ITAPAPTHMA 1
MEPIAHYH TOQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

Sugammadex Fresenius Kabi 100 mg/mL evéoio didivpo

2. IMOIOTIKH KAI IIOXOTIKH XYNOGEXH

1 mL mepiéyet vatprodyo sugammadex icoddvapo pe 100 mg sugammadex.

Kdébe @roidio tov 1 mL mepiéyetl varpiodyo sugammadex icoddvapo pe 100 mg sugammadex.
Kdébe @rolidio tmv 2 mL mepiéyet vorplovyo sugammadeX icodvvapo pe 200 mg sugammadex.

KdébBe @roidio tmv 5 mL mepiéyet vorplovyo sugammadeX icodvvapo pe 500 mg sugammadex.

"Exdoyo(a) pe yvootn 0paocn:

Iepiéyet £o¢ 9,7 mg/mL vazpio (BA. mapdypago 4.4).

IMa tov mpn KatdAoyo tov ekddywv, PA. Tapdypapo 6.1.

3. OPAPMAKOTEXNIKH MOP®H
Evéoyo didAvpa (éveon).
AlowyEc Kot dypmpo Emg EAAPP®G KITPIVO SLAAV UM, OTOAAAYLEVO OO OPATO COUATION.

H tyum pH eivon peta&d 7 ko 8 kon  oopoypappopoplokodtnto eivorl petagy 300 kot
500 mOsm/kg.

4. KAINIKEX TAHPO®OPIEX
4.1 OgpamevTikég eVOEiEeLg

AVOGTPOQPY] TOV VELPOLVTKOD ATOKAEIGUOV TOL TPOKAAEITAL 0Td TO POKOVPHVIO 1) TO BEKOVPOVIO
o€ EVIMIKEC,.

I tov mondropikd mAnbvoud: o sugammadex cvvictdtatl udvo Yo Ty Al ovacTpoQn
OTOKAEICUOV OV £)EL TPOKANOEL 0o TO poKoLPOVIO GE TAdLA Kot eprifovg nhikiag 2 Emg
17 etav.

4.2  Aocoloyia Kot TPOTOS YOPNYNONG
Aocoloyia

To sugammadex mpémetl va yopnyeitar povo amd tov ovoisnotoldyo 1 vad Ty enifreyn tov.
2uVIeTATOL 1] XPNON MG KATAAANANG TEXVIKNG TOpaKoA0VON GG TOL VELPOLVIKOD ATOKAEIGHOD,
Y10l VoL TP OKOAOVOEITAL ) ETOVAPOPA TOL VELPOLLIKOD amoKAEIGHOV (BA. Tapdypao 4.4).

H cuvictdpuevn 8601 sugammadeX eEaptdtor amd 10 ENINedO TOL VEVPOUVIKOD AITOKAEIGUOD,
OV TPOKELTOAL VO VUG TPOUPEL.

H ocvvietdpevn doom dev e€aptdtan omd T0 APUAKELTIKO GO avoloOnoiag.

To sugammadex pmopei va xpnoipnomoindel TPOKEWWEVOL VA, OVAGTPAPODY SLUPOPETIKG
enminedo vELPOULTKOD ATOKAEIGLOV, TOV TPOKATONKOY 0d TO pOKOLPOVIO 1] TO feKOVPOVIO:

Evihikec

Anlny ovaotpoen:



Tuviotdral 1) yopiynon doong 4 mg/kg sugammadex, edv 1 avaviym €xet eOdoel og
TovAdyotov 1-2 petatetavikég petpnoelg (PTC) petd omd amokAelopod, Tov TpokAnonke and
poKoLPOVIO 1 BekoLPOVIO. O SLAUEGOC ¥POVOG EMG TNV avaKTNnon Tov Adyov T4/ T1otnv Tiun
0,9 eivon mepimov 3 Aemtd (PA. mapdypoeo 5.1).

H 660m tov 2 mg/kg sugammadex cuvietdton av £yl mapatnpndei avtopoTn avivnyn £og
TOLAGYLGTOV TNV EMAVEUPAVION TOV T2, LETE 0O OTOKAEIGHO, TOV TPOKANONKE Ao
pokoLpoOVIo 1 Pekovpdvio. O ddpecog xpovoc Emg Tny avaktnon tov Adyov T4/ T1omyv Tiun
0,9 etvon mepimov 2 Aemtd (PA. mapdypoeo 5.1).

H yopniiynon t@v cuvietopeveoy 666y yio TNV amin avactpoen Ba 0dnynoel oe e appd
YPNYOPOTEPO SLAUEGO YPOVO EmC TNV avakTnon Tov Adyov T4/ T1omnv tipn 0,9 yia 1o
VEVPOUVIKO ATOKAEIGUO, TOV TPOKUAEITOL IO TO POKOVPOVIO, GE GUYKPLOT] LLE TO VEVPOUVIKO
OTOKAEIGHO OV TTpoKaAEital omd To Bexovpdvio (PA. mapdypapo 5.1).

Aueon ovaotpoen omokAsiouot mov Eyxel mpokAnbei amo To poKovPOVIO:

Av v1apyel KMVIKT avayKn Y10 GUEGT] AVOCTPOPT LETA OO TNV XOPNYNOT] TOLV POKOVPOVIOV,
ouvviotdtal 66om sugammadex 16 mg/kg. Otav yopnyeital 66om sugammadex 16 mg/kg 3 Aentd
petd and o d6om epodov (bolus) Bpopovyov pokovpoviov 1,2 mg/kg, uropel va avapévetot
avaktnon ov Adyov T4/ Tiomv tipn 0,9 oe 1,5 Aentd nepinov (PA. mopdypago 5.1).

Agv vmapyovv dedopéva, MOTE VoL GLVIGTATOL 1] P o Tov sugammadex yia v dueon
OVOOTPOPT LETA OO ATOKAEICUO TOV TPOKANONKE 0md PeKovpovio.

Eravayopnynon tov sugammadex:

v eEAIPETIKN TEPITTOON EXAVELPAVIOTG TOV VEVPOLLIKOD OTOKAEIGHOD LETEYYELPNTIKA
(BA. mopdypago 4.4) petd and apykn 60om 2 mg/kg 1 4 mg/kg sugammadex, cuviotdTon o
emavoinmriky 66om tov 4 mg/kg sugammadex. Metd and ) dgvtepn d6on Tov sugammadex
0 acBevig Ba Tpémel va Tapakolovdeitat oteva Yo va eEakpiPmBel ) emoTpoPn TG
VEVPOUVIKNG AELTOVPYIOG OTO PUGLOAOYIKY TAIG1O.

Eravayopnynon pokovpovioo 1 fexovpoviov uetd. amd to sugammadex:
Mo Tovg ¥POVOLG AVOLOVIG Y10 TNV EXAVOYOPTYNOT POKOVPOVIOL 1) BEKOVPOVIOL LETE TNV

avooTPoPn Le To sugammadex, PA. mapdypogo 4.4.

IlpoaOstsc minpopopicc yio g1d1ko0¢ TAnBGvopodc

Hurxiwuévor aocbeveic:

Metd ) xopnynon tov sugammadeX oty enovepEavion Tov T2 HETE omd OTOKAEIGU), TOV £XEL
pokANBel amd pokovpoVIo, 0 SLAUESOG XPOVOS EmC TNV avaktnon tov Adyov T4/ Tiotny Tiuy 0,9
v Tovg eviikeg (18-64 etmv) Nrav 2,2 Aentd, o€ NAIKIOUEVOLS (65-74 eT@v) ftav 2,6 Aemtd Kot
o€ TOAD NAKIOUEVOLS eviiAMkeg (75 etV kot dvo) ftov 3,6 Aemtd. AkOun Kt ov ot ypovol
avavnyng oe NAKIOPEVOLG TElvouy va gtvat Bpaddtepot, TPEMEL va akoAovBodvtat ot id1eg
GUVICTAOUEVESG 00GELS e EKEIVEC Y10 TOVG eViALKeS (BA. Tapdypapo 4.4).

Neppixn dvolertovpyio:

H ypnon tov sugammadex oe acOeveic pe cofapn veppikr SueAettovpyio
(ovpmepiappavopévav tov acbevav mov ypetdlovot arpodwiion (CrCl < 30 mL/min)) dev
cuvictdrot (BA. Topdypao 4.4).

Mehéteg og aoBeveig e coPapn veppikn ducAettovpyia dev TapPEYOLV EMAUPKELG TANPOPOPIES Y10
™V ac@dieia, doTe vo vrooTnpiovy T xpHon Tov sugammadex oe owtode Tovg acbeveic (PA.
emiong mapdypapo 5.1).

[No v Nmo €éog pétpra veppikr| duciettovpyia (kaBapon kpeatvivng = 30 ko <

80 mL/min): o1 cuvicT®pEVEC SOGELG £ivat 101EC LE EKEIVES Y10 TOVG EVAAIKEG YOPIC VEPPIKY
dvoettovpyia.

Hratikn dvolerrovpyio:



Agv &pouvv dteEayBel pedéteg o aobeveig e nrotiky dvcAsttovpyio. Oa mpémet vo divetal
npocoyn otav eEetaleTon 1) yprion Tov sugammadeXx ce acbeveig pe cofapn NTOTIKN
dvoettovpyia 1 6tav N ATk SuoAeltovpyia cuvodevetal amd Opopforddeia (BA. Tapdypoapo
4.4).

IMo v o éog pétplo nratikn SucAettovpyio: dedopévon 0TL To sugammadeX amnekkpiverol
KLPImG S0 TOV VEPPDOV OEV OMALTOVVTOL TPOCAPLOYES TNG OOONG,.

THoyvoopror aobeveig:

Y moyvooprovg acbevelg, copmeptlopfovopéveoy Tov TaoAoyIKA ToyveopK®V acbevov
(3eixng palag smdpotog > 40 kg/m?), ) §6om tov sugammadex npénet va Baciletor 6to
TPOYLOTIKO SOUATIKO Bapoc. TIpénet va epapuodlovtal ol 101eg CLVIGTOUEVES OOGELS e EKEIVEC
Y10 TOLG EVIMKEG.

Touorotpiros tAnBoouos
Ioudrd ko £onpPor (2-17 etav):

To Sugammadex Fresenius Kabi 100 mg/mL propei va apoiwdei ota 10 mg/mL, dote vo avénbein
axpifelo g yopnynong g d6ong otov Tondlatptkd TANBuopod (PA. mapdypapo 6.6).

A\ ovaosTtpon:

Svviotdron pia d6om 4 mg/kg sugammadex yio Ty avasTpoPn amd AmOKAEIGHO TOL TPOKANONKE
Ao POKOVPOVIO GV 1 avavnym €xel pOdoel Tovhdyiotov og 1-2 PTC,

Suviotdror pia d6on 2 mg/kg yio tnv avacTtpoer ord oIToKAEIGUO OV TPOKANONKE omd
POKOVPOVIO G ENOVERPEvion Tov T2 (BA. mapdypapo 5.1).

AECT 0VAGTPOON:
H dpeon avactpon| oe moudid kot eprfovg dev €xet diepevvndet.

TeAerounva veoyva kon Bpéen (30 nuep@v mg 2 £TmV):

Y7apyet povo meplopiopévn epmeipio pe tn ypnomn tov sugammadex oe Bpéen (30 nuepdv Emg

2 etv) Kot Ogv €xovv dteEayDel perétec o teEleldpnva veoyvd (Lkpdtepa twv 30 nuepav).
ZOVERMG eV GLVIGTATOL 1| YOPTYNON TOL SugammadeX o Tedelounva veoyva ko Bpéen émwg 6Tov
elvar drobéoipa mepiocdTEpa dEdOUEVO.

Tpoémog yoprynong

To sugammadex mpémetl va yopnysitar evéoprefing wc epdmaé d6om epddov. H d60m epddov
npémel va yopnyndet taxéws, pésa o 10 devteporenta, e VPIOTAUEVT EVOOPAEPLL Ypouun (BA.
Tapdypao 6.6). Xe KAMviKeG dokipég To sugammadex £yt yopnyndel povo og epamas 66om
€POOOV.

4.3 Avtevoeigelg

YnepevarsOnoio 6t OpacTikn ovcia 1 6€ KAmo1o amd To EKS0Y0 OV AVAPEPOVTOL OTNV
mopaypago 6.1.

4.4  E101kég TPOELOOTONGELS KOl TPOPVAAEEIS KATA TN Yp1ion

Onwc cuvnBiletor 6TV TPAKTIKN LETE 0mtd TNV avaictnoia, ETEITa 0md VEVPOUVIKO OTOKAEIGUO,
GUVIGTATOL 1] TTOPOKOAOVONGT TOL ACHEVT KATA TNV ALEST LETEYYEPTTIKY| TEPTOOO Y10!
avemfounTo cuuPapate, COUTEPIAAUPAVOUEVIC TNG ETUVELPAVIGT)G TOV VELPOLVTKOD

OTTOKAEIGLOV.

[Tapakorovnon T aVOTVEVSTIKNC AELTOVPYIOC KOTA THV avEvinyn:

Eivat voypemtiki 1 vroompién e aVOmVEVGTIKNG AELITOVPYING TOV AGHEVOV e Y oVIKO
aeplopd £m¢ OTOV VO OTOKOTAGTAOEL 1] EMAPKIG AVTOLOTY BVATVOT], LETA OO AVOGTPOPT] TOL
VELPOLVTKOD OTOKAEIGHOV. AKOWT KL AV 1] AVAVIYT at0 TO VEVPOUVTKO ATOKAEICUO Eivat
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TAPNG, GALO PAPLOKEVTIKA TPOTOVTO TTOV YPTCLUOTOIOVVTOL GTHV TEPT- KOl LETEYYELPTTIKN
mePiodo givar Suvatdv Vo KOTOGTEIAOLY TNV OVATVELGTIKT AEITOVPYiO KOl GUVETMG Eivatl SuvaToV
va, eEakorovbel va etvar amapaitnTn 1 VTOGTAPIEN TNG AVATVELGTIKNG AELTOVPYING [LE UNYAVIKO
OEPIGLO.

Av, petd and v aaipeoT ToV COANVA, ETAVELPAVIGOET VEVPOUVIKOG OTOKAEIGUOG, TTPETEL

VO, TOPEYETAL EXAPKNG VITOCTNPLEN TNE OVOTVEVGTIKNG AELITOVPYIOG LE OEPIOUO.

Enaveu@dvion tov VEupouvikod omoKAEIGLOD:

e KMVIKEC pehéteg oe dropa wov Elafov pokovpdvio i fekovpdvio, dmov o sugammadex
YOPNYNONKE YPNOYLOTOIBVTAS L0 dOOT) OTLLAGLEVT Yo TO BABOC TOV VELPOLVTKOV OTTOKAELGHOV,
po enintmon g tééng tov 0,20% mopatnpnOnke yio TV ETAVELPAVIGT) TOL VEVPOLLIKOV
OTOKAEIGHOD pe Bdomn TNV vevpouvikn Tapakorlovnon 1 ta KAvikd ototyeio. H yprion
YOUNAOTEP®V T®V GUVIGTOUEVOV 0OGEMV UTOPEL VO 001 YNCEL G Eva AVEAVOUEVO KivOLVO
EMOVEUPAVIONG TOV VELPOUDTKOD OTOKAEIGHOD LETE TNV OPYIKY| OVAGTPOPN KOl dEV GUVIGTOTOL
(BA mapaypago 4.2 kor wapdypoeo 4.8).

Enwpdoeic otnv aupdotaon:

Ye pilo pedém og ebghovtéc ot dooelg Twv 4 mg/kg kot twv 16 mg/kg sugammadex eiyov g
OTOTELEC O PEYIOTEG LEGEG TOPATAGELS TOV YPOVOL EVEPYOTOUNEVNC LEPTKNG OpopfomiacTivig
(@PTT) xotd 17 ko 22% avtictoyo Kot Tng diebvoic opalomompévng oyéong Tov xpovou
mpoBpoufivng [PT(INR)] xatd 11 ko 22% avtictorya. AvTtég ol meploplopéves HEGES
napatdoelg Tov aPTT kot tov PT(INR) fitav pikpig didpketag (< 30 Aemtd). Zopemva pe v
KAMvikn Bdon dedopévav (N=3,519) kat pe po cuykekpuévn pekétn oe 1184 acbeveic mov
voPANONKOV GE YEPOLVPYIKT ETEUPAON KOTAYLOTOC 1o iov/avTikatdoTtaong peilovog
GpBpwong, dev vanpEe KAMviKG ocvoyeTilopevn enidpaor Tov sugammadex 4 mg/kg uovov tov 1
0€ GUVOLUGUO LLE QVTITNKTIKG OTT) GLYVOTNTO ELPAVICTC TEPT- 1| LETA-EYYEIPNTIKOV
OLLOPPOYIKDY ETUTAOK®V.

e in vitro mepduata Topotnpndnke pio eapuakodvvoulky aAAnienidpaon (rapdracn tov
aPTT ka1 tov PT) pe avtayoviotég g Prropivig K, un khacuotomotnuévn nrapivr, wkpon
poptakol Bapovg nrapvoeldn, prpapoloumavn kot dafryotpdvn. e acbeveic mov Aaupdvovv
oLV ON UETEYYEPNTIKY TPOPVACKTIKT OVTI-TNKTIKT Ay®Y OUTH 1] QUPHOKOSVVOLLUIKY|
aAAniemiopacn dev gival KAWVIKA cuvoaenc. Oa mpénet va, divetar Tpocoyn otav e€etaletor n
xpron tov sugammadeXx o acbeveic Tov Aaufdvouy BEPATEVTIKN AVTI-TINKTIKY ay®yn Yo, pio
TPOVTAPYOVG A 1] GLV-VOCT|PT] KATACTOGN.

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

. ue KAnpovouikn EAenym Prropivng K mapdyovtag mov exnpedlel TNy INKTIKOTNTO,
. ue Tpoimdpyovceg maHNGELS TG TNKTIKOTNTOGC,

. uro Oepaneia pe mwapdywya kovpopivng kot INR méve ono 3,5,

. OV YPNOLUOTOIOVV AVTITNKTIKA Ko o1 omoiot AapPdvouvv pia d6on sugammadex
16 mg/kg.

Edv vdpyet wotpikn avaykn vo yopnynOei sugammadex ce avtovg tovg acbeveig o
avarcncloldyog ypetdleTol Vo, amoPacicel €AV TO OQPEAN ELVOL TTO OTULAVTIKA ard TOV THovO
kivéuvo Yo arpoppaytkés emmhokég Aappdvovtag VoY To 1GTOPIKO TV AohEVOV GE
QLULOPPAYIKA ETEICOOL0L KO TOV TOTTO TNG TPOYPAUUOTIGUEVNG EMEUPaonG. Edv yoprynBel
sugammadex 6€ aTovg Tovg aebeveis GLVIGTATOL TAPAKOLOVONGT TOV TAPAUETPOV ALUOGTOCNG
KO TNKTIKOTNTOS,

Xpbvot ovVaLOVAC Y10 TV ETOVOYOPTYNON TOL0YOVIMY VEVPOUVIKOD OTTOKAEIGLLOD
LETA TNV OVOGTPOOT LE TO Sugammadex:

Hivaxag 1: Eravayopiynoen pokovpoviov 1 fekovpoviov petd amd amxiy avacTpot)
(¢m¢ 4 mg/kg sugammadex):



EAaypetog ypovog ovopovils | IHapdyovrag vevpopvikov amokrelcpol kot 8661 wov npémel va,

xopnynosi
5 Aemtd 1,2 mg/kg pokovpdvio
4 opeg 0,6 mg/kg poxovpdvio 1

0,1 mg/kg Bexovpodvio

H évapén tov veupopnikod amokAEIGHOD evOEyeTaL VA TapaTadel £mg mepimov 4 AenTd Ko 1
SUAPKELD TOL VELPOUVTKOD OTTOKAEICUOD EVOEYETAL VO EAATTMOEL £g Tepimov 15 Aemtd petd amod
v emavoyoprynon pokovpoviov 1,2 mg/kg péoa og 30 Aemtd amd v xopnynon tov
sugammadex.

Me Bdon OK poviehomoinon, 0 GLUVIGTOUEVOS XPOVOG AVALOVIG YIoL AoOEVEIC e oL 1) LéETpLa
VEQPIKY dvoAsttovpyia yio Ty enovaypnoiponoinon 0,6 mg/kg pokovpdviov 1) 0,1 mg/kg
Bekovpoviov et amd amAn avaoTpoen pe to sugammadeXx Oa wpénet va ivar 24 mpec. Eav
OTTOLTEITOL PIKPOTEPOG YPOVOG OVOLOVNIG, 1| dOCT] POKOLPOVIO Yid £VOV VEO VELPOLLIKO
amoxkAelopo Oa mpénet va eivon 1,2 mg/kg.

Enravayopiynon pokovpoviov 1 fekovpdviov petd and dueon avaotpoen (16 mg/kg
sugammadex): I'a. tig ToAd GIavIEG TEPITOCELG OTTOV OVTH UTOPEL VO amTaLteiToL, TPOTEIVETAL
YPOVOG avapovig 24 mpmv.

Av amorteiton vevpopvikog OmoKAEIGUOC TPV va £l TAPEADEL O CLVIGTMOUEVOG YPOVOG OVOLLOVIG,
TPEMEL VAL YPTCUOTOLEITOL VOGS 1| GTEPOELONG TUPAYOVTAS VEVPOUVIKOV aToKAglopov. H
évapén dpaong evOc AmoTOAMTIKOD TOPAYOVTO VEVPOULTKOD OTOKAEIGHOD EVOEYETAL VO Efvar TTLO
apy”n oo 0G0 OVOLEVETAL, ETELON EVO ONUAVTIKO KAGGLLO TOV HETACUVOTTIKMY VIKOTVIKOV
VTOS0YEMV UTOPEL VO, Eivorl aKOUO OEGUEVIEVO OTTO TOV TAPAYOVTO VEVPOLVTKOD GTOKAEIGUOD.

Neppikn dvcietrtovpyia:

To sugammadex dev cuvictdrtat yia yprion oe acbeveic pe cofopn veppikn dvcAettovpyia,
ocoumeptrapfavouévev ekeivav mov ypriovy apokdbapong (PA. mapdypoeo 5.1).

Ela@pd ovoroOnoia:

2 KMVIKEC OOKLUEG, OTAV 0 VELPOLVTKOG OTOKAEIGIOG OVOOTPAPNKE CKOTLLA GTO LEGOV
m¢ avorsnociag, mopatnpnonkay tepioTaciokd onueio ELappas avorsnoiag (Letaxivnon,
Brxag, poppacuol kot ekpulnon Tov TPAYEKOD COAVA).

AV avooTpaPel 0 VEVPOUVTKOC OTOKAEIGLAC VD cuveyiletan 1 avaloOncio, Tpémel va
xopnynovv mpdcbeteg dOGELS OvVOGONTIKOV KA/ OTLOEB0VG, OTMG EVOETKVLTUL KAIVIKA.

"Evtovn Bpadvkapdio:

2€ OMAVIEC TEPIMTMGELS, £YEL TapaTnpN el Evtovn Ppadvkapdia evidg AeTTdV PETA TN YOPNYNON
sugammadex yio Tnv oavaeTpoer ToL VeEupopikod amokieicpod. H Bpadvkapdio pmopei
TEPIOTACLOKA VO, 001 YNOEL 6E Kapdtokn avakonr. (BA. mapdypapo 4.8.) Ot acOeveic Oo mpémetl va
TOPOKOAOVOOVVTOL GTEVA Y10 ALUOSVVOLIKEG LETAPOAEG KOTA T SIAPKELN KO LETE TNV 0VOGTPOPN
TOV VEVPOUVTKOD OTOKAEIGHOD. B0 TPETEL VL YOPTYEITOL OYOYT LLE OVTLYOAMVEPYIKOVG TOPAYOVTEG,
OGS M aTpomivn, av Tapatnpndel Khvikd onuavtiky Bpadviapdia.

Hratikn dvoAettovpyio:

To sugammadex dev petaforiletor ovte amekkpiveTon o1 Tov Hratoc. I'a to Adyo avtd dev
&xovv deEayDel perétec amokAeloTiKd o€ acbeveig e Nratikn ducAettovpyia. Xe acOeveic e
coPapn NroTikn SucAertovpyio TPETEL VO YOPNYEITOL LE LEYAAN TPOGOYT|. X€ TEPIMTMOT TOL N
nnatikn dvciettovpyio cuvodevetal and Bpopuponddeia, PA. TIG TANPOPOPIEC GYETIKA UE TIG
EMOPAGELS GTNV AUOGTAOT).
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Xpnon oe Movada Evtoatukne Ospomeioac (MEO):

To sugammadex dev éxet pedetn el o€ aobeveic oTovg 0moiong yopnyeitor pokovpdvio 1
Bexovpdvio og mAaicio ME®.

Xpnon yio. TNV ovosTPoPT) VEVPOLLTKOD OTOKAEIGLOD omtd TapdyovTec EKTOC 0t TO POKOVPHVIO
KoL TO BEKOVPOVIO:

To sugammadex dev mpénel vaL PNGILOTOLEITOL Y10 VO, AVOGTPOPEL OTOKAEIGUOG TIOV TPOKANONKE
O UM GTEPOELOEIS TAPAYOVTEC VEVPOUVIKOD OTOKAEIGHOV, OTIMG 01 EVOGELS GOVKKIVUAOYOAIVIG 1)
Bevlulcoxvolviov.

To sugammadex dev mpéneL VoL PNGIULOTOLEITOL Y10 TV OVOCTPOPT VELPOUVIKOD GOKAEIGHOD,
7OV €YEl TPOKANDEL 0O 6TEPOELOEIS TAPAYOVTES VEVPOULTKOD ATTOKAEIGUOD AAAOVG EKTOG OO

TO POKOVPOVIO KL TO BEKOVPOVIO, 0O dEV VITAPYOVY OEGOUEVH OTTOTELEC LATIKOTITOG KOl
OCQUAELNG Y10 TIG TEPMTMOGELG ALTEC. [0 TNV VoG TPOPT| TOV OTOKAEIGLOV, TOV £)XEL TPOKANOET
a6 TavKovpovio, dlatifevtal mepropiopéva dedopuéva, oAAG GUVIGTATAL VO UV YPNCLLOTOLELTOL
70 sugammadex oty mepinTwon avTH.

Kabvotepnuévn avavnyn:

O1 KaTaoTAGELS TOL GUVOEOVTOL JLE TAPUTETAUEVO ¥POVO KUKAOPOPING, OTMC KAPO10yYELOKT|
v660G, peydin nikia (BA. mopdypapo 4.2 yio Tov ypdvo £mg TNV avAvVIYN o€ NAKIOUEVOLGS), 1
OO UAT®ONG Katdotaon (.. cofapn nratiky SuoAeitovpyia), eivol duvatov va oyetiovion pe
UEYOADTEPOVS YPOVOLS OVAVIYNC.

Avtidpdoeic vepevoisinociog oty 6pacTiKn 0LGia:

Ot wTpol mpémet va givor £TOLOL Y10 TO EVOEXOLEVO aVTIOpAcE®Y LITEPpELALGONGING OTN
OpacTIK ovcia (GCLUTEPIAAUPAVOLEVOY TV OVOPLANKTIKOV AVTIOPACE®DY) Kol VO ToipvouV
TIG avaykaieg TpoPuAGEels (PA. mapdypapo 4.8).

Nértpio:

AvT6 TO PUPROKEVTIKO TPOTIdV TTEPLEXEL £¢ 9,7 My vatpiov avd ML, i16odvvapo pe 1o 0,5 % g
CUVICTMUEVTG HEYLOTNG NUEpToog 06ong Tov TTOY tmwv 2 g vatpiov yio Evav eviALKa.

45 AMAemoOpaceEls pe ALY QUPUOKEVTIKA TPOTOVTO KOl GALES HOPQOES OAMAETIOPAGNG

O TAnpogopieg oe avt TNV Tapdypaeo Paciloviol oTn GLYYEVELD SECUEVLONC AVALESOH GTO
sugammadex Kot 6 GAAL POPUOKEVTIKA TPOTOVTA, 68 UN-KMVIKE TEPAUATO, G KAMVIKEC LEAETEC
KOl G€ TTPOGOUOIDGELG XPNOTG LOVTELOL Kol AAUPBEVOVTOC DITOWLV TIG QOPHOKOSVVOUIKES
EMOPAGELS TOV TAPUYOVIMY VEVPOUVIKOD OTOKAEIGLOD KOl TIC POPLOKOKIVITIKES OAANAETIOPAGELS
AVALESO GTOVG TAPAYOVTEG VELPOUVIKOD amoKAEIGHOD Kot To Sugammadex. Me Bdon avtd ta
oTOELD, KOO KAVIKG CTLLOVTIKT] QOPUOKOSUVOUIKT OAANAETIOpaoT LE GAAD POPUOKEVTIKA
npotidvta dgv avapéveral, pe eEaipeon to axoAova:

Mo v Topeipévn kat To Povctdkd 05D aAANAETIOPAcELG AOY® EKTOTIONG OEV Elval

duvatdv vo amokAelcBoly (avauévovtol un KAWVIKNG oNUaciog OANAETIOPACEIC OECUEVOTG).

Mo o oppovikd avTicVAANTTIKE dev eival SuVaTdV va, 0moKAEIGHEL KAVIKA OTUavTIKY
oAnAenidpacn dEcpeLoNG (deV avOUEVOVTOL AAANAETOPACELG AGY® EKTOTIONG).

AlMnAemidpbdoelc mov evogyousvac emnpealovV TNV omOTEAECUOTIKOTNTO TOV
sugammadex (oANAemdpdoeic ekTOmIoNC):

AOY® NG YOPNYNONG CLYKEKPILEVMV QUPUUKEVTIKOV TPOIOVTOV PETd amd To sugammadex,
BewpnTikd TO0 PokoLPOHVIO 1 TO PEKOVPOVIO pmopEl Vo, ekToToTEL 0o To SugammadeXx. Q¢
OTOTEAEGLO, UTOPEL VO TapaTnpn el ETUVELPAVIOT] TOL VEVPOUVIKOD OTOKAEIGUOV. 1€ CQUTNV TV
KATAOTOGOT, TPEMEL VO TAPEXETAL AEPIGLOC 6TOV acBevr|. H yopnynom tov gappokeutikon
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TPOTOVTOG TTOL TPOKAAESE TNV EKTOMIOT| Ba TPEMEL VO, TEPUOTIOTEL TNV TEPiMT®ON £yYLONC. €
KOTAOTAGEIS OOV UTOPOVV VO, AVOUEVOVTOL SUVNTIKEG OAANAETIOPAGEL EKTOTIONG, Ol 0oBEVEIC
Oa Tpémel va mapakoAovBoHVTAL TPOCEKTIKA Y10 GNUEIN EXAVEUPEVIGNG TOV VEVPOLLIKOD
OmOKAEIGHOV (Tepimov enl 15 Aemtd) petd amd TV TapEVTEPIKN YOp1yNon vOg AAAov
(POPLOKEVTIKOD TPOIOVTOG, 1) OTOIN TPOYLATOTTOIEITAL EVTOG TEPLOOOL 7,5 @POV UETA ATO TN
xopnynon tov sugammadex.

Toperupévn.:

T TV Topegévn, 1 omoia el GYETIKA LYNAT cLYYEVELN dEGHEVOTG Yia TO Sugammadex kat yia
TNV omoio, UIopel VoL LITAPYOVY GYETIKA VYNAEG GUYKEVIPAOOELG TAAGOTOG, EIVOL SOLVOTOV VO
mapotnpnOel HePIK EKTOTIOT TOL PEKOVPOVIOD 1 TOV POKOVPOVIOV 0Td TO COUTAOKO UE TO
sugammadex. Ot kAwvikoi wtpoi Ba mpémet va yvopilovv 611 1 avdktnon tov Adyov T4/ T1otnv
T 0,9 pumopet cuvenmg va kabvotepnosl o€ aoBeveic 0TOVG 0moiovE YopNYNONKE TOPEUPEV TV

1010 NUEPD TNG YEPOLPYIKNG ETEUPACTG.

Evdopléfia yopnynon povoidixkod oléog:

H ypnion tov povcidtkov 0E€og Katd TNV Tpo-yyelpnTikn @daon ivol Suvatodv va TPOKAAECEL
pepikn kabvatépnon oty avaktnon tov Adyov T4/ T1otny Tiun 0,9. Agv avopévetot
EMAVELPAVIOT] TOV VELPOLVTKOD OITOKAEIGIOD GTN UETEYXEPNTIKT (PAGCT, O TN CTLYUN TOV O
PLOUOG Eyyvong TOV PoVGIdKOD 0&£0G ivol TAV® Ao £voL SIACTNIO LEPTKAOV MPDV KoL TO
enineda 610 aipa ivan cuvolkd v amd 2-3 nuépec. Ta emavayoprynomn tov sugammadex BA.
mopdypoeo 4.2.

AMNAemdpdosic mov gvoeyousvme ennpealovy TNV OmOTEAECUOTIKOTNTO GAADV
QOPUAKEVTIKAV TPOIOVIOV (OAANAETIOPGoEIC OEGLUEVONC):

Aby® ™G YopnyNons tov sugammadeX, GUYKEKPIUEVO QOPUOKEVTIKG, TPOTOVTO UTOPEL VOl
KOTOGTOOV ALYOTEPO OMOTEAEGLLOTIKA, EE0UTIOG TNG LEIMONG TOV GLYKEVIPDOGE®V (EAEVOEPOL
TPO16vToc) oto TAdopa. Edv mapatnpnbel pio tétote KaTdoTooT], GLUVIGTATOL GTOV KAIVIKO 1TpO
va, EEETAGEL TNV EMAVOYOPNYNOT TOV QUPLAKEVTIKOD TPOTOVTOS, TN YOPNYNo™n VOGS BepamenTiKd
16000VALOL POPUOKEVTIKOD TPOIOVTOG (KATA TPOTIUNGT OO SLOPOPETIKY XNIUIKT KOTryopia)
KOUT TNV EQOPLOYN UN QUPUAKOAOYIKOV TopEUPAcE®Y, aVAAOYO LE TNV TEPITTMON.

Opuovikd aviiovAAnTTiKa.:

H aiAnienidpoon peta&d 4 mg/kg sugammadex ko evog mpoysotaydvov npoPrendtay 6t Oa
odnyovoe o peimon g £kBeong oto Tpoyeotayovo (34% g AUC) oe emimedo mapdpolo pe my
ueimon mov mapaTnpeitan Otay 1 NUEPNGLO OGN EVOC OTO TOV GTOUNTOC OVTIGCVAANTTIKOV ANQOEl
ue kaBvotépnon 12 opmv, 10 onoio pumopel vo 0dNyNoEL o€ Peiwon Tng amoteAespaTikoOTTaG. [
TO, O1GTPOYOVA, 1) OPACT| OLTH OVOUEVETOL VA Elval 0oOEVESTEPT). ZVVETMG 1 YOPTYNON M OGNS
€pOdov Tov sugammadex Bewpeitor 6Tt givar lGodHvaN PE TV TOPAAEWYT HLOG NHEPNGLOG OGNS
076 TOV GTOUATOS GTEPOEIOOVC UVTIGVAANTTIKOV (£1T€ GUVOLOCUEVOL | LOVO TTPEYEGTAYOVOV). AV
10 sugammadeXx yopnynBei tnv idia nuépa, mov AapPdvetat £vo oo TOL GTOUOTOS
OVTIGVAANTTIKO, aVOTPEENTE OTIC GUGTAGCELS TOV GPOPOVY TV TAPUAEYT] 6OCTG GTO PVAAO

00N YLDV TOV amd TOL GTOUATOG AVTIGLAANTTIKOV. XTNV TepinTmon un Aapfavopévev amxd to
GTONO, OPUOVIKDV OVTICVAANTTIKAOV, 1| AcOEVIG TPETEL VO, XPTGLLOTOIGEL UL ETUTAEOV U
OPUOVIKT] OVTIGLVAANTTIKY PEBOSO Y10 TIG EMOUEVES 7 NUEPES KOl VO AVATPEEEL OTIG 00N YiEg OTO
QOALO OOMYIDV YPNGEMS TOL POUPLAKEVTIKOD TPOTOVTOC,

AMNAemidpdoelc AOYm TNS TOPATETOUEVNS EMOPOCTC TOL POKOVPOVIOU 1) TOV BEKOVPOVIOD:

‘Otov QapLOKEVTIKA TPOTOVTO TOV EVIGYVOVY TOV VEVPOLVIKO OTOKAEIGHO YPNCULOTOIOVVTOL KOTE
TNV HETEYYEIPNTIKN TTEPi0d0, Ba Tpémel va divetan Wiaitepr Tpocoyn oty ThovoTnTa
EMAVELPAVIONG TOL VEVPOLVTKOD amokAelopo¥. [apakaleiote va avatpéete 6To OALO 0ONYLDY
YPNONG TOL POKOVPOVIOV 1 TOL PEKOVPOVIOV Y10 TOV KATAAOYO TV GUYKEKPIUEVDV
QOPUOKEVTIKMOV TPOIOVIMY TOL EVIGYVOVY TOV VEVPOLVTKO UTOKAEIGHO. XE TEPIMTOOT TOL
napatnpNOel EMOVELPAEVIOT] TOV VEVPOUVIKOV OTOKAEIGLOV, 0 00OEVIG LITOPEL VO (PELCTEL
unyavikd aeplopd Kot emavoyoprynon tov sugammadex (BA. moapdypogo 4.2).
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Enidpaon otic epyootnplokic EETAGELC:

I'evikd to sugammadex dev ennpedlet Tig epyootnplokég eéetdoetg, pe mbovn e&aipeon
HETPM O TNG TPOYEGTEPOVIG 6TOV 0pd. H emidpaon oe avtv tnv e€étaom mapatnpeital o
oVYKeEVTPMGELG Sugammadex oto mAdoua ¢ Taéemns tov 100 pkpoypoppapiov/mL (uéyioto
eninedo 010 mAdopa Votepa omd 66om epddov 8 mg/kg).

Ye plo pedém og ebghovtéc dooelg Twv 4 mg/kg kot twv 16 mg/kg sugammadex eiyov g
anotéleopa péyloteg péceg mapatdoels tov aPTT katd 17 kot 22% avtictoya kot tov PT(INR)
rkatd 11 kon 22% avtictoyya.

Avtég o1 epropiopéveg péoeg mapatacels tov aPTT ko tov PT(INR) ftav pukprg otdpketog
(<30 Aemtd).

Ye in vitro mepdpoata Topotnpndnke pio eappokodvvouiky aAAnienidpaon (tapdracn tov aPTT
kot tov PT) pe avtayoviotéc g frropivng K, un khacuatomotnuévn nrapivn, Lkpol poplokon
Bapovg nrapvoedn, pipapolapmdavn kot dofryatpdvn (BA. mapdypaeo 4.4).

Iowdratpikdc TAnfuoude

Agv &yovv deaybei emionpec peréteg aAinieniopaong. Ot ovapeEPOUEVEG TAPATAV®D
OAANAETIOPAGEIC TOL TTAPATNPOVVTAL GTOVE EVIIMKEC Kol Ol TPOELSOTOUCELS OTNV TTapdypapo 4.4
TPENEL EMIONC VA, AAUPAVOVTOL VTTOYN Y10 TOV TS TPIKO TANOLGUO.

4.6 TovipétnTo, KONGN KOl Yorovyia

Konon

Aev drotiBevtan KAvikd dedopéva oyeTikd e v £keomn katd v eykvpocvn oto sugammadex.
Mehéteg og {da dev KaTédEEAV AUETES N EUUECEG EMKIVOVVEG EMTTOCELS GTIV EYKVIOGUVY, GTNV
avamTuén Tov EUPPVLOL, GTOV TOKETO 1) OTN UETAYEVVITIKT AVATTLE.

H yopnynon tov sugammadeX ce £yKveg YOVaiKeg TPEMEL VO TPAYLOTOTOLEITAL [E 1d10iTEPT

TPOGOYN.
Oniacudg

Agv glvar yvootd av 1o sugammadex amekkpivetal 6To unTpiko yolo otov GvOpwmo. Ot peréteg o€
Loa &povv deiet amékkpion Tov sugammadex 6to untpikd yéia. Tevikd, 1 06 ToL GTONOTOG
aToppOPNON TV KUKAOSESTPIVMV Elvar younAn kat dev avapévetal enidpaot oto OnAalov Ppépog
petd omd epdmas 66om oty Inidlovoa untépa.

[pénet va amopaciotel edv Oa dokonel 0 Oniacuog i Oa dokorel/ O amopevydei n Oepaneio pe
sugammadeXx, Aapupdavovtag vEoyn T0 OPEAOG TOL ONAAGUOD Y10, TO TOLdT Kot TO OPEAOG TNG
Oepameiog yuo T unTépa.

Tovipdmro

Aev éyovv diepeuvnBel ot emdpaoelg Tov sugammadeX ot yoviudtnta otov avBpwno. Meléteg og
oo yio v alohdynon g YOVILOTNTAG €V amoKaALTTOVY emPAaPels emdpacels.

4.7 EmOpacels 6Tny IKavoTnTo 001Y1061NG KOl YEIPLGROV P oVI|LETOV

To Sugammadex Fresenius Kabi dev £yel kapio yvooth enidpaon onv ikavoTnTo 0d1ynong Kat
YEPLOUOD UNYAVT|LETOV.

4.8 AvemOOunteg evépysieg

[IepiAnymn Tov TPOPIA ACEAAELNC

To Sugammadex Fresenius Kabi yopnyeitat tovtdypova pe Topdyoviec vevnpounikod omokAEIoUod
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Kot ovoeOnTikd og yepovpycovs aobeveic. H arttodoyio tov avembountov copPaviov sivol

GUVETMG OVGKOAO Vo, EKTIUNOEL.

Ot avemBOuNTEG EVEPYELES TOL OVOPEPONKAY O GLYVA CE YEPOVPYIKOVS acBeveis fitav Pryag,
EMMAOKEG AEPAYWYDV AOY® availsOnoiog, emmilokég avolstnoiag vroTacon BepamevTiKOY
YEWPLOUDV Kot EMTAOKT Oepamevtik®mv yeptopmv (Zoyvéc (= 1/100 éwg < 1/10)).

Hivaxag 2: Kataloyog avemOopntov avTidpacsmy 6€ popen mivaxo

H acedieia tov sugammadex &yet atodoyndei oe 3.519 povadikd dropa péow puog deEaUevnc
Baong oedopévav acpareiog edoemv I-1I1. Ot akdlovbeg avemBOuNTES AVTIOPACELS
avapEpONKay o€ SOKIUES ELEYYOUEVES LIE EIKOVIKO (pAPLOKO OOV To. dTopa EAafay avaicOnoio
Ko/ mapdryovieg vevpopikod amokieicpon (1.078 exbéoeic atopmv o sugammadex évavrtt 544
o€ EIKOVIKO Papako). [TIold ovyvés (= 1/10), ovyvég (= 1/100 éwg < 1/10), oyt ovyvés (= 1/1.000
g < 1/100), omovieg (= 1/10.000 éwg < 1/1.000), mold oravies (< 1/10.000)]

EMTAOKEG OEPATEVTIKAOV
NEPLOUDY

Koatnyopia/opyaviko cvompa Zoyvotnreg IAvemBOuNTEC AVTIOPACELS
(ITpotyudpevor 6pot)

Atotapoyés Tov avocomonTikod  [Oyt cuyvég AVTIOpaoelc vepevatcinciog

GUGTNLOTOC o1 OpACTIKY ovsia (PA.
mopdypago 4.4)

AL0TOPAYEG TOV OVOTVELSTIKOD  [XuyvEC Brog

GLGTNLATOG, TOL BOPOK Kot

TovL LEGOBMPAKION

Kokdoeig, SnAntpidoeig kot Zoyvég

Emumlorég agpay@ydv Aoym
ovoioOnciog

Emmioxn avoicOnociog (PA.
mopaypapo 4.4)

'YoToon OepamenTik®y YEPIGUOY

[EmmAoxn Bepamevtikadv yEpIopmy

[Ieprypaen emAeyuévov avem@OUNTOV avTdpaoE®Y

Avtidpaoeis vmepevoioOnoiag oty IPacTIK 0LGLA:

Avtidpdoelg vepevaictnoiag, copmeptiapPovopuévng g avaguiatiog, Exovv epeavicdel oe
oplopévoug acbeveig kot eBehovéc (Yo TAnpoopieg oyxeTikd pe Tovg €0ghovTéc, BA.
[TAnpoeopieg oyetikd e TOLG LYLEC E0EAOVTEG TAPAKAT®). LTIG KAVIKEG OOKIIES OF
YEPOLPYIKOVE 0oBeVEIC VTEG O1 AVTIOPAGELC avaPEPONKOY O}l GLYVA KOl OTIC OVOPOPES UETE TNV
KUKAOQOpio 1 GLYVOTNTA ElVOL U YVOOTH.
AVTEC o1 avTIdpAoelc TolKIAaY amd UEPOVOUEVES OEPUATIKEG AVTIOPACEIC £0C GOPOPEC
CLOTNUOTIKEG AVTIOPACELS (ONA. avaeviadico, avaeLAIKTIKY KatamAnéio) kot £govv eppavicdet

ot aoBeveig ywpic Tponyodpevn ékbeon oto sugammadex.

Ta cvuntdpate mov oyetilovTal pe auTéG TIg aVTIOPACELG UTopEl va eptiapfdavovy: Eay,
Kvidwon, epuinuatddes eEavonua, (cofapn) vrdtaon, Tayvkapdia, S1OYK®SN TG YADCGOG,
SOYK®GN TOL QAPVYYQ, BPOYYOCTUCUOG Kol TVEVUOVIKE 0mo@pakTikd cvpupapoto. Ot cofapéc

avTdpdoelg vepevactnaciog pmopel va givar popaieg.

Emrloxn ogpaywynv 1oyw ovaiotnaiog:




O1 emmAoKEG aepaywymdv Adym avaisOnoiog mepreldpufavay dAla 6Tov eVOOTPUYEINKO COAVA,
Byxo, Nmo dApa, avtidpacn Si€yepong KaTd TNV SIGPKELD TOL YEPOVPYEIOD, Y0 KATE TNV
avoloOnTikn dtadikasio 1 KOTd TV S1pKELN TOL YEPOLPYEIOD, 1 GYETILOUEVT] LIE TNV
avorsOntikn ddikacio avBopunTy avamcvon Tov achevovg.

Emirloxn ovaroOnaiog:

Emimhokéc g avaicOnoiog, EVOEIKTIKOV TNG ETAVAPOPAS TNG VEVPOLVIKNIG Agttovpyiag,
mePLapUPAvouy TV Kivnon evog Gkpov 1 TOL CAONATOG 1 Py Katd Tn S1dpKELd TG
ovoLoONTIKNG O1ad1KaGiag 1 KOTA T O1dpKELD TG YELPOVPYIKNG EMEUPAONS, LOPPACHOL 1|
avappOENGCT TOL EVOOTPAYEIKOD cwAva. BA. Tapdypapo 4.4 ehappd avoicOnoio.

Emizloxn Ocpomevtivav yeipiouwv:
O emmAokég OepamevtiKod yepiopov mepthapufavay Pryo, tayvkapdic, Bpadvrkapdia,
KIVNTIKOTNTO Kot 0vENGT 6ToV Kapdtako puoud.

Evrovy fpadvkapdio.

Metd v kukhogopia, £xovv Topatnpn el LELOVOUEVES TEPITTMOGELS EVTOVNG
Bpadvkapdiog kot Ppadvukapdioag e KopdloKn oVOKOT, EVTOC AETTMV UETH T XOPNYNoN
sugammadex (PA. Tapdypago 4.4).

Eraveupavion tov vevpouvikod amwoxleionod:

e KMVIKEC peéteg oe dropa mwov Edafav pokovpdvio i fekovpdvio, dmov o sugammadex
YOPNYNONKE XPNOIUOTOIDOVTAG [0 OO CNUAGUEVT] Y1 TO BAO0g TOV VEVPOUVTKOD UTOKAEIGLOD
(N=2.022), o emintmon g taéng tov 0,20% mapatnpnOnke yio v EXOVELPAVIOT) TOL
VEVPOUVTKOD ATOKAEIGHOD UE PAGT TNV VELPOUVIKT TapaKOAOVONGN 1 Ta KAWVIKG oTotyeio (BA.
napdypago 4.4).

Inpogopics oyetika. e Tov¢ vYyiEls edeovieg:

g U0 TUYOLOTOMUEVT], SITAG TUEAT LEAETN JlEPELVIONKE 1| ETMTM®ON TOV AVTIOPUCEDV
vepevaictneiog ot dpactikn ovoia, og VYieic €0elovTég aToVE 0moioVg 3OO KAV £MG 3 dOGELC
gikovikov eapuakov (N=76), 4 mg/kg sugammadex (N=151) 1} 16 mg/kg sugammadex (N=148).
Ot avapopég yo voyio vrepevaisnoiog vrofAnONKay o€ pia enttponn Yo TVEAN a&lOAdYTON.
H enintwon g a&oroyovpevng vrepevarsnoiog nrav 1,3%, 6,6% xat 9,5% yo to gwovikd
eapuaxo, yio Tic opddeg 4 mg/kg sugammadex kot 16 mg/kg sugammadex, avtictotyo. Aev
vIpEAV avapopEg avaPLANSiag Yo To lKovikd eappoko M yo to sugammadex 4 mg/kg.
Yrip&e o pepovouévn tepintmon a&lohoyoduevng avapuAasiog LETA TNV TPAOTH 660N
sugammadex 16 mg/kg. (enintwon 0,7%). Aev vnp&e Kavéva otoryeio av&avopevng cuyvoTnTog
1 coPapdtog vaepevachnciog pe emavorapufovopeveg d6celg sugammadex.

g [0, TPOTYOULEVT] LEAETN LE TAPOUOL0 GYEOLAGHO, VINPEAV 3 0EI0AOYOVEVES TEPITTAOGELS
avapviaiog, Odeg petd and 16 mg/kg sugammadex (emintoon 2,0%).

e o de&opevn Paong dedopévav Ddong I, ov avemBounteg evépyeteg (AE) mov avapépnkavy
®¢ ovyvég (= 1/100 émg < 1/10) 1 ToAD cuyvég (= 1/10) Ko o cLYVEG AVALESH GE ATOLLO TTOV
éhaPav sugammadex cg oyEon e TNV OpLAda TOV EIKOVIKOD QOPLAKOV, TEPIAAUBAVOLY
dvoyevoia (10,1%), kepararyia (6,7%), vavtia (5.6%), kvidwon (1,7%), kvnopo (1,7%),
Lardda (1.6%), peto (1,2%) kot kothakd aiyog (1.0%).

IlpoaOstsec mnpopopicc yio g1d01k00¢ TAnBvopodc

Ilvevuovorabeic aobeveis:

e 0edoUEVO PETA TNV KUKAOPOPIO KO GE [10L AITOKAEICTIKT KAVIKT] dOKIUN o€ acheveic e
LOTOPIKO TVELLOVOAOYIKMV ETITAOK®V, avopEPONKe Bpoyy0oTUGHOC ™G pia TOavoV
ovoyeTlo eV avemBountn evépyeta. Ommg kot pe 6A0VG TOVG 0oOEVEIS e 1GTOPIKO
TVEVLOVOLOYIKAOV EMTAOKDV, O 10TPOG TPEMEL VO Elval EVILEPOC Yo TNV OOV ELPAVION
Bpoyydomacpov.

Houdrarpixog minBoouog
e peréteg pe moudtoTpikovg acbeveic niikiog 2 €wg 17 etdv, T0 TPOEIA ac@oAreing TOV
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sugammadex (¢mg 4 mg/kg) ftav yevikd Tapduoto e T0 TPOEIL TOL TapATPONKE GTOLG EVIAIKEG.

THaBoloyixd moyvoopror aobeveig

e o KAMVIKT HEAETN amokAeloTikd o€ acbeveig pe maboloyikn Toyvoapkio, To TPOPIL acPoAreiog
ATAV YEVIKA TOPOLOL0 LE TO TPOPIA oE EVIAMKEG aoBevVElC o€ cuykevTpouéveg perétec Oaong 1 mg
3 (BA. ivoka 2).

Aaobeveic ue oofopn cvoatnuotikng voeo

Y& wo, perét og aobeveic mov a&loroyndnkav wg Katnyopio katdraéne 3 1 4 copewovo pe my
Apepwcavikn Etaipeia AvoioOnoiohdyov (ASA) (acbeveig pe cofapn cusTUOTIKE VOGO 1)
acBeveic pe coPapn cuoTNUATIKN VOGO TOL amoTeELEl Slopkn amedn yio T {on), T0 TPoeik
avemBuunTOV eVepYEIOV og 0vTovg Tovg aobeveic ASA Kamnyopiag 3 kot 4 tav yevikd mopouolo
ue ovtd TV EVNAIKOV acbevav oe cuykevTpmTIKEG puerétec Daomng 1 émg 3 (BA. [Tivaka 2). BA.
Topaypopo 5.1.

Avaopd mtifavoroyoduevev avemBounTwyv EVEPYEIDV

H avaeopd mBovorloyodpuevov avemiBountomyv evepyeidv HETE amd T xopynon doeog
KUKAOPOPIOG TOL POPLOKEVTIKOV TPOTOVTOG lvan onuavtiky|. Emttpénetl tn cvveyn
TOPOKOAOVON OGN TNG GYEONG 0PELOVG-KIVOHVOL TOL PUPLOKEVTIKOD TPOIOVTOG. ZNTEiTon
oo TOVG EMAYYEALATIEG VYEING VO AVAPEPOVY OTOLEGONTTOTE TOAVOAOYOVLEVECG
avETBOUNTEG EVEPYELES LEGM TOL EBVIKOD GLGTNUATOC OVOPOPES TOV AVAYPAPETOL GTO

Hopdptnuo V.
4.9 Yragpdocoroyio

e KMVIKEG HeLETeG, avapépOnke pia TepinTmon Tuyaing vrepdocoroyiag pe 40 mg/kg, yopig
KATOLEG OMUOVTIKEG OVETIOVUNTES OVTIOPAGELG. X€ U1 LEAETT] Y10l TNV VoY 6TOV AvOpwTo, To
sugammadex yopnynonke oe docelc Emg 96 mg/kg. Asv avaeépOnkay docoeEapTdUEVES
avemBounTeg evépyeteg 00Te GOPapEg avemBuuNTEG EVEPYELEC.

To sugammadex pmopei va amopokpuviel pe olpodtoAion pe eIATpo VYNANG Pong, 0AAG OYL LUE
QIATPO YOUNANG ponc. Bdoetl KAMvIKGV HEAET®V, 0L GLYKEVTPOGELS TOV sugammadex 6To TAAGLO
peidvovtol katd Emg ko 70% petd and apokdboapon duapkelag 3 £0g 6 op@v.

5. OAPMAKOAOI'IKEX IAIOTHTEX

5.1 DopRoKOOVVUPIKES 1O1OTNTEG

Dappokobepamevtikn Katnyopio: OA0 To Aoutd BepamevTiKd TPoidVTA, AVTIOOTH, KMIUKOG
ATC:V03AB35

Mnyovioude dpaonc:

To sugammadex &ivat pio, tpomomotpévn yaupe kokhode&tpivn, n omoia gival évag Exlextikdc
Hapdyovtog Aéopevonc Mvoyorapotikdv (Selective Relaxant Binding Agent). Xynupatilet éva
GOUTAOKO LLE TOVG TAPAYOVTES VEVPOUVTKOD ATOKAEIGUOV, TO POKOLPOVIO 1] TO BEKOVPOVIO, GTO
TAAGLLOL KOL LLE TOV TPOTO ALTO PELDMVEL TNV TOGHTITO TOL TAPAYOVTO VELPOUVIKOD ATOKAEICHOD,
7OV JlaTiBETON Y10 VO OEGUEDGEL TOVS VIKOTIVIKOVG DITOOOYELG GTNV VEVPOUVTKT cOVOWT). AVTO
00N YEL GTNV AVAGTPOPT] TOV VELPOLVTKOD ATOKAEIGLOD OV €Yl TPOKANOEL ad TO poKoLPOVIO 1
10 BekovpovIo.

Dapuokodvvakéc emdpGoelc:
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To sugammadex &yel yopnynOei oe ddcelg Kupovopeveg amod 0,5 mg/kg émc 16 mg/kg oe
UEAETEG aVTOTOKPIONG GTN dOCT GE EMAYOUEVO OO TO POKOVPOVIO amokAgicud, (0,6, 0,9, 1,0
kot 1,2 mg/kg Bpopoiyov pokovpoviov Ue Kot ympic 0G£S GUVTAPNONG) KAl OE ETAYOUEVO
a6 to Pexovpovio amokAelspo (0,1 mg/kg Bpopiovyov Pekovpdviov pe 1 yopic d0GES
GULVTIPNOTG) GE SLUPOPETIKA YPOVIKA orueia/Badn amokAelouol. XTic LEAETEC AVTEC
nopaTnPNONKe coEng oxéon d0CTG-aVTATOKPIoNG.

KMvikn omoTeAeoLaTIiKOTNTO KOl 0CQAAELOL:

To sugammadex umopei va yopnyeital 6€ d1dpopa, yPOVIKE SlacTHOTO UETE o TNV
YOPNYNOMN TOL POKOLPGVIOL 1] TOV BPLUIOVYOV BEKOVPOVIOV:

ArAn avaotpopn—PLobic vevpouvixos amoklelouog:

e o KEVTPIKN UEAETN, Ol acbeveic TuyaomomOnKay oTnV opddo Tov POKOVPAVIO 1 TOV
Bexovpdviov. Metd amd v terevtaio 666M TOL poKoLPOVIOL 1| Tov PBekovpdviov, oe 1-2 PTCs,
yopnynonkov 4 mg/kg tov sugammadex 1| 70 meg/kg veootiypivng pe toyxaia oepd. O xpovog
amo Vv Evapén g xopnyNong Tov sugammadex 1) TG VEOoTIYUivNg €®G TNV OVAKTNGT| TOL
Loyov T4/ T1 oty Tiun 0,9 frav:

IMivokog 3: Xpévog (hemtd) amo Ty yopfynon tov sugammadex 1 s veoosTrypivig g fadv
vevPopviké amokielopd (1-2 PTCs) petd and yopiynon pokovpdéviov 1 fekovpdviov £wg tnv

avaxkTnen Tov Adyov T4/T1 etv Tipny 0,9

[Tapdyovtog vevpopvikon OePATEVTIKO TN LA

OTOKAEIGHOD Sugammadex (4 mg/kg) Neootiypivn (70 meg/kg)
Pokovpdvio

N 37 37

Adpecog xpovog (Aemtdr) 2,7 49,0

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

Bekovpovio

N 47 36

ALGpECOG YpOvog (AemTd) 3,3 49,9

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

AT 0vaoTPOPH —UETPLOG VEVPOUDIKOS OTOKAEIOUOG:
e [o GAAN KEVIPIKN LEAETT, Ol aoBeVeElS TUYaOTO BN KAV GTNV OLASN TOV POKOVPOVIOV 1) TOL
Bexovpdviov. Metd TV teAevTaio yop1ynon pokovpdviov 1 Pekovpdviov, LLE TNV ETAVELPAVIOT

tov T2, yopnynOnkav 2 mg/kg sugammadex 1 50 meg/kg veootiypivng pe toyaia oepd. O ypovog
amd Vv évapén g yopnynong tov sugammadex 1 ¢ vEosTIyHivig ém¢ TV avAKTNGT TOV
Abyov Ta/Tiotny Tyun 0,9 frav:

Mivaxag 4: Xpévog (Aemtd) amé v xopynon Tov sugammadex 1] THS VEOSTIYRIVIG KATE TNV
emavep@avion tov Tr puetd amé yopriynon pokovpdéviov 1 fekovpdéviov ¢ TNV AVEKTN G TOV
Aoyov T4/ T1 etqpv Tipn 0,9

[Mopdyovtog vevpopvikoy OEPUTEVTIKO GYTLLOL

OMOKAEIGHLOD Sugammadex (2 mg/kg) Neootrypivn (50 meg/kg)
Poxovpdvio

N 48 48

Alapecog ypovog (AemTd) 1,4 17,6

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

Bekovpovio

N 48 45

AlapecOg YpOvog (AETTA) 2,1 18,9
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Evpog

1,2-64,2

2,9-76,2

H avaotpoen Tov veupouvikod omokAEIGHOD TOV TPOKANONKE ad TO PpOKOVPOVIO IE TO
sugammadeX cuykpifnke pe TV avacsTPOPR TOL VEVPOUVIKOD ITOKAEICUOD TOL TPOKAHONKE OITO
TO CiS-0ITPAKOVPLO UE TN VEOOTIY LIV Mg TNV enavepedvion tov T, yopnyndnke d6om 2 mg/kg
sugammadex 1 50 mcg/kg veootiypivig.
To sugammadex mapeiye TaydTEPT AVAGTPOPN TOV VELPOUVIKOD ATOKAEIGHOD OV TPOKATONKE
07t0 TO POKOVPOVIO GE GVUYKPION LE TNV AVAGTPOPT] TOV VEVPOUVIKOV OTOKAEIGIOD TOV
TPOKANONKE aTd TO CiS-ATPAKOVPLO LE TN VEOSTLYLIVN:

IMivokog 5: Xpovog (Aertd) amd ) yopiynon tov sugammadeXx 1 Tng veosTiypivng Katd
TV ETAVERQPAVIGN TOV T2 neTd 0rd Yopfiynen pokovpoviov 1 Cis-aTpakovpLov £mS TNV
avaxTn6n 100 Adyov T4/T1 ety Tipn 0,9

[Tapdyovtog vevpopvikon

OePATEVTIKO TN

OTOKAELGHOD Pokovpovio kot sugammadex Cis-atpakohplo Kot VEOSTIypiv
(2 mg/kg) (50 meg/kg)

N 34 39

AlapecOg Ypovog (AETTA) 1,9 7,2

Evpocg 0,7-6,4 4,2-28,2

To aueon avaotpopi):

O ypdvoc £wg TV avavnyr omd VELPOLVIKO OTOKAEIGHO TOV TPOKANONKE ATd COVKKIVOAOYOAIVNY
(1 mg/kg) ovykpifnke pe v avavnyn pe to sugammadex (16 mg/kg, 3 Aentd apydtepa) amd
VEVPOUVIKO ATOKAEIGUO TOV TPOKANONKE and pokovpovio (1,2 mg/kg).

ivaxag 6: Xpévog (Aemtd) amd v yopnynon poxovpoviov kot sugammadex 1)
GOVKKIVOAOYOAIVIG ¢ TNV avakTtnoen tov T1 10%

[Tapdyovtog vevpopvikon

OEPATEVTIKO TN LA

OTOKAELG L0V Pokovpovio kan sugammadex > 0UKKIVOAOYOATVY
(16 mg/kg) (1 mg/kg)

N 55 55

ALapecog xpovog (Aemtdr) 4,2 7,1

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

Y& cUYKEVTPOTIKY avdAvomn avaeépOnkay ot akdiovdot ypdvor avavnyng yia 16 mg/kg
sugammadeXx petd amd 1,2 mg/kg Bpmpodyov pokovpoviov:

IMivokog 7: Xpovog (Aertd) amd Tnv yopiynon tov sugammadeXx o€ 3 hentd petd to

POKOVPOVIO £0G TNV UVAKTN 6N TOV Adyov T4/T1 etnv Tipny 0,9, 0,8 4 0,7
T4/T1670 0,9 T4/T1010 0,8 T4/T1070 0,7
N 65 65 65
A1GECOG 1,5 1,3 1,1
povoc (Aemtdr)
Evpog 0,5-14,3 0,5-6,2 0,5-3,3

Neppixn ovalertovpyio:

e 000 PEALTEG OVOLYTNG EMICNLAVOTG £YIVE GUYKPLOT] TNG OTOTEAECLATIKOTNTOG KOL TNG
ac@AaAelng Tov sugammadex og ¥epovpyIKong acheVeig e Ko xmpig coPapn veppiky
dvoherrovpyio. Xtn pia perétn, to sugammadex yopnyndnke petd and amokAelcpud Tou
TpokANOnke and pokovpovio, oe 1-2 PTCs (4 mg/kg, N=68). Ztnv dAAn pedétn, to sugammadex
yopnynonke petd v emavepeavion tov T2 (2 mg/kg, N=30). H avévnyn and tov amokAeioud
ATav LETPlOC LEYOADTEPTG OLAPKELNG Y10 TOVG a.cOeVELS e coPapn veppikn duciettovpyia
CLYKPLTIKA L TOVG 060eveic ympig veppikn duciettovpyio. Aev avapépOnke VTOAEUTOUEVOC N
EMOVEUPAVILOIEVOG VEVPOUVTKOC OTOKAEIGHOG € 000evelg Le coPaprn veppikn ducAettovpyia o

OVTEG TIG LEAETEG.
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IaBoloyixd, woydoopior aoBsvelg:

Mo dokiun| 188 acBevdv ot omoiol dtayvdcTNKAY ¢ TAHOAOYIKAE ToYVGAPKOL SEPEVVIGE TO
APOVO avavnyng amd pétpro N Pabd vevpopvikd amoKAEIGHO TOV TPOKAAEITAL OO TO
pokovpoVIo 1 10 Pekovpdvio. Ot acbeveic Erafav 2 mg/kg 1 4 mg/kg sugammadex, avaioya
LE TO EMMESO ATOKAEIGLOV, SOGOAOYOVUEVO GOUPMVOA EITE [LE TO TPUAYUATIKO COUATIKO BAPOG
gite e 10 1Wavikd couoTikd BApog te Tuyaio, STl TVPAO TPOTO. ZVYKEVTPOTIKA KOTA UHKOG
1oV BABOVE TOL OTOKAEIGHOD KO TOL VELPOUVIKOD TOPAYOVTO OTOKAEIGUOV, O LEGOG XPOVOG
avavnyng tov train-of-four (TOF) Adyov > 0.9 oe acbeveic mov giyov docoroyndel cOHupova
LE TO TTPAYLOTIKO COUOTIKO Bdpog (1,8 Aemtd) NTov oTaTIoTIKE onuavTiKa Toyvtepn (P <
0.0001) og oOykplon pe Tovg acbeveig mov eiyav docoroyndei cOUPOVA LE TO 1OOVIKO
ocopoTkd Bapog (3,3 Aemtd).

Houdrazpirog [inGvoudg:

Mua doxpr| 288 acBevadv nhikiog 2 £0¢ < 17 €TV d1EpgUVNOE TNV ACOALELD KOL TNV
QIOTEAECUOTIKOTI T TOL SugammadeXx £vavtt Tng VEooTtyuivng g mapdyovta avasTpoPng Tov
VEVPOUVIKOV OTOKAEIGHOV TTOV TPOKANONKE and pokovpovio 1 Pekovpdvio. H avavnyn omd
pétpro amoxkAeopd oe TOF Adyov > 0.9 frav onpavtikd taydtepn oty opudade sugammadex

2 mg/kg o€ 60yKplon pe TV OpAda VEOSTIYHIvNG (YEMUETPIKOG HEGOG 1,6 AemTd yio.
sugammadex 2 mg/kg kat 7,5 Aemtd yio veooTiypivy, avaroyia yeopuetpikav pécmv 0,22, 95%
Cl (0,16, 0,32), (p<0.0001)). To sugammadex 4 mg/kg katopbwoe avaotpor| and Babdd
OTTOKAEIGUO LLE YEMUETPIKO HEGO 2,0 AETTAOV, TOPOUOLO0 LE TO, ATOTEAEGLOTO TTOV
wopaTnPeNOnKay oe eviAkes. AVTéG ot emOPACEIS NTaV CLUPATES Yio OAES TIC NAKLOKES OUAOES
7ov peketOnkay (2 €ng < 6, 6 €ng < 12, 12 émg < 17 £T®V) Ko Y10 TO POKOLPOVIO KOL Y10l TO
Bexovpovio. BA. mapdypagpo 4.2.

Acobeveic ue oofopn ovotnuaticy vooo:

Mua sokiun 331 acBevav mov a&loroynOnkav wg ASA Katnyopia 3 1 4 diepgdvnoe v
EMMTOOT AVATTUGGOUEVAOV OO TNV ay®y| appuBumy (piePoxopufikn Bpadvkapdia,
pAePoropfucn tayvkopdio 1 dAleg kapdiakég appLOUies) LeTd ™ xoprynon Tov sugammadex.
Y acbeveic mov éhafav sugammadex (2 mg/kg, 4 mg/kg, 1 16 mg/kg), n enintwon tov
AVOTTUGGOUEV®V OO TNV ay®YN appLOdVY NTav YEVIKAE Topopota pe tn veootiypivn (50 pg/kg
¢m¢ 5 mg péytotn d6om) + yAvkomvpordatn (10 ug/kg éwc 1 mg péyiotn 86on). To Tpoeik
avemBountov evepyeldv otovg aobeveig ASA Katnyopiog 3 kot 4 tav yevikd mopoUoto Le avtod
TOV EVIMKOV ac0evdv o€ cuYKeVTpOTIKEG ueAéteg Daong 1 €m¢ 3 emopévog dev amarteital
pOOon g docoroyiag. BA. mapdypapo 4.8.

5.2 D upRIKOKIVITIKEG LOLOTITES

Ot QopUAKOKIVITIKES TOPAUETPOL TOL Sugammadex vroloyicTnKav and T0 TEMKO GUVOAO TOV
OVYKEVIPDGEDY TOV SEGUEVUEVOV KAl 0OEGUEVTOV GLUTAOK®Y ToL sugammadex. Ot
(QOPUUKOKIVITIKEC TOPAUETPOL OTMG 1) KGOapon Kat 0 dyKog Katavoung Bewpovvtat vo eivar id1eg
Y10 ToL AOEGHEVTOL KOt TOL SEGUEVIEVE GOUTAOKE TOV SugammadeX ctovg acheveig mov Exovv
voPAnOel oe avarcOnoioa.

Kotavoun:

O mapatnpovdUEVOS OYKOG KATAVOUNG oTafepomomuévng katdotacng Tov sugammadex givot
nepimov 11 éwg 14 Altpa og eviihikeg aoBevelG e pLGIOAOYIKT VEPPIKN Aettovpyio (Bdcet
GUUPOTIKNG, U1 SIOUEPIGHOTIKNG QUPUAKOKIVITIKNG aviAvong). Obte To sugammadex ovte to
oOUTAOKO TOV SugammadeX Kot Tov POKOVPOVIOD BECUEVETOL OTIG TPMTEIVEG TOV TAAGLOTOG 1)
o1 epuBpoKLTTOPA, OTMS TapaTNPONKE IN VItro ypnoipomomvTag ovOp®ITIVO TAAGUA AvEpa.
KoL TANPEC Lo

To sugammadex gpeoaviel ypoppuKés KvnTikég 1810TnTeg 6T0 60G0A0YIKO £0pog amd 1 mg

16 mg/kg étav yopnyeiton wg 1V d6om £podov.

Buougtaoynuatiopdc:
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Y& TPOKAMVIKES Kot KAMVIKEG HeAéTeg, dev Tapatnprinkov petofoliteg Tov sugammadex kot 1
LOVOdIKT] 000G amoBoANG TOV AUETAPANTOL TPOIOVTOC NTOV PHEGH VEPPIKT OTEKKPICTG.

Amofon:

e EVIMKEG avooONTomoinévoug aoBevels e PLUGIOAOYIKT VEQPPIKN AEtTovPYia, 0 ¥POVOC
nuicetog Long (tiz) g amofoAng tov sugammadeX gival mepimov 2 MPEG KAl 1) EKTULDUEVT|
KaBapon Thdcpartog eivon Tepimov 88 mL/min. Mo pedét iooppomiog palog £dgi&e ot > 90%
g 060ng omekkpidnke evidg 24 wpav. To 96% tng 06on¢ amekkpifnke oto ovpa, omd To onoio
70 95% tovAdyIoTOV PITOpOvGE Va amodobel o€ apeTafAnto sugammadex. H omékkpion péow
TOV KOTPAVOV 1] TOV EKTVEOUEVOL a€pa NTav KdTt® omd to 0,02% tng d6onc. H yoprynom tov
sugammadeX og vyteig eBelovtéc 00MyNoE 68 aVENUEV VEQPIKT] OTTOUAKPLVOT) TOL POKOVPOVIOL
LE TN HOPOT] CLUTAOKOV.

E1d1xoi mAvBnouoi:

Neppixn ovalertovpyio kot nAkio:

e 1o QopUAKOKIVITIKT LEAETN OTOV £ytve cVYKpPLoN acevav pe coPapn veepikn
dvuohertovpyio pe 0oBeVEic e GLGIOAOYIKT VEQPIKN AgrTovpyia, To entineda Tov Sugammadex oto
TAQG O, NTOV TOPOUOLN KATA T S1APKELD TG TPATNG DPAG LETE TN YOPIYNoN TG d00TG Kol
UETEMELTA TOL EMUTES PEIDON KAV TayvTEPQ TNV Opdda ELEYyov. H ohukn €ékBeon oto
sugammadeX ftay TopateTauév, 0dnyavtog o 17 gopéc vynidtepn ékbeon Tov acbevdv pe
ocofapn veppikn dvoiettovpyia. Xauniés cvykeviphoeig sugammadeX eivor aviyvedolues yio
TOVAdIoTOV 48 Dpeg LETA TN YOp1YNomn TG 06oNG o€ acbeveig pe coPfapn veppikn| avemdpkela.
Y& wo, 0s0TEPN UEAETT OTTOV £YIVE GUYKPLOT| G€ GTOO [E LETPLOL ) GOPaPT| VEQPIKN
duoertovpyia pe GTopa Pe LOIOAOYIKY VEQPPIKN Aettovpyia, 1 KGBapon Tov sugammadex
oTOOLOKA UEIDONKE Ko 0 ¥povog Nuicelag (ong ti2 otadiokd Topatddnke pe ™ ueimon g
veppikng Aettovpyiog. H ékBeon tav 2 popéc Kat 5 popéc vynAdTEPT GE ATOUE LLE LETPLOL KO
ocofapn veppikn dvoiettovpyia, avtictorya. Ot cuyKevipdoelg Tov sugammadex dev ftav TAov
aVIVEVCIUEG TAVD amd 7 NUEPEG LETE TN YOPNYNON TNG SOOTG GE ATOMN e GOPap1| VEQPIKY
OVETAPKELQL.

MMivaokog 8: Mepiinyn TOV QUPUIKOKIVIITIKOV TOPUNETPOV TOV SUgammadeX avad
NMKio Kol vEQPIKY Agttovpyia TapovotdleTal TUPIKATO:

Emiieypéva Xapoktnprotikd AcOgvoig Méoeg Ilpopienopeves @oproaKoOKIVITIKES
Mopaperpor (CV*%)
Anpoypapikd Neppikn Aettovpyia Kd&Bapon Oykog Xpovog
ototyela kaBapon Kpeatwviving (mL/min) (mL/min) KOTOVOUNG GTN nuicelog
Hiwia otafepomompévn | Cong (hr)
Yopoatikd kotdotaon (1)
Papog
EvijAicag ducroloyiky 100 84 (24) 13 2 (22)
40 gtV Awtapoaypévn ‘Hmao 50 47 (25) 14 4 (22)
75 kg Métpra 30 28 (24) 14 7 (23)
YoPopn 10 8 (25) 15 24 (25)
Hluopévog dvcrloloy 80 70 (24) 13 3(21)
75 etdv AwToapoaypévn "Hma 50 46 (25) 14 4 (23)
75 kg Métpra 30 28 (25) 14 7 (23)
Xofapn 10 8 (25) 15 24 (24)
"Eonpog dvcloloyn 95 72 (25) 10 2 (21)
15 etiyv AwTopaypévn ‘Hma 48 40 (24) 11 4 (23)
56 kg Métpra 29 24 (24) 11 6 (24)
YoBapn 10 7 (25) 11 22 (25)
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Méon moudikn Ductohoyi 60 40 (24) 5 2(22)

niwcio
9 etV AwTopaypévn ‘Hma 30 21 (24) 6 4 (22)
29 kg Métpia 18 12 (25) 6 7 (24)
YoPopn 6 3 (26) 6 25 (25)

Ipdn modkn ,

nhiia dvcroroykn 39 24 (25) 3 2 (22)
4 etav AwTopaypévn M}(Ie,'m(:a 19 11 (25) 3 4(23)
16 kg Tpra 12 6 (25) 3 7 (24)
ZoPapn 41 225 3 28 (26)

*CV=cvvteleotng HeTAPANTOTNTOG

dovro:

Agv TapatnpnonKoy StapopEég g TPog To PUAO.

DdoA:

e o perétn og vyteic lanwveg ko Kavkdoiovg, dev mopatnpndnkoy KAviKd onpavTikég
SPOPES OTIG PAPUAKOKIVITIKEG TopapéTpovg. [leplopiopéva ototyeia de KOTASEIKVOOVY
SLLPOPEG OTIG PUPUUKOKIVITIKEG TOPAUETPOVS G ATOLN TNG LAOPNG QLANG 1| 6 Appo-

OLLEPIKAVOVC,.

opotikd Bapoc:

H avéivon poppokokivntikng TANOue ol evnMkov Kot NAKIOUEVEY aoBevaV dev €de1&e
ONUAVTIKY oYE0T KABOPOoNG Kot OYKOU KOTAVOUNG LLE TO COUOTIKO BApog.

Hoyvoapkio:

Ye pio kKMvikn pehét og maboroyikd mayvoopkovg acbeveic, yopnynnke sugammadex

2 mg/kg kot 4 mg/kg odupova pe to Tpayuatikd couatikd Bapog (N=76) | cduPOva Ue T0
1Wavikd copatiko Bapog (n=74). H éxbeomn oto sugammadex avénonke pe doco-eEaptdpevo,
YPOUULKS TPOTO PETA TN YOPTYNON COLP®VO LE TO TPAYLATIKO COUATIKO BApog 1 TO 100viKd
ocOUOTIKO Bapog. Agv TapatnpnOnKoy KAMVIKG ONUOVTIKEG S10POPES OTIG POPLOKOKIVITIKEG
TOPOUETPOVG HETAED TV TodoA0YIKG oy boupKOV aclevdy Kal Tov Yevikod TANOLGOoD.

5.3 [poxivikd dedopéva Yo TNV a6QaALEL0,

To mpoxAvikd dedopéva dev amoKaAOTTOVY 1O1AiTEPO Kivouvo Yo Tov dvBpwmo pe Baon Tig
oLUPOTIKEG LEAETEG POUPLOKOAOYIKNG OCPAAELNG, TOEIKOTNTOG EMOVAAAUPOVOUEVDV dOGEDV,
yovoto&kdTNnTag, TOEIKOTNTAG GTNV AVOTAPAYMYIKY IKOVOTNTO, TOTIKTY avoyn 1 cuppatodtnto
Le to aipa.

To sugammadex amoPAAAeTon TOYEWMS OTA TPOKAVIKG EI01], TAPOLO TOV VITOAEUUOTIKO
sugammadeXx mapatnprdnke ota 06TA Kot To. SOVTLOL VEAP®OV ET®V. TTpokAvikég
HEAETEC OE VEAPOLS EVIIAIKESG Kol DPLUOLG emipveg £de1&av OTL To SugammadeXx dev
emnpedlel apvnTIKA TO XPOUO TOV SOVII®DV 1) TNV TOOTNTO, TNV dOUN KOl TV
uetaforlopd tov ootmv. To sugammadex dev £xet enidpacn oty emdtopHmon
KOTAYLOTOG KOl GTIV OVOSIOLUOPPEOGCT) TOV 0GTOV.

6. OAPMAKEYTIKEX ITIAHPO®OPIEX

6.1 Koataloyog ekdoymv
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Yopoyrwpikod o0& (yia phOuot tov pH)
Noatpiov voposeidro (Yo pHOuon Tov pH)
"Yomp yio evéoipa

6.2 AovppototnTeg

AvT06 TO POPUAKEVTIKO TPOTOV OEV TPEMEL VO, AVOULYVOETOL PUE GALD POPLOKEVTIKA TPOTOVTO EKTOG
OO QLTOV TOL AVAPEPOVTOL GTNV TaPaypapo 6.6.
"Exet avapepbel puoikn acoppatdotnta pe v Bepamaptiin, Ty ovoaveeTpovn Kot T poviTidivn.

6.3 Awdpxkero ong
3 xpovia

Metd to TPMOTO Gvorypa Kot TNV apoimaon, 1 XNLUKH Kot UGIKT 6TafepdTnTO KATA TNV YP1IoN
&xovv katadeydel yia 48 dpeg og 2°C émg 25°C. AT pkpoPloloyikng omoOYemS, TO OPULOUEVO
TPOIOV TPETEL VaL YpNOIHOTOLEITOL APECMG. AV deV ypnoIponon el auécms, ot xpovol GUAAENS
KOTA T APNOM Kot 01 GUVONKEG TPV amd TNV PO AroTEAOVY g0HHVI TOL ¥PNOTN KOl KOVOVIKA
dev mpémet va, etvor peyolutepotl and 24 dpeg og 2°C éwg 8°C, extdg av 1 apaimon Eywve og
EAEYYOLEVES KO EMIKVPOUEVES ACTTTTEG GUVOTKEG.

6.4 Idwitepeg TPOPUAAEELS KOTA T QUAUEN TOV TPOTOVTOG
To pappakevticd ovtd Tpoidv dev amartel Wwitepeg cuvinkeg Beppokpaciog yio Tnv OAAEN TOV.
Mnv katoyoyete.
duidooete T0 PLOAISI0 6TO EEMTEPTIKO KOVTI Y10 VOl TPOGTOTEVETOL OO TO PG,
INa 115 cvvBnKeg POAAENS TOL OPAOHUEVOD PAPUOKELTIKOD TPOIdVTOC, PA. Tapdypapo 6.3.

6.5 ®@on Ko GLETUTIKE TOL TEPLEKTN

1 mL, 2 mL kot 5 mL dtaAdpatog o @Loridlo amd yvaAi tomov I mov mouatiletor pe ykpt Thuo
EMOTIKOV YAmPOPoLTLAIOL Kot GPPaYIlETOL HE KAAD LU OVOGTPOPTIS AAOVLLIVIOV.

Meyébn ovokevaociag: 10 uaiiow tov 1 mL, 2 mL kou 5 mL.
Mmropet va. unv KuKAOQOPOLV OAEG Ol GUGKEVAGIES.
6.6 Iowitepeg TPOPLLAEELS OTOPPIYNG KO GALOG YEPIGHOG

To Sugammadex Fresenius Kabi propei va gvietan oe evoopAEPio ypapuun pag 1om
VIAPYOVOAS £YYVONG Ue Ta akdlovBa evooPAEPia. StodvpaTa: YAoprovyo vatplo 9 mg/mL
(0,9%), yYAokoln 50 mg/mL (5%), yAwprodyo vazpro 4,5 mg/mL (0,45%) ko yAvkoln

25 mg/mL (2,5%), yodaxtikd didAvpa Ringers, diedvpa Ringers, yAvkoln 50 mg/mL (5%) og
yAoplovyo vatpio 9 mg/mL (0,9%).

H ypappn €yyvong 0o mpénet va ekmAvbel emopkag (). pe yAwprovyo vatplo 9 mg/mL
(0,9%)) peta&d g yoprynong tov Sugammadex Fresenius Kabi kot tov dAAwv
QOPUOKEVTIKMOV TPOIOVIMV.

Xprjon otov moudtatpikd mAnfucud
INo mondiatpikodve acbeveic to Sugammadex Fresenius Kabi pmopei va apoidvetat pe v ypfon
YA wprovyov vatpiov 9 mg/mL (0,9%) oe cvykévipwon 10 mg/mL (BA. mapdypapo 6.3).

Kd&Be aypnoiponointo poaprokeutikd Tpoidv 1 VIOAEWUN TPETEL VO OTOPPITTETAL GOUPDVOL LE TIG
KOTO TOTOVG 1GYVOVGEG OYETIKES OLOTAEELS.
18



7. KATOXOX THX AAEIAY KYKAO®OPIAX

Fresenius Kabi Deutschland GmbH
Else-Kroner-Strafie 1,

61352 Bad Homburg v.d.Hohe
Feppovia

8. APIOMOZ(OI) AAEIAYX KYKAO®OPIAX
EU/1/22/1663/001

EU/1/22/1663/002
EU/1/22/1663/003

9. HMEPOMHNIA ITPQTHX EI'KPIXHX/ANANEQXHYX THX AAEIAX

Hpepopnvia tpmng £ykpiong:

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Agmtopepeic TANPOPOpieg Yo TO TOPOV PUPUOKEVTIKO TPOioV gival d100€a1eG GTOV SIKTLAKO TOTTO
tov Evpomnaikod Opyoavicpod @apudkov http://www.ema.europa.eu.
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ITAPAPTHMA I

IHHAPAXKEYAXTHX YIIEYOYNOX I'TA THN
AITIOAEEMEYZXZH TQN IHAPTIAQN

OPOI'H IEPIOPIXMOI XXETIKA ME TH AIAGEXH KAI
TH XPHXH

AAAOI OPOI KAI AITAITHXEIX THX AAETAX
KYKAO®OPIAX

OPOI'H IEPIOPIXMOI XXETIKA ME THN AX®AAH KAI

ATIOTEAEXMATIKH XPHZH TOY ®PAPMAKEYTIKOY
MPOIONTOX

20



A. HAPAXKEYAXTHX YIIEYOYNOZX I'TA THN AITIOAEXMEYXH TQN IHHAPTIAQN

‘Ovopa kot 41evfuvon ToL TUPUCKELAOTH OV £ival VITEVLOVVOC YO TNV OTOOEGLEVOT TMV TUAPTIOWV

Labesfal - Laboratorios Almiro, S.A.
Zona Industrial do Lagedo

3465-157 Santiago de Besteiros
[optoyohia

B. OPOI'H IIEPIOPIXMOI XXETIKA ME TH AIAGEXH KAI TH XPHXH

DoppoKeLTIKO TPOTOV Yo TO 0oio amatteital meplopiopévn wrpikn cvvtayn (PA. Hapapua I:
[epiinym tov Xopoaktnpiotikev Tov [poidvtog, mapdypapog 4.2).

I AAAOI OPOI KAI ATTAITHXZEIX THY AAEIAY. KYKAO®OPIAX
° Ex0£og15 Teprodikiic wopakorovdnong g ac@daisiag (PSURS)

Ot arantfoelg Yo v vrofoin twv PSURS yia to v A0ym @apurokentikod tpoidv opiloviol otov
KOTAAOYO LE TIG Nuepopunvieg avapopds e Evoong (katdhoyog EURD) mov maparifetotl oty
mapdypao 7, tov dpbpov 107y, ng odnyiag 2001/83/EK kot kdbe emakdrovdng
EMIKOPOTOINONG OTMG ONUOGIEVETOL GTIV EVPMTOTKT STKTVOKT] TTOAT| Y10 TAL PAP LKL,

A.  OPOI'H HEPIOPIZEMOI XXETIKA ME THN AX®AAH KAI AIHOTEAEXMATIKH
XPHZH TOY ®APMAKEYTIKOY IPOIONTOX

. Yyéo10 owaygipiong Kivovvov (XAK)

O Kéroyog Aderoc Kukhogopiag (KAK) Ba die&aydyet Tic omattodEVES SpacTNPLOTITES KOt
TapeUPACELS PUPUAKOETOYPOTVNONE, OTMG TaPoLSLALovTal 6T0 CLUE®VNOEV XAK mov
mapovotdletar otnv Evomra 1.8.2 g ddeiag kukho@opiog Kot 0TolesdNmoTte EToKOA0VOEG
gykekpipéveg avabempnoeig tov TAK.

‘Eva emucaiportompévo XAK Oa wpénet va katotedet:

. Metd and aitnua tov Evponaikov Opyovicpod Oapudxmv,

° OnoTeEdNTOTE TPOTOTOLEITAL TO GVOTNLA SLayElPLoNG KIvOHVOL, EI0IKA (OC OMOTEAEC A AYNG
VEOV TANPOPOPIDV TTOV UTOPOVY VO, EXPEPOVY CTLOVTIKT 0AAAYT) 0TI OY£0T 0PEAOVC-KIVOVVOV
N ®OG OMOTELEGO, TNG EMITEVLENG EVOG GNUAVTIKOD OPOCTHOL (POPHOKOETOYPVTVIIOT 1}
€A1 TOTOINGT KIVOUVOU).
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ITAPAPTHMA III

ENIZEHMANXH KAI ®YAAO OAHTI'IQN XPHXHX
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A. ENIXHMANXH
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ENAEIZEIX IIOY IIPEIIEI NA ANAI'PA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTI, 10 x 1 mL ¢uoricw

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Sugammadex Fresenius Kabi 100 mg/mL evéciuo didAvua
sugammadex

[2.  TYNOEZIH ZE APAXTIKH(EZ) OYZIA(EY)

1 mL mepiéyer 100 mg sugammadex (g vatprovyo sugammadex).
Kabe @roridio Tov 1 mL mepiéyer 100 mg sugammadeX (@g vatpiovyo sugammadex).
100 mg/1 mL

| 3. KATAAOI'OX EKAOXQN

"Exdoya: vdpoyrmpikd o0&, vatpiov vdpo&eidio, HOmp Yo evESLO.
BA. To g0ALO 00Ny ¥PNONG Y0 TEPAITEP® TATPOPOPIES.

| 4. PAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Evéoipo didivpa
10 proridia
100 mg/1 mL

| S. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Evdopiéfia yprion Movo yia epdma& ypnon.
AwBdaote T0 PUALO 0INYIOV XPNOTG TPV OO TN XPTOT).

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
IPOION ITPEITEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXZEITIZOYN TA ITAIAIA

No puidooetar o€ Béon, TV omoia dev PAETOLY KAl dev Tpooeyyilovy Ta Tondid.

| 7. AAAH(EY) EIAIKH(EY) IIPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EX)

| 8. HMEPOMHNIA AHEHX

AHEH
Metd to Tp®TO AVOLYLO. KO TNV apainot, euidooete o€ Oepuokpacio 2-8°C ki yproLUOTOINOTE
evioc 24 mpmv.

| 9. EIAIKEX YYNOHKEX ®DYAAZEHX
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Mnyv katoyvyete. Durldooete T0 PLOAIOI0 6TO EEDTEPIKO KOVTE Y10l VO TPOGTATEVETAL OO TO PWG,.

10.

IAIAITEPEX TIPO®YAAZEIX I'TA THN AIIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON ‘H TON
YIHHOAEIMMATOQN ITOY HNPOEPXONTAI ATIO AYTA, EOOXON AITAITEITAI

Amoppiyte kdOe oxpnoiponointo dtdAvua.

| 11.

ONOMA KAT AIEYOYNXH KATOXOY THX AAEIAY. KYKAO®OPIAX

Fresenius Kabi Deutschland GmbH
Else-Kroner-Strafie 1,

61352 Bad Homburg v.d.H6he
T'eppovia

| 12.

APIOMOZX(OI) AAEIAY KYKAO®POPIAX

EU/1/22/1663/001

| 13.

APIOMOZX IMMAPTIAAX<, ETOIXEIA AOTH KAI KQAIKOI ITPOIONTOX>

oprtida

| 14.

I'ENIKH KATATAZH I'TA TH AIAOGEXH |

| 15.

OAHTI'IEX XPHXHX |

| 16.

IHAHPO®OPIEX XE BRAILLE

H ottiohdynon yuo va punv tepiinedei n ypaoen Braille eivon amodektm

17.

MONAAIKOX ANAI'NQPIZETIKOX KQAIKOX — AIZAIAXTATOX TPAMMOQTOX
KQAIKAX (2D)

A166146T0TOG YPOUU®TOS KMo (2D) mov pépel Tov TEPIANPOEVTO LOVOSTIKO OVOyVOPIGTIKO KOOIKO.

18. MONAAIKOX ANAI'NQPIZTIKOXZ KQAIKOX - AEAOMENA ANAI'NQXIMA AITO TON
ANOPQIIO

PC

SN

NN
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EAAXIXTEX ENAEIZEIX [TIOY ITPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

EHNIZHMANXH ®IAAIAIOY, 10 X 1 mL ¢uwAidwe

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY IIPOIONTOX KAI OAOX(0OI) XOPHTHZHZ |

Sugammadex Fresenius Kabi 100 mg/mL éveon
sugammadex
v

| 2. TPOOOX XOPHIHZHX |

3.  HMEPOMHNIA AHEHX |

AHEH

| 4. APIOMOZX IMMAPTIAAX<, ETOIXEIA AOTH KAI KQAIKOI ITPOIONTOX>

Moptida

| S. IHEPIEXOMENO KATA BAPOZX, KAT' O'KO'H KATA MONAAA

100 mg/1 mL

| 6. AAAA LTOIXEIA
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ENAEIZEIX IIOY IIPEIIEI NA ANAI'PA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTI, 10 x 2 mL ¢uaricw

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Sugammadex Fresenius Kabi 100 mg/mL gvéciuo didAvpua
sugammadex

[2.  TYNOEZH IE APAXTIKH(EZ) OYZIA(EY)

1 mL mepiéyer 100 mg sugammadex (g vatprovyo sugammadex).
KdaBe praridio tov 2 mL nepiéyet 200 mg sugammadex (g vatplovyo sugammadex).
200 mg/2 mL

| 3. KATAAOI'OX EKAOXQN

"Exdoya: vdpoyrmpikd o0&, vatpiov vdpo&eidio, HOmP Yo evESUO.
BA. To g0ALO 00Ny ¥PNONG Y0 TEPAITEP® TATPOPOPIES.

| 4. PAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Evéoipo didivpa
10 groAidw
200 mg/2 mL

| S. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Evdopiéfia yprion
Movo yio epdmas xpnon.
Awpdaote T0 PUALO 0INYIDV ¥PNOTG TPV OO TN XPTOT.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
IPOION ITPEIIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na puAdoocetat og B€om, Ty onoia dev PAETOVY KoL dev Tpooeyyilovv Ta TodLd.

| 7. AAAH(EY) EIAIKH(EY) TPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EX)

| 8. HMEPOMHNIA AHEHX

AHEH
Metd To Tp®TO AVOLYLLO KOl TNV apaimor, euidooete o€ Oepuokpacio 2-8°C kot yproLUOTOIOTE
evtoc 24 mpmv.

| 9. EIAIKEX YYNOHKEX ®DYAAZEHX
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Mnyv katoyvyete. Durldooete T0 PLOAIOI0 6TO EEDTEPIKO KOVTE Y10l VO TPOGTATEVETAL OO TO PWG,.

10.

IAIAITEPEX ITIPO®YAAZEIX I'TA THN AIIOPPI¥YH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON ‘H TON
YIHHOAEIMMATOQN ITOY HNPOEPXONTAI ATIO AYTA, EOOXON AITAITEITAI

Amoppiyte kdOe oxpnoiponointo dtdAvua.

| 11.

ONOMA KAT AIEYOYNXH KATOXOY THX AAEIAY. KYKAO®OPIAX

Fresenius Kabi Deutschland GmbH
Else-Kroner-Strafie 1,

61352 Bad Homburg v.d.H6he
T'eppovia

| 12.

APIOMOZX(OI) AAEIAY KYKAO®POPIAX

EU/1/22/1663/002

| 13.

APIOMOZX IMMAPTIAAX<, ETOIXEIA AOTH KAI KQAIKOI ITIPOIONTOX>

oprtida

| 14.

I'ENIKH KATATAZH I'TA TH AIAOGEXH |

| 15.

OAHT'IEX XPHXHX |

| 16.

ITAHPO®OPIEX XE BRAILLE

H ottiohdynon yo va punv tepiinedei n ypaoen Braille eivor amodektm

17.

MONAAIKOX ANAI'NQPIZETIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

A166146T0TOG YPOUU®TOS KMo (2D) mov pépel Tov TEPIANPOEVTO LOVOSTIKO OVOyVOPIGTIKO KOOIKO.

18. MONAAIKOX ANAI'NQPIZTIKOXZ KQAIKOX - AEAOMENA ANAI'NQXIMA AITO TON
ANOPQIIO

PC

SN

NN
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EAAXIXTEX ENAEIZEIX [TIOY ITPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

EINNIXHMANZH ®IAAIAIOY, 10 X 2 ML @uoAiown

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY IIPOIONTOX KAI OAOX(0OI) XOPHTHZHZ |

Sugammadex Fresenius Kabi 100 mg/mL éveon
sugammadex
v

| 2. TPOOOX XOPHIHZHX |

3.  HMEPOMHNIA AHEHX |

AHEH

| 4. APIOMOZX IMMAPTIAAX<, ETOIXEIA AOTH KAI KQAIKOI ITPOIONTOX>

Moptida

| S. IHEPIEXOMENO KATA BAPOZX, KAT' O'KO'H KATA MONAAA

200 mg/2 mL

| 6. AAAA LTOIXEIA
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ENAEIZEIX IIOY IIPEIIEI NA ANAI'PA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTI, 10 x 5 mL ¢uaricw

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Sugammadex Fresenius Kabi 100 mg/mL gvéciuo didAvpua
sugammadex

[2.  TYNOEZIH ZE APAXTIKH(EZ) OYZIA(EY)

1 mL mepiéyer 100 mg sugammadex (g vatprovyo sugammadex).
KdaBe praridio tov 5 mL nepiéyer 500 mg sugammadex (g vatplovyo sugammadex).
500 mg/5 mL

| 3. KATAAOI'OX EKAOXQN

"Exdoya: vdpoyrmpikd o0&, vatpiov vdpo&eidio, HOmP Yo evESUO.
BA. To g0ALO 00Ny ¥PNONG Y0 TEPAITEP® TATPOPOPIES.

| 4. PAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Evécipo didivpa
10 puorida
500 mg/5 mL

| S. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Evdopiéfia yprion Movo yia epdma& ypnon.
AwBdaote T0 PUALO 0INYIOV XPNOTG TPV OO TN XPTOT).

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
IPOION ITPEITEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXZEITIZOYN TA ITAIAIA

No puidooetar o€ Béon, TV omoia dev PAETOLY KAl dev Tpooeyyilovy Ta Tondid.

| 7. AAAH(EY) EIAIKH(EY) IIPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EX)

| 8. HMEPOMHNIA AHEHX

AHEH
Metd to Tp®TO AVOLYLO. KO TNV apainot, euidooete o€ Oepuokpacio 2-8°C ki yproLUOTOINOTE
evioc 24 mpmv.

| 9. EIAIKEX YYNOHKEX ®DYAAZEHX

Mnyv katoyvyete. DuAdooeTe TO PLOAIOI0 6TO EEDTEPKO KOVTL Y10l VO TPOGTATEVETAL OO TO PWG,.
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10. IAIAITEPEX ITPO®YAAZEIX I'TA THN AIIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON ‘H TON
YIHOAEIMMATQON I10Y ITPOEPXONTAI AIIO AYTA, E@OXON AIIAITEITAI

Amoppiyte kdOe oxpnoiponointo dtdAvua.

| 11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Fresenius Kabi Deutschland GmbH
Else-Kroner-Strafie 1,

61352 Bad Homburg v.d.H6he
T'eppoavia

| 12.  APIOMOZX(OI) AAEIAY KYKAO®OPIAX

EU/1/22/1663/003

| 13.  APIOMOX IMAPTIAAZX<, X TOIXEIA AOTH KAI KQAIKOI ITIPOIONTOX>

[Taptida

| 14. TENIKH KATATAEH I'lA TH AIAGEXH |

| 15. OAHTIEX XPHIHX |

| 16. TTAHPO®OPIEX XE BRAILLE

H ottiohdynon yio va punv tepiinedei n ypaoen Braille eivor amodektn

17. MONAAIKOX ANAT'NQPIXTIKOX KQAIKOX — AIZAIAXTATOX T PAMMQTOX
KQAIKAX (2D)

A160106T0TOG YPOUU®TOS KMok (2D) mov pépel Tov TEpIAN@OEVTO LOVOSIKO avayVmPIoTIKO KOOIKO.

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

PC
SN
NN
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EAAXIXTEX ENAEIZEIX [TIOY ITPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

EHNIXHMANXH ®IAAIAIOY, 10 X 5 mL ¢uwAidwe

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY IIPOIONTOX KAI OAOX(0OI) XOPHTHZHZ |

Sugammadex Fresenius Kabi 100 mg/mL éveon
sugammadex
v

| 2. TPOOOX XOPHIHZHX |

3.  HMEPOMHNIA AHEHX |

AHEH

| 4. APIOMOZX IMMAPTIAAX<, ETOIXEIA AOTH KAI KQAIKOI ITPOIONTOX>

Moptida

| S. IHEPIEXOMENO KATA BAPOZX, KAT' O'KO'H KATA MONAAA

500 mg/5 mL

| 6. AAAA LTOIXEIA
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B. DYAAO OAHI'TQN XPHXHX
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Dvrho ooV ypions: [IAnpoeopicg yia Tov yprioTy

Sugammadex Fresenius Kabi 100 mg/mL gvéeipo draivpo
sugammadex

AP acTe TPOGEKTIKA OAOKANPO TO GVAAO 03NYIAV YP1ONG TPV GG 1 opNn YN0l avTéd TO
PapPROKO, O1O0TL TEPLAOUPAVEL CNUAVTIKES TANPOPOPIES Y10 GUG.

° Ddurd&te avTo To EOALO 0dNYIBV Yprione. Towg ypelaotel va to dofdcete Eavda.
. Edv éyete mepartépm anopieg, poTNoTe TOV avoloOncioldyo 1 Tov yloTpd Gog.
° Edv mapotnpiioete Kamota ovemiBounTn evEpYeLa, EVILEPDOGTE TOV 0vousONG1oAGY0 GaG 1)

AoV Y1oTpo. AVTo oyvEL Kot Yio kdbe mhavi avemBountn evépyela mov 6gv avapEPETAL GTO
apdv EOAAO odnylmv xprone. BA. mapdypago 4.

T Tepréyer 1o Tapév AL 001 IOV

T eivar To Sugammadex Fresenius Kabi kat mowa eivat 1) yprion tov

T rpémel va yvopilete npv cog yopnyndei o Sugammadex Fresenius Kabi
IMog yopnyeitan to Sugammadex Fresenius Kabi

[MBavég avemBounteg evépyeteg

Ia¢ va pvidocoete to Sugammadex Fresenius Kabi

[epieydpeva g cvokevLAGiog Kot AOITES TANPOPOPIES

Sk owbdbE

1. T givon To Sugammadex Fresenius Kabi kau owa gival i ypiien tov

T givon To Sugammadex Fresenius Kabi

To Sugammadex Fresenius Kabi tepiéyet ) dpaotikni ovoia sugammadeX. To sugammadex
Bewpeitar 0T eivan Evag exdexTinog mapdyovioag déousvons Looyolopwtikov, Kabmg dpa Lovo pe
OUYKEKPLLEVA [LUOYOAAPMTIKE, TO Bpmpiodyo pokovpovio 1 0 Bpwiiovyo fekovpdvio.

ITowx givor n xpiion Tov Sugammadex Fresenius Kabi

Orav vrofdAilecte 6 KATOLO0VG TOTOVG YELPOVPYIKMV ENEUPAGEMV, 01 LOEG GOC TPEMEL VL
YOAOPDOCOVY TANPOG. AVTO SLEVKOADVEL TEPIGGATEPO TOV XEPOLPYO TPOKELUEVOL Vo, TPoPel otnv
yepovpyikn enéuPaon. ['ia Tov Adyo avto, 1 yevikn avaisOnocio mov cog divetol mepthapPdvet
QAPLLOKA TTOV TPOKAAODV YOAGP®OOT) TV LDV GOC. AVTA ovoudlovTol uooyalopwtikd, Kol 6Ta,
mapodelypata tepthapfavetal To fpmpovyo pokovpdvio kot To Bpwptovyo Bexovpdvio. Emeidn ta
QAPLOKA QT TPOKAAOVY YOAAPMOOT] KOl GTOVG OVOTVEVGTIKOVG GOG LES, ypelaleote Pondela yio va
avamvEéete (TexvnTog aePIGHOG) KATA TN ddpKeLa NG emEUPoong Kot LeTd amd avtv, Emg 6Tov va
UTOPECETE VO AVATVEDGETE KOl TAAL 0O POVOL GO,

To sugammadeXx xpnGIUOTOLEITAL Y10, VOL EXLTOYOVEL TV OTOKOTAGTACT] TV HUMV GO UETO OO LL0L
YEWPOLPYIKT EXEUPOCT], DOTE VO, GOG EMLTPEWYEL VO, AVOTVEVGETE VA 0md LdVOL Gog vopitepa. AvTo To
EMTUYYAVEL LE TO Vo SEGUEVETOL e TO PPOLULOVYO0 poKOLPHVIO N TO PpmLLiovyo BeKovpdvio GTov
opyovicud cag. Mrmopei va, ypnoipononel 6e eviAikeg 0TOTEINTOTE YPNCUOTOLEITOL BPp@IOVY0
pokovpovio 1 Bpopodyo Pexovpdvio kot 6 madid ko eprifovg (mhwiag 2 éwg 17 etdv) dtav
YPTCULOTOLEITOL BP®UIOVYO POKOVPOVIO Y10, TV EMTEVEN HETPLOV EMTESOV YOAAPOOTG.

2. T péner va yvopilete Tpy oag xopnyn0ei To Sugammadex Fresenius Kabi

Agv mpémer va oag yopnyn0ei o Sugammadex Fresenius Kabi

° o€ nepinTwon aliepyiog oto sugammadex 1 og omoladmote GAAO OO TA GLOTUTIKA AVTOV TOV
QOPUAKOV (CVOPEPOVTOL GTNV TAPAYPUPO 6).

Evnuepdote Tov avoioOncloldyo Gog av auto IoYVEL Y10 GOC.

M pocdomou|osig Ko TPOPVAAEELS
AmevBuvbeite otov avaisbnoloddyo cog mpy oag yopnyndei to sugammadex

° €0y TAoGYETE 1| 0TO TOPEABOV TAcyaTE ad veppomdOeia. AvTo gival GNUOVTIKO ETEON TO
sugammadeX amopaKpOVETOL ad TOV 0pYaVICUO GaG 010 TV VEQPOV.
° g &yete N elyate oto mapeABOV nraTondOelo
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° g &yete KATOKPATNO™ VYP®OV (0idNU).
. €4V €xeTE VOGOLG TTOV £1val YVOGTO OTL TPOKOAOLY Eva ovénuévo Kivouvo apoppoayiog
(drotapoyés oty TEN TOL AINATOC) 1 AKOAOLOEITE AVTITNKTIKTY Aywyn.

Moord ko Epnpor
To @appako ovtd dev cuVIoTATOL Yo BPEEN NAKING KAT® TV 2 ETAOV.

Alho @appoxa ko Sugammadex Fresenius Kabi
Evnuepdote Tov avaicOncloAdyo cog edv Taipvete, ExeTe TpOCEUTA TAPEL 1) LTOPEL VO TAPETE GALN
@appaxa. To sugammadex eivar duvatov va, ennpedlel GAlo edpuaka 1) vo ennpedletol omd avTd.

Opwopéve gappoxa perdvovy 1 dpdon tTov Sugammadex Fresenius Kabi

Eivon e&opetind onuavtikd va evpepOoeTe Tov avalctnceloldyo cag av Tpoceata £YETe TAPEL:
° TopeIQEVN (Ypnoomoleitol ot Bepaneio Kapkivov Tov poeToD).

° @oVO1OKO 05D (avTIBloTIKD).

To Sugammadex Fresenius Kabi pmopsi va exnpedlel Ta oppovika avTicuAATTIKA

° To Sugammadex Fresenius Kabi umopei va kataotoet 1o 0ppovikd avTicOAANTTIKd, —
SUUTEPTAOUPAVOUEV®Y TOV «XATLOD», TOV KOATIKOD S0KTUAIOV, TOV ELPLTEVUATOV 1) TOV
opuovikov Evéountpiov Zvotuotog (IUS) — Aydtepo amoteAeGUATIKG, ETEDN UEIDVEL TV
TpocAopfavopevn amd Tov AvBpmmo TocoHTNTA TNG OPHOVTG TPOoYeESTEPOVNG. H TocotnTal
TPOYESTOYOVOL, TTOL YAVETAL KOTA T ¥PHon Tov sugammadeX, ival mepimov {60 pe ekeiv) mov
YOVETOL OTOV TOPUAEITETE £Va, O TOL GTOUATOG OVTICVAANTTTUIKO YOTTL.
— Av maipvete to Xdmu v idia nuépa KoTd Ty omoio cog yopnyeital to sugammadex, mpénet
VoL EQOPUOCETE TIG 00N YiEG TOV PVALOVL OONYI®V Y10, TO XATL OGOV APOPE TNV TAPUAEWYT SOOTG.
— Av ypnoiponoteite GAlo 0pUOVIKG, AVTIGVAANTTIKG (Y10 TP ASELY L0 KOATTIKO
duKTOAL0, ppOTeELHA I TUS) mpémet va ypnoiponomoete emmpochetn un opuoviKni
avTIGVAANTTTIKN PEB0GO (OTT®G TPOPVAOKTIKO) Y10l TIC EXOUEVEC 7 NMUEPES KL VL
EPUPHOCETE TIG 0ONYIEG TOV AVOPEPOVTAL GTO PVALO 0ONYIDV YPTCEMG TOV
OVTIGUAANTTIKO.

Emopaceis 610 amoTELECHATO TOV CLULATOAOYIKAOV EEETACEMY

Ievikd, To sugammadex dev ackel enidpacn oTig epyactnplokés e€etdoels. Qotdco, givar duvatdv
VoL EMOPEA OTO UTOTEAECUA ULOG OILILOTOAOY KNG EEETOIOTG YO ULl OPLLOVT] TOV OVOUALETOL
TpoyeaTepOVN. Evnuepmaote Tov yiatpo cog £4v ta emineda Tpoyestepdvng 6o TPEMTEL VAL
e€eTaoToOV TV 1610 nuéPa e avtnv ov Ha cag yopnynbei To sugammadex.

Kinon kol Oniaopog

Evnuepoote tov avaicOnoioldyo cag av giote £ykvog 1 vroyldleste 0Tl eloTe £yKVOG 1} AV
Onialete. Eivon duvatdv va umopeite va ndpete to sugammadeX ovtog 1) GAAmg, 0ALG TpEmel

TPATO VO TO GLLNTNCETE.

Agv givan yvootd gdv to sugammadex pnopei va tepdoetl 6to untptko yaka. O avoicOnctordyog oag
6a oag Pondnoet va anopacicete edv Ba otapatioete To Oniacud 1 av Ba anéyete and ) Bepaneia
pe to sugammadex, Aappavovag vroyn To OPEL0g TOL ONAAGHOD Y10 TO HWPS Kat TO OPELOS TOV
sugammadex otn puntépa.

00nynon Ko YEPLoROS PN OV LATOV
To Sugammadex Fresenius Kabi dev £xet xapio yvoot exidpacn otny ikavotntd oog va odnysite kot
va xepileote punyovipoTo.

To Sugammadex Fresenius Kabi wepiéyer vatpiro
To @dppaxo ovtd mepiEyel £mg 9,7 Mg vatpiov (KOPLo GLGTATIKO TOV HAYEPIKOL / emttpomélion

dAotog) ava mL. Avto wsodvvapel pe 10 0,5% Tng CUVICTOUEVNG HEYIOTNG UEPNOLOG TPOGANYNG
vaTPiov UE TN S1oTPOPT] Y10 EVOV EVIAIKAL.

3. Iog yopnyeitor To Sugammadex Fresenius Kabi
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To Sugammadex Fresenius Kabi 6o cog xopnynei and tov avaisbnoioldyo cog i vmd v enifreyn
TOV aVAloONGLOAOYOL GO,

H 660

O avaicOnoordyog cog Ba Ppet T ddon Tov sugammadeX mov ypelaleote pe Poon:

° T0 BApog Gag

° Tov Babud otov omoio cog emnpedlel OKOUN TO LLOYOAAPOTIKO PAPULAKO.

H ovvnng 660m ivar 2-4 mg ava (IA0ypoppo COUATIKOD BAPOVS Y10 EVAAIKES Kol Yol TodLd Kot
epnPovug peta&d 2-17 gtmv. Mropei va ypnoomombet pia §6on twv 16 mg/kg cg evndikovg edv
omotteiton eneiyovsa ovavnyn amod T LLikn YoAdpmon).

g yopnyeitor To Sugammadex Fresenius Kabi
To sugammadex Oa yopnynOei oe £66¢ amd Tov avalctnoordyo cac. Xopnyeitan o¢ epdmal Eveon

UEC® (1oL EVOOQAEPLAGC YPOUUUNG.

Eav oog yopnyn0si meprosétepo Sugammadex Fresenius Kabi amé To cuvietdpevo

Kabmg o avaisneiorldyoc oog Bo mapakorovdel TpocekTikd TV KaTdoTaoT 6o, oV ival Thavo va
oag yopnynbei mepiocdtepo sugammadeX. Ouwc av owtd ovufei, eivor anibavo vo tpokaréost kdmoio
TpoPApaTAL.

Edv éxete meplocdTEPEG EPOTNOELS GYETIKA LLE TN YPNOT AVTOV TOV QUPLAKOV, POTHGTE TOV
avalsOnolordyo Gog 1 GAAOV YaTpo.

4, IMBavéic avemBounTeg evépyeieg

Onwc 6A0 ToL apLLoKa, ETCL KO ALTO TO QAPUAKO UTOPEl va TPOKAAESEL AVETIBVUNTEG EVEPYELEG, OV KOL
dev mopovctalovial e GAOVS TOVG aVOPOTOVG.

Av autég o1 avemBOunTeg evépyeleg ekdnimbovv evd Ppickeote og avarctnocia, Oa mapatnpnbovv kot
0o avtipetomTicBovv amd Tov avoulcOncloAdyo Gog.

Yoyvég avemBOunTeg evépyetes (umopei va exnpeaoovy £0g 1 atovg 10 avOpdmovg)
e  Biyog

. AVGKOAIEG GTOVG AEPAY®YOVG TTOL UTOPEL Vo TEPTAAUPAVOLY Prixa 1 KIVNTIKOTNTO GV VoL
Eumvarte M vo ToipveTe avaca.

° Elappd avarsOnoio- propei va apyioete va Ppiokete Eavd Tig aicbnoeig cog Ko va ypelaleote
TEPLOCOTEPO OvaIGONTIKG. AVTO Pmopel va oag Kavel va Kivnbeite 1 va fri&ete oto TEAOG TG
enépupaonc.

° Emumlokég katd tnv d1dpKela Tng S1adtkaciog Omme aAAayEC 6TOV Kapdlakd puluod, fya 1
KIVITIKOTNTOL.

° Mewopévn mtieon aipatoc Adym XepovpyIkig dladikaciog

Oy ovyvig avemBOunTeg evépyeieg (pmropei va exnpeaoovy £0¢ 1 6tovg 100 avOpdmong)

. Aoyviac o 0PEMOUEVO GE PVTKEG KPAUTEG TV AEPOPAPOV 0dMV (BPoyyOCTUCHOC) TOV
mapatnpeital o acBeveic Le 16TOPIKO TPOPANUATOV GTOVE TVEVLOVEG.
. AMepycég avtidpdoelg (vmepevatsncio 6t dpacTikn ovsia) — Omwg e&avOnua, epvBpoTTA,

SOYKWOOT TG YAMGGOS GG KOV TOV A0V, AoYAVIOG A, OALOYEG OTNV APTNPLOKY] TTiEon 1
oTOV KOpOKo pulpd, mov HepIKéc popéc 0dTyel o coPapn peimon g aptnprokng tieone. Ot
cofapéc aAdepycég 1) 0AAEPYIKOD TUTTOL AVTIOPACEIC UTopel va gival ametAnTikés yia tn (o).
Al\epyKé avTIOpAoELS avapépOnkay mo cuyva o vYieic 8elovtég mov dtaTnpodoay TIG
aic0ncelg Tovg.

. Emotpoen g pokng xaAdpmong PeTd Ty eyxeipnon

ZoyvoTNTO PN YVOoTi

° YoBapn emPpadvvon e kapdidg Kot EXPpaduvon e Kapdldg Em¢ TV Kopotakn
avakonn umopel va copPovv dtav yoprnyeitatl to sugammadex.
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Ava@opd avemOOunTmV evepyetdv

Edv mopoatnpnoete kamoto avemBOunt evépyelo, EVINUEPOOTE TOV 0VOIGHNG10AOY0 Gag 1] GAAOV
yiatpd. Avto 1oyveL Kot Yo Kabe mhovi avemBOunTt evEpyELo TOL OV OVOPEPETAL GTO TAPOV PUALO
odMydv ypnons. Mmopeite emiong va avagépete avemBOunTeC evépyeleg amevbeiog, LEc® Tov €BViKO
GLOTALOTOG OVaPOPAC ToV avaypapetal oto Llapdptnua V. Méow ¢ avapopds avembountmv
EVEPYELMV UmOpEiTe Vo fon01cETE 0TI GLAAOYT TEPIGGOTEP®V TANPOPOPIDV GYETIKA LUE TIV OCPOAELL
TOV TTOPOVTOC POPUAKOV.

5. I og va pvrdoocste To Sugammadex Fresenius Kabi
H @OAaén Ba mpaypatomoteital and emoyyeApoticg vyeiag.

To @apuako ovtd TPETEL Vo PLAAGGETOL GE UEPT) OV OgV TO PAETOVV KOl OV TO POAVOLV TO TOUdLA.
Na punv ypnopomnoteite avtd 10 EAPUOKO LETA TNV NUEPOUNVIO ANENG TTOV AVAPEPETOL GTO KOVTL KO
otV emonpavon petd mv «AHEH». H nuepounvia Anéng eivor n televtaio pépa Tov pive Tov
ovVOPEPETOL EKEL.

To @appakevTikd ovtd TPOidv dev amartel Wwitepec cuvinKeg Beppokpaciog yio Ty eOAAEN Tov. Mnv
KkatoyHyete. Dvidoocete T0 PLOAISI0 6T0 EEMTEPIKO KOVTI Y10 VO TPOGTATEVETAL OTO TO C. MeTd 0
TPMTO AVOLY Lo KoL TNV apainot, puidcoete o€ Oepuokpacio 2 Emg 8°C Kot pNoLUOTONGTE EVTOG

24 wpov.

6. Iepreydpeva TS GLOKEVLAGIOG KO AOLTTEG TANPOPOPIEg

T agpréyel To Sugammadex Fresenius Kabi
H dpaotikn ovsia gival to sugammadex.
1 mL evéouov dtolvporog mepiéyet vorplodyo sugammadeX icodvvapo pe 100 mg sugammadex.
KdaBe @rolidio tov 1 mL mepiéyet varplovyo sugammadeX icoddvapo pe 100 mg sugammadex.
KdBe @rolidio tov 2 mL mepiéyel vatpiovyo sugammadex icodvvauo pe 200 mg sugammadex.
Kabe @raridio twv 5 mL mepiéyet vatplovyo sugammadex icodbvapo pe 500 mg sugammadex

- Ta dAAa cuoTOTIKA Elvar VOWP Yo EVESTUA, VOPOYA®PLKO 0ED (Yo puBion Tov pH), vatpiov
vopo&eioo (yia pvbuon tov pH). BAéne mapdypago 2 «To Sugammadex Fresenius Kabi wepiéyet
vaTpLoN.

Epgavien tov Sugammadex Fresenius Kabi ko wepieyopeva g svokevociog

To Sugammadex Fresenius Kabi givar £vo dtowyég ko Gypopo mg eAappd Kitptvo evEGIUO d1GAVLLa,
amoAAAYHEVO 0l opatd copatiow. Alotifetal o€ Tpio S1aPopeTIKd PeEYEON cuokevaciag, Tov
nepiéyovv 10 proridwo pe 1 mL, 2 mL 13 5 mL evéoyov dteAvpotog,.

Mmropei vo, unv KuKAOPOPOLV OAEG Ol GUOKEVAGIES.

Karoyog Aderog Kvkhogopiag
Fresenius Kabi Deutschland GmbH
Else-Kroner-Strafe 1,

61352 Bad Homburg v.d.Hohe
T'eppovia

MopookevaocTiig

Labesfal - Laboratorios Almiro, S.A.
Zona Industrial do Lagedo

3465-157 Santiago de Besteiros
IToptoyoiia

To wapdév @UAAO 00N IOV Yp1ioNS avaOe®P1)ONKE Y10 TEAELTUIO POPE GTIS
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Aemtopepeic TANpoPopieg Yo TO APHOKO AVTO givol SIBESIIES GTOV SIKTLOKO TOTO Tov Evpmmaikod
Opyavicpod Gopudkmv: http://www.ema.europa.eu.

O T po@opicc mov akorovBovV amevOivovTal povo o€ erayyelpatieg vysiog:
IMoa Aemtopepeic mAnpogopieg deite v Iepiinym Xapaxktnpiotikdv Tov [1poidvtog yio to
Sugammadex Fresenius Kabi.
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