ITAPAPTHMA I

HNEPIAHYH TON XAPAKTHPIZTIKQN TOY ITIPOIONTOX



1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Bridion 100 mg/ml gvécipo didAvpo

2. MNOIOTIKH KAI IOXOTIKH XYNOEXH

1 ml mepiéyet vaTplovyo sugammadex 1codvvapo pe 100 mg sugammadex.
Kdabe proridro tov 2 ml mepiéyet vatplovyo sugammadex icodvvapo pe 200 mg sugammadex.
Kabe prorido tov 5 ml epiéyet vatpiovyo sugammadex 1Godvvouo pe 500 mg sugammadex.

"Exdoyo(a) pe yvootn dpdon:
Kabe ml wepiéyel émg 9,7 mg vatpiov (PA. mapdypoeo 4.4).

IMa tov TANpn kaTdroyo TV ekddywv, PA. Tapdypaeo 6.1.

3. OAPMAKOTEXNIKH MOP®H

Evéoyo d1dAvpa (éveon).
Aloy£g Kot Gypopo £mg EMPPOS KiTptvo dtdAvua.
H tyn pH elvon peta&d 7 ko 8 ko n ocpoypappopoplokotnta givor peta&y 300 kot 500 mOsm/kg.

4. KAINIKEYX TIAHPO®OPIEX
4.1 OgpamevTiKég EVOEilelg

AVOGTPOQT] TOV VELPOUDTKOD ATOKAEIGHOD TOL TPOKOAEITAL AITO TO POKOVPOVIO 1) TO BEKOVPOVIO GE
EVIAIKEC.

IMa tov TaudroTpikd TAnBovopd: to sugammadex GUVIGTATOL LOVO Y10 TNV GTAT] OVAGTPOON
OTOKAEIGHOD TTOL £xel TPOoKANOEl amd TOo poKoLVPOVIO GE TodLd Kot €Prouvg nAikiag 2 émg 17 etdv.

4.2 Aocoloyio Kol TPOTOS YOPNYNONS

Aocoloyia

To sugammadex mpénet va yopryeitar poévo and Tov avarcnctoidyo 1 vwd Ty eniPreyn| Tov.
ZUVIGTATOL ] XPNOT MOG KATAAANANG TEYVIKNG TapakoAoHONGNC TOL VELPOUVTKOD ATOKAEIGUOD, YLl
Vo TOPAKOAOVOEITOL 1) ETOVAPOPE TOV VEVPOUVIKOD OTOKAEIGHOV (BA. mapdypoo 4.4).

H ocvviotdpevn d6on sugammadex eEaptdtol amd To ENINESO TOL VEVPOUVIKOD OTOKAEIGLOV, TOV
TPOKELTOL VO, AVAGTPAPEL.

H ocvvietdpevn do6om dev e&aptdtal amd T0 upUOKEVTIKO oo avalcOnciog.

To sugammadex pmopei va ypnoyomoindei TPoOKEWEVOL VAL OVACTPAPOVY SLOPOPETIKA EITES
VEVPOUVTKOV OMOKAEIGHOD, TTOL TPOKANONKAV 0O TO POKOVPOVIO 1) TO PEKOVPOVIO:

Evijixeg

AT ovaeTpoQn:

Yvvietdtol 1) xoprynom 66ong 4 mg/kg sugammadex, €bv n avévnyn éxel Bdoel o€ TovAdyiotov 1-2
petatetavikég petpnoelg (PTC) petd and amokAelopno, mov tpokAndnke amd pokovpovio M
Bexovpovio. O diapecoc ypdvog Emg tnv avaktnor tov Adyov T4/T; oty Ty 0,9 elvan Tepinov

3 Aemtd (BA. mapdypago 5.1).

H d60m tov 2 mg/kg sugammadex cuvietdtol ov €yl mapotnpndeil avtduaTn avavnyn £mg
TOVAGYIOTOV TNV EXAVEUPAVIOT] TOL Ty HETE amd anokAelopd, mov mTPpokANnOnKe and pokovpovio M




Bexovpovio. O duapecoc ypdvog Emg tnv avaktnor tov Adyov T4/T; oty Ty 0,9 elvan Tepinov
2 Aemtd (BA. Tapdypago 5.1).

H yopiynon te@v cuvietduevoy 606y yio TV amAn avactpoen Ba odnynoel o Elappd
YPNYOPOTEPO SAUETO YPOVO £mG TNV avaktnon Tov Adyov T4/T; oy Tun 0,9 Yo to vevpopvikod
OTOKAEIGHO, TOV TPOKOAEITAL OTO TO POKOVPOVIO, GE GUYKPLOT LE TO VEVPOUVIKO OTOKAEIGHO TOV
TpoKaieitan oo To Pexovpdvio (PA. mapdypapo 5.1).

ApEoN avaOTPOPT) OTOKAEIGUOV TTOV £Yel TPOoKANBEel amd To pokovpoVIo:

AV VapyEL KAVIKT] OVAYKT Y10 GUEGT] OVOGTPOPT LETA GtO TV YOPNYNOT TOL POKOVPOVIOU,
ovviotdral 66om sugammadex 16 mg/kg. Otav yopnyeital 66on sugammadex 16 mg/kg 3 Aentd petd
amd pa 6oom epodov (bolus) Bpmpiovyov pokovpoviov 1,2 mg/kg, pmopel vo avopuévetot ovaKtnon
tov Adyov T4/ T; oy Tyun 0,9 o¢ 1,5 Aentd mepinov (PA. mapdypapo 5.1).

Agv vtapyovv 6douUéEVE, MOTE VUL GLUVIGTATAL 1] XPTOT) TOV sugammadex yio TNV GUEST] OVaoTPOPN
HETE 0md AmoKAEIGUO TOV TPOKANONKE amd Pekovpovio.

Emavayoprynon tov sugammadex:

2V eE0IpETIKN TEPIMTOOT EMAVEUPAVIGTG TOL VEVPOUVIKOD OTOKAEICUOV UETEYXEPNTIKE (PA.
Tapdypoeo 4.4) petd and apykn door 2 mg/kg 1 4 mg/kg sugammadex, cGuvicTaTOL P
gmovoAnTTiKn 000 Tov 4 mg/kg sugammadex. Metd and ™ debtepn d6om Tov sugammadex o
acBevig Oa mpémel va mapoakoiovdeitarl 6tevd yio va axpifmOel 1| eXGTPOPN TS VELPOUVIKNG
Agrtovpyiog oTo PLGLOAOYIKA TAICTO.

Eravayoprynon pokovpdviov 1) fekovpdviov petd amd to sugammadex:
I"a tovg ¥pOVOLG VALLOVIG Y10 TNV ETAVAYOPTYTON POKOLPOVIOL 1) BEKOVPOVIOV LETE TNV OVAGTPOPN
pe o sugammadex, BA. Tapdypapo 4.4.

LlpooBstes minpopopies yio, €101k00¢ TARGVOUODE:

Neppikr) dvcAettovpyia:

H ypnion tov sugammadex e acOeveic pe cofopr| veppikn dvciertovpyia (cuopneptiopufovousvov
v acBevov mov ypetdlovtar apodwiion (CrCl < 30 ml/min)) dev cvvictdrot (BA. Tapdypapo 4.4).
Meléteg oe aoBeveig pe coPapn veppikn duciertovpyio dev TapEYovv enopkelg TAnpopopies yuo Tnv
aocQarELn, MOTE VO, LTTOoTNPIEOLY TN ¥p1on Tov sugammadex ce avTovg Tovg acbeveic (PA. emiong
Tapdypoeo 5.1).

IMo v Nma éog pétpro veppikn dvoiettovpyia (kdbapon kpeativivng > 30 kou < 80 ml/min): ot
GUVIGTAOUEVEC OOOCELS €ival 1016¢ [IE EKEIVEC Y100 TOVG EVIIAMKEG XWOPIg VEQPIKT duGAELTOVPYid.

Hlxiopévor acBeveic:

Metd ) yoprynon tov sugammadex 6Ty EnoveRPavion Tov T, LETH amd 0TOKAEIGUO, TOV EYEL
TPOoKAN0el 0md pokovpdvio, 0 d1apUecog yPdvog EmG TV avaktnot tov Adyov T4/ T; oy Tyun 0,9 yu
Tovg eviihkeg (18-64 etdv) Ntav 2,2 Aemtd, oe nAkiopévoug (65-74 etdv) NTav 2,6 AETTA KOl G TOAD
nAkiopévoug evilkeg (75 etov Kot dve) Ntav 3,6 Aemtd. AkoOun Kt av o1 Ypovol avavyne o€
NAMKIOUEVOVG TElvouy va gtval Bpaddtepot, TpEmel va akolovBodvtal ot id1eC GUVIGTOUEVES OOGELS e
ekelveg yio Toug evijhikeg (PA. mapdypagpo 4.4).

Hoyvoaprot acBeveic:
e mayvoapkovg acbeveic, n d6om Tov sugammadex npénel va Paciletal 6To TPAYUATIKO PAPOG
oopotog. [pénel va epappolovior ot idleg CLVIGTOUEVEG dOGELS e EKEIVEG Y100 TOVG EVIAKEG,

Hrotwr dvciettovpyia:

Agv &yovv delaybel pedétec oe aobeveig pe nrotikn Svoiertovpyio. Oa wpémel va diveTon TPoGoyNn
otav e&etaleTon ) ypnon Tov sugammadex oe aoBeveig e coPapn nratikny ducAettovpyio 1 OTOV M
nratikn dvcAettovpyia cuvodevetal omd OpouPordadeia (BA. Topdypapo 4.4).

IMa myv Ao éog uétplo nratikn Svciettovpyia: dedopévon Ot To sugammadex ameKKPIvETOL Kupimg
S0 TV VEQPOV OeV amartovuvtal puopicels g 660G,




Taudrazpiros ninBoouog

Ta 6edouéva yio Tov ToudoTptkd TANOvoud gival TePlopiopéva (LOVO pia LEAET AVOGTPOPNG
UTOKAEIGHOD TTOL £lye TPOKANOEL amd TO poKOVPOVIO GE emaverPavion Tov T5).

Hondd ko égnPou:

Mo v amd] avastpon omd amoKAEIGUO TOV TPOKANONKE amd POKOVPOVIO, GE ETAVELPAVIGT TOV T,
o€ ool kot prfoug (2-17 etmdv), cvviotdton door 2 mg/kg sugammadex.

To Bridion 100 mg/ml propei va aparmdel ota 10 mg/ml, dote va avénbei n akpifela g yopnynong

g 066M¢ 6TOV TS TPIKO TANBVoUd (BA. Tapdypago 6.6).

AM\EG TIEPIMTMGELC OTANG AVOGTPOPNG OV £X0VV dlepeuvn el Kol GUVETMG 1) YOPN YN oM OEV GLVICTATOL
£€m¢ 0TOV givor d1BECILO TEPLEGOTEPQ DESOUEVAL.

H apeon avactpoen oe maidid kot epnPoug dev £xel diepeuvnOel Kot yio ovtd deV GUVICTATOL EMG
otov givar draBéoipa TePIoGOTEP dESOUEVOL.

Telerdunva veoyva kon Bpéon:

Yrdpyetl povo Teplopiopévn eumeipia e tn xpron tov sugammadex og Bpépn (30 nuepadv Emg 2 eTV)
ka1 ogv Exouvv deEayBel peréteg og Tedetdunva veoyva (Likpdtepa tv 30 nuepmv). ZUVETMG deV
ouvieTdtal 1 yoprynon Tov sugammadex ce TEASIOUNVE veoyva Kot Bpéepn émg dtov givar dabéciua
nePLocOTEPQ. dedOUEVQL.

Tpomog yopynong

To sugammadex mpémel va yopnysitan evooprefing og epdmas d6on epddov. H d6om epddov mpémet
va yopnynOet Tayéwe, péca oe 10 devtepdrenta, o€ vEIOTAUEVT EVOOPAEPLa Ypapun (BA.
TapAyPoeo 6.6). Te kKAvikég dokipég to sugammadex £xet yopnynOei povo g epdma 666m £Od0V.

4.3 Avtevositeg

YrepevaioOnoio 6t dpacTikn ovcia 1} 6& KATo10 amd T £KO0Y0. TOV VUPEPOVTOL GTNV
Topaypaeo 6.1.

4.4 E101kég TPOELOOTOUNOELS KUl TPOPVAGEELS KATE TN Y p1ion

Onwg cvvnBiletor 6TV TPOKTIKN UETE 0T TV avousOnacio, ETEITA AO VEVPOUVTKO ATOKAEIGUO,
GULVIGTATAL 1] TOPAKOAOVON O™ TOV 0GOEVH KATA TNV GUEST] LETEYXELPTTIKN TTEPI0S0 Yo avemBOunTa
oLUBauaTa, COUTEPIAOUPBOVOUEVIC TG EXAVEUPAVIOTIG TOV VEVPOUDIKOD OTOKAEIGLOV.

Hopakorovdnon g avamvevoTikng AEIToVpYiag Kot TV avaviyn:

Eilvat voypetikn n oot pién Tng avVamveEDSTIKNG AELTOVPYIOG TV 0eOeVMY pe UNyYavikd ogpIoUo
£€m¢ 0TOV Vo omoKataoTafel 1 EMAPKNG CVTOUATT CVOTVOT), LETA OO OVAGTPOPT] TOV VELPOUVIKOD
OTOKAEIGHOD. AKOUN KL OV 1] OVAVIIYN OTO TO VEVPOUVTKO OMOKAEIGUO ivot TANPNG, AALL
QOPUOKEVTIKG TPOTOVTA TOV YPTCLULOTOIOVVTIOL OTNV TTEPL- KOL LETEYYELPNTIKT TEPT0d0 ivarl duvatdv
VO KOTOGTEIAOVY TNV OVOTVELGTIKT AEITOLPYIN Kol GUVETMG eivat duvatdv va eEakolovbel va glvar
OTOPOLTNTI 1 VIOGTHPIEN TG AVOTVEVLGTIKNG AEITOLPYIOG [LE UNYOVIKO OEPIGUO.

Av, et omd TNV aQaipeESN TOL COANVA, EXAVELEAVIGOET VEVPOUVIKOC UTOKAEIGILOG, TTPETEL VO,
TOPEYETAL EXOPKNG VIOSTNPIEN TNG AVOTVEVGTIKNG AELTOVPYIOG UE OEPIGUO.

Emaveppdvion 1o veupopvikov omokAEIGHov:

e KAMvIKEC peréteg oe dtoua mov Ehafay pokovpovio i fexkovpdvio, 6oL To sugammadex
YOPNYNONKE XPNOIUOTOIOVTAG Ha dOGT CNUAGHEVT] Yo TO BAB0G TOV VEVPOLVIKOV OTOKAEIGHOV, LI
enintoon g ta&ng tov 0,20% mapoatnpOnKe yio TNV EXAVEUPAVICT] TOV VEVPOUVTKOD OTOKAEIGHOD
ue Pdon v vevpouvikn mapakorobnon 1 ta kKAwvika ototyeio. H yprion yauniotepov tov
GUVIGTOUEVOVY OOGEDV UTOPEL VoL 00T YNGEL G £VOL AVEAVOUEVO KIVOUVO ETOVEUPAVIOTG TOV
VEVPOUVTKOD OOKAEIGHOD HETE TV APYIKT OvOGTPOPT| Kot dgv cuviotatot (BA mapdypaeo 4.2 kot
mopaypapo 4.8).




Emdpdoeig oty oapdotaon:

e pio pedét oe eBghovtég ot dooelg tov 4 mg/kg kot tov 16 mg/kg sugammadex giyav g
OTOTEAEC LN LEYIOTEG LEGEC TAPATAGELS TOV YPOVOL EVEPYOTONUEVNC LEPIKTG OpouforAacTivig
(aPTT) xotd 17 ko 22% avtictoyyo Kot TG 61e8voidc opaiomompévng oy£ong Tov xpovou
npoBpoppivng [PT(INR)] xatd 11 kot 22% avtictoya. AVTEG 01 TEPLOPICUEVES HECES TUPUTACELS TOL
aPTT xon tov PT(INR) frav pukprg didpketog (< 30 Aemtd). Zopeova pe v kKAwvikn Paon dedopévav
(N=3.519) ka1 pe o cvykekpyévn perémn oe 1184 acbeveig mov vrofindnkav og xelpovpykn
emEUPaon KOTAYUATOG 10YI0v/avTikaTdoToong Leilovog dpBpwong, dev vnpée KAVIKA cuoyeTilopevn
enidpaon tov sugammadex 4 mg/kg LGvVoL ToL 1| GE GLVOVAGKO UE AVTITNKTIKG, T GLUYVOTNTO
EUPAVIONG TEPT- N UETA-EYYXEPTTIKDV OULUOPPAYIKADV EXITAOKDV.

Xe in vitro Telpapota Topatnpnonke pio eapuokodvvoutkn aAinieniopaon (mapdracr tov aPTT kot
tov PT) pe avtayoviotéc g Brrapivig K, un khacpatorompuévn nmapivn, Hikpod poplokol Bapovg
Nmapvoedy, prpaposapmdavn kot dafryatpdvn. Le acheveig mov Aapufavovv cuviOn peTeyyelpnTIKn
TPOPLAOKTIKT OVTI-TNKTIKT Oy®YN CUTH 1 QOPHOKOSVVOUIKT OAANAETIOpaon dev ival KAVIKA
ouvapns. Oa mpénel vo divetal Tpocoyn otav eEetdletor n xprion Tov sugammadex ce acOeveic mov
AopPdvouy BepamevTIKY OVTI-TNKTIKY 0y®Yn Yo pio Tpodmdpyovca 1 Guv-voonp KatdotaoT).

Agv pmopel vo amoxhelsel évac avénuévoc kivouvog atpoppayiog 6tovg acbeveic:

. ue kKAnpovopkn Exkenym Brrapiving K mapdyovtag mov emnpedlel v mnKTiKOTNTO,

. ue mpobimdpyovoeg mahNoELS TG TNKTIKOTNTAGS,

. vd Oepomeio pe Tapdymya kovpoapivng kot INR mave ord 3,5,

o 7OV YPNCLULOTOIOVV AVTITNKTIKA Kot 01 omoiol Aapupdvouv pio 66on sugammadex 16 mg/kg.

Edv vrapyet wtpikn avaykn va yopnynoel sugammadex 6€ avto0¢ T00g acbeveic o avaicincloldyog
YPEWALETOL VO, OTOPAGIGEL EAV TOL OPEAT EIVOL TTO OTLLAVTIKA 0O TOV TOAVO KIVOUVO Y10 AUOPPOYIKES
EMTAOKEC AOUPAVOVTOC VITOYN TO 1GTOPIKO TOV ACHEVAOV GE ALIUOPPAYIKE ETELTOIIN KOl TOV TOTO TNG
npoypoupatiopévng eméuPacnc. Edv yopnynbei sugammadex ce awtovg toug acbeveig cuviotdTot
TAPOKOAOVONON TOV TAPAPETP®V UUOCTACTC KOL TNKTIKOTITOG.

Xpdvot avoUoVIC Y10 TNV ETOVOYOPTNYNON TOP0YOVIMV VEVPOLULIKOD OTOKAEIGULOD UETO TV
ovaoTPOON UE To sugammadex:
Eravayopnynon pokovpdviov 1 fexovpdviov petd omd amin avactpoon (w4 mg/kg sugammadex):

ELayotog ypévog avapoviis | Iapdyovtag vEVPORVIKOD ATOKAEIGHOV KOl 00661 TOV TPETEL VO

xopnynOsi
5 hentd 1,2 mg/kg pokovpodvio
4 opeg 0,6 mg/kg poxovpovio 1

0,1 mg/kg Bexovpdvio

H évapén tov vevpopnikod amokAelopol evoéyetor va mapatadel £mg mepinov 4 Aemtd Kot 1 dS1dpKeln
TOV VELPOLVTKOD OTOKAEIGHOD EVOEYETOL VO ELTTOEL Em¢ mepimov 15 Aemtd petd omd v
gmovayoprynomn pokovpoviov 1,2 mg/kg uésa o 30 Aemtd and v yopnynon Tov sugammadex..

Me Bdomn @opUaKOKIVITIKY LLOVIEAOTOINGT], 0 CUVIGTMUEVOG XPOVOC OVOLOVIG Yl 0ioOeVELS e Nmtia 1
UETPLOL VEQPIKT] SucAgLTovpYia Yio TV enavaypnotponoinon 0,6 mg/kg pokovpdviov i) 0,1 mg/kg
Bekovpoviov petd amd amAn avactpoen pe to sugammadex Oa wpénet va givon 24 mpeg. Edv
amorteiton PKpOTEPOG XPOVOS AVALOVIG, 1 0OCT] POKOVPOVIOL Y10l EVOV VEO VEVPOUVTKO OTOKAEIGUO
0o mpémetl va eivan 1,2 mg/kg.

Emavayopnynon poxovpdviov 1 fekovpdviov petd and aueon avoaotpopn] (16 mg/kg sugammadex):
IMa T1g TOAD GTAVIEC TEPITTOCELS OOV OVTH UITOPEL VO AOLTEITOL, TPOTEIVETAL YPOVOS AVOLOVIG
24 wpov.

Av amorteiton vEVpopLIKOS ATOKAEIGUOC TPV Vo £yl TAPEALDEL O GUVIGTMOUEVOG YPOVOG AVOLOVNIG,

TPEMEL VAL YPNOUOTOLEITOL VOGS 1| GTEPOELONGS TAPAYOVTAS VEVPORVIKOV amokAelopoV. H évapén

dpdong evOG OTOTOAMTIKOD TOPAYOVTO VEVPOUVTKOD OTOKAEIGHOD EVOEYETOL VAL EIVaL TTLO OpYT) Ao
5




0G0 OVOUEVETAL, ETELDN £VO CNUOVTIKO KAGGUO TOV LETOAGVVOTTIKOV VIKOTWVIKOV VTOS0YEMV HUTOpEel
va glvor aKOpo SEGUEVUEVO A0 TOV TAPEYOVTO VEVPOLVIKOD OTOKAEIGHOV.

Neppikr) dvcAettovpyia:
To sugammadex dev cuvicTdTol yio yprion o€ acBeveic e cofapn veppikn dvcAettovpyia,
ocounepriappavopévev ekeivav mov ypniovv apokabapong (PA. mapdypagpo 5.1).

Elogpd avaroOnocio:

2e KAMVIKEG SOKIHEG, OTAV O VELPOUVTKOG ATOKAEIGHOG OVACTPAPTKE CKOTLO OTO LEGOV TNG
avaisOnoiog, Tapatnpndnkay tepiotactokd onueio ehaepdg avarcdneiog (petaxivnon, Pryoc,
HOPQAcUOl Kot EKUDLNOT TOV TPOYELNKOD GOANV).

Av avaoTpa@el 0 vELpopvikog amokAeIoUOG Vi cuveyileTar 1 avaicOnoio, Tpémel va yopnynbovv
TPocheteg dOGEIC avalsONTIKOD Ko 0mogd00¢, OTMG EVOEIKVUTUL KAVIKA.

"Evtovn Bpadvkapdio:

X& OTAVIEG TEPIMTAOCELS, £xEl Tapatnpnbel Eviovn Ppadvkapdio evidg AETT®V PETA TN XOPNYNON
sugammadex Yo TNV avaeTpoPt] TOL VEVPOUVIKOD omokAelcov. H Bpadvkapdia pmopel
TEPIOTACIAKA VL 00NYNOEL G€ Kapdlakh avakony|. (BA. mapdypapo 4.8.) Ot acBeveic Oo pémet va
TOPOUKOAOLOOVVTAL GTEVA Y10 OLHOSVVOAIKEG LETABOAEG KOTA TN SIAPKELN KOt LETE TV OVOGTPOPT] TOL
VEVPOUVTKOD OTOKAEIGHOD. Oa TPETEL VO YOPTYEITAL OYWYN LE AVTLYOALVEPYIKOVE TAPAYOVTES, OTMS M
atpomivr, eav mapatnpndel Khvikd onuovtikn fpoadvkoapdic.

Hrotwr dvciettovpyia:

To sugammadex dev petaforileror ovte amekkpivetal 61o Tov NTatoc. o To AdYo avtd dev Exovv
deayBel peréteg amoxielotikd o€ acbeveig pe nrotikn Svciertovpyio. Xe acbeveig pe cofopn
NTATIKN SVGAELTOVPYIO TPETEL VOL YOPNYEITOL LLE LEYAAT TPOGOYY|. 1€ TEPIMTMON TTOV 1] NTOTIKN
dvodettovpyio cvuvodevetal amd Opopponddeia, PA. TIg TANPOPOPiEC GYETIKA LE TIC EMOPAGEIC GTNV
opdotao.

Xpnon oe Movada Evtatikng Ogpaneiog (ME®):
To sugammadex dev €yel peretBei oe acbeveic 6ToVG OTOTIOVE YOpPMYEITAUL POKOVPOVIO 1 PEKOVPOVIO
og miaiciae MEG®.

XpNom yio TV avosTPOQT VELPOUVIKOD OTOKAEIGUOD amd TOPAYOVTES EKTOG OO TO POKOVPOVIO KOt
10 Bekovpovio:

To sugammadex dev TPENEL VAL, YPT|CLLOTOIEITAL Y10 VO OVAGTPOPEL ATOKAEIGHOG TTOL TPOKANONKE amd
1] GTEPOEWDEIS TUPAYOVTES VEVPOUVIKOD OTOKAEIGLOV, OTWE Ol EVHOGEL GOVKKIVOAOYOAIVIG 1
Bevlulceokivorwviov.

To sugammadex dev TPEMEL VAL YPTCILOTOLEITAL Y10, TNV OVOGTPOPT] VEVPOUVTKOD ATOKAEIGHOD, TOV
£xel TpokAnOei amd 6TEPOELDEIS TOPAYOVTEG VEVPOUVIKOD OTTOKAEIGHOD GAAOVG EKTOG GO TO
POKOLPOVIO KL TO PEKOVPOVIO, POV BEV VTTAPYOLV OESOUEVE, ATOTEAEGLOTIKOTITOG KO AGPUAELOG
YO TIG TEPMTMOOELG ALTEC. ['10L TNV avaGTPOPT) TOV OTOKAEIGLOV, TOV £l TPOKANDEL 0md
TAVKOLPOVI0, d10TifEVTOL TEPLOPICUEVE OESOUEVA, AALL GUVIGTATOL VO, UMV YPNCULOTOLEITOL TO
sugammadex otV mepinT®mon avT.

KoaBvotepnuévn avivnym:

O1 KOTOGTAGELS TOV GUVOEOVTOL LUE TOPATETAUEVO YPOVO KUKAOPOPING, OTMG KOPOLUyYELOKT VOGOC,
ueyain niio (BA. mapdypago 4.2 yio Tov povo MG TNV AvAVNYT G€ NAIKIOUEVOVC), 1 OLOTLOTOONG
Katdotoomn (T.y. cofapn NraTiky] Suoieitovpyia), eival Suvatov va oyetifovtol pe HEYOADTEPOLS
YPOVOLG AVAVIIYTG.

Avtidpdoelc vrepevaicnociog 6To QapUaKo:

Ot yiotpol mpénet va, givoit £TOLHOL Y10l TO EVOEXOUEVO OVTIOPAGEWDY LITEPEVALIGHNGIOG GTO PAPLLUKO
(cvumepAaUBOVOUEVOV TMV OVAQVACKTIK®OV OVTIOPACEMV) KoL VO, TOIPVOLV TIG OVOyKOiES
wpopuAdEels (PA. mapdypago 4.8).




Aocbeveic og dlonta pe gleyyoduevn mtocdtta vatpiov:

Kabe ml dtodvpartog mepiéyet £og 9,7 mg vatpiov. Mia 8601 pe 23 mg vatpiov Bewmpeital ovolootikd
«ehevbepn vatpiovn. Av amatteitol va yopnynbovv nepiocdtepa omd 2,4 ml StoAdUTOC, aVTO TPETEL
va Aappavetat vwoyn yio Toug acbeveic oe dlorta pe ELEYYOUEVT TOGOTNTO VATPIOV.

4.5 Aliemopdosic pe GAio QUPRIKEVTIKA TPOIOVTA KOl GAAEG popPES ahlnAemiopaocnc

O TAnpogopieg og avt TV Topdypapo Pacilovtal 6T cuYYEVELD dECUEVOTG AVALEGH OTO
sugammadex Kol 6 GALY POPUOKEVTIKA TPOTOVTA, O UN-KAWVIKE TEWPAOTO, 08 KAMVIKEG HEAETEG Kot
G€ TPOCOOIDOELS XPNOTNG LOVTELOL Kot AOUPAVOVTOC DVITOYLV TIG POPUOKOSVVOUIKES ETIOPACELS TMV
TAPUYOVTOV VEVPOUVIKOD OTTOKAEIGLOD KoL TIG PUPUOKOKIVITIKEG UAANAETIOPACELS AVAUESH GTOVG
TOPAYOVTEG VELPOLDTKOD OTOKAEIGHOD Kot To sugammadex. Mg Bdor avtd ta otoryeio, Kapio kKAvikd
ONUOVTIKT QOPLOKOSVVOIKT OAANAETIOPACT UE AAAL POPUAKEVTIKG TPOTOVTO, OEV OVAUEVETOL, |IE
e€aipeon to axodAovO0L:

IMa v topeppévn Kot 1o Povcodkd 0EH AAANAETIOPAGELG AOY® EKTOMIONG OEV Elval SuvaTov va
amokAEls00VV (avapévovtal pn KAVIKIG onpaciog OAANAETIOPACELG OEGIEVONG).

IMa o oppoviKé avTIGLAANTTIKG Oev elvat duvatdv va, amokAelcel KAvikd onuavtikny aAAnAeniopoon
déopevong (6ev avapévovtatl OAANAETIOPAGELG AOY® EKTOTIONG).

AMNAETIOPAGELS IOV EVIEYOUEVAOG EMMPEALOVV TNV OTOTEAEGUATIKOTITO TOL sugammadex
(aAAnAemdpdioelg eKTOmONC):

AdY® NG YOPNYNONG CLUYKEKPIUEVOV POPUOKEVTIKAOV TPOIOVT®V PETA amd To sugammadex,
OepnTiKd T0 pokoLPHVIO 1} TO PEKOVPOVIO UTOPEL VO, EKTOTIGTEL 0o TO sugammadex. Qg
amotéleoua, uTopel va mapatnpndel exaverEAvIon TOL VEVPOUVIKOD ATOKAEIGUOV. XE QLTI TNV
KATAOTOOT), TPEMEL VA TAPEXETAL AEPIOUOG oToV acbevn. H yoprynon Tov poaprokeuTikon TpoidovTtog
OV TPOKAAESE TNV EKTOTION B0 TPEMEL VO, TEPUATIOTEL OTNV TEPITTM®ON £YYVOTG. L€ KATASTAGELS
OOV UTOPOVV VO, AVOUEVOVTOL SUVNTIKEG AAANAETIOPAGCELS EKTOTLONG, Ol acheveic Ou Tpémel va
TOPUKOAOVOOVVTAL TPOGEKTIKG, Y10 OT|UEIN EXAVEUPAVIOT|G TOV VEVPOUVIKOD OOKAEIGLOV (TTEPiTOV
ent 15 Aemtd) petd amd v TapEVTEPIKN XOPNYNOT EVOG GALOL QUPUOKEVTIKOV TPOTOVTOGC, 1) OTToin
TPOYUATOTOLEITOL EVTOG TTEPLOSOV 7,5 wPpOV UeTd omd T Yop1ynomn tov sugammadex.

Topepipévn:

IMao v topeppévn, 1 omoio EYEl OYETIKA VYNAT GLYYEVELD SECUEVOTG Yo TO sugammadex Kot yio TNV
omoio UTopEl Va, VITAPYOVY GYETIKA VYNAEC GUYKEVIPMOGELS TAACUATOS, Eival SuvaTOV Vo TapatnpnOel
LEPIKN EKTOTLON TOL PEKOVPOVIOV 1| TOL POKOVPOVIOL GO TO GUUTAOKO LiE To sugammadex. Ot
KAvikot yiatpoi Oa wpénet va yvopilovv 6t 1 avaktnon tov Adyov T4/T; otnv tun 0,9 pmopsi
ovvenmg va. kafvotepnoel o 0o0gveig 6TOVG 0moioVE YopNYHONKE TopELPEVN TNV 1010 NUEPDL TNG
YEWPOLPYIKNG ETEUPACTC.

EvdopAéPia yopriynon @ovoidtkod 0&Eog:

H ypfion tov ¢ovc1dikov 0£E0G KATE TV TPO-EYYEPNTIKN GAoT| €ival SLUVATOV VO TPOKAUAECEL LEPTKT
kafvotépnon oty avaktnon tov Adyov T4/ T; oty Tiun 0,9. Agv avopévetot emavepedvion Tov
VEVPOUVTKOD OTOKAEIGHOD OTN UETEYYELPNTIKN OAON, Amd T GTIYUN oL 0 pLOUOS £yyvomg TOV
@oVG1O1KOD 0EE0C gival TV amd £va S1AGTNLO LEPIKMDY MPDV Kol TO ENITEdN GTO aipla eivat
oLVOAMKE hve amd 2-3 nuépec. o emavayopnynon tov sugammadex PA. mapdypoo 4.2.

AMNAETOPACELS IOV EVIEYOUEVAOS EMNPEALOVV TNV OTOTEAEGUOTIKOTITO GAADV QOPUOKEVTIKGV
Tpoidviev (aAnAemdpdoelg décevong):

Ady® G yopnyNnong Tov sugammadeX, GUYKEKPYEVO PAPLOKEVTIKG TPOTOVTO, UTOPEL VO KOTUGTOVV
AYOTEPO AMOTEAEGUATIKG, EEALTIOG TNG LEIMONG TV GLYKEVTPMGE®Y (EAeVOEPOL TPOIOVTOC) GTO

T doua. Edv mapommpnel pia tétoto KoTdoeToo, GUVIGTATOL 6TOV KAVIKO Y1aTpd va eEeTtdosl TNV
EMOVOYOPTYNOT) TOV PAPUOKEVTIKOD TPOIOVTOC, TN XOPNYNOo™ £vOG BEpAmELTIKA 1G00VVAOV
(QOPUOKEVTIKOD TPOIOVTOG (KATH TPOTIUNGT OO SLOQOPETIKY YNUIKT KATIYopio) KOV TV EQpOPLOYN
U1 QOPUUKOAOYIKDV TOPEUPACEDV, AVAAOYQ, LLE TNV TEPITTOON.




OpUOVIKA AVTIGLAANTTIKA:

H oMnieniopaon petaé&o 4 mg/kg sugammadex kot evog mpoyeotaydvov mpoPiendtav 6Tt Oa
oonyovee oe peimon g £kbeong oto Tpoyeotayovo (34% g AUC) og eninedo mapoOUolo Ue tnv
peimon Tov TapaTnpeitat OTAV 1 NUEPTOLO OGN EVOG OO TOV GTOUOTOG OVTICVAANTTIKOV ANQOEl pe
kafvotépnon 12 wpov, To omoio pumopel va 0dMynoel o€ peimon g amoteAeopatikotrag. [a ta
016TPoYOVa, 1 dpAom VT AVAUEVETOL VO Elval aoBEVESTEPT). ZVVETDG 1 YOPNYNON M OGNS EPOS0V
Tov sugammadex Osmpeital 0Tt elvar 10odOVapN [E TNV TAPIAEWYT] HLOG UEPTOLAG OOCTG OTTO TOV
OTONOTOS GTEPOELOOVG AVTICLAANTTIKOD (giT€ CLVOVAGUEVODL 1] LOVO TTPEYEGTAYOVOL). AV TO
sugammadex yopnyn0ei tnv id1a nuépa, mov AapuPdveral £va amd TOL GTOUATOS AVTIGLAANTTIKO,
avaTpEENTE GTIC GVGTAGEIC TOV APOPOVY TNV TAPAAEIYN dOCNG GTO EVAAO 0ONYIDV TOV OO TOL
GTOUOATOG OVTICLAANTTIKOD. TNV TEPINTMOOT PN AARPavOpEVEOY 0T6 TO GTORA OPLOVIKDV
AVTIGLAANTITIK®V, 1| ac0eVvIC TPETEL VO YPNCULOTOMGEL Ld ETTAEOV LT OPUOVIKT OVTIGUAANTTIKY
LéEB0S0 Y TIg emdueveg 7 NMUEPES Kot VO, avoTpEEEL OTIC 00MYIEC GTO PVALO 0ONYIDV XPTCEMG TOV
TPOioVTOC.

AMnAemdpdoelg AOY® TG TOPUTETAUEVNG EMOPACTIC TOV POKOVPGVIOV 1] TOVL BEKOVPOVIOU:

Otov opHoKELTIKA TPOIOVTA TOV EVIGYDOVY TOV VELPOUVTKO OTOKAEIGUO YPNGLOTOIOVVTOL KATH TNV
LETEYYEPNTIKN TEPT0d0, B TpEMeL va diveTar 1310itePT TPOSOYN OTNV THUVOTNTO EXAVEUPAVICTG TOV
VEVPOUVTKOV amokAEIGHOV. [Tapakoieiote va avatpeéEete 6TO EUALO 0ONYIDV YPNONG TOL
POKOLPOVIOL 1) TOV BEKOVPAVIOV Y10 TOV KATAAOYO TOV GUYKEKPIUEVOV QUPUOKEVTIKMDY TPOTOVTOV
OV EVIGYVOLV TOV VEVPOUVIKO ATOKAEIGUO. Xg TEPINTMON OV TapaTnpNOel emaveppdvion Tov
VEVPOUVTKOD UTOKAEIGHOD, 0 aGOEVIC UTOPEL VO, XPELOGTEL UNYOVIKO 0EPIOUO KO ETOVAYOPNYNOT| TOV
sugammadex (PA. Topdypao 4.2).

Enidpaon otig epyaomnproxés eEetdoeic:

I'evikd to sugammadex dev emnpedletl Tig epyaoctnplokég eetdoels, pe mbavn egaipeon tn wétpnon
g mpoYeSTEPOVNG oTov 0p0. H emidpacn oe avthyv tnv e€Taon TopatnpEiTal GE CLUYKEVTIPMDGELC
sugammadex oto mTAdoua g tdemg Tov 100 pkpoypappapiov/ml (Léyloto eninedo 6to TAAGHA
votepa 0o 06on epddov 8 mg/kg).

e pio perétn oe eBelovtég dooeig Tov 4 mg/kg kot tov 16 mg/kg sugammadex glyov g anotéAespa
péyloteg péoeg mapotaocelg Tov aPTT katd 17 kon 22% avtiotorya kot tov PT(INR) katd 11 kon 22%
avtioctorya. Avtég o1 meplopiopéveg péoeg mapataoelc tov aPTT kot tov PT(INR) fjtov pikpnig
duapxelag (< 30 Aemtd).

Xe in vitro Telpdpota Topatnpnonke pio popuokodvvopikny aAinienidopaon (mapdraocr tov aPTT kot
tov PT) pe avtayoviotéc g Brrapivng K, un khacpotoromuévn nmapiv, uikpod poplokol Bapovg
nrapwoedn, piapoéaumavn kot dafryatpavn (BA. Tapdypago 4.4).

Toudrorpikdc TAnOvoude

Agv &yovv delayBel emionueg peréteg arinienidpaong. Ot avapepOUEVEG TAPATAVED OAANAETIOPACELS
OV TOPUTNPOVVTOL GTOVG EVIAIKEG KOl 01 TPOEWDOTOUOELS OTNV Tapdypopo 4.4 Tpénel emiong va
Aappdvovtor vOYN Yo TOV TodLTPIKO TANOVGUO.

4.6 Tovipétnra, kONon kKM yorovyio

Kvnon

Agv datiBevran kKhvikd dedopéva oyxetikd pe TNy €kBeom KaTd TNV €YKLVHOGVVT 6T0 sugammadex.
Meléteg oe (o, dev Katédel&av AUETES N EUUECES EMKIVOVVEG EMMTOCELS GTNV EYKVUOGVVT], GTNV
avamtuén Tov guPpvov, GTOV TOKETO 1| OTN UETAYEVVITIKN OVATTLED.

H yopniiynon tov sugammadex og £ykveg yovaikeg TPEMEL VO, TPOYLOTOTOLEITAL [E 10104TEPT) TPOGOYN.

OnAacpog
Agyv gival yvooto ov 1o sugammadex omekkpivetal 6To untpikd Yoo otov avOpwmo. Ot peréteg o

Coa &yovv dei&el amékkpion Tov sugammadex 6to uUnTpikod yoio. 'evikd, n amwd Tov GTOHOTOC



amoppOPNON TOV KUKAOSEETPIVMV glvat yoUnAn Kot Oev avapévetal enidopact oto Onialov Bpépog
petd and epdmos 06on otnv InAdlovoa untépa.
To sugammadex umopei va ypnoyomoleitatl katd tov Onlacuo.

Tovipdmra
Agv &yovv diepevvnBel o1 emidpacelg Tov sugammadex ot yovipotnta otov dvlpomro. Meléteg ot

mTePpapatélma yio v aloAdynon ¢ YOVILOTNTOG 08V amoKoAVTTOVY eMPBAaPElS EXOPACELS.

4.7 Emodpaoeig 6TV IKEVOTNTO 001]YN61S KUl XEIPLGROD MY OVI|HATOV

To Bridion dev £xel kapio Yoot €XiOpOCT GTNY IKAVOTNTA 00NYNONE KOl YEPIGUOD UNYOVILATOV.
4.8 AvemOOunTEg EVEPYELES

Hepilnyn 10V TPoeid acedieiog

To Bridion yopnyeital tavtdypova [e TOPAYOVTEG VEVPOUVIKOV OTOKAEIGLOD Kol 0ValcHNTIKA GE
yEWPovpyKove acbeveic. H arttodoyio tov averBountov coufaviov sivol cuvernmg 0OGKOAO va.
extiunOei. O avemBounTeg evépyeleg Tov avaEEPONKAV TLO CLYVEA GE XEPOVPYIKOVG acbeveig NTav
Pxog, emmAokég agpaywymv Ay avalctnciog, emmAokég avoioOnoiog vrotacn BepanevTik®V
YEWPLOUDV Ko EMAOKT Oepamentikdv yeptopmv (Zoyvée (= 1/100 éng < 1/10)).

Katdloyog avembBountwv avtidpboswy cg popen mivaia

H aogdleia tov sugammadex £yet a&loloynOei o€ 3.519 povadikd dropa péow pog de&apevig paong
dedopévav acpareiag paoemv I-111. Ot axdiovbeg avemiBduntec avTdpdoelg avapipnkay o
SOKIHEG EAEYYOUEVEG LE EIKOVIKO PAPHOKO OOV T dtopa EAafav avoioOnoio koM TopdyovTeg
vevpopvikov amokAelopot (1.078 exbécelg atopmy og sugammadex Evavtt 544 6€ €IKOVIKO (APLLOKO).
[T1o40 ovyvég (= 1/10), ovyvég (= 1/100 éwg < 1/10), oy ovyvég (= 1/1.000 éwg < 1/100), onavies

(= 1/10.000 éwg < 1/1.000), molv omavieg (< 1/10.000)]

Kommyopia/opyavikd cootnua SuyvOTNTEG AvemBounTteg avtidpacelg
(ITpotindpevot 6pot)
Awtapoyéc tov avosorom kol | Oyt cvyvég Avtidpaoelg vrepevaicinoiog
GLOTNLOTOG 010 pdppako (PA.
mopdypoeo 4.4)
Alotapoy€G TOV OVOTVELGTIKOD | ZuyvEG Byog

GLOTNLOTOC,TOV Odpaka Kot
ToV Hec0oBwPAKIOL

Kokooeig, dnintnpidceic kot Suyvég Emumhokéc aepaynydv Aoym
EMTAOKEG DEPOTEVTIKOV avaistnoiog
YEPIOUDV

Emumhoxn avaisOneciog (BA.
mopdypoeo 4.4)

Ynoétaon Beponeutikdv
YEPIOUDV

Emuthoxn Bepanevtikdv
YEPIOUDV




Heprypagn emAeypévev avemBounTomv aviidpicemy

AvTidpacelg vepevailcnoiog 6To PAPLOKO:

Avtiopacelg vrepevaictneciog, copmeprrapfavouévne g avapviatiog, £xovv eupovicdel o
oplopévoug acbeveic kot ebehovtéc (Yo TAnpogopieg oyxetikd pe Tovg ebeloviég, PA. IIAnpoopieg
GYETIKA UE TOVG VY1ElG E0EAOVTEC TAPAKATM). XTIG KAVIKEG DOKIUEG GE YEPOVPYIKOVG aeBeVEic avTEG
01 aVTIOPACELS avapEPOHM KAV Ol GUYVE KOl OTIG AVOPOPES LETA TNV KUKAOPOPia 1) cuyvoTNTa ival un
YVOOTN.

AvTég o1 avTIdpaoelg ToiKAa amd PHELOVOUEVEG OEPUATIKESG OVTIOPACELS £ GOPUPES CUOTNUATIKES
avtdpdoeig (dnA. avapura&io, avapuiaktiky kotaringio) ko Exovv eppavicbel oe acbeveig yopig
mwponyovuevn £kbeon oto sugammadex.

Ta cvumtopate wov oyetilovtal pe aVTéC TIg aVTIOPAGCELS UITopEl va Tepilapfdavovy: Eoy, kvidwon,
gpuinpatddeg eEavonuo, (copfapn) vrotacm, TayLKAPia, SOYKMON TN YAMGSAS, SOYKMGT] TOV
@apLyya, fPoyy0CTAGOG KoL TVEVLOVIKG amo@pakTikd cupPauata. Ot cofapéc aviidpdoelc
vrepevatctnoiog pmopel va givor potpaiec.

Emumhon aepayoydv Adym avaictnciog

O1 emmAokég agpaymymv My avaisnoiog mepleAdupovay Ao GTOV EVOOTPOYELNKO COANVA, Bixa,
nmo dApa, avtidpacn di€yepong KoTd TNV SIPKELD TOL YEpovpyeion, Prxa Katd v avoisOntikn
duadkaocia 1 KaTd TNV S1GPKELD TOV XEWPOVPYEIOV, 1] OXETILOUEVT e TNV avousOnTikn Stadikacio
avfopunT avamvor| Tov acbevonc.

Emumloxn avarsOnociog:

Emumloxéc g avaioOnoiog, EVOEIKTIKOV TNG ETAVOQOPAS TNG VEVPOUVIKNG AELTOVPYIaG,
wepLaUPAavouy TV Kivnomn evog dkpov 1 Tov cOUATOG 1 Py KaTd Tn S1apKEL TG AvoIcONTIKAG
S10d1KaGi0G 1] KOTA TN SIAPKELN TNG YEPOVPYIKNG EMEUPOOTG, LOPPAGHOL 1 AvVappOENGT TOV
evooTpayElKoD coANVa. BA. mapdypopo 4.4 ehappd avaicinocia.

Emumloxn Oepomentikdv yepIopmv
O1 emmAokég Oepamevticod yepiopov meptelapPavoy frya, Tayvkopdia, Ppadvkapdic, KvnTIKOTNTA
Kal ovénen otov kapdlokd puouo.

"Evtovn Bpadvkapdio:

Metd v kukhogopia, £govv Tapatnpndel HELOVOUEVEG TEPITTMGELS £VTOVTG BpadvKapdiog Kot
Bpadvkapdiog e Kopdlakr ovaKomn, eViog AETT®V PETA T Yopnynon sugammadex (BA.
Tapdypoo 4.4).

Emavepugdvion tov veupopnikod amokAEIGHoD:

e KAMVIKEC peréteg og dtoua mov Ehafay pokovpovio i fexkovpdvio, 6oL To sugammadex
YopNYNONKE XPNOIUOTOIDOVTOG Lo OO CHAGHEVT] Y1o. TO BAO0g TOV VEVPOUVTKOD OTOKAEIGHOD
(N=2.022), wia enintmon ¢ taénc tov 0,20% mopotnpndnke yio TV EXAVELPAVIGT) TOL VEVPOUVIKOD
UmOKAEIGHOD pe Pdon TV veELpOoULIKT TapakolobOnon 1 ta kKAvikd ototyeio (BA. Tapdypapo 4.4).

ITAnpogopieg oyetikd pe Tovg vyieig eBedovTéc:
& L0, TUYOIOTONUEVT], STAG TVPAN HEAETN dlEPELVNONKE 1) ENITTOOT TOV AVTIOPAGEWDY
vrepevalctnoiag 6To PAPLOKO, G VYLElG e0eAOVTEG 6TOVG OTOioVG 60BNKAV £1C 3 HOGELG EIKOVIKOD
eoppaxov (N=76), 4 mg/kg sugammadex (N=151) | 16 mg/kg sugammadex (N=148). Ot avopopég
v vroyio vrepevailctnoiog vrofARONKay o pia enttponn yia TVEAN a&loAdynon. H exintwon tng
a&loloyovpevng vepevaictnciog frav 1,3%, 6,6% kot 9,5% yia 10 £1KOVIKO QAPLLOKO, Y0 TIC OUAOES
4 mg/kg sugammadex kot 16 mg/kg sugammadex, avtiotora. Agv vaipéay avaeopis avaguiagiog
Y10 TO EIKOVIKO QApoKo 1 Yo To sugammadex 4 mg/kg. Ymp&e pia pepovouévn mepintmon
a&lohoyoduevnc avapuiaéiog Letd v tpdt 6001 sugammadex 16 mg/kg. (exintwon 0,7%). Agv
vpEe Kaveva oToryelo aEavOLEVNG cLYVOTNTOG 1) GoPapdTNTag VITEPELANGHNGIOG LIE
emovolopPoavopeveg d6celg sugammadex. Ze puo TponyoOUEVT] HEAETT e TaPOLOL0 GYESLOGUO,
vanpéav 3 a&loroyodeveg mepmtmaoel avapuiagiog, Oheg puetd amd 16 mg/kg sugammadex
(emintoon 2,0%).
e o oegapevn Paong dedopévav Ddong I, ot avemBounteg evépyeteg mov avaeEpOnkay oG ouyvég
(> 1/100 éw¢ < 1/10) 1} moA0 ovyvég (> 1/10) Kou To GLYVEG avAUESH G ATOUd TOV AoV
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sugammadex Gg oy€on UE TNV OLLAS0 TOVL EIKOVIKOD QUpHAKOL, TepAapfdvovy dvoyevaia (10,1%),
Kepaiadyia (6,7%), vavtia (5.6%), kvidwon (1,7%), kwnopo (1,7%), Lardda (1.6%), éueto (1,2%) ko
KowAloKO diyog (1.0%).

Tlpoobetec TAnpogpopics yio g101tk0iS TAnBoouois

[Tvevpovornabeic acbeveic:

e dedopéva PHETE TNV KUKAOQOPI Kol G L0l ATOKAEIGTIKT KAVIKT 00KIUN o€ 0o0gvelg e 16Toptkd
TVELHOVOLOYIKDV EMTAOKMV, avapEpOnKe PpoyyOcTAcHOC MG La THavOV cuoyeTILOMEVN
avemBountn evépyeta. Ommg kot pe GAOVG TOLC 0oDEVEIC [LE 1IGTOPIKO TVELLLOVOLOYIK®DY ETTAOKMV, O
YTpdg TPENEL VO, Eivail EVAUEPOS Y10l TNV OV ELPEVIEN BPOoYYOCTOGHOV.

THoudrorpixog minQvouog

H mepropiopévn Baon dedopévov vtodnimvel 6t To TPoPid acporeing Tov sugammadex (£wg
4 mg/kg) oe modaTpUKoV 0oBeVEIG NTOV OO0 LE EKEIVO TV EVIMK®V.

Avapopd mBavoAoyoLUEVOV aVETBVUNTOV EVEPYELDV

H avagopd mbovoroyobuevoy avemBOunTmy vEPYEL®Y LETO AmO TN YOPNYNOoN GOENS KLUKAOPOPING
TOV QUPUOKELTIKOD TPOIOVTOG glvar onuavtikn. Emrpénet tn cuveyn mopakoiovdnon g oyéong
0PEALOVC-KIVOVVOL TOV PUPHUOKEVTIKOV TPOTOVTOG. ZnTeital and Tovg enayyeALATIES VYEING VO
avaPEPOLY OTTOLEGONTOTE TOUVOALOYOVUEVES OVETIOOUNTEG EVEPYEIEG LEG® TOV €0VIKOD GUOTNUATOG
ava@opdg Tov avaypdeetol oto [opdptnua V.

4.9 Ynagpodocoroyia

Xe KMviké peréteg, avapépbnie (o tepintmon tuyaiog vrepdosoroyiag pe 40 mg/kg, yopig kdmoteg
ONUOVTIKEC OVETIOVUNTES AVTIOPAGELS. € L0 LEAETN Yl TV 0voyN oTov avOpwmo, To sugammadex
yopnynonke ce docelc £mc 96 mg/kg. Asv avagépOnkav d060eEaPTMUEVEG AVETIODUNTES EVEPYELEC
001e cofapég avembBounteg evépyelec.

To sugammadex pumopei va amopaxpouviel pe apodoiion pe eiAtpo vVYNANG pong, aAld oyt Le eiltpo
YOUNANG pong. Bdcel KAvik®V HEAETMV, Ol GLYKEVTPMGELC TOL sugammadeX 6TO TAAGLO LELDVOVTOL
Katd Emg kot 70% petd amd apokdbapon diapkelag 3 £mg 6 wpav.

5. DAPMAKOAOI'TIKEX IAIOTHTEX
51 ®@oppoxodvvopikég 1010TNTES

Doppokobepamentikn katnyopio: 6ia Ta Aourd Oepamevticd tpoidvta, avidota, kmdkog ATC:
V03AB35

Mnyoviopdg dpdong:

To sugammadex eivat o TPOTOTOUEVT YA KUKAOSEETPIvN, 1 oTtola glvan €vag ExdekTikog
Mopayovrag Aéopevong Muoyorapmtikav (Selective Relaxant Binding Agent). Zymuotilet éva
GOUTAOKO LLE TOVG TAPAYOVTES VEDPOUDTKOD OTOKAEIGLOD, TO POKOVPOVIO 1) TO PEKOVPOVIO, GTO
TAOCLLOL KO [LE TOV TPOTO OTO UEIDMVEL TV TOGOTNTA TOL TOPAYOVTO VEVPOULIKOD OTTOKAEIGUOV, TOV
dtoTifeTan Y10 v OECGUEVGEL TOVG VIKOTIVIKOUS VTTOJ0YEIG GTNV VEVPOULIKT] GuVOYT. AVTO 00NYEL 6TV
AVAGTPOPT TOL VEVPOUVIKOD OTOKAEIGUOD OV €Yl TPOKANOEl 0d T0 pokovpdVvIo 1} TO Bekovpdvio.

DapuokodvvoKe EmMOPACELS:

To sugammadex £xet yopnynOei oe docelc kopavoueveg and 0,5 mg/kg éwg 16 mg/kg o peléteg
AVTOTOKPIONG 0T 000N G€ ENOYOLUEVO OO TO POKOVPOVIO amokAEIGHO, (0,6, 0,9, 1,0 ko 1,2 mg/kg
Bpopovyov pokovpdviov pe Kot ympig 0OGEIS GLVTIPNOTG) Kl GE EXAYOUEVO amd TO BEKOVPOVIO
amokAeiopo (0,1 mg/kg Bpouiovyov fekovpdviov pe 1 ypic S0GELS GUVTINPNGCNG) GE dLUPOPETIKA,
¥POVIKG onueio / BaOn amokAelouov . XTic ueAETeG anTéc Tapatnpnnke cagpng oxéon dooNc-
ondKpPLoNG.
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http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

Klvikn omoteleouotikdTNTo Kol 0GQAAELOL:

To sugammadex umopei va yopnyeitat 6€ d14.Qopa ¥POVIKAE SGTHOTO LETE 0td TNV YOPTYNOT TOV
POKOLPOVIOL 1 TOV Bpwptovyov Bekovpdviov:

Anln ovaotpopn— Pobig vevpouvixos omokleiouog:
e U0 KEVTIPIKN UEAETN, Ol acOeveic TuyalomomOnKay 6TV Opado TOL POKOVPOVIOL 1) TOV
Bekovpoviov. Metd and Tnv TeElevTaia dOCT TOL POKOVPOVIOL 1 TOL Pekovpoviov, oe 1-2 PTCs,
yopnynonkoav 4 mg/kg Tov sugammadex 1| 70 meg/kg veootiypivng pe toyxaia oepd. O ypodvog and v
évapén g yopnynomng tov sugammadex 1 TG VEOSTIYIIVNG £m¢ TNV avdxtnon tov Adyov T4/T; otnv

TR 0,9 rav:

Xpovog (Aemtd) amd v yopnynon tov sugammadex 1 g veooTiyuivng o€ Babv vevpouvikd
amokAelopo (1-2 PTCs) petd amod yopnynon pokovpoviov 1 BEKovpoviov £0¢ TV avAKTNGT TOL AOYOL

T4/T; oty tipun 0,9

ITapdyovrog vevpopvikon OepamEVTIKO TN

OTOKAEIGHOD Sugammadex (4 mg/kg) Neootrypivn (70 meg/kg)
Poxovpdvio

N 37 37

Avdpecog ypovog (Aentd) 2,7 49,0

Ebpoc 1,2-16,1 13,3-145,7

Bexovpovio

N 47 36

Aldpecog ypovog (Aentd) 33 49.9

Ebpoc 1,4-68,4 46,0-312,7

AT ovaoTpoen — HETPLOS VEVPOUDIKOS ATOKAEIGUOG:!
e o GAAT KEVTPIKN HEAETN, ot acheveic TuyalomomOnKay 6TV opddo poKovPOVIOL 1) TOV
Bekovpoviov. Metd tnv tehevtaio yopnynon POKoOLPOVIOL 1| TOL BEKOVPOVIOV, LE TNV ETOVEUPAVION
tov Ty, yopnynonkav 2 mg/kg sugammadex 1} 50 mcg/kg veootiypivng pe toyaio cepd. O ypodvog amd
v évapén g xopnynong Tov sugammadex 1) TNg veooTiyuivng £mg tnv avaktnon tov Adyov T4/ T,

otv TR 0,9 frav:

Xpoévog (Aemtd) amd v yopnynon Tov sugammadex 1| TG VEOSTIYIIvNG KATH TNV EXAVEUQAVICT] TOV
T, petd amd yopnynon pokovpdviov 1 Pexkovpdviov Emg v avaktnorn tov Adyov T4/T; oty Tiun 0,9

TTapdyovrog vevpouvikoh OepameVTIKO TYNLLOL

OTOKAEIGUOD Sugammadex (2 mg/kg) Neootrypivn (50 meg/kg)
Pokovpdvio

N 48 48

Aldpecog ypovog (Aentd) 1,4 17,6

Ebpog 0,9-5,4 3,7-106,9

Bexovpovio

N 48 45

Aldpecog ypovog (Aentd) 2,1 18,9

Evpog 1,2-64,2 2,9-76,2

H avactpoen 1ov vevpouvikod amokAEIGHOD TOV TPOKAHONKE ad TO poKovpPOVIO LE TO sugammadex
GLYKPIONKE LLE TNV AVOGTPOPT] TOV VELPOUVTKOD ATOKAEIGHOD OV TPOKANONKE Ao TO CisS-aATPaKOVPLO
pe TN veooTiypuivn. Me v enavepepdvion tov T, xopnynOnke d6on 2 mg/kg sugammadex 1| 50 meg/kg
veoatiyuivng. To sugammadex mapeiye oy HTEPT OVAGTPOPT TOL VELPOUVIKOD OTTOKAEIGUOD TOV
TPOKANONKE amd TO POKOLPOVIO GE GUYKPLIOT| LLE TNV AVOGTPOPT| TOV VELPOUVTKOD ATOKAEIGUOD TTOV
TPOKANONKE amd TO CiS-0TPOKOVPLO E TN VEOSTIYIIVN:
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Xpbévog (Aemtd) amd TN yopnynon Tov sugammadex 1] TNG VEOSTIYIivNG KATd TNV eXaveUedvion tov T,
UETE amd YopyNGn POKOLPOVIOV 1| CiS-aTPakoVPLoL £mG TNV avdktnon tov Adyov T4/ T oty tiun 0,9

ITapdyovtog vevpouvikoh

OepameVTIKO TYNLLOL

OTOKAEIGHOD Pokovpoévio kot sugammadex Cis-01parodplo Kot VEOSTLYpivn
(2 mg/kg) (50 meg/kg)

N 34 39

Aldpecog ypovog (Aentd) 1,9 7,2

Evpog 0,7-6,4 42-28,2

Lo aueon avaotpopy:

O xpOVOG £mG TNV OVAVIYN Atd VELPOUDTKO OTOKAEIGUO TOL TPOKANONKE OO GOVKKIVOAOYOAIVT
(1 mg/kg) ovykpidnke pe mv avavnyn pe to sugammadex (16 mg/kg, 3 Aemtd apydTepa) omd
VEVPOUVTKO ATOKAEIGUO TTOV TPOKANOnKE and pokovpovio (1,2 mg/kg).

Xpovog (Aemtd) amd TV YopnyNon pokovpdviov kot sugammadex 1] GOVKKIVOAOYOAIVIG £mG TNV

avdxtmon tov T; 10%

ITapdayovrog vevpopvikon

OePATEVTIKO TN

OTOKAEIGHOD Pokovpoévio kot sugammadex 2OUKKIVOAOYOAIVT|
(16 mg/kg) (1 mg/kg)

N 55 55

Avgpecog ypovog (Aemtd) 4,2 7,1

Evpog 3,5-7,7 3,7-10,5

& GLYKEVIPOTIKT ovdAvon avaeépdnkav ot akoilovbot yxpovor avavnyng yio 16 mg/kg
sugammadex petd and 1,2 mg/kg Bpopodyov pokovpdviov:

Xpovog (Aemtd) amd v yopnynon tov sugammadex ce 3 AenTA PUETE TO POKOLPOVIO EMG TNV

avdxton tov Aoyov T/ T oty tipn 0,9, 0,8 0,7
T4+/T, 010 0,9 T4/T, 010 0,8 T4/T, ct0 0,7
N 65 65 65
Alqpecog 1,5 1,3 1,1
1p6vog (Aemtd)
Ebpoc 0,5-14,3 0,5-6,2 0,5-3,3

Neppixn ovoiertovpyio.

e 800 PEAETEG aVOL TG ONILOVOTG £YIVE CUYKPIOT] TNG ITOTEAEGLLOTIKOTITOG KOt TNG OCQAAELNG TOL
sugammadex o€ yelpovpykovg acheveic pe kot ympic cofopn veppikn dvciertovpyia. X pio perén,
to sugammadex yopnynonke LeTd amd UTOKAEIGHO OV TPOKANONKE amd pokovpovio, oe 1-2 PTCs
(4 mg/kg, N=68). Ztnv dAAn perétn, to sugammadex yopnynonke petd v exaveupdvion tov T,

(2 mg/kg, N=30). H avavnym omd tov anokAelopo frav HeTping HEYOADTEPTG OIEPKELOG Y10 TOVG
acBeveic e coPapn veepikn ducAettovpyio, GLYKPITIKE e TOVG aoeveic ympic vePpikn
dvodettovpyio. Agv ava@épONKe VIOAETOUEVOG 1] EMAVEUPAVILOLEVOS VEVPOUVTKOC OTOKAEIGHOG OE

aoBeveic e coPapn veppikn ducAettovpyia 6e AVTES TIG LEAETEG.

5.2 @oppokoKivnTIKES 1OLOTNTES

O1 QopHOKOKIVNTIKEG TOPApETPOL TOV sugammadex VToAOYIGTNKAY 0O TO TEAKO GOVOAO TV
GUYKEVTIPMGEMV TOV OEGUEVUEVOV KOl AOEGUEVTOV GLUTAOK®V ToL sugammadex. Ot
QOPUOKOKIVITIKES TAPAUETPOL 0TS 1) KGBapGT Kot 0 OYKOog KaTovoung Oempovvtat va givart ideg yiao
T 0OECUEVTO KO TO OEGUEVHIEVA GUUTAOKO TOV sugammadex oTovg acbeveig mov £xovv voPfinbetl oe

avaisOnoio.

Koatavoun:

O mopatnpoVUEVOS OYKOG KOTAVOUNG oTafepomomuévng KaTdoToong Tov sugammadex gival tepimov
11 émg 14 Altpa o€ evihikeg aoOeveig pe puolodloyikn veppikn Asttovpyia (BAcel cuuPatikig, un
SLOUEPIOUATIKNG POPUAKOKIVIITIKNG avaAvorg). Ovte to sugammadex o0Te TO GUUTAOKO TOV
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sugammadex Kol ToL POKOVPOVIOL dECUEVETAL OTIG TPMOTEIVEG TOV TAAGHOTOG 1) 6T EpVOpOoKHTTAPO,
OT®G TapaTNPHONKE in Vitro YpMGILOTOIOVTOS 0vOpdTIVO TAAGHO dvpa Kot TANpeG aipa. To
sugammadex gpeavilel YPoUUIKES KIVITIKES 1O10TNTEC 6TO 00G0A0Y1KO gVpog and 1 £wc 16 mg/kg
otav yopnyeital og evooeAéPia (IV) doom epoddov.

Buopetaoynuoticpoc:
e TPOKMVIKEG Kot KMVIKEG peAéteg, dev mapotnpndnikay petafoAriteg Tov sugammadex Kot 1
LOVOSIKY] 000G amofoAng Tov AUETAPANTOL TPOIOVTOC TV LEC® VEQPIKT] ATEKKPIONC.

AmofBol:

e eviAiKeg avalcOntomomuévoug acheveic Le PLUGIOAOYIKT] VEQPIKT AELITOVPYIO, O ¥POVOC NUICELNG
Cong (t12) TS amoPoAng Tov sugammadex givol TEPITOL 2 OPEG KoL 1 EKTILMOUEVT KAOBapon

T aouaTog eivot tepimov 88 ml/min. Mo peAétn woppomiag pnalag €deiée 6tL > 90% g dooMg
amexkpidnie evtog 24 wpmv. To 96% g d6ong anekkpibnke ota ovpa , 0md T omoic To 95%
TOVAGLOTOV PIopovce va amodobel og apetdafAinto sugammadex. H anékkpion péom tov konpdvov
M TOL eKTVEOUEVOL aépa T KATtw amd to 0,02% tng 66ong. H yopiynon tov sugammadex ce vyieic
€0elovtég 00NyNoE o€ OLENUEVT VEPPIKT OTTOLAKPVVGT] TOL POKOVPOVIOL LE T LOPPT] GOUTAOKOV.

Eidwcoi winboouol:

Neppkr) dvcAettovpyio kot nikio:

e o QUPUOKOKIVITIKY LEAETN 6oV €ytve oVYKplon aoBevav e cofapn veppikn ducieitovpyia e
acBeveig e PLGI0AOYIKT VEQPIKN AgtTovpYia, To emtinedo Tov sugammadex 6To TAGCU ToV
TOPOUOL0, KOTA TN OLAPKELD TNG TPDTNG MPOC LETA TN XOPNYNOT TNG 00GNC Kol LETETELTO, TO, EXITEDL
petmdnioay taydtepa oty opdada eAéyyov. H olikr| €ékBeon oto sugammadex 1TV TopaTETAPEVT,
odnyovtog o 17 popéc vynidtepn €xbeon twv acBevav pe coPapn veppikn duciettovpyio. Xopniég
OLYKEVTPMGELS sugammadex givat aviyveDGIES Y10, TOVAGYIOTOV 48 MPEG PETA TN YOPNYNCT TG 6OGNS
o€ acbevelg e cofapn veppikn avemdpKeLa.

e o 0e0TEPN UEAETT OOV £yve GUYKPLOT o€ dTopa pe PHETPLa 1) GoPapt VEQPIKT SLGAELTOVPYia e
dTOUO LE PLGLOAOYIKT VEQPIKN AgtTovpyia, 1 kdOapon Tov sugammadex oTadlokd Hel®ONKE Kal 0
xpOvog nuiceag Long t, otadlakd Tapatadnke pe tn peimon g veppikng Asttovpyiog. H ékBeon
NTav 2 eopég kat S popég LYNAOTEPT o€ dTopa e PETPLO Kot GoPapn VEPPIKT SuGAEITOLPYia,
avtiotorya. Ot cuykevtpmaoelg Tov sugammadex dev NTav TAEOV AVIXVEDGIUEG TAV® OO 7 MUEPEG LETA
TN YOPNYNON TG 600NG GE GTON UE GOPUPT| VEPPIKT OVETAPKELQ.

[TepiAnym TV POPUAKOKIVITIKOV TOPAUETPOV TOV sugammadex avd nAtkio Kot veepikn Agttovpyio
TOPOVCAeTon TOPOKATO:
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Emieypévo opaxtnprotika acOevav

Méoeg lpopreropneves @opproKOKIVITIKEG

napaperpor (CV%)
Anpoypoeikd Neppkn Aertovpyio Kabapon Oyxog Xpovog
oTotyela Kabapon kpeativivng (ml/min) katavoung ot | Huloeswog {ong
(ml/min) otafepomompévn (hr)
katdotaon (1)
Evilikag DuoroloyiKn 100 88 (22) 12 2 (21)
40 etV Awrtapoyuévn | ‘Hmo 50 51 (22) 13 4 (22)
75 kg Métpwr | 30 31(23) 14 6 (23)
YoPapn | 10 9 (22) 14 19 (24)
Hliopévog Ducroroyikn 80 75 (23) 12 2 (21)
75 etV Awtapaypévn ‘Hmo, 50 51 (24) 13 3(22)
75 kg Métp | 30 31 (23) 14 6 (23)
ZoPapn | 10 9 (22) 14 19 (23)
"Eonpog Dducloroyiky 95 77 (23) 9 2 (22)
15 etdov Awrtapaypévn | Hmo | 48 44 (23) 10 3(22)
56 kg Métpe | 29 27 (22) 10 5(23)
Zofopn | 10 8 (21) 11 17 (23)
ITondi DuoroloyiKn 51 37 (22) 4 2 (20)
7 et®dV Awrapoypévn | Hmo 26 19 (22) 4 3(22)
23 kg Métpua | 15 11 (22) 4 5(22)
Zofopry | 5 3(22) 5 20 (25)

CV=cvv1edleoTnC LETAPANTOTNTOC

dovlo:

Agv mopatnpnonkoy dtapopEg wg TPog To PUAO.

DuAn:

e wo perém oe vyteic lanwveg kot Kavkdoiovg, dgv mopatnpndnkay KAWIKG onuovTikég olapopég
OTIG PAPUOKOKIVITIKEG TTOPaUETPOVG. [leplopiopéva atorygia 6g dEIKVOOUY SL0POPEC OTIG

(QOPUOKOKIVITIKEG TAPUUETPOVS GE ATOLO TNG LAOPNG PLANG 1 08 APPO-OLUEPTKOVODC.

Bdpoc couatoc:

H avéivon poppokokivntikig TAnfucpod evniikev kot NAKIopéveoy acbevav dev £dg1&e onuavTiKh
oyxéon KabBapong Kot 6YKov KATavoUnG He To BAPOg CMUATOC.

5.3 TIIpoxlvikd dogdopéva Yo TNV A6QIAEL

Ta, un KAWiKG dedopéva OEV amoKUADTTOVY 1010iTEPO KivouVo Y10, TOV AvOprTo e Paon Tig
SLUPOTIKEG LEAETEC PUPUAKOAOYIKNG ACPAAELOG, TOEIKOTNTOC ETOVOLUUPAVOUEVDY dOCEMV,
YovoTo&KOTNTAG, TOEIKOTNTAG OTNV OVOTAPAYOYIKT IKOVOTNTO, TOTIKN avoyn 1 GCOUPATOTNTO LE TO

aipa.

To sugammadex amofdAleTal TOYEMS GTA TPOKALVIKG 10T, TOPOAO TOV VTOAEWUUATIKO Sugammatex
TapoTnpONnKe 6To 00TA Ko To, SOVTIO VEapdV empvmv. [IpokAvikéc pedéteg oe veapong eVIiAKEG Kt
opLuovg emipveg 0et&av Ot To sugammadex dev ennPeAlel 0pPVNTIKG TO YPOUL TOV SOVTIDV 1 TNV
TOLOTNTA, TNV OOUN KOl T®V LETOPOAMGUO TV 0oTdV. To sugammadex dgv £ygl emidopacn otV
eMOOPHOOT KATAYLOTOG KL GTIV OVASIALUOPPDGCT) TOV 0GTOV.
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6. OAPMAKEYTIKEX TIAHPO®OPIEX
6.1 Koatdaroyog ekdoymv

Ydpoyrwpikd 0&0 3,7% (v pvBuon Tov pH) kavn vdposeido tov vatpiov (yro pvbuion tov pH)
"Yomp yio evéoipa

6.2 AocvppotoTnTeg

AVTO TO QUPUOKEVTIKO TPOTOV JEV TPETEL VO, AVOULYVOETOL LUE GALO QOPLOKEVTIKA TPOTOVTA EKTOC 0Td
ekeiva Tov avagépoviatl Ty mopdypapo 6.6.
"Exet avapepBei puokn acvpfotomta pe v Pepamopiin, Tnv ovoaveeTpoOvT Kot T PovITIOivr.

6.3 Awdpkera Long
3 xpovie

Metd 10 TPMOTO AVOLYLLO KOl TNV apaicdoT), 1) ¥NIKY Kol LGIKT 6TafepdtnTa KATd TV Yp1on EXouv
texunprodet yia 48 dpeg og 2°C émg 25°C. ATd LikpoPloAoyikng OmOYEMG, TO OPULOUEVO TPOTOV
TPENEL VO, YPTCILOTOELTAL OUESHS. AV gV ypnotpomombel apéowmc, ot ypdvotl OAAENG KaTd TN Yp1ion
Kol 01 GLVONKEC TPV Ao TV YpRon opilovTarl e vBHVN TOV ¥PNOTN KoL KOVOVIKE dEV TPETEL VoL Eivat
peyoivtepot and 24 dpeg o€ 2°C €mg 8°C, ektdHG av 1 apaimon €yve og ELEYYOUEVES KoL
EMKVPOUEVEC AOTTTTEG GLVONKEC.

6.4 Iowitepeg mpouvrdéers katd T @OLAEN TOV TPOIOVTOG

dvidooete og Deppokpacio pikpotepn tov 30°C.

Mnv KatoyvyeTe.

DdvAidooete 10 PLOAIdI0 6TO EEMTEPIKO KOVTI Y10 VO TPOGTATEVETAL OO TO PWG.

IMoa 11g cvvONKeg POAAENC TOL UPUIOUEVOD PAPUAKEVLTIKOD TPOiOVTOC, PA. Tapdypapo 6.3.

6.5 ®@Vo1 KOl GVGTUTIKA TOV TEPLEKTI

2 ml 1 5 ml dreAvpToC 68 PLEAidIo 0mtd Yvoli TOTOL I pe TOHOTO EAACTIKOD YA®POBOVTLAIOV, UE
KEALULO 0AOVUIVIOV [E GYKIOTPO KOl GUTOOTOCTMEVT] GPPAYIOT).

Meyébn ovokevaciog: 10 praridia tov 2 ml 1 10 @oAide tov 5 ml.

Mmropei va, unv KuKAOPOPOUV OAEG 0L GLOKEVAGIEC.

6.6 Iowitepeg mpo@uAAEers amoppryns Ko GAAOG YELPLONOS

To Bridion pmopel vo evieton o evOoPAEPLOL YPOUUT LA 7)OT) VTEAPYOVGOS £YXLONG UE T akOAlovOa
evooQAEPLa draAvpata: yAmprovyo vatplo 9 mg/ml (0,9%), yAvkdln 50 mg/ml (5%), yAwpiovyo
vatpro 4,5 mg/ml (0,45%) ko yAokoln 25 mg/ml (2,5%), yohoktikd didivpa Ringers, didlvpa
Ringers, yAvko(n 50 mg/ml (5%) og yrmprovyo vatpio 9 mg/ml (0,9%).

H ypoappn €yyvong 6o tpénetl va exmivbel emaprag (m.y. pe 0,9% yAwplovyo vatplo) petad g
yopnynong tov Bridion kot T@v GAADV QapUAK®V.

Xpnon 6tov ToudraTpikd TAnfuouod
IMa nadiatpikovg acbeveic to Bridion pmopei va apaid@vetat pe Ty ypnion YAmplovyov votpiov
9 mg/ml (0,9%) oe cuykévipmon 10 mg/ml (BA. mapdypogo 6.3).

Kabe aypnoiponointo eappakeuticd Tpoiov 1 VIOAEYLLN TPETEL VAL ATOPPITTETAL COUPOVO LE TIG
KATA TOTOLE 1GYVOVGEC GYETIKEC SLOTAEELG.
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7. KATOXOX THX AAEIAY. KYKAO®OPIAX
Merck Sharp & Dohme B.V.

Waarderweg 39

2031 BN Haarlem

OMavdio

8. APIOMOZX(OI) AAEIAY KYKAO®OPIAX
EU/1/08/466/001

EU/1/08/466/002

9. HMEPOMHNIA ITPQTHY ET'KPIXHX/ANANEQYXHY THX AAEIAX
Hpepounvia mpdtg £ykpiong: 25 lovAiov 2008
Huepounvia televtaiog avavémong: 21 Iovviov 2013

10. HMEPOMHNIA ANAOGEQPHXHX TOY KEIMENOY

Agentopepeic TANpoeopieg Yio 10 TapdV POPUOKEVTIKO TPOoioV gival S100EG1LES GTOV SIKTLOKO TOTO
tov Evponaikod Opyoaviouod Gapudkwov http://www.ema.europa.eu.
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ITAPAPTHMA 11

IHHAPAXKEYAXTHX YIIEYOYNOX I'TA THN
AIOAEXMEYXH TQN ITAPTIAQN

OPOI'H IEPIOPIXMOI XETIKA ME TH AIAGEXH KAI
TH XPHXH

AAAOI OPOI KAI AITAITHXZEIX THX AAETAX
KYKAO®OPIAX

OPOI'H NIEPIOPIXMOI EXETIKA ME THN AX®AAH KAI

ATIOTEAEXMATIKH XPHZH TOY ®PAPMAKEYTIKOY
MPOIONTOX
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A. TIAPAXKEYAXTHX YIIEYOYNOZX I'TA THN AITOAEXMEYXH TQN ITAPTIAQN

Ovopo kot d1evfvven Tov TaPACKELACTH TOL £ival VTevLHVVOC Yo TNV OTOOEGUELCT) TOV TOPTIOWV

N.V. Organon
Kloosterstraat 6
P.O. Box 20
NL-5340 BH Oss
OALavoio

B. OPOI'H HEPIOPIXMOI ZXETIKA ME TH AIAGEXH KAI TH XPHXH

DdoppokevuTikd TPOoidY Yo T0 0moio amatteital Teproptopévn wtpikn cvvoyn (PA. apdapnua I:
[epiinym tov Xopaktnplotikev tov [Ipoidvtog, mapdypapoc 4.2).

I'. AAAOI OPOI KAI AITAITHXEIX THX AAEIAY. KYKAO®OPIAX
. Ex0¢oeig Ileprodung Mapaxorovdnong tng Acpaierog

Ot arotnoelg yio Tnv voPoAr ekBEce@V TEPLOSIKNG TOPAKOAOVONONG TNG AGPAAELNS Y10 TO EV
AOY® QOpUAKEVTIKO TTPOTOV 0pilovTol 6TOV KATAAOYO LE TIg NUEpOoUNVies avapopdg T Evoong
(xotdroyog EURD) mov mapatifeton oty mopdypago 7, tov apbpov 107y, T odnyiog
2001/83/EK ko ka0g emaxoAoving entkalpomoinong 0mms OMULocIEVETAL GTIV EVPOTAIKT
SIKTLOKT TOAT| Y10, TG, APUAKOL.

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

. Yyéoro Awoyeiprong Kivovvoo (XAK)

O Kdroyog Adelag Kvkhopopiag Oa die&aydyet Tic amartovpeveg dpaotnplotTnTeg Kol TopeUPAcELg
QopUOKOETOYPOTTYTIONG, OTMS Tapovctdloviol 6to cvupwvnbéy TAK mov mapovoidletal otnv
Evétra 1.8.2 g Adetog Kvukhogopiog kot 0o1ecdnmote emakolovdec eykekpuévec avabempnoelg
Tov ZAK.

"Eva emixotporompévo LAK Oa wpénet va katotedel

. Metd and attnpa tov Evporaikov Opyoviepod Qapudkmv.

o Onotednmote TPOTOMOLEITAL TO GVGTN O S1oYEIPIONG KIVOHVOU, E0IKE MG ATOTEAEGLLO ANYNG
VE®V TANPOPOPIDOV TOV UTOPOVV VO EMPEPOVY CTIUAVTIKT GAAXYT] GTI GYECT] 0QELOVC-KIVOHVOL
N ©OC OTOTEAECUA TG EMITEVLENG EVOC GIUAVTIKOD OPOCTHOL (PAPUOKOETOYPVTVIOT 1}
glaylotomoinon Kvévvov).
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ITAPAPTHMA II1

ENNIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX
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A. EIIIXHMANXH

21



ENAEIZEIX ITOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EZQTEPIKO KOYTIL 10 x 5 ml guoAiowa

1. ONOMAZIA TOY PAPMAKEYTIKOY ITPOIONTOX

Bridion 100 mg/ml gvéoipo didAvpa
sugammadex

2. YXYNGOEXH XE APAXTIKH(EX) OYXIA(EYX)

1 ml mepéyer 100 mg sugammadex (¢ vaTplovyo sugammadex).
Kabe prorido tov 5 ml mepiéyet S00 mg sugammadex (@g vaTplovyo sugammadex).
500 mg/5 ml

3. KATAAOI'OX EKAOXQN

Ao ovoTaTikd: VOPoYAmPKO 0&D 3,7% ko vépoeidio Tov vatpiov (Yo pvOen tov pH), Véwp
Y10 EVECTYLAL.
BA. 0 @OALO 001 YLDV YPONC Y10 TEPAUITEP® TATPOPOPIEC.

4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Evéoio dtdiopa
10 goAida
500 mg/5 ml

5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

EvdopAépia yprion
Moévo yio e@amag ypnon.
AwPacte 10 PUALO 0INYIOV XPNOTG TPV 0T TN YPNOT).

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION MPEIIEI NA ®YAAXXETAI XE OEXH, THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOZETTIZOYN TA ITAIAIA

Na euidooetal o€ 0éon, TV onoia dev PAETOVY Kot dgv TPoceyyilovy Ta, a1

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

‘ 8. HMEPOMHNIA AHEHX

AHEH
Metd T0 TP®OTO AVOLYHo Kot TV apainot, puAdccete o€ Beppokpacio 2-8°C Kot ypnoUOTOMGTE
€v10G 24 wpdv.

22



‘ 9. EIAIKEYX XYNOHKEX OYAAEHX

dvidooete og Oeppokpacio pikpodtepn v 30°C. Mnyv katoyvyete. Dvidcoete To QLOAISI0 GTO
€€MTEPIKO KOVTI Y10 VO, TPOGTATEVETAL OTO TO PG,

10. TAIAITEPEX IPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHZIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TOQN
YIHOAEIMMATQON ITOY IPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

Amoppiyte kKGOe oypnoonointo SidAvpo.

11. ONOMA KAI AIEYOYNXZH KATOXOY THX AAEIAY KYKAO®OPIAX

Merck Sharp & Dohme B.V.
Waarderweg 39

2031 BN Haarlem
OM\avoio

12. APIOMOX(OI) AAETAYX KYKAO®OPIAX

EU/1/08/466/002

13. APIOMOX ITAPTIAAX

Lot

‘ 14. TENIKH KATATAEH I'TA TH ATAGEXH

| 15.  OAHTIEX XPHEHE

‘ 16. IAHPO®OPIEX XE BRAILLE

H ottioAdynon yio va unv teptangBei n ypaen Braille sivor amodekt

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOX TPAMMOQTOX
KQAIKAX (2D)

A16O106T0TOC YPOUUU®TOS KDOIKAGS (2D) Tov PEpEL TOV TEPIANPOEVTO LOVASTKO aVOyVOPLOTIKO KOOTKO.

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

PC: {apBpog}
SN: {ap1Bpoc} ”



NN: {apBpog}
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EAAXIXTEX ENAEIZEIX TIOY IIPEITEI NA ANAT'PA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

EINIEHMANZXZH ®IAAIAIOY, 10 x 5 ml @uoAiow

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX(OI) XOPHTHZHXZ

Bridion 100 mg/ml éveon
sugammadex
v

‘ 2. TPOIIOX XOPHI'HXHX

| 3.  HMEPOMHNIA AHEHZ

EXP

4. APIOMOZX ITAPTIAAX

Lot

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

500 mg/5 ml

6. AAAA ETOIXEIA
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ENAEIZEIX ITOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EZQTEPIKO KOYTIL 10 x 2 ml guoriow

1. ONOMAZIA TOY PAPMAKEYTIKOY ITPOIONTOX

Bridion 100 mg/ml gvéoipo didAvpa
sugammadex

2. YXYNGOEXH XE APAXTIKH(EX) OYXIA(EYX)

1 ml mepéyer 100 mg sugammadex (¢ vaTplovyo sugammadex).
Kabe gprorido tov 2 ml mepiéyet 200 mg sugammadex (@¢ vaTplovyo sugammadex).
200 mg/2 ml

3. KATAAOI'OX EKAOXQN

Ao ovoToTiKd: VOPOYA®PIKS 0&D 3,7% kaum vépoeidio Tov vatpiov (Yo pvOon Tov pH), Véwp
Y10 EVECTYLAL.
BA. 0 @OALO 001 YLDV YPONC Y10 TEPAUITEP® TATPOPOPIEC.

4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Evéoio dtdiopa
10 goAida
200 mg/2 ml

5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

EvdopAépia yprion
Moévo yio e@amag ypnon.
AwPacte 10 PUALO 0INYIOV XPNOTG TPV 0Td TN YPNOT.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION MPEIIEI NA ®YAAXXETAI XE OEXH, THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOZETTIZOYN TA ITAIAIA

Na euidooetal o€ 0éon, TV onoia dev PAETOVY Kot dgv TPoceyyilovy Ta, a1

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

‘ 8. HMEPOMHNIA AHEHX

AHEH
Metd T0 TP®OTO AVOLYLD Kot TNV apaimot, puAdccete o Beppokpacio 2-8°C Kot ypnOLLOTOMGTE
€v10G 24 wpdv.
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‘ 9. EIAIKEYX XYNOHKEX OYAAEHX

dvidooete og Oeppokpacio pikpotepn Tov 30°C. Mnyv katoyvyete. DuvAdcocete To PLOAIS0 GTO
€€MTEPIKO KOVTI Y10 VO, TPOGTATEVETAL OTO TO PG,

10. TAIAITEPEX IPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHZIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN ‘H TOQN
YIHOAEIMMATQON ITOY IPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

Amoppiyte kKGOe oypnoonointo SidAvpo.

11. ONOMA KAI AIEYOYNXZH KATOXOY THX AAEIAY KYKAO®OPIAX

Merck Sharp & Dohme B.V.
Waarderweg 39

2031 BN Haarlem
OMavdio

12. APIOMOX(OI) AAETAYX KYKAO®OPIAX

EU/1/08/466/001

13. APIOMOX ITAPTIAAX

Lot

‘ 14. TENIKH KATATAEH I'TA TH ATAGEXH

| 15.  OAHTIEX XPHEHE

‘ 16. IAHPO®OPIEX XE BRAILLE

H ortoAdynon yia vo, umv tepiangBei n ypaen Braille sivor amodekt

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOX TPAMMOQTOX
KQAIKAX (2D)

A16O106T0TOC YPOUUU®TOS KDOIKAGS (2D) Tov PEpEL TOV TEPIANPOEVTO LOVASTKO aVOyVOPLOTIKO KOOTKO.

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

PC: {apBpog}
SN: {ap1Buoc} -



NN: {apBpog}
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EAAXIXTEX ENAEIZEIX TIOY IIPEITEI NA ANAT'PA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

EINIEHMANZXZH ®IAAIAIOY, 10 x 2 ml @uoAiowe

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX(OI) XOPHTHZHXZ

Bridion 100 mg/ml éveon
sugammadex
v

‘ 2. TPOIIOX XOPHI'HXHX

| 3.  HMEPOMHNIA AHEHZ

EXP

4. APIOMOZX ITAPTIAAX

Lot

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

200 mg/2 ml

6. AAAA ETOIXEIA
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B. ®YAAO OAHI'TQN XPHXHX
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®vrho ooNyIOV ypionc: IIAnpogopics yia Tov ypijoty

Bridion 100 mg/ml gvécipo didivpa
sugammadex

AwPaote TPOGEKTIKG 0ALOKANPO TO GVALO 03N YIAV YP1ONG TPV GaS LopNYNOEl 0T TO
PappoKo, o10TL TEPLAGUPAVEL GNUAVTIKES TANPOPOPIES Y10 CUG.

o DvraEte avTd TO EOAAO 0dNYLDV Yprione. Towg ypelaotel va to dopdoete Eava.
. Edv éyete meportépm amopieg, potnote TOV avoicdnclordyo 1 Tov yoTpd Gog.
. Edv mopatnpnoete kamoto avemiOUNT eVEPYELD, EVILEPDOTE TOV OVAIGHNGLOAGYO GG 1

AoV Y10TpO. AVTO 1oYvEL Ko Yo kéOe mibhavr avemBountn evépyela mov dev avapEPETAL GTO
POV POALO 00T YLDV YpNonc. BA. mapdypapo 4.

T epLéyeL 1o Tapoév @UALO 00N YIOV

T eivo to Bridion kot mota givat 1 ypiomn tov

T mpénet va yvopilete mpv oag yopnynOei to Bridion
Iwg xopnyeiton to Bridion

[MBavég avemBounteg evépyeleg

IMog va puidcocete to Bridion

[Tepreyduevo g cvokevasiog Kot AOTEG TANPOPOpPieg

SR LD

1. Th givon o Bridion kon wowa gival 1 yp1on Tov

Tu givon o Bridion

To Bridion mepiéyetl ™ dpaoctikni ovoia sugammadex. To Bridion Oswpeitar 6t eivon évog Exlextinog
Tapayovrog Aéousvons Mvoyoiopwtikav, KaBmg dpa LOVO Ie CUYKEKPIUEVE LVOYOAOPMTIKE, TO
Bpopovyo pokovpovio 1 To Ppopovyo Bekovpodvio.

Mo givar 1 yprion Tov Bridion

Orov voPdAreote g KATOLOVG THTOVG XEWPOVPYIKOV EXEPPACEDV, OL LHEC GOG TPETEL VAL
YOAOPDOCOVY TANPOG. AVTO SIEVKOADVEL TEPIGGATEPO TOV YEIPOVPYO TPOKEUEVOL VO, TpoPel otV
yepovpykn exépuPaocn. o Tov Adyo awtod, N yevikn availsOncio mov cog divetot mepthapPdvet
(QAPLLOKO TTOV TTPOKAAOVY YOAGP®GCT] TOV LU®V G0G. AVTd ovouUdLovTol uooyalopwtikd, Kol 6T,
Tapodelypato TEPAaUPAVETOL TO fPmUIONY0 PoKOLPOVIO Kot To Bpoptotyo Pexovpdvio. Emeidn ta
QAPLLOKO VT, TTPOKOAAOVY YOAAPMOOT Kl GTOVG OVOTVEVGTIKOVG GOG LOES, ypetaleote Pondeia yio va
avamvEéete (TevnTog 0EPIGHOG) KOTA TN JdpKeLD TNG EMEUPACTIG Kot LETE amd auTiV, £0G OTOV Vo
UTOPECETE VO AVOTVEDCETE Kol TAAL 0O POVOL GO,

To Bridion ypnciponoteital yio vo EXLTayOVEL TV OTOKOTAGTACT TMV HVAOV GOG LETO aTd Lol
YEPOLPYIKN EMEUPACT, DOTE VA, GOC EMLTPEYEL VO, AvVOTTVEVGETE EAVE 0md HdvVoL Gog vopitepa. AvTo To
EMTLYYAVEL LE TO VL OEGUEVETOL [LE TO PPOULIOVYO0 POKOVPHVIO 1] TO PPOLIOVYO PEKOVPOVIO GTOV
opyavicud cag. Mropet va, ypnoiponon el og eviikeg 0moTedNTOTE YPNCIUOTOLEITAL BPp®UIovY0
poKoVPOVIO 1 Ppoodyo Pexkovpdvio kat o€ ToldLd kat eprpovg (Mhikiag 2 éwg 17 etdv) otov
YPTOLOTOEITAL PP®UOVYO POKOVPOVIO Y10 TNV EMTEVEN HETPLOV EMTESOV YOAAPOOTG.

2. Tvrpéner va yvopilete mpv oag yopnyn0si to Bridion

Agv mpémer va, 6ag yopnyn0¢ei to Bridion

o o€ mepinTmon aAlepyiog oto sugammadex 1 o€ 0To10ONTOTE GAAO GO TO. GVGTUTIKG OVTOV TOV
QOPUAKOV (OVOPEPOVTOL GTNV TTAPAYPAPO 6).

— Evnuepmote tov avaistnoeioldyo cag av avtd 1oy dEL yio 6ag.

IIpogrdomon|cElg Kot TPOPULAGEELS
AmevBuveite otov avaienciordyo cag mpv cog yopnynbei to Bridion
. €av ndoyete 1 010 TapeABOV ThoyaTe Ao veppomdfela. Avtd etval onHaVTIKO ETEWN TO

Bridion amopakpivetal omd Tov 0pyoviopd 6ag 10 TV VEQPDV.
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o €av €xete M eiyote oto mapeABOV nraTomadei

o €aqv €xete Kataxpdarnon vypav (oidnua).

. €4 €xeTe VOGOLG OV £IvaL YVAOGTO OTL TPOKOAOLV Evav ovénuévo Kivovvo apoppayiog
(Swtapayég otnv mEN TOL AHOTOG) 1 KOAOLOEITE AVTITINKTIKY Oy@yT.

Iowowa ko £épnpor
To @appako ovtd dev cuvioTaTol Yio fpéen NAkiog KAT® TV 2 ETOV.

Alha pappoxo kot Bridion

— Evnuepmote tov avaistnoeioldyo cag edv moipvete, £xETE TPOCPOTU TAPEL 1| LWTOPEL VO TAPETE
A0 QAPLLOKOL.

To Bridion givai duvatov va emnpedlel GAlo pappoka 1 vo ennpedleTol amd auTd.

Opopéva @appoKe. pew@vovy T1) 6pacn tov Bridion

— Eilvot eEa1petiKd onuavTiko vo VIUEPMCETE TOV AVOIeONGIOAGY0 GOG OV TPOCPATA EXETE TAPEL:
. TOPELLPEVT (YpMoloToteital ot Oepaneia KapKivov Tov Haotov).

o @ovG1d1KO 0&D (avTIBloTIKO).

To Bridion pmopei vo exnpealel To 0ppovIKE avVTIGCVAAMTITIKA
o To Bridion pmopel vo. KOTOGTHGEL T0, OPLOVIKA AVTIGVAANTTIKA — GUUTEPTAQUPBOVOUEV®Y TOV
«Xamiovy, Tov KOATIKOD d0KTLAIOL, TMV EUEVTELHAT®V 1} TOL oppovikoy Evdountpiov
Yvotpotog (IUS) — AMydtepo amoTeAeGHOTIKG, ETEDN LEUDVEL TNV TPOCAAUPAVOLEV ATTO TOV
avBpwmo TocdHTTA TNG OPLOVIG TTPoYESTEPOVTC. H TOosOTNTO TpOoYEGTAYOVOD, TOV YAVETOL
Katd T xpnon tov Bridion, gival mepinov i1 pe exeivn mov yavetor 6tav Tapaleinete Evo amod
TOV GTOHOTOG OVTIGVAANTITIKO YAl
— Av naipvete 1o Xam v 1010 nuépa katd TV onoia cag yopnyeitat to Bridion, wpémet
VO EPUPUOCETE TIG 0ONYIES TOL PVUALOL 0ONYLDY Y10, TO XATL OGOV APOPE TV TAPAAEWYT
doong.
— Av ypnoiponoleite GAAI 0pUOVIKG AVTIGVAANTTIKG, (Y10, TOPASELY IO KOATIKO
doKkTOAL0, eppiTeLpa N TUS) mpénet vo, ypnoiponooete enmpoceTn Un OpUOVIKY
avTioVAANTTTIKN PEB0SO (OTT®G TPOPLANKTIKO) Yo TIG ETOUEVES 7 MUEPES KOl VOL
EQUPHOCETE TIG 0ONYIEG TOV AVAPEPOVTOL GTO PUALO 0ONYIDV XPTCEMG TOL
OVTIGVAANTTIKO.

Emodpdaosis 670 amOTELECRATA TOV ULUATOLOYIKAV EEETACEDV

I'evikd, to Bridion dev aokel enidpaon oTig epyactnplokic e€etdoel. 2610060, Eivol SuVITOV Vi,
EMOPE 6TO OTOTELECHO U0 ALUATOAOYIKNG €EETAONC Y1OL Lot OpUOVY TTOL OVOUALETOL TTPOYECTEPOVT).
Evnuepdote Tov yotpd cog 4V Ta enineda TPoyesTEPOVIG OOG TPEMEL VAL EEETAGTOLY TNV 1d10L NUEPQL
ue avthv mov Ba cog yopnyndei to Bridion.

Kionon kot Onhaopog

— Evnuepmaote tov avaisOnoioloyo cag av giote £ykvog 1 vmoyaleote 0Tt glote £YKVOG
Eivar dvvatov vo umopeite va ndpete to Bridion ovtog 1| GAA®G, 0AAG TPETEL TPOTA VO, TO
ov{nrtnoerte.

To Bridion pmopei va ypnotponomBel katd t didpkeio Tov Oniacuov.

0o ynon Ko EPLoROS PNV ATV
To Bridion dev &xet Kapio yvoot eXidpacn oty ikavotnTd cog vo odnyeite kot vo xelpileote
oV LLOTOL.

To Bridion mepiéyer varpio
Evnuepdote tov avoicOnoiohdyo cog edv eiote o€ dlonta e EAeYYOUEVT TOGOTNTA OANTIOV.
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3. Mo yopnyeitan 1o Bridion

To Bridion 0a cog yopnyndei amd tov avaictncioldyo cag 1 vo v enifieyn tov avolcOncoAdyov
o0G.

H d60

0] ava:c]senmokéyog cag 0o Bpet T 8001 tov Bridion, wov ypeidlecte pe faon:

o T0 Bapog cag

o tov Babud otov omoio cog ennpedlel AKOUN TO LVOYXOAAPOTIKO PAPLOKO.

H ouvnng 660m givar 2-4 mg avd iAo ypappo copatikod Bapovs. Mmopel va ypnoipomombei pia
doon tov 16 mg/kg 6e evnlikovg edv amorteitan enelyovsa avavnyn amd T Poikn YoAApwor).

H 8601 tov Bridion yia maidid givan 2 mg/kg (moudud kot Eenpot nhkiog 2-17 etdv).

o yopnyeitar To Bridion
To Bridion 0a yopnyn0ei o€ £66¢ amd Tov avaicincioldyo cag. Xopnyeital og epdmas éveorn HEcw

pio EVOOPAEPLOG YPOUUNG.

Edv cag yopnyn0ei neprocotepo Bridion a6 10 cvvictdpevo

Kabmg o avarsOnoiordyog cag Bo mopakoiovdel TpooekTikd TV KaTdoTaoT 6o, dev ival Thovo vo
oag yopnynbei mepiosodtepo Bridion. Opwg av avtd cupfei, eivar anibavo va mpokaiécet kdmoa
TPOPAI LT

Edv éxete meplocdtepeg EpMTNGELS GYETIKA LIE T XPTOT ALTOV TOL PAPUAKOV, POTHOTE TOV
avaisnololdyo cag 1 AoV yiaTpo.

4. MBavéc avemBOuNTEG EVEPYELES

Onwg 6ha To pappaKa, £TG1 KO AVTO TO GAPUAKO UTOPEL VO TPOKAAEGEL AVETIOOUNTES EVEPYELES, AV
Kot 6gv Tapovclalovtal 6€ OAOLG TOVG AvEPMOTOLG.

Av ot avemBounteg avtéc evépyeleg ekdnimbovy evad Ppickeste og avaicOnoia, Oo mapoatnpnbovv kot
0o avtipetonichodv and Tov avalcOncloAdyo Gog.

Yoyvég avemOOunTeg evépyeles (umopei va emnpedoovy £0g 1 otovg 10 avlpamovg
*  Biyog

o AVGKOAIEG GTOVE OLEPAYMYOVG TTOL UTOPEL VO TEPIAUUPAVOLY Pxa 1] KIVNTIKOTNTO GOV VoL
Eumvarte M va Toipvete avaoa.

o Elappd avareOncio- propei va apyioete va Ppiokete Eovd Tig aictnoeig cog Kot va ypelaleote
TEPLocOTEPO valcONTIKG. AVTO pmopel va oag Kavel va Kivnbeite 1 va fri&ete oto TEA0G TG
enépuPaonc.

o Emumloréc katd tnv didpkela tng d10d1kaciog 0nme adiayéc oTov Kapdlakd puouo, fryxa f
KIVNTIKOTNTO.

o Meiopévn mieon aipotog AOYm XEPOVPYIKNG O10d1KAGTIOG

‘O ovyvég avemBopnteg evépyeleg (umopel va ennpedosovy £¢mg 1 otovg 100 avlpamovg)

. AoyGviac Lo OPEIMOUEVO GE UVTKEG KPAUTES TV 0.EPOPOPY 00mV (BPOoYyOCTOCUOG) TTOV
mapoTnpeital € acbeveis pe 16TOPIKd TPOPANUATOY GTOVG TVEDLOVEG.
o AlMepyicéc avtdpdoelg (vrepevatotnoio 610 eappoko) — énwg eEavinua, epvbpodtnra,

SOYK®ON TNE YADGGUG GOC KON TOL AUUOD, AUYAVIAC LI, OAAXYEG OTNV OPTNPLOKT TTEon 1
GTOV KOPOIKO puipd, mov Hepikéc popéc 0dnyel o coPapn peimon g aptnprokng wieons. Ot
coPupéc oAAepYKEG I OAAEPYIKOD TOTOL OVTIOPACELS UTopel va efvor ametAnTikég yio T (on.
AMEPYIKEC OVTIOPACELS avapEPOT KAV IO GLYVA € VYIElS €0ELOVTEG TTOL SLOTNPOVGAY TIG
aofnoelg Tovg.

. Emotpoen g pokng xoAdpmong PETd TV gyxeipnon
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ToyvoTnTa PN YveOoTi
o YoBapn emPpdovvon g Kapdidg Kot EXPPAduVen TG Kapdldg £0G TNV KOPOIUKT 0VOKOTY|
umopei va coppovv dtav yopnyeitor To Bridion.

Ava@opd avemBOunTmv evepyar@v

Edv mapotnpnoete kamoto, avemBOuntn evépyeia, EVUEPMGTE TOV avalstnoeloldyo cag 1 dAlov
YTpo. Avtod 1oYvEL Kot Yio KAOe mhavi| avemBountr evEPYELD TOL SEV OVOPEPETOL GTO TAPOV PUALO
odny®v ypnons. Mmopeite emiong va avagépete avemBounteg evépyeteg angvbeiog, uécm tov gbvikon
GULOTILLOTOG OVAPOPAS TTOL ovaypapeTor oto lapaptnua V. Mécm g avapopdc avertdountov
gvepyelmv pnopeite vo, fondnoete ot GLAAOYN TEPIGCOTEPDV TANPOPOPIDV CYETIKA LUE TNV ACPAAELL
TOV TTOPOVTOS POPULAKOV.

5. M og va puiaocoete To Bridion
H @Oloén Oa mpoyuatomoteiton amd exayyelpotiec vyeiog.
To @appoaxo ovtd TPEMEL Vo LAACOETAL GE PEPT] TOV OgV TO PAETOVV Kol OV TO POAVOLV TOL TOdLAL.

No unv yp1oLoTolEite 0vTO TO PAPLOKO UETE TNV NUEPOUNVI ANENG TOVL AVOPEPETAL GTO KOVTI Kot
otV emonuoavon petd v «AHEH». H nuepounvia Anéng sivar n tekevtaio pépo Tov Piva mov
ovopEPETAL EKEL.

Ddvidooete og Beppokpacio pikpotepn Tov 30°C. Mnv kotayvyete. PuvAdcoceTe TO PLOAIS0 GTO
€EmTEPIKO KOVTI Y10 VO, TPOGTATEVETAL OO TO PWG.

Metd 10 TPMOTO AVOLYLLO Kot TNV apaimot, puAdcoete o€ Oepuokpacio 2 £mg 8°C Kt ypNOIUOTOMNGTE
€v10G 24 wpdv.

6. Mepreybpeva TG GVOKEVOGING KO AOUTEG TAPOPOPIESG

T egpréyer 1o Bridion

- H dpaotikn ovoia givar to sugammadex.
1 ml evéopov SoAdpaTog TepiEyel vaTplovyo sugammadex 16odvvapo npog 100 mg
sugammadex.
Kabe prorido tov 2 ml mepiéyet vatpiovyo sugammadex 16odvvapo tpog 200 mg sugammadex.
Kabe proridio tov 5 ml mepi€yet vatplovyo sugammadex icoduvapo pog 500 mg sugammadex

- Ta dAla cvotaticd givar VO®P Yo evEsta, VOPOYA®PKO 0&D 3,7% KoM VEPo&eidio Tov
vatpiov.

Epeavien tov Bridion kon wepieydpeva g cvuokevaciog

To Bridion givait éva d100y£g Kot Aypopo £0¢ EAa@PE KITpvo EVEGIUO SIGAV L.

AwtiBeton o€ 600 drapopeTikd peyédn cvokevaciog, Tov tepiEyovy gite 10 proridwa pe 2 ml v 10
QloAid10 pe 5 ml evEGOV SLHADLOTOC.

Mmropei va, unv KoKAOPOPOUV OAEG 0L GLOKEVAGIEC.

Kéroyog Adsrog Kvkhogpopiog ko Iapackevaostiig
Karoyog Adcrac Kvkhogopiog

Merck Sharp & Dohme B.V.

Waarderweg 39

2031 BN Haarlem

OMovdio

HopookevaocTi|g
. N.V. Organon, Kloosterstraat 6, 5349 AB Oss, O ALavdia
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I"o omoladnmote TANPOPOPio. GYETUKH LE TO TOPOV POPLOKEVTIKO TPOidV, TapoaKaieichs va
amevBuvbeite otov Tomikd avtimpdécsmmo tov Katdyov g Adeiag Kvkiogpopiag:

Belgié/Belgique/Belgien
MSD Belgium BVBA/SPRL
Tel/Tél: 0800 38 693 (+32(0)27766211)

dpoc_belux@merck.com

Bbarapus

Mepxk lapn u loym bearapus EOO/]
Ten.: +359 2 819 3737
info-msdbg@merck.com

Ceska republika
Merck Sharp & Dohme s.r.o.
Tel.: +420233 010 111

dpoc_czechslovak@merck.com

Danmark

MSD Danmark ApS
TIf: +45 4482 4000
dkmail@merck.com

Deutschland

Griinenthal GmbH

Tel: +49 (0) 241 569 1111
service@grunenthal.com

Eesti

Merck Sharp & Dohme OU
Tel: + 372 6144 200
msdeesti@merck.com

EALada

MSD A.®.B.E.E.

TnA: +30210 98 97 300
dpoc_greece@merck.com

Espaiia

Merck Sharp & Dohme de Espaia, S.A.
Tel: +34 91 321 06 00
msd_info@merck.com

France
MSD France
Tél: + 33-(0)1 80 46 40 40

Hrvatska

Merck Sharp & Dohme d.o.o.
Tel: + 38516611 333
croatia_info@merck.com
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Lietuva

UAB Merck Sharp & Dohme
Tel.: +370 5 278 02 47
msd_lietuva@merck.com

Luxembourg/Luxemburg
MSD Belgium BVBA/SPRL
Tel/Tél: +32(0)27766211
dpoc_belux@merck.com

Magyarorszag

MSD Pharma Hungary Kft.
Tel.: +36 1 888 5300
hungary msd@merck.com

Malta

Merck Sharp & Dohme Cyprus Limited
Tel: 8007 4433 (+356 99917558)
malta_info@merck.com

Nederland

Merck Sharp & Dohme BV

Tel: 0800 9999000 (+31 23 5153153)
medicalinfo.nl@merck.com

Norge

MSD (Norge) AS
TIf: +47 32 20 73 00
msdnorge@msd.no

Osterreich

Merck Sharp & Dohme Ges.m.b.H.
Tel: +43 (0) 1 26 044
msd-medizin@merck.com

Polska

MSD Polska Sp. z 0.0.
Tel.: +48 22 549 51 00
msdpolska@merck.com

Portugal

Merck Sharp & Dohme, Lda
Tel: +351 21 446 57 00
clic@merck.com

Romania

Merck Sharp & Dohme Romania S.R.L.
Tel: +40 21 529 29 00
msdromania@merck.com


mailto:msdnorge@msd.no

Ireland

Merck Sharp and Dohme Ireland (Human Health)
Limited

Tel: +353 (0)1 2998700
medinfo_ireland@merck.com

sland
Vistor hf.
Simi: +354 535 7000

Italia

MSD Italia S.r.1.

Tel: +39 06 361911
medicalinformation.it@merck.com

Kvzpog
Merck Sharp & Dohme Cyprus Limited
TnA: 800 00 673

+357 22866700
cyprus_info@merck.com

Latvija

SIA Merck Sharp & Dohme Latvija
Tel: + 371 67 364224
msd_Iv@merck.com

Slovenija

Merck Sharp & Dohme, inovativna zdravila

d.o.o.
Tel: + 386 1 5204201
msd_slovenia@merck.com

Slovenska republika

Merck Sharp & Dohme, s. 1. 0.
Tel: +421 2 58282010
dpoc_czechslovak@merck.com

Suomi/Finland

MSD Finland Oy

Puh/Tel: +358 (0) 9 804650
info@msd.fi

Sverige

Merck Sharp & Dohme (Sweden) AB
Tel: +46 77 5700488
medicinskinfo@merck.com

United Kingdom

Merck Sharp & Dohme Limited
Tel: +44 (0) 1992 467272
medicalinformationuk@merck.com

To mapév @vALo 00N YIOV YprioNS avabempOnke Y10 TELEVTAIN POPA OTIS

Aemtouepeic TANPoeopieg Yio T0 apurako avtd eivorl dtabéoipec 6Tov dtkTLaKd TOTT0 ToL Evpmmaikon
Opyaviopuod ®apudxmv: http:/ www.ema.europa.eu.

O wAnpo@opicc mov akorovBovv amevOivovTal povo o€ erayyslpatieg vysiog:
I Aemtopepeic mAnpoeopieg deite v [epiinym Xapoaktnpiotikdv Tov Ilpoidvtog yio to BRIDION.
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