ITAPAPTHMA 1

MEPIAHYH TON XAPAKTHPIEZTIKOQN TOY ITIPOIONTOX



1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Sugammadex Mylan 100 mg/ml evéoipo dtéAvpa

2. IIOIOTIKH KAI ITIOXOTIKH XYNGEXH

1 ml mepiéyet varpiovyo sugammadeX icodvvouo pe 100 mg sugammadex.
KdaBe @roridio twv 2 ml mepiéyet vatprovyo sugammadex iodvvapo pe 200 mg sugammadex.
KdBe proridio tov 5 ml mepiéyet vatprovyo sugammadex iodvvapo pe 500 mg sugammadex.

"Exdoyo(a) pe yvooti dpdon
Mepiéyer éog 9,2 mg/ml véatpio (BA. mopdypago 4.4).

INa tov TA7pn KaTdloyo TV ekddywv, PA. mapdypogo 6.1.

3. DOAPMAKOTEXNIKH MOP®H

Evéowo didAvpa (éveon).
Atooyég Kot Gypopo £mg EAa@POS KiTptvo dtdAvpa.
H i pH eivon peta&d 7 kot 8 kat n oopoypappopoptakdtta eivor peta&h 300 kar 500 mOsm/kg.

4, KAINIKEX IIAHPO®OPIEX
41 OgpamevTikég gvoEiselg

AVOGTPOQPT] TOV VELPOUDTKOD OTOKAEIGHOD TTOL TPOKUAEITUL 0O TO POKOVPOVIO 1 TO BEKOLPOVIO GE
EVNAIKEG.

T tov ToudoTpikd TAnbovopod: to sugammadex GuvieTaTol LOVO Yo TV OTAT] OVaoTPOPN
OTOKAEIGHOD TTOL £)El TPOKANOEL ammd TO poKOLPOVIO GE TadLd Kot EPrioug nikiag 2 émg 17 etdv.

4.2  Aocoloyio kol TpOTOS Yoprynons

Aocoloyia

To sugammadex mpémet vo yopnysitol povo amd Tov ovatsnololdyo 1 vid v enifieyn Tov.
ZuvieTdTon 1) XpNoT HoG KATAAANANG TEYVIKNG TapoKoAOVONGNG TOL VELPOUVTKOD ATOKAEIGUOD, Y10
Vo TopoKOAOVOEITOL ) ETOVAPOPA TOV VELPOUVIKOD amoKAEIGHOV (PA. Tapdypopo 4.4).

H cuvictdpuevn 86om sugammadeX eEaptdtor amd 10 Eninedo TOL VEVPOUDIKOD AITOKAEIGUOD TOL
TPOKELTOL VO, AVAGTPAPEL.

H ocvvietdpevn do6on dev e&aptdrtal and 10 QOPUOKEVTIKO oYfLa avalcnciog.

To sugammadex pmopsi vo xpnoionotnBel TPokeUEVOL va avaoTpapoby SLaPOPETIKA Enineda
VEVPOUVTKOD OTTOKAELGOD, TTOL TPOKANONKAY 0td TO pOKOVPOVIO | TO PEKOVPOVIO:

Evniixeg

ATAY avacTtpon:

Sovictdrar 1) yopnynomn doong 4 mg/kg sugammadex, edv 1 avavnym xel eOdoel o TovAd IGTOV 12
petatetovikég uetpnoelg (PTC) petd amd amokAeiond, Tov TpokAROnKe amd poKovpovio 1
Bexovpovio. O didpecog ypovog Emg Ty avaktnon tov Adyov T4/ T1 otnv tiun 0,9 givon mepimov

3 kemtd (BA. mapdypogo 5.1).

H 860m tov 2 mg/kg sugammadex cuvietdrton av £xet mapatnpnei avtopoTn avaviym £mg
TOLAGYLGTOV TNV EMOVEUPAVIOT TOV T2, LETE 0O OMOKAEIGLLO TOV TPOKANONKE ATd POKOVPAOVIO 1|




Bexovpovio. O dibpecoc ypovog Emg Ty avaktnon tov Adyov T4/ T1 otnv tiun 0,9 givon mepimov
2 hemtd (BA. mapdypago 5.1).

H yopfiynon 1ov cuvietdpevemv 066emv Yoo TV aAn avacTpo®n 8o odnynoel oe eAappd
YP1YopOTEPO B1GUEGO YPpdVO MG TNV avakTnomn Tov Adyov T4/ T1 oty tiun 0,9 yia T0 vevpopvikd
OTOKAEIGHLO TTOV TPOKAAEITOL OO TO POKOVPHVIO GE GVYKPIOT LE TO VEVPOULIKO OTOKAEIGIO TTOV
npokaAeitat amd 1o Pexovpdvio (PA. Tapdaypogo 5.1).

ApEoN avVOGTPOPT) OTOKAEIGUOV TTOV £Yel TPokANBel amd T0 PokoVPOVIO:

Av vtdpyel KAMVIKT ovAyKT Yo GUEST] OVOGTPOPT LETA OTO TNV YOPNYNOT TOL POKOLPOVIO,
ovviotdrol d6om sugammadex 16 mg/kg. Otav yopnysiton 6601 sugammadex 16 mg/kg 3 Aentd petd
a6 i 6601 epddov (bolus) Bpopodyov pokovpdviov 1,2 mg/kg, umopei vo avopévetal ovaktnon
oV Aoyov T4/ T1 oty Tiun 0,9 og 1,5 Aemtd nepinov (BA. mapdypago 5.1).

Agv vrdpyovv dedopéva, MOTE Vo GLVICTATOL 1] PY o1 Tov sugammadex yia tnv dueon avaoTpoen
UETE 0 ATOKAEIGHO OV TPOKANONKE amd Pekovpovio.

Emavayopnynon tov sugammadex:

2y e&opeTIKn TEPITTOON EMAVEUPAVIGTC TOL VEVPOULTKOD ATOKAEICUOV LETEYXEPNTIKA (PA.
napdypapo 4.4) petd and apywn doon 2 mg/kg 1 4 mg/kg sugammadex, cuvietdTol o
gmavainmtiky 66om tov 4 mg/kg sugammadex. Metd and ) devtepr d6on Tov sugammadex o
aoBevng Ba mpémetl va mopakolovdeitol otevd yia va eEaxpiBwbel 1 eMGTPOEN TG VEVPOUVTKNG
Aertovpyiog oTo PLGIOAOYIKE TANIG1O.

Enavoyopnynon pokovpdéviov 1 Bekovpdviov petd omd To sugammadex:
IMa tovg ¥POVOLG VALOVIG Y10 TNV ETAVOYOPTYNON POKOVPOVIOL 1) BEKOVPOVIOV PETE TNV OVAGTPOON
pe to sugammadex, BA. mapdypogo 4.4.

TlpooBetec mAnpopopics yio g101tk0i¢ TAnBoouois

Neppn| dvciettovpyio:

H ypnion Tov sugammadex oe acbeveic pe cofapn veppikn dvcAettovpyio (copmeptAappavousvoy
tov acBevov mov ypetdlovtol apodwiion (CrCl < 30 ml/min)) dev cuvietdron (BA. mapdypago 4.4).
Meléteg oe acBeveic pe cofapn veppikni SucAettovpyia dev TapPEXOVY EMAPKEIC TANPOPOPIES YiO TNV
ao@dAeto, ®OTE Vo vITOoTNPIEOVY T Yprion Tov sugammadex o avtovg Tovg aobeveic (BA. emiong
napdypago 5.1).

TMo v o éog pétpio veppikr duciettovpyia (kaboapon kpeatvivng > 30 kou < 80 ml/min): ot
GUVIGTOUEVEC OOGELS vl 1018¢ [LE EKEIVEC Y10, TOVG EVIIAMKEG XWOPIC VEQPIKT dVGAELTOVPYia.

Hlxiopévor acBeveic:

Metd 0 xoprynon tov sugammadex oty ETavEUPAVIoN ToL T2 HETA 0md AmOKAEIOUO TOV £YEL
pokAnBel amd pokovpdvio, 0 SLANESOG YPOVOGS EmG TV avaktnon tov Adyov T4/ T oty Tiun 0,9 yo
Tovg eviAkeg (1864 etmv) Ntav 2,2 Aemtd, o€ nhkiopévong (6574 etmv) ftav 2,6 Aemtd Kot 6e TOAD
nAkiopévoug evidikeg (75 etdv ko dvm) ftav 3,6 Aemtd. Akdun Kt ov ot xpdvot avavnyng oe
NAKIOPEVOVS TEIVOLVY Va glval BpadvTepot, TpEmel vo akolovBodvTat ot i01EC GUVICTMUEVESG 0OGELS LIE
exeiveg Yo Tovg evilikeg (BA. mapdypago 4.4).

Hoyvcapkot acBeveic:

e moyvoapkovg acbeveic, coumeptlappavouévev twv Taboloyikd tayboupKmv actevdv (delkTng
néog shpoatog > 40 kg/m?), n 86on tov sugammadex npémet va Bacieton oto mpaypoticd Papoc
ocopotoc. Ipénel va epappofoviat ot id1eg CLVIGTOUEVEG dOGELS LLE EKEIVEG Y10l TOVG EVIIAMKEG,.

Hratum dvuoiettovpyio:

Agv &xovv dieaybel peréteg oe acbeveig pe otk dvchettovpyia. o Tpémet vo diveTon TPOcOoyN
otav e€etaleTon n xpnon Tov sugammadex oe acbeveig pe coPfopn nratiky SvcAettovpyio 1 OTav M
NroTik SueAertovpyio cuvodevetar amd Opouforddeio (BA. mapdypago 4.4).

To v o éog pétpio nratiky SvcAettovpyio: dedopévov 0TL To SugammadeX arnekkpiverotl kKvupimg
S0 TV VEQPOV, gV amortodvtol puhpicelg g doomg.
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THoudrotpios tAnBoouog

Houdid ko EenPor (2-17 etmv):
To Sugammadex Mylan 100 mg/ml umopei va apoiwdei oto 10 mg/ml, dote va ovénbei n akpifeia
g YopnyNoNg g 66omg otov maudtoTpikd TAnbvoud (PA. napdypago 6.6).

AT\ avooTtpoon:

Yuviotdton e, 06on 4 mg/kg sugammadex yio TV avasTpoet and OTOKAEIGHO TOV TPOKANONKE amd
POKOLPOVIO AV 1] avavrym €yl Bacel tovAdyiotov o 1-2 PTC.

Yuviotdton pe 66on 2 mg/kg yio v avasTpoet amd OTOKAEIGHO OV TPOKANONKE amd poKovpOVIO
oe gmavepeavion tov Tz (BA. Tapdypago 5.1).

Aueon ovooTpoei):
H dueon avactpoen oe waidid kot eprifovg dev £xet diepevvnOet.

Telerdunva veoyva xon Bpéon:

Y7apyet LOvo mEPLOPIGUEVN EUTELPiO. PE T xp1on Tov sugammadeX og Bpéen (30 nuepdv Emg

2 e1®V) Ko dev Eyovv dteEoybel pedétec og tedelounva veoyva (Likpotepa Tav 30 NUEPDOV). ZVVETDC
dev GuVIGTATOL 1] YOpNYNoN Tov Sugammadex oe Teleldunva veoyva kat Ppéen £mg dTov eivat
dwbéoipa mepiocdTEpa SEdOUEVO.

Tpomog yopnynong

To sugammadex npémet vo yopnyeitor evéoeiefing og epdna d6on epodov. H 6601 £pddov mpénet
va yopnynBei tayéwe, péca oe 10 devtepdrenta, o€ vELOTAUEVT EVOOPAEPLA Ypapun (PA.
napdypapo 6.6).

e KMvikég dokiuég to sugammadex €xet xopnynbei povo wg epanal 3661 £poOd0v.

4.3  Avrevosieg

YrepevaioOnoio 61N dpacTikn ovcia 1} 6 KAmo1o amd T £KO0YA. TOV UVUPEPOVTOL GTNV
mapdypoeo 6.1.

4.4  E101KéC TPOELOOTOM|GELS KOl TPOPVAAEELS KATA TN Y p1jon)

Onwg cvvnBiletatl 6TV TPAKTIKN HETE 0md TNV avousOncio, ETELTO OO VEVPOUVTKO ATOKAEITUO,
GUVIOTATOL 1 TOPAKOAOVON O™ TOV 0GOeVT] KATA TNV AUECT) LETEYXEPTTIKN TTEPI0d0 Yo avemBOUNTA
oLuUPBaUaTe, COUTEPIAOUPBOVOUEVIC TG ETAVEUPAVIOTIG TOV VEVPOUVIKOD UTOKAEIGLLOV.

Hapoxoiovnon g avamvevoTiKng AEIToVpying Katd TNy aveviymn:

Eivat vtoypemtiki n vTootpiEn e avVamveELSTIKNG AEITOVPYIOG TOV ACHEVDV [LE UNYOVIKO dePIoUO
£m¢ OTOV VO ATOKOTAGTOOEL 1) EMAPKNC CVTOLATT AVATVOT], LETE OO AVOGTPOP] TOV VEVPOLVTKOV
OTOKAEIGHOD. AKOUN KL AV 1] OVAVIIYN OT0 TO VEVPOUVIKO OTOKAEIGUO givor TANPTG, GAAL
QOPUOKEVTIKA TPOTOVTO TTOL YPTCLUOTOIOVVTOL TNV TEPT- KOl LETEYYXEPNTIKT TEPI0do elvar duvatdy
VO KOTOGTEIAOLV TNV OVOTVELGTIKY| AELTOVPYIO KOl GUVETADG ivarl duvatov va eEakoAovbel va sivar
amopoitnTn N VIOSTAPIEN TNG VOTVEVGTIKNG AELITOVPYIOG LE PNYAVIKO 0EPIGUO.

Av, petd and v apaipecT TOL COANVA, ETAVEUPAVIGOEL VEVPOUVTKOC OTOKAEIGHOG, TPETEL VO,
TOPEYETAL EXAPKNG LIOCTNPLEN TNE OVOTVEVGTIKNG AEITOLPYING LE aEPIOUO.

Enroveuodvion 1ov veupopikov omokAEIGHov:

e KMVIKEC peAétec oe dTopa mov Elafav pokovpdvio i) ekovpdvio, 6ov to sugammadex
YOPMNYNONKE YPNOLOTOLDVTOS HLol dOCT) CTUAGHEVN Y10, TO BABOC TOV VELPOLVTKOD ATOKAEIGLOD, LU0
enintoon g taéng tov 0,20% mapatnpnnke yio TV EXAVEUPAVIGT] TOV VEVPOUVIKOD OTOKAEIGLOD
pe Bdon v vevpopvikn mapakorlovdnon 1 ta kKAwvikd ototyeio. H yprion youniotepmv twov
GUVICTOUEVOV dOCEWMV UTOPEL VO 001 YNOEL G€ Eva aEAVOLEVO KIVOLVO EMOVEUPAVIGNC TOV




VEVPOUVIKOD OTTOKAEIGHOD UETE TNV aPYIKT avaoTpoP1| Kot dgv cuviotatar (PA. mapdypago 4.2 Kot
napdypapo 4.8).

Emdpdoeig oty oapdotaon:

e pia pehétn og ebelovtéc ot 6ooelc Tmv 4 mg/kg kot twv 16 mg/kg sugammadex iyav og
OTOTEAEC O, LEYIOTEG UEGES TTOPATACELS TOV YPOVOV EVEPYOTOINEVNG LEePIKNS Bpopfomiactivig
(aPTT) xotd 17 ko 22% avtictoryo kot ¢ S1€0vong OpoAoTomuUévIg oXECTG TOV YPOVOL
npoBpoupivne [PT(INR)] xatd 11 kot 22% avtictotrya. AVTEG Ol TEPLOPIGUEVES HEGEC TOPOUTACELS TOL
aPTT ot tov PT(INR) ntav pkpng duapketag (< 30 Aertd). Zopewva pe tnv KAvikn faon dedopévov
(N=3.519) ko1 pe o cvykekpuévn perétn oe 1184 acbeveig mov vwofAndnkav ce yeipovpyikn
emépPaon KaTdypatog 1oyiov/aviikatdotoong peilovog dpbpwong, dev vmnpée Khvikd cvoyeTilopevn
enidpoomn tov sugammadex 4 mg/kg udévov tov 1| 6€ GLVEVAGUO HE OVTITNKTIKA 6T cLYVOTITA
EUPAVIONG TEPIEYYEIPNTIKDV 1] LETEYYEPNTIKOV OLLOPPAYIKDV EMTAOKDV.

Xe in vitro TelpauoTo TopatnpnOnke pio pappokodvvauiky aAinienidpaon (tapdracn tov aPTT kot
tov PT) pe avrayoviotég g Prropivng K, un khacpotomromuévn nrapivn, wkpod poptaxod Bépovg
nrapvoedn, pipapoapmdavn Kot dafryatpdvn. Le acbeveig mov Aapupdvovv cuvnin pLeteyyelpnTIKn
TPOPUACKTIKY CVTITINKTIKY 0@y 0OTH 1 QOPLOKOSVVOLIKT OAANAETIOpacn dev ivatl KAMVIKE
owvopng. Oa mpémel va divetar mpoooyr otav eetdletal ) xpron Tov sugammadeX oe acbeveic mov
AopBavouy BEpamELTIKY OVTIINKTIKY oy@yn Yo ptio Tpohmapyovoa 1 GUVVOCTPY| KOTAGTOOT).

Agv pmopet vo amokAelobel Evog avénuévog Kivouvog alpoppayiog 6tovg acbeveic:

. ue KAnpovopikn EAkenym Prropivng K mapdyovtag mov ennpedlel TNy mNKTIKOTNTA,

. He Tpobmdpyovoeg TabNCELS TG TNKTIKOTNTOG,

. vro Bepameio pe Tapdymya Kovpoapivng kot INR téve ond 3,5,

o OV YPNOOTOIOVV AVTITNKTIKA Ko ot omoiot Aapfdvovv pia d6on sugammadex 16 mg/kg.

Edv vradpyet 1atpikn avaykn vo xopnynbei sugammadex oe avtodc toug acbeveis o avaicOnoetordyog
YPELALETAL VO, ATOPAGIGEL EAV TOL OPEAT| EIVOL TTIO CNUAVTIKG 0O TOV TOAVO KIVOUVO Y10 OLUOPPOYIKES
EMTAOKEG AOUPAVOVTOS LITOYN TO 1GTOPIKO TV 0CHEVAOV GE OLLOPPOYIKA ETELGOAIO, KOL TOV TOTO TNG
npoypappaticpévng exéufaonc. Eav yopnynei sugammadex e avtovg tovg aobeveic cuviotdtan
ToPaKoAoVONGN TOV TAPAPETP®V UUOGTACTC KoL TNKTIKOTNTOG.

Xpdvot avoUoVAC Y10 TV ETOVOYOPNYNOTN TOP0YOVTMY VEVPOUVTKOD GTOKAEIGLOD UETO TNV
OVaoTPOON UE To Sugammadex:

Mivaxkag 1: Eravayopiynon poxovpoviov 1) fekovpdéviov petd amd amxiy avastpo@i] (§og
4 mg/kg sugammadex):

EL&yiotog ypdvoc avapovig [Mapdyovtog veupopvikoD amokAEIGHOD Kot
3001 mov mpémet va, xopnynoel

5 Aemtd 1,2 mg/kg pokovpdvio

4 mpeg 0,6 mg/kg pokovpdvio 1
0,1 mg/kg Bexovpdvio

H évapén tov vevpopnikod amokAelopot evogyetor va mapatadel £mg mepinov 4 Aemtd Kot 1) S1dpKeLn
TOV VELPOLVTKOV ATOKAEIGHOV eVOEXETAL VO EAATTMOEL Em¢ TTepimov 15 Aemtd petd amd v
emavayopnynon pokovpoviov 1,2 mg/kg péca e 30 Aemtd oo v yoprynon tov sugammadex.

Me Bdomn QoplOKOKIVITIKY HOVTEAOTOINGT], O GUVIGTMUEVOC YPOVOG VOOV Yo acBeVeElS e o 1
UETPLOL VEPPIKT duoAettovpyia yia v enavoypnoiporoinon 0,6 mg/kg pokovpdviov 1 0,1 mg/kg
Bexkovpoviov petd amd amAn avaoTpoen pe To sugammadex Oa mpémet va givan 24 opeg. Eav
amorteiton LIKpOTEPOG XPOVOG AVALOVIG, 1] OGT POKOVPOVIOL Y10 VOV VEO VEDPOUVTKO OTOKAEIGUO
Oa mpénet va givon 1,2 mg/kg.



Enrovayopnynon pokovpdoviov 1| fekovpoviov petd and dueon avaotpoen (16 mg/kg sugammadex):
T T1Ig oA GTavViEC TEPMTMGELS OOV LTI UTOPEL VO AOLTELTOL, TPOTELVETAL YPOVOG AVALOVIG
24 opov.

Av amatteiton veupopvikog amokAEICUOG TPV Vo, EXEL TAPEADEL O CLUVIGTMOIEVOGS ¥POVOC OVOLLOVTG,
TPEMEL VAL YPTCUOTOLEITOL VOGS 1| GTEPOELONG TUPAYOVTHS VEVPOUVIKOV 0toKAELopoV. H Evapén
dpdong evOG OTOTOAMTIKOD TOPAYOVTO VEVPOUVTKOD OTOKAEIGHOD EVOEYETOL VAL EIVAL TTLO OpYT) OO
0G0 AVOUEVETAL, ETELDN £VO ONUOVTIKO KAGGUO TOV UETOCVUVOTTIKOV VIKOTIVIKOV VTOSO0YEMV UTOPET
va glvar okOua 0eGUEVUEVO OO TOV TAPEYOVTO VEVPOUDIKOD OITOKAEIGHOV.

Neppkr dvciettovpyia:
To sugammadex dev cuviotdtat yio yprion oe acOeveic pe cofapn veppikn Suciertovpyia,
ovpmeptAappoavouévoy ekeivaov mov yprniovy apokdbapong (PA. mapdypago 5.1).

Ehaopd avaroOnoio:

X KMVIKEG OOKIUEG, OTAY O VEVPOUVIKOG ATOKAEICUOG OVAGTPAPKE CKOMLO GTO LEGOV TG
avaictnoiog, mapatnpndnkav tepiotociokd onueia Eappdg avarcnciog (Letakivnon, Pryag,
popeacpol Kot ekudlnomn Tov TPuYEKOD GCOANVA).

Av avaotpapel 0 veELpopVTKOC 0mOKAEIGUOC v cuveyiletar 1 avaloOncio, Tpémet va yoprnyndovv
TPOcheTEG dOGEIS OvVaLGHNTIKOD KoM OTOEIB00E, OTMG EVOETKVUTOL KAIVIKAL.

"Evtovn Bpadvkapdio:

Y& OTAVIEC TEPIMTAOCELS, £xEL Tapatnpn el Eviovn Ppadvkapdio evtOg AETT®V PETA TN XOPNYNOT
sugammadex yio TV ovasTpoPn ToL VEVPOLIKOD amokielcoD. H Bpadvkapdio pmopei
TEPLOTAGLOKA VoL 00NYNoEL 68 Kapdiakn avakont. (BA. mtapdypago 4.8.) Ot acbeveic Oa npénet va
TOPAKOAOVLOOVVTOL GTEVE Y10l OLLOOVVOLUKEG LETAPOAES KATE TN SIAPKELD KOL LETE TNV OVOGTPOPT TOV
VEVPOUVTKOD OTOKAEIGHOD. Oa TPETEL VO YOPTYEITAL OY@YT LE AVTIYOMVEPYLKOVS TAPAYOVTES, OGS N
atpomivn, eav mapatnpndel Khvucd onpovtikn Bpadvkapdio.

Hrotwr dvciertovpyio:

To sugammadex dgv petafoAriletor obte amekkpiveTon o1 Tov Hmartoc. I'a to Adyo awtd dev Exovv
ote&ayBel perétec amoxheloTikd o€ aobeveig e nmatikni dvcAeitovpyia. e acbeveig e coPapn
NTATIKY OLGAEITOLPYIO TPETEL VO, YOPTYELTAL LLE LEYAAT TPOCOYN. L€ MEPIMTMOGN TOV 1| NIOTIKNY
dvuodettovpyia cvuvodevetal and Bpopponddeia, PA. TIg TANPOPOPIES GYETIKA LE TIG EMOPACEIS GTNV
OHOCTOON.

Xpnon oe Movéda Evtotikng Oepaneiog (ME®):
To sugammadex dgv éyet peretnOel og aobeveic oTovg omoiovg yopnyeitor pokovpdvio I fekovpdvio
oe mhaicwe MEG.

XpNomn yio TV avooTPOQT] VELPOUVIKOD ITOKAEIGLOD Ol TOPAYOVTIEG EKTOG OO TO POKOLPOVIO KoL
10 Bexovpovio:

To sugammadex dev mPEmEL VoL XPNGLLOTOIEITAL Y10 VO, OVAGTPUPEL OTOKAEIGLOG OV TPOKANONKE 0d
1] OTEPOELDEIG TOUPAYOVTEG VEVPOUVIKOD OTOKAEIGHOD, OIS Ol EVHOGELG GOVKKIVUAOYOAIVIG 1|
BevluAicokivoiviov.

To sugammadex dev mpEmeL VoL xPNGILOTOLEITOL Y10 TV GVOOSTPOPT] VEVPOUVIKOD OIOKAEIGHOD, TOV
€xel TpokAnOei amd 6TEPOEIBEIG TAPAYOVTEG VEVPOUVIKOD OTOKAEIGUOD AAAOVG EKTOG OO TO
POKOLPOVIO KL TO BEKOVPOVIO, APOD JEV VTLAPYOLY OESOUEVE, OTOTEAEGLOTIKOTITAG KO AGPUAELOG
Y0l TIC TEPIMTAOGELS AVTEC. 100 TNV aVOGTPOPT| TOV OMOKAEIGLOD, TTOV £)EL TPOKANOEL amtd
TAVKOLPOVI0, S1oTifeVTaL TEPLOPICUEVA SESOUEVA, AALL GUVIGTATOL VO UMV YPNCLOTOLEITOL TO
sugammadex oty TepInT®on oVT.

KobBvotepnuévn avévnym:

O1 KOTOOTAGEIS TOL GUVOEOVTUL LE TOPATETOUEVO YPOVO KUKAOPOPING, OTMG KAPOLOyYELNKT] VOGOG,
peyain niio (BA. mapdypapo 4.2 yio Tov xpovo MG TNV avAavVNYT GE NAIKIOUEVOVG), 1] OLONUOTMOONG
Kataotaon (m.y. coPapn nratiky Svchettovpyia), etvar dSvvatdv va oyetilovrol e PEYUADTEPOVG
YPOVOLS OVAVIYTG.




Avtidpdcels vrepevaicinciog 6to eAapuako:

Ot 1atpol Tpémet va eivor ETOLOL Y10, TO EVOEXOUEVO AVTIOPAGE®Y LTEPEVAIGHNGIOG GTO PAPUAKO
(cvumep A OUPOVOLEVOV TOV OVOQUACKTIK®OV OVTIOPACEMV) KOl VO, TAIPVOLV TIG OVOYKOiEG
TPoPLAGEELS (BA. Tapdypogo 4.8).

Nérpio:

AVt 10 PaPLOKELTIKO TTPOidY TePLEeL Em¢ 9,2 Mg vatpiov avd ml, wov wodvvapei pe 0,5% tng
ocuvietopevng and tov IIOY uéyiotng nuepnotog TpdcANYNE 2 g vatpiov LEG® daTpoPng, Yio Evay
EVIAIKO.

4.5  Aliemopdosig pe GALo QUPRUKEVTIKG TPOTOVTO KOl GALES popPEg alinieniopaocng

O TAnpogopieg og avtn TNV ToPaypapo Pacilovtal 6T cuyyEveln dEGUEVONG OVAESO GTO
sugammadeXx kot 6€ GAAO POPUAKEVTIKA TPOIOVTA, GE UN KMVIKA TEPAUATO, 6 KAMVIKEC LEAETEC KO
G€ TPOCOLOIDOELS XPNONG LOVTELOL Kot AAUBAVOVTOC VIOWIV TIG PAPUOKOSVVAUIKES ETOPACELS TOV
TAPOyOVTOV VEVPOUVTKOD OTOKAEIGLOD KOl TIG PUPHOKOKIVITIKEG AAANAETIOPACELS AVALEGO GTOVG
TaPayovTeg VELPOUVIKOD amoKAEIGHOD Kot To Sugammadex. Mg Bdon avtd ta ototysio, Kopio KAk
ONUOVTIKT QOPLOKOSVVOLIKT OAANAETIOPAOT e OAAL QUPUOKEVTIKG TPOTOVTA, OEV OVAUEVETOL, |IE
e€aipeon ta axoAovbo:

IMo v topepipévn kot To Povcdkd 0&H AAANAETIOPACELG AOY® EKTOMIONG OEV Elval SuvaTov vo
amokAEle00vV (avapévovtal pn KAMVIKNG oNUaciog OAANAETIOPAGELS OEGUEVGONC).

[ ta oppovikd avticuAinmrika dev givar Suvatdv va amokAelsOel KAvikd onpavtiky
aAinenidpaom déopevong (dev avapeEvovTol CAANAETIOPACELS AOY® EKTOTIONG).

AMNAeTOPEoELS TOV EVIEYOUEVMC EMNPEGLOVV TNV OMOTEAEGUATIKOTNTO TOL Sugammadex
(0AAMAEMOPAOELS EKTOMIONC):

AOY® TG YOPTYNONG CLUYKEKPLUEVOV PUPUOKEVTIKMV TPOIOVTOV LETE 0o To Sugammadex,
DewpnTiKd T0 poKOVPOVIO 1 TO fEKOVPOVIO popel va ekTomioTel omd To sugammadex. Q¢
amotéAecpa, pmopel va mapatnpn el emaveppAVIoN TOV VEVPOUVIKOD OTOKAEIGHOV. XE AVTAV TNV
KATAOTOOT), TPEMEL VO TAPEXETAL 0EPIOUOC 6ToV acbevn. H yopriynon tov popuokenTikon TpoidovTtog
IOV TPOKAAESE TNV EKTOTION B0 TPEMEL VO TEPUOTIGTEL GTNV TTEPITTOOT £YYLONG. € KOTAGTACELG
OOV UTOPOVV VO, AVOUEVOVTOL SUVNTIKEG CAANAETOPACELS EKTOTIONG, Ol acbeveic Oo mpémel va
TOPOKOAOVOOVVTAL TPOGEKTIKE Y10 CMUEIN ETAVEUPAVIOT|G TOV VEVPOULIKOD OMOKAEIGLOD (TtEpimon
emi 15 Aemtd) PeETd amd TV TAPEVTEPIKT YOPYNON EVOS GALOL PAPLLOKEVTIKOD TPOIOVTOC, 1| OTTOid
TPOYLOTOTOLEITON EVTOG TEPLOAOV 7,5 mpdV HeTA amd TN Xoprynon tov sugammadex.

Topepupévn:

T'o v Topeipévn, 1 omoia £XEL GYETIKA LYNAN oLYYEVELR dEGUEVONG Yo, TO SugammadeX kat yia tnv
omoio UTOPEL VoL VTTAPYOLV GYETIKA VYNAEG GUYKEVIPMOGELS TAACUATOG, Eival duvatov va Tapatnpn el
LEPIKT] EKTOTIOT TOV BEKOVPOVIO 1) TOV POKOLPOVIOV OO TO GUUTAOKO (e To SugammadeX. Ot
KAwvikoi watpoi Oa Tpénet va yvopilovv 6t n avakmon tov Aoyov T4/ T1 oty TR 0,9 pmopei
GUVETMG VO, KaBLoTEPNOEL G€ 0oBEVEIC GTOVE OTOTOVE YOPT YO KE TOPEULPEVT] TNV 1010 NUEPD TNG
YEPOLPYIKNG ETMEUPACTC.

EvdopAéPia yoprynon ¢ovcidtkov o&€og:

H ypfion tov ovcidikod 0£E0g KATA TNV TPO-€YXEPTTIKT GAoT ival SuVATOV VO TPOKAAEGEL LEPTKN
kabvotépnon oty avaktnon Tov Adyov T4/ T1 oty tyun 0,9. Aev avouévetal ETOveLEAVIGT TOV
VEVPOLVTKOV OTTOKAEIGIOV GT1 UETEYYEPNTIKY (AGT, OO T1 OTLyUn Tov 0 puBuds £yyuong Tov
@oLG1OKOD 0&E0G glval TV amd €va 1G0T LEPIKMDY MPOV Kol TO ENITESN GTO aijlal Etvat
GUVOAIKE Thve omo 2-3 nuépes. o emavayoprynon tov sugammadex BA. mapdypogo 4.2.

AMNAemOPAOELS TOV EVOEYOUEVAOS ETNPEALOLY TNV OMOTEAECUATIKOTNTO GAADY QAPUOKEVTIKOV
TPOTOVTOV (0AANAETIOPGCELC dEoUEVOTG):

AOY® ™G yoprynong tov sugammadex, GUYKEKPLUEVA POPLOKEVTIKA TPOIOVTA PUTOPEL VO KOTAGTOVV
AYOTEPO AMOTEAEGLOTIKA, e€outiog TNG UEIMONG TOV CLYKEVIPDOGE®V (EAELBEPOL TTPOTOVTOC) GTO

T dopa. Edv mapotnpnel pio tétoto KoTdoToon, GUVIGTATOL GTOV KAVIKO 10Tpd va eEETACEL TNV




EMOVOYOPTYNON TOV PUPLOKEVTIKOV TPOIOVTOC, T YOPYNOT EVOG BEPATEVLTIKA 1GOSVVOALLOV
QOPUOKEVTIKOD TPOIOVTOG (KATE TPOTIUNGT aTd SLOPOPETIKY YNUIKN KOTyopio) KA/ TV EQopLoYN
L1 QOPUUKOAOYIKOV TOPEUPACE®V, AVALOYQ LLE TNV TEPITTMON.

OpLOVIKA OVTIGLAANTITIKG:

H aAAnAenidpaon petacd 4 mg/kg sugammadex kot evog mpoyeotoydvov npofrendtay 0Tt Ha
odnyovoe o peimon g £kbeong oto mpoyeotaydvo (34% e AUC) oe entinedo mapouolo pe myv
Ueimon oL wapaTnpEitan OTaY 1 NUEPNGLO OGN EVOC OTO TOV GTOUATOS OVTIGVAANTTIKOV ANQOEl e
kabvotépnon 12 wpdv, To 0moio pumopel va 00N yNoeL 6€ peimon ¢ amoteleouatikotnTog. o ta
016TPOYOVa, 1 dpdon vt AvaUEVETOL Vo lval aoBeVESTEPT]. ZVVETMG 1 XOPNYNOT Ha OGNS EQPOSOV
Tov sugammadex Bsmpeitor OtL givar 160dVVoun UE THY TOpAAENYT LoG NUePoLag dOoNG amd Tov
OTONOTOS GTEPOELOOVG AVTICLAANTTIKOD (€iT€ CLUVOVAGUEVOD 1| LOVO TTPOYESTUYOVOL). AV TO
sugammadex yopnyn0ei tnv id10 nuépa, Tov Aappavetol Eva 0md TV GTOUATOS AVTIGLAANTTIKO,
avaTPEENTE GTIC CLGTAGELS TOV CPOPOLV TNV TTAPAAELYT dOGNG GTO PUALO 0O YDV TOL OO TOV
GTOUATOG OVTIGLAANTTIKOD. TNV TEPITTOON PN AUpUPaVOREVAOY 0TO TO GTOUA OPLLOVIKDV
OVTIGCVAANTTIKOV, 1] acO0eVIC TPETEL VAL YPNGULOTOIAGEL IO ETTAEOV U OPLOVIKT OVTIGUAANTTIKY
1LEBOBO Y10 TG EMOUEVES T MULEPES KOt VO AVATPEEEL GTIG 001 YiEG OTO PUALD 0ONYIDV YPHONG TOV
TPOIOVTOC.

AMnAemdpdoeig AOY® TNG TOPUTETAUEVG EMOPACTIC TOV POKOVPGVIOL 1 TOV BEKOVPOVIOU:

Otov QopHoKELTIKA TPOTOVIO TOL EVIGYDOLY TOV VELPOUVTKO OTOKAEIGUO YPNCUOTOIOVVTOL KATC, TNV
peTeyxelpnTIKn tepiodo, Ba mpémet va divetar Wdiaitepn Tpocoy 6Ty mOAVOTNTO ETUVELPAVIONS TOV
VEVPOUVTKOV omokAEIGHoY. [Tapaxaieiote va avatpéEete 6To POALO 0OMYIDV ¥PNONG TOL
POKOLPOVIOL 1) TOV BEKOVPAVIOV Y10 TOV KATAAOYO TV GUYKEKPIUEVOV PUPUOKEVTIKMY TPOTOVTWOV
OV EVICYVOVY TOV VEVPOUVIKO AOKAEICUO. XE TEPITTMOT TOL TAPOTNPNOEL EMOVELUPAVION TOV
VEVPOHVTKOV OTTOKAEIGLOV, 0 AGOEVIG UTOPEL VO YPELOGTEL UNYOVIKO OEPIGUO KOl ETAVAYOPTYNGT| TOV
sugammadex (BA. Topaypapo 4.2).

Enidpaon otic epyactnplokés eEetdoelc:

T'evikd To sugammadex dev ennpedlet Tig epyaotnplokég eéetdoetg, pe mbavn e€aipeon ™ puétpnon
NG TPOYESTEPOVNG oToV 0p0. H emidpaon og avtry v £ETAON TOPATNPEITOL GE CUYKEVTPMOOELS
sugammadeX oto ThGopa ¢ TaEemg tov 100 wikpoypappapiov/ml (uéytoto eninedo 6to TAGoUQ
vo1epa. omd doom epddov 8 my/kg).

e pia pehétn og ebelovtéc dooelc Tmv 4 mg/kg kot twv 16 mg/kg sugammadex siyav o¢ amotéieoua
uéyloteg péoeg mapataoelg tov aPTT kotd 17 ko 22% avtictoyo kat tov PT(INR) kotd 11 ko 22%
avtictolya.

Avtég o1 meploplopéveg péoeg mapatdoeig tov aPTT ko tov PT(INR) ftav pukpng didpketog

(< 30 hemttdr).

Xe in vitro TepapoTa TopatnpOnKe pio papuokodvvapiki aAinienidpoon (tapdtacr tov aPTT kot
tov PT) pe avtayoviotég g Prrapivng K, un khacpatoromuévn nrapivn, pikpod poptakod Bapovg
nropwoedn, ppapoloumdvn ko dafryatpdvn (BA. mapdypago 4.4).

Hodratpikdg minbucuog

Agv &yovv dieaybel emionueg perétec oAAnieniopaons. Ot avapepOUEVEC TAPATAV®D OAANAETIOPAGELS
OV TTAPOTNPOVVTAL GTOVG EVIIAIKEC KOl O1 TPOELOOTOCELS GTNV TTapdypapo 4.4 mpémel emiong vo
Aappdvovtal vToYN Yo TOV TUSLITPIKO TANOLGUO.

4.6 TovipétnTa, KOO KoL yolovyia

Kinon

Agv dwotibevtan KAvikd dedopéva oyetikd pe v ékBeon katd tv eykvuocHvn oto sugammadex.
Meléteg oe {da dev Katédel&ay dpeon N EUUEST) TOEIKOTNTA GTNV EYKVUOGVUVY, TNV avATTLEN TOV
euPpHov, GTOV TOKETO 1) G| HETOYEVVNTIKY avATTUED.

H yopnynon tov sugammadex og £yKveg YOVAIKES TPEMEL VO TPOYLOTOTIOLEITOL LE 1OLOHTEPT) TPOGOYT).



ONnAacPOS
Agv givon yvmotd av o sugammadex amekkpivetan oto avOpdmivo yala. Ot peréteg o (ha £xovv

dei&el anékipion Tov sugammadeX oto unTpikod yalao. I'evikd, 1 and 10V GTOUATOC ATOPPOPTOT TOV
KUKAOJEETPIVDV Elvarn youUnAn Kat Ogv avapéveral enidpact 6to OnAalov Ppépog HETA amd eQamas
d60om oty OnAdlovca pntépa.

[péner vo amopaciotel edv Oa dokonei 0 OnAacuog i Oa diokonel/ O amopevydei n Oepaneio pe
sugammadex, Aappdvovtag vEoyn T0 OPEAOG TOL ONAAGLOD Y10, TO TOdT Kot TO OPeAOG TG Bepameiog
Y10 TV YOVOIKOL.

Tovotnta
Aev €xovv diepevvnbel o1 emdpdoelg Tov sugammadex otn yovipotnta 6tov avBpmmo. Meléteg o€

EPaaTOloa Yoo TNV aEoA0YNoN TG YOVILOTNTOG Oev amokaAVTTovY emPAafeic emOpAcELC.
4.7 Emopacelg 6Ty tKavOTTO 001]YN61)S KOl EIPIGHOD P avI|RaTmV

To Sugammadex Mylan dev £yet kopio yvoot enidpaoct TNV IKAVOTNTO 037 YNOTG Kot XEPLGLOD
UnyovnuaToy.

4.8  AvemOounteg evépyeleg

Hepiinwn 1oV Tpoeid aceaieing

To Sugammadex Mylan yopnyeitat Tovtdypova pe TapAyovIEG VEVPOUVIKOD OITOKAEIGHOD KoL
avaictntikd og yewpovpyucons acbeveic. H artiodoyio tov avemBopntov coufaviov eivol cuvenmg
dvoKolo va exkTiunOel.

Ot avemBOUNTEG EVEPYELEG TTOL OVOPEPONKAY TILO GLYVA GE XEPOLPYIKOVG aoBeveis Tav Pryag,
EMIAOKEG 0EPOUYOYDV AOY® avalcOnciog, eEMmAOKES avalcOnciog VTOTaoN BEPATEVTIKOV YEIPIGUOY
Kol ETITAOKN BEPUTEVTIKAOV YEIPIGUDY

(Zvyvég (= 1/100 £mg < 1/10))

Mivakog 2: Katdloyog avemOupuntov evEPYELOV 6 HOPOT TIVOKA

H acpdieia tov sugammadex éyet a&loloynBei oe 3 519 povadikd dtopa pécw piog de&apevng Paong
dedopévav aocporeiag pacemv I, Ot akdrlovbec avembounteg evépyeleg avapépOnkay oe SOKIUES
EAEYYOUEVEC L€ EIKOVIKO (APLOKO OOV To dTopo EAafay avoioOnoio ko Tapayovteg VELPOLLTKOD
armokAeiopov (1 078 exbioelg atopmv og sugammadex évavtt 544 6 E1KOVIKO QAPUAKO).

[TToAb cuyvég (> 1/10), ouyvég (> 1/100 émg < 1/10), oyt ovyvég (> 1/1 000 éwg < 1/100), omdvieg

(> 1/10 000 émg < 1/1 000), oA omdvieg (< 1/10 000)]

Komnyopio/opyavikd cootnua | ZuyvOotnteg AvembBounteg evépyeleg
(ITpotudmpevor 6pot)
Awotapoyéc Tov avosomomTikol | Oyt cuyvég Avtidpdoelg vepevaictnociog
GUGTNLOTOG 670 QapuroKo (PA.
napbypapo 4.4)
Alotapoy€G TOV AVOTVELGTIKOD | XUYVEG Bnyag
GLOTNLOTOC, TOV BOpOKa
KOl TOV LeG0BmPAKIOn




Komnyopio/opyavikd cootnua | Zuyvotnteg AvemBounteg evépyeleg

(ITpotudmpevor 6pot)
Koakdoeig, OnAnmmpiéosig Kot Yuyveéc Emmhoxéc agpaynydv Adyw
EMTAOKEC avaictnoiog

OepamevTIKAOV YEPIGUOY
Emmhoxn avoioOnociog
(BA. mopaypogo 4.4)

Ymotoon Bepamevtikdv
YEPLOUDY

Emmhoxn Bepamevtikadv
YEPLOUDV

Heprypagr) emMAEYUEVOV OVETBOUNTOV EVEPYELDV

AvTI0pacelg vTepeLOIGHNGIlOG GTO PAPUOKO:

Avtidpdoelg vepevaictnoiog, copmeptiapuPavopévne g avaguioiog, £xovv epeavicdei o
opiopévoug acBevels Kot e0elovTég (Yo TANpopopieg oxetikd e Toug eBelovtéc, PA. ITAnpopopieg
GYETIKA UE TOVG VY1ElG E0EMOVTES TOPAKAT®). LTIG KAVIKEG QOKIUEG GE YELPOVPYIKOVG acBeVEIC 0VTEG
o1 aVTIOPACELS avapEPONKaY 0L GLYVA KOl GTIC OVOPOPES LETA TNV KVKAOQOPia 1] cuyvdTnTa Elvor pn
YVOOTN.

AVTéC 01 avTIOPACELS TOIKIAOY OO LELOVMOUEVEG OEPUATIKES OVTIOPACELS MG GOPUPES CUOTNUATIKES
avtdpdoels (dnA. avaeviosio, avapuiaktikn katomAnéia) Kot éxovv epeavicbel oe acbeveig ympicg
wponyovuevn £kbeomn oto sugammadex.

Ta cvumtopate, mov oyetilovtol pe aVTEC TIG aVTIOPACELS UTopel va Teptlaufdavovy: Eoyr, kvidwon,
epuOnuatddeg eEavonua, (cofapn) vTOTACT, TAXVKAPSI, SLOYKMOON TNG YADGGAS, SIOYK®MGT) TOV
@apLYYa, PPOoYYOCTUGOG KOl TVEVLLOVIKG AmoPPaKTIKA cupuPauata. Ot cofapéc avTidpdoelc
vrepevalcnciog pmopet va givol potpaiec.

Y& avapopég LeTd TNV Kukloopia, éxel mapatnpndel vrepevaictncio oto sugammadeX kabmg kot
670 chuUmAoKo sugammadex-pokovpoviov.

Emumhoxn| aepaywydv Adyw avoictnciog:

O1 emmhoxég aepaymydv Aoym avarcOnoiog nepelapfavay dALo 6TOV EVOOTPOYELNKO COATVA, BNX0,
Mo GApo, ovtidpaor 61Eyepong KOTd TNV SIAPKELN TOL YEpovpYEion, Iy Katd v avalsOntikn
dradtkacio 1 KaTd TNV S1GPKELD, TOV XEPOVPYEIOV, 1) OYETILOUEVT LE TNV avoloONTIKY Slodikacio
avBopunTN avamvor| Tov achevoug.

Emuthion avaisOnociog:

Emumhokéc g avouoOnoiog, EVOEIKTIKMV TG ETAVAPOPAS TG VEVPOUVTKNG Agttovpyiag,
TePAAUPAVOLY TNV Kivnomn evOg dkpov 1} TOL CAOUATOG 1 P KATd T S1ApKELN TNG AVOIeONTIKNAG
SldtKaGiog 1 KOTA TN SIUPKELN TNG YELPOVPYIKNAG EMEUPAUCTS, LOPPAGLLOTL 1] AVapPOPNGT TOV
evooTpayelakoy coAnva. BA. mapdypaeo 4.4, ehappd avarsnsio.

Emmhoxn Bepameutikdv yEpIoumv:
Ot emumhokég Bepamevtiko yeptopol mepteAdupavay Brya, toyvkopdia, fpadvkapdic, KVNTIKOTNT
Kot avénon otov kapdlakd puouo.

"Evtovn Bpadvkapdio:

Metd v xukhoeopia, Egovv Tapatnpnel HELOVOUEVEG TEPIMTMOGELS £vTovng PpadvKapding Kot
Bpadvkapdiog pe KopSloKN AVOKOTY, EVTOG AETTOV UETA T yopnynomn sugammadeXx (BA.
napbypapo 4.4).

Emaveppdvion tov veupopnikod omokAEIGHOD:
e KMVIKEC peAétec oe drTopa mov Elafav pokovpdvio i) fexovpdvio, 6o to sugammadex
YOPNYRONKE XPNOIUOTOIDVTOG Lo OGN GNUAGHEVT] Y10, TO PGOOG TOV VEVPOUVIKOD OTOKAEIGOD

10



(N=2 022), wa enintmon g tééng tov 0,20% mapatnpinke yio TNV ETAVEUPAVIOT] TOL VEVPOUVIKOD
amokAEIGHOD UE BAom TNV VELPOUVIKT TapakolovBnon 1 Ta KAvikd ototyeia (BA. mapdypago 4.4).

ITAnpogopieg oyetikd pe Tovg vyieic eBelovtég:

€ o TUYOoTOUEVT), OUTAG TVPAN HEAETN dlepevviBnKe N EMMTOON TV AVTIOPACEDY
vrepevatcnciog 6to Papuako, o€ vylelg eBelovtéc 6ToVg 0moiove dOBNKAY Em¢ 3 dOGELS EIKOVIKOD
eapuakov (N=76), 4 mg/kg sugammadex (N=151) 1} 16 mg/kg sugammadex (N=148). Ot avapopéc
v voyia vepevalcinciog vrofANONKav oe pio exitpom Yo TVEAR a&loAdynon. H enintoon g
a&lohoyovduevng vepevatstnaciog nrav 1,3%, 6,6% kot 9,5% yio 10 EIKOVIKO QAPLOKO, Y10 TIC OUAOES
4 mg/kg sugammadex kot 16 mg/kg sugammadex, avtictorya. Aev vanp&av avapopés ovapuAasiog
Y10 TO EIKOVIKO Qappako 1 yio to sugammadex 4 mg/kg. Yrnpée pia pepovopuévn mepintwon
a&loloyovuevng avoapuiaiog petd v podt d6on sugammadex 16 mg/kg (enintwon 0,7%). Aev
vp&e Kavéva oToLyElo QVEAVOUEVTG CLYVOTNTOG ) GoPapdTnTag VIEpEVAIGHNGloG e
emavolappovopeveg d6celg sugammadex.

& |10, TTPOTYOVUEVT] MEAETN UE TAPOUOL0 GYEOIAGHO, VTINPEAV TPELS AELOAOYOVEVES TTEPITTMGELG
avapvroiog, dheg uetd and 16 mg/kg sugammadex (enintoon 2,0%).

e o degopevn Paong dedopévav Pdong 1, ot avemBounteg evépyeieg mov avapépOnKay mg GLuYVEG
(> 1/100 ém¢ < 1/10) 1§ moAd cuyvég (> 1/10) kot wo cuyvég avduesa oe dropa wov Elafov
sugammadex og oo e TV OUdda TOL E1KOVIKOD Gapudkov, tepthappavovy dvayevoia (10,1%),
Kkepaiaiyia (6,7%), vovtia (5.6%), kvidwon (1,7%), kvnoud (1,7%), (ardada (1.6%), ueto (1,2%) wan
KolAlako diyog (1,0%).

TlpooBetec Anpopopics yio g101tk00¢ TAnBoouois

ITvevpovonaBeic acOeveic:

€ 0e00UEVA LETA TNV KUKAOQOPI KOl OE LU0 OTOKAEIGTIKT KAWVIKY doK1un o€ acbeveic pe 1otoptkd
TVELUOVOLOYIKDV EMMAOK®V, avapEpOnKe fpoyyOcTacHOc G Lo THavOV cuoyeTILOMEVN
avemBountn evépyela. Ommg kot pe GAoVG Tovg 0oDEVEIS [LE 1IGTOPIKO TVELLOVOAOYIKMY ETUTAOK®V, O
10TPpOC TPEMEL VO, €IVl EVIUEPOS Yol TNV TOAVY EULPAVIGT BPoyYOCTOCLOL.

Taidrazpiros minBoouog

e ueléteg e moudlatpikovc acbeveic nhkiag 2 £wg 17 etdv, 10 Tpoid aceolreiog Tov sugammadex
(¢m¢ 4 mg/kg) fTav yeviKd TOPOLOL0 LLE TO TPOPIA TOV TOPATNPNONKE GTOVG EVIAIKEG.
THaBoloyixd, moyvoopkor aobeveic

e o KMVIKY| LeAETN anokAeloTikd o aobevelg pe maboroykn mayvcapkic, To TPOPIA aoQareiog
NTov yevikd mapopoto pe to Tpoeik o eviihikeg aobevels oe ouykevipmpéves perétec Pdong 1 émg 3
(BA. TTivoka 2).

Aobeveis ue oofopn cvoetnuotiry voco

e o pekét o€ acbeveig mov adlorloynnkay mg Karnyopia katdraéng 3 1 4 cdupova pe my
Apepwcavikn Etapeio AvaicOnoioloywv (ASA) (acbeveig pe copapn cvotnuatiky vooo 1 acbeveig
Ue GoPfopn GLGTNUATIKY VOGO TOV OTOTEAEL SLOPKT amEIA Yo T (on), TO TPOPiA avemiBdunTOV
gvepyelmv o€ avtoig Toug acbeveic ASA Katnyopiag 3 kot 4 ftav yeViKA Tapoolo Ue autd Tov
evMAikev aoBevdv o€ cuykevtpoTikég pedéteg @aong 1 émg 3 (BA. IMivaka 2). BA. mapdypagpo 5.1.

AvoQopd mBavorLoyOLUEVOV OVETBOUNTOV EVEPYEIDY

H avagopd mbavoroyodpevoy avemBOUNT®V EVEPYELDY LETA GO TN YOPTYNoN GOE0g KLKAOPOPIoG
TOV PAPUAKELTIKOD TPOTOVTOC glvar onuavtikn. Emtpénet tn cuveyn mapakolovdnon g oyéong
0PELOVG-KIVOUVOL TOL QOPUAKEVTIKOD TPOTOVTOG. Znteitat omd Toug enayyeAaticg vyeiog vo
avaQEPOLY OTOIEGONTOTE TOAVOAOYOVUEVES aVETIOOUNTEG EVEPYEIEG UEG® TOV €0VIKOD GVOTNUATOS
avaQopdg Tov avaypdeetol oto [Hapdptnua V.

49 Ynepdocolroyia
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e KMVIKEG peAéteg, avapipOnke 1 mepintwon toyaiog vrepdocoloyiog ue 40 mg/kg, yopig kdmoteg
ONUOVTIKEC avemOOUNTES EVEPYELEC. T Lo, LEAETT Yol TNV avoyn otov dvOpwmo, To sugammadex
yopnynOnke og d6oe1g £mg 96 mg/kg. Aev avaeépOnkay docoe&aptmdueves avemBOUNTEG EVEPYELES
o0te coPapég avembounteg evépyeteg. To sugammadex pmopei va amopokpuvOel pe apodwiion pe
o1 Tpo VYNNG PonG, aALE Ot e PIATPO YaUNANG ponc. Baoel KAVIKGV PELETDV, Ol GUYKEVIPDGELS
ToVL SugammadeX oto TAdoua petdvovtal katd Eog kot 70% petd and apokdbapon dibpkeag 3 mg
6 opav.

5. OAPMAKOAOTI'IKEX IAIOTHTEX
51 ®@oppokodvvoptkés 1010TNTEG

Doppokobepamentikn katnyopio: OAa To Aowwd Oepamevticd tpoidva, avidota, koduog ATC:
VO3AB35

Mnyoavioudc dpdong:

To sugammadex sivat pia tpomomonuévn yaupa kukhodeErpivn, n omoia sival £vag Exhektikog
Iapdyovtog Aécuevonc Mvoyorapotikdv (Selective Relaxant Binding Agent). Zynuartilet éva
GUUTAOKO LLE TOVG TAPAYOVTEG VELPOLUDTKOD OTOKAEIGHOD, TO POKOVPOVIO 1) TO BEKOVPOVIO, GTO
TAAC O KO [LE TOV TPOTO OVTO LEIMVEL TV TOGOTNTO TOL TOPAYOVTO VEVPOUVIKOD OTOKAEIGHOV, TOV
dtatiBeTan o vo SEGUEVGEL TOVG VIKOTIVIKOVS VITOOOYEIC TNV VEVPOUVTIKT cuvayT. AvTo 0dnyel otV
OVAGTPOPT TOL VEVPOULIKOD OTOKAEIGUOV OV £YEL TPOKANOEL 0md TO poKovpHVIO 1) TO BEKOLPOVIO.

Dopuokodvvapkés emOpAGELG:

To sugammadex £yet yopnynbei oe ddoeig kopavoueves omd 0,5 mg/kg £mg 16 mg/kg o pedéteg
avTamoOKpIong ot 800N 6€ EXAYOUEVO amd TO pokovpdvio amokieisuo, (0,6, 0,9, 1,0 xor 1,2 mg/kg
Bpopotyov pokovpdviov pe Kot ¥mpig 0OGEIS GLVTHPNONG) KOl GE EXAYOUEVO OO TO BEKOVPOVIO
amoxieiopo (0,1 mg/kg Bpopovyov Bekovpdviov pe 7 yopic 600E1C GLVTHPNONG) GE BLOPOPETIKA
ypovikd onueio / PaOn amokielcpo. Etig peléteg avtég mapatnpninke caeng oxéon d6omc-
ondKpLoNG.

Khlviki) amotedecpotikcodtnTo Ko ac@dAelo:
To sugammadex pmopei va yopnyeiton 6e d1Popa ¥PoVIKE SIOGTAUOTO LETA amd TV YOPTYNOT| TOL
pokovpdviov 1 Tov Bpoptodyov Pexovpoviov:

Anln ovaotpoen — fabd¢ vevpouvikos amokAEIoUOG:

e o KEVTIPIKN HEAETN, ot acBeveic TuyaomomOnKay TNV opdde Tov POKOLVPAVIOL 1) TOV
Bekovpoviov. Metd amd v televTtaio d06M TOL POKOLPGVIOL | TOV Pekovpdviov, e 12 PTCs,
yopnynOnkav 4 mg/kg tov sugammadex 1| 70 mcg/kg veootiypivig pe toyaio ogpd. O ¥povog amd v
évapén g xopnynong tov sugammadex 1 tng veooTrypuivng £og v avdktnon tov Adyov T4/T1 oty
Tun 0,9 frav:

MMivoxog 3: Xpovog (Aemtd) amd Tnv yopiiynon tov sugammadex 1 Tng veosTiypivyg o€ fadv
vevpopviké amokieiono (1 2 PTCS) petd améd yopynon pokovpdviov 1 fekovpdviov £mg tnv
ovaktnen 1o Aoyov T4/T: ety Tin 0,9

[Mapdyovrtog vevpopvikon OepameEVTIKO TN
OTOKAEICHLOD
Sugammadex (4 mg/kg) Neootrypivn (70 meg/kg)
Pokovpdvio
N 37 37
Aldpecog ypovog (Aemtd) 2,7 49,0
Ebpog 1,216,1 13,3145,7
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Bexovpovio

N 47 36
Aldpecog ypovog (Aemtd) 3,3 49,9
Evpog 1,468,4 46,0312,7

AT avaotpoen — UETPLOG VEVDPOUDIKOS OTOKAEIGUOGC:
e o GAAN KEVTPIKN HEAETN, Ol acBeveic TuyalomoOnNKaY TNV OpAde POKOVPAVIO 1] TOV

Bexovpoviov.

Metd v televtaio yopynoen pokovpoviov 1 Tov BeKovpdvion, LE TNV ETOVEUPAVICN TOV T2,
yopnynOnkoav 2 mg/kg sugammadex 11 50 mcg/kg veootiryuivng e toyaio cgipd. O ypdvog amd T
évapén g xopnynong tov sugammadex 1 tng veooTryuivng £0g TV avdktnon tov Adyov T4/T1 oty

Tun 0,9 frav:

MMivoxog 4: Xpovog (Aemtd) amd Tnv yopiiynon tov sugammadex 1 Tng veosTiypivig Katd tnv
EXAVEPNQPEVIOY TOV T2 HETA A6 LOP1YN O] POKOVPGVIOV 1] BEKOVPOVIOV £MS TV UVAKTNGT] TOV

Aoyov T4/T1 otnpv T1pn 0,9

TTapdéyovrog vevpopvikon OepamEVTIKO TN
OTOKAEIGLLOD

Sugammadex (2 mg/kg) Neoaotiypivn (50 meg/kg)
Pokovpdvio
N 48 48
Aldpecocg ypovog (Aemtd) 14 17,6
Ebpoc 0,954 3,7106,9
Bexovpovio
N 48 45
Aldpecoc ypovog (Aemtd) 2,1 18,9
Ebpoc 1,264,2 2,976,2

H avootpogn Tov vELPOUDTKOD ATOKAEIGUOD TOL TPOKANONKE 0o TO PoKoVPOVIO e To Sugammadex
OLYKPIONKE LE TV AVOGTPOPT] TOV VEVPOUDTKOD OTOKAEIGUOD TOL TPOKANONKE 0O TO CiS-ATPaKOVPLO
ue TN veootiyuivr. Mg tnv enavepedvion Tov T2 yopnyndnke d6om 2 mg/kg sugammadex 1 50 mecg/kg

veootrypivng. To sugammadex mapeiye taydTepPT AVOOTPOPT] TOV VELPOUVIKOD GTOKAEIGUOD TOV
TPOKANONKE amd TO POKOLPOVIO GE GUYKPLIOT] LE TNV OVOGTPOPT] TOV VELPOUVTKOD ATOKAEIGHOD TOV
TPOKANONKE 0md TO CiS-aTPAKOVPLO LE TN VEOSTIYUIVN:

IMivaoxkag 5: Xpovog (Aemtd) améd ) yopiynon tov sugammadex i Tng veosTiypuivng Katd v
ETAVERPAVION TOV T2 NETA 0T6 YOPNYNGT POKOVPOVIOV 1| CiS-0TPAKOVPLOV £MS TNV AVAKTNGT] TOV

Aoyov T4/T1 etnv Tiny 0,9

TTapdéyovroag vevpopvikon

OepameEVTIKO TN

OTOKAEIGHLOD
Pokovpdvio kot sugammadex Cis-atpakoipro Kot
(2 mg/kg) veootiypivn (50 mcg/kg)
N 34 39
Aldpecoc ypovog (Aemtd) 19 7,2
Evpog 0,76,4 4,228,2

o aueon avaotpopy:

O ypdvoc £mg TV avévnyr omd VELPOUVIKO OTOKAEIGIO TOV TPOKANONKE Ad COVKKIVOAOYOAIVY
(1 mg/kg) cuykpibnke pe v avavnyn e o sugammadeX (16 mg/kg, 3 Aemtd apydtepa) omod

VELPOLIKO amokAEIoUd IOV TPOKANONKE amd pokovpovio (1,2 mg/kg).
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ivokog 6: Xpovog (hemtd) amwd TV yop1ynon pokovpoviov Kol sugammadex 1
GOVKKIVOAOYOAIVIG G TNV avdkTtnon tov T1 10%

[Tapdyovtag vevpopvikon OepameVTIKO TYNLLOL

OTOKAEICHLOD
Poxovpovio kai sugammadex Zovkkwvoioyorivn (1 mg/kg)
(16 mg/kg)

N 55 55

Aldpecog ypovog (Aemtd) 4.2 7,1

Evpog 3,57,7 3,710,5

& GLYKEVIPMTIKY avdAvon avagépOnkay ot axdiovbot xpdvor avavnyng yia 16 mg/kg sugammadex
petd and 1,2 mg/kg Bpopodyov pokovpoviov:

Mivokog 7: Xpovog (Aemtd) amd tnv yoprynon tov sugammadeX 6g 3 hentd puetd 10 poKovpovio
£0¢ ™V avaktinon tov Adéyov T4/T: otnv Tipn 0,9, 0,81 0,7

T4/T10100,9 T4/T106700,8 T4/T1 0670 0,7
N 65 65 65
Aldpecog ypovog 1,5 1,3 1,1
(Aemtdr)
Evpog 0,514,3 0,56,2 0,53,3

Negppixn ovoiertovpyio:

e 000 PEAETEG aVOLYTNG CNLAVOTC £YIVE GUYKPIOT] TNG OTOTEAEGLOTIKOTNTOG KO TNG OCPAAELNG TOV
sugammadeX ce xelpovpykovs aobeveig pe kot yopig cofopn veppikn Suciertovpyio. Xe pio peAém,
T0 sugammadex yopnynonke petd and anokAeloud Tov TPoKANONKe amd pokovpovio, og 1-2 PTCs
(4 mg/kg, N=68). Ztnv dAAn puerétn, To sugammadeX yopnynonke UeTd TNV EXOVEUPAVIOT] TOV T2

(2 mg/kg, N=30). H avavnyn omd tov amokAelopd oy HETPimg HEYOADTEPTG SLAPKELOG Y10 TOVG
aoBeveic e cofapn vePPIkn OLGAEITOVPYIO CLYKPITIKE [LE TOVG ACOEVELS YwPIic VEQPIKN
dvoiettovpyia. Agv avapépOnke VIOAEMOUEVOG 1] EMAVEUPOVILOLEVOS VEVPOLLIKOG ATOKAEICUOG OE
aoBeveig pe coPapn veppikn dSucAeltovpyio 68 AVTES TIG LEAETEG,.

TaBoloyixd, moyvoopror aobeveic:

Muo perém 188 aobevdv ot omoiot dtayvdoTnKay ¢ TadOAOYIKA ToyOCOPKOL SEPEDVNGE TO YPOVO
avévnymg amd pETPLo N Pabl veupouvikod amoKAEIGUO TOV TPOKAAEITAL 0TO TO POKOVPOVIO 1) TO
Bexovpovio. O acbeveic Elafav 2 mg/kg 1 4 mg/kg sugammadeX, avéioyo, pe to eninedo
OTOKAEIGLOD, BOGOAOYOVLEVO GOUPMOVE, EITE UE TO TPAYLOTIKO COUUTIKO Bapog gite Ue TO 100VIKO
COUOTIKO Bapog pe Tuy0i0, SUTAG TVEAO TPOTTO. ZVYKEVIPMTIKA KaTd UNKog Tov fdovg Tov
ATOKAEIGHOV K0l TOV VEVPOUVIKOD TapAyovTo, 0mokAEIo 0D, 0 HEGOG YPpOVOG ovavnyng tov train-of-
four (TOF) Adyov > 0,9 cg aobeveis mov giyav 6060A0oyn0el GOUE®VA LE TO TPOYUATIKO COUATIKO
Bapog (1,8 Aemtd) frav otatiotikd onpavtikd toyxdtepn (P < 0,0001) og ohykpion pe tovg acbeveic
7oV iyav docoroynbel cHUEOVA e TO Wavikd copatikod Bapog (3,3 Aentd).

Haudrozpixog [1AnBvoudg:

Mo pedét 288 acbevav niikiog 2 £mg < 17 e1@v dlepebvnoe TV 0COAAELD, KOL TV
OTTOTEAECUATIKOTNTA TOV sugammadex £VavTt TN VEOSTLYIIVIG ¢ TApAyoVTO OVACTPOPNC TOV
VEVPOUVTKOV OTTOKAEIGLLOV TOL TTPOKANONKE amd pokovpovio 1 Bekovpdvio. H avavnym and pétplo
anokAelopo og TOF Adyov > 0,9 ftav onpoviikd taydtepn otnv opddo sugammadex 2 mg/kg oe
GUYKPION UE TNV OUAdO VEOOTLYUIVIG (YEWUETPIKOG LEGOG 1,6 Aemtd yia sugammadex 2 mg/kg kot
7,5 kemtd yio veooTiypivn, avaroyia yeopetpikov péomv 0,22, 95 % CI (0,16, 0,32), (p<0,0001)). To
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sugammadex 4 mg/kg katopbmoe avactpodn amd Pabl anokAeloud pe Ye®UETPIKO néco 2,0 Aemtiv,
TOPOLLO10 [LE T OTMOTEAEGHOTO TTOV TOPATPNONKAY 0E EVIIAMKEC. AVTEC 01 EMOPACELS NTOV GLUPATEG
Yo OAEG TIC NAKLOKEG OpAOEG IOV peAeTnOnKay (2 g < 6, 6 émg < 12, 12 émg < 17 €T®dV) Kot Y1 TO
pPOKOLPOVIO Kol Yo TO fekovpdvio. BA. mapdypago 4.2.

Aobeveic ue oofopn cootnuotikng vooo:

Mo perét 331 acBevav mov a&loloyntnikov wg ASA Katnyopiag 3 1 4 diepevvnoe v enintoon
OVATTTVOCOUEVOV 00 TNV oy@yn appududv (prefoxkoupixn Bpadvkapdio, ereforkoufikn tayvkopdio
N GAAeg Kapdiakég appLvOpieg) uetd ™ xoprynon tov sugammadex.

Y& acbeveig mov Elafav sugammadex (2 mg/kg, 4 mg/kg, 1 16 mg/kg), n enintwon tov
OVOTTUGGOUEVMV OO TV Y@y appuOdY Ntav yevikd tapopota pe t veootrypivn (50 ug/kg émg

5 mg péyiotn 66on) + yAvkomvpordtn (10 pg/kg £émg 1 mg péyiot d6on). To mpoil avembounTmv
gvepyeumv otovg acheveic ASA Katnyopiog 3 kot 4 fjtav yeViKA TopOUol0 LE avTd TV EVIATKOV
acfevav og cvykevtpoTikég peréteg @dong 1 éwg 3 emopévag dev amatteitor pvudpon g
docoioyiag. BA. mapdypagpo 4.8.

52  ®@appoxoxivnTikES 1010TNTES

O1 QapUOKOKIVNTIKEC TOPAUETPOL TOV SUgammadex vroloyioTnkay amd 10 TEMKO GHVOLO TV
GUYKEVIPOGEMV TOV SEGUEVUEVOV Kot 0dEGUEVTOV GLUTAOK®V Tov Sugammadex. Ot
(OPLOKOKIVITIKEG TAPAUETPOL OTT®G 1) KEBapon Kot 0 dyKog Katavoung Bewpovvtar va eivar id1eg Yo
T 0OEGHEVTO. KOL TO SEGUELUEVE GVUTAOKE. TOV SugammadeX otovg acbeveic Tov &xovv vtofAndei o
avalcOnoia.

Kotavopn:
O mapatnpovUEVOS OYKOG KATavouNG otabepomotuévng katdotaong Tov sugammadex eivat tepinov

11 éwg 14 Aitpa oe evihikeg acheveic e uGLOAOYIKN VEQPIKN AetTovpyia (fdoel GUUPOTIKNG, 1N
SIOUEPIGUATIKNG QOPUAKOKIVITIKNG aviAvong). Obte To sugammadeX ovte 10 GOUTAOKO TOV
sugammadeX Kot Tov POKOLPOVIOL SEGUEDETOL GTIS TPWTEIVES TOV TAAGHATOS 1 oTa EpvBpokdTTApa,
OT®G TOpUTNPNONKE in Vitro Yp1GILOTOIOVTOS OVOPAOTIVO avOPIKO TAGGHO KOl OAIKO OijLo.

To sugammadex gueaviletl YpoppKes KIvnTikég 1010Tteg 610 6060A0Y1Kd €0pog and 1 émg 16 mg/kg
otav yopnyeitar wg evéoeAiPia (1V) ddon epodov.

Buopetooynuoticpog:
e TPOKAVIKEG Kot KAVIKEG peAétec, dev mapatnpridnkav petafoliteg Tov sugammadex ko m
HoVadtKn 000G amoBoANG TOV aUETAPANTOL TPOTOVTOG TV HECH VEPPIKNG AMEKKPLOTC.

AmofoAn:

X eVIMKEC ovousONnToTOIEVOUG OICOEVEIC LLE PUCIOAOYIKT VEPPIKT AELTOVPYiQ, O YPOVOC NIUGELNG
Cong (t12) ™¢ amoPoing Tov sugammadex sivor Tepinov 2 dpeg Kot 1 EKTILOUEVT KABapon
TAdopoTog eival mepimov 88 ml/min. M pedétn iooppomiog palag £de1&e 611 > 90% g d6oMC
amekkpiOnke evtdc 24 wpav. To 96% tng 06on¢ amekkpifnke ota obpa , amd ta omoia to 95%
TOVAGYIoTOV PTopovoe va amodobel og auetdPfAnto sugammadeX. H anékkpion HECH TOV KOTPAVOY
1 ToV gKTVEOUEVOD 0pa NTav Kdtw arnd To 0,02% g d6ong. H yoprynon tov sugammadex og vyteig
€BelovTég 00N YNoE 08 AVENUEVN VEQPIKY] OTTOLLAKPLVGT] TOU POKOVPOVIOV LE T1) LOPPT] GCUUTAOGKOV.

Eidixoi mAnOoopoi:

Neoppn| duciettovpyio Kot nAtkio:

e o QapUOKOKIVITIKY LEAETN Omov €ytve oVYKplom acBevav pe cofapn veppikn ducAiettovpyia pe
ac0evelg pe PLUOIOAOYIKY VEPPIKT AetTovpyia, To emimedo Tov Sugammadex oto TAdco oy
TOPOLOLN KOTA TN OEPKELD TG TPMTNG MPOG LETE TN XOPYNON TNG 000TG KOl LETEMELTO, TOL EMITEDQL
ueldOnkav taydTEP 6TV opdda eAéyyov. H ok ékBeon oto sugammadex ftav mapotetousv,
odnyovtog o 17 popéc vymiotepn €xbeon twv aclevav pe cofapn veepikn duciettovpyio. Xopuniég
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OVYKEVIPMOOELG Sugammadex sivat aviyvedotpueg yio TovAdylotov 48 dpeg LETE T XopNynon g
d060omnc¢ o€ acbevels Le coPapn VEQPIKN avendpKeLa.

e o 0e0TEPN UEAETT] OOV £YVE GUYKPIOT G€ ATOUO LE PLETPLO ) GOPaPT| VEQPIKT SOVGAELTOVPYIN [UE
GTOMO LLE PUGIOAOYIKY VEQPIKT AetTovpyia, 1 KGOapon Tov sugammadex otadiokd petmonke Kot o
1PpOVOG Nuicelog (ong Tz otadiakd mopatddnke pe T peioon g veppikng Asttovpyiag. H éxbeon
ntav 2 eopéc kat 5 popéc vYNAOTEPN o€ dTopa e pETpia Kot cofapn veppikr dSuvciettovpyia,
avtiotoyyo. Ot cVYKeVTpOGELS TOL SugammadeX dev Ntav TAEOV aviyVeELGIUES TAV® o 7 NUEPES PETE
TN YOpPNYNo™ NG SO0NG G ATOLN LLE COPOPT| VEQPIKT AVETAPKELDL.

MMivokog 8: Tlepiinqyn TOV QUPRIKOKIVITIKOV TOPApETPOY TOV SugammadeXx ava nhkio kot
VEQPIKI] AELTOVPYIX TAPOVOLALETUL TAPUKAT®:

Emieypéva Xapoktnprotika AcOevoig Méoeg [pofrenopeveg
Oappoxoxivntikéc Mapaperpor
(CV*%)
Anpoypapikd Neppikn Aertovpyio Kabapon Oykog Xpovog
oTouyeia Kd&Bapon kpeatvivng (ml/min) (ml/min) KOTOVOUNG 0T nuioegog
Hhxio otabepomompévn Cong
Yopoatikd katdotoon (1) amoPoAng
Bapog (hr)
EvijAicag ducroroyikn 100 84 (24) 13 2 (22)
40 gtV Awrtapaypévn | Hmao 50 47 (25) 14 4 (22)
75 kg Métpuo | 30 28 (24) 14 7(23)
2oPapr | 10 8 (25) 15 24 (25)
Hlkiouévog Duvcloloyikn 80 70 (24) 13 3(21)
75 etV Awtopaypévn | ‘Hma 50 46 (25) 14 4 (23)
75 kg Métpuo | 30 28 (25) 14 7(23)
ZoBapn | 10 8 (25) 15 24 (24)
"Epnpog ducloroyikn 95 72 (25) 10 2 (21)
15 etov Awrtapaypévn | ‘Hmo 48 40 (24) 11 4(23)
56 kg Métpo | 29 24 (24) 11 6 (24)
2oPapn | 10 7(25) 11 22 (25)
Méon mtoadikny | Dvororoyikn
nAio 60 40 (24) 5 2 (22)
9 etV Awzopaypévn | ‘Hma 30 21 (24) 6 4(22)
29 kg Métpo | 18 12 (25) 6 7 (24)
Yofapn 6 3 (26) 6 25 (25)
IIpoyn modkn | Pucloroyiky
niikia 39 24 (25) 3 2 (22)
4 gtV Awrtopaypévn | Hmao 19 11 (25) 3 4 (23)
16 kg Métpo | 12 6 (25) 3 7 (24)
ZoPapn 4 2 (25) 3 28 (26)

*CV=cvvtereotn¢ LETAPANTOTNTOG

dvro:
Agv mopatnpninioy dapopég mg TPog To POLO.

Do

e o pedét oeg vyieic lamwveg ko Kavkdoiovg, dgv mapatnpndnkay KAVIKG oniovTikég Slapopég
OTIC POPUOKOKIVNTIKEG TapapéTpov. Ileplopiouéva otoryeio de dEIKVOOLY SloPOopES OTIG
QOPUOKOKIVITIKEG TAPOUETPOVE GE ATOUO TNG LOVPNG QLUANG 1| 0€ APPOOUEPIKAVOVC,.
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Zopatikd Bapoc:
H avdivon eoapuakokivnTikng TAnuc ol evnAikov Kot nMKIoUEVeY acBevdv ogv £0€1EE ONUOVTIKNY
oyéon KaBapong Kot GYKov KaTavopUng e To BApog CMUATOC.

Hoyvcoapkio:
e pia KMvikn pehétn oe moforoyikd mayvoapkovg acbeveic, yopnyndnke sugammadex 2 mg/kg kot

4 mg/kg cOupva pE TO TPOYUATIKO cOUaTKO Bapoc (N=76) 1 GOUPOVA LE TO 100VIKO COUATIKO
Bapog (n=74). H éxbeon oto sugammadeX av&nbnke pe 6060-e£0pTOUEVO, YPAUUIKO TPOTO LETE TN
YOPYNGN COUPOVA LE TO TPAYUATIKO COUATIKO BApog 1 TO 100vikd couatikd Bdpoc. Agv
TapoTNPNOMNKAY KAVIKE GNUOVTIKEG S10POPES OTIG POPUOKOKIVITIKEG TOPAUETPOVG UETAED TOV
mafoAoyIKd TayvoapKOV acevadv Kot Tov YeEVIKOD TANOLGHOD.

5.3 IIpoxivika dgdopéva Yo TV a6@dreia

Ta pun KAviKd dedopéva OgV amoKaAVTTOVY 1010iTEPO Kivouvo Y10, Tov AvOprmo e Baon Tig
GUUPBUTIKEG LEAETEC PUPUAKOAOYIKNG OGPAAELOC, TOEIKOTNTOC ETOVULOUPOVOUEVOVY SOCEMY,
YOVOTOEIKOTNTAG, TOSIKOTNTOG GTNV OVOTOPAYMYIKT IKOVOTNTA, TOTIKY 0voy 1| CUPPATOTNTO LE TO
aipo.

To sugammadeX amoPairetor ToyEMS 6TO TPOKAVIKE €181, TOPOLO TOL LITOAEHOTIKOG SUgammadex
mapatnpnnKe oto 00TA Kot o SOVTLIO veap®v entpuvov. [pokhvikés pedétec oe veapoDc evAMKES Kot
®p1povg emipveg £d6e1&av Ot To sugammadex dev emnPealel apvnTIKG TO YPOUA TOV S0VTIIHOV 1 TNV
To10TNTO, TNV SOUN Kot TV HETAPBOMGHO TV ootdv. To sugammadex dev éxet enidpaocn otnv
eMOOPHOOT KATAYLOTOG KOl GTIV OVASIAUOPPDGCT) TOV 0GTOV.

6. DOAPMAKEYTIKEX TAHPO®OPIEXZ
6.1 Koatahoyog ekdoymv

Ydpoyrwpikd 0D (Yo pvbuion tov pH)
Ydpo&gidio tov vatpiov (yia pOOuion tov pH)
"Yowp yia evéoiua

6.2 Aocvupototnteg

AVTO TO PUPUOKEVTIKO TPOIOV EV TPEMEL VAL AVOUELYVVETAL PE GAAN QAP UAKEVTIK TPOTOVTO EKTOG
QUTAOV TOV AVAPEPOVTAL OTIV TAPAYPapo 6.6.

"Exet avagepBei puoikn acopfotdotnta e Ty Bepamapiin, Ty ovoaveeTpovn Kot TN PovITIOiv .

6.3 Awpkera Long

3 ypévia

Metd 10 TPMOTO AVOLYLLOL KOl TNV apaioT, 1) YUK Kol UOTKN oTafgpoTnTa KOt TV (p1on EXovv
tekunpfel yio 48 mpeg o 2°C émg 25°C. Ao HikpoPloAoyikig anOYEmS, TO OPULOUEVO TPOIOV
TPEMEL VAL YPNCLOTTOEITOL AUECMG. AV deV ypnoilpomomBel apéswc, ot xpovol OAAENS KaTd TN Xp1on
KoL 01 GLVONKEG TPV aTtd TV YPpHom opilovial pe vBHVN TOV ¥PNGTN KoL KAVOVIKE OgV TPEMEL VoL Eivat
peyodvtepot and 24 dpeg oe 2°C émg 8°C, ektdHg av 1 apaimon £Yive oe ELEYXOUEVES KoL
EMKVPOUEVES AOTTITEG GLVOTKEG.

6.4 Iowitepeg mpourdéels kata T @OAAEN TOV TPOTIOVTOG

dvidocoete oe Beppokpacio pkpotepn twv 30°C.

Mnv katoyOyETe.
Ddvidooete 10 PLOAISI0 6T0 eEMTEPIKO KOVTI Y10 VOL TPOGTATEVETAL OO TO POC.
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I"oa t1g cvvbnKeg POAAENC TOL UPAOUEVOD PAPUOKEVTIKOD TPOTdVTOC, PA. mapdypapo 6.3.
6.5 ®@Von Kol GLOTUTIKGA TOV TEPLEKTN

2 ml 1 5 ml deAdpartog og dropaveg eLokidto amd yvoi Tomov I pe ykpt EAAOTIKG TdOROTO
YA®POBoLTLAIOV Kot YOAGLIO OTOGTMUEVO KAAVLLLLO OAOV VIOV,

Meyé0n cvokevaociog: 1 graridio tov 2 ml, 10 eroAida tov 2 ml, 1 euokidio tov 5 ml 1 10 euokida
tov 5 ml.

Mmropei va, unv KoKAOPOPOLV OAEG Ol GLOKEVAGIES.
6.6 Idwitepeg mpo@uLAGEEIS amoppLYNG Ko GAAOG YELPLONOS

To Sugammadex Mylan umopei va evietot o evoo@AEPLO ypopun (oG 1on VIGPoVGaG EYYLONG UE T
axoAovBa evioeALPia dradvuata: yAwprovyo vatpro 9 mg/ml (0,9%), yAvkdln 50 mg/ml (5%),
yAoplovyo vazpio 4,5 mg/ml (0,45%) kot yAvxkdln 25 mg/ml (2,5%), yoraxtikd didAvua Ringers,
dddopa Ringers, yAvkoln 50 mg/ml (5%) og yhoprovyo varpro 9 mg/ml (0,9%).

H ypouun €yyvong 0o mpénel va exmivbel enopkag (m.y. pe 0,9% yAwpiovyo vatpro) petad
™G xopnynong tov Sugammadex Mylan kot GAA®V popudkoy.

Xpnon otov moudtatpikd minfucud
INo toudatpikove acbeveic to Sugammadex Mylan propei vo apardveton pe v xpnon yAwpiovyov
vatpiov 9 mg/ml (0,9%) o€ cuykévipwon 10 mg/ml (BA. mapdypapo 6.3).

Ka0e aypnoipomointo Qoppakevtikd Tpoidv 1| VITOAELLO TPETEL VO, ATTOPPITTETOL GOUPMVA LE TIG
KOTA TOTOVG 1oYVOVGEC GYETIKES OLOTAEELG.

7. KATOXOX THX AAEIAY. KYKAO®OPIAX
Mylan Pharmaceuticals Limited

Damastown Industrial Park,

Mulhuddart, Dublin 15,

Dublin

Iphavdia

8. APIOMOX(0OI) AAEIAY. KYKAO®OPIAX
EU/1/21/1583/001

EU/1/21/1583/002

EU/1/21/1583/003

EU/1/21/1583/004

9. HMEPOMHNIA ITPQTHE ETKPIZHYXY/ANANEQYXHY THX AAEIAX

Huepounvia mpdg £ykpiong: 15 Noeuppiov 2021

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Agntopepeic TAnpoeopieg yio 1o Tapdv pOPUAKEVTIKO TPoidV givor d1abécies oTov SKTLAKO TOTO
t0v Evpomnaikod Opyovicpov @apudkev: hitp://www.ema.europa.eu.
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ITAPAPTHMA I1

MAPAXKEYAXTHX(EZ) YIEYOYNOX(OI) I'IA THN
ANIOAEZMEYZH TOQN HAPTIAQN

OPOI'H INTEPIOPIXMOI XXETIKA ME TH AIAGEXH KAI
TH XPHXH

AAAQOI OPOI KAI AITAITHXEIX THX AAEIAX
KYKAO®OPIAX

OPOI'H NIEPIOPIXMOI XXETIKA ME THN AX®AAH KAI

ATIOTEAEXMATIKH XPHEZH TOY ®PAPMAKEYTIKOY
MPOIONTOX
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A.  TIAPAXKEYAXTHX YIIEY®OYNOZX I'TA THN AIIOAEXMEYXH TQN ITAPTIAQN

‘Ovouo kot d1e06vven Tov ToPUCKELAGTH TOL £ival LITEVHLVVOC Yo TNV ATOOEGUEVCT] TV TOPTIOWY

Viatris Santé
1 rue de Turin
69007 Lyon
TalAiia

Eurofins BioPharma Product testing Budapest Kft
Anonymus Utca 6, Kerulet,

Budapest 1V, 1045

Ovyyapia

Mylan Germany GmbH
Benzstrasse 1

Bad Homburg

Hesse

61352

T'eppovia

270 £VTUTTO PUALO 0ONYIDV XPTOTG TOV POPLAKEVTIKOD TPOIOVTOG TPEMEL VAL OVALYPAPETOL TO OVOLLAL
Kot 1 d1evBVVOT| TOL TAPACKELAGTH TTOV Eival VTEHOLVOG V1O TNV ATOSEGUELGT TNG CYETIKNG TAPTIONS.
B. OPOI'H IEPIOPIXMOI XXETIKA ME TH ATIAGEXH KAI TH XPHXH

DoppokevTikd TPoidy Yo T0 0Toio amoLTeiTAL TEPLOPIGUEVT 1aTPIKT cuvtayT| (PA. mapdptnua I:
[MepiAnymn tov Xapaktnpiotikdv tov [poidvtog, Tapdypapog 4.2).

I AAAOI OPOI KAI AITAITHXEIX THX AAEIAX KYKAO®OPIAX

o Ex0¢os1¢ Teprodikng mapakorovdnong e aseareros (PSURS)

O1 arontnoeig yo. tnv vroPoin tov PSURS yio 1o &v A0y® @oppokevtikd tpoidv opifovtat

OTOV KATAAOYO HE TIC NUEPOUNViEg avapopds ¢ Evoong (katdhoyog EURD) nov mapatifeton

oV Tapdypago 7, tov apbpov 107y, g odnyiag 2001/83/EK ko kabe emakoiovOng
EMKOLPOTOINGNG OTMG ONUOGLEVETAL GTNV EVPMOTATKY|] SIKTVOKT) TOAT| Y10L TO, PAPLLOKOL.

A. OPOI 'H ITEPIOPIZMOI EXETIKA ME THN AX®AAH KAI AIOTEAEEMATIKH
XPHXH TOY ®PAPMAKEYTIKOY ITPOIONTOX

o Yyéo10 owyeipiong kKivovvou (ZAK)

O Karoyog Adelag Kukhopopiag (KAK) Ba die&aydyet Tig amoitodpeveg SpactnploTnTes Kot

TAPEUPAGELG PUPLOKOETOYPVTVIIONG 0TS Tapovstdlovtal 6to cupenvndéy XAK mov

mapovctdletar otnv evotnto 1.8.2 g doelag kukhopopiog Kot 0molecdNToTE ETAKOAOVOES
gyKekplévec avabempnoetg tov TAK.

20



"Eva emkatpomompévo ZAK Oa mpémet va katotedet:

. Metd and aitnpa tov Evponaikov Opyoavicpod Qappdkov,

o OnotedNmote TPOTOMOLEITAL TO GVGTN O, SLOYEIPIONG KIVOHVOU, EOIKE MG ATOTEAEGLLO ANYNG
VEOV TANPOQOPLOV TTOV LITOPOVV VO ETLPEPOVY GLLOVTIKT] GAAOYT GTN OXECT] 0QEAOVG-
KIvOUVOL 1] 0G OTOTELECLLO TNG EMTEVENG EVOG CTUAVTIKOD OPOCTILOV ((POPUAKOETHY POV
N EAOYLOTOTOINGT KIVOVVOU).
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ITAPAPTHMA I1I

ENNIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX
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A. EINIIXHMANXH
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ENAEIZEIX TIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTI, 1 x5 ml kou 10 X 5 ml gueLridra

1.

ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Sugammadex Mylan 100 mg/ml evéoipo diéAvpa
sugammadex

2.

XYNOEXH XE APAXTIKH(EX) OYXIA(EX)

1 ml mepiéyer 100 mg sugammadex (w¢ vatprodyo sugammadex).

Kabe praridio tov 5 ml nepiéyer 500 mg sugammadex (g vazprovyo sugammadex).
500 mg/5 ml

3. KATAAOI'OX EKAOXQN

AMa cLOTOTIKA: VOPOYA®PLKS 0ED KoM VPOEeidio Tov vatpiov (Yia pvBuion Tov pH), Kdwp Yo
gVECLLOL.

BA. T0 pOAAO 001 YLDV YPNONS Y10, TEPUITEP® TATPOPOPIEC.

4.

DPAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Evéoo dtdAvpa
1 ploAidio

10 proAidw

500 mg/5 ml

I5. TPOITIOX KAI OAOX(OI) XOPHI'HXHX

EvoopAéPia ypnion
Movo yia gpdma& ypnon.
Awfaote T0 PUALO 0ONYIOV XPNOTG TPV OO TN YPNOT).

6.

EIAIKH ITPOEIAOIIOIHEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO

ITPOION ITPEITEI NA ®YAAXXETAI *E OEXH THN OITIOIA AEN BAEIMTOYN KAI
AEN ITPOXETITIZOYN TA ITAIAIA

Na pvidooetal o€ BEom, TV onoia dev PAETOVY Kot dev Tpoceyyilovv Ta TALd1d.

7.

AAAH(EY) EIAIKH(EX) IPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EX)
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|8. HMEPOMHNIA AHEHX

AHZEH

Metd 10 TPMOTO AVOoLypo Kot TV apaimot, puidcoete o€ Oepuokpacio 28°C kot ypnoyonomote
€v10¢ 24 wpmv.

|9. EIAIKEYX XYNOHKEYX OYAAEHX

dvidcoete og Beppokpacio pkpotepn tov 30°C. Mny katoyvyete. Pvidcoete 10 PLOAISI0 GTO
€EMTEPIKO KOVTI Y10 VO TPOGTATEVETAL OO TO PWC,.

10. IAIAITEPEX IPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YHOAEIMMATON ITIOY HPOEPXONTAI AIIO AYTA, EOOXON ANTAITEITAI

Amoppiyte kaOe oypnoiponoinTo SidAvpa.

[11.  ONOMA KAI AIEYOYNIH KATOXOY THX AAEIAX KYKAO®OPIAX

Mylan Pharmaceuticals Limited
Damastown Industrial Park,
Mulhuddart, Dublin 15,

Dublin

IpAavdia

|12. APIOMOZX(OI) AAEIAY KYKAO®POPIAX

EU/1/21/1583/003
EU/1/21/1583/004

[13.  APIOMOZX IIAPTIAAX

Lot

|14. I'ENIKH KATATAZH I'TA TH ATAGEXH

|15. OAHTIEX XPHIHZ

|16. TIAHPO®OPIEX XE BRAILLE

H attioAdynon yio vo unv teptingdei ) ypaoen Braille ivon omodekt.
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17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AISAIAXTATOX T[PAMMQTOX
KQAIKAE (2D)

A6d1d0Tatog Ypouumtog kadikag (2D) mov gépet Tov meptAn@divia povadikod avoyvmploTikd
KOOKO.

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

PC
SN
NN
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EAAXIXETEX ENAEIZEIX IIOY ITPEIIEI NA ANAT'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

EIIIXHMANXH ®IAAIAIOY, 1 x5 ml ko1 10 X 5 ml guohidwe

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOZ(OI) XOPHTHEHE |

Sugammadex Mylan 100 mg/ml éveon
sugammadex
v

[2.  TPONOX XOPHIHZHX |

[3.  HMEPOMHNIA AHEHE |

AH

[1]

H

4. APIOMOZX ITAPTIAAX

Lot

I5. HEPIEXOMENO KATA BAPOZX, KAT' O'KO'H KATA MONAAA

500 mg/5 ml

6.  AAAA LTOIXEIA

27



EAAXIETEX ENAEIZEIX IIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH
YXYXKEYAXIA

EEQTEPIKO KOYTI, 1 x 2 ml ko 10 X 2 ml gueLridra

1.

ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Sugammadex Mylan 100 mg/ml evéoipo didhoua
sugammadex

2.

YXYNGOEXH XE APAXTIKH(EY) OYXIA(EYX)

1 ml nepiéyer 100 mg sugammadex (g vatpiovyo sugammadex).
Kabe graridio tawv 2 ml nepiéyet 200 mg sugammadex (@g vatpiovyo sugammadex).
200 mg/2 ml

|3. KATAAOI'OX EKAOXQN

AlAa 6LOTOTIKA: VOPOYA®PLKS 0ED KauM VEPOEEISIO ToL vatpiov (Yo p¥Buion Tov pH), Vdwp Yo

gVECLLOL.

BA. T0 @OAAO 001 YLDV YPNONC Y10, TEPUITEP® TAT|POPOPIEC.

4.

GOAPMAKOTEXNIKH MOP®H KAI NTEPIEXOMENO

Evéoipo didiopa

1

QLoAid10

10 groAiduo
200 mg/2 ml

I5.

TPOIIOX KAI OAOX(0OI) XOPHI'HXEHX

EvdopAépia yprion
Moévo yia gpamag ypron

AwBdote T0 PUALO 0NV YPAONG TPV O TN YPNOT).

6.

EIAIKH ITPOEIAOIIOIHEH XYM ®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO

ITPOION ITPEITEI NA ®YAAXXETAI *E OEXH THN OITIOIA AEN BAEIMTOYN KAI
AEN ITPOXETTIZOYN TA ITATAIA

Na puAdooetor o 0éom, TV onoia dev PAETOLY KoL dev Tpoceyyilovv Ta Tald1d.

7.

AAAH(EY) EIAIKH(EX) ITPOEIAOIIOIHXH(EIX), EAN EINAI AITAPAITHTH(EX)
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|8. HMEPOMHNIA AHEHX

AHZEH
Metd 10 TP®OTO Avorypo Kot TNV apaino, puidcoete o Oepuokpacio 28°C kot ypnoyloromoTte
€v10¢ 24 wpmv.

9. EIAIKEY YYNOHKEX OYAAEHX

dvidooete og Oeppokpacio pikpodtepn v 30°C. Mnv katoydyete. Dvidoocete 10 QLOAISI0 GTO
€EMTEPIKO KOVTI Y10 VO TPOGTATEVETAL OTO TO PG,

10. TAIAITEPEX TIPO®YAAZEIX I'TA THN AITOPPIYH TQN MH
XPHEIMOIIOIHOENTON ®APMAKEYTIKOQN IPOIONTQN
"H TQN YIIOAEIMMATON ITIOY ITPOEPXONTAI AIIO AYTA, E@OXON
AITAITEITAI

Amoppiyte kaOe oypnoiponoinTo SidAvpa.

[11.  ONOMA KAI AIEYOYNIH KATOXOY THX AAEIAX KYKAO®OPIAX

Mylan Pharmaceuticals Limited
Damastown Industrial Park,
Mulhuddart, Dublin 15,

Dublin

IpAavdia

[12.  APIOMOZ(OI) AAEIAX KYKAO®OPIAZ

EU/1/21/1583/001
EU/1/21/1583/002

| 13.  APIOMOZX ITAPTIAAX

Lot

|14. TENIKH KATATAZEH I'lA TH AIAGEZH

|15. OAHT'IEX XPHXHX

|16. TIAHPO®OPIEX XE BRAILLE

H artioldynon yia vo unyv mepidnedei n ypaen Braille givar amodext.

17.  MONAAIKOX ANATNQPIZTIKOX KQAIKOX - AIZAIAXTATOZ TPAMMQTOX
KQAIKAZX (2D)

A6d106TaTog Ypopupumtos keddikag (2D) mov pépet Tov meptin@dévia povadikod avoyvmpioTikd
K®OKO.
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18. MONAAIKOX ANAI'NQPIZTIKOXZ KQAIKOX AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO

PC
SN
NN
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EAAXIXETEX ENAEIZEIX IIOY ITPEIIEI NA ANAT'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

EIIIXHMANIH ®IAAIAIOY, 1 X 2 ml ko1 10 X 2 ml @uohidwe

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOZ(OI) XOPHTHEHE |

Sugammadex Mylan 100 mg/ml éveon
sugammadex
v

[2.  TPONOX XOPHIHZHX |

[3.  HMEPOMHNIA AHEHE |

AH

[1]

H

4. APIOMOZX ITAPTIAAX

Lot

I5. HEPIEXOMENO KATA BAPOZX, KAT' O'KO'H KATA MONAAA

200 mg/2 ml

6.  AAAA LTOIXEIA
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B. P’YAAO OAHI'TQN XPHXHX
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@viro oonylov ypions: Iinpoopics Yo Tov ypriotn

Sugammadex Mylan 100 mg/ml evéeipo draivpe
sugammadex

AP aoTE TPOGEKTIKE OLOKAN PO TO PUAAO 00N YLDV Yp1ioNGS TPV 60g yopnyn el avtd To
PapPROKO, O1OTL TEPLAOUPAVEL CNUAVIIKES TANPOPOPIES Y10 UG,

o Durd&te avTo To POALO 0dNYIBV Yprone. Towg ypelaotel va to dofdacete Eavda.
. Edv &yete meportépm amopiec, pmtNote ToV ovalcincloldyo i Tov yatpd cag.
. Edv mapotnpfoete kamoto avemBOunTn evépyeia, EVNUEPMOGTE TOV avalsONnG1oA0Y0 cag 1

AoV YloTpO. AVTO 1GYLEL KOt Yo KAOe Thav| avemBountr evEPYELD TOL OEV OVOPEPETAL GTO
POV GOUALO 0dNYLOV YpNons. BAéne mapdypaeo 4.

T Tepréyer 1o Tapév UALO 00N YLOV

T eivan To Sugammadex Mylan kot ol givae i gprion Tov

T apémel va yvopilete npv yopnynbei to Sugammadex Mylan
[og yopnyeitan To Sugammadex Mylan

[MBavég avemBounteg evépyeteg

i va pvidcoete to Sugammadex Mylan

[epreydpeva g cvokevaciog Kot AOTES TANPOPOpPiEg

ok

1. T givon To Sugammadex Mylan kot wowa givar 1 xpen Tov

T givan To Sugammadex Mylan

To Sugammadex Mylan nepiéyet T dpactiky ovoia sugammadeX. To Sugammadex Mylan Oswpeitot
OTL elvan €VOG EKAEKTIKOS TOPAYOVTOS OETUEDGNS UDOYOAOPOTIKDV, KABDG dpa LOVO LUE CLYKEKPIUEVA
HLOYOAAPOTIKA, TO Bpmuodyo pokovpovio 1 To Bpouodyo fexovpdvio.

Iowx givar n xpion Tov Sugammadex Mylan

Otoav vtofdAreote G€ KATOLOVE TOTOVG XEWPOVPYIKDOV EXEPPAGEDV, OL LHEC GOG TPETEL VAL
YOAULPDGOVY TANP®G. AVTO S1EVKOADVEL TEPIOCOTEPO TOV XELPOLPYO TPOKEIUEVOL VA TPOPel TNV
yewpovpykn enépuPaocn. I'a tov Adyo avtd, n yevikn avoucOnoio mov cog divetor meptiopPdvet
QAPUOKO TTOV TPOKAAOVY YOUAGP®OGOT TV LU®V GOC. AVTA OVOUALOVTOL HooyalopwTiKd, KOl OTA.
mapadeiypata teptloufaveral 1o fpmpovyo pokovpdvio kot to Bpaptodyo Pexovpdvio. Emeidn ta
QAPLLOKO OVTH TPOKAAOVY YOAAPMOT KOl GTOVG OVOTVEVGTIKOVG GOG LOES, ypetaleote Pondeia yio va
avamvEéete (TexvnTog 0EPICHOG) KATA TN dldpKeLo TNG EMEUPOONG Kot LETE 0md avTv, £mG OTOL Va
UTOPECETE VO AVOTVEDGETE Kol TAAL 0O POVOL GO,

To Sugammadex Mylan ypnoipomoteitot yio vo. ETTaydVEL THY OTOKOTAGTAGT TOV HDOV GOG UETA
oo o YELPOVPYIKT ETEUPOOT], DOTE VO GG EMTPEYEL VO OVATVEDGETE EavA amd POVOL GO VOPITEPA.
AvT0 TO EMITLYYAVEL LE TO VAL SEGUEVETAL LUE TO PPMELOVYO POKOLPOVIO 1} TO BpmpIovY0 feKovpovio
GTOV 0pYAVIGUO Goc. Mmopel va ypnoiuomoindei oe EVAAIKEC OTOTEONTOTE YPNCILOTOLELTAL BP®ULIOVYO
POKOVPOVIO 1 Ppmpiodyo Pekovpdvio kal o€ Toudd Kot eprfovg (MAtkiog 2 £wg 17 et@v) dtav
yxpnoponoteiton Bpoiodyo poKovPOVIO Yo TNV ENITEVEN HETPLOV EMTESOV YAAAPOOTG.

2. T péner va. yvopilete Tpy oag xopnyndei o Sugammadex Mylan
Agv péner va cog yopnyn0si To Sugammadex Mylan
o o€ mepinTmon adiepyiog oto sugammadeXx 1 o 0moldNTOTE GALO OTO TOL GLGTOTIKG AVTOV TOV

QOPUAKOL (OvaPEPOVTOL 6TV TOpdypapo 6).
Evnuepaote tov avaicincloddyo cag av ovtod 1o OEL Yo OOG.
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IIpog1domon)6ElS Kol TPOPUAGEELS
AmevBuvBeite otov avalsOnolodldyo cog mpv yopnyndei o Sugammadex Mylan

. £aGv éyete N eiyate 010 TapeBOV veppomddeia. Avto givar onuavtiko eneldn to sugammadex
OTOLLOKPOVETOL OO TOV OPYOVIGHO GOG LEGH TV VEPPDV.

. g &yete N elyate oto mapeABOV nmaTondOeLd.

. €av €yete Kataxpdnon vypav (oidnua)

o €4 €xete VOGOULG OV £ival YvGTo 0Tl TPoKOAOLY avénpévo Kivovvo arpoppayiog (drotapayég

oV &N TOL aipaToc) | akoAovOEiTe OVTIANKTIKY aymYyN.

Moword kon £pnpor
To @appako ovtd dev cuvioTaTal Yio Bpéen NAKiag KAT® TV 2 ETOV.

Alra @appoxa kor Sugammadex Mylan

Evnuepaote tov avaicOncioldyo cag eav maipvete, Exete mpdo@ta TAPEL | UTOPEL va TAPETE AAANL
QapLOKOL.

To Sugammadex Mylan givat duvatdv vo exnpedlel GAla eapaka 1 vo exnpedletot and avtd.

Opopéve pappoxa per@vovy 1 dpdon trov Sugammadex Mylan

Elvan e€aipetikd onpovtiko vo evijUEPMGETE TOV avacONGloAdY0 Gag oV TPdSPaTa £XETE TAPEL:
. TOPELPEVT (y¥pMolLoToteital ot Depaneia Kapkivov Tov HaoTo).

o @oLG1O1KO 0&D (avTIBloTIKO).

To Sugammadex Mylan propgi va etnpedlel Ta 0PpPOVIKG AVTIGVAANTTIKG,

To Sugammadex Mylan pmopel vo. KaTaoTHGEL TO OPUOVIKE, OVTIGLAANTTIKA — GUUTEPIAOUBOVOLEV®V

TOV YOOV, TOV KOATIKOV OUKTUAIOV, TV ELPUTEVUATOV 1) TOV OPLOVIKOD EVOOUNTPLOV GUGTHUATOSG

(IUS) — Myotepo omoTeEAeGHATIKG, ETEWDN HEWDVEL TV TPOCAQUBOVOUEVT amd TOV AvOpmno TochTTO

™G opprovIG TpoYeaTeEPOVNC. H Tocdtnta mpoyestaydvov mov YAveTal Kotd T (p1on Tov

Sugammadex Mylan sivat tepinov idia pe ekeivn TOL YAVETOL OTAV TAPAAEITETE £VAL OO TOV

GTOUOTOG AVTIGLAANTTIKO YOTTL.

. Av maipvete T0 avTIGLAMTTTIKG Y dm TV 1010 nuéPa Katd TV omoio oag yopnyeital To

Sugammadex Mylan, npénet va epapudoete T1g 001yieg TOV PVALOL 0dNYIOV Y10 TO XOTL OGOV 0POPE

™V TopdAenymn d066NG.

o Av ypnoyomoteite GAAG OPLOVIKA OVTIGVAANTITIKA (Y10l TOPASELY O KOATIKO SOKTOALO,
guevtevpa 1 IUS), Tpénet va ypnoiponotioete emmpdOoOETN U OPHOVIKT GVTIGUAANTTIKY
LEB0S0 (OTMG TPOPLAOKTIKO) Y10, TIC EMOUEVEC 7 NUEPES KOL VO EPOPUOCETE TIG 00N YiES TOL
avaPEPOVTAL GTO PUARO OONYIDV YPTICEMG TOL UVTIGVAANTTIKOV.

Emopdceig 610 0mTOTELEGCLATO TOV ULLATOAOYIK®V EEETAGEMV

I'evikd, To Sugammadex Mylan dev aokei enidpaon otig epyactnprakés e€etdoeilg. Qotdoo, ivat
duVaTOV VO ETOPA GTO OTOTEAEGLOL LLOG OLLOTOAOYIKNG €EETAGNG Y1 Lol Oprdvn oV ovoudletal
npoyeotepdvn. Evnuepdote Tov yiotpo Gog e4v ta enineda mpoyestepdvng oag TPEMEL VO EEETAGTOVY
™mv 610 nuépa pe avtny mov Ba oag yopnyndei o Sugammadex Mylan.

Kdnon ko Onraopog

Evnuepoote tov avaicOnoioldyo cog av giote éykvog 1) vouilete 611 giote €ykvog 1 av OnAdlete.
Eivon duvotov va pmopeite va tapete To Sugammadex Mylan obtmg 1 dAwc, alhd mpémetl TpdTa va
T0 oV{NTNOETE.

Agv givon yvwoto gdv to sugammadex pmopei va tepdoetl 6to untptkd yako. O avoictncetoddyog cog
0o oag fondnoel va anopacicete edv Ba otaparioete To OnAacud 1 av Oa anéyete and T Bepancia
e to sugammadex, Aappavovag vroyn o 0Pelog ToL ONAAcHOD V1o TO TaNdi Ko TO OPELOG TOL
Sugamadex Mylan yia ) yovaika.

001yN o1 Kot LEPIOUOS PNV LATOV

To Sugammadex Mylan dev £yel kopia yvootr enidpacn oTnv IKavOTNTd 60¢ Vo 00N YEiTe Kot va
yepileote unyovnuaTa.
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To Sugammadex Mylan repiéyet vatpro

To @dpuako avtd mepiéyet £og 9,2 Mg vazpiov (kKHPLo cLoTATIKO TOV payelptkod / emitponéliov
dAatog) og kabe ml. Avtd icodvvapei pe 1o 0,5% g GUVIGTOUEVTG HEYIGTNG NUEPTOLOG TPOGANYNG
vatpiov pe T SoTpon] Yo EVOV EVIALKOL.

3. Mog yopnyeitor To Sugammadex Mylan

To Sugammadex Mylan 6a cog yopnyn0ei amd tov avaietnoioldyo cag 1| Vo TV exifAeymn Tov
avalsnololoyov cog.

H d60n

O avaroBnoohdyog cag Oa vroloyicel T 6601 Tov Sugammadex Mylan mov ypeidleote pe Baon:
. 70 PBdpog cag

. Tov Babud otov omoio Gog emnpedlel AKOUN TO HVOYXOAAPOTIKO PAPLOKO.

H ovvifng d6om givar 24 mg avé (o ypaplo CORATKoL BAPOVE Yo EVAALKES Kot Yot Toudidl Ko
gpnPovg pueta&d 2-17 gtmdv. Mropei va ypnoomombel pia §6on twv 16 mg/kg og evniikoug eav

amotteiton enslyovoa avavnyn and T Poikn yorlapmon.).

IMag yopnyeitor To Sugammadex Mylan
To Sugammadex Mylan 6o yopnynbsi o€ eodg and tov avarsdnololdyo cog. Xopnysitol mg eAmos

éveon PEc® oG eVOOQAEPLOG YpaLUNG.

Eav eag yopnyn0sei neprocotepo Sugammadex Mylan amé 1o suvieTdpevo

Kobng o avarsOnorordyog caog o mopakorovbel Tpocektikd TV Katdotoor 6ogc, dev ivar mhovo va
oag yopnyndei teprocotepo Sugammadex Mylan. Opwg av avtd coppet, ivor omibavo vo mpokalécet
Kamola TpoPANLOTAL.

Edv éxete meprocdtepeg EpMTNGELS GYETIKA LE TN YPNOT ALTOV TOL PAPUAKOV, POTHOTE TOV
ovolencloddyo cag 1 GAAov ylotpd.

4. MBavéig avemOBOuNTES EVEPYELEG

Onwg dha ta eapuroka, £T61 KoL 6VTO TO QAPUOKO LTOPEL VO TPOKAAEGEL aveETIOOUNTEC EVEPYELEC, OV
Kot 0gv Tapovcldlovtal 6€ OA0LG ToVg avOpOTOLS. AV Ot avemBVuUNTES AVTEG EVEPYELEG EKONA®OOLV
evo Ppiokeote og avarstneio, Oa wapatnendovv kot O avietoTicBodv amd Tov avalcOnclordyo

o0,

Yoyvég avemBOunTeg evépyeres (umopel va exnpedoovy £0g 1 otovg 10 avlpamovg)

e Bnyog

. Avckolieg oTovg aepaymyodc Tov Uropet va mepAaPavouy Brya 1 KvnTikOTnTo GOV Vol
Eunvarte 1 va maipvete avaca

o EXogpd avoioOnoio -umopel va apyicete va Ppiokete Eava Tig arcnoeig oag kot va ypetdleote
TEPLOCOTEPO OvalcONnTIKG. AVTo pmopel va oag Kavel vo kivnbeite 1 va frigete 6to T€A0G TN
eméuPaong

o Emumloréc katd tn didpreia g dadikaciog, 0Tmg aAlayég 6ToV Kapdtako puoud, frya 1
KV TIKOTNTO

o Meiopévn mtieon aipotog AOYm NG YELPOVPYIKNG SAdIKACTNG

Oy ovyvég avemOBounTeg evépyeleg (umopel va ennpedoovy £m¢ 1 otovg 100 avOpdmovg)

o Aoyviacpo oPeMOUEVO GE PVTKEG KPAUTES TV 0EPOPOPV 00MV (BPoyyXOoTAGLOG) TOV
mapoTnpeital € acbevelg pe 16Top1Kd TPOPANUAT®OV GTOVG TVEDLOVEG,.
o Alhepykéc avTidpdoelg (vmepevoicinoio 6To QapproKo) — 6mwg eEavOnua, epubpotnra,

SOYK®ON TNEC YADOGUE GOC KON TOL AXUOD, ACYAVIOGHO, GALOYEG GTNV QPTNPLOKT TTieon 1)
GTOV KOPO1okd puOUO, oV pepiKé popEg 0dMYel oe cofapn peimon g aptnprokng tieonc. Ot
cofopéc oAAepYUKEG 1] OAAEPYIKOD TOTOVL OVTIOPACELS PIOopel va eivor ametAnTikég yio T (on.
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Aldepyikéc avTidpdoelg avapépniay o cuyvd o vYyieig eBeAovtég Tov dtaTnpovcaV TIg
oo0noelg Toug.

. Emiotpogn ¢ poikng xaAdpmong LETd TNV yxeipnon.

ToyvoTnNTO PN YVOOTH
o Yofapn emPpdovvon g Kapdidg Kot EXPpAduVeN TG KapIdG £0G TNV KAPOIOKT 0VOKOTY|
pmopet va cupPovv 6tav yopnyeitan o Sugammadex Mylan.

Ava@opd avemOOunTOV EVvEPYELDV

Edv mopatnpnoete kamoto avemBOunt evEpPYELn, EVILEPADOCTE TOV OVOIGONGIOAOY0 GaG 1) GAAOV
yotpd. Avtd oyvet kot Yia kiBe mbavi avemBounTn eVEPYELN TTOL dEV AVAPEPETAL GTO TOPOV PUAAO
0oLV ypnonc. Mropeite eniong va avagépete avemBountec evépyeleg ansvbeiog, pécm tov gBvikon
GLGTIIOTOG OVOPOPAS TTOL avaypapeTol 6to lapdptnua V. Mécwo g avapopds averidountov
EVEPYELMV Umopeite vo fon0fceTe 0TI GLAAOYT TEPIGGOTEP®V TATPOPOPIDV GYETIKA LUE TIV OCPOIAELL
TOV TTOPOVTOC POPUAKOV.

5. g va pvraooste To Sugammadex Mylan
H @oloén Ba mpaypatomoteitan amd emayyelpotieg vyeiog.

To @apuoko ovtd TPETEL VoL PUAACCETOL GE PEPT] TOV OgV TO PAETOVV Kol OV TO POAVOLV TO, TOdLA.
Na pn ypnoiponoteite avtd 10 PAPUOKO UETE TV NUEPOUNVia ANENG TOV aVOPEPETOL GTO KOVTL Kot
otV emonpoavon petd v «AHEH». H nuepounvia Anéng sivor n tekevtaio pépo Tov Piva Tou
ovVOQEPETOL EKEL.

dvidocoete oe Beppokpacio pkpotepn tov 30°C. Mnv katoyvyete. Pvidooete 10 PLOAISI0 GTO
€EMTEPIKO KOVTI Y10 VO, TPOGTATEVETAL OTO TO POC.

Metd 10 TPMOTO Avorypo Kot TV apainot, puidooete o Oepuokpacio 2°C éwg 8°C kan
YPTCULOTOOTE EVTOG 24 p®V.

6. IIepreydpeva TG 6VOKEVLUGLOS KOl AOUTEG TANPOPOPIES

T epiéyer to Sugammadex Mylan

- H dpaoctikn ovcia gival To sugammadex.
1 ml evéoipov draAduartog Tepiéyel vatptovyo sugammadex ieodvvauo tpog 100 mg
sugammadex.
KdéBe @rolidio tmv 2 ml mepiéyet vatprovyo sugammadex icodvvapo wpog 200 mg
sugammadex.
Kabe @raridio towv 5 ml nepiéyet vatprovyo sugammadex wwodvvapo cpog 500 mg
sugammadex.

- Ta GAAa cuotaTikd givat VOWP Yo EVESIULA, VOIPOYA®PLKO 0EH Kaun vatpiov vopoeidio.

Engavien tov Sugammadex Mylan kot epieydpeva. g 6vokgvaciog

To Sugammadex Mylan givon éva dtowy£g kot Gypmpo £o¢ ehappd Kitpvo evéotpo didivua.
AwtiBetan og Téooepa draPopeTikd PeyEdn cvuokevaciag, mov mepiEyovy eite 1 1| 10 grokida pe 2 ml
gite 1M 10 euorida pe 5 ml evésyuov dtolvporog.

Mmopei va, pnv KuKAo@opoHV OAEC 01 GLCKEVUGIEG.

Kéroyog Adsrug Kvkhogopiag
Mylan Pharmaceuticals Limited
Damastown Industrial Park,
Mulhuddart, Dublin 15,

Dublin

Iphavdia

36


http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

IMopaockevaotic
Viatris Santé

1 rue de Turin
69007 Lyon
ToAlia

Eurofins BioPharma Product testing Budapest Kft
Anonymus Utca 6, Kerulet,

Budapest 1V, 1045

Ovyyapia

Mylan Germany GmbH
Benzstrasse 1

Bad Homburg

61352 Hesse

I'epuavia

['o onowdnmote TANpoopio GYETIKE [LE TO TOPOV PUPHOKEVTIKO TPOIOV, TOPOUKOAEICTE VO
angvBuvheite otov Tomiko avimpdswno Tov Katodyov g Adstag Kvkhopopiog:

Belgié/Belgique/Belgien Lietuva

Viatris Viatris UAB

Tel/Tel: + 32 (0)2 658 61 00 Tel: +370 5 205 1288

Bouarapus Luxembourg/Luxemburg

Maiinan EOOJ] Viatris

Ten: +359 2 44 55 400 Tél/Tel: + 32 (0)2 658 61 00
(Belgique/Belgien)

Ceska republika Magyarorszag

Viatris CZ s.r.0. Viatris Healthcare Kft.

Tel: + 420 222 004 400 Tel.: + 36 1 465 2100

Danmark Malta

Viatris ApS V.J. Salomone Pharma Ltd

TIf: +45 28 11 69 32 Tel: + 356 21 22 01 74

Deutschland Nederland

Viatris Healthcare GmbH Mylan BV

Tel: +49 800 0700 800 Tel: +31 (0)20 426 3300

Eesti Norge

Viatris OU Viatris AS

Tel: + 372 6363 052 TIf: + 4766 7533 00

EAMada Osterreich

Viatris Hellas Ltd. Viatris Austria GmbH

TnA: +30 2100 100 002 Tel: +43 1 86390

Espaia Polska

Viatris Pharmaceuticals, S.L. Viatris Healthcare Sp. z o.0.

Tel: + 34 900 102 712 Tel.: + 48 22 546 64 00
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France
Viatris Santé

Tél: +334 37257500

Hrvatska
Viatris Hrvatska d.o.0.

Tel: +385 1 23 50 599

Ireland
Viatris Limited
Tel: +353 1 8711600

Island
Icepharma htf.
Simi: +354 540 8000

Italia
Viatris ltalia S.r.l.

Tel: + 39 (0) 2 612 46921

Kvmpog
GPA Pharmaceuticals Ltd
TnA: +357 22863100

Latvija
Viatris SIA
Tel: +371 676 055 80

Portugal
Mylan, Lda.

Tel: + 351 214 127 200

Romania
BGP Products SRL
Tel: +40 372 579 000

Slovenija
Viatris d.o.o0.
Tel: + 386 1 23 63 180

Slovenska republika
Viatris Slovakia s.r.o.

Tel: +421 2 32 199 100

Suomi/Finland
Viatris Oy
Puh/Tel: +358 20 720 9555

Sverige
Viatris AB

Tel: + 46 (0) 8 630 19 00

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

Aentopepeic TAnpoopiec Yo 10 QappoKo avtd gival dabéoipes 1o dkTLOKO TOTO ToV Evpomaikod

Opyaviopod Gopudkmv: http://www.ema.europa.eu

Ot TAnpoopieg mov axorovBoldv amevbivovtal Lovo oe emayyeipatieg vyeiag:

IMo Aemtopepeic mAnpogopieg deite v Ilepiinym Xapaktnpiotikdv Tov [Ipoidvtog yio to

Sugammadex Mylan
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