ITAPAPTHMA 1

IEPIAHYH TON XAPAKTHPIZTIKQN TOY ITIPOIONTOX



1. ONOMAZXIA TOY PAPMAKEYTIKOY ITIPOIONTOX

Sugammadex Amomed 100 mg/ml evéoiuo didlopa

2. IIOIOTIKH KAI MOXOTIKH XYNG®EXH

1 ml mepiéyer vatprovyo sugammadex icodvvapo pe 100 mg sugammadex.
Kda0e @roAidio tov 2 ml mepiéyet vatprovyo sugammadex isodbvauo pe 200 mg sugammadex.

"Exdoyo(a) ue yvoomn opdocn:

ITepéyer éwg 9,4 mg/ml vatpio (PA. mapdypapo 4.4).

IMo tov TApn KaTdAoyo TV ekdoY®V, PA. Tapdypapo 6.1.

3. DAPMAKOTEXNIKH MOP®H

Evéoyo dulvpa (éveon).
Awoyég Ko EAappag Kitpvo dtddlvpa.
H ty pH givan peta&d 7 ko 8 kou p @opoypoppopopraxodta eivar peta&d 300 ko 400 mOsm/kg.

4. KAINIKEX IAHPO®OPIEX
4.1 OgpomevTikég evoei&elg

AvaoeTpo@n TOL VEVPOUVTKOD OTTOKAEIGUOD TTOL TPOKAAEITL 0TO TO POKOVPAOVIO 1) TO BEKOVPOVIO GE
EVIIAMIKEG,

T'a tov Taudtatpikd TAnBvopd: to sugammadeX GuvIeTEToL LOVO Y0 TV OTAT) OVOoTPOPT
OTTOKAEIGUODV IOV £YEL TPOKANOEL 0ItO TO POKOVPOVIO GE TToUdLA Kot P Boug nAtkiog 2 éwg 17 eTdv.

4.2 Aocoloyio Kol TPOTOS yopnynons

I"o o sugammadeX omatteiton teplopiopévn wepiky cvvroyr. To sugammadeXx mpémel va,
xopnyeitan poévo amd tov avarcnctordyo 1 vtd TV exifieyn Tov.

ZUVIGTATOL 1] XPNOT MG KOTOAANANG TEYVIKNG TTOPAKOAODONGTC TOL VEVPOLDTKOD OTOKAEIGLOD, Y10
V0L TTOPAKOAOLOEITOL 1 ETOVAPOPE TOL VELPOUVTKOV ATTOKAEIGHOV (BA. Tapdypopo 4.4).

Aocoroyia

H cuvictopevn d6on sugammadex e£aptdtor 0o To EMINESO TOV VEVPOUVIKOD GIOKAEIGUOV, TOV
TPOKELTOL VO AVOGTPOPEL.

H cvvictdpevn d6om dev e£0pTaToL 0o TO POPUOKEVTIKO GYNUa ovonsOnciog.

To sugammadex pmopei va ypnGUOTo 0l TPOKEWEVOD VO, AVAGTPOPOVYV SIUPOPETIKE EMTES
VEVPOUVIKOD ATOKAEIGHOD, TTOL TPOKANONKAY 0Td TO POKOVPOVIO 1) TO BEKOVLPOVIO:

Evijlixec

Amln avaorpopn

Yvviotdrorn yopnynon 66ong 4 mg/kg sugammadex, edv 1 avévnym €xel Taoel 6€ TOLAGIoTOV 1-2
petatetavikéc petpnoets (PTC) petd and anokielouo, Tov TpokAnOnKe amd poKovpovio i
Bexovpdvio. O dibpecog ypovog Emg Ty avaktnon tov Adyov T,/ T, oty tiun 0,9 sivon tepinov

3 Aemtd (BA. mapaypago 5.1).
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H 860on tmwv 2 mg/kg sugammadeX cuvictdtal av £xel Topatnpndei autopaTn oavavny”n £0¢
TOVAGYIGTOV TNV ETAVELPAVIOT) TOV To, petd amd amokAeicd, mov TPokAnOnKe omd pokovpovio N
Bexovpdvio. O didpecog xpodvog £mg TNV avakteon tov Adyov T4/T1 atnv Tiun 0,9 sivar mepimov
2 Aemtd (PA. mapdypapo 5.1).

H yopniynon tov GuvIeTOUEV®Y SOGEMV Y10 TNV OTAT avacTpo®n Oo 0dNyN ol 6€ EAaPPa
YPNYOPOTEPO SAUEGO XPOVO £mG TNV avakTnon Tov Adyov T,/ T, oy tun 0,9 yua to
VEVPOUVTKO amoKAEIGHO, TOV TPOKUAEITOL 0TTO TO POKOVPAVIO, GE GVYKPIOT LE TO VELPOUVTKD
OTOKAEIGUO IOV TTpokaAeiTat od To Bexovpdvio (BA. Tapdypapo 5.1).

Aueon avaotpopn amoKAEIoUOD OV Exel TPOKANOEL Ao 10 PoKovPOVIO

Av umapyel KAVIKT 0vAYKT Y10 GLECT] OVOGTPOPT LETA OTO TN XOPTYNOT TOL POKOVPHVIOU,
ouviotdron d6on sugammadex 16 mg/kg. Otav yopnyeiton d6om sugammadex 16 mg/kg 3 Aentd
petd omd po 666m £podov (bolus) Bpopodyov pokovpoviov 1,2 mg/kg, umopel va avapéverot
avéxtnon tov Aoyov T,/T; oty tun 0,9 oe 1,5 Aenta nepimov (BA. mopdypago 5.1).

Agv vrdpyovv dedopEVa, MOTE VO GUVIGTATAL T XPTION TOL SugammadeX yio TV GpesT avacTPoPn
UETA 0O OTOKAEIGHO TOL TPOKANONKE amd Pekovpovio.

Eravoyopiynon tov sugammadex

Znv eEAPETIKT TEPIMTOON EXAVELPAVIONG TOV VELPOLLIKOD OTTOKAEIGHOD LETEYYEPNTIKA (BA.
mopaypago 4.4) uetd oo apyikn 66on 2 mg/kg 1 4 mg/kg sugammadex, cuvictdTon puo
gmovaAnTikn 6001 tov 4 mg/kg sugammadex. Metd and ) devtepn 6601 ToL sugammadex o
aoBevng Oa mpémel va Tapakolovbeitat atevd Yo va eEakpibel 1) ETIGTPOPN TNG VEVPOUVTKNG
Agttovpyiog oTa GUGIOAOYIKA TACUCOL.

Eravoyopiynon poxovpdviov 1 Pexovpdviov uetd, omé to sugammadex
T"aL Tovg POVOLE OVOLLOVIG Y10l TNV ETAVAOPT YO POKOVPOVIOV 1] BEKOVLPOVIOL LETA TNV AVAGTPOOY|

pe to sugammadex, PA. Tapdypapo 4.4.

TlpocOstec whnpopopisc yia s101ko0S wAnBvouovc

Himawuévor aoOeveig

Metd ) yopnynon tov sugammadeX otny enovepuedvion tov T, petd amd amokAeioud, mov &xst
TpokAnOel amd pokovpoVIo, 0 SLApECOG XPOVOGS EMG TNV avakTnon tov Adyov T,/T; otnv tiun 0,9 vy
Tovg eviAkeg (18-64 etdv) Mtav 2,2 Aemtd, o€ NAKIOUEVOLGS (65-74 eTtdv) ftov 2,6 AemTd Kot 6 TOAD
NAKIoUEVOLG evAikeg (75 etdv Kot dvm) fTov 3,6 Aemtd. Akdun ki o o1 xpovol avavnyng o
NMKIOUEVOLS TEIVOLV Va, givat Bpaditepot, TPEMEL VO akoA0VOOLVTOL O1 IO1EC GUVIGTMOUEVES OOGEIS LE
ekeiveg ylo tovg evidikeg (PA. mapaypogo 4.4).

Negppixn dvolertovpyio.

H ypnrion Tov sugammadex ce acOeveic e coPapn veppikn dvciertovpyia (copmeptlapfovouévoy
TV 0c0evdv mov yperaloviot apodtvion (CrCl < 30 ml/min)) dev cuvictdron (BA. Tapdypopo
4.4).

Meléteg og aoleveic e cofopn| veppikn SVGAEITOVPYIO OEV TAPEYOLY EXAPKEIS TANPOPOPIES Yo TV
0oQAAELD, MOTE VO, VTOoTNPiEOVY TN Xpr o™ Tov SugammadeX 6e avtovg Tovg acbeveic (BA. emiong
mapaypaeo 5.1).

T'o v N émg péTpia veepikn dvciettovpyia (kdbapon kpeativivng > 30 kot < 80 ml/min): ot
GUVICTAOUEVEG OOCELS Eiva I01EG e EKEIVEG Y10l TOVG EVIAIKES YMPIG VEPPIKY] SUCAELITOLPYIO.

Hrozikn dvoiertovpyio
Agv &ovv de€aybdei peréteg og aobeveic pe nroatiky dvcAettovpyio. Ao TPETEL va diveTAl TPOGOYN
otav e&gtdleTon 1 xpron Tov sugammadex cg acbeveig pe coPfopn nratikh Svciettovpyio 1) OTav M
NmaTiKn dusAgtovpyio cuvodeveTal amd OpopPordadeia (BA. Tapdaypapo 4.4).
oy Ao Eog péTpla nratikn Suvcisttovpyia: dedopévou ot To sugammadex omekkpivetal Kupimg
O10 TOV VEPPDOV OEV ATAITOVVTOL TPOTOTOGELS TNG OOOMG.

Toyboopror acBeveic



e mayboapkovg acbeveic, copmepAaUBAVOLEVOY TOV THBOAOYIKE TayOooPK®Y asevmv (delKTNng
nélog sdpotog > 40 kg/m?), n §6on Tov sugammadex mpénet vo faciletor 6To mpoypoTikd Bapog
ocopartoc. [pénetva epappolovror ol idieg cuVIoTOUEVEG DOGELS LLE EKEIVEG Y10 TOVG EVIAIKEG.

Houdiazpixoc tAnBvoudoc

Toudia kau épnPor (2-17 etcov)
To sugammadeX pmopei va apormbei ota 10 mg/ml, dote va avénbein axpifeio g yoprynong e
601G oTov TS TPIKO TANOLVGHS (PA. Tapdypapo 6.6).

AmAn ovaotpoen

Tuviotdrou o d6on 4 mg/kg sugammadeXx yio tnv avaosTpoer omrd OoKAEIGUO TOL TPOKANONKE
oo POKOLPOHVIO AV M avavny £xel eOacel tovAdylotov oe 1-2 PTC.

Soviotdror pia 66om 2 mg/kg yio v avastpoer] 0o amokAEIoUO OV TPOKANONKE amd PpOKOLPOVIO
oe emaveppavion tov T, (BA. mapdypago 5.1).

Aueon avaotpopn
H dupeon avactpopn oe moudid kot eprifovg dev £xel diepevvnOet.

Teleiounvo, veoyva, kot fpépn

Yrbpyet povo meplopiopuévn epmetpio pe ™ ypron tov sugammadex oe Bpéen (30 nuepdv £mg 2 eTMV)
Ko dev Exovv delaybel perétec og teredunva veoyva (Likpdtepo tov 30 NUEPOV). ZUVETMOC OV
GUVIGTATOL 1) YOPTYNOT| TOL SugammadeXx og TEAEOUNVO VEOYVA Kol Bpépn Emg 6Tov givor dabéciua
MEPLGCOTEPA OEGOLEVAL.

Tpomog yopnynong

To sugammadeXx mpénet va, yoprnyeitol evéoprePimg wg epdma d6omn epoddov. H ddon epddov mpimet

va yopnynOei tayéwg, péca oe 10 devteporenta, G LPICTAUEVT EVOOPAEPLR Ypouun (PA.
Tapdypapo 6.6). e Khvikég dokiég To sugammadex €xetyopnynOei povo wg epdmal d6om edd0v.
4.3 Avtevositeg

YrepeoaoOnoia ot dpacTiky ovcio 1] 6€ KATO0 Ao To EKO0Y0 TOV OVAPEPOVTOL GTV
mopaypapo 6.1.

4.4 EWKég TPOEB0TON|GELS KO TPOPVAGEEIS KATA T1) (p1om
Onw¢ ocuvndiletol 6TV TPOKTIKY LETAE 0O TNV avalcOnoia, ETeLta amd VELPOUVTKO UTOKAEIGUO,
GUVIGTATOL 1] TTOPOKOAOVONGT TOV 0lG0EVT KOTA TNV QUECT] LETEYXEPNTIKT TEPIOJO Y10, avemBOUNTA

ovuBapata, GLUTEPIAUUPAVOUEVIG TNG ETAVEUPAVIONG TOV VEVPOUVTKOD OITOKAEIGHOD.

TTopokorlovOnon ThS oVOTVELGTIKNG AELTOLPYINGS KOTE TNV ovavnwn

Eivar voypewtikn 1 vootipién TG OVamvEDCTIKNG ASLTOVPYING TV 0G0EVAOV e UNYoviKd aePIGLLO
£mG OTOL VO, OTOKOTAGTAOEL 1] ETOPKTG CVTOUOTT] AVATTVON, LETE OO OVOGTPOPT) TOV VEVPOUDTKOD
OTTOKAEIGLOV. AKOUN KL OW 1] OVAVITYT Otd TO VEVPOUVIKO OTTOKAEIGUO eivor TANPNG, GAAD
(PUPLLOKEVTIKA TTPOIOVTO TTOV YPNCUYLOTOLOVVTOL GTIV TEPT- KOl LETEYXELPNTIKY| TEPI0dO eivar Suvatdv
VO, KOTOGTEIAOLV TNV OVOTTVEVGTIKT AEITOLPYIO, KOl GUVETTMC Eival duvatov va eEakolovdel va givarl
QTOPOETNTN 1) LTOCTNPLEN TG AVOTTVEVCTIKNG AEITOVPYIOG HE UNYOVIKO AEPIGUO.

Av, HeTd amo TNV apaipesT) TOL GOANVO, ETOVELUPOVIGTEL VEDPOUVTKOG AITOKAEIGOC, TTPETEL VAL
TOPEYETOAL ETAPKNG VITOSTNHPIEN TNE AVOTVEVCTIKNG AELTOLPYING LLE AEPIGUO.

Emovenodvion Tov VELPOULTKOD OTTOKAEIGUOD

& KMVIKEG LEAETEC o€ Atopa oL Elafav pokovpovio 1 Bekovpdvio, drtov to sugammadex
XOPNYNONKE ¥PNOUOTOIDOVTAS Lo, SOCT) GUACUEV Y10 TO BAO0G TOV VELPOLDTKOV OTOKAEIGILOD, L0
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emintmon g TaENS Tov 0,20% mapatnpndnke yuo TV ETOVEUPAVICT] TOL VEDPOUDTKOD OTOKAEIGLOD
pe Baon v vevpopvikn mapoakorovdnon i to KAvikd ctoryeio. H yprion youniotepov tov
GUVIGTOUEVOV dOCEMV UTOPEL Vo, 001 YN OEL GE Vo, AVEAVOUEVO KIVOLVO ETAVEUPAVIONG TOV
VELPOUVTKOV OTTOKAEIGHOV LETA TNV OPYIKT avacTpo@n] Kot dev cuvietdtot (BA. Tapdypapo 4.2
Kot Topaypopo 4.8).

Endpdoeic otnv apndotocn

Ye pia pedétn og eBehovtéc o1 86oe1g tv 4 mg/kg ko twv 16 mg/kg sugammadex siyov mg
OOTELEGLOL LEYIOTEG LEGES TTAPATAGELS TOL YPOVOL EVEPYOTONUEVIC LEPIKNS Opopforiactivig
(aPTT) xatd 17 xor 22% avtictoryo Kot g 01efvoig OpOAOTOMUEVNG GXECTIC TOV XPOVOL
npoBpopfivng [PT(INR)] xatd 11 ko 22% avtictouyd. AVTEG Ol TEPLOPICUEVES LECEG TTOPUTACELS
tov aPTT wortov PT(INR) tav pkpng ddpketag (< 30 Aemtd). ZOUQ@VO LE TNV KAVIKT Bdon
dedopévav (N=3.519) kot pe o cvuykekpipévn perétn o 1.184 acOeveic mov vrofAnonkav og
YEPOVPYIKN EMEUPAOT KOTAYLOTOG IoYiov/avTikatdoTaong Leilovog dpbpmaong, dev vnpée Khvikd
ocvoyeti{opevn eriopoon tov sugammadex 4 mg/kg pévov tov 1| 6€ GLVELAGHO LE AVTUTNKTIKA
OTI GLYVOTITO EUPAVIONG TTEPT- 1] LETA-EYXEPTTIKOV OULLOPPOYIKADV ETUTAOKDV.

g in vitro melpdpata mapotnprinke pio pappokoduvopukt cAAnAenidpoon (mapdtaocr tov aPTT
kot Tov PT) pe avtayoviotég g Prrapivng K, pun Khacpatomompévn nrapivi, Lkpod Loptokov
Bdpovg nrapivoedn, piapolapmdyn kot daftyatpdv. e acbeveic mov Aapdvovy cuvion
UETEYYEIPNTIKN TTPOPLACKTIKT OVTL-TINKTIKY Oy@YT) OG0T 1] QOPUOKOSVVOULKY] OAANAETIOpaCT) OEV
glval KAwviKa cuvopng. Oa wpémel va divetor Tpocoyn 0tay egtaletonn ypnon Tov sugammadex Gg
acBeveic Tov AapPdvouy BepamevTIKY AVIL-TNKTIKN 0y®YN Yid pio TpoHTAPYovusd 1] GUV-VooTph
KOTAoTAO.

"Evag avénuévog kivouvog arpopparyiog dgv pmopei va amokielotel oe aofeveis:

° pe KAnpovopikn EAdkenym apdyovrta méng mov eEoaptatal amd ) Prrapivny K,

. Ue Tpobimdpyovcec TabNGELg doTapayng TG TNENG,

. v1d Bepameio pe mopdymya kovpopivng kot INR wave amo 3,5,

. OV YPTGILOTOLOVV AVTITNKTIKA Kol 01 omtoiot Aapupdvouv pia 6o sugammadex 16 mg/kg.
Edv vrépyet wotpikn avéykn va yopnynbei sugammadex og avtovg Toug acbeveic o
ovostncloAdyog ¥petdleTal vo amopocicel EAvV Ta 0PEAT EIVOLTIO OTLLOVTIKA 0O TOV THOVO
KIvOLVO Y10 AHOPPOYIKEG EMUTAOKES AUUPBAVOVTOC LTTOYN TO 1OTOPIKO TOV ACHEVDOV GE ALLLOPPUYIKA
EMEI0OB10 KO TOV TOTO TNG TPOYPAUUATIGUEVTS emépPacnc. Edv yopnynbsi sugammadex ce
aVTOOG TOVG 0oOEVEIG GLVIGTATAL TOPOKOAOVONGT TV TOPAUETPOV AUOGTOCTG KoL TNKTIKOTNTOS.

Xpdvol avoLLoVIE Y10, THV ETOVOYOPTYNCT TUPayOVI®mV VELPOUDTKOD omokAslouod (NMBA) uetd tnv
oVOoTPOON UE TO sugammadex

Mivaxkag 1: Eravayopiynon pokovpoviov 1] fekovpoviov petd amd ami avastpo@r] (§og
4 mg/kg sugammadex):

EAayotog (pévog avapovig NMBA kot 86om mtov pémer vo. yopnyn0ei

5 Aemta 1,2 mg/kg pokovpovio

4 dpeg 0,6 mg/kg poxovpdvio 1
0,1 mg/kg Bekovpodvio

H évap&n 1ov veupowikod amokAEIGHO evOEyeToL va Tapotadel E0¢ mepimov 4 Aemtd Ko Sidpkelal
TOL VELPOUVIKOV AITOKAEIGHOD EVOEXETAL VO EAOTTMOEL £m¢ TTepimov 15 Aemtd Hetd amd tnv
gmavayopnynon pokovpoviov 1,2 mg/kg péoa o 30 Aemtd amd T yoprynon tov sugammadex.

Mg Béon OK povieAomoinot, 0 GUVIGTOUEVOC ¥POVOS AVALOVIG Y0 AoOEVEIC Le NTTLAL 1] LETPLOL

VEQPPIKN dvucAertovpyia yio thv enavaypnoiponoinon 0,6 mg/kg pokovpoviov 1 0,1 mg/kg

Bexovpoviov petd amd amAn avastpodn e to sugammadex o npémer va givar 24 opeg. Eqv

OTOLTEITOUL LKPOTEPOG YPOVOC AVOLLOVNIG, 1] 0OCT] POKOLPOVIOU YOl EVAV VEO VEVPOUVTKO ATOKAEICUO
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0o pémer va givon 1,2 mg/kg.

Emavayopfynomn pokovpoviov 1| fekovpdviov petd omd dpeon avactpoen (16 mg/kg sugammadex):
T Tig ToAD omévieg TEPUTTMGELS OOV QLT UTOPEL VAL OTTOLTELTAL, TTPOTEIVETO YPOVOG OVOLLOVIG
24 opov.

Av amouteiton veupopnikog omokAEIGHOG TPV va, £xEL TAPEALDEL O CLVIGTMOUEVOG YPOVOG OVOLLLOVIG,
TPETEL VAL (PT|CLLOTOLEITOL £VOC 1) OTEPOELOINGS TUPAYOVTUS VEVPOUVIKOD arokAelsnov. H évapén
dpaong evOG OMOTOAMTIKOD TOPAYOVTO VEVPOUDTKOD OITOKAEIGHOD EVOEYETAL VA, EIVALTTLO OpYT] OTTO
000 OVOUEVETOL, ETELON £VO, CUAVTIKO KAAGLO TV LETOCVVOTTIKOV VIKOTIVIKOV DTOJ0YEMV UITOPEL
v, gtvot aKOp SEGUEVIEVO OO TOV TTOPAYOVTO VELPOUVTKOD OTTOKAEIGLLOD.

Neopwn dvcAetrtovpyio

To sugammadeXx dev cuvicTdtal yio yprion o€ aceveic pue coPfapn veppikn duciertovpyia,
ovumepthapPavopévev ekeivav mov ypnlovv apokdbapong (BA. mapdypago 5.1).

Elappd avaicOnoia

2 KAMVIKEG OOKIES, OTOAV O VELPOUVIKOG OITOKAEICUOG VOO TPAPNKE CKOMUO GTO LEGOV TG
avaeneiog, mopoatnpnOnkay TeploTacioKd onueio eEAappis avorstnoiog (petaxivnon, fyac,
HOPQAGLOL Kl EKUDENGT] TOV TPUYELLKOD COAVA).

Av avaotpagel 0 veupopvikog omokAelocudg evad cuveyiletaln ovaicOnoia, Tpémet va yopnynbovv
TPOGOETEC DOGELS VoGO TIKOD KON OTOEB0VE, OTTMG EVOEIKVLTOL KAIVIKAL.

"Evtovn Bpadvkopdio

€ oTAVIEG TEPUTTDOCELS, ExEL TOpATNPN Ol EvTovn Ppadvkapdic VIOC AETTMV PETA T YOPT YO
sugammadex yio Ty ovasTpoPt TOV VELPOUVIKOD artokAEIGHoV. H Bpadvkapdio propel
MEPLOTACLOKA VoL 00N YN GEL o€ Kopdlokn avakomnh. (BA. mapaypago 4.8.) OracOeveic Oa mpémel va
TOPAKOAOVOOVVTAL GTEVA Y10 AULOSVVAUIKES LETABOAEC KOTA T SLAPKELD KO LETE TNV 0VOGTPOPT] TOV
VEVPOULIKOD ATOKAEIGHOD. B0 TPETEL VAL YOPTYEITOAL ALy ®YT] LLE OVTLYOAVEPYIKOVS TTAPAYOVTES, OTIMG N
OTPOTTIVT), EQV TOPATNPNOEl KAVIKA oLovTIKY Bpoadvkapdio.

Hrotikn ducsAiettovpyia

To sugammadex dev petafoAileton oute amekkpiveTal d10 ToL NTaToG. [0 T0 AdY0 AVTO deV Eyovv
Se&ayBel perétec amokAeloTiKa og aoBeveis pe nratiky duoiertovpyia. Ze acOeveig e cofopn
Nratikn SvcAsttovpyia TpEmeL va yopnyeitat pe peydin tpocoyn (BA. mapaypao 4.2). Xe
TEPUTTOON TOV 1] NTATIKT] SOLGAEITOVPYiC GLVOSEVLETAL OTTd dtaTapayn TGS TENG, PA. TG
TANPOPOPIEG CYETIKA LIE TIG EMOPACELS OTIV OUUOCTAOT).

Xpnon oe Movada Evtatikie Ospomeioc (ME®)

To sugammadex dev &yet peretn0ei o€ aobeveic GTOVG 0TO10VE YOPTYEITAL POKOVPOVIO 1| fEKOVPOVIO
oe mhiaicio ME®.

Xpnon Yo TNV avasTPOOH VEVPOLUVIKOU OTOKAEIGLOV aTtd TapAYOVIEC EKTOC OtO TO POKOLPOVIO KoL

10 BeKovpdvio

To sugammadex dev TpEmel va, YpNGLOTOLEITAL Y10 VO, 0VOOTPOPEL ATOKAEIOUOG TOV TPOKANONKE
omd 1) GTEPOELOEIS TAPAYOVTEG VELPOULIKOD OTOKAEIGHOV, OTTMG 01 EVDGELG GOVKKIVOAOYOAIVIC T
Beviuhicokivolviov.
To sugammadeX dev TPEMEL VA, YPTGLUOTOLEITOL Y10 TNV OVAGTPOPT] VEVPOLVIKOD ATOKAEIGHOD, TTOV
€xel TpoKANOel 0O OTEPOELDEIS TOPAYOVTEC VEVPOUVIKOD ATOKAEIGUOD GAAOVC eKTOG OO TO
POKOVPOVIO KOL TO PEKOVPOVIO, QLPOD dEV VTLAPYOVY SEGOUEVE OMOTEAEGLOTIKOTITOG KO AGQUAELG
Y10 TIG TEPTTAOGELS AVTEG. 10l TNV AvOIGTPOPT TOL ATOKAEIGLLOD, TTOV £XEL TPOKANOEL amd
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TOVKOLPOV10, S1aTifevTor TeEpLopioUéva dedOUEVA, OAAN GUVIGTATOL VO LV (PTCLLOTOLEITOL TO
sugammadex otnv nepintwon ovTy.

Koabvotepnuévn avévnyn

O1 KOTAGTAGELS TOV GLVOELOVTOL LLE TTAPUTETAUEVO XPOVO KUKAOPOPIOG, OTMG KapdlaryyeLokn voGog,
peydin niia (PA. mopdypo@o 4.2 yio, Tov ¥povo £mG TNV AVAVIIYT] GE NAIKIOUEVOVG), T} OO LATMOONG
Katdotoon (7). cofapn NTATIKY SVGAELITOLPYIR), Elval SuvaTOV Vo oeTilovTol Le HEYOADTEPOLG
APOVOLG aVAVIYNG.

Avtidpdoeic vtepeuocincioc 6To EAPLOKO

Ot wotpoi Tpémet va, lvar £TOHOL Y10 TO EVOEXOUEVO AVTIOPACE®MY VITEPEVOLGHNGIOG GTO PAPLLOKO
(cvoumepopBavouEvmy TV VOPLAKTIK®OV OVTIOPAGEMVY) KOL VO, TTOIPVOLV TIG AVOYKOIEG
TpoeLAGEELS (PA. mapdypago 4.8).

Népio

Av10 10 PapPOKELTIKO TPOioY TEPLEYEL £m¢ 9,4 mg vatpiov avd ml, icodvvapo pe o 0,5 % g
GLVICTOLEVNG LEYIOTNG NHEPN GG d0ong Tov [TOY twv 2 g vatpiov yio Evov evijAKd.

4.5 AMremdpaceis pe Ao QUPUOKEVTIKA TPOIOVTH KoL AALES HOPPES aAlnAemiopaong

OrAnpo@opieg g avth TNV Tapdypaeo Bacilovial 6Tn cLyYEVELD 0EGUEVOTC AVAUESH GTO
sugammadex ko1 6 QAL POPUAKEVTIKA TPOTOVTO, GE UN-KAIVIKG TEPALOTO, GE KAMVIKEG LEAETES Ko
G€ TPOGOUOIDGELS YPNOTG LOVTEAOL KOt AAUBEVOVTOG LITOYV TIC POPUAKOSVVAUIKES EMOPAGELS TMV
TOPAYOVTOV VEVPOLTKOD OUTOKAEIGLLOV KO TIG QUPLOKOKIVITIKEG OAANAETIOPAGELS AVALEGH GTOVG
TOPAYOVTEG VELPOLVTKOD OOKAEIoUOD Kot To SugammadeX. Me Bdomn avtd ta ototeio, Kopio KAVIKE
GTMUOVTIKT QOPUOKOSVVOLIKT) CAANAETIOPOCT) LE GAAD POPUOKEVTIKA TPOTOVTO OEV OVOLLEVETOL, LIE
e&aipeon ta akdAovOa:

TMo v Topepipévn Kol To POVGIOIKO 0ED OAANAETIOPACELS AOY® EKTOTIONG OV gival duvaTtdv va.
OTTOKAEIGTOVV (OVOUEVOVTOL U KAWVIKTG GNLOGI0G OAANAETIOPACELS OEGEVOTG).

IMo T0 0pproVIKE AVTIGLAANTITIKA SV Eival SUVOTOV VO ATOKAEIGTEL KAVIKA OTILOVTIKT dAANAETIOpOoN
déopevonc (Oev avapEvovTal OAANAETIOPAECELS AOY® EKTOTIONG).

AlMniemdpdoeic mov evdeyoudvmc ernpedlovy TNV amotelscuoTikdTnTo TOL Sugammadex
(aAAnAemdpaoeic ektdémoNc)

AOY® TG YOPNYNONG CVYKEKPIUEVOV PAPLOKEVTIKOV TPOIOVT®V PeTd amd to sugammadex,
OepnTIKd TO POKOVPOVIO 1] TO BEKOVPOVIO PUTOPEL VO, EKTOTIGTEL 0o To Sugammadex. Qg
OTTOTEAEC L, LTOPEL VO TTOPATNPTOEL EMAVELLPAVICT] TOV VEVPOLVIKOD OITOKAEIGLOD. € OUTIV TV
TEPIMTMOT, TPETEL VO TOPEYETOL AEPIGLOC 6TOV aoBevT). H yopnynon Tov gaprakenTikon TpoidvTtog
OV TTPOKAAECE TNV EKTOTIOT O TPETEL VO, TEPULOTIOTEL GTNV TEPIMTOOT EYYVONG. 1€ KATACTACELS
OTOV UTOPOVV VO OVOLLEVOVTOUL SUVNTIKEG CAANAETIOPACELS EKTOTIONC, Ol ac0eveic Oa Tpémel va
TOPAKOAOVOOVVTOL TTPOCEKTIKA Y10, GNUEIDL EMAVEUPAVIOTG TOL VEVPOUVTKOV OITOKAEIGHOV (TTEPimon
emi 15 Aemtd) HETA 0O TNV TAPEVTEPIKT YOPNYNOT EVOS GAAOL QOPUAKEVTIKOD TPOIOVTOG, 1| OTTOi0
TPOLYUOTOTOIEITO EVTOG TEPIOSOV 7,5 mp®dV PETA 0d TN Yoprynor Tov sugammadex.

Topepupévn

Tty Topeipévn, M omoia £l GXETIKG LYNAT cLYYEVELD dEouevoNG Yo  TO Sugammadex kot yia, Tnv
omoia, UTopEl vaL VTTAPYOVY GYETIKG VYNAEG CUYKEVTPMGCELS TAAGLOTOC, Eival duvatdv va topatnpnoei
LEPIKT EKTOTIOT) TOV FEKOVPAVION 1] TOL POKOVPAVIOV atd TO GUUTAOKO Le To sugammadex. Ot
watpoi Oo mpémer va yvwpilovv 6Tin avaktnon tov Aoyov T,/T; oty tipn 0,9 pnopel cuvendg va
KaBvotepioel 6€ aobevelg GTOVE 0TOTIOVG YOPNYNONKE TOPEPEVT TNV 1010 NIUEPQ TNG YELPOVPYIKNG
emépupaonc.

Evoo@A£Bia yopriynom @ovcidikon o&Eog



H yprion tov povcidtkov 0£E0g KOTA TNV TPO-EYYEPTTIKT GACT] Elval SUVATOV VO TPOKAUAECEL LEPTKT|
KoBvotépnon oty avdktnon tov Adyov T,/ T; oy tiun 0,9. Aev avapEveTal ETOVELLPAVIOT) TOL
VEVPOUVIKOD OTTOKAEIGUOD GTN LETEYYEPTTIKN QAGT], 0Td TN GTLYUT| TTOV 0 pLOUOG EYYVONC TOL
(POVGIOIKOD 0&E0C EIVOL TTAVM ATTO £VOL SIAGTNLLO LEPIKMDY MPAOV KO TOL ETTESA GTO aiplal givart
GUVOMKA TTave ad 2-3 Nuépes. ['a emavayoprynomn tov sugammadex BA. mapdypago 4.2.

AMNAETIOPAGELS TOV EVOEYOUEVMC EMNPEGLOVY TNV OTOTEAECLOTIKOTITO GAAMY QOPUUKEVTIKOV
TPOoTOVIOV (OAANAETIOPAGELC OEGULEVLGTC)

Adym ¢ yoprynong tov sugammadex, GUYKEKPLEVA POPLOKEVTIKE TPOTOVTO LUTOPEL VO KATOGTOOV
AyOTEPO OMOTEAEGOTIKG, EE0ITIOG TNG LEIMONG TOV CLYKEVTIPAOCE®DVY (EAEVOEPOL TPOIOVTOC) GTO
nmAdopo. Eqv mapatnpnel pna 1€to10 KOTAGTOOT), GUVIGTATOL GTOV TP VO EEETAGEL TNV
EMAVOYOPNYNON TOV PAPHAKEVLTIKOD TPOIOVTOG, TN XOPNYNOT EVOG BEPATELTIKA 1GOSHVALLOV
PUPLOKEVTIKOD TPOIOVTOC (KOTA TPOTIUNOT) 0O SLOUPOPETIKT] YNIIKT KOTNYOPI) KO TNV EQAPLOYN
U1 QOPUAKOAOYIK®V TOPEUPACEDY, OVOAOYOL LLE TNV TTEPITTOON.

OpLOVIKA OVTIGLAANTTTIKA

H aAAnAenidopaon peta&d 4 mg/kg sugammadex kot vog poyecstaydvov mpoPrendtay 6t Ha
odnyovoe og peimon g €kBeong oto mpoyeostayovo (34% g AUC) og eninedo TapOolo pe TV
UElmoT) oL TTapaTPEITOL OTAV 1) UEPNGLO 0OGT EVOC AT0 TOL GTOUATOG OVTICLAANTTIKOD ANQOEl pe
kabvotépnon 12 pdv, 1o omoio umopei va 00N yNoEL o€ PeimON TG amotelespatikotTog. [a ta
010TPOYOVA, 1 OPACT] VTN AVOUEVETOL VA Elvat acBeVESTEPT. ZUVERMG 1) YOPTYNOT L dOOTG EPOS0V
Tov sugammadex Oswpeitor 6t eivor 1I6GOdOVOUN HE THY TAPAAEYT LLOG NUEPTGLOG BOGTG UTd TOV
GTONATOG GTEPOELOOVC AVTIGVAANTTIKOD (EITE GLVOVAGLEVOL 1] LOVO TTPEYECTAYOVOL). AV TO
sugammadeXx yopnyn0ei v idia nuépa, wov AapuPavetor Eva amd TOL GTOUUTOG OVTIGVAANTTIKO,
OVOTPEETE OTIG GLGTAGELG TOV APOPOVV TNV TOPAAELYT OGNS GTO GUAAO 0INYLDOV TOV OO TOV
GTOLOTOG OVTIGLAANTTIKOV. TNV TEPIMTOGT U1 AApUPAvVOREVEOV 0T TO GTOWNO. OPLOVIKDY
OVTIGVAANTITIK®V, 1) 060EVIAG TPETEL VAL YPTCUOTOIGEL L0l ETITAEOV LT OPLLOVIKT] OVTIGUAANTTIKY
1EB0BO Y10 TIG EMOUEVEC T MUEPES KOL VAL avaTPEEEL OTIG 001 YiEC OTO EOALO 0INYLDV ¥PONE TOL
TPOIOVTOC,.

AMNAETIOPAGEIS AOY® TNE TAPATETAUEVNC ETIOPUCTIC TOL POKOLPOVIOU 1) TOL BEKOLPOVIOV

Otav opUOKELTIKA TPOTOVTH TOV EVIGYDOVV TOV VEVPOUVTKO OTOKAEIGUO XPTCILOTOIOVVTOL KATA TN
HETEYYEPNTIKY TEP10d0, o TPEMEL VoL diveTon 1010iTEPN TPOGOYT OTNV TOOVOTNTO EXAVEUPAVIOTG TOV
VEVPOLVTKOD aoKAEIGHOD (PA. Tapdypago 4.4). [Tapakodeiote va avoatpeééete 6To POALO 0N YLDV
¥PNONS TOV POKOVPAVIOL 1) TOV BEKOVPOVIOV Y10 TOV KOTAAOYO TMV GUYKEKPIUEVAOV POPUAKEVTIKMV
TPOTOVIWOV TOL EVIGYVOVV TOV VEVPOULIKO OTOKAEIGLO. X€ TEPIMTOOT) TOL TapaTPNOel
EMAVELPAVIOT] TOV VEVPOLVIKOD ATOKAEIGLOV, 0 0lG0EVG LITOPEL VAL ¥PELOGTEL UNYOVIKO AEPIGILO KO
gmavayoprynon tov sugammadex (BA. mapaypago 4.2).

Enidpoon otic epyaotnplokéc eEeTdoelc

T'eviké to sugammadex dev ennpedlel Tig epyaotnplokés e€etdoels, ue mbavr e€aipeon ) pétpnon
NG TPoyecsTEPOVNG oToV 0p0. H emidpaom ce autiv v e£€T0.0M TOPATNPEITAL GE GLYKEVIPMOELG
sugammadex oto mhdoua the taéeme twv 100 pwikpoypappapiov/ml (uéyioto eninedo oo
mAdopo votepa and d0con eeoddov 8 mg/kg).

e pio perén oe e0eloviic, dooeic Twv 4 mg/kg kon twv 16 mg/kg sugammadex siyov g
amotélecpa péyloteg péceg mopatioelg tov aPTT kotd 17 ko 22% avtictorya ko tov PT(INR)
kotd 11 ko 22% avtictoya. Avtég ol meplopiopéveg péceg mopotdoslg tov aPTT kot tov PT(INR)
Nrav pkpng dtapketag (< 30 Aemtd).

X in vitro elpdpata mapotnpnonke pio eoppokoduvoLuky cAAnAetidopaon (tapdtacn tov aPTT
Kot tov PT) pe avtayoviotég e Prropiving K, pn kAacpotomompévn nropiv, LKpod HLoplokon
Bdpovg nrapvoeldn, pipapo&apmdvn kon dafryotpavn (BA. Tapdypogo 4.4).

Howwtpkoc tAnbvoudc




Agv &qovv de€oyBel emionpeg peréteg odnienidpoong. Ot avopepOUEVEG TOPOUTAV® OAANAETIOPACELS
OV TOPATNPOVVTOL GTOVE EVIIMKES KOl O1 TPOELOOTONGELS OTNV TapAypopo 4.4 pénel emiong va
AoUBAVOVTOL LTTOYN Y10 TOV TALSIOTPIKO TANOVGUO.

4.6 Tovipémra, kKONON KO yolovyio

Kinon

Agv drotibevton KAvikd dedopévo, GYeTIKA Le Ty ékBeom KoTd TV £yKvpochv 6To sugammadex.
Meléteg oe (da dev katédel&av dueon 1 Eupeot) To&KOTNTA GTIV EYKVLOGLVI], 6TV avATTLEN TOL

gUPPOOL, GTOV TOKETO 1 GTI| LETAYEVVNTIKY OVATTLED.
H yoprynon tov sugammadex oe £yKveg yovoikeg TPEMEL VOL TTPOYLLOTOTOLEITOL LUE 1BL0HTEPT) TPOCOYH.

Oniaopog

Agv glvar yvooto ov to sugammadex amekkpivetal 6to avBpmdnvo untpiko yaia. Ot peréteg o (oo
£yovv deiket anékkpion tov sugammadex 6to unTpkd yaia. Ievikd, n amd 1oV 6TOUATOG
aTOPPOPN o1 TOV KUKAOSEETPIVOV givar yaunAn kot dev avapévetat enidpaoct oto INAdlov Bpépog
petd amd geama d0om ot Onhalovco untépa. [pénel va amopaciotei edv Oa drakomel 0 ONAacOC

1M Ba draxomel/ Oa amopevydein Oepamneio e sugammadex, Lopupdvovtag vToy”n To OPELOC TOVL
OnAacpov yio o Tondi ko to 0QeA0g TG Bepameiog yia Tn yuovaika.

Tovywétra

Agv &yovv digpeuvnBei o1 emdpdoelg tov sugammadex ot yovipdtnta otov dvBpwmo. Meléteg o
{da yio v a&lordynon g yovipotnTog dev anokaAvmtovy emPBAaPeic emdpAcELS.

4.7 EmOpAcels 6Ty IKAVOTITA 001Y161)G KON YEPIGUOU UNYOVIILET®V

To Sugammadex Amomed dev £xel kapio YvooT enidpacT onv IKEvOTNTO 081 YNoNG KoL XEIPIGLOD
UNYOVTLETOV.

4.8 AvemOOpnteg evépysleg

TIepiAnymn Tov TPOEIA AcEIAELNG

To sugammadex yopnyeitol TavTOYPOVA LE TUPEYOVTES VELPOLVTKOD OTTOKAEIGLOD Kol
avaeONTIKd o€ yepovpykovg acbeveis. H attiodoyio tov avemBduntov copPdviov eivol
GUVETMC OVGKOAO VoL EKTIUNOEL.

Ot avemBOUNTES EVEPYEIEG TTOL AVOPEPON KAV TTLO GUYVE GE XEWPOVPYIKOVS acbeveic NTav Priyoc,
EMTAOKEC OEPAYOYDV AOY® ovousOnoiag, emmAokés avolsOnoiag vwodTacT BepoamTELTIKGOV
XEWPIOUDV KO ETTAOKT OepomevTikdV xepiopudv (Zvyvic > 1/100 émg < 1/10y).

Mivakog 2: Kataloyog avemBipntov avtidpacemy 6€ popei] mTivaxko,

H acpdieia tov sugammadex £xet a&roloynOei og 3.519 povadikd dropo LEGm Log SeEoevig
Bdong dedopévav acporeiog acewv -1 Ot axdiovBeg avemBOLNTES AVTIOPAGELS OvapEPOTKOV
G OOKIEC EAEYYOUEVES LLE EIKOVIKO (PAPLLOKO OTTOV TOL ATopd EAaay avoucOncio Ko Tapiyovteg
VEVPOLVTKOV omokAEIGLOV (1.078 ekbéoelg atdpmv oe sugammadeX évavtt 544 g eikovikd
PAPLOKO):

O1 avemBounreg evépyeles mopotiOsvion kora kotyopio/opyoviko ovothua. [T1010 ocvyvég (=
1/10), ovxvég (= 1/100 éawg < 1/10), o1 ovyvég (= 1/1.000 éwg < 1/100), omavies

(1/10.000 écwog < 1/1.000), motv oravieg (< 1/10.000)]

Katmyopio/opyavikd cOcTno ZoyvOTNTEG AvemBounteg avtidpdoeig
(ITpotudpevol 6por)




Awtapayég Tov avocomom ko | Oyt cuyvécg Avtidpdoelc vtepevocnaiog

GUGTNLOTOG oto papuako (PA.
mapbrypapo 4.4)
ATapay€G TOL AVATVEDGTIKOD | ZVYVEG Bnyag

GLGTNLLOTOG,TOV BMPaKO KoL
TOL HeGOH®PAKIOL

Koakdboeig, dnAnmmpuiceig Kot ZuyvEG Emmhoxn amd toug aeparywyods
EMMAOKEG OEPATELTIKOV Aoy avaicOnciog

YEPLOUDV
Emumhoxn avaicOnoiog
(PAL.mtapaypapo 4.4)

Ymotaon Adym Bepamevtikdv
YEWPICUDV

Emnmlokég Moym Bepamevtikmv
YEWPIGUADV

Teprypaon emreyuévov avem@ountoy avidpicEmV

Avudpdoeic vrepevarodnaoioc oTo PapuaKo

Avtidpaceig vrepevaicneiog, coumeprrapfovousvne e avaeuiaéiog, £xovv eLpavictei o€
oplopévoug acbeveig kot 0eAovTEG (Yo TANpoPOpieg oyeTIKA [ie ToVG €0 OVTES, BA. [TAnpopopieg
OYETIKA LLE TOVG LY1EIG E0EAOVTEG TOPAKAT®). XTIG KAVIKEG SOKULES OE YELPOVPYIKOVG 0oBeVEIg VTEC
01 aVTIOPACELS aVaPEPOMKAY Ol GUYVA KOl OTIC AVAPOPES LETE TV KLKAOPOpPIQ, 1 GUYVOTNTA Elval
Hn Yvoom.

AVTEC 01 OVTIOPAGELG TTOTKIACY OTTO PLELOVMOUEVES OEPUOTIKEG AVTIOPACELS £MG GOPUPES GUOTIUATIKES
avTOPacelg (dnA. avaguiosio, ava@LAOKTIKN KatamAngio) Kot £xouv eppaviotel o ao0eveig yopig
mponyovuevn ékbeon oto sugammadeX. To GCUUTTOUOTH TOV OYETILOVTOL LE OVTEC TIC
avTIOpaoelg pmopel va teptapavouv: EEaym, kvidwon, epudnuatadec eEavinua, (coPapn)
VIOTACT], TOYLKAPDia, S10YK®ON TNG YADGoAC, S10YKMGT TOV (pApLYYd, BPoyYOCTOGLOG Kot
TVELOVIKGA aroppaKTikd cupuPduata. Otcofapés avtidpdoelg viepevalcnciog pmopei va givon
Holpoiegs.

e avapopég PeTd TV KuKAopopia, £xel Ttapatnpndel vrepevatcOnaio yio To sugammadex kaBdg
KOl Y10 TO GOUTAOKO sugammadex-poKovpoviov.

Emmiorn amé tovg agpaywyodc Aoyw avaioBnoiog

Ot emmAoKEG aepay®@Y®V AOY® avoictnciog mtepthaupovay GApN GTOV EVOOTPUXEINKO GCOANVA, )0,
N@o dApa, avtidpoon S1Eyepong Katd Trv SLAPKELN TOL XEpovpyEiov, ya kaTd TV avolcOnTikn
SodKasio 1 KaTd TNV SIPKELL TOV XEPOVPYEIOD, 1) CYETILOUEVT LE TNV ovoucOnT dodkacio
oBo6pUNTN OVATTVOT| TOV 0LoOEVOVC,

Emrloxn ovoucBnoioc

Emmhorég g avausOnoiog, EVOSIKTIK®VY NG ETAvApOpEs TG VEVPOUVIKNG AElTovpYiag,
mePAOUPAvVOLY TNV Kivnomn €vOg AKPOD 1) TOV GOUATOG N B0 KOTA TN SAPKELR TNE AVALCONTIKNG
dladikaciog 1 Kot T SIAPKELD TNG XEWPOLPYIKNG EXEUPAGNS, LOPPAUGLOL T AvappOPNGT) TOV
EVOOTPOYEIOKOD GOANVa. (PA. Tapdypapo 4.4).

Emrlokn Ospomevtikay yeipiouwv
O emimhokég OgpamevTico YePIoUov TEPAdpfavay Brixa, Tayvkapdio, Bpoadvkapdio, KivnTikOTTL
Kol ovéEnon 6Tov Kapdtokod puouod.

‘Evrovn Bpodvropdio.

Metd v kukhogopia, Egovv mapotnpndel LELOVOUEVES TEPUTTMOELS EVIOVNG PPadvKapdiog Kot
Bpadvkapdiog pe Kopdlokn ovaKomny], EVIOS AETTdV LETAE TN Yopynon sugammadeXx (BA.
moapaypao 4.4).

Eroveupdvion tov vevpouvikod amoxigiouod
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e KMvIKEG peAéTeG o dtoua ov EAafayv pokovpdvio ) Pexovpdvio, dmov to sugammadex
XOPNYNONKE YPNOOTOUDVTOG Lo SOCT) CNUAGHEVT Y10 TO BAOOG TOL VELPOLTKOD OTTOKAEIGHOD
(N=2.022), wa enintoon g tdEng tov 0,20% mopatnpidnke yio v EXAVELEAVIOT] TOL VEVPOULTKOD
OTOKAEIGLOD e fACT TN VELPOUVTKN TapaKkoAoVONon N Ta KAVikA atotyeia (BA. Tapdypapo 4.4).

IIAnpogopies oyetind pe Tovg vyieic edeloviég

€ U0 TUYOLOTIOMUEVT], OITAG TVPAN LEAETN OEPEVVIONKE 1) EXITTMOOT TOV AVIIOPAGEDV
VIEPELAICONGING GTO PAPUAKO, GE VYIEIC e0EAOVTEG 0TOVG 0TTOl0VG 3OO KAV £G 3 DOGELC EIKOVIKOD
eapudkov (N=76), 4 mg/kg sugammadex (N=151)1 16 mg/kg sugammadex (N=148). Ot
AVOPOPES Yo LITOYia vITEpELAGONGIUG VTOPANON KAV o€ pia emTpony Yia TVEAN a&loAdynon. H
enintoon g a&lorloyoduevng vrepevaucinciog rav 1,3%, 6,6% kot 9,5% yio o ewovikd
pdppoxo, yio Tig opdodeg 4 mg/kg sugammadex ko 16 mg/kg sugammadex, avtictoiya. Agv
vanpEay avapopES avaPLANSIAG Y10 TO EIKOVIKO @appaKko 1 Yo to sugammadex 4 mg/kg. Yrnp&e
wo pepovouévn tepintmon aglohoyovpevng avaeuiaéiog petd my mptn d6o1 sugammadex

16 mg/kg. (enintwon 0,7%). Aev v pée Kavéva GToElo ALEAVOUEVIIC GLYVOTNTAG 1] COPAPOTNTAG
vrepevarcinciog pe eravaropPavopeveg 06celg sugammadex.

Zg oL TPOYOUEVT HEAETY] LLE TTOPOLOL0 CYESAGLO, VTN PEAY TPELS AEIOAOYOVUEVES TTEPTTAGELS
avaeuiaéiog, 6Aeg petd amd 16 mg/kg sugammadex (emintoon 2%).

e o de&apevn Bdong dedopévev @aong I, ta avemBdunta copPavta (AE) mov avoaeépbnkov
g ovyva (= 1/100 éwg < 1/10) | ToAD cuyva (= 1/10) ko o cvyvé avAapesa oe GToLL Tov
EhaPav sugammadex og oyéon He TNV Opdda TOL EIKOVIKOD PaPLUAKOL, TEPIAALPEVOLY
dvoyevoia (10,1%), keparadyia (6,7%), vavtia (5,6%), kvidwon (1,7%), kvnoud (1,7%), LaAn
(1,6%), éueto (1,2%) xon Kothiaxo diyog (1,0%).

[lpooOstec mAnpoopisc yio. idixovc tAnBoauoidc

TIvevuovomoBsic aoOeveic

e dedouéva LETE TNV KUKAOQOPTO, KOl GE IOl OTTOKAELGTIKT KAVIKT SOKIUN G€ AcOEVEIC e 16TOPIKO
TIVELLOVOAOYIK®V EMUTAOK®V, ovapEpOnKe Ppoyy0oTacuoc g pa mavov cuoyeTilopevn
avemBopuntn evépyeta. Ommg kot pe OAOLG TOLG OGOEVELS [LE IGTOPIKO TVEVHOVOAOYIKADV ETITAOK®V, O
TpOG TPETEL VAL ELVAL EVILEPOG Y1a, TNV TOOVT ELPEAVIGT] BPOYYOCTOGLLOV.

Toudwpixogc wnBoouog

e HeAETEG Le ToudtoTpikong aobeveic ndikiag 2 £mg 17 etdv, To Tpodil aooleiog Tov sSugammadex
(¢¢ 4 mg/kg) NTav YEVIKA TOPOLOL0 LLE TO TPOPIA TOV TAPATNPHONKE GTOVG EVAAKEC.

TlaBoloyixe woydoopror aoBsveic

e po KMVIKN S0KIUN amoKAEIGTIKA 68 ac0evelg pe TaboAloyikn Tayvoopkia, To TPOPIA acaieiog
NTAV YEVIKA TAPOUOL0 LLE TO TPOPIA GE evijlikeg aioBeveis e cuykevipmuéveg pekéteg @aong 1 émg 3
(BA. mivaxa 2).

Aaobeveic ue oofopn cvotnuoTiky voco

e wo peétn o acBeveic mov a&loloyndnkav wc Kamyopia katdtaéng 3 1 4 chupova pe v
Apepkdvikn Etapeio AvarsOnoioroywv (ASA) (acbeveic pe coPapn cuotnuatiky vocso 1 acbeveig
LLE GOPapT) CLGTNUOTIKT VOGO TTOV AOTEAEL SLOPKT AEIAN Yo T {m1)), TO TPOPIA avemBOuNT@V
gvepyelmv o€ avtovg Toug acteveic ASA Katnyopiog 3 kot 4 oy YeEVIKA TopOLO10 LE dVTO TOV
eVNAK@V 0o0evav g cuYKeVTPOTIKEG peAéteg Ddong 1 €wg 3 (BA. wivoaka 2 kot wopdypago 5.1).

Avo@opd TOavoloyodUEVOV aveETHOUNTMOV EVEPYELDYV

H avagopd mBavorloyodevoy avemBuuntoy EVEPYEIDY UETA OO TN YOPIYNCT AOELNG KUKAOPOPIOG
TOL PAPUAKEVTIKOD TTPOIOVTOG ivat onuavtiky. Exitpénel t cuveyn mopakoiovbnen g oyéong
0QELOVC-KIVODVOL TOL POPLOKEVTIKOD TPOIOVTOG. ZNTeital amd TOVG EXOYYEAUATIEG VYELOG VO
OVaPEPOVY OTTOLEGONTTOTE TTIOUVOAOYOVLEVEG QVETIOOUNTEG EVEPYELEC LECH TOL EOVIKOV GLGTNUOTOG
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4.9 Ynaepdoocolroyia

e KMviKéG pedéteg, avapépinke 1 tepinmtmon toyaiog vaepdocoloyiog pe 40 mg/kg, xwpic kKamoleg
ONUAVTIKEG OVETIOVUNTEG AVTIOPAGELC. Z& o LEAETT] Y10 TNV ovoyT| oTov GvBpmmo, To sugammadex
yopnyndnke oe d6celc Emg 96 Mg/kg. Agv avaeéptnkav d060eEapTdOUEVES OVETIBVUNTEG EVEPYELEG
oVUTe coPapéc avemBOUNTES EVEPYELEG.

To sugammadeXx pmopei va amopakpuvOel pe apodoion pe eiltpo vynAng pongs, oAAG oyt pe eidtpo
YOUNANC pons. Bdoel KAMVIK®V LEAET®V, 01 GUYKEVIPDOGELS TOL sugammadeX 6To TAAGLO LELHVOVTIL
Kot £mg kot 70% petd and apokdbapon didpkelog 3 £mg 6 wpmv.

5. ®APMAKOAOTIIKEX IAIOTHTEX
5.1 ®oppoxodvvopikig 1010TNTES

DOappakobeparevtiKn katnyopio: OAa o Aod Bepamevtikd Tpoidvta, avtidota, kmdikog ATC:
VO3AB35

Mnyovioudc dpdong

To sugammadex €ivorl o TPOTOTOMUEVT] YOO KUKAOOEETPIvN, | omoia ivon évag ExAextikdg
Topdyovtog Aéopevong MuoyohopmTikdy. Zynuatilel évo GOUTAOKO LLE TOVG TOPBEYOVTEG
VELPOUVIKOD OTOKAEITHOV, TO POKOVPOVIO 1) TO BEKOVPHVIO, GTO TAAGO KOl LLE TOV TPOTO 0LTO
UEIDVEL TV TOGOTNTO TOV TOPAYOVTH VEVPOLVIKOD QITOKAEIGLOD, TTOV J10TifETOL Y10 VO OECUEVOCEL
TOVC VIKOTIVIKOVG VTTOO0YEIG TN VEVPOULIKT GOVOYT). AVTO 001YEL GTIV OVOGTPOPT] TOV VELPOUVTKOV
OTOKAEIGLOV IOV £YEL TPOKANOEL ad TO pokoLPOVIO 1| TO PEKOVPHVIO.

DopuoKodVVOLIKES ETOPACELS

To sugammadex £yetlyopnynOei oe ddoeig kupavoueveg amd 0,5 mg/kg émg 16 mg/kg oe peréteg
aVTOTOKPLONG 6T 306 G€ EMAYOUEVO OTO TO POKOLPOVIO aToKAEIGHO, (0,6, 0,9, 1,0 wou 1,2 mg/kg
Bpopiovyov pokovpdviov e Kot ympic dOGELS GLVTIPNOTG) KOl OE ETAYOUEVO OO TO BEKOVPOVIO
amokAeoud (0,1 mg/kg Bpopovyov Bekovpdviov pe 1 ywpig 600EIg CLVTAPNONG) OE SLUPOPETIKA
ypovikd onpeio / fadn amoxielopod. Ttig LEAETEC aVTEC TapatnpOnKe capng oyéon ddonc-
ATOKPLoNG.

Khvikn ommoteAeoLoTkOTNTO KoL ACQGAEL0,

To sugammadex pmopei va yopnyeitor o€ S1dpopa ypovikd SI0GTHOTO LETE 0t TNV YOPT YN O TOL
POKOVLPOVIOL 1 TOV Bp®LULovYoV fEKOVPOVIOV:

Amh ovoaopopi— LobBdc vevpouvikoc omokAelouoc

€ o KEVIPIKN HEAETT, Ol aoBeveig TuyaloTomOnKay GTNV Opdd0 TOV POKOVPOVIOV 1| TOV
Bexovpdviov. Metd amd tnyv tedevtoia 3661 TOV POKOVPOVIOL | TOV fekovpoviov, og 1-2 PTCs,
yopnyndnkav 4 mg/kg tov sugammadex 1 70 mcg/kg veootiypivng pe toyaia oelpd. O ypdvoc amd
v évapén g xopnynong tov sugammadex 1 g veooTiypuivng £mg TV avaKINGT TOL AGYOL
T,/T; omv Tipn 0,9 frav:

IMivaxag 3: Xpovog (Aemtd) amé TV ropnynon Tov sugammadeX 1 TG vEosTIypivg 6€
BaBdv vevpopvikod amoxieloné (1-2 PTCs) petd amé yopiynoen pokovpoviov 1) fekovpoviov
£mg Ty avaxTon Tov Adyov T,/ T, oty Tipm 0,9

ITapdyovrag vevpopikol Ogpomevtid oynuLo

OMOKAEIGHOD Sugammadex (4 mg/kg) ‘ Neootypivn (70 meg/kg)
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Poxovpdvio

N 37 37
Abpecog xpovog (Aemtdr) 2,7 49,0
Evpog 1,2-16,1 13,3-145,7
Bekovpovio

N 47 36
Alqpecog ypovog (Aemtd) 33 49,9
Ebpog 1,4-68,4 46,0-312,7

Amh] ovoompoel] — HETPIOS VEDPOUDIKOS OTOKAEITUOS

g o AAAT KEVTIPIKN HEAETT, Ol acBeVEIC TV OO ONKAY GTNV OPdd0 POKOVPOVIOV 1] TOL
Bexovpoviov. Metd v TEAEVTAIN YOPTYNOT) POKOLPOVIOL 1 TOL BEKOVPOVIOV, LLE TNV EXAVELPAVIOT
tov T,, yopnynOnkav 2 mg/kg sugammadex 1) 50 mcg/kg veootrypivng pe toyaio oelpd. O ypovog amd
Vv €vapén g Yopnynong Tov sugammadex 1 TG VEOSTIYHivIg £m¢ TNV avaktnor tov Adyov T,/T,

otmv tiun 0,9 Mtav:

IMivokog 4: Xpovog (Aerttd) amd TV yopiynon tov sugammadex 1 g veooTiypivig Katd v
EMAVERPAVIOT TOV T, PHETE 06 YOpR YN 6N POKOVPOVIOV 1] BEKOVPOVIOV £ TV AVAKTI|GT] TOV

Aoyov T,/T, otqv T} 0,9

TTapdyovrtag vevpopwikov

OepamevTikd oYL

OTOKAEIGHOD Sugammadex (2 mg/kg) Neootiypivn (50 meg/kg)
Poxovpdévio

N 48 48

Aldpecog ypovog (Aemtd) 14 17,6

Evpog 09-54 3,7-106,9

Bekovpovio

N 48 45

Aldpecoc ypovog (Aemtd) 2,1 18,9

Ebpog 1,2 - 64,2 2,9-76,2

H avaotpo@r] Tov vELPOLLTKOD ATOKAEIGHOD TTOV TTPOKANONKE atd TO POKOVPSVIO LLE TO
sugammadex cuykpifnke pe TNV avaeTPOPH TOL VELPOLVTKOD UTOKAEIGUOD TTOV TPOKANONKE 0o TO
Cis-atpakovpto Me T veooTrypivn. Me tny enaveupdvion tov T, yopnynonke d6om 2 mg/kg

sugammadex 1} 50 mcg/kg veootrypivng. To sugammadex mopeiye TaydTEPT AVAGTPOPT] TOV
VELPOUVIKOD OTTOKAEIGLLOV TTOV TPOKANONKE 0TO TO POKOVPAVIO GE GUYKPLOT LE TNV OVOGTPOPT) TOV
VELPOUVIKOD OTOKAEIGUOD TTOV TPOKANONKE atd TO CiS-0TpaKoVPIO UE TN VEOGTIYUivN:

IMivaxag 5: Xpévog (Aemta) amé ) yopnynon Tov sugammadex 1 TG VEOSTIYIIVIG KaTd TNV
EXAVERPAVIGT] TOV T, PETE 0O YOPNYN G POKOVPOVIOV 1] CIS-ATPAKOVPLOV MG TV AVAKTI G TOV

Aoyov T,/ T, otqv Ty} 0,9

TTapdyovtag vevpopwiKond

OepamevTIKO GYYLLOL

OTTOKAEIGHOD Poxovpovio ko sugammadex Cis-atpoakoplo Kot VEOSTLY v
(2 mg/kg) (50 meg/kg)

N 34 39

Awpecog xpovog (Aemtdr) 19 7.2

Ebpog 0,7-6,4 4,2-282

Lo duson avaotpopn

O ypdvog £mG TNV avAVINYT 0ItO VEVPOLLIKO OTOKAEICUO TTOV TTPOKANONKE 0T GOVKKIVOAOYOAIV
(1 mg/kg) cvykpibnke pe v avavrymn pe to sugammadex (16 mg/kg, 3 Aentd apyodtepo)
oo VEVPOUVIKO OTTOKAEIGUO TTOV TTPOKANONKE ard pokovpdvio (1,2 mg/kg).
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Mivakag 6: Xpovog (AemTd) 06 TNV YOPNYNO1 POKOVPOVIOV Kon Sugammadex 1
GOVKKLVVAOYOAIVIG £0G TNV avakTion Tov T, 10 %

IapéryovTag VELPOLVTKOD OepamevTIKO GYIHOL

OTTOKAEIC OV Poxovpdvio ko sugammadex ZOVKKIVOAOYOAIVN
(16 mg/kg) (1 mg/kg)

N 55 55

Awpecog xpovog (Aemtd) 4,2 7.1

Evpog 35-7,7 3,7-105

& GUYKEVIPOTIKT avaAvon avapépbnkay ot axdAovbot ypdvot avavrymg yo. 16 mg/kg
sugammadeX petd and 1,2 mg/kg Bpopodyov pokovpoviov:

IMivoxag 7: Xpovog (Aemtd) amo Tnv yopfynemn Tov sugammadex € 3 AeXTd PETE TO POKOVPOVIO
£m¢ TNV avaxktnon tov Aoyov T,/T; etnv Tynn 0,9, 0,8 1 0,7

T4/T1 610 0,9 T4+/T1 010 0,8 T4/T1 610 0,7
N 65 65 65
Alapecog 1,5 1,3 1,1
xpOvog (Aemtd)
Evpog 0,5-14,3 0,5-6,2 0,5-3,3

Negpixn dvoiertovpyio,

e 800 HEAETEC OVOLYTNG EMICTLOVGNG £YIVE GUYKPLOT] TG OTOTEAEGUOATIKOTNTAG KO TNG ACPAAELNG
Tov sugammadex G ¥EpovPYIKoDS acOEVEIC LE Kol ympic cofapn) veppiki dSucAertovpyio. Xt o
ueAéTn, To sugammadex yopnynonke LETA ammd ATOKAEIGUO TOV TPOKANONKE 0td pokovpdvio, 6
1-2 PTCs (4 mg/kg, N=68). Ztnv dAAn peiétn, to sugammadex yopnynonke petd v
emavepeavion tov T, (2 mg/kg, N=30). H avavnyn omd tov amokieicud Aoy petpiong
UEYOAVTEPNG SIAPKELNG Y10 TOVG ACOEVELS e GOPapT] VEPPIKT] SUCAEITOLPYIO GUYKPITIKA LIE TOVG
ac0evelg xwpic veppikn ducieitovpyio. Agv avo@EPONKE LITOAEUTOUEVOC 1] EMAVELLPAVILOUEVOG
VEVPOLTKOG OTOKAEIGHLOG G€ acOeVEIG e GoPapn VEPPIKT SLGAEITOVPYIN GE OQVTEG TIC LEALTEG.

LlaBoloyixe woydoopror aobBsveic

Mia dokyn| 188 acBevdv ot omoiot StoyvadoTnkay ¢ TaBoA0YIKE TaYVCOPKOL SIEPELVICE TO YPOVO
ovavnymg amd PETplo 1 Pabv veupouviKo amokKAEIGUO TOV TPOKOAEITAL ATd TO POKOVPOVIO T} TO
Bexovpdvio. OracBeveic éhapav 2 mg/kg 1 4 mg/kg sugammadex, avéioya pe To eninedo
QTOKAEIGLLOV, L€ SOGOAOYIO GOLP®VA EITE LE TO TTPOYLOTIKO GOUATIKO BAPOg €lTE LIE TO 100VIKO
cOUATIKO Bdpoc pe Tuyaio, SUTAG TVEAO TPOTO. ZVYKEVIPOTIKA KOTG UKOG Tov Babove Tov
OTTOKAEIGUOD KOl TOV VEVPOUVIKOD TOPAYOVTO ATOKAEIGUOD, O LEGOS ¥POVOC OVAVITYNG TOV
train-of-four (TOF) Adyov > 0,9 e acbeveic mov giyav AaPel SoGoAoyio GOUP®VA LE TO
TPAYLOTIKO GORATKO BApog (1,8 Aemtd) Ntov otatioTikd onuavtikd taydvtepos (p < 0,0001) ce
GOYKPLoN UE TOVG acbeveic ov glyov AaPEl S0GOAOYIO GOUP®VO, LLE TO 18UVIKO COUATIKO BAPOC
(3,3 hemtd).

Houdwozpixog ITAnGvoudc

Mia doxiun 288 acBevav nhikiog 2 émg < 17 e1dv digpedivnoe TNV AoOAAELN KoL TNV
QTTOTEAEGLLATIKOTITA TOL sugammadeX £VavTL TG VEOSTULYUIVIG O TAPAYOVTO, OVOCTPOPNG TOV
VEVPOUVTKOV OTTOKAEIGHOD TTOV TPOKANONKE 0Itd POKOLPOVIO 1| BEKOVPOVIO.

H avavnym amd pétpro amoxkieiopd og TOF Adyov > 0,9 ftav onuovtikd toydtepn o1y opdd
sugammadex 2 mg/kg og cUYKpLoN UE TNV OUASA VEOOTIYUIVIG (YemUETpKOG uécog 1,6 Aemtd
vio sugammadex 2 mg/kg kot 7,5 Aemtd yio veosTiy v, avoAoyio YE®UETPIKOV pécwv 0,22,
95% CI (0,16, 0,32), (p<0,0001)). To sugammadex 4 mg/kg kKatopbwoe avacTpoer amd Padv
QTTOKAEICUO UE YEMUETPIKO HEGO 2,0 AETTMV, TOPOLOL0 LE TO, ATOTEAEGLOTOL TTOV TTAPOTPHON KOV
o€ EVIMKEG. AVTEG O1 EMOPAGELG NTAY GUUPOTES Yo OAES TIG NAIKLOKES OUAOES TTOV peAeTnOnkay (2
€0G< 6,6 £mg< 12,12 émg< 17 £TdV) KoL Y10 TO POKOLPOVIO KOl Yol TO Pekovpovio (PA.
Tapbypogo 4.2).
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Aobeveic ue oofopn ovotnuoticy vooo

Mua dokun 331 acbevav mov a&toloynOnkav mg ASA Katnyopia 3 1 4 diepgdvnoe v enintmon
OVOTTUGCOUEVOV AT TNV ay®Yn appuOuidv (pAefoxopfikn Ppadvkapdia, prefoxoupikn
tayvkopdio ) GAleg kapdlokés appvOuisc) petd t xopnynon tov sugammadex.

e acbeveic mov éhaPav sugammadex (2 mg/kg, 4 mg/kg, 1 16 mg/kg), n enintoon tov
OVOTTUGCOUEV®VY OO TNV 0y®YN appLOU®dY HTav Yevikd Tapopota pe T veootiypivn (50 pg/kg
£w¢ 5 mg péylotn 860m) + yAvkomvpoidtn (10 pg/kg émc 1 mg péyiot d6on). To Tpo@id
OVETOOUNTOV gvePYEL®V 6TOVG aicBeveic ASA Katnyopiag 3 ka4 oy yevikd Tapdpolo e avtd
TOV eVNAKoV 0cbevav o€ cuykevipoTikéc peréteg Paong 1 éwg 3 emouévmg dev amarteitot

pvOuion g 660mg (PA. mapdypapo 4.8).

5.2 ®appoxoxivrikés 1010T1TEG

O1 QopUOKOKIVITIKEG TTOPAUETPOL TOL SUgammadeX vitoloyicTnKay oo TO TEAKO GUVOAO T®V
GUYKEVIPMOEMV TOV OEGUEVUEVOV KO AOEGUEVTMOV GUUTAOK®V Tov SugammadeXx. Ot
POPUOKOKIVITIKES TOPAUETPOL OIS 1 KABapom kot 0 dykog KaTavoung Bewmpovvtol va givar id1eg yio
TO, 0OECUELTO, KoL TOL SEGUEVEVA COLITAOKO, TOV Sugammadex otoug acbeveic mov £yxovv vtofAnOei
oe avaictnaio.

Katavoun

O TopaTnPOvUEVOG OYKOG KOTOVOUNG oTofEpoTomuévng Katdotaons Tov sugammadex givan mepimov
11 émc¢ 14 Aitpa oe eviiMkeg ac0eVElg Lle LGIOAOYIKT] VEPPIKN Asttovpyia (Bacel GuUPATIKAC, KN
SLOUEPIGUOTIKNG QAPUOKOKIVITIKNG ovalvong). Ovte to sugammadex o0Te 1o GOUTAOKO TOL
sugammadex ko1 Tov POKOVPOVIOL SEGHEDETAL OTIG TPAOTEIVES TOV TAACUATOG 1) 6Ta EpLOPOKHTTAPO,
Omm¢ TapaTnPNONKe iN Vitro yproomoldviag ovOpdmvo mAdoua avopa kol TARpeg aipa. To
sugammadex eu@ovilel ypouuKeg KIVTIKEG 110TNTEG 6TO H0CO0A0YIKO gVpog amd 1 émc 16 mg/kg
otav yopnyeiton g IV d6om epddov.

Buopestaoynuotiopudc

e TPOKAVIKEG Kot KAMVIKEG PLEAETES, dev TtapatnphOnkay petafoAriteg tov sugammadex kot
HLOVASTKT 000G AOBOANG TOL AUETAPANTOV TPOIOVTOC NTAV LEGH VEPPIKT] OTEKKPIOTC.

AmofoAn

e evilikeg avoustntomomnpuévoug acHEVELS LLE PUGIOAOYIKT) VEQPIKT] AELTOVPYIQ, O ¥POVOC NICELNG
Comg (typ) ™¢ ammoPoling Tov sugammadeX sivon epimov 2 dpeg KoL 1) EKTILOUEVT KABopom
mAdopotog givon tepimov 88 ml/min. Mo peiétn 1ooppomiog palog £o€i&e 6t1> 90% g d6omg
oamekkpionke evtog 24 wpmv. To 96% tng 060on ¢ amekkpiOnke ota ovpa, owd to omoia o 95%
TOVAGYLETOV PUITOpoLGE Vo, aodobel og apetdfAinto sugammadex. H amékikpion Héco TV KOTpavmy
1M ToV eKTTVEOLEVOD aépa Tav KATm oo To 0,02% g 66ong. H yopryynon tov sugammadex oeg vyteig
€0eAoVTEG 001 YNOE GE ALENEVT] VEQPPTIKT] OTOUAKPLVGT] TOL POKOVPAVIOV LLE TN LOPPT] CUUTAOKOV.

Eioixol mAnBvouoi

Neppixn dvolertovpyio kot nhixio

€ 1o QOPLLOKOKIVITIKT LEAETT) OOV £YIVE GUYKPLOT] AGOEVMV LLe coPapr| vEQPIKT] SUGAEITOVPYIN LIE
0oOEVEIC LE PUGIOAOYIKT VEPPIKT Asttovpyia, Ta. entimedo Tov sugammadex oto mAdopa ytav
TOPOLOL0 KOTA TN SLAPKELD TG TPDTNG MPOG PETA TN XOPNYNOT TNG 000G KOl LETETELTO TO, EMLTEDA
petodnkav toydtepa onv opddo eEAEyyov. H odikn ékBeom oto sugammadex fTov mopoTeTapévn,
odnyovtag oe 17 @opéc vymAotepn £kBeon TV acBevdv e coPopn veppikn ducAettovpyia.
XounAég cvykevipdoelg sugammadeX givar aviyvedoueg 1o TovAdotov 48 dpeg Letd ™
xopnynon tng 86omg o€ acHeveig pe coPapr VEQEPIKT| AVETAPKELQL.

g o de0TepPN HEAETN OTOL £YIVE GUYKPLOT) GE ATOLN LE PETPL. T} cOoPapT) VEPPIKT| SuGAELTOVLPYIO LLE
AdToUO LLE PUGIOAOYIKT VEPPIKN Asttovpyia, 1 kdOapon Tov sugammadex ctadiokd peidonke kot
0 XpoOvog nuicelog Long ty, otadlokd Topatddnke pe ™ peimon g veepikng Asttovpyiog. H
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£x0eon Ntav 2 popég kat 5 popéc vynAdTEPN o€ droua pe pETpla Kot coBapr] veQpiky
dvoerrovpyia, avtictoryo. Ot ovykevipdoelg Tov sugammadex dev rav TAEOV aviyVeEDCIUES TAV®D
o 7 NUEPEC LETA TN YOPYNOT) TS dOGNG GE ATOUO LLE GOPaPT| VEQPIKT AVETAPKELO.

IMivaxag 8: IIgpidnyn TOV QUPUEKOKIVIITIKAOV TOPUUETP@V TOL SUgammadex ava nikio Ko
VEQPPIKI] AELTOVPYIQ TTOPOVGLACETUL TAPAKATM:

Emieypéva yopoktmoTikd 0c0evovg Méoeg TpOoPALETOUEVES QUPUOKOKIVIITIKEG
nopaperpol (CV*%)
Anpoypaeucd Neppun Aettovpyio KaBapon Oyxog katovopng Xpbdvog
otolyeia KkéBapon Kpeativivng (ml/min) ot nuicelag
(ml/min) otafepomompévn | Cong (hr)
Hhwia katdortaon (1)
ZOHOTIKO
Papog
Evilwcag dvcioroykn 100 84 (24) 13 (222)
40 etV Awrtopaypuévn | ‘Hma 50 47 (25) 14 4(22)
75 kg Mépra 28 (24) 14
Topapr | 0 | 8 (25) 15 7(23)
10 24 (25)
Hlxiopévog | Duvcloloyikn 80 70 (24) 13 3(21)
75 etV Awrtapaypévn | ‘Hmo 50 46 (25) 14 4(23)
75 kg Métpra 28 (25) 14
Topapr | 0 | 8 (25) 15 7(23)
10 24 (24)
"EonBog ducloroyiKn 95 72 (25) 10 (221)
15 etdv Atapaypévny | ‘Hmao 48 40 (24) 11 4(23)
56 kg Mérpu 24 (24) 11
ZoBapn 29 7 (25) 11 6(24)
10 22 (25)
Méon mtadwikn | Pucloroyikn
nAwio 60 40 (24) 5 2 (22)
9 etV Awropaypévn | ‘Hmo 30 21 (24) 6 4(22)
29 kg Métpra 12 (25)
SoBapn 18 3 (26) 6 7(24)
6 6 25 (25)
IIpodyn DVGIOAOYIKN
OO 39 24 (25) 3 2(22)
nilio
4 etdv Awotapoyuévn | ‘Hmo 19 11 (25) 3 4(23)
16 kg Mértpua 6 (25)
SoBop] 12 2 (25) 3 7 (24)
4 3 28 (26)

*CV=cvvteleotg petafAntotnrog

dvlo

Agv TopoatnpfOnkay S10popig MG TPOS TO PUAO.

Doin

e o perétn o vyieic lanwveg ko Koavkdoiovg, dev mapatnpnoniay kKAvikd onpovTiKés StopopEag
OTIG PUPUOKOKIVITIKEG TTOPaETPOVG. [lepropiopéva atorygia dev detkvhouy Sl0popES OTIG
PAPUOKOKIVITIKEG TAPAUETPOVE GE ATOLLA TG LOVPNG PVANG 1| 6€ APPO-aEPIKOVODG,.

Bdpoc owuarog

H avéivon @oppokokivnTiking TANBUcHOD eviMK®V Kol NAMKIOUEV®VY aoDEVDV gV £3E1EE CNUOVTIKN
oyéomn KaBapong Kol OYKoL KOTUVOUNG UE TO BApog cdUOTOGC.
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Hoyvoopkio

e pio KAk pedétn o maboloyikd taybdoapkovg acbeveic, yopnyndnke sugammadex

2 mg/kg ka1 4 mg/kg cOUe®Va, LE TO TPAYUATIKO COUATIKO Bdpog (n=76) 1| cOUPOVO LE TO
1BaviKd copatikd Papog (n=74). H ékbeon oto sugammadeX avEndnke e 6060-eE0PTMOUEVO,
YPOLLIKO TPOTTO LETE TN YOPTYNOT COLPOVA, LLE TO TTPOYLOTIKO COUATIKO BAPOG T TO 100VIKO
SOUATIKO BApog. Agv TopatnpiONKoy KAVIKE STILLOVTIKES SLOPOPES OTIG POPLLOKOKIVITIKEG
TOPAUETPOVS UETAED TV TAOOAOYIKA ToDGUPKWOV 0CHEVMOY KoL TOV YEVIKOD TANBLGLOD.

5.3 IIpoxkhvikd dsdopéva Yo TNV a6@aisro,

To pun KAvikd dedopéva dev omoKoADTTOVY 110iTEPO Kivouvo Yia Tov dvOpwmo pe faon Tig
oVUPATIKEG LEAETES POPUOKOAOYIKNG OAGPAAELOG, TOEIKOTNTAG ETOVAIANUPAVOLEVOV dOGE®V,
YOVOTOEIKOTNTOG, TOSIKOTITOS GTIV OVOTTOPOYYTKY) IKAVOTITA, TOTIKN avoyY] 1] GuUPBoTdTTA LIE TO
oo

To sugammadex amoBaALETOL TOYENDS GTO TPOKAVIKA €101], TAPOAO TOV VITOAEYULHOTIKO
sugammadex mapatnpiOnKe ota 06T Kot To SOVTIN VEap®V empdomv. TIpokAivikég peléteg o
VEOPOVG EVIIAIKEG Kol DPIUOVE ETIHVESG £€1EAY OTL TO sugammadex dev ennpealel apvnTiKe T0
YPDUO TOV SOVTIOV 1] TNV TOLOTNTA, TN SO Kot TO PETAPOAGHO TV oot®v. To sugammadex dev
£xel emidpactn otV EMOOPOOON KATAYLOTOG KOl GTNV AVASIOUOPP®CT) TOL 0GTOV.

6. ®APMAKEYTIKEX IAHPO®OPIEX
6.1 Koataloyog ekooymv

Y dpoylmpikd o&D kovn vatpiov vdpo&eidio (Yo pHOruon tov pH)
"Yowp Yo evéoipa

6.2 Acvppatrétnreg

AVTO TO QOPUOKEVTIKO TTPOTOV OEV TPETEL VAL AVOULYVOETOL LLE AALD PUPUOKEVTIKE TTPOTOVTO EKTOG QVTMV
7OV OVOPEPOVTAL GTNV TTOPAYPopo 6.6.
"Exet avaeepbei puotkn acvopfatdtnta pe ™ Pepoamaptiin, tny ovoaveeTpovn Kol T poviToiv.

6.3 Awdpxkero {og
3 xpdvia

Metd 10 TPOTO AVOTYLLE, KOL TNV apoimoT), 1 ¥NUIKT Kot QLGIKY 6TafepOTNTa KATA T (PN o™ £X0VV
texpnproei Yo 48 dpec og 2°C €mg 25°C. Ao LKpOoBLOAOYIKNG OTOWE®DGS, TO APULOUEVO TPOTOV
TPETEL VAL YPTCIHOTOLEITAL AHECHS. AV deV ypnoponomBel apésmc, ol ypdvol pOAAENG Katd T xpron
KOl 01 GUVONKEC TPV AItO TN YPY|OT ATOTEAOVY EVOVVI TOL YPNOTN KOl KAVOVIKA OEV TPETEL VAL ETvor
peyoAvtepotl amd 24 mpeg og 2°C émg 8°C, extdHG oV 1) apoimoT EYIVE GE EAEYYOUEVES KO
EMKVPOUEVEG AOTTTTEG GLVONKEG,.

6.4 Iowitepeg mPOoPUAAEELS KaTd TN GOAUEN TOV TPOIOVTOG

Ddvldooete o Oeppokpocio pkpdtepn tov 30°C.

Mnv kotoyOYETE.

dvidooete T0 PLOAISI0 6TO EEMTEPIKO KOVTL Y10l VO, TPOSTATEVETAL OO TO PG,

TN T1c cuvBNKES PVAAENS TOL UPUOUEVOL PAPUAKEVTIKOV TPOiOVTOC, BA. Tapdypapo 6.3.

6.5 ®von Kol GLVGTUTIKA TOL TEPLEKTN
2 ml doAdpoToc o8 dlonyEG ELOAISI0 ortd YLOAL TOHTTOV 1 KAEIGUEVO LE EMITOO EMOGTIKOV LLE

enicTpmon BPoIOBOVTUAOV CEPAYIGLEVO LLE TOPTOKOAL OTTOCTIMLLEVO TIMLLA.
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Meyén cvokevooioc: 10 prodkidia twv 2 ml.

6.6 Iowitepeg TpoPLAGEEIS amTOPPIYNGS KO AALNOG YEIPLOCUOG

To Sugammadex Amomed putopel va evieton 6€ EVEOPAESLOL YPOLLY] Lo IO VITAPYOVGOS EYYVONG
pe To akoAovBa vooAEPLa dtaddpata: yYAmplovyo vatpro 9 mg/ml (0,9%), yAokoln 50 mg/mi
(5%), yYAwprovyo vatpro 4,5 mg/ml (0,45%) ko yAokoln 25 mg/ml (2,5%), yoroktikd didAvpa
Ringers, didAvua Ringers, yAvkoln 50 mg/ml (5%) oe yhwprovyo vétpio 9 mg/ml (0,9%).

H ypopun éyyoong Oa mpénet va exmAvOel emapkag (t.y. pe 0,9% yAwpiovyo vatplo) petald g
yopNyNong Tov sugammadex kot TV GAA®V POPUUKEVTIKOV TPOTOVTOV.

Xpnon ooV moudaTpikd TAnfvoud

INo mondratpikoig acbeveic, to Sugammadex Amomed propel vo apaimdvETOL LE T YPNOT YAOPIOVKOV
vatpiov 9 mg/ml (0,9%) o€ cuykévrpoon 10 mg/ml (BA. mapdypago 6.3).

Ka0e aypnoipomointo oprokeutiKo Tpoidv 1 VTOAELLO TPETEL VO, UTOPPITTETOL GOUPMVA LE TIG
KOTA TOTOVG 1IGYVOVOEG GYETIKES OLOTAEELS.

7. KATOXOX THX AAEIAYX KYKAO®OPIAX

AOP Orphan Pharmaceuticals GmbH
Leopold-Ungar-Platz 2

1190 Vienna

Avotpia

8. APIOMOZX(OI) AAEJIAYX KYKAO®OPIAX

EU/1/22/1708/001

9. HMEPOMHNIA [IPQTHX ET'KPIXHX/ANANEQXHX THX AAEIAX

Hpepounvia mpodtng £ykpiong: 10 lavovapiov 2023

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Aentopepeig mANPoEopies Yo T0 TOPOV PAPLUKEVTIKO TPOIOV Elval SO10DEGILEC GTOV SIKTLAKO
T6mo tov Evponaikod Opyaviouod Popudkov http:// www.ema.europa.eu.
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ITAPAPTHMA 11

HAPAXKEYAXTHX YHHEYOYNOX I'TA THN
AITIOAEEMEYXH TQN ITAPTIAQN

OPOI'H HEPIOPIXMOI XXETIKA ME TH AIAGEXH KAI
TH XPHXH

AAAOI OPOI KAI AITAITHXEIX THX AAEIAX
KYKAO®OPIAX

OPOI'H IIEPIOPIZMOI XXETIKA ME THN AX®AAH KAI

AMMOTEAEXMATIKH XPHIH TOY PAPMAKEYTIKOY
MPOIONTOX
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A. HAPAXKEYAXTHX YIIEYOYNOZX I'TA THN AIIOAEXMEYXH TQN IHAPTIAQN

‘Ovopa kot 81e00vvoT ToL TUPUGKELAGTH TOV EIVOL LTELOVVOC Y10 TNV OTOOEGUEVGT TV TTOPTIOWV

Biofactor GmbH
Rudolf-Huch Strafle 14
38667 Bad Harzburg
Teppavia

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

DopuaKELTIKO TPOTOV Y1 TO 0Tolo amarteiton TEpLoptopévn wTpikn cvvtayn (BA. [apdptnua I:
[Mepiinym tov Xopaktnpiotikdv tov [Ipoidvtog, Tapdaypopog 4.2).

I AAAOI OPOI KAI AITAITHZEIX THX AAEIAY KYKAO®OPIAX
. Ex0éos1g meprodiki|g mapakorovOnong g acedrerog (PSURS)

Ot anouthoelg yo v vrofoin twv PSURS ywa 1o ev Adym gappokeutikd mpoiov opilovton
GTOV KATAAOYO UE TIG Nuepounvieg avapopds g Evoong (katdioyog EURD) mov mapatifeton
otV mapdypopo 7, Tov apbpov 107y, tng odnyiog 2001/83/EK kot kaOe emaxdAoving
EMKOLPOTOINGNG OTMG ONUOGIEVETAUL GTNV EVPMTOIKT SIKTVOKT] TTOAT Y10l TO QOPLLOKO.

A.  OPOI'H IIEPIOPIXMOI XXETIKA ME THN AX®AAH KAI AIIOTEAEXMATIKH
XPHZIH TOY ®APMAKEYTIKOY IPOIONTOX

. €010 owaygipiong Kivovvov (XAK)

O Karoyog Adeiag Kukhopopiog (KAK) Ba die€aydyet Tic amottoOUeEVES dPACTNPLOTNTES KO
TOPEUPAGEIS POPUOKOETAYPVTVIONE, OTMG TPOoVStilovtal 6To cLpPmyNBéy XAK mov
mapovcialetol oty Evomnta 1.8.2 g ddeiag kukAopopiog Kot 0molecdmote enakoiovdeg
gyKekpléveg avabempnoeig tov TAK.

"Eva emcanpomompévo XAK B tpémel va Katatedet:

. Metd ano6 aitnpa tov Evponaikov Opyoavicpod oppdxmy,

J OmoTEdMMOTE TPOTOTMOIEITOL TO GLSTNUO SAYEPIONE KIVOVVOD, EIOIKA MG ATOTEAEG O ANYNG
VE®V TAT|POPOPLADV TOVL UITOPOVV VAL EMPEPOVY CTLLAVTIKT] GAAXYT] OTI GYECT] OPEAOVC-KIVOLVOU
N G ATOTEAEG LA TNG EMITELENG EVOG GNULAVTIKOD OPOCT OV ((QPOPLLUKOETOYPUTVIION M
EAOYLOTOTOINGT KIVOUVOD).
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INAPAPTHMA |11

EINIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX
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A. EIIIXHMANXH
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ENAEIZEIX ITIOY IPEITEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EZEQTEPIKO KOYTI, 10 x 2 ml graAridra

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Sugammadex Amomed 100 mg/ml evéciuo didivpa
sugammadex

| 2. XYNGOEXH XE APAXTIKH(EY) OYZIA(EYX)

1 ml wepiéyer 100 mg sugammadeX (g vatpiovyo sugammadex).
Ka0e @raridio tov 2 ml nepiéyel 200 mg sugammadex (w¢ votplodyo sugammadex).
200 mg/2 ml

| 3. KATAAOTIOX EKAOXON

AN\ GLOTATIKA: VOIPOYAMPIKO 0ED KaUN vaTpiov vVOpoeidio (yio pvBuom tov pH), ¥dwp Yo
gvéoiua.
BA. 10 pOALO 0INYIDV ¥PNOTG VIO TEPULTEP® TATPOPOPIES.

4. OGAPMAKOTEXNIKH MOP®H KAI TIEPIEXOMENO

Evéoo staivpa
10 @loAidwa
200 mg/2 ml

5. TPOIIOX KAI OAOX(01) XOPHI'HXHX

Evdopiéfia yprion

Moévo ywo g@dmat ypnon.
AwPacte T0 EOALO 0dNYIOV ¥PHoNGS TPV 0Td T YPNOT).

6. EIAIKH MPOEIAONIOIHXEH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
MPOION MPEINEI NA ®YAAXXETAI E OEXH, THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na purdccetar og Béom, Vv omoia dev PAEmOVY Ko Sev tpoceyyilovv Ta Toudid.

| 7. AAAH(EX) EIAIKH(EX) IPOEIAONOIHEZH(EIE) , EAN EINAI AITAPAITHTH(EX)

| 8. HMEPOMHNIA AHEHX

AHEH

Metd to Tp®TO Avorypo KoL TNV apaimot), puAdcooete og Beppoxpaciao 2-8°C kot xpnGUOTOCTE

€VTOG 24 wpov.
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| 9. EIAIKEX XYNOHKEX OYAAEHX

Ovrdocete og Beppokpacio pikpodTepn Tov 30°C. Mnv katoyvyete. DVAACGETE TO PLOAIDIO GTO
€EMTEPIKO KOVTL Y10 VOL TPOGTOUTEVETAL OO TO PG,

10. IAIAITEPEX TIPO®YAAZEIX I'lA THN AITIOPPIYH TQN MH
XPHEIIMOIIOIHOENTOQN ®APMAKEYTIKOQN ITPOIONTON ‘H TQN
YIHOAEIMMATQN ITOY ITPOEPXONTAI AIIO AYTA, E@OXON AITAITEITAI

Amoppiyte ke oypnGOToinNTo AV

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

AOP Orphan Pharmaceuticals GmbH
Leopold-Ungar-Platz 2

1190 Vienna

Avotpia

12. APIOMOZXZ(OI) AAEIAYX KYKAO®OPIAX

EU/1/22/1708/001

13. APIOMOX ITAPTIAAX

Lot

| 14. TENIKH KATATAZH I'lA TH AIAGEXH

[ovpmAnpdvetat og €0vikd eninedo]

| 15. OAHI'IEX XPHXHX

| 16. TTAHPO®OPIEX XE BRAILLE

H ottiohdymon yio va umv tepiinedein ypaon Braille sivon amodekt

17. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

A1G106TOTOG YPUUU®MTOS KMOOKAS (2D) OV QEPEL TOV TEPIANPOEVTO LOVASTKO AVOYVOPLGTIKO KOATKO.

18. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX -AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO

PC {ap1Oudc}
SN {apOuoc}
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NN {opOuog}
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EAAXIXTEX ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

EINIZHMANZXZH ®IAAIAIOY, 2 ml groridwa

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX(01) XOPHHZHX

Sugammadex Amomed 100 mg/ml éveon
sugammadex

v

| 2. TPONOX XOPHTHXHE

| 3. HMEPOMHNIA AHEHX

EXP

4, APIOGMOX ITAPTIAAX

Lot

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

200 mg/2 ml

6. AAAA XTOIXEIA
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B. ®’YAAO OAHI'IQN XPHXHX
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®viho odNYIOV xpRone: [IAnpogopics yria Tov ypiioty

Sugammadex Amomed 100 mg/ml gvéeyuo draivpa
sugammadex

AP aoTe TPOGEKTIKA OLOKANPO TO PUALO 00NYLAOV PGS TPV 60S YoPN YN0l avTd TO
OappoKo, S10TL TEPILAUPAVEL CNUAVTIKES TANPOQOPIES Y10 GUC.

o DvrdEte 0wTd TO PUALO 0O YLDV YproNG. Towg ypelaotel va to dwfdcete Eava.
. Edv éyete mepoutépm amopieg, pmTioTe TOV ovOIcONGIoAOYO 1) TOV YI0TPO GO,
. Edv mopatnpnoete kdmola avemBOounTn eVEPYELL, EVNLEPMOTE TOV AVOIGONGIO0AOYO Gag N

AoV YLoTpd. Avtd 1oyvEL Ko Yo KAOE oV avemBOUNT EVEPYELX TTOV OEV AVOPEPETAL GTO
TOPOV PUALO 0dNYI®VY Yprong. BA. mapdypagpo 4.

T tepréyel To Tapov QOALO 0ONYLAOV

Trieivorto Sugammadex Amomed ko oo givait ) xp1on Tov
Tirpénerva yvaopilete Tpv oag yopnyndesiro Sugammadex Amomed
Iog yopnyeitar to Sugammadex Amomed

[MBavég avemBOuNTEG EVEPYELES

Iog va puidooete To Sugammadex Amomed

[Tepieyopeva g cLoKELAGTNG Ko AOUTEG TANPOPOPIEg

oghkwNE

1. Teivarto Suggamadex Amomed ko wora givar 1 xpion Tov

T gival To Sugammadex Amomed

To Sugammadex Amomed mepiéyetl ) dpactikh ovcio sugammadex. To Sugammadex Amomed
Oewpeitan OTL eivor £vog EKAEKTIKOG TAPAYOVTOG OECLEVCTIG LDOXUANPWOTIKAOV, KOOMS dpa LoVOo LE
GUYKEKPILEVH LVOYOAOPOTIKA, TO BPOLIOUY0 POKOLPOVIO 1 TO PpmLuovyo Bekovpovio.

IMow givon 1 xpiion Tov Sugammadex Amomed

Otav vToPAAAecTE GE KATOIO0VE TOTOVS XEPOVPYIKDOV ETEUPACEDV, Ol LOEG GOC TPETEL VAL
KOALPDOGOVV TANPOG. AVTO SIEVKOADVEL TEPLGGATEPO TO XELPOLPYO TPOKEIUEVOD VO TPOPEL OTN
xepovpyikn enépPaoc. I'a to Adyo avto, 1 yevikn avausOncio mov cag divetor mepthapfdavel
QAPLOKE TTOV TTPOKOAOVY YOAAPWOGCT] TOV LVAOV GOG. AVTA OVOUALOVTOL LDOYOAAPWTIKG, KUl GTO
mopadeiypata tepAapuaveTal To Bpmpiotyo pokovpovio Kot to Bpopodyo fekovpdvio. Emeldn ta
PAPLLOKO OVTE TPOKAAODY YOAGPMOT) KOl GTOVE OVATVEVCTIKOVG GO LES, ypeldleote PonBeta yia va
ovamveete (TeXvNTOC 0EPIOUOC) KATA TN O1dpKELN TNG EMEUPOONG KOL LETA atd aVTIV, £mG OTOVL Vi
UTOPEGETE VO AVATVEDGETE KOl TTAAL OO LLOVOL GOG.

To Sugammadex Amomed xpNGUYLOTOIEITOL Y10l VOL ETTLTAYVVEL TV OITOKATACTOGT] TOV VMV GG HETA
OO Lol XEPOVPYIKN EMEUPAOT), DOTE VO GG EMTPEWYEL VO OVATVEVCETE EOvA amd LOVOL GOG VOPITEPT.
Av10 1O EMTVYYAVEL LUE TO VO OECUEDETAL UE TO PPOULOVYO POKOLPOVIO 1 TO Bpmpiovyo Bekovpdvio
oTOV 0pYaVIoUO coc. MTopel va xpnoiponoindel o€ EVAAKEG OTOTEONTOTE YPTCLOTOIEITOL PPOLLOVYO
pokovPOHVIO 1 Bpotovyo Bekovpodvio Kot o€ Todid kot eprBoug (MAkiag 2 £mg 17 eT1dv) dTav
xpnowonoteitol fpopioHyo pokovpovio yia TV eXiTeLEN LETPLOV EMTESOL YOAAPOONG.

2.  Turpéner va yvopilete Tpv oog yopnyn0si to Sugammadex Amomed

Agv mpéner vo, cag yopnynOei o Sugammadex Amomed

. o€ mepinTmon alAepyiog oto sugammadex 1) 6e 0moadNmoTe GAAO 0o T0 GCLOTATIKG CVLTOD TOV
POPUAKOL (aVAQEPOVTOL OTNV TAPAYPOUPO 6).

— Evnuepdote tov avouisOncloldyo cog av outd 16YDEL Y10, GOC.

IIpogrdomomceils Kot TPoPUAGEELS
Amevbovieite oTov availsOnocloddyo cog mpv cog yopnynbei to Sugammadex Amomed
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. gdv TaoyETE N 6TO TAPEABOV TAGKOTE Amd vePpomadeia. Avtod gival SUOVTIKO ETEON TO
Sugammadex Amomed aropaKpOVETOL It TOV 0PYOVIGUO GOG 10 TOV VEPPDV.

o € €xete M eiyote oto TAPEADOV NITaToTAOEL
o €dv &yete KaToKpdTnon VYPOV (01dNU).
. €bv €xete vOGOLG TTOL EIVAL YVMOOTO OTL TPOKAAODY £vay oENIEVO KIVOLVO apopparyiog

(SraTapoyég oty TEN TOL AHOTOG) 1) AKOAOVOEITE CVTUTNKTIKT oy@yn.

HHoows kon Epnor
To pdppoko avTd deV GUVICTATOL YL BPEPn NAKIOG KATM T®V 2 ETMV.

Al @appoxa ko to Sugammadex Amomed

— Evnuepdote tov avaicncloAdyo cag eqv ToipveTe, E(ETE TPOCPATO TAPEL 1| LWITOPEL VOL TTAPETE
GAAO QAPLLOKAL.

To Sugammadex Amomed &ivou duvotov vo, ernpedlel Ao edpuoka 7 va exnpedletal amd avTd.

Opiopévo eappaoke per@vouy ) dpacn tov Sugammadex Amomed

— Eivon e£apetikd onpovTikod va eViIEPMGETE TOV avaloOnG1oAdyo GoG av TPOSPATA. £XETE TAPEL:
. TOPELIPEVT (YPNOLOTTOLEITON OTT BEPaTEint KOPKIVOL TOV HOGTOV).

o POVGOKO 0&L (avTIPoTIKG).

To Sugammadex Amomed propsi vo. eTnPaiel To 0PUOVIKE OVTIGUAATTIKG,

o To Sugammadex Amomed pmopei vo KATOGTIGEL TO OPLLOVIKG AVTIGUAANTTIKG —
GUUTEPLOUPAVOUEVDV TOV «XATTLOVY, TOL KOATIKOD SUKTUAIOV, TV ELPVTEVUATMOV 1} TOL
opuovikod Evdountprov Xvoetiuatog (IUS) — AydTEPO amOTELECUATIKA, ETEDN LUEUDVEL TV
mpocAapovopevn amd Tov dvOpmmo TocodHTNTA TG OPLOVNG TpoyesTEPOVNG. H mocdtnTal
TPOYESTUYOVOL, TTOV YAVETOL KOTA TN XPpHon Tov Sugammadex Amomed, givou mepinov id1a pe
eKeivn oL ydvetan 6Tav TOPUAEITETE £vOl OO TOV GTOUATOG AVTIGVAANTTIKO Y AL
— Av maipvete 1o Xam tny id1o nuépa KoTd Ty onoia oag yopnysitor to Sugammadex
Amomed, tpénet va, EpupUOCETE TIG 03N YiEG TOVL EVALOV 03N YDV Yo TO XATTL OGOV APOPa TNV
TopdAenyn dOOTC.

— AV ¥pNCLOTTO1EITE AALO OPLOVIKA OVTIGUAANTTIKA (Y10 TOpASELY LA KOATIKO SOKTUALO,
guevtevpa 1| IUS) pénel va ypnoyonomoete enmmpdsOeT i OPUOVIKY OVTIGVAANTTIKN
1€0030 (0TS TPOPVAOKTIKO) Y10 TIG ETOUEVES 7 MUEPES KOL VO EPOPUOGETE TIG 00N Yieg TOV
AVOQEPOVTOL GTO POALO OOMYIDV XPNCEMG TOV OVTICVAANTTIKOV.

Emopdosig 610 amoteAioHoTO TOV GLATOAOYIKAV EEETACEMV

Tevikd, To Sugammadex Amomed dev ackel enidpaon oTig epyactnploKss e&etdoels. Qotdo0, sivat
SuvaTdV Vo ETIOPA GTO AMOTELEGLOL LLLOG OLLLOTOAOYIKNG £EETOCTG Y10l [LLOL OPLLOVT TTOV OVOULALETOL
TPOYESTEPOVN. EviLep®doTe TOV y1oTpd GOG GV Ta EMIMEN TPOYEGTEPOVNG GOC TPEMEL VA, EEETAGTOVV
v b uépoa. pe avthy mov Ba cog yoprynOei to Sugammadex Amomed.

Kinon ko Onhoopog

— Evnuepdote tov avaionclohdyo cag av eiote £ykvogn umopel va giote £ykvoc 1 av InAdlete.
Eivai duvatov va pmopeite va mdpete to Sugammadex Amomed ovtog 1) dAA®G, aAAd Tpémet TpmTa,
va 1o cv{noste.

Agyv givon yvoo16 g@v To sugammadex umopel va mepdoel 6to unTpikd yaio. O avaictnciohdyog cog
0a cag Pondnoet va amopacicete edv Oa oTapatioete To OnAacud N av O améyete and ™ Oepaneio
pe o sugammadex, Aoppdvovtag voyn to 6perog Tov ONAac oD Yo TO PP KOLTO OQELOG TOV
Sugammadex Amomed otn untépa.

0011yN 01 Kot LEPIGROS PNV RLATOV

To Sugammadex Amomed dev £yel Kapio Yoot ETidpOcT OTNV IKAVOTNTA GOG VoL 0OYEITE Ko VoL
xewileote unyoviLoTa.
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To Sugammadex Amomed stepiEyet vatpro

To epdproko avtd mepiéyet Emc 9,4 mg vatpiov (KHP1o GLGTATIKO TOL LAYELPLKOD / EMTPATELLIOD
dotog) avd ml. Avtd ieodvvapei pe to 0,5 % g CLVIGTOUEVNG HEYIGTNG NUEPTNOLOG TPOCANYNG
vaTpiov PE TN S1oTPOPT Yo EVAY EVIALKO.

3. Hagyopnysiton To Sugammadex Amomed

To Sugammadex Amomed Ba cag xopnyndei omd tov avarsOnololdyo cag ) ved Ty enifreyn Tov
avoleOnoloAdyov caog.

H 6601

O avaironoordyoc cag Oa Bpet t d6om Tov Sugammadex Amomed, mov yperdleote pe Baon:

o 10 Bapog cog

o 70 Babuod otov omoio Gog emnpPedlel akOUN TO LVOYOAOPMTIKO PAPLOKO.

H ouving d06on etvar 2-4 mg ava yAoypopo coUatikod BApoug Yo EVAAIKES Kot yiol Toddl Ko
gpnPBovug peto&d 2-17 etdv. Mropei va ypnoponomBei pio d6on twv 16 mg/kg oe evniikovg edv
arouteltol Enetyovsa avavny | artd T HOIKN YoAGPOON.

Iog yopnysitan to Sugammadex Amomed
To Sugammadex Amomed 8o yopnynOei o €5dg amd Tov avalsOnclordyo cag. Xopnysitor oc
gpamal éveon UEGM 0, EVOOPAEPLOG YPOUUNC.

Eav oo yopnyn0si meprocotepo Sugammadex Amomed a6 T0 GUVIGTOUEVO

Kabd¢ o avarsnciodldyog cog 0o mapakolovdel TpoGeKTIKE TV KOTAGTACN 6ag, 08V ivarl Tavo va
oag yopnyndei nepiocdtepo Sugammadex Amomed. Ouwg av ovtd cvpei, eivan anibBovo va
TPOKAAEGEL KATOLO TPOPAT LOLTAL.

Edv éxete meptocOTEPEG EPOTNCELS GYETIKA LLE TT] YP1OT) CVTOV TOV PAPLLEKOV, POTHGTE TOV
ovosOncloAdyo Gag 1 GAAO yloTpo.

4. IIBavig avemOOuNTES EVEPYELES

Onwg 6A T0 APHOK, ETCLKOL QVTO TO QAPUOKO UTOPEL VL TPOKOAECEL AVETIOVUNTEG EVEPYELES, OV
Ko 9gv Tapovctafovtol 6e GAOVG TOVG AVOPMTOVC.

Av ot avemBounteg avtég evépyeteg ekONAmBoVV evm PBpiokeote o€ avarstnoia, Oa mapatnpnody Kot
0o avtipeTtOmIcoTOOV 0d TOV AValcONGloAdY0 GG,

Yoyvéc avemBounteg evépyeieg (umopel va exnpedoovy émg 1 otovg 10 avOpdmovg

*  Bijag

. AVGKOMEC GTOVC AEPOY®YOVE TOV UITopEl va TepLapavouy Briyo 1 KivnTikdTnTo ooV vo
Evmvdte N va maipvete avaoa.

. Elappd avarstneio- propel va apyicete va Ppiokete Eava Tic atodnoelg cog kot va xpetdleote
TEPLGGOTEPO avaloONTIKO. AvTd pmopei va oag kKavel va kivnbeite 1§ va Pr&ete oto TéA0G NG
eméuPaong.

o Emimlokég katd v didpketa tng S1adikaciog Onmg aAlayEc oTov Kapdokd puduo, Prixo i
KIvNTiKoTnTOoL.

. Mewpévn mtieon aipatog AOYm YEPOVPYIKNG OUOIKAGTOC.

Oy ovyvég avemOOuNTES evépyeles (uopei va, ennpedoovy £0g 1 otovg 100 avlpdmTong)

. AoyOvioeo OQEOUEVO GE LVIKES KPAUTIEG TOV AEPOPOP®YV 000V (BpoyyOCTUCHOC) TTOL
mopatnpeitol o€ acOeVeEiS pe 16TOPIKO TPOPANUATOV GTOVE TVEVLOVEG,.
. Alepycég avtidpacels (vepevotstncio 6To ApLOKO) — 0w e£AvON LA, epvBpdTNTa,

S10YKMOT TNG YAMOGHG GOC KOUT TOV AooD, AayGvVIaGLo, CAANYEC GTNV OPTNPLOKT TTieon 1
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GTOV KOPOLaKO pLOUS, TOV pEPIKEG POPEG 00N YEL € GoPapn Leimon TG aptnplakng ieonc. Ot
GoPapég OAAEPYIKES 1) KAAEPYTKOD TOTTOL AVTIOPACELS UTOPEL VAL VO OTEIANTIKES Yo TN Con).
AMePYIKES aVTIOPACELS Ava@EPONKAY O GLYVE G VY1Elg E0EAOVTEG TOV S1ATNPOVCAV TIG
oeOnoelg Tove.

. Emotpoen g Loikng xaAdpmong LeTd v eyxeipnon

ZoyvotnTa pn YvooTti
. >oBapn emPpadvven g Kapddc Kot emBpadvvon e Kapddc £mg TV Kapdlokn
avoKony uropsi va cuopuBovv otav yopnyeital to Sugammadex Amomed.

Ava@opd avemOvupuNTOV EVEPYELOV

Edv mapatnprioete kdmolo avemBOunTn eVEPYELL, EVIUEPDOTE TOV AVAIGONGLOAOYO Gag 1) GALOV
YaTpd. Avtd 1oy v Ko Yo KAOE TOav avemBOuN T EVEPYELD TTOL OEV OVOPEPETAL GTO TAPOV PVAAO
odnymv ypnonc. Mropeite eniong va ava@EépeTe avemBounTeg evEpyeleg amevdeioc, LEGH TOL E0viKoD
GUGTNLOTOG OVOPOPAG TTOL avaypapetal 6to Hapdptnuo V. Mécm g ava@opdic avemBduntwy
gvepyelnv pmopeite vo, fonnoete 6T GLALOYT TEPICCOTEP®V TANPOPOPLDY GYETIKA LE TNV ACGPAAELL
TOV TAPOVTOS POPUAKOV.

5. Tlagva guidesete To Sugammadex Amomed
H @0 oén Oa mpaypatonoleiton amd emoyyeAloTies vyeiog,

To pdppoko avTd TPETEL VO PUAAGGETOL GE LEPT) TTOV OV TO BAETOVY Kot Oev TO EOGVOLV TOL TOUdIAL.
No unv ¥pneLOToIEITE L TO TO PAPOKO LETE TNV MUEPOUN VIO ANENG TTOL AVAPEPETOL GTO KOVTI Kol
otV emonpavon petd mv « AHEH». H nuepopunvia AnéEng eivon ) tedevtaio pépa TOL Vo Tov
OVOPEPETOL EKEL

Ddvldooete og Beppokpacio pkpodtepn Tov 30°C. Mnv kataybyete. DLAGGGETE TO PLIAISIO GTO
€EMTEPIKO KOVTL Y10 VO, TPOCTATEVETOL OO TO POC.

Metd 10 TPpMTO Gvorypo KoL TNV apainet), puAdccete og Oepuoxpacio 2 £og 8°C kol xpNGULOTOCTE
€VTOG 24 wpdv.

6. Ilepreyépeva TG CLOKEVUGINGS KOl AOUTES TANPOPOPIEg

T epréyer To Sugammadex Amomed

- H Spaotikn ovsia givor to sugammadex.

1 ml evéoyov draidpatog tepiéyet vatprovyo sugammadex 1codvvapo tpog 100 mg
sugammadex.

Ké6e pronidio twv 2 ml wepiéyetl vatpiovyo sugammadex isodvvapo tpog 200 mg sugammadex.

- To dAAo CLGTATIKA EIVOIL VIWP Y10 EVESILA, VOPOYA®PLKO 0&D KAV VOTpiov VOPOEEIDIO.
Epeavien rov Sugammadex Amomed kot TepLEYOPEVa TS GVOKELUGING

To Sugammadex Amomed givon £va, Stowy£g Kot EAapa KiTptvo eVEGILO StdAvpo.
Awrtifeton og 10 @roidio pe 2 ml evésipov dtaAvuatoc.

Karoyog Adsrog Kvkhogpopiog

AOP Orphan Pharmaceuticals GmbH
Leopold-Ungar-Platz 2

1190 Vienna

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

Hopaockevastic

Biofactor GmbH
Rudolf-Huch Strafle 14
38667 Bad Harzburg
Teppovia

I'a omoladfmoTe TANPOPOPiD GYETIKA LE TO TOPOV POPUOUKEVTIKO TPOIOV, TOPAKOAEISTE VO amevBuvieite
GTOV TOTIKO avTImpocsmno Tov Katdyov e Adsiag Kukhopopiag:

Belgié/Belgique/Belgien
AOP Orphan Pharmaceuticals GmbH (Austria)
Tél/Tel: +43 1 5037244

Bbarapus
AQOP Orphan Pharmaceuticals GmbH (ABcTpus)
Ten.: + 43 15037244

Ceska republika
AOP Orphan Pharmaceuticals GmbH (Rakousko)
Tel: + 43 1 5037244

Danmark
AOP Orphan Pharmaceuticals GmbH (Jstrig)
TIf: + 43 15037244

Deutschland
AOP Orphan Pharmaceuticals Germany GmbH
Tel: +49 89 99 740 7600

Eesti
AOP Orphan Pharmaceuticals GmbH (Austria)
Tel: + 43 1 5037244

EAlLada

AQOP Orphan ®oppaxevtiky EAAMGdoc MEITE
(EAMGOQ)

TnA: +30 2107781283

Espafa
AOP Orphan Pharmaceuticals Iberia S.L.U.
Tel: +34 91 449 19 89

France

AOP Orphan Pharmaceuticals France
Teél: +33 1857469 44

Hrvatska
AOP Orphan Pharmaceuticals GmbH (Austrija)
Tel: +43 1 5037244

Lietuva
AOP Orphan Pharmaceuticals GmbH (Austrija)
Tel: + 43 1 5037244

Luxembourg/Luxemburg
AOP Orphan Pharmaceuticals GmbH (Austria)
Tél/Tel: + 43 15037244

Magyarorszag
AOP Orphan Pharmaceuticals GmbH (Ausztria)
Tel.: + 43 15037244

Malta
AOP Orphan Pharmaceuticals GmbH (L-Awstrija)
Tel: + 43 1 5037244

Nederland
AOP Orphan Pharmaceuticals GmbH (Oostenrijk)
Tel: +43 1 5037244

Norge
AOP Orphan Pharmaceuticals GmbH (Usterrike)
TIf: + 43 1 5037244

Osterreich
AOP Orphan Pharmaceuticals GmbH
Tel: +43 15037244

Polska
AOP Orphan Pharmaceuticals GmbH (Austria)
Tel.: + 43 1 5037244

Portugal
AOP Orphan Pharmaceuticals Iberia S.L.U.
Tel: +34 91 449 19 89

Roméania
AOP Orphan Pharmaceuticals GmbH (Austria)
Tel: +43 1 5037244
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Ireland
AQOP Orphan Pharmaceuticals GmbH (Austria)
Tel: +43 1 5037244

island
AQOP Orphan Pharmaceuticals GmbH (Austurriki)
Simi: + 43 1 5037244

Italia
AOP Orphan Pharmaceuticals GmbH (Austria)
Tel: + 43 1 5037244

Kvnpog
AOP Orphan Pharmaceuticals GmbH (Avotpia)
TnA: + 43 15037244

Latvija
AQOP Orphan Pharmaceuticals GmbH (Austrija)
Tel: +43 1 5037244

Slovenija
AOP Orphan Pharmaceuticals GmbH
Tel: + 386 64209900

Slovenska republika

AOP Orphan Pharmaceuticals GmbH -
organizacna zlozka

Tel: + 421 902 566 333

Suomi/Finland
AOP Orphan Pharmaceuticals GmbH (Itdvalta)
Puh/Tel: +43 1 5037244

Sverige
AOP Orphan Pharmaceuticals GmbH (Osterrike)
Tel: +43 1 5037244

United Kingdom (Northern Ireland)
AOP Orphan Pharmaceuticals GmbH (Austria)
Tel: + 43 15037244

To Tapo6v pOAL0 00N YOV Yp1I61S avadempiOnke Yo TEAEVTAIN POPA GTIC

AlLeG TTNYES TANPOPOPLOV

Aentouepeic MAnpoeopieg yio To Pappako avtd ivorl dStabéoueg 6tov dtktvakd Tomo Tov Evporaikon
Opyoavicpov @appdkov: http:// www.ema.europa.eu.

O Tinpogopiss Tov aKk0iov0ov amevBvvovTar pévo o€ emayyeEAPOTIES VYELOC:
T Aemtopepeic mnpogopieg deite v Tepidnym Xapokmpiotikdv tov IIpoidvrog yio to Sugammadex

Amomed.
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ITAPAPTHMA 1V

ENNIXTHMONIKA ITIOPIEMATA KAI AOT'OI I'TA THN TPOIIOIIOIHXH TQN OPQN
AAETAX(-QN) KYKAO®OPIAX
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Emotmpovikd nopiopata

Aoppavovrog veoyn v ExBeon A&oddynong e PRAC oyetikd pe v (t1g) PSUR(S) i 10
sugammadex, ta emotnpovikd mopicpata g PRAC givon to, g€

Evoyet tov S10061umv 0e00UEVMVY GYETIKA LLE TOV Kivouvo vrepgvaicinciog, copmeptiapfavouévay
AVOPLAOKTIKOV OVTIOPAGEDV amd T PiAloypapia, Kot avBOpUNT®V ovapop®V Kol EVOWEL EVOG EDA0YOL
pnyavicpov dpdong, 1 PRAC Bempel 611 o€ acbeveic mov AapPdvovv sugammadex yio, avacTpoer| Tov
VEVPOUVTKOV OTTOKAEIGLOV OV TPOKAAEITOL OO TO POKOVPOVIO, Ol AVTIOPAGELS VITEPEVALCONGIOG YO TO
obumAoko sugammadex-pokovpoviov gival tovAdytotov pia edhoyn mbovotta. H PRAC kotéinée oto
CUUTEPOCUO OTL 01 TANPOPOPIEG TPOIOVTOG T®V TPOIOVTMOV TOL TTEPLEYOLY SugammadeX Oa mpémet va
TpomomoinBovv avardYwG.

H CHMP, agov e&étace T obotaon g PRAC, suppdvnoe pe ta yevikd topicpoto e PRAC kot toug
AGYOLG SloTOTT®ONG TG CVGTACNC.

Adyor Yo v Tpomomoinen Tov 6pov Adsiog(-av) Kvkiogopiag
Me Béon ta emiotnpovikd mopicpota yio to sugammadex, 1 CHMP €kpive 6t 1 oyéon 0pélovg-kivoivou
0V (TOV) PaproKeLTIKOV(-dV) TPoidvtoc(-wv) Tov TepEyel(-ovv) sugammadex mapapével apetafinn,

VIO TNV EMPOLAAEN TOV TPOTEWOUEVAOV GALOYDV GTIC TANPOPOPIEG TOL TPOIOVTOC.

H CHMP gionyeitai v tpomonoincn t@v 6pwv ddeag(-dv) kukAopopiag.
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