CSL Behring

OYAAO OAHI'TQN XPHXHXE:IIAHPO®OPIEX I'TA TON XPHXTH

Beriplex® P/N 500 1U
Kovig kot d1oA0Tng yio evésio dtdivpa
Xoumieypa avBpdmvng Tpobpopfivng

AP aoTE TPOGEKTIKG OLOKANPO TO QUAAO 00N YLDV YP1ONG TTPLV UPYICETE VO YPTCLUOTOLEITE AVTO

T0 PAPROKO, OLOTL TEPLAUPPAVEL G UAVTIKEG TANPOPOPIES Y10 COG.

o  Dvld&te avTO TO PUALO 0OMYIBV Yprone. Towg ypelaotel va to dwfdcete Eava.

o  Edv éyete meportépm anopiec, poTNoTE TOV YIOTPO 1) TOV POPLAKOTOLO UG,

e H ovvtayn v’ avtd to @dppoxo yopnynnke amokAEGTIKA Yo caG. Agv Tpémel vo. OMOETE TO
oapuaxo og dAlovc. Mrmopel va tovg mpokaiécetl PAAPT, akdpo Kot OTaV T GUURTOUNTO TNG
acBéveldg Tovg eivar id1a pe ta Ok Gog.

e Edv mapatmmpnoete kdmolo avemiBountn evEpYELd, EVNUEPMGTE TOV YITPO | TOV QUPLOKOTOO
cac. Avtd oydel Ko Yoo kibe mhavn avemBountn EVEPYELDL TOV OEV OVOPEPETOL OTO TOPOV
@OALO 0ONY1DV ypriong. BAEme mapdypago 4.

T epLéyeL 10 Tapov GUAAO 0ONYLOV:

Tt eivan o Beriplex kot oo givan 1y xprion tov

T npénel vo. yvopilete Tpv xpnooromoste to Beriplex
IMo¢ va ypnopworomoete to Beriplex

[MBavég avemBOunteg evépyeteg

ITog va puidooete To Beriplex

[epreydpevo g cuokevaciog kot Aouég TANPoPopieg

SoukrwdE

1. T givan To Beriplex kat oo givon 1 xprion Tov

T eivar to Beriplex;
To Beriplex dwatifeton mg k6vig cuvodsvdpevn and dodvtn. Eival pua Agvkn 7 avorytdypoun kovig 1
g00pvnto oteped. To didAv Lo TTOL TPOKVTTEL YOPTYEITOL LE EvET GE Uid. AEPQL.

To Beriplex nopockevaletol omd avBponivo midopa (tot Aéyetatl To VYPO UEPOG TOV AUUOTOG) Kot
mepi€yel Toug avlpamvovg mapdyovteg mEng 1, VI, IX wor X. IMokvé dwoddpato mov mepiéyovy
aVTOVG TOVG TTapdyovieg mENG ovopdlovtol Tpoidvta cuumAéypatog tpobpoupivng. Ot mapdyovteg
méng 11, VI, IX ko X e€aptdvron amd tn Prrapivn K kot givor onpoavticol yio v mién Tov aiptotog.
H &\ ety omolovdnmote amd outovg TOVG TAPAYOVTEG GUVETAYETOL OTL TO oo dev TH(EL 0G0 Ypryopa
0o émpene kot YU awTO VIAPYEL AVENUEV TAOT Yo, aupoppayiec. H avTikaTdotoon TV Topayovimy
méng II, VII, IX ko X pe 1o Beriplex Oa amoxataoticel Tovg pnyaviopnovs nhéne.

oo givair n yprien tov Beriplex;

To Beriplex ypnowonoteitat yio tnv mpdinyn (Kotd n StépKelo, YEPOLPYIKNAG erEUPacns) Kot TNV
OVTIUETMTIOT] TOV OLLOPPAYLDY TOV OPEIAOVTOL GE EMIKTNTN | GLYYEVN EALEWYT] TV e0PTOUEVOV OO
m Purapivn K mopayoviov méng 1, VI, IX ko X ot10 aipa, otav eéedicevpéva kekabapuéva
TpoidvTa mapoydvtov mENg dev givar dStabéotua.

2. T apéner vo yvopilets Tpv yproyponomeste 1o Beriplex

Ot axo6rovbec TapdypoaEOL TEPLEYOVY TATPOPOPIES TTOV O YIOTPOG GG TPETEL VA AGPEL LIOYN TOL TPV
oag yopnynoet to Beriplex.
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MHN ypnowomoujcete To Beriplex

® g mepInT®ON AAAEPYING GE OMOLOONTOTE OO TIC OPACTIKES OVGIEG 1) G OTO0dNTTOTE GALO OO TOL
OLOTATIKG OVTOV TOL PAPUAKOV (AVaPEPOVTAL GTNHV TAPAYpa@O 6).

HopoxareicOe vo evI|HEPDGETE TOV YIUTPO 6UG €AV £i0TE UAAEPYIKOC/1] GE OTOLOONTTOTE PAPNAKO

N Tpoei.

o &ghv umapyet peyorvtepn mhavoTTa and 1o chvnBeg va eppavicete Opopfoug oto aipa (acbeveic
pe Kivouvo d1dyutng evoayyelakng Ténc)

o &lv eupavicete aAlepykn avtidpaon oty Mmopivn, TOL TPOKOAEL TTOOTN TOL OPOUOL T®V
aponetaAiov (exayopevn amd v nroapivn Opopuporevia tomov II, HIT tomov II)

HopoxareicOe vo. evPEPAOCETE TOV YOTPO 1] TOV QUPUOKOTOL0 GUG EAV TAGYETE OO KATOL

Tétoro ao0évera.

Ipogdomomosic kKo TPpoPLAGEES

AmevBuvbeite otov yatpd 1 6TOV PapproKOTOld Gog TPV Xproiporomoete to Beriplex.

o  Emikmntn avendpkela oe eEaptmdpevoug amd ) Prrapivn K mapdyovteg méng:

Avto pmopel va mpoxAnbel petd and Oepameio pe ApUOKA TOL OVOCTEAAOLV TN OPACT NG
Brrapivng K. To Beriplex emitpénetan va ypnoiponoteitol udvo otav gival amapaitntn n ypryopn
QTOKOTAGTOCT TOV EMTEI®V TOL CLUTAEYHOTOG TTpobpoufivne, m.y. o€ mepintwon cofapov
QLLOPPAYLOV 1] ETEIYOVGAG YEPOVPYIKNG EMEUPAGTG.

e KAnpovopikn averapkelo omolovdnmote amd Tovg eEapTmdpevoue amd ™ Prrapiviy K mapdyovieg
mméng:

Ye oot v 7epintoon Oa mpémel va ypMolomooeTe eEEIOIKEVUEVO TPOTOVTO CVTOV TOV
mapdyovta TEng, otav gival dabéoia.

o AlepyiKéc M OVAQPLAOKTIKOD TOTOV ovTOpdoels (o cofapn OAAEPYIKT OvIidpOoT TOL
nmpokaiel coPapn duokoAia oty avamvon 1 (GAN):

H yopfynen tov Beriplex npénel va dwokonei apécng (m.). droxomf g £veong).

o Al)Z;n pévog kivéuvog onovpyiag Opoufov ota apopdpa ayyesio (Opoupwon), e1diKdTEPQ

eqv eiyate moté VIOGTEL KOPIIOKT TPOGPOAT (1I6TOPIKO GTEPAVINING VOGOL 1| EROPEYIATOG
povokapdiov).

- €aqv maoyete amd kdmoln achévelo TOL HTOTOC.

- eav &yete Tpodoeata voPAnOel oe xelpovpyikn eréuPacn (TEPIEYYEPNTIKOL 1] LETEYYEPTTIKOL
acb0eveic).

- Qv Tpoxeltol ylo veoyévvnta Bpéon (veoyva).

- €av &yete peyaAlLTEPT TAOM OO TNV KOVOvikn Yo onuiovpyio Opoupov (acbeveig mov
dwTpéyovv kivouvo epeaviong OpopPoepfolikdv emelcodiov 1 SbyvING EVOOAYYELOKNG
TNENG N LE TOVTOYPOVT OVETAPKELD, AVACTOAEDV).

o  Avénuévog kivouvog omuovpyiag Opoupov Aoym avénuévng KotavaAm®ong OUOTETOA®V 1
mapayoviov méne. H Oepomeion pe to Beriplex umopei vo apyicst povo petd omd tnv
OVTILETAOTIOT) TOV VITOKEILEVOL OlLTiOV.

e Meiopévn avantuln oponetaAM@v Tov opeidetal oty Nropivn (emaydpevn amd v nroapivn
Opoupomnevia, HIT tomov II). H nmopivn, po npmteivn mov pmopet va dtadvel toug Opopfovc,
glvarl évo amd to cvotatikd tov Beriplex. H cofapf mtdon tov apibuod tov aponetodimy
umopet va oyetileTon pe:

- dnuovpyio BpduPov otig pAEPeg N Ta TOSIOL

- avénon g dnpovpyiog Opoupov

- dgpuatiko eEavOnua 6To onuEio TNG EVEOTG G€ UEPIKEG TEPUTTAOCELS

- WKPOGKOTIKY apoppayia (610 pnéyedog kePaAng Kapeitoag)

- TMOoMON KOTPOV
Y& aUTEG TIG TEPITTMOELG 1| EMIOpOIoT TNE NIapivg umopei vo petmbet (avoyn oty nrapivn). Edv
EUEAVIGTOVV OVTA TOL CUUTTOUOTA, O TPEMEL VAL GTAUATNOETE OUECHOS VO YPTOLLOTOLEITE AVTO TO
QAPUOKO KOl VO EVIUEPDCETE TOV YIOTPO 0aG. XTO UEALOV dev Ba mpémel va ypnoyLonoleite
TPOIOVTO TOV TTEPLEXOVV NTOPIVY).

e Mo Wioitepn UOPEY) QAEYUOVAS TGV VEQEPOV ovopépbnke petd tn Oepomeion acBevav pe
apopogiria B mov elyav avamtoéel avactoleic évavtt tov mapdyovta méng IX. 'Htav emiong
YV®oTo 0T1 01 acbeveic avTol elyov 16TOPIKO AALEPYIKNG AVTIOpOOTC.
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O ywtpds cog Oa a&loloynost pe mpocoyn 10 6gerog ¢ Oepoameiog pe to Beriplex évavtt tov
KIvOUVOL AOY® TOV TAPOTAVE ETTAOKMV.

loloyikij acpdisia

Orav mapaockevalovior eappoka and avBpomvo aipa 1 mAdopa, Aapfdavovtor kabopiopéve pétpa

YloL TNV OOPLYT TNG UETAO0ONC AOUDEE®MV 6TOVG acheVEIC.

Ta pétpa avtd tephappdvouv:

®  TPOCEKTIKN ETIAOYN TOV S0TAV OiLATOG KOl TAAGUATOC MoTE Vo dtacpaiileTor OtL e&apovvtan
0GO0L EVEYOLV TOV KIVOLVO VO LETAODGOVY AOUMEELS,

o £leyyo Kabe dwpeds Kot TV OeEaUEVAOY TAAGHOTOS Y10 E101KOVG OeikTEG 1OV/AOIUDEEWV.

e v glcaymyn otodiov katd v eneEepyacia Tov OipaTog N TOL TAGGUOTOS TOV UTOPOVV VO
AOPOVOTIOGOLV 1) VO AITOLLOKPVVOLY 100G,

[ap’ 6Aa avtd, o mBavdg kivduvog PETAd0OoTG AOHOYOVOVY TapaydVTOV dev pmopel va amokAelotel
TANPWG, OTaV yopnyoLvTal PApUaKe oV Tapackevdlovtol amd avlpdmivo aipa 1 mAdopa. To 1610
1oYOEL KOL Y10 AYyVOOTOVS 1| AvaSVOUEVOVG 100G 1] GAAOVG Ta00YOVOLE TAPAYOVTEG,

Ta pétpa mov Aappdvovior Bempodviol ATOTELEGUATIKG EVOVTL TOV EAVTPOPOPOV 1OV OTMG Eival O
106 ¢ avBpamvng avocsoavendpketog (HIV), o 16¢ tng nratitidog B kot o 16¢ tng nratitidag C kabmg
Kol EVOVTL TOV U1 EAVTPOPOP@V 1OV TG Nrotitidag A kot tov toppfoiov B19.

O yiatpdg oG umopel vo 6o CLOTNCEL Vo EEETACETE TO €VOEYOUEVO TOV EUPOAOGHOD EVOVTL TNG
nratitdog A ko B €dv Aappdvete taxtikd/emaveinuuéva poidvia copmiéypatog tpodpoufivng wov
mapackevalovtal omd avOpmOTVO TAACUA.

ZUVIGTATOL ETTOKTIKG, KAOE popd ov Aapufdvere o door Beriplex, vo Kataypdeovtal To Ovopo Kot
N ToPTido TOL TPOIOVTOG MGTE Va. dlatnpeital £va apyeio TV TopTidmV Tov ypToyLoTolonKay.

Alo @appoxa ko Beriplex

e  Evnuepwote tov YaTpd 1| TOV QAPLOKOTOO GOg GV TaipveTe, £xeTE TAPEL TPOSPOTO N UOpEl val
nhpete GALO QapUAKOL.

e  To Beriplex umopei va avactédrel T dpdon g Bepanciog pe avtaymviotég g Prrapivng K. Aev
elval YvooTéG OANAETIOPACELS e AAAL PAPLLOKOL.

e AUTO TO QOPUOKEVTIKO TPOIOV OEV TPEMEL VO OVOULYVOETOL UE CGAAD QOPUOKELTIKO TPOioVTA
€KTOG OLTMV TOL OVAPEPOVTAL TNV TAPAYPOPO ©.

Kinon, Onkaopdég ko yovipotnra

e Edv eiote éykvog 1 OnAdlete, vouilete 6TL pnopel va iote £ykvog 1 oYedALETE VO OMOKTOETE
nondi, {ntnote TN GVUPOVAN TOL YATPOV 1| TOL POPLOKOTOIOD GUG TTPLY TAPETE AVTO TO PAPLAKO.

o Koatd ™ dibpkeia g kvmong 1 tov Oniacpod to Beriplex yopnyeitar udévo dv eivar copdg
amopaitnTo.

o Agvumapyovv dabéciua dedoUEVOL GYETIKG UE TN YOVILOTNTA.

001ynoN Ko YEPIOROS PNV LATOV
Agv éyovov deloybel peréteg oyetikd pe TG €MOPACEL GTNV 0dNYNON Kol OTOV YEPICUO

UV UAT®V.

To Beriplex wepiéyer vatpro
To Beriplex mepiéyetl £éo¢ kot 343 mg vatpiov (nepimov 15 mmol) avéa 100 ml. TTapoakoaieicOe va 1o
AGPete vIOYN Gag eGv gloTe o€ dlatta EAEYYOLEVOL VaTPiov.
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3. Iog va ypnoporounicete To Beriplex

H évopén kou n cuvéyion g Bepaneiog Tpémel va yiveTor Vo TV eniPAEYT EVOG YIOTPOL LE EUTELPIN
o€ TETO0V €100VG TOONCELS.

Aocolroyia

H mocdmra tov mapdyovra méng 1, VII, IX kot X mov yperdleote kon n ddpkelo tng Oepameiog
e€aptdvtol amd TOAAES TOPAUETPOVS, OTMG TO COUATIKO Bdpog, 1 Papdtnta Kot 1 oo T mhdnorg
c0G, T0 onuelo mov aipoppayet kol 1 cofapoTnNTa TNG ALLopPAyiag N 1 ovayKodTnTe Vo TPoANPHEl 1)
apoppayio katd TN OldpKel KATOWG YEPovpykng eméuPaong M dwyvootikng e&étaong (PA.
Topaypaeo «Ot TANpoeopieg Tov akoAovHoHY amTELOVVOVTUL LOVO GE EMAYYEMUATIEG VYEIOGY).

Edv éxete meplocdtepeg EpOTNCELS GYETIKA LE TN XPNON AVTOV TOV POPLAKOL, POTHCTE TOV YOTPO N
TOV QOPLOKOTOLO GOG.

Yrepdoooloyia

O ywTpdg oag opeirel va eAEyyeL TOKTIKA TNV TEN TOL QUIOTOC GOG KOTA TN dtdpkelo Tng Oepameiog.
YymAég 860¢€1g mukvoD SoAVUaTOg GLUTAEYLOTOS TpoBpoufiving éxovv cuoyeTicbel pe meploTaTiKA
KapdlaKng TPooPoing, dudyvtng evoayyelakng mNENG Kot oYNUATIGLO OpouPmv 6g apopopa ayyeia 6
acOeveic Tov SlaTpEYoVV KIVOLVO EUPAVIGTC TMV ETUTAOK®Y OVTAOV.

4, IMBavég avemBOUNTES EVEPYELES

Onwg 6lo ta eapuoka, £Tc1 Kot ouTd TO PAPLOKO UTOPEL VO TPOKOAEGEL OVETIBOUNTEG EVEPYELES, OV
ka1l Ogv Tapovcldlovtal 6 GAOVG TOVS AvEpPOTOLG,.

Ot mopokdaTe avemBounteg evépyeleg €xovv mapatnpndel ovyva (umopel va mapovoiactodv oe 1
otovg 10 avBpadmovg):
o Yrapyel kivdvvog oynuoticpov 0pdupav aipatog (PA. mapdypapo 2)

o [ovoképarog
e Avénon g Bepuokpacioc Tov GMOUOTOC

Ot mopoakdte avemBounteg evépyeleg Exovv mapatnpnoel oyt cvyvd (umopei va Tapovolactovy g 1
otovg 100 avBpmmovc):
o  YrepevourcOnoia 1) arhepyicéc avidpdoelc (PA. mapdypopo 2)

H ocvyvomta teov mopokdtom averbountov evepyeidv eivar pun yvooty (dev pmopei vo extiundel pe

Béon to dwbéoya dedopéval):

e YmepPolun mnén mov Kataiyel o cofapn arpoppayio

o AvoQELAOKTIKEC ovTdpdoelc cupmepthapPavouévng tng katomAnéiog (PA. mapdypopo 2)

e  Avdimtuén KuKAOQOPOVVIMV OVTICOUATOV TOV GVOCTEAAOVY Evav M TEPIGGOTEPOVG TAPEYOVTEG
meng

Haiorazpixos minBveuds
Agv vrdpyovv dabéoya dedopéva oyeTikd pe ™ ypnon tov Beriplex otov maidiarpicd minbvoud.

Avo@opé avemBounTOV EVEPYELAV

Edv mopatnproete Kamowo ovemBountn evépyela, EVNUEPMGTE TOV YLOTPO 1 TOV (OPLOKOTOLO GOG.
Av1d 1oyvet kot Yo KaOe mhovi avemBOuN T evEPYELD TOV JEV AVAPEPETAL GTO TOPSV POUALO 001 YLDV
ypnone. Mropeite emiong va avagépete avemBounteg evépyeteg anevbeiag:

Mo v EAAGSa:
EOvikog Opyovicpog ®@apudkmv, Meooyeiov 284, GR-15562 Xolapydc, Abnva, ti: (+30) 213
2040380/337, pa&: (+30) 210 6549585, iotdtomog: http://www.eof.gr.
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T v Kompo:
Doppokevtikég Ymnpeoies, Ymovpyeio Yyelag, CY-1475 Aevkooia, ®a&: (+357) 22608649,
totoTomoc: http://www.moh.gov.cy/phs.

Méow ™G avapopds avemBountov evepyeldv pmopeite va Pondncete otn GLALOYN TEPIGGOTEPOV
TANPOPOPLDY GYETIKA LLE TV UGPAAELD, TOV TOPOVIOC POPLAKOV.

5. Mo va puidooste To Beriplex

o  DuvAdooeTe AVTO TO PAPUAKO GE PEPT TTOV gV TO PAETOLY Kot dev TO POAVOVV T TAd1A.

Mn ypnolpomnoleite ovtd T0 QAPUOKO UETO TNV muepounvic ANENG mov avaEEPETOL GTNV
EMOTNLOVGT] KOl GTO KOLTI.

Mn pvldcoete o€ Beppokpacio peyorvtepn tov 25°C.

Mnv KoToyOYETE.

Durdocoete T0 PLOAIdI0 6TO EEMTEPIKO KOVTI Y10l VO TPOGTUTEVETOL OO TO PG,

To Beriplex dev mepiéyer kovéva ocvvinpntikd, yU' ovtd 10 £TOo SdAvpo TpEmel va
YPTCLLOTOLEITAL AUETAL.

6. epreydpeva NG 6VOKELAGTOG KOL LOTTEG TANPOPOPIEg

T gpréyer To Beriplex
To Beriplex mepiéyet 400- 620 1U avbpdmivov mapdyovio mhéng IX ava groAidio.

H dpaoTtki] ovoia givar:
"Eva ovumdkvoua tov avipomiveoy mapayoviov mnéng I, VI, IX kot X kot tov tpoteivov C ko S.

Ta drra cveToTIKG €lvon:

AvOpomvn wpobpouPivn I, nrapivn, avOpdmivn Aevkouativn, vaTplo yAwplodyo, VATPLO KITPIKO,
HCI 11 NaOH (og pikpéc mocdmreg yia ) pvouon tov pH).

AADTNG: VOWP Y10 EVESTUAL.

Epgavien tov Beriplex kou mgpieyopeva g svokevaciog

To Beriplex givat pua Agvknf 1 avorytoypoun kovig cuvodeLOUEVT amd VOIMP Y10 EVECIUA OG SIHADTT.
H xévig mpémet va dtahvbei o€ 20 ml vdatog yio evéotua.

To 1AV, TOL TPOKVTTEL TPEMEL VoL Elvar dlawyég 1 eAappd 1pdilov, dnA. pmopel va 1p1odilel 6tav
tonofetn el 670 P OAAG deV TPETEL VO TTEPIEYEL OPATH COUATION.

2vokevacio:

Mua ovokevacia twv 500 U mepiéyet:

- 1 puoAido pe koL

- 1 puAido pe 20 ml ¥3wp Yo evéoipa
- 1 ovoxevn petagopdc pe eiktpo 20/20

Karoyog Adsrag Kvkhoopiag ko IMapackevaotig

Karoyog adcrag kokrhopopiog oty EALGOO.
CSL Behring ETIE

Xatlnyiavvn MéEn 5

11528 Adnva

TnA.: 210 7255660

Karoyog adcrog kokrhopopiog oty Kompo
CSL Behring GmbH

Emil-von-Strasse 76

35041 Marburg
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Teppovia

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

Teppovia

AvT0 TO QUPROKEVTIKO TTPoiov £xer eykpBel ota Kpdtny Mékn tov Evponaikev Owkovopikod
Xapov (EOX) pe Tig axdérov0eg ovopoaocieg:

Avotpia Beriplex P/N 500 I.E. Pulver und Losungsmittel zur Herstellung einer
Injektionsldsung

Bélylo Confidex 500 I.E., poeder en oplosmiddel voor oplossing voor injectie

BovAyapia Beriplex P/N 500, 500 1U, Powder and solvent for solution for injection

Kpoartia Beriplex P/N 500 IU prasak i otapalo za otopinu za injekciju

Togywn Anpoxpartio

Beriplex 500 1U

Aoavia Confidex

Owvhavodio Confidex 500 IU injektiokuiva-aine ja liuotin, liuosta varten
Todhio Confidex 500 Ul, poudre et solvant pour solution injectable
[Ceppavia Beriplex P/N 500

EALGda Beriplex P/N, kovig kot dtaAdtng yio evéotpo didivua 500 [U/vial
Iphavoia Beriplex P/N 500 1U, powder and solvent for solution for injection
Ovyyopia Beriplex P/N 500 por és olddszer oldatos injekcidhoz

Itohia Confidex 500

AovEepfovpyo Confidex 500 Ul poudre et solvant pour solution injectable
Mo Beriplex P/N 500, powder and solvent for solution for injection
Olhavoio Beriplex P/N 500 IE, poeder en oplosmiddel voor oplossing voor injectie
Noppnyia Confidex 500 U pulver og veaeske til injeksjonsvaeske, opplgsning
[Tolwvia Beriplex P/N 500

Hoproyahia Beriplex 500 Ul po e solvente para solucéo injectavel

Povpavia Beriplex P/N 500 UI pulbere si solvent pentru solutie injectabila
YAoPaxkio Beriplex 500 1U

XloPevia Beriplex P/N 500 i.e. prasek in vehikel za raztopino za injiciranje
Ionavio Beriplex 500 Ul polvo y disolvente para solucién inyectable
Youndia Confidex 500 IE, pulver och vatska till injektionsvétska, 16sning

Hvopévo Baciieio

Beriplex P/N 500 IU, powder and solvent for solution for injection

To mapév @vALo 00NYLOV YpfioNS avabempOnke Yo TELEVTALN POPa
To v EAAGSa: 03/2018.
Mo v Kompo: 01/2019.

Tpomog AvaBeong

I'o v EAAGSa:

Me mgpropiopévn atpikn cuvtayn: MoOvo Yo VOGOKOUEIOKT] Yp1 o).

T v Kompo:

Me wTpikr| covtoyn.

O Tinpo@opisg mov akorovovv arsvdivovTarl povo o€ erayysipoTisg vysiog:
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IowoTiK1| KoL TOGOTIKY] 6VVOEST

To Beriplex mepiéyel ovopaotikd Tig axoéiovbeg diebveic povadeg (IU) avBpomvav mopayoviov
TENG, OV TAPOLSLALOVTL VTO LOPEN THVOKO TOLPAKATM:

Ovopocio 6VGTATIKAOV Iepreyopevo peta Beriplex P/N 500 1U
NV 0VOGVETAGT) TEPLEYONEVO aVE PLOAIOL0
(1IU/ml) (1Y)

APUGTIKG GVGTUTIKA

AvOpdmvog Tapdayovtag Théng IT 20 - 48 400 - 960

AvOpdmvog mapdyovtag mhEng VII 10-25 200 - 500

AvOpdmvog mapdyovtag mhEng IX 20-31 400 - 620

AvOpdmvog mapdyovrag méng X 22 - 60 440 - 1200

Emumiéov dpacTikd cvoTaTIKG

[Mpwteivn C 15-45 300 - 900

[Mpoteivn S 12-38 240 - 760

H oAk mepieyopevn mpoteivn gival 6 - 14 mg/ml avacvstapévov SoAdpaTos.
H 10w dpaotikdtnta tov mapdyovto IX eivar 2,5 TU avd mg olkng TpoTeivic.

O1 dpacTiKOTNTEG OA®V TV TapayovTOv TENG, kabng eniong kot Tov [pateivov C ka S (avtrydévo)
€yovv eleyyOel cuppva pe to 1oyvovta o1ebvn tpodtuna katd [TIOY (WHO).

Aocoloyia Ko TPOTOS Yop1 YN oS

Aocoloyia
Iopakdto divovtar Lovo yevikég 00G0AOYIKEG 0N YIES.

H mocotto Ko 1 cvyvotnto yopnynong mpénet va. vroloyilovior Pacel Tov €EATOMKEVUEV®Y
avayk@v tov acbevovg. Ta pecodiaotiuoata petald Tov dOGE®MV TPEREL VO TPOGUPUOLoVTOL GTO
SwpopeTikd ypoévo muicewg {ong TtV oviiotoyov mapoyoéviov TMENG TOV  GUUTAEYHOTOG
wpoBpouPivng oty kukAoeopia. Ot efatopukevuévec OOGOAOYIKEG OMOITNOEL, WUTOPOVV Vo
TPOGIOPIETOHY  HOVO PACEL TOKTIKOV TPOGOOPICUDY TOV EMMES®Y mopoyovtov TMENG 7oV
TAPOVGIALOVY EVOLPEPOV GTO TAAGUO TOV OTOHOL 1 PAceEl TAPOV EAEYYOV TOV EMTEOMY TOV
oopmAéypatog tpobpoufivng (tiun INR, ypévog Quick) ko cuveyods mapakolovnong g KAVIKNG
Katdotaong Tov acbevoic.

e mepintoon PeWOvVoV YEPOLPYIKOV eMeUPioemy, etval amapaitntn 1 aKpipng Tapakoiovtnon g
Oepaneiog vrokatdoTaoNC e TPOGOIOPIGHOVEC THENS (€101KOT TPOGOIOPIGUOL TV TTapayOVTI®OV THENS
KON TANPELG EAEYYOL TOV EMTES®Y TOV GUUTAEYUATOG TPOOpouPivig).

o Ayoppayio Kol TEPLEYYEIPNTIKY] TPOPVLAEN GO dlpoppayieg KATA TN ovapkela Oepameiog
pe avrayovietés g Prrapivig K.

H d6om Ba e&aptnBei amd v Ty INR ztpv and ) Ogpaneio ko T otoyxevopevn Ty INR. H
T INR zmpwv and ) Oepameio mpémel vo mpoodiopiotel 660 T0 duvaTdV TANGIECTEPO OTN|
YPOVIKY GTIYUN XOPNYNOoNG TG 600NG MOTE Vo, LITOAOYIOTEL 1 KoTdAANAn ddon tov Beriplex. Ztov
akolovbo mivako oivovtar o1 katd wpoodyywon o6celc (oe ml/kg Pdpovc coOpOTOC TOL
avacvoTapéVoL Tpoidvtog kot o€ IU mapdyovta [X/kg Bdpovg cdUATOC) TOL 0TOUTOVVTOL Yo TNV
opaiomoinomn g Tung INR (m.y. < 1,3) yia dwopopetikd apyucd exinedo INR.

| Twy INR mpw omd ) Oepomsia [2,0-39 1 4,0-6,0 | >6,0 |
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Koatd mpocéyyion 60om oe ml/kg Bapovg cdpatog 1 14 2
Kotd mpocéyyion 66om oe IU (Ilapdyovra 1X)/kg | 25 35 50
Bapovg chpatog

H 660n Paciletar oe Papog omdpotog mov dev Eemepvd ta 100 Kg. o tovg acbeveig mov £xovv
Bapog peyarvtepo twv 100 kg, n péyotn epdamag d6on (IU mapdyovra 1X) dev mpénet va
vrepPaivel ta 2.500 1U yuo Typun INR 2,0 - 3,9, ta 3.500 1U yio tiur INR 4,0 - 6,0 o to 5.000 1U
v tipn INR > 6,0.

H oamoxkatdotaon g mpoxkaroduevng amd aviayoviorés g Prropivng K dwrapayng g
aOcTOONG EMTLYYOVETOL cLVNO®G o€ Tepimov 30 Aemtd petd v €veon). ['a Toug acbeveic Tov
Aappavovv Beriplex yio v dueon avactpoen g dpdong Tov avioyovietd@v ™ Brropivng K,
npénel vo e€etaotel  oOyypovn yopnynom Prrapivng K, kabmbg n opdon g Prrapivng K
gmvyydvetar cuvidmg eviog 4-6 wpav. H yoprynon eravolopfovouevav ddécemv Beriplex yio
toug acbeveic mov ypewdlovior Oepomeion yoo TNV GUESN AVACTPOPN 1TNG OpAcNg TOV
avtayoviotov g Prrapiving K, dev vmootmpiletor amd khvikd dedopéva kot U avtd Ogv
cuvictdrol.

O ovotdoelg avtéc Pacilovtar oe dedopéva amd KAMVIKEG HEAETEC o€ TEPLOPIGUEVO aplBud
atopov. H avéxtmon kot n Sdpkeia g dpdong umopel va mowidAovv, emopéveg givol
VIOYPEMTIKN 1 TapakoAovOnon tov INR katd ) didpketo e Ogpaneiog.

o Anoppayieg Kou TEPLEYYEIPNTIKY] TPOPVAOEY] GE GLYYEVY] OVEMGAPKELN OTOLOVONTOTE O
Toug eEoptopevovg amd T Prropivn K mapdyovreg ming, o6tav odev dwtiBevron
e€erdkevpéva TPoiovta Tov Tapdyovre TENe.

O vOAOYIGHOG TNG AMOLTOVUEVNG SO0GOAOYING CULUTVKVAOUOTOS GLUTAEYpHOTOS TpoBpoufivig

Baciletar o€ dedopéva amd KAMVIKEG LEAETEC:

o 1 IU mopayovra IX avé kg Pdpovg copatog pmopel vo avapévetar 01t Oo avénoet
dpaotikdTTa ToV mapdyovta IX oto mAdoua kotd 1,3 % (0,013 TU/ml) tov gpuoeioroyikod.

e 1]U mapdyovta VII avé kg Papovc oopatog avédvel ) dpactikdtnto tov mapdyovia VII
oto mAdopo katd 1,7 % (0,017 TU/ml) tov gucioroyikov.

e 11U mapayovta II ava kg Bépovg cdpatog avédvet tn dpacticotnta tov napdyovia Il oto
nmAdopa kotd 1,9 % (0,019 IU/ml) Tov guotodoyikod.

o 11U mopdyovra X avd kg Bapovg cdpatog av&avetl tn dpactikdTnTo, ToL Tapdyovio X oto
mAdopo kot 1,9 % (0,019 TU/ml) tov guctoAoyikoD.

H 8601 evog ouykekpipévou yopnyovpevov topayovta ekppaletar o€ Atebveic Movadeg (International
Units — TU), mov oyetiovtor pue to toydov mpotvno katd ITOY (WHO) yia «é0e mapdyovra. H
OpaCTIKOTNTO OTO TAUCUN €VOC GLYKEKPWEVOL Tapdyovia mnéENg ekepaletal gite G MOGOGTO
(avahoyo mpog To PLCIOAOYIKO TAGGLA) gite og AleBveic Movddeg (avaroyeg Tpog to diebvég TpodTLTTO
Y10l TO GLYKEKPLUEVO TOPAyovVTa THENG).

Mia AeBviig Movada (IU) dpactikdtnrag evog mopdyovta TNENG IGOOVVOLEL e TNV TOGOTNTA GE £val
ml Tov PVGIOAOYIKOD AVOPOTIVOL TAAGLOTOC.

IMa moapdderyua, o vVIoAOYIoUOS TG omattovuevng ddong mapdyovta X Poaciletar oto gvpnua o1t 1
Aebviig Movéaoda (IU) tov mapdyovia X avd kg Papovg oodpatog av&dvel T OpoacTikOTNTO TOV
napbdyovta X oto mAdoua kord 0,019 1U/ml.

H amortovpevn docoroyio kabopiletar ypno1onoidvog Tov akdiovbo tHmo:
Amartodpeveg povadeg = Bapog capatog [kg] x embounth avénon mopdyovra X [IU/ml] x 53,
omov 53 (ml/kg) eivai To avTicGTPOPO TNG EKTIUMUEVNS TIUNG OVAKTNOTG.

Ipénel va Anebel vadyn 6Tt 0 vroroyiouds Poocileton oe dedopéva amd acheveic mov Adupavay
avTayovioté g Prropiving K. O vmoloyiopog pe Paon dedopéva amd vyieic avBpdmovg Ba mapeiye
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L0 YOUNAOTEPT TLULT YLOL TNV OTALTOVEVT dOOT).

Edv n atopukn Ty avdkmmong sivol yvootn, TpEmEl va xpnotuonombel auti 1 TR Yoo Tov
VITOAOYIGUO.

Agdopéva yio avtd 1o TPoioy eivar dtaBéoipa amd KAIKEG neAéteg o€ vyieic eBehovtég (N=15) katd
T Oepameio avasTPOPng TNG OpAong TOV avTayovIeTaV g Prrapivig K yio v avipetonion oégiog
peilovog apoppayiog 1 yio mePEyyEPNTIKN TPo@OAEN and aipoppayieg (N=98, N=43).

Haiorazpixos minBveuos
H acpdlelo kou 1 amotedespatikotnta tov BeripleX oto moidid kot toug gpnpovg dev €xel akdua
tekunpuwBel pe eleyyodpeves KAVIKEG peréte.

Hiiouévor
H docoloyia kot n péBodog yoprynong oe nukiwpéva dtopa (> 65 etdv) gival avtiotoryeg He avtég
TOV YEVIKOV GUGTAGEWDV.

Tpomog yopijynons

Tevixég oonyieg

- To dGhvpa mpémer va eivor dowyég 1 elappd pdilov. Metd ™ dmbnon/avappognon (dsite
TOPUKAT®O) TO CVOCLOTAUEVO TPOIOV TPEMEL VO EAEYYETOL OTTIKA Y10 UWPOVUEVO, COUOTIOW Kot
OTOYPOUATICUO TPV OTd TH YOPNYNON.

- Mn ypnowonoteite Stoddpota Tov givar BoAd 1 TEPIEYOVY EVOTODETELS.

- H avacvotaon kot 1 avoppOQnon TPETEL Vo, SIEVEPYOVVTOL VIO ACTTTEG GLVOTKES.

Avacboraon

Aopnote Tov 010A0Tn va €pBetl og Beppokpacio dopatiov. Befoaiwbeite 611 10 Komdkio TV eroldioy
TOV TPOTOVTOG KAl TOV SAVTN £yovv aparpedel kat Ta Topata Exovv kabupiotel pe donmro didAivpa
Kal £yovv apebel va 6TEYVOGOLV TPV TO AVOLYLLX TN GVGKELOGing Tov Mix2Vial.

1. Avoiéte 1 ovokevacio tov Mix2Vial Bydlovtag to
k@Aivppo. Mnv amopokpdvere 1o Mix2Vial amd 1
GLOKEVAGIN KVWEATG!

2. BéAte t0 @loAid0 TOV SAVTN og o eminedn, kabapn
eMEavela kol kpatiote 10 otabepd. Ilapte to Mix2Vial
pali pe ) ocvokevacio KUWEANG Kot TEGTE TNV 0KId0 GTO
GKpPO TOL MTAE TPOCOPUOCTH €VOLi TPOg TO KAT,
SLOUEGOL TOL TAOUATOG TOV PLUALSIOV TOV SLOADTN.

3. Bydhkte mpooekTikd T GUOKELOGIN KOWEANG amd TO OET
tov Mix2Vial xpatdviog tov SaKTOA0 Kol TPoPdvTtag
KaG0eto mpoc to emdve. BePoaiwbeite 011 éyete tpofriéel
uovo T cuokevacio KuyEANG Kot Oyt To ot Tov Mix2Vial.
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4. TomoBeNoTE TO PLIAIOI0 TOV TPOIOGVTOG ETAVD GE L0l
emimedn kot otabepn emEAveln. AvVAoTPEYTE TO PLOAISL0
oV O10A0TN, He To 6€T Tov Mix2Vial wpocaptnuévo, kot
TESTE TNV 0KidO, GTO GKPO TOL HLAPAEVOL TPOGUPLOCTNH
gvbeia mpog 10 KAT®, JSWUEGOL TOL TAOUOTOS TOV
ewMdiov tov mpoidvrog. O dAdtng Bo  eopedoet
OVTOLOTO GTO PLUAISIO TOL TPOTOVTOC,

5. Mg 10 éva ¥épt KpatoTE TNV TAELPA TOV TPOTOVTOG TOL
Mix2Vial kot pe to dAdho v mhevpd TOL SADTN KOl
Eefdmote aploTEPOCTPOPA TO GET GE OVO KOUUATIOL UE
TPOGOYN.

Amoppiyte T0 QLOAISI0 TOV SKADTN HE TOV TPOSAPTNUEVO
umhe Tpocappoct Tov Mix2Vial.

6. Ileplotpéyte amard 10 QOAd0 TOL TPOIOVTOG HE TOV
TPOCAPTNUEVO SLAPOVO TPOGAPUOCTH £€0C OTOVL 1 0LGia
dtolvBel MNpwg. Mnv avatapdoceTe.

7. AviAnote 0épa og pio GO, OTOGTEPMUEVT] GUPLYYO.
Kabnhg 10 praiidio tov mpoiovrog Ppicketar oe 0pOia BEom,
owvdéate T ovptyyo ot cvvdeon Luer Lock tov Mix2Vial
Buovovtag de€idotpoa. Eicdyete aépa oto prorido Tov
TPOIOVTOC.

Avoppopnon ko epopoyn

|

—
(o]

8. Oco Ba kpatdte TOo EUPOAO TNG GUPLYYAG TIEGUEVO,
avamodoyvpiote 10 cLoTNUO Kot BdAte 1o didhvpa ot
ocvpryya Tpoafmdvtog To EPLPoro apyd TPOS Ta TGM.

:
!

9. Topa mov T0 dddvpa xetl petapepbel péca otn cvpryya,
Kpotote otabepd T0 SO TNG SVPLYYAS (KPATMOVTOG TO
éuPoro tng cvpLYyoS TPOG TO KATM) KOl OTOGUVOESTE TOV
dpovo mpooapuootn tov Mix2Vial amd ™ ovpryya
EefdmvovTag oploTepOGTPOPU.

[Ipénel va dideTon TPpocoyn MOTE va Uy €16EADEL aiplo 6T cOPLyyo OV gival YEUGUEVN UE TO TPOIOV,
KaBmg vVIEapyeL Kivouvog va, TEEL TO aiplo 6T COPLYYO KOl KOTG GUVETELD Vo xopnyndodyv otov achevi
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Opoupot vddove.

Y& TEPIMTOOT OV ATOLTOVVTOL TEPLcOTEPO 0o éva @lokidlo Beriplex, eivar duvotd vo avopeyBovv
oM raAidia. BeripleX yia o povo gyyvon pécw puag epmopiicd StobEc1ung GUGKELNG £YYLOTG.

To duddvpa Beriplex dev mpémet va apaimvetar.
To avacvotapévo didivpa Tpénetl va yopnyeitol evoopiepimg (Ot mave and 8 mli/min*).

Kabe aypnoyonointo oprokentikd Tpoiov 1 VIOAEWUN TPETEL VO OTOPPITTETAL GOUPOVO, [E TIG
KOTO TOTOLG IGYVOVGES GYETIKES SLUTAEELG.

E10wkéc mpogidomonoelg Kot Tpo@uAdcels kata Tt ypion

Agv vmdpyovv owbéoyuo dedopéva oyeTikd pe T ypnorn tov Beriplex oty mepintoorn g
TEPLYEVVNTIKNG apopparyiog Adym avemdpkelag tng Prrapivine K ota veoyvd.

Znueioon yio Tov EAeyyo Tov aplfuod TOV apoTeToMoV:
O apBuog Tov aponmetoriov Tpénel va mapakolovbeitol oTevd.

AMMAETMOPACELS HE GALN QUPUUKEVTIKG TPOTOVTO KOL AALES LOPQOES OAANAETTIOPAGTG

Otov mpaypoatonmoobvion éreyyor mnéng mov elvar gvaicOntot otnv nmapivny oe ocbeveig mov
Aappavouy vynAég 86celg ouuTAEYHaTOg avOpmmivig Ttpobpoufivng, mpénet vo Aapupdvetal vToyn M
Vrapén Nrapivg ¢ GLGTATIKO TOL YOPNYOVUEVOL TPOIOVTOC,.

*  Yug kavikég pedéteg pe to Beriplex, o uéyiotog pubude £yyvong frav 0,12 ml/kg/min (uikpdtepog
and 8 ml/min) ywa tovg acBeveic mov Loylav < 70 kg.
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