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@viro oonYLav ypiong: IIinpoeopics yia Tov ypriotn

Riastap 1¢
Koévig Yo evéorpo ordiopa 1] dStoidpa Tpog £yyvon
AvBpamivo vwdoydvo

AP aoTE TPOGEKTIKA OLOKANPO TO QVAAO 00N VLAV YP1ONGS TPV UPYIGETE VA YPNCLUOTOLEITE AVTO TO

PaproKo, O10TL TEPLAGUPAVEL GNUAVTIKES TANPOPOPIES Y10 GUG.

- DvAGETE VTO TO PUALO 0OMYIDV ¥p1iomS. Towg ypetaotel va To draPfdoete Eavd.

- Edv éxete meportépm amopieg, pOTNGTE TOV YLOITPO 1] TOV PAPLOKOTOLO GOC.

- H ovvtayn yU avtd 10 eapuaKo xopnyndnke omokAEIGTIKA Yo 060G, Aev TPEMEL VoL ODGETE TO PAPUAKO CE
dAAovc. Mmopel va toug mpokaiéoetl BAAPN, arkoua Kot OTaV T0 CUUTTONOTE TOVS givarl 1010 LE T O1KA
o0,

- Edv mopatnpnoete kamoto avemBOunt evEpPYELn, EVILEPADOGTE TOV YLOTPO 1] TOV POPUOKOTOLO GaG. AVTO
1oyvEL Ko Yio kdBe mbavr avemBounTn evEPYELL TOL dEV AVAPEPETAL GTO TOPOGV EVAAO 0ONYL®DV XPHONC.
BA\éne mopdypago 4.

T epLéyerL 1o Tapov GUAAO 00N YLOV:

T elvan To Riastap kot mowa givon 1 ypromn Tov

T mpémetl va yvopilete mpv ypnoonomcete to Riastap
Io¢ vao ypnouonooste to Riastap

ITBavég avemBOuNTEG EVEPYELEC

Tog va purdooete To Riastap

ITepreyduevo tng ovokevasiog Kot AOEG TANPOPOpieg

s E

1. T givon To Riastap kou oo, sivar i ypnon tov

Tt givar To Riastap;

To Riastap nepiéyet avOpdmvo vmdoyovo mov gival pio TpOTeivn onuoviky yio thv anén tov aipatoc. H
EMenym vmooyovov cuvendystat 6Tt To aipa, dev el 660 ypryopa Oa Empene, e oamoTéELESUE, TNV aVENUEVT
Tdom Yo aupoppayio. H vrokatdotaon tng EAlenyng tov avlpodrivov vwdoydvov pe Riastap 0o dopbdoet tnv
avopaAio tng TENG TOL AipaTOC.

o givar n yprjon tov Riastap;
To Riastap ypnoomroteitat yio Thv avIHETOTION THG apoppayiog o€ aobeveic pe cuyyevn EMAelyn vwdoydvov
(vmd- 1 avivedoyovoruio) e atpoppoytkn dtddeon.

2. T pémer va yvopilete Tpv ypnoporonicete To Riastap

O1 TopaKdT® TOPAYPUPOL TEPIEXOVY TANPOPOPIESG TTOL O YIOTPOG GUC TPEMEL VA, £XEL LVITOYN TOL TPV GO
yopnynoet To Riastap.

Mnyv gpnopononjoste 1o Riastap
o o¢ mepintwon aAlepyiog 6To avlpdOTIVO V@d0YOVo 1 6€ 0TO100NTOTE GANO ATTO TO. GVGTUTIKG OVTOV TOV
QopUAKOV (CVOPEPOVTOL GTNV TAPAYPAPO 6).

HopokoreioOs va EVIIPEPDOOETE TOV YOTPO 60G €0V £l0TE AALEPYIKOL 6E KATOL0 PAPNOKO 1] 6E KATOLO,
TPOON.

Ipogdomomoeirs ko TpoPLAGEES

o &qv giyate ekdNAdoel oAepYIKEC avTIOPAcEL; pe T yopnynon Riastap oto maperbov. Oa mpénet va Adfete yia
AOYOLG TPOPVAOENC OVTUCTOUIVIKG KOl KOPTIKOGTEPEOELDT], EAV GAG TO GVGTNGEL O YIUTPOG COLC.

e g MEPIMTOON TOL EUPAVIGHOVV HAAEPYIKEC 1) AVOQLAOKTIKOD TOTTOL ovTIdpdoels (Uia coPapr] oAlepykn
avtidpaon mov Tpokaiel cofapn dvokoAia oty avamvon | (oAn). H yopiiynon Tov Riastap npéner va
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OTUNOTNOEL OPEGOS (ONA. VO OLOKOTTEL 1] £y voN).
e AOY® TOL AVENUEVOL KIVODVOL GYNUOTIGHOD BpduPov og éva aipoedpo ayyeio (BpouPmaon), Wiaitepa:

- 0g MEPIMTOOT YOPNYNONG VYNAGV 1 EnavorapuPavopuevmy 60GEwny

- gav elyate moTE VooTel Kapdlakt TpocsPoArr] (10Toptkd GTEPAVIAING VOGOV 1 ELPPAYUATOG TOV
pookapdiov)

- ghv éyete KATOW NTOTIKN VOGO

- eav &xete vmoPAnbel og yepovpyikn enépPacn tpodcpata (LETEYYEPNTIKOL 0GOEVELS)

- &hv mpoxelrtar va vtoPAndeite cuvtopa og yepovpyIkn enépPacn (TpoeyyelpnTikol acOeveic)

- ogveoyévvnta Bpéen (veoyvd)

- eav éyete peyoAnTepN TAoT va eppavicete Bpopupoug amd to Kavovikod (aobeveig e kivévvo va
mapovcticovy Opoufospuforicd pavoueva 1 dtéyvt evdayyelakn mén).

O ywatpdc oag Oo avtiotadpiost pe Tpoooyn o 6elog ¢ Bepanciog pe Riastap évavtt Tov Kivdvvov ueaviong
TOV TOPATAV®D ETTAOKADV.

loloyikip acpdicio
Oroav topackevdlovral appoKke amd avOpdmTivo aipa 1 TAAGH, AAUPAVOVTOL CUYKEKPIUEVE HETPA Y10, TV
ATOQLYN TNG UETAS0OTG AOUMEE®V 6TOVG acbevels. Avtd Tepapufdvouy:
® TPOGEKTIKN ETAOYN TOV 30TV IOTOG Kol TAAGHOTOC, DGTE VA 0106PAAIGTEL 0T e€oupovvTal OG0t gival
mhavoi popeic Aoudéemv, Kot
e &heyyo kéBe dwpedg kot deEapevig TAAGHATOS Yo £101KOVS SEIKTES Y10l 10OVC/AOUDEETS.

Ol TapasKEVOGTEG TOV PAPUAKOV OVTMV £QapUOlovV TTioNG KATA TNV ENEEEPYAGIN TOV OALLOTOG 1] TOV
TAAGUATOG GTASLO TTOV UTOPOVV VA, 0dPAVOTOIGOVV/amopakpvvovy 100¢. Iapd to pétpa avtd, otav yopnyobvtol
OAPLOKO TTOV EXOVV TAPACKELOOTEL ad avOpdTIVO aipa 1 TAdoUa, 1 TOAvOTNTO HeTAdoong Kamotog Aoiumwéng
dev umopel va amokAeloTel TANP®S. AVTO 0POPA ETIONG AyVMGTOVG 1) AVOKVTTTOVTES 100G 1] GALOVG THTOVG
AodEemv.

Ta pétpa mov epapudlovtar Be@povvToL ATOTEAEGLATIKG EVOVTL TOV EAVTPOPOPOV 1OV, OTMG O 10G TNG
avOpmmvng avocsoavendpkelag (HIV, o 16¢ tov AIDS), 0 16¢ ¢ nratitidog B kot o 16¢ g nratitidog C
(pAeypovn TOL HITATOG), KAl EVOVTL TOV UN-EAVTPOPOPOL 100 TNE NTOTITIONG A (PAEYLOVT TOV NRATOG).

Ta pétpa mov Aapfdvovton propet va £gouv Hetdpévn a&io EVOvTL ToV un EAVTPOPOP®V 1OV O glval o
mapPoiog B19.

H Loilpwén and mapPoid B19 uropei va givar coPfopn:

- 7o TIg €ykvueg yovaikeg (Aoiuwén tov gpPpvov), Kot

- 7o T Atopo pe eEachEVLEVO aVOGOTTONTIKO GUGTILO 1) [LE KATOI0VE TOTTOVG aVOLUing (7).
OPEMAVOKLTTOPIKT 1| CLULOAVTIKY] ovorpia).

O y10tpo¢ o0g UTopel va 6o GLGTACEL va epfoltacteite Evavtt Tng nratitdog A kot B og nepintwon mwov
Aappévete o TOKTA/ETAVOLOUPOVOLEVO XPOVIKO OLLGTILLOTO POPLOKEVTIKG TPOTOVTO TTOV TPOEPYOVTOL OO
avOpOTIVO TAAG L.

Yvviotdron évrova kKabe popd mov yopnyeiton Riastap, o ylatpdc oog va KoTaypaeet Ty nuepounvia xopnynone,
Tov aplBpd Toptidog Tov TPOIGVTOS Kot ToV GYKOo TOL SADLLATOG IOV Yop1 YN OnKe.

Arho @appoxa ko Riastap
e  Evnuep®ote ToV Y10Tpd 1] TOV POPUAKOTOL0 GOG EAV PN CLUOTOLELTE , EYETE TPOGPATO YPNGULOTOLGEL 1|
UTOPEL VO YPNCLUOTOIGETE AAAO PAPLLOKOL,.
e To Riastap dgv mpémet vo avoptyvoeTol Ue GAAL QOPUOKEVTIKA TPOIOVTA, EKTOG QO QT TOV
avaQEPOVTAL GTIV TAPAYPaPO HE TiTAo «Ot TANpoPopieg Tov akolovBobv amgvbhvovial Lovo e
EMOYYEAUATIEG TOV TOWEN TNG VYEIOVOIKNG TTepiBoiyng/ Avacvotoony.

Kdnon kot Onhaocpog
o Edv elote éykvog 1 Onralete, vouilete 0t umopel va giote £ykvog N oxedialete vo amokTNoETE TOdI,
{ntiote ™ GVUPOLAN TOL YTPOV T} TOL POPLAKOTOLOD GOG TPV TUPETE AVTO TO PAPLOKO.
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o  Kotd ) dudpketa Tng ykupocHvng 1 Tov Onhaouov, o Riastap npémnet vo yopnysital povo epocov
KPIVETOL GOODS amopaiTnTo.

001yN 01 Kot YEPIOROS PNV LATOV
To Riastap dev &yt kappio 1 el 0oHUAVTH EXTIBPACT GTNV IKOVOTNTO 03T YNONG KL YEPIGHOD Unyevnudtov.

INUavTIKEG TANPOPOPIES GYETIKA NE OPIGPEVE. GVGTOTIKG TOV Riastap

To Riastap nepiéyet éwc 164 mg (7,1 mmol) vatpiov avd @roridio. Avto wodvvapel pe 11,5 mg (0,5 mmol)
vazpiov avé Kg Bdpovg cdpotog tov achevi, edv yopnynei n cuvictduevn 66on évapéng twv 70mg/kg Bépovg
ocopotoc. apakoreiobe va 1o AdPete vodyn cag edv Ppickecte og dlaita eheyyOUEVT G VATPLO.

3. Hog va ypnoworoeste To Riastap

H évapén g Bepaneiog kot n mapoakorobnon g nopeiog g Tpénet va yivovtol and y1aTpod EUTEPO GE QVTOV
ToV €100V¢ TI¢ draTapoyéc.

Aocoloyia.

H mocdtta tov avBpdmvov vmdoydvou mov ypetdlecte kot 1 didpkela e Oepaneiog eEaptdvtal amo:
e 1 cofapdtnra TG acOEVELdS Gog
e 70 onueio Ko ™ coPapdTNTO TG ALUOPPOYinG
® TNV KAIVIKY GOG KOTAGTOOM

Eav ypnowpononjoete peyoarvtepn 66on Riastap and Ty kevoviki
O Y10tpO¢ 060G TPEMEL VO EAEYYEL TAKTIKG, TNV THEN TOL OiUaTog KOTa TN dtdpkeio T¢ Ogpaneiag. Xe mepintmon
vepdocoroyiag, o kivduvog yia tnv eueavion OpoufospuPoikdv emtmiokmdv givar avénuévoc.

M£60d0g yopiyneng

Edv éxete meplocOTEPEG EPOTNOELS GYETIKA LIE TN YPNOT AVTOV TOV QUPAKOV, POTHGTE TOV Y1OTPO 1) TOV
eoppoxomold cog (BA. mapdypapo «Or mnpopopies mov axolovBodv amevddvovior UOVo o€ ETOYYEAUATIEG
vyelagy).

4, MBavég avemBOunTeg evépysereg

Onwg 6ha Ta eappaKa, £TGL KoL 0VTO TO QAPUAKO LITOPEL VO TPOKAAEGEL AVETIOOUNTEC EVEPYELEC, AV Kal OEV
Tapovclalovial 6E OAOVG TOVG avOpOTOLC.

Ewdomou)ote TOV YI0TPO 600G Opécme:
®  £Gv ekONAMOEl KAToLo AVETOVUNTY EVEPYELD
® £V TOPATNPNGETE KATOLN AVETOOUN TN EVEPYELD. TTOV OEV AVUPEPETUL GTO TAPOV PVALO 00N YIAOV

H mopaxdro avemBountn evépyeia £xel mapatnpnbei zold ovyvd (umopel va ennpedost TeplocdTEPOLS and 1
otovg 10 acbeveig):
e Av&non g Beppoxpasciog 1oV COUATOG

H mopaxdro avemBountn evépyela £xel mapatnpnOei oy ovyva (umopei va ennpedoet £éwg 1 otovg 100 acbeveic):
o Eavikn oAAepyikn avTtidpacot (0mmg epuOpoTNTa TOV SEPUATOG, dEPUATIKO VOO GE OLO TO GO0,
TTOCN TNG OPTNPLOKNG TEOTC, SVGKOAID GTIV OVATVOT)).

H mopaxdro avemBountn evépyeia £xel mapatnpnbel ovyva (umopei va emnpedoel £wg 1 atoug 10 acbeveic,
®OTOGO 1 GLYVOTNTO ELPAVIOTG NTOV PEYOAVTEPT 6TOVG aoBeveic Tov dev AduPavay vwdoyovo):
o Kivovvoc avEnuévov oynuatiouov Bpdufwv (BA. mapdypago 2 «T1 zpémer va yvawpilete mpiv
xpnoluoroujoete to Riastapy).

Ava@opd avemBounTOV EVEPYELOV
Edv mapotnpioete Kamoto avemBountn evEpyeLa, EVNUEPDOGTE TOV YLUTPO 1) TOV QAPLAKOTOLO GOG. AVTO 1o)VvEL
Ko Yo KaBe mbovi) avemBoun evEPYELD TTOL OEV AVAPEPETOL GTO TOPOV POUALO 0dNYLDY Yprionc. Mropeite
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emiong va avagEpeTe avemBOUNTES evEPYELeg amevbeiag:

Lo v Eldaoda:
EbBvikdg Opyaviopog @apudxkmv, Mecoyeiov 284, 15562 Xolapydc, ABnva, A: (+30) 2132040 380/337, @a&:
2106549585, wtotomog: http://www.eof.gr.

T'1o. v Kompo:
Doapuaxevtikég Yanpeoieg, Yrovpyeio Yyeiog, 1475 Asvkwoia, ea: (+357) 22608649, 16t6T070C;
www.moh.gov.cy/phs.

Méow ¢ avagopdc avembOunTmv evepyelmv pmopeite vo fondncete 6t cLALOYN TEPIGGOTEP®V TANPOPOPLDV
GYETIKA UE TNV 0CQAIAELN TOV TAPOVTOG PUPUAKOV.

5. Mg va pvidccete To Riastap

e To @dapuroko avtd TPETEL VO, PLAACGETOL GE UEPT TTOL deV TO PAETOVY Kot dgvV TO POGVOVV Ta TALOLA.

Na un ypnoonoleite avtd T0 PAPUOKO UETE TNV NUEPOUN VI ANENG TOV AVOPEPETAL GTIV ETIKETA KoL
GTO KOLTL.

duvrdooete og yoyeio (2°C — 8°C).

Mnv kaToyOyETe.

dvrdcoete T0 PLOAiISL0 6TO EEMTEPIKO KOVTI, Y10 VO TPOGTOTEVETOL OO TO POC.

To avacvoTapévo Tpoidv TPENEL KATA TPOTIUNGT VO XPTCUYLOTOIEITOL AUECAL.

Edv to avacvotapévo mtpoiov dev ypnoomombet dueca, dev Bo mpémetl vo puiaybel mdvm and 8 dpeg ot
Oeppoxpacia meptpdiiovtog (Ewg +25°C).

o To avacvotopévo Tpoidy dev TPEMEL VA PUAACCETAL GTO YLYELO.

6. Ieprerdpeva TS 6LVOKELAGTOG KUL LOUTTEG TANPOPOPiEg
T epréyer To Riastap

H opacrikij ovsia eivou:

AvBpdmvo vmdoyovo (1 ghvial, petd v avacvotacn pe 50 ml vdatog evesipwv nepiéyet mepimov 20 mg/ml)
BAéne mapaypoapo «Or minpopopies mov arxolovBodyv amevBivoviar HOVO O€ EXAYYEAUATIES DYEIACH VIO,
TEPLOCOTEPEG TANPOPOPIES.

Ta dlla cvotatikd givar:

AvBpomvn Aevkopativn, YAmplovyo vatplo, L-apyvivn vdpoyrmpikn, KItptkd vatplo, vopo&eidlo Tov vaTpiov
(ywo T pOOuion tov pH).

BA\éme tedevtaio mopdypapo e evoTnTag 2 «XHUaVTIKES TANPOPOPIES GYETIKG, LUE OPIOUEVO, GOOTATIKG. TOD
Riastap».

Ep@avien tov Riastap ko wgpieyopeva g 6vokevOGiog

To Riastap eivot puo Aevkn okovn.

Metd v avachoTaon e VOWP Y10, EVECTUA, TO SIAAVLO. TTOV TPOKVTTEL TPETEL VO, EIVOL STUVYEG 1] EAAPPDC
omoAilov, Yo mapadetypo pmopel va 1ptdilel 6To PmG, aALd dev TPEMEL VO TEPLEYEL OPOATH COUATIONL.

2vokevaoia
2vokevooio tov 1 ¢
1 gAido mov mepiéyet 19 avBpdmvov vwdoydvov

Karoyog Aderog kokropopiog ko Ilapackevaotig
Karoyoc e aderoc koxlopopiog otnv ElLddo.

CSL Behring EIIE
Xotlnyavvn Méén 5
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11528 Adnva
TnA.: 210 7255660

Kdroyoc ¢ aderoc koxlopopioc oy Kdrpo.
CSL Behring GmbH
Emil-von-Behring-Strasse 76

35041 Marburg

I'eppovia

Hopaokevootig:

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

T'eppovia

AvT106 TO POpPOKEVTIKO TTPOTIOV £xel eykpBel ota Kpdtn MéAn tov Evponaikod Owovoptkod Xdpov (EOX) pe
TIc akdAovBeC ovopaoieg:

Riastap 1 g powder for solution for injection/infusion Hvopévo BaciAelo

Riastap 1g, poudre pour solution injectable/perfusion TolAia

Riastap 1g praSek za raztopino za injiciranje ali infundiranje Z\oPevia

Riastap 1 g Teppovia, IpAavdio

Riastap BéAyo, Kompog, Aavia, dvAiavdia,

EA\Gda, Iohavdia, Itaria,
Aov&eufovpyo, Mdakta, Noppnyia,
Mo wvia, ZAoPakia, lomavia, oundia

To wapdv @ULA0 00N YOV ypiioNs eYKPiONKe Yo TEAEVTOIR POopd Tov <MM/EEEE}>
<[Na oopninpmosci oc e0viké erinedo]>

Tpomog dra0eong:

ElAdda: To appako avtd xopnyeital Le TEPLOPIGUEVT] 1OTPIKT GuvTayT): MOvo Yo NOGOKOUELOKT YpTio.
Kbrpog: Mg watpikni cuvtoyn

O Tinpo@opicc Tov akorovBovv amevOivovTaL pévo o€ erayyslpatieg vysiog:

Aocoloyia

Ta enimeda Tov (Aertovpyikod) vwdoydvov 6To TAACLO TPENEL va TPocdlopilovTol dote va voloyiletal n
g€atopkevpuévn docor0Yio Kot 1 YOpNYOVUEVT TOGOTNTO KOL 1] GLYVOTNTA YopNyNong tpénetl va kabopilovtal o
eEatopkevpévn Paon yia kabe acBevn|, Le TAKTIKY PHETPNON TOV EMITESDV TOV VOIOYOVOL GTO TAACLLOL KoL [IE
ouveyn TopaKoAoLONGN TG KAVIKNG KaTtdoTtaomng Tov achevni Kot omolacdnmote dAANG Bepaneiog
VTOKOTAGTOONG YOpNYELTAL.

Ta @vololoyIKad emineda Tov W®d0YOVOL 610 TAGGUa Kupaivovtal omd 1,5 éwc 4,5 g/l. Ta kpicipo emineda
Wmd0YOVOL 6T0 TAAGH KAT® amd to omoia pmopel vo eppoviotel apoppayia ivar mepinov 0,5 - 1,0 g/l. ¢
epinTon coPapng yePovpyikng eméuPfoons, eivarl WOOHTEPA CNUAVTIKN 1) GYOANCTIKN TopaKoAovOnon g
OTOTEAECUATIKOTNTOG TNG Ogpameiog LRTOKATAGTAONG HECH EPYOOSTNPLOKOD TPOGOOPIGHOD NG TNENG TOL
aiparoc.

Adon évapéng
Edv ta enineda vodoyovov otov acbevi dev gival yvootd, 1 cuvieotdpevn doon gival 70 mg ava Kg Bapovg
COOTOC YOPTYOVLEVT] EVOOPAEPLQL.

Enaxéiovbeg d6ceic
Ta emBountd eninedo wvmdoyovov (1 g/l) yia nocovog PapiTntog teptoTatika (.. eniotaln, EVOouviKn
aoppayio N epunvoppayio) TPETEL v S10TPOVVTOL Yio TOLAGYLGTOV TPELS NUEPES. Ta embBountd enineda
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wwdoyovov (1,5 g/l) yio sofapd mepiotatikd (). Kpoviakd Tpadua 1 EVOOKPAVIOKT apoppoyio) mpémet vo
ST POVVTOL Y10 EXTA NUEPEG,.

Adom vmdoydvou [EmBounto eninedo (g/1) — Metpoduevo eminedo (g/1)]
(mg/kg Bapovg copatog) 0,017 (g/l avd mg/kg Bapovg ocduatog)

Aocoloyia yio veoyvd, Bpéon kot mondid

Y7apyovv meplopiouéva dd0uEVe amd KAMVIKEC LEAETEG OYETIKA pe TN docoroyia Tov Riastap ota moudid. Me
Béon to amoTeEAESHOTA TOV KAVIKOV HEAETOV OAAG KoL TNG LOKPOYXPOVNG KAVIKNG EUTELPIOG LLE TO TPOIOVTOL
W®O0YOVOL, 1] GUVICTMUEVT d0c0A0Yia Yo Ta TodLd eivar 1) 1010 PE VT TOV EVNAMK®V.

MéBodog yopijynons

Tevikéc 0dnyieg

¢ H avoacvotaon Tov mpoidvtog Kot 1) avappdenoT| ToV SIAVUOTOC TPETEL VO TPOLYLOTOTOLOVVTOL VIO GONTTTEG
GLVONKEG.

e To avacLOTOUEVO TTPOTIOV TIPEMEL VO, EAEYYETOAL OTTIKA Y10 TUYOV OTOYPMUATIGUO 1) VTOPEN COUATIOI®MV TPV
amo M XopNynon.

e To dudivpa mpémel va glvar oedoV dypmuo Emg KITpvand, d1avyég 1 ELappds omaiilov Kot pe ovdétepo pH.
Mn ypnoponoteite daAvpata mov ivor Bodd 1 mepiEyovv WCnpata.

Avocbotaon

e O d1AVTNG KO 1) KOVIG 6T KAEIGTA PLOAIdIA TOVG TPEMEL VL pEpOovVTaL o€ Beppokpacio TepiPaiiovtog

ocopotoc (o Tave omd 37°C).

H avacvotaon tov Riastap mpémet va yiveton pe 0dmp yio evésipa (50 ml, dev mepi€yetol ot cuoKevLAGia).

Apoipiote o KdAvpua Tov eroAdiov tov Riastap dote vo amokaAvedel To KEVIPIKO TUALLO TOV TOUATOC.

AmolvUdvETE TNV EMPAVELN TOV TMOWATOG LE AVTIOTTTIKO SLAALLLOL KO OPT|OTE TO VO GTEYVAOOEL.

Metagépate Tov O10ADTI GTO EGMTEPIKO TOL PLAALII0V, YPNCLLOTOIOVTOS KATAAANAT GUCKELY LETOPOPAGS.

Awceariiote v mANpN Hypavon e oKOVNG.

o X1prpoyvpiote ea@pd T0 PLOAISI0 PEXPL VA SLoAVOEL 1 KOVIC Kot TO StiALpe va glval £TOHO Y10, Yop1ynon.
Amo@iyete v €viovn avakivnon 10Tt TpoKaAeitan oynUOTIGUOS appov. H kovig Tpémet va dtadlvbel mAnpmg
péca oe 15 Aemtd (yevikd o 5 éwg 10 Aemtd).

e To avacvotapévo Tpoidv TPEMEL Vo YopNyEITOL OUECHC LEG® LOG EEXYMPLOTAG YPOLUNG XOPYNOTGS.

o Ilpocétte dote va unv sooybet aipa otn cOPLyyo TOL TEPLEYEL TO SIHAVLLAL.

Ké0e aypnoipomointo Qoprakevtikd Tpoidv 1| VITOAELL TPETEL VO, ATTOPPITTETUL GCOUPDVA LLE TIG KOTE TOTOVG
1oYVOOVGEG OYETIKEG SLOTAEELS.

Xopnynon

Mo 6uvHOnG CLGKELT] £YYVOTG CLVIGTATOL Y1 TV EVOOPAEPL YOPTYNGT TOV OVOGVUGTAUEVOD SIOAVLOTOG GE
Oepuokpacia mepifairovtoc. To avacvotopévo dStdAvpo TPEmeL va yopnyeital pe apyo puBud mov va sival
avektog omd tov acbevr). O puOuds Eveong 1 &yyvong dev pénet va Egmepva o 5 Ml avd Aemtd mepimov.



Reqgulatory information

AAT-E.4320-1/2

Document type: Patient information leaflet
Reference number: RST_GR/CY_PIL_XX
Product: Riastap

EU revision date: 01-Apr-2019

EU procedure number: DE/H/1936/001/11/048
Description of change: Change of storage conditions
EU approval date: 12-Jul-2019

Applicable Countries: Greece, Cyprus

Local approval: pending




