
QopUAKOL (CVOPEPOVTOL GTNV TAPAYPUPO 6).
. aAAepylog OTIC TPMTEIVEG TOVTIKOV 1 KPIKTTOV.
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IIposgidomou|oelg kKon TPoPLAGEELS

Amnev@uvOeite 6ToV Y10TPO 1] TOV QUPNAKOTOL0 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
nmapdyovta VII (avactoreic) | aviicdpota Evavtt tng moivatBvievoylvkoins (PEG). Avtd
Kka01oToHV 10 Jivi AMydTEPO OMOTEAEGLATIKO GTNV TPOANYN Kot TOV EAEYYO TG atpoppayioc. 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
ypelaletatl. Apod 1 avOGOAOYIKT GTOKPIGT] VITOYWMPNGEL, 0 YLTPOS oG Umopel va, egTdosl TV
emovévapén tov Jivi.

. TPONYOVUEV®DG OvVOTTTOEEL avaoToAElG Tov Ttapdyovta VIII 6 dapopetikd mpoiov.
o Kapdlokn TaOnon N datpéyete Kivouvo Yo Kopolokn mddnon.
. YPEALEGTE GLOKEVT KEVTIPIKNG PAEPIKNC TPOSPacTg Yo avTd TO PapoKo. Mmopel va

SuaTpéyete Kivouvo emmAoKk®V oyeTILOUEVOV LIE T GLGKELT| GTO oNUEio OOV givat
tomofetnuévog o Kabetpag Onmg:

®  TOTIKEG AOUDEELG

e Poaxtpla 61O aipo

e Opoupo aiparog oto apoPdpo ayyeio

Hoowa
To Jivi dev mpoopileton yio yprion oe Toudid nAkiog pkpoTepNS TV 7 TdV.

Adlha @appoxo ko Jivi

To Jivi dev glvar yvootd va ennpedlet 1 va exnpedleton amd ariha pdpuoka. Evnuepdote tov yiotpod
N TOV POPUOKOTOLd GOC EAV YPNCUYLOTOIEITE, EYETE TPOCPATO, YPN|CUYLOTOMGEL 1] LITOPEL va,
YPTCULOTOUGETE GALN POAPLLOKDL.

Kinon kol Onhaopog
Edv giote éykvog 1 Onhalete, vouilete 0T umopei va gicte £ykvog 1 oxedldlete Vo amokTNGETE TOLdI,
{ntnote ™ GLUPOLAN TOL YTPOV GOG TPV YPTCLOTOUGETE AVTO TO PAPLLOKO.

Oonynon ko yEPLoROS PNy avnpdTmv
To Jivi dev €xet kapio enidpacn otV IKavOTNTO, 0ONYNONG KAl YEPIGLOD UNYOVNUATOV.

To Jivi mepréyer vatpro
To @apuaxo avtd mepiéyel Aydtepo amd 1 mmol vatpiov (23 mg) avd 66on, gival avtd oV
ovOUALOVLE OLGLUGTIKG «EAEVOEPO VATPiOLY.

To Jivi mepréyer morvoopPiko 80 (E 433)

To @dpuaxo avtd mepiéyet 0,2 mg molvcopPikov 80 avd raAidio twov 250/500/1.000/2.000/3.000 TU
ka1 0,4 mg molvcopPikov 80 avd elarido tov 4.000 U wov 1codvvapodv pe 0,08 mg/ml evéoipov
dtoAvpatog. To moAvcopPikd umopel va TpoKaAEcovy aAlepyIkéC avTidpdoels. Evnuepoote tov
yYwTpd cog GV £xete N TO TOdL £xEL YVOOTES OAAEPYiEC.
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3. Iog va ypnorpomomocete to Jivi

H Oepaneio pe 1o Jivi mpénet va Egkivael and Evav y1aTpd Tov gival EUTELPOG GTN PPOVTIdN 0cOEVOY
pe opoppopiiion A. Metd v KOTAAANAT EKTOIOEVOT), 01 0GOEVEIG 1] OL PPOVTIOTEG UTOPEL va lval 6€
6¢om va yopnyobv 10 Jivi 610 omitL.

ITavtote va ypMoYLOTOLELTE TO PAPLAKO AVTO AVGTNPE GOUPOVA UE TIC 0dNYieS TOL YrTpov cag. Edv
€xete aue1Polrisc, poTNoTE TOV Y10TPO M) TOV QUppakomold cag. H doon tov povadwyv topdyovto VIII
petpator oe Atebveic Movaodeg (1U).

Ogpoameio TG apoppayiog

Mo v avtet@nion g apoppayiog, o YTpoc cog 8o VIOAOYIcEL Kot TPOGAPUOGEL TN 60CT GOG
Kol OG0 cuyvd Ba Tpémet va yopnyeital, avdioyo pe mapdyovies, dmwc:

o t0 Bdpog cag

T coPapdtnra NG apoppoPIAing A Gog

oV givo 1 opoppayia kot 6so cofapn givan

oV EYETE AVOOTOAELG, KO TOGO LYNAO givol To eMimedd TOVG

10 eninedo Tov mapdyovta VIII wov amaiteitat.

Ipoinyn e apoppayiog

Mo v TpoAnyn g apoppayiog, o yatpds cag o emAélet pia katdAinin d001 Kot GuyxvoTnTa
avéioya pe v avaykn cog. O yotpog cog Umopel vo TPocapHOGEL TN dOON GaG KOl TO TOGO GLUYVE
TPEMEL vaL yopnyeital pe Paon ta eninedd cog tov mapdyovta VIII mov &yovv emttevybel kan tnv
OTOLIKT] GOG QULOPPOYIKT] TAOT.

o Mo eviAAikeg kKot epnPouvg nhikiog 12 etdv Kot dvem
o 45 — 60 IU ava kg copatikod Bapovg kabe 5 nuépeg M
o 60 IU avé kg copoatucod Bapovg kdbe 7 nuépeg 1
o 30 — 40 IU avd kg copatikod Bapove dvo popéc v efdopdda.
o Mo Toudd nhkiog 7 émg kKdTo TV 12 gtdv
o 40 - 60 IU ava kg copaticod Papovg d0o popés v efdopdada.
o 60 IU avé kg copatucod Bdpovg d6on EvapEng dvo gopég v efdopdda.

Epyootnproxoi £ieyyol

O1 gpyaotnpraxoi Edeyyot oe KotdAnia dactipata fondovv va dtuoparicbel 6t £xete mbvta
gnopkn eninedo topdayovto VI ISaitepa yio coPapég xepovpyikég eneuPacelc, n mHén Tov aipatdg
oG TPETEL VA TaPpaKoAoVOElTOL GTEVAL.

AwaoTnpa yopnyneng
Yuvnbwg, n Bepomeio pe Jivi yio v arpoppo@idia yperaletar €¢' 6pov (g,

Ilag diveron to Jivi

To Jivi evieton péoa og pia AERa og ddotua. 2 £m¢ 5 AETTOV, AVALOYA. [LE TOV GUVOMKO OYKO Kol TO
eminedo dveonc cag. O péyiotog pubudc givar 2,5 ml avd Aentd. To Jivi Oo Tpémel va ypnouomoteitat
péca og 3 MPEG LETE TNV TPOETOYOGIA TOV SLOADHATOG.

Iog mpoegTopaletar To Jivi yra £veon

Xpnoponomote Hovo To €10 (Tpocapproyéa roAldiov, TNV TPOYEUIGUEVT] GUPLYYO. TTOV TEPLEYEL
SLADTN KOl TN GLOKELT] PAEPOKEVTNONG) TOV TAPEXOVIOL GE KADE GVOKELOGIN AVTOD TOL PUPUAKOV.
Emikoveoviote Ue Tov YTpo 6ag g0V To, TopeXOUEVa OV uTopohv va, ypnoiporotnfovy. Mnv to
YPNOLOTOMCETE EAV KATO0 HEPOG TG GLOKELAGING EIVaL OVOTYLEVO 1] KOTEGTPAUUEVO.

To avacvotabév Tpoiov mpénet va, dndsitol pe yxprion Tov Tpocapuoyéo PLaidiov Tpv amd v
éveon yia vo a@apedel ToyOV coUOTIONKT VAN awd TO dtdAvua.
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Av16 10 EapLaKo deV Oa TPEMEL VAL avaLLYVOETOL e AAAN EVESILOL. MMV ¥PNOLOTOLEITE STOAD AT
mov givon BoAd M TepiEyovv opatd copatidia. Akolovdnote Tig 00N Yieg YPNONS OV GOg £dMGE O
YTPOG GOG KOl TOV TOPEYOVTIOL 6TO TEAOG GVTOV TOV GVAAOV 00T YLV PN OIG.

Edv ypnoponouioete peyoarvrepn 66on Jivi and tnv kavoviki
Evnuepoote tov yuatpd cag edv cupPet awtd. Aev £xovv avapepBel copntdpoTa VITEPSOCOAOYING.

Edv Egyaoete va ypnoworomcere to Jivi

Evéote v emdpevn 06om cag apéoms Kot GuveyioTe avA TAKTIKE SI0GTHHOTO, OTMG GG EYEL
GLUPOVAEYEL O YLOTPOG GOG.

Mnv ypnoiponomoete SAn 606N Yo VO, AVOTANPDOGCETE T1 00GT TOL EEXACOTE.

Edv otopatioere vo ypnoiponoreite 1o Jivi
MnV GTOUATAGETE VO, YPTCYLOTOLEITE 0LTO TO QAPLOKO XW0Pig va cupPovievbeite Tov yloTpd GoC.

Edv &yete meprocdtepeg epOTNOELS GYETIKA LLE TN XPNOT CLTOV TOV PAPUAKOV, POTHOTE TOV YIAULTPO 1|
TOV QOPLLOKOTOLO GOG.

4. IMBavég avemBOUNTES EVEPYELES

Onwg 6ha Ta pappoKa, £TGL KL AVTO TO GAPUAKO UTOPEL VO TPOKAAEGEL AVETIOOUNTEG EVEPYELEG, OV
ka1 0gv Tapovoldalovtal 6 GAOVG TOVE avOPOTOLG,.

O o coPapég avemBounteg evépyeteg lvar arrepyikég avTidpacelg 1 coPfapn aAlepyikn|

avtidpaon. Xropatiete Ty £veon Tov Jivi apécwg kKol pPA6Te Gueca PE ToV Y1aTPo 6og GV

TOPOVGLICTOVY TETOLES OVTIOPAGELS. Ta akdAovOa cuumtdOuaTe B0 LTOPOVGAV VO, ATOTEAOVY

£YKo1p1 TPOEOTOINGN Y10 CVTEG TIC AVTIOPACELC:

o o@i&yo oto obog/yeviko aicOnuo adiabesiog

. aicOnpo koyipatog Kot TeoOEMO GTO GTUEID TNG EPAPLOYNS

o gEavOnuo ue eayovpa, &oym

o UEI®OT TNG 0pTNPLOKNG TTEoNC, ToL TOvO Vo, cog TPoKoAEseL aicOnua Attobopiog 6tav
ONKOVECTE

o aictnon ot eiote dppwotog/m (vavtior)

INo acBeveic mov €yovv AdPet Tponyovuevn Bepameia pe mopdayovro VIII (mepiocdtepeg and

150 nuépeg Bepaneiog), umopel vo GYNUOTIGTOLY OVACTOATIKY avTicopata (BA. mapdypapo 2) oxt
ovyva (Arydtepot amo 1 otovg 100 acBeveic). Edv cupfel avtod, 10 ¢approkd cog Umopel vo GTaUaTHOEL
Vo AELTOLPYEL CMGTA Kot UTOPEl va mapovctdcete enipovn atpoppayio. Edv coppel avtod, mpénet va
EMKOWVOVNGETE OUECHG LLE TOV Y10TPO GOG.

O1 axd6AovBeg avemBOuNTEC EVEPYELEC UTTOPEL VA, EUEOVIGTODV UE OVTO TO QAPLLOKO:

IoAd ovyvég (Lmopel va ennpedoovy nepiocdtepa omd 1 ota 10 dropa):
o Kepaiodyio

Yoyvég (umopel va emmpedoovy émg 1 ota 10 droua):

. GTOLLOYIKOG TOVOC

. vaoTtia, EPETOC

. TPETHC

. AAAEPYIKEG QVTIOPAGELS (LITOPEL VO TTOPOVGLOGTOVY MG KVIOMGT), YEVIKELUEVT KVId®oN, opi&io
670 6TN00G, GUPLYHOG, SOVGTVOLA, YOUNAT OPTNPLOKN TEST), Y10l TO TPAOLUN GUUTTOUATA BA.
TOPOTAV®)

. TOTIKEG OVTIOPAGELS GTO OMUEID £VESNG OTTMG ALOPPAYio. KATM 0O TO dEPLLO, EVIOVOG KVIOUOC,
oldonua, aicOnua Koyilotoc, Tapodikd KOKKIVIGH

. Calada
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o TPOPAN O LLE TOV DTTVO
*  Pixog
o eEAvON O, KOKKIVIGHO TOV OEPHOTOG

Oy ovyvég (umopet va ennpedoovy éog 1 ota 100 dropa):
. FVIII avactoln

. SdwTapayn g yevong
e £aynm

o Kvnopodg

Ava@opd avemOOunTOV gvepyELOV

Edv mapotnpricete kamoa avemBopunTn evépyela, EVIIEPMGTE TOV YUTPO Gag. AVTO IGYVEL KOl Yio
KGOe mOovn avemBOunTN eVvEPYELR TOV OEV OVAPEPETOAL GTO TTAPOV PUALO 0ONYIDV Yprione. Mmopeite
emionc va avoeépete avemBounteg evépyeteg amevbeiog, LEcm Tov 6VIKOD GLGTHLATOG AVAPOPES TOV
avaypagestor oto Hapdptnua V. Méocw g avagopds avemfbuntov gvepyeidv pmopeite va
BonBnoete 6T GLALOYN TEPLGGATEPMV TANPOPOPLDY GYETIKA LLE TV ACPAAELD TOV TOPOVTOG
POPUAKOL.

5. Ilog va puraccete To Jivi
To @dppaxo ovtd TPEMEL VO UAACCETAL GE PEPT] TOV OgV TO PAETOVV Kot Ogv TO POAVOLVY Ta TOLILEL.

Noa pn gpnoyLonoieite ovtd T0 PAPUOKO PETE TNV NUEPOUN ViR ANENC TOV AVOQEPETUL TNV
gmonuavon Kot ot Koutid. H nuepounvia Aqéng etvan n tedevtaio nuépa ToL PV TOL OVOPEPETAL
eKel.

dvirdooete og yoyeio (2°C — 8°C). Mnv katayOyeTe.
DvAdooete TO PLOAISIO KL TV TPOYEUGUEVT GUPLYYO GTO EMTEPIKO KOVTL Y10, VO TPOGTUTEVETOL OO
T0 QOG.

Avtd 10 pdppoko pumopel va dratnpeitan og Beprokpacio dopatiov (wng 25°C) yia émg 6 unveg 0tov
T0 PVAdcoete 610 e&mTEPIKO KovTi TOV. Edv TO Srotnpeite oe Beppokpacio dmpatiov, 1o Tpoidv Anyet
UeTd amd 6 puveg, 1 oty nuepounvia AéEng, edv avtd cvuPei vopitepa.

H véa nuepounvia Aéng Ba mpénel va onpetdvetal 610 eEmTEPIKO KOVTI 0TV TO PAPLAKO apotpeiTan
amo 1o Yoyeto.

Mnyv yoyete 10 dtdAvpo Petd Ty ovacvotact). To avacvotadéy dtdlvpa TpEMEL v ¥pNCIUOTOLEITOL
€v10G 3 mpav.

Noa pn gpnoyLonoleite ovtd T0 PAPLOKO EAV TOPATNPNCETE 0PUTA crOuaTiOwW 1| BodepdTnTO.

Av16 10 Pappako Tpoopilerar yio epdmas ypnomn novo. Kabe aypnoiponointo didAvpa tpémet va
amoppinTETAL.

Mnyv ntetéite @APLAKO GTO VEPO TNG OMOYETEVONG 1] 0TO OKLOKE amoppippata. Potiote tov

QOPUOKOTTOLO 1 TOV YIUTPO GOG Y10 TO MG VO TETAEETE T PAPUAKO TTOV OEV ¥PNOLULOTOLEITE T, AVTE,
T puétpa Ba Pondnocovy oty Tpoctacio tov mePPdArovTog.
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6. Ieprerdpevo TG GVGKEVAGINS KOl AOUTES TANPOPOPIES
T wegpréyer To Jivi

. H dpacstiki ovcia sivor mteykolopévog, e dayeypoppévn m B-teployn, oavacuvdvacpuévog
avBpomvog tapdyovrog téEng VIII (damoctocog alfa pegol). KdOe proridio Jivi mepiéyet
ovopaotikd 250 1 500 1 1.000 1 2.000 1 3.000 1 4.000 IU damoctocog alfa pegol. Metd v
aVOGVOTOOT) LLE TOV TAPEXOUEVO SOAVTT (UTOCTEPMUEVO EVEGILO DOIMP), TO TOPAUCKEVOCUEVL
SwAvpata £xovv v akdAovdn GUYKEVTPMON:

HegprekTikoOTnTO 2VYKEVTPWOT HETA TV OVAGVGTUOT (TEPITOV)

250 IU (100 IU / ml)
500 IU (200 IU / ml)

1.000 IU (400 IU / ml)

2.000 TU (800 IU / ml)

3.000 IU (1.200 IU / ml)

4.000 TU (800 IU / ml)

o Ta GAAa cvotatikd givar cokyapdoln, 1oTdivn, yAvkivn (E 640), yhoprodyo vaTpio, dtudpikd

yroprovyo acPéatio (E 509), molvcopPikd 80 (E 433), mayopopeo o&ikd o&v (E 260) kat
gvéopo Vowp. BAéme mapdypapo 2 «To Jivi mepiéyel vatpro» kot «To Jivi mepiéyet
moAvcopPiko 80 (E 433)».

Epeavien tov Jivi ko Tepreydpevo TG cVOKELOGIOG

To Jivi mapéyetor og KOVIg Kat dStoAvTng yio evésipo didAvpa. H kdvig eivan Enpn ko Aevkn €mg
ghappac kitpvn. O dohdtng givar dawyég vYpo. Metd v ovachoTacn To ddhvua ival dlowyEg.

Ka&Be povn ovokevacio Jivi mepiéyet

. YUEAVO QLOALSI0 e KOVL

. TPOYELGUEVT] GVPLYYO. e SahOTN
. Eexoprotd EuPoro

. TPOCAPLOYED PLAALDIOV

. GLGKELT PAEPOKEVINONG

To Jivi eivon 0100061110 GTIC CLGKEVAGIES TOV:

- 1 povn cvckevacio

- 1 moAlomAn cvokevacia pe 30 Lovég GuokevOTieg
Mmropei va, pnv KuKAOQOpPOLV OLEG Ol GLUOKEVAGIES.

Karoyog Adsrog Kvkhogopiag
Bayer AG

51368 Leverkusen

Teppovia

Hopackevactiig
Bayer AG
Kaiser-Wilhelm-Allee
51368 Leverkusen
Teppovia

Bayer AG
Mullerstralle 178
13353 Berlin
Teppovia
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I"oa omoadnmote TANPOPOPio. GYETIKA LE TO TOPOV POPULOKEVTIKO TPOidV, TapaKAAEIoTE VL
amgvBuvleite otov TomIKO avTITPOcwTo Tov Katdyov tng Adstog Kvihogopiog.

Belgié/Belgique/Belgien
Bayer SA-NV

Tél/Tel: +32-(0)2-535 63 11
Bbbarapus

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

Bayer s.r.o.

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
EArGoa

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 02 397 8 1
Kvmpog

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
Romainia

SC Bayer SRL

Tel: +40 21 529 59 00
Slovenija

Bayer d. 0. o.

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

Tel. +421 25921 31 11
Suomi/Finland

Bayer Oy

Puh/Tel: +358-20 785 21
Sverige

Bayer AB

Tel: +46 (0) 8 580 223 00

To wapdév @UAAO 00N IOV Yp1ioNS avaOe®P1)ONKE Y10 TEAEVTOIO POPE GTIS

Aentopepeic TANPoeopieg Yo T0 pAPHOKO LT givar Staféciuec 610 d1KTLOKS TOTO Tov Evpmmaicod

Opyaviopot @oppdxev https://www.ema.europa.cu
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Agntopgpeic 00Nyieg Y10 TNV AvacVGTOGT KOl yopiynon Tov Jivi
Ba ypelaoteite TOAMTLO AAKOOANS, emBEpaTA VA0S, ELTAACTPO Kot OLLOGTATIKN Tovia. AVt T £idn
dev mepthapdvoviol ot cvokevacio Tov Jivi.

1. ITAbvete ta xEpLa oo KOAL PN CLLOTOUDVTAG GamovvL Kot (eoTo vepo.

2. Kpatiote éva Khelotod Qroidto kot exiong pio cOpLyyo HEGO GTa, XEPLO OaG Yo Vo, Tn Oepudvete
o€ o dvetn Beppokpacia (va pnv vrepPaivel toug 37°C).

3. ATOHOKPOVETE TO TPOGTATEVTIKO TAOUA OO TO PLoAido (A). XkovTicTe TO / ,iif}_
EAOOTIKO TTOWO EIGYDPNOTNG GTO PLOAISIO HE £V TOADTIO GAKOOANG KOl , g—j—:}h .
QPNOTE TO TAOUO EWTYDPTNONG VO GTEYVAOGEL LIE TOV OLEPO TPV TN XPT o). f'Qgﬁ-__»_\'.rfr b

(R el
\ bk
N a

4. TomoBetnote TO PLAAIdIO KOVE®GS GE pia oTabepn], un oAlcOnpn empdvela. Il' [z L/
A@apéoTe TO YAPTIVO KAADUUO 0O TNV TAAGTIKY 01K TOL TPOGOPUOYEQ ¢ il j;/
@LoAdion. MnV a@aipEGETE TOV TPOCUPUOYED, OO TNV TAAGTIKN ONK. b
Kpatdvtag ) Onkn tpocoppoyéa, Tomofetnote ETAVD 0md T0 PLaAidto o e l.
Kovewmg ka1 méote otabepd mpog ta kato (B). O mpocappoyéac Oa _\5_{\_;_‘-'?.__ ( B

KOVUTMGEL EMAVO GTO TAOUO, TOV ProAdiov. My a@arpéoete T 0Nk
TPOCAPLOYED 6TO oMpeio aTO.

5. Kpatote v npoyepiopuévn cvptyya pe dtodvtn 6poo. [Tidote to
PoPOoEdEC EUPOLO GUUPOVE LLE TNV EIKOVO KL TPOGUPTAOTE TN pafdo
oTPEPOVTAG TNV oTafePd e TN POPA TOL POAOYLOD HEGH GTO KOYALDMTO TMUA
eloympnong (C).

6. Kpatdvtag tn ovpryye amd 1oV KOAVOPO, ATOCTAGTE TO TAOLO TG CUPLYYOS
amd 1o dxpo (D). Mnv ayyilete To dxpo NG cHPLYYAG LE TO XEPL GAG T
0TO10ONTOTE GAAT EMLPAVELL. BE0TE TN GUPLYYO, KOTO LEPOS Y10 XPNOT
apydtepa.

7. Topa apopéote Ko amoppiyte tn Okn mpocapuoyéa (E).

8. [Ipocapthote TV TPOYEUIGUEVT GVPLYYO GTOV KOYALOTO TPOCUPILOYEN
oloAdiov otpépovtag pe T eopd Tov poroylov (F).

9. Xopnynote tov St apyd, mélovtag to paPdoetdéc EuPoro mpog Ta
péoa (G).

10. TIlepiotpéyte T0 PraAidlo amord péypt va dtodvbel OAn n kovig (H). Mnv
avakwveite To Qlaiidlo. Befaiwbeite 611 1 KOVIC dStoAvbnke EvieEAmC.
[opotmpnorte yo va eléyEete Ot1 dev vdpyovy copatiola 13 BorepoTnTo
TPV YPNCYOTOMGETE TO SLdAv . M1y yproiLoToteite SoAVUATA TOV
mEPLEYOLV 0paTd coUaTIOW 1 lval Bolepd.
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11.  Kpatiote to ¢loAido 6pOlo mve amd ToV TPOSUPHOYEN PLOALOI0L Kot TN e o
ovpryya (I). I'epiote T oOpryya, tpafdviag to EuPforo mpog ta E€m, apyd Kot
npepo. BePaiwbeite 611 T0 TANpEG TEPIEYOUEVO TOL PLOAIIOV HETOPEPOTKE P -+
ot ovpryya. Kpatote ) cOpryya og 0pbio B€om kan ompméte 10 EpPoro o -
Léypt va apoipedel mANpwc o aépoag amd T cOpLyya. I ‘ =

12.  E@oapudocte pio optootatikn tovio 6o Y€pt 6o,

13.  KoaBopiote 10 onpeio tng éveong kot kabapiote to déppa.

14.  ®lePoxeviniote T PAEPO KOl OTEPEMOTE TO GLOTNUA PAEPOKEVTINOTG LE EVA EUTAAGTPO.

15.  Kpatodvrag tov mpocappoyéa eaadiov otn 8Eon Tov, apapéote T cupLyy _;\?5—1 g J
oo TOV TPOGAPUOYEN PLOALSIOV (0 TPOCUPLOYENG TPEMEL VO TAPAUEIVEL LA )
TPOGUPTIUEVOS GTO PLOAIS10). ZUVOESTE TN GUPLYYO GTI GUGKELT| a _I
eAePokévinong (J). Befouwwbeite 611 dev e1oépyetan aipa ot cOpyya. rﬁ ; Q‘f:\;f ; Eﬁ:

— |
iR o
A S

16.  Ao@opéote TNV QUOGTATIKNY TOVid.

17.  Xopmynote pe éveon 1o dtdAvpua vOoPAERimg Yia 2 €m¢ 5 Aemtd, Tpocéyovtag Tt 0éon g
Belovag. H taydnta e éveoncg mpénetl va Paciletal oty dveon oag, aAid dev Tpémel va eivat
ypMnyopoTePN amo 2,5 ml ava Aemto.

18.  Edv amotteitol emmAéov 6661, ¥PNCILOTONGTE [io vE cOpLyya Le KOVL TOL £)EL avacvoToel
OTMOC TEPYPAPETAUL TAPOUTAVC®.

19.  Edv dev anouteiton emmAéov 300N, APUPESTE T GLOKELT] PAEPOKEVTNGNG KOl TH GUPLYYO.
Kpatforte éva enifepo okt mévo oto onueio g éveong pe tov Bpayiova mpoTeTapuévo yia
nepinov 2 Aentd. Térog, epapudote Evav PKpO EMIOEGUO e LKPN TTieoT) 6TO onpeio TG £veong
ka1 Ogite edv elvar amapaitnto £va EUTAACTPO.

20. XZvviotdrton ke popd mov ypnoyonoleite To Jivi vo onueidvete To dGvoue Kabdg Kot Tov
apuod moptidag Tov TPOIOGVTOC.

21. Mnyv netdte APLOKO GTO VEPO TNG OOYETEVONG 1] GTO OIKLOKE amoppippata. Potiote Tov

QOPUOKOTTOLO 1 TOV YIUTPO GOG Y10, TO TAG VO TETAEETE TAL PAPUAKO, TTOV OEV YPTCULOTOLEITE T
Avtd o pétpa Ba fondnicovv oty tpoctacio Tov TEPPAALOVTOG.
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