CSL Behring

®VLho oonYIOV ypiong: [IAnpoeopicg yia Tov yprioty

Respreeza 1.000 mg kévig kot S1oAVTNG Yo Stahvpa Tpog £y von)
Respreeza 4.000 mg kévig kot S1oAVTNG Yo Stahvpa Tpog £y v
Respreeza 5.000 mg kévig kot S1aAvTNG Yo Stalvpa Tpog £yyvon

AvOpodmIvog avaoToréng TG GAPO-TPMTEIVAONG

vTo QAPUOKO aVTO TEAEL LITO GUUTANPOUATIKY TOPAKOAOVONGT. AVTO Ba emTPEWYEL TOV YPIYOPO
TPOGIOPIoUO VEOV TANPOPOPLOV acpdAeloc. Mropeite va Pondnoete péow g avapopdg mbovmv
AveEMBOUNTOV EVEPYEIDV TTOL EVOEXOUEVMG TTapovatalete. BA. Téhog Tng mapaypdpov 4 yio Tov TpOmTo
OvVOQOPEG AvETIBOUNTOV EVEPYELDV.

AP acTe TPOGEKTIKA 0AOKAN PO TO PVLAO 00 YIAOV (PGS TPV UPYICETE VO YP1CLUOTOLEITE AVTO

TO QOPLAKO, OLOTL TEPLAUUPAVEL GCNUAVTIKES TANPOPOPIES Y10, GUG.

- ®vAdcte avto To POAAO 0dNyLdV xprone. Towg ypelactel va to drofdacete Eava.

- Edv éygete meportépm anopieg, poTNOTE TOV YLOTPO GOG 1) TOV EXOYYEAUATIN VYELOG

- H ovvtayn v oot 10 ¢dppoko xopnynnke amokAeloTiKA Yio 60G. Agv TPETEL Vo SDGETE TO
QAapuUaKO 6€ GAAOVC. Mmopel va ToVg TPOKAAEGEL BAAPT], OKOUO KoL OTOV TO GUUTTOUOTO TNG
ac0£veldg Tovg gival 1010 e Ta O1Kd Gag,.

- Ed&v mopatmpnoete kanowo avemBOun evépyela, EVNLEPDOTE TOV Y1OTPO GAG 1] TOV
emoyyeApatio vyetoc. Avtd toydel kot yio Kabe mlavn avemiBOount eVEPYELD TTOV JEV UVOPEPETOL
670 TOPdV PUALO 0dNYIDV xpNong. BAére mopdypago 4.

T wgpréyer To mapov eUALO 00N TLOV:

Tt etvar to Respreeza kot oo etvor 1 xp1ion tov

T mpénel va yvopilete mpv ypnoonomoste to Respreeza
Iaog va ypnoomomoete to Respreeza

[MBavég avemBOunteg evépyeieg

Iog va puidooete 10 Respreeza

[epreydpevo g cuoKELOTING KO AOUTEG TANPOPOPIES

oL E

1. Th givar To Respreeza kon mowa givan 1) yp1)on TOL
T givan To Respreeza

To eappoxo avtd mePEyeL T dPUCTIKT OVGIN AVOPOTIVOG OVACTOAENS TG AAPO-TPOTEIVAGNG, TOV
omoteAel PLOIOAOYIKO GLOTATIKG TOV aiplaTog Kot BpickeTat otov vedpova. Exel, n Pacum
Aettovpyia g elvatl va TPOGTATEVEL TOV TVELHOVIKS 1610 Tteplopilovtag tn dpdon evdg evibov, mov
ovopdleTon EAAOTAOT TV 0VOeTEPOPIA®V. H EA0GTACT) TV 0VOETEPOPIAMY UTOPEL VO TPOKAAECEL
PAGPN edv 1 dpdom tng dev Tebel VIO Edeyyo (Yo TOPASEYLO, OE TEPITTOGCT) TOV EYETE AVETAPKELL
TOV AVAGTOAEN TNG QAP TPMTEIVACTC).

Mowa givat 1 gprion Tov Respreeza

To @appako avTd ¥PNOYLOTOIEITOL GE EVAIKEG LLE YVOGTH coPopr| AVETAPKELN TOV OVAGTOAEN TG
ooy Tpoteivaong (pia kKAnpovoukn Tadnon eniong yvoot) og EAAeWT dApa-avtifpoyivng) ot
omoiot &yovv avomTOEEL pia Téinon TV TVELUOV®Y TOL OVOLLALETOL ELPUCTLLAL.

To epupoonua onovpyeitar OTav 1 EAAENYT) TOV AVOCTOAEN TNG GAPOL-TPOTEIVACNS £XEL ®G
OTOTEAEC O VO UMV EAEYYETOL COGTA 1] ELACTACT] T®V OVOETEPOPIA®V, EMPEPOVTAG PAGPN OTIG
KOYEMOEG TV TVELUOV®VY amd TIC OTTOTEC O10YETEVETAL TO 0EVYOVO oToV opyoviopod. E&attiag avtrg
g PAGPNG, Ol TVELLOVEG OEV AEITOLPYOVV CMOTAL.
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CSL Behring

H toktikn gpfion avtod Tov eapudikov avEAvel To EMIMESN TOL OVAGTOAEN TNG AAPO, TPMTEIVAGNC GTO
aipo Ko 6toug Tvedpoveg emPpaddtvovtag Katd cuvenela TV EEMEN TOL EPPLGTIUOTOC.

2. Tuvrpémer va yvopilete mpiy ypnoponon)cste To Respreeza

MHN néapete 10 Respreeza

o o€ mepinT®on aAlepyiog oTOV avOpOTIVO OVAGTOAEN TNG GAPO TPOTEIVAGTC 1) GE OTOLOONTOTE
A0 OO TO GUOTOTIKE CVTOV TOV PUPLUAKOL (AVAPEPOVTAL GTNV TTAPAYPapO 6).
o €av €xetl dStomotwbel 0T £xete EAAEYT OPIGUEVAOV TPOTEIVOV TOVL GipaTog IOV ovoudlovtol

oavococpatpiveg Tomov A (IgA) Ko £xete avamtHEEL AVTIGOUATA EVAVTL QVTMV.
Ipogdomomosis ko TpoPLAGEES

= AncvOuvbeite ooV YaTpO 060G 1 TOV EMOYYEAUATIO VYEIOG TPV YPT|CILOTOGETE TO
Respreeza.

IAnpooopiec oyetkd pe Tig aAAepYIKES OVTIOPAGELS: TOTE EVOEYETAL VO amouteiton emPBpdduven 1
dloKomn g £yyvong:

Mmropei va giote aALEPYIKOL GTOV aVOPOTIVO OVAGTOAEN TNG GAPO TPOTEIVAGTG AKOLO KOL OV EYETE
AdBel oto TaPEABOV aVOPOTIVOLG OVAGTOAEIG TNG AP TPMTEIVACGNC Kot TOVG giyate aveyOel kaAld.
€ 0pIoUEVEG TEPUTTAOGELS, UTOPEL va ELeavioTobV coPapés arlepyikég avtidpdoets. O yiatpdc cag Ba
O0G EVIUEPMGEL GYETIKA LE TO OTUEID TOV OAAEPYIKDV aVTIOPACE®V (OTTMG Yo TAPASELY LA piyn,
gpvBpiacm, TaydTEPOS KAPIUKOG TOAUOG, Lel®ON TNG apTNnplakng ieons, Cain, e&avOnua, kvidwon,
KVIOUOG, OLGKOALD GTNV OVOTVON 1] TNV KATATOGN, KBS Kol 0id1pa 6Ta XEPLd, 6TO TPOGMTO 1) GTO
otopa) (PA. eniong mapdypapo 4).

=2  Evnuephote apuécmg Tov YloTpd oag 1| TOV EMayYEAUATIO VYELOGC EGV TOPOTNPTOETE TETOLOV
€100V¢ avTIOPACEIC KATA TNV £YYVOT AVTOD TOV POPUAKOV. AVAAOYQ Ue TN GUOT) Kol Tn
coPfopOTNTA TNG OVTIOPAOTS, O YIUTPOG GOG EVOEXETAL VO, ATOPAGIGEL Vo MPBpadivel 1} va
SLOKOWEL EVIEAMG TNV £yYLoN Kot va EEKIVIGEL TNV KATdAANAN Bepaneia.
Y& mepintwon avtoyopnynong/Kot’ oikov Oepameiog, SoKOYTE APEGMG TNV EYYVOT| Kol
EMKOWVMVNOTE LE TO YIUTPO GO N TOV EMAYYEALOTIO VYELNG.

[TAnpooopiec yio Tnv ac@dAEln ovamoptKa LE TIG AOUMEELS

To Respreeza mopackevaletol amd mAdoua avOpdOTIvoL aipatog (antd eival To vypd TUNLLO TOV
O{LOTOC HETE TNV 0PAIPEST] TOV KLTTAPMV TOV O{LOTOC).

Enedn 1o aipa evdéyetol va épetl AoUMEELS, OTAV TOPOcKELALoVTAL PApUAKe aTd avOPOTIVO aijla 1
TAGG O ACBAVOVTOL OPIGEVH LETPA YO TV TTPOANYT] TG TOPOVGIOG TOVG GTO PAPLLOKO KOL TNG
HETAO0GNC TOLG 6ToVG acbeveic. Xe avtd meptiapPfdvovtot tao eENG:

o 1 TPOGEKTIKN EMAOYN 60TMOV AiOTOG KOl TAAGHOTOC MoTE Vo eEacporiletal o amoxAelopdg
ekelvav Tov dtoTpéyovv Kivouvo va eivar popeic Aotudcemv,

. 0 EAEYYOC OEYLATOV TOV dOPEDY OUATOC Kl TAAGLLOTOG TPOKEUEVOD VO, AITOPEVYETAL 1] (PO
VAKOD pe onpeio 1ov/Aotunéemy,

. N évtoén otadiov oty enclepyacio TOL OinaTog 1] TOL TAACUATOS, TOV UITOPOVY Vi

adpavomotncovy 1 va eEaAsiyovV Tovg 100G,
Ta pétpa wov Aapfavovtar OempodvTol amoTEAEGLOTIKG Y10 100G OTME 0 10¢ TNG ovOpOTIYNG
avocoavendpkelog (HIV), o 16¢ g nratitidag A, o 10g g nratitidag B, 0 10¢ g nmatitdag C kot o

napPoiog B19.

Q61660, AP TO LETPA OLTE, OTOV YOPNYOVVTUL PAPLOKO TOV TAPUCKELALOVTOL 0o avOp®OTIVO oo
N mAdopa, 1 mbavotnta petddoons kanoag Aoipwéng dev pmopel va amoxielotel TANP®G.

O y10tpo¢ 00G UIopel va 060G GLGTNGEL Vo EEETAGETE TO EVOEXOUEVO EUPOAIGLOD KT TNG NIATiTIONG
A ko B €dv Aappdvete TakTIKG/enaveUUEVO OVAGTOAEIC TPMTEIVAGTC TPOEPYOUEVOVG OTTO
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avOpaTIvo TAGG .

= Yuviotdrot £vBepua kabe popd mov Aapupdavete pia 66on Respreeza va kataypaeete tnv
ovopaoio Kot Tov aptipd moptidag ToL TPOIOVTOG, TPOKEUEVOD Vo TNPEiTaL opyEio LE TIg
mapTideg ToOL £YOVV YPNCIHOTONOEL.

Kdanvicpa
Emedn o kamvog GuvieTd oMUovTIKO TpdyovTa KIvohVou Yio TNV ovamtuén kot Ty eEEMEN Tov

EUQVONUATOC, CLVICTATAL EVOEP LA, VO OLOKOYETE TO KOTVICLLO, KO VO, ATOPEVYETE TO TAONTIKO
KOTTVIGLLOL.

IMoord ko Epnpor
To @appaxo ovtd dev Tpoopiletar yio xpnon o€ madld 1 pnPovg nAkiog KaTm TV 18 eTtdv.
Alho @appoxa kot Respreeza

=  Evnuepmote 10 yatpd 60 1 Tov exayyelpotio vysiag edv maipvete, £xeTe TPOCOATA TAPEL T
umopel va mhpete GAAL QAPLLOKOL.

Kinon, Onhaopoc ko yovipdtnta

=  Edv ciote éyxvog 1 OnAalete, vopilete 0Tt umopei va eiote ykvog 1) 6xed14leTe VO ATOKTNGETE
7adi, {ntoTe T GVUPOLAN TOL YITPOV GOG 1) TOL EMAYYEALATIO VYEIOG TPV TAPETE AVTO TO
OaPUOKO.

Kabmhg 0 avactoréas g GAQoy-TPOTEIVACTG ATOTEAEL PVOIKO GLGTOTIKO TOV OVOPAOTIVOL AiATOG, M
GUVIGTAOUEVT BOGT] CLTOV TOV PAPUAKOL OEV OVOUEVETOL VO, TPOKOAESEL BAGPT) OTO AVATTUGCOUEVO
£uPpvo. QotdG0, EMEWN OEV LIAPYOVV JUDECIUEG TANPOPOPIES OYETIKA LLE TNV ACPAAELD TNG YPNONS
tov Respreeza katd v Kdnon, v elote £YKvOG, TO PAPLOKO OVTO TPETEL VA, GAG YOPMYELTOL LLE
TPOGOYN.

Agv glval yvootd edv to Respreeza petagpépetat 6to avOpomvo yéia. Eqv Onidlete, o yiatpdc cog Oa
ov{nmoet pall oag TOLg KIVOUVOUG Kol TO, OQPEAT amd T ANy 0VTOV TOL POPUAKOL.

Agv vdpyovv dedopéva oxeTiKd e ThavEG EMOPACELS OTT YOVILOTNTO, GALL OEQOUEVOD OTL O
aVAGTOAENG TNG GAPU;-TPOTEIVACTG ATOTEAEL PLGIOAOYIKO GLGTATIKO TOV AVOPMITIVOV CULLITOC, OEV
avopévovtol avemBounteg emdpdoeig otn yovipdtnta eqv ypnoiponoleite To Respreeza ot
GUVIGTAOUEVT] dOOT).

Oonynon ko yEPGPOg PNy ovnRdTOV

Evdéyetar va mapovcidoete (OAn pHetd ) yopnynon avtod tov eapudikov. Edv tapovcidcete (oAn,
dev mpémel vo, odnyeite N va xepileote unyovhipato £og 6tov Tapédet 1 LaAn (PA. mapdypago 4).

To Respreeza wepiéyel varpio

To @dppaxo avtd mepiéyet 1,9 mg vatpiov avd ml avacsvotapévou dtaddpatog. O yiautpdc cogn o
enayyeipatiog vyeiag o to AaPel avtd LIOYN TOL £GV axolovbeite diaita eheyyOUEVT G VATPIO.
3. o va ypnowyononjcete To Respreeza

Metd v avoacvotacn, T0 Respreeza yopnyeitarl péow éyyvong o o eAEPa. ‘Evag emayyeipotiog

vyelag pe epmepio ot Oepameion TN OVETAPKELNS TOV AVOGTOAEN, TNG AAPUL-TPOTEIVACOTG Oat
EMPAETEL TIC TPDTEG EYYVOELC.
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Kot’ oikov Bepaneia / Avtoyopnynon

Metd and TiC TPMTEC EYYVOELS, ECEIG 1 O PPOVTIOTNG 0OG UTOPEITE va, Yopryeite To Respreeza, adAd

puévo apov AdPete emapkn exmaidevon. Eqv o ylotpdg cog omopacicetl 0Tt loTe KATAAANAOL Y10 KOT

oikov Bepaneio/avtoyoprynon, 6o cag ddcel 0dnyieg yio:

®  TIMG VO TPOETOUAGETE KOl VO YOPNYNOETE 0vTO TO Pdppoko (PA. TIg etkovoypaenuUéveg oo yieg
67O TEAOG AVTOV TOL PUAAOL 00N YLDV, otV evotnTa «IIAnpogopiec yio emayyelpoticg vyeiag Kot
v acfeveic katdAAnAovg yia Kot oikov Oepameio/autoyopynon»)

*  T®G VO SloTNPNOETE TO TPOIOV 6TElpo ( donmTeg TEYVIKEG EYXVOTS)

e TG va tnpeite £va nueporoyo Bepameiog

o TG vo Tpocdlopilete TIg avemBOUNTEG EVEPYEIEG, GLUTEPIAAUPAVOUEVOV TV oUEi®V
OAAEPYIKOV OVTIOPAGE®V, KO Y10 TO HETPO TOV TPENEL VA, AAUPAVOVTOL GE TEPITTMGT TOL
EUEVIGTOVV TéTOLEC avTIdpdoels (BA. emiong mapdypapo 2 Kol Topdypogo 4)

O y10tpog oag 1 0 emayyelpatiog vyeiog Bo EAEYYEL TOKTIKE TNV TEYVIKY] £YYVONG TOL EPAPUOLETOL ATTO
€04G /T0 PPOVTIOTN OAG, TPOKEUEVOL VO, SLAGPAAILETOL 0 GUVEYNG KATAAANAOG XEPIOUOC.

Adon

H mocotta Tov Respreeza mov cag yopryeiton Paciletoar 610 copatikd cag Bdpoc. H cuvictdpevn
doon givarl 60 mg ava kg copatikov Bapovg kat Tpénel vo, yopnyeital pio gopd v gfdoundado. H
£yyvon tov dlaAdpaTOC dtapkel cuvnOmg Tepimov 15 Aentd (mepinov 0,08 ml draAdpoTOC avd

kg copatikod Bapovg 1o Aemtd). O yiorpdc oag Ba kabopioetl Tov KatdAANA0 pLOUO £yyvomng yio. €66¢
Aappavovtag vITOYN To COUATIKO GaG PAPOG KL TNV OVEKTIKOTNTA GAg OTNV £Y)XLOT).

Edv ypnoonomoete peyaddtepn d6omn Respreeza amd tnv Kovovikn

O1 cvVvETELEG TNG VTEPOOGOAOYING OEV EIVOL YVOOTEG,

=  Evnuepdote 1o yatpd oag 1 Tov enoyyelpotio vysiog ebv vouilete Oti yeT€ YpNOIUOTOIGEL
peyaAvtepn mtocotnTa Respreeza and v koavoviky]. Exeivoc Ba AdPel Ta katdAinio pétpa.

Edv Eeyboete va ypnoiponow)oete 1o Respreeza

=2  AdPete auéong v endpevn 66on Gog Kot GuveXioTe TN ARYN avd TAKTO SI0GTAUATO, COUPOVA,
LE T1G 00Myieg TOL Y1aTPoD Cag 1 TOV EMayyEAUATIO VYELOG.

=  Mnyv ndpete dumhn 366N Yo VO AVOTANPAOGETE T 6061 1oL EEYAGOTE.

Ed&v otapatioete va ypnolonoieite to Respreeza

=  Mnv dwkoyete T Ay owtod ToL Papudrkov yopig vo cupfovievteite 1o YloTpd Gog ) TOV
enayyehpatio vyeiag. Edv owaxonel | Oepaneia pe 1o Respreeza, ) kotdotaot cog Uropel va
emdevmbet.

4, IMBavéic avemBounTeg evépyereg

Onwg 6ha To eAppaKa, £TGL KO AVTO TO GAPUOKO LITOPEL VO TPOKAAEGEL AVETIOOUNTES EVEPYELES, AV
Kat 0ev mopovctdloviol 6 GAOVE Tovg avOpmdToLS. TEToE avemBOUNTES eVEPYELEC Elvarl duvaTO va
EUEOVIGTOVV OKOUN Kot edv Exete AMAPelL 010 TapeABdV avBpdOTIVOLS 0VaGTOAELG TNG AAPL,-
TPOTEIVAONG KOl TOVG OVEYTNKOTE KOAGL.

Opiopéveg avemBounteg evépyereg evoéyetal va givar cofapéc:

Oyt ovyva (umopel va emnpedoovy €mg 1 ota 100 dropa), £xovv moapatnpndel oliepyucés avTidpacelc.
e oplopéveg TOAD OTAvViEG TEPUTTMGELS (UTopel va emnpedoovy €mg 1 ota 10.000 dtopa) evdéyetar va
eEelMyBovv oe coPapés alhepyikég avTdpAoELg aKOUn KoL av dgv Exete epavioel onpeio aAlepyiog
G€ TPOTYOVUEVES EYYVOELS.

=2  Evnuephote apuécmg o YoTpd oag 1) ToV emayyEAUATIO VYEIOG OV TAPATNPTGETE OTOL0dNTOTE

onueio ahiepyknc avtidopaong (Yo mapdderypa piyn, epudpiaon, taydtepo Kapdiakd pvouo,
TTOON TNG APTNPLOKNG TTieons, erapprd {aAn, eEavOnua, kvidmon, kvnoud, Suekoiio otV
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GVOATTVOT 1} TNV KOTATOGT), Kafdg kot oidnua ota ¥€pia, 6TO TPOSMTO 1 GTO GTOLA) KAUTA TN
yoprynon tov Respreeza. Avaioya Le T @UOT Kot T coPapoTnTa TNG avTidpaomnc, 0 yiuTpog
00G 1 0 EMAYYEALOTIOG VYEIOG EVOEXETUL VA OTOPAGICEL VO EMPPOAIVVEL 1] VO SIOKOWYEL EVIEADG
T YOPTYNON KOl VO, YOPNYNOEL TV KATAAANAN Bepomeia yio TV avtidpaon.

e mepintwon autoyopniynong/kot’ oikov Oepameiog, SKOYTE APEGMG TNV EYYVOT| Kol
EMKOWVOVNOTE LLE TO YITPO GOG N TOV EMAyyEALOTiO VYELNG.

O drheg avemOopnTeS evépyereg evogyetol va meptlapfavouy Tig €Eng:

Yoyvég (umopel va emmpedoovy €mg 1 ota 10 dtopa)
Za&An, xepaiadryia, SuokoAio oty avamvon (Svomvoln), vouTia.

Oy ovyvég (Umopet va emnpedoovy €mg 1 ota 100 dtopa)

MetaBoin g aicOnong g apng 6nwg kavcog, puppunkioon 1 aichnon povdidouatog ota xEpLa,
oToVg Ppayiovee, ota oS M| ota TEApaTo. (Tapacdncia), epubpiacn, eEavOnua (kvidwon),
AemdmoeC €AV Ko e€ovOnuata oe OA0 TO cdua, ELOKN advvauia (eEacBévion), avTidpdoelc
010 onpeto g Eyyvong (0nmg Kavcog, Vuyrog, movos, oldnpa 1 epuBpdtnTa oTo onpeio g Eyyvong
(updatopa)).

oAb omavieg (umopel va exnpedoovv €oc 1 ota 10.000 drtopa)

Meiwon g aicOnong g aeng 0Tmg KOVGoS, pupunkioon 1 aicbnon LovdldoraTog oo XEPLL, GTOVG
Bpayloveg, ota mo6d1a N} oTo TEAUATO (VTOIoONGia), vVIEpPOAIKT] QISP (VTEPOPWGin), KVNGUOG,
Ompoakikd dlyog, piyn, Topetodc (moupesia).

Mn yvoetég (6ev pmopodv va exktiunfovv e Baon ta dtabéciua dedopéva)

[Tovog otoug Aeppadéves (LALeG 10100 pe OBAA GYNIO TOV KATUVELOVTOL GE OAOKATIPO TO GMLLO KO
7oL propei va ynAaeilovtat, Yo Topadery o 6T LooyoAn, ot Bovfaviky xdpo 1| 6Tov Aopo),
oidnua 610 TPOHCMOTO, GTO PLATLN Ko GTaL YEIAT.

Ava@opd avemBOunTOV EVEPYELOV

Edv mopatmproete Kamoto avemBountn evépyeln, EVLEPADOGTE TOV YIOTPO GOG 1) TOV EXAYYEALATIOL
vyelag. Avtod woyvel Kot yio ka0e mbavr avemBountn evépyela Tov dev avapépetal 6To Tapdv GUARO
odnymv ypnone. Mropeite emiong va avagépete avembOunTeg evépyeleg amevbeiog:

I'a Tqv EALGoa:
EfBvikdc Opyaviopuog @apudkmv, Mecsoyeiov 284, GR-15562 Xolapyog, AOnva, tni: (+30) 213 20
40 380/337, @a&: (+30) 210 65 49 585, worotomog: http://www.eof.qgr.

INa v Kbzmpo:
Dopuaxevtikég Yanpeoieg, Yrovpyeio Yyeiog, CY-1475 Asvkwoio, ga&: (+357) 2260 86 49,
1oT0TOMOC: WWW.Mmoh.gov.cy/phs.

Méow® G avapopds avemBounTmy evepyeldv uropeite va fondnocete 6t GLAALOYY TEPIGGITEPWV
TANPOPOPLDY GYETIKA LLE TNV AGPAAELD, TOV TOPOVTOC POPUAKOD.

5. IIog va puraccete To Respreeza

To pdppako avtd TPENEL VO, PUAACGETOL GE PEPT TTOL OgV TO PAETOVY Kot dgv TO POEvVOLY Ta TAdLdL.
Noa pn ¥pMoLUOTOoLEITE AVTO TO PAPOKO LETE TNV NEpOUNVia ANENG TOL AVOPEPETOL GTO KOVTL Kot
OTIG ETIKETEG TV PloAdiov petd v AHEH. H nuepopunvia Anéng eivar n televtaio nuépa tov pnva
OV OVOPEPETOL EKEL.

Mn pvAdooete og Beppokpacio peyarlvtepn twv 25° C. Mnv kotonyOyETE.

Metd TV avocveTaoT TO SIEAVLO TPETEL VO (PT|CLUOTTOLEITAL AUECHS. AV AVTO dev givar duvaTo, Ta
St pato propovv va puidoocovtal £0¢ 3 mpeg oe Beppokpacio dmopatiov (Emg 25°C). Mnyv
KOTOWYOYETE TO AVOGVOTUUEVO OLEAVLLOL.
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6. Mepreybpeva TG GVOKEVAGING KO AOWTEG TANPOPOPIES
T tepréyerl To Respreeza

H dpacstiki oveia eivar o avactoréag tng Ao -tpwteivaong. 'Eva grolidio mepiéyet mepimov 1.000
mg, 4.000 mg 1} 5.000 mg avocTtorén TG GAPO-TPOTEIVAGTC.

To dAha cvetaTiKd cival YAoplovyo vATplo, Lovobopikd 0166EIVO PMGPOPIKO VATPLO KoL LLOVVITOAN
(BA. tehevtaio evotnTo TG TOPAYPAPOL 2).

A Yomp yia evéoyua.

Ep@davion tov Respreeza kon wepiey0pueva ¢ 6UOKEVAGIOG

Av16 10 EapraKo elvar pio AeVKN TPOG VTOAEVKN KOVIG.
Metd TV avocveTacT] TOL UE DOMP Y10 EVEGIUA, TO SIGAVUN TPETEL VAL vt d1VYEG, AYPOLUO £WC
gAappd KiTpvo Kot Ywpig opatd cmUOTIO.

YVoKEVOOiES

Mia cvokevacio meptéyet:

Respreeza 1.000 mg k6vig Kot dtoddTng yio Sidhvpa Tpog £yyvon:
o 1 proAidio KOveEmG pag ypNong

o 1 proAidio draAvTn pe 20 ml Héwp Yo evéoa

o 1 oet petagopdg 20/20 (cer Mix2Vial) yio v avacvctoon

Respreeza 4.000 mg k6vig kot S10A0Tng yio S1dAvpa Tpog £yyvon:
. 1 proAidio kKOvemg oG ¥pNong

. 1 raAidio diadvtn pe 76 ml vVdwp yio evéoipa

o 1 oet petagopdg 20/20 (et Mix2Vial) yia v avacidotoon

Respreeza 5.000 mg k6vig kKot dtoddTng yio Sidhvpa Tpog £yyvon:
. 1 proAidio kKOvemg oG ¥pNong

. 1 raAidio dadvtn pe 95 ml vVdwp yio evéoipa

o 1 oet petagopdg 20/20 (oet Mix2Vial) yia v avacihotoon

Karoyog Adciag Kvkhopopiag ko IMapackevaotig

CSL Behring GmbH
Emil-von-Behring-Strasse 76
D-35041 Marburg

T'eppovia

INo omoladnmote TANPOPOPIo. GYETIKA LUE TO TOPOV QUPLOKEVTIKO TPOidV, mapukaieicOs va
amevbuvbeite otov Tomikd avtimpoésmmo tov Katdyov g Adelag Kvkhogpopiag:
EALGda/Kbmpog

CSL Behring ETIE

TnA: +30 210 7255 660

To mapov OALo 0dNYLAV xpRoNS avadcmpOnke Yo TelevTaia gopd Tov 07/2018.
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Aentopepeic TANpoeopieg Yio T0 papproko avtd eival dtabéoipeg otov dikTvakd TOTo ToL Evpmmaikon
Opyaviouod ®apudxkmv: http:// www.ema.europa.eu/.

O Tinpo@opicc Tov akoAoVOOVY aTeELOVVOVTUL 6E ETAYYEANOTIES VYELOS KUl 6€ 0.60EVEIg TOV
givan katdriiniotl Yo kat' oikov Ogpancia / avtoyxopiynon

Cevikéc odnyieg
e H avaochotoomn mpénel va TPy LOTOTOLEITOL GOUPOVO, LLE TIG 00N YIEC TOV J100VTOL TAPAKAT®.

¢ H avaciotact, 1 Yopinynon Kot 1 ¥p1or TOL TPOTOVTOE TPETEL VO TPOYLOTOTOLOVVTOL LUE
TPOGOYN, XPNOOTOIDVTAG ACTTTTI TEXVIKY] MOTE VO, ST PEITOL 1) GTEPOTNTA TOV TPOTOVTOG.

e Mn ypNOLOTOLEITE TIC TOPEYOLEVES ATOCTEIPMOUEVEG GLGKEVES Y10 TNV OVOGVGTOGCT €6V M
GLOKELOCIO TOVG Eival avolypévn 1 £xel vtootel pHopd.

o EAéyEre to avacvotapévo dtlvpa yio Ty DTapEn COUOTIOIMY 1 ATOYPOUATIGUO TPV TN
xopnynon.

e To avacvotapévo dtdAvpa Tpémet vo eival dlavyEc, dypmuo £mG LTOKITPIVO Kot EAeLBEPO amd
opatd cOUATIOW.

e H xovic npémel va avacvotadei pe Stodutn (0dmp Yo EVECTUA).

e H mAnpng avacvotaot trng KOVE®G TPEMEL VO EXITVYYAVETOL EVTOC S AEMTOV (GLGKELOGIN TOV
1 g) 1} evtdc 10 Aentddv (cvokevooio Tov 4 g kot 5 ).

AxoAovONOTE TIC TOPAKAT® 0OMYIES Y10 TNV TPOETOLOGIN KOl avacvoTaon Tov Respreeza:

1. BePowwbeite 611 T0o @laridio Tov Respreeza kat 1o graridlo tov HOATOG Yia evéSa elval o€
Oepuoxpacio dopotiov (Ewg 25°C).

2. AQoIpECTE TO AMOCTOUEVO TAAGTIKO KUAVLUO 07T0 TO LOALS10 TOV DOATOC Y10 EVECTUAL.

3. ZKOVTIOTE TO EAAGTIKO TMOLO TOL PLOALSI0L TOV VOATOG YU EVEGIIA [IE OVTIONTTIKO SIOAV IO Ko
QPN OTE TO VO OTEYVMGEL.

4. Avoite 1o oet Mix2Vial® apopdvrag 1o kéhoppa (Etova 1).
Mnyv agaipeite to oet Mix2Vial and ) cvokevacio koyéing (blister).

7
[
Ewoéva 1
5. TomoBetnoTE TO PLOALIOI0 TOV VOUTOG YL EVEGIUA GE LLaL EMIMEDN, KaOapn
EMPAVEL KOl KpaThoTe TO Proridio otabepd. ITapte to oet Mix2Vial poli ;
LLE TN CLOKEVOAGIO KVWEANG KOl TPLTNOTE KATAKOPVPO, TO T TOV B
@LoAd10v TOV VOATOG YU EVEGLUA LIE TO UTTAE AKPO TOL 6€T Mix2Vial l '

(Ewova 2).

=

Ewova 2

7/9




CSL Behring

6. ATopaKpOVETE TPOGEKTIKA T1 GLOKELAGIO KVYEANG 0td To et Mix2Vial
KPOTOVTOG TOV SAKTOALO KO TPOPOVINS KATAKOPLQO TPOG TA EXAVM®.

BePaiwbeite 011 £xete amopakpOVEL LOVO TN CLGKEVAGIO KOWEANG KoL O)L TO 1
oet Mix2Vial (Ewéva 3).

Ewova 3

7. AQU1pEGTE TO OMOCTAOUEVO TAUCTIKO KOADUUO 0o TO PloAidio Tov Respreeza.

8. ZkovmioTe T0 EAAOTIKO TTOLO TOL PLoAdiov Tov Respreeza pe avtionmTikd StdAva Kol 0QNoTE TO
V0, GTEYVAGEL

9. TomoBethoTE TO PLOAidL0 TOV Respreeza ce pia emimedn kot tabepn
EMPAVELXL. AVOCTPEYTE TO PLAAIGI0 TOV VOOTOG Y10 EVEGIHLO LUE TO —
TpocapTnuéVo o€t Mix2Vial kot TpumnoTe KOToaKOPLPO TO TN TOL
ploAdiov Tov Respreeza pe 1o d1dgavo dikpo Tov oet Mix2Vial (Ewova 4). 1 "
To ¥owp Yo evéoipa Ba elopedoel avtdpota 6To PLaAidio Tov Respreeza. =

YHMEIQXH: BeBoawmbeite dti A0 10 DOWP Yo evéoiua £yl petopepel oto v
(@LoAido Tov Respreeza.

Ewova 4

10. AkoAovOnoTE TIG TOPAKAT® OO YIEC Y10, TNV OTOUAKPVVGT] TOV GET
Mix2Vial am6 to eloiidio tov Respreeza:

e Me 10 éva ¥épt KpatnaTte dSuvaTd To PLoAidIo Tov Respreeza ommg
oaivetal otnv Ewkéva 5.
e  Mze 10 dAhO ¥€PL KPATAOTE SUVATA TO PLAAISIO TOV VOATOG Y10, EVEGILNL

o

Kot 1o PmAe Gxpo Tov oeT Mix2Vial. y:
e Avyiote ohdKkAnpo to oet Mix2Vial cto midn péypt vo anocvvoedet 'i \
amo To PloAidto tov Respreeza (Ewcova 5). AT _.,j}",:
_-_.: '['-: . ).-
Amoppiyte T0 QLIALS10 TOV VIATOG Y10l EVESLUO LE OAOKANPO TO GET A
Mix2Vial. ot
Eucova 5

11. Tlepiotpéye fmio To PLoAidio Tov Respreeza Emg 6Ttov 1 KOVIC va
drolvBel Minpog (Ewkdva 6). MHN ANAKINEITE. [Ipocé€te date va unv
ayylEeTe TO EAUOTIKO DL, =2

| -

Ewova 6
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12. EAéy&te ontikd 10 avacvotapévo dtdAivpa. To didvpa mpénet va gival S100YES, dypmuo Emg
VTOKITPIVO KOl EAEVOEPO OO 0paTh cmUATIOw. MnV yp1oILoTolEiTE HSLHAD AT TOV EYOVV
OTOYPOUOTIOTEL, tvar BoAd 1 TEPIEYOLY crOUATIOW.

13. Edv amaitovvtor tepiocotepo amd 1 groAidio tov Respreeza dote va emttevybel 1 amotodpevn
0001, emavaliapete Tic mopamdve odnyieg 1 €mg 11 xpnoYLOTOUDVTOC [ ETUTAEOV CLGKELAGIN TOV
mePLEYEL va aypnotponointo oet Mix2Vial.

Xpnowponoujote évo Eeyoprotod, aypnoponointo ot Mix2Vial ko éva @raridlo vo0ToS Yo
gvéoua 1o KG0g eroAioto Tov Respreeza.

14. Xp1oomoote AonITN TEYVIKT Y10 T LETOPOPE TOV OVOCVOTOUEVOL SLHADUOTOG GTOV TEPLEKTN
yopNynong (m.y. adeto cdxo £yyvong n YvaAvo doyeio (dev datiBevtal pe To TPOIOV) HECH HLOG
EUTOPIKA S1aBEGIUNG GLOKEVNC EVOOPAEPLOG £yyvomg (dev datiBetan pe To TPOidHV).

Xopnynon

To avacvoTapévo dtdAvpa TPETEL VO YOPTYEITAL ¥PNCILOTOLDVTAG VO GET EVOOQAEPLAG YOP1YNONG
(8ev dratiBetar pe 1o TPOIOV).

1.  Xuvvdéote TO GET YOPNYNONG GTOV TEPLEKTT YOPNYNONG.
Beoawmbeite 6t1 0 puBUIGTAHC pOTIG TOL GET YOPYNONG ival KAEIOTOC.

2. Yy®oTe TOV TEPLEKTT YOpNYNoNGS (EAv TPOKELTOL Yiol A0 EVOOPAEPLAG £YYVONC, KPELAGTE TOV
o€ 6TaTd EVOOPAEPLOG £yyVong).

3. TI'epiote Tov BdAapo cvumelovtag tov Odrapo evetaraéng uéypt to Respreeza vo yepioest tov
BaAapo péypt T péon.

4. Avoi&te apyd tov pubioTn pong Tov GET YopNynong kot apnote to Respreeza va péet Eog 6Tov
(QTAGEL GTO AKPO TOV GOANVA YOPIG VO, ONUIOLPYOLVTOL PLUCAAIDEG AEPQL.

o

KAeilote Tov puOuety ponc.

6. Xvvdéote 0 GALO GKpo TOV oeT Eyyvong (.. meTolovdn / Pelova e TTephylo. oTHPIENG 1
KkafeTpog £yyvong).

7. Evécoarte/ eyyvote To avacvoTopéVo dtdAvpa otn AP akolovBdvTag TIg 00N Yieg ToV
yiatpov cag. To dtddvpa Tpémel va eyyvetat pe puBuod £yyvong mepirov 0,08 ml ava
kg copatikod Bapovg 1o Aentd, 6nmg kabopiletar pe Baon TV avtamdKpion Kol Ty Gveon
Tov acBevoic. H €yyvon g ocuviotdpevng 66omg tov 60 mg ava kg copatikov Bapovg
dwopkel mepimov 15 Aemtd.

Ka6e prokidio tov Respreeza mpoopiletar povo yia pia ypnon.

Kabe aypnoiponointo eopuokevtiKd Tpoidy 1 VIOAEUUO TPETEL VO, ATOPPITTETOUL COUPDVO UE TIG
0onYieg TOL YLUTPOL GO 1 TOV EMAYYEAULATIO VYELOG,
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