ITAPAPTHMA I

HEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

Sugammadex Adroiq 100 mg/ml gvécipo dtdivpa

2. IIOIOTIKH KAI IOXOTIKH XYNOEXH

1 ml epiéyet vaTplovyo sugammadex 16odvvapo pe 100 mg sugammadex.
Ka0e pioridio tmv 2 ml mepiéyet vatplovyo sugammadex 16odvvopo pe 200 mg sugammadex.
Kabe prorido tov 5 ml mepiéyet vatpiovyo sugammadex icodvvapuo pe 500 mg sugammadex.

"Exdoya Le yvooth dpdon:
ITepiéxet éoc 9,7 mg/ml vatpro (BA. mapdypago 4.4).
IMa tov TAfpn kaTdloyo TV ekddY®V, PA. Tapdypapo 6.1.

3. OAPMAKOTEXNIKH MOP®H

Evéoyo didivpa.
AloyEg Kot dypopo £m¢ EAAPPADS KITPIVO S1AAVLLA.
H yun pH etvon peta&d 7 ko 8 kon 1 oocpoypappopoplakotnta givarl peta&d 300 kot 500 mOsm/kg.

4. KAINIKEYX IAHPO®OPIEX
4.1 OgpamevTiKég evoEitelg

AvOoTPOQT] TOV VELPOLDTKOD ATOKAEIGUOD TTOV TPOKAAEITAL 0Td TO PpoKOVPOVIO 1] TO fEKOVLPOVIO GE
EVIAIKEG.

INo tov ToudroTpikd minbovoud: to sugammadex cVVIGTATOL LOVO Y10 TV OTATY AVOGTPOPN
ATOKAEIGHOV OV €)el TPOKAN Ol amd T0 poKoLPOVIO 6g Todd Kot e fovg nhkiag 2 €wc 17 eTmv.

4.2  Aocolroyio Kol TPpOTOS YOpPYNONG

To sugammadex mpémet va yopnyeitor poévo and tov avarcOncoidyo 1 vwod v enipreyn| Tov.
2ovIeTdToL 1] XPNON UG KATAAANANG TEXVIKNG TOPAKOAOVONOTG TOL VEVPOULTKOD OTOKAEIGHOV, Y10
Vo TopaKoAOVOEITAL 1) ETOVOEOPA TOL VELPOULTKOD ATOKAEIGHOV (PA. mapdypopo 4.4).

Aocoloyia

H ocvvietdpevn d6on sugammadex e£aptdTotl amd To EMIMESO TOV VEVPOUVIKOV OTOKAEIGLOV, TTOL
TPOKELTOL VO, OVOGTPOPEL.

H ocvvietdpevn d6on dev e€aptdtal omd T0 QApUOKELTIKO Gy avolcOnciog.

To sugammadex umopei va ypnoipomombei TPOKEYUEVOD VO OVAGTPOPOVY SLOPOPETIKG ETITEIA
VEVPOUVTKOD OTOKAEIGHOD, TTOL TPOKANONKAV 0O TO POKOVPOVIO 1) TO PEKOVPOVIO:

Evilikeg

AT\ avocTpoon:

Yvviotatal 1 xopnynon 60ong 4 mg/kg sugammadex, €dv n avavnymn €xel pBdoel o TovAdyiotov 1-2
petateTovikég petpnoels (PTC) petd amd anokheiopd, mov TpokAnOnKe amd poKovpovio 1
Bexovpdvio. O didpesoc ypodvog Emg TV avaktnon tov Adyov T4/T oty tiun 0,9 givor mepinmov

3 Aentd (BA. mopdypago 5.1).

H d60on tov 2 mg/kg sugammadex cuvictdtol av £xel Tapatnpndei avtopatn avavnyn g
TOVAGYLOTOV TNV ENOVEUPEVION TOL T2, HeTE 0md ATOKAEIGHO, TOV TPOKANOTKE ad POKOLPOVIO 1|




Bekovpovio. O duapecog ypovog Emg TV avaktnon tov Adyov T4/T onv Tun 0,9 eivon Tepimov
2 Aemtd (BA. mapdypago 5.1).

H yopriynon te@v cuvietdpeveov 606emvy yio TNV amin avaotpoen Oa 0dnynoel oe erappd
YPNYOPOTEPO J1ApETO YPOVO £mG TNV avakTnon Tov Adyov T4/Ti otnv Tun 0,9 yio 10 vevpopvikd
OTOKAEIGLO, TTOL TTPOKAAEITOL ATO TO POKOVPOVIO, GE GUYKPLOT| LLE TO VEVPOUVIKO OTOKAEIGHO TOV
wpokoAgital amd to Pexovpovio (BA. mapdypago 5.1).

Apeon ovactpo@n arokAEleUol Tov €xel TpokAnBel and 10 pokovpdvio:

Av vrdpyel KAMVIKN ovayKT Yo GLECT] AVOSTPOQN LETA OO TNV YOPNYNOT TOV POKOLPOVIOV,
ovviotdral 66om sugammadex 16 mg/kg. Otav yopnyeital 66on sugammadex 16 mg/kg 3 Aentd petd
amo pa 60om epodov (bolus) Bpopovyov pokovpoviov 1,2 mg/kg, umopet vo avapéveTat ovaKTnon
tov Aoyov T4/Ti oy Ty 0,9 o€ 1,5 Aentd mepimov (PA. mapdypapo 5.1).

Agv vtdpyovv 6£dopéV, MOTE VO GLVIGTATAL 1] (PTOT TOL sugammadeX yio TNV GUECT] VaoTPOPN
UETA Ao AmOKAEIGUO TOV TPOKANONKE 0md Pekovpovio.

Erovayopnynon tov sugammadex

v EAPETIKN TEPITTOOT EXAVEUPAVIONG TOV VEVPOUVIKOD OMOKAEIGHOV HeTEYYEPNTIKA (PA.
napdypogo 4.4) uetd omd apykn d6on 2 mg/kg | 4 mg/kg sugammadex, GuVIGTATOL pa
gnovaAnmtikn 06on Tov 4 mg/kg sugammadex. Metd amd ) devTePN dO0T TOL sugammadex o
acBevig Oa mpémel va mapakolovbeitat otevd yio va eEaxpiwbei 1) emGTPOEN TNG VELPOUVIKNG
AELTOLPYING OTA PLGLOAOYIKA TANIGLOL.

Eravoyopnynan porxovpoviov i Perxovpoviov uetd omo to sugammadex
I"a Tovg XPOVOLE BVOLLOVIG Y10 TV EMOVOYOPTYNOT) POKOVPOVIOD 1| BEKOVPOVIOV LETA TNV OVOGTPOPN
pe to sugammadex, BA. mapdypagpo 4.4.

Eidcog minBoouog:

Negpixn dvoiertovpyio,

H ypnon tov sugammadex og acBevelg pue coPopn veppikn duciettovpyia (cupneptAapPovopuéveoy
TV acbevov mov yperalovrot atpodtdion (CrCl < 30 ml/min)) dev cvviotdror (BA. mapdypapo 4.4).
Meléteg oe ao0eveic e cofapr veppikn SvGAEITOLPYiD dEV TOPEYOVV EMAPKELG TATPOPOPIES Yl TNV
acQUAELD, MOTE VO, VTTOGTNPIEOLY TN ¥pNoN ToL sugammadex o€ avTovg Tovg acbeveic (PA. emiong
Topaypapo S5.1).

INa v o éoc pétpra veppikn duciettovpyia (kdBapon kpeatvivng > 30 kot < 80 ml/min): ot
GULVIGTAOUEVEC SOOELS gival 101G [IE EKEIVEC Y100 TOVG EVIIMKEG XWOPIg VEQPIKN duGAELTOVpYia.

Hurxiouévor acbeveic

Metd ) yoprynon tov sugammadex oty enaveppavion tov Tr petd and amokAelopod, ToL )l
TPOKANOEL amd poKovPHVIO, 0 SIAUECOS YPOVOG EmG TNV avakTnor Tov Adyov T4/Ti omnv TR 0,9 Yo
Tovg evijlkeg (18-64 etv) NTav 2,2 Aentd, o€ NAMKIOPEVOVS (65-74 etddv) NTov 2,6 AENTA Ko G€ TOAD
nAopévoug evidikeg (75 etdv Kot ave) ftav 3,6 Aentd. AKOUN KL av ot xpovol avavnyng 6
NAKopEVoLg Teivouy va givatl Bpaddtepot, Tpémet vo akoAovBohvTal ot id1EG CUVIGTMOUEVEG dOGELS [IE
eKelveg yuo Toug evilikeg (PA. mapdypoeo 4.4).

Hoyboapror aoBeveic

e mayvoapkovg acbevelg, cvumephapfavopévov tav Taboroyd toydoopkov acdevav (deiktng
nagog ohpatog > 40 kg/m?), n 86om Tov sugammadex npénel va Pociletor 6To TPayHATIKO PApOg
oopatog. Ipénel va epappoloviol ot id1eg GLVICTMUEVEG SOGEIC UE EKEIVEG Y10 TOVG EVIAIKEG,

Hromirny dvolerrovpyio.

Agv &xovv deEaybel pehéteg o acbevei pe otk Svciettovpyio. Oa Tpémet va diveTon TPoGoyN
otav e&etaleTon 1 ypnon Tov sugammadex oe aceveig e coPapn nratikn dvcAettovpyia 1 OTOV M
nratikn ducAettovpyio cvvodevetar amd Bpopfordadeia (BA. Tapdypapo 4.4).



Mo mv Amo éog pétplo nratiky Sucieitovpyio: dedopévov 0Tt To sugammadex ameKKpiveTol Kupimg
Sl TV VEPPOV OgV amartovvtal pulpicels g 66omG.

Houdiozpixoc tAnBvoudg

Taioi6 kou épnfor (2-17 etav)
To sugammadex umopei va apatwbdei ota 10 mg/ml, dote va avénbdei n axpifeto Tg yopynong e
d00o1g atov Tadlatpikd TANGuepo (PA. mapdypapo 6.6).

Anly avaotpos: Tovietdral po 06on 4 mg/kg sugammadex yio Ty avasTpoen and UTOKAEIGHO TOV
TPOKANONKE amd POoKOLPOVIO €AV 1| ovavIyM £xEl POAoeL TovAdyiotov og 1-2 PTC.

Yvviotdtot e 66om 2 mg/kg yio v avaoTpoet] amd OTOKAEIGHO TOV TPOKANONKE amd pOKOVPOVIO
o€ emaveppavion tov Tz (BA. mapdypago 5.1).

Aueon ovaotpopn: H dueon avactpoen og moidid Kot epnpoug dev £xet diepevvndel.

Telerounva veoyva kai Ppéen

Yrapyel povo TEPLOPIGUEVT] EUTEIPiD LE TN ¥pNion Tov sugammadex og Ppéen (30 nuepodv £mg 2 £TOV)
KoL 0ev Exovv dteloybel peréteg oe TeAeldounva veoyvd (Lukpdtepa Tov 30 nuepdv). Zovenmg dgv
ocuvvieTtdrtal 1 xoprynomn tov sugammadex o€ TeEAeOUNVa veoyva Kot Bpéen £mc 6Tov eivar dtabéoipa
neplocdHTEPA HEGOUEVOL.

Tpomog yoprynong

To sugammadex mpémet va yopryeitor evooeAieping mg epanal 66om epddov. H d6om epoddov mpémet
va yopnynOet tayémg, péca og 10 devteporenta, o VPIOTANEVN EVOOPAEPLA Ypoppn (BA.
Tapdypaeo 6.6). Te Khvikég dokipé To sugammadex €yetl yopnynoel povo o¢ epdmas d6om epodov.

4.3 Avtevosigeg

YrepevaicOnoio 6tn dpactiky ovcio 1] 6€ KATOW0 and To £KO0Y TOV AVOPEPOVTUL GTNV
Topaypaeo 6.1.

4.4 E101kéC TPOEIOOTONGELS KUl TPOPVAAEELS KATA TN Y p1ion

Onwc ovvndiletol oV TPOKTIKY HLETA oo TNV avaloOncio, ETEITO 0md VELPOUVIKO OTOKAEIGHO,
GUVIOTATOL 1 TAPOKOAOVONGN TOV 0GOeV] KATA TNV AUECT) LETEYYXEPNTIKTY TEPI0O0 Yia avemBounta
ouppdpota, COUTEPILOUPAVOUEVIC TG ETAVEUPAVICT|G TOV VEVPOUVIKOD OTOKAEIGLOD.

Hopakoiovnon g avVOTVELGTIKNG AEITOLPYING KOTA TNV avavinym

Eivai vroype@tikn n vmoothpién g avamveEDSTIKNG AEITOVPYIOG TOV 0GOEVAY e PnNyovikd aeptopd
£€m0¢ OTOV Vo OmoKATAOTAOEL 1] EMAPKNG AVTOOTY] OVATTVOT|, LETE OO OVALGTPOPT] TOL VEVPOLVIKOD
OTOKAEIGHOV. AKOUN KL av 1 avAvnYT oo TO VEVPOULIKO OTOKAEIGIO glval TANPNG, GAAL
QOPUAKEVTIKG TPOTOVTO TOV YPTGILOTOIOVVTOL GTNV TEPI- KOl LETEYYEPTTIKN TTEPi0d0 givarl duvaTOV
VO KOTOGTEIAOVY TNV OVOTTVELGTIKT AEITOVPYIO KOl GUVERMG €ivotl duvatov va eEakorovdel va eivat
OTOPOLTNTN 1 VIOGTHPIEN TG OVOTVEVCTIKNG AELTOVPYinG He Unyovikd aepiouo.

Av, petd amd TV aQaipecn TOL COAVA, EXAVELPAVICOEL VELPOLVTKOC ATOKAEIGLAC, TPETEL VO
TOPEYETOL ETOPKNG VIOGTNPIEN TNG AVOTVEVGTIKNG Agttovpyiog e aepiopo.

Enravepgdvion tov vevpopikot amokielcpon

e KAMviKEG peAéteg og dropa ov EAaPay pokovpovio 1 fexovpdvio, 6ov To sugammadex
YOPNYNONKE YPNOILOTOIDOVTOG La OGN CHASHEVT] Yo TO BdBog Tov VELPOUVLIKOD OTOKAEIGHOD, Lio
enintoon g 1ad&ng Tov 0,20% mapatnpOnKe yuo TNV EXAVELPAVIOT] TOV VELPOUVTKOD OTOKAEIGHLOV
pe Baon v vevpopvikn mopakorlovonon 1 ta kKAvikd ototyeio. H yprion younidtepwv tev
GLVIGTOUEVOV OOGEDV UTOPEL VoL 00N yNoEL G€ £va, aVEAVOUEVO KIVOUVO ETOVELLPAVIONG TOV
VEVPOUVTKOV OTOKAEIGHOD HETE TNV 0PYIKT 0vaoTPoPN Kot dev cvvictotat (BA mapdypago 4.2 Kot
opaypapo 4.8).




Emdpdoeic otnv otudsTao

e pio perém oe eBehovtég o1 dooelc Tov 4 mg/kg kot tov 16 mg/kg sugammadex giyov mg
OTOTELEC O PEYIOTEG LEGEG TOPATAGEIS TOV YPOVOL EVEPYOTOINUEVNC LEPTKNG OpopfomhacTivng
(aPTT) xotd 17 kou 22% oavtiotoryo kot Tov d1eBvovg KovoviKomotmpévov TnAlkov Tov xpovou
mpoBpopfivng [PT(INR)] xatd 11 kot 22% avtictoyo. AvTéC o1 TEPLOPIGUEVEG LEGES TAPATAGELS TOV
aPTT wot tov PT(INR) Rtav pkprg didpketog (< 30 Aemtd). Zopeova pe Tnv kKAwvikn Paon dedopévav
(N=3 519) ko pe po cvykekpuévn perétn oe 1.184 acbeveic mov vroPAndnKav og ye1povpyIKn
enépPaon kaTdypatog ioyiov/avikordotaong peilovog dpbBpmong, dev vanpée KAk cuoyetilopevn
enmidpaon Tov sugammadex 4 mg/kg LOVOL TOV 1| 6€ GLVOVACUO UE OVTITNKTIKG TN GLYVOTNTO
EUPAVIONG TEPT- N LETA-EYXEPNTIKDV OLUOPPOYIKDY ETUTAOKDV.

X in vitro Telpduato Topatnpninke pio eapuakodvvaptky oAAnienidopaon (mrapdtaocn tov aPTT kat
tov PT) pe avtayoviotég g Prropivng K, un khaouatoromuévn nrapiv, pkpol poplokod Bapouvg
NTapvoeldn, pioaposapmivn kot dSafryatpdvn. Xe acbeveig mov Aapfdvovv cuviin peteyyelpnTIKn
TPOPLACKTIKN OVTI-TNKTIKY 0y®YT] VTN 1) QOPLOKOOVVOLILKT GAANAETIOpaoT dEV elval KAVIKK
ouvaPNG. Oa mpénel va, divetar Tpocoyn otav e€etdletal n ypnon tov sugammadex o€ acOeveic Tov
AapPavouy BepameVTIKN OVTI-ANKTIKY ay®YN Yo pio Tpodmdpyovca, 1 GuV-voonpr| KaTdoTooT).

Agv pmopet va amokielotel £vag avénuévog kivouvog arpoppayiog otovg acbeveic:

. pe kAnpovopukn Eadenym Prrapivig K mapdyovrog mov emnpedletl Ty mInkTikoTId,

. LE TPOVTAPYOVGEC TABNGEL TNG TNKTIKOTNTAG,

. v Bepameio pe mopdymya kovpapivng kot INR wove and 3,5,

. 7OV YPNGLULOTOIOVV AVTITNKTIKA Kot 01 omoiot Aappdavouvv pia d6on sugammadex 16 mg/kg.

Edv vapyet wtpkn avaykn va yopnynoel sugammadex 6€ avto0¢ T0VG 0.60gveiG 0 avaisOncloloyog
YPEALETOL VO, ATOPAGIGEL EAV TO. OPEAN EIVOL TTLO ONUOVTIKG 0td TOV TOAVO KIVOLVO Yo OLLOPPOYIKES
EMMAOKEG AOUPAVOVTOC VITOYT TO 10TOPIKO TMV 0GHEVOV GE ALOPPAYIKA ETELGOSLOL KOl TOV TOTO TNG
npoypoppatiopuévng eréuPaong. Eav yopnynbei sugammadex og avtovg tovg acbeveic cuviotdrol
TOPaKoA0VON O TOV TAPAUETPOV ALOCTAGTG KO TNKTIKOTNTOG.

XpOvol avVoUOVIES Y10 TNV ETOVOYOPN YO TOPAYOVTMV VEVPOUVIKOD amokAsiopnod (NMBA) petd tnv
oVaoTPOON e TO sugammadex:

Iivakag 1: Eravayopiynoen pokovpoviov 1] fekovpoviov PETE 00 ahi] avasTpoon (Emg
4 mg/kg sugammadex):

ELayiotog ypévog avapoviis | Iapdyovrog veEvpopvikov amokAEIGHOV Kol 6661 Tov TPETEL VO

xopnynOsi
5 hemtd 1,2 mg/kg pokovpovio
4 opeg 0,6 mg/kg poxovpovio 1)

0,1 mg/kg Bekovpdvio

H évap&n tov vevpopnikod amokAielcpon evogyetal va Tapatadel émg mepimov 4 AemwTd Kot 1) S1GpKELL
TOV VELPOLVTKOD OTOKAEIGHOD evOEYETAL VO EATTOEL Emg mepimov 15 Aentd petd amod v
gmavayopnynon pokovpdviov 1,2 mg/kg péca og 30 Aemtd amd Ty yopnynomn tov sugammadex..

Me Bdon eapuaxokivntik] (PK) povielomoinon, 0 CUVIGTOUEVOG XPOVOS OVALOVIG Yo 0loOevVelg e
Nma 1 LETPa veepikn ducAettovpyia yio Tnv enavaypnoiponoinon 0,6 mg/kg pokovpdviov 1

0,1 mg/kg Bekovpoviov PETA A ATAN avaoTPOoPT| Le To sugammadex Oo mpémel va eivar 24 dpec.
Edv amotteiton pikpodtePOg xpOVOG OVALOVIG, 1| OCT] POKOLPOVIOD Yia £VOV VEO VELPOULIKO
amokAEopo Oa mpémet va givan 1,2 mg/kg.

Emavoyopriynon pokovpdviov 1 fekovpdviov petd amod aueon ovaotpoen (16 mg/kg sugammadex):
IMoa 115 TOAD GTAVIEC TEPIMTAOCELS OOV QLTI UTOPEL VO AALTEITOL, TPOTEIVETAL YPOVOG AVOLOVIG
24 wpov.

Av amaiteiton vELpopviKOg amoKAEICUOG TPV Vo, EYEL TaPELOBEL O GUVIGTOUEVOG ¥POVOS OVOLLOVIG,
TPETEL VAL YPNOLOTOLEITAL £VAG U1 GTEPOELONG TOPAYOVTAG VEVPOUVIKOV amokAeicpov. H évapén
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dpaong evOg ATOTOAWDTIKOD TOPAYOVTH VELPOUVTKOD OTOKAEIGHOD EVOEYETAL VOl EIVOL TTLO apYn Ol
0G0 OVOUEVETAL, ETELDN £VA ONUOVTIKO KAAGUO TOV HETOCUVOTTIKOV VIKOTIVIKMY VTOS0YEMV UTOPEL
va glvor aKkopo SEGUEVUEVO AtO TOV TAPAYOVTO VEVPOUVIKOD OTOKAEIGHOV.

Neopikn dvcAiettovpyia
To sugammadex dev GuVIGTATAL Yi0 YPNOT GE AoOEVEIC e cofapn VEQPIKT dusAgiTovpYia,
ocvumeptropfavouévey ekeivav mov yprlovy apokabopong (PA. mapdypoeo 5.1).

Eloepd avaicOnocia

Y& KAWVIKEC SOKIUEG, OTOV O VELPOUVTKOG ATOKAEICUOC OVOGTPAPTKE GKOTIUN GTO UEGOV TNG
avaisOnoiog, TapatnpnOnkav tepiotaciokd onueio ELappag avolodnoiog (LeTakivnon, fiyag,
Hoppacuol Kot ekpdlnomn Tov TPOXELKOD GOANVA).

AV avooTpopel 0 VEVPOUDTKOC OMOKAEIGHOC v cuveyileTon 1| avaicOncio, tpémel va yopryndovv
Tpocbeteg dO60EIC avansONTiKod Kaun oTlogd00g, OTME EVOEIKVLTAL KAVIKA.

"Evtovn Bpadvkopdia

Y& OTAVIEG TEPUTTAOCELS, £XEL TapatnpnOel Eviovn Ppadvkapdio evidc AenT®V PETA TN XOPNYNON
sugammadex yio TNV avoeTpoPs TOV VEVPOUVTKOL omokAelsov. H Bpadvkapdia propei
TMEPLOTACLAKA VO 00N YNGEL 6€ Kopdtakn avokonn (BA. mapdypago 4.8.). Ot acBeveig Oo mpémel va
TOPAKOAOVLOOVVTOL GTEVA Y10 ALLOOVVOLIKEG LETUPBOAES KOTA TN SIEPKELN KO LETH TNV OVAGTPOPT] TOL
VEVPOUVTKOD OTOKAEIGHOD. Ao TPETEL VO YOPTYEITOL OY@YT| LE OVTLYOAVEPYIKOVG TOPAYOVTEG, OTMG M
atpomivr, €av Tapatnpndel Khvikd onpovtiky Bpoadviopdio.

Hrotwr) duciertovpyio

To sugammadex dev petafoiiletor ovte amekkpivetan St Tov NraToc. o To Adyo avtd dev Eyovv
dte&oyOel perétec amokdeloTikd o€ aobeveig e nratikn dvcAettovpyia. Xe acbeveic pe coPapn
NTATIKN SLGAELTOVPYiO TPETEL VO, YOPMYELTAL LUE LEYUAN TTPOGOYT|. 1€ TEPIMTM®GN TOL 1) NTOTIKY
dvodettovpyio cuvodevetal omd Bpoppordadeia, PA. TIC TANPOPOPIEC GYETIKA LE TIG EXOPAGELG OTNV
oawpdotacn (BA. Tapdypagpo 4.2).

Xpnon oe Movédo Evratikng Oepanciog (ME®)
To sugammadex dev €yet peretnBel oe acheveic 6ToVG OMOiOVG YOPTYEITAL pOKOLPOVIO 1 PEKOVPOVIO
oe maaiola Movdadoc Evtatikng Oepaneiag (ME®).

XpNomn yio TNV avaoTPOQT) VELPOLVTKOD AIOKAEIGLOD 0 TOAPAYOVTIEG EKTOG OO TO POKOVPOVIO Kot
10 Bekovpovio

To sugammadex dev TPEMEL VAL YPNCUYLOTOLELTAL Y10, VO OVAGTPOUPEL ATOKAEIGUOG TOV TPOKANONKE Ao
1] GTEPOELDEIG TOPAYOVTEG VEVPOUVIKOD OTOKAEIGLOV, OTMG Ol EVHOGEL; GOVKKIVOAOYOAIVIG 1|
Bevlvlookivolviov.

To sugammadex 0ev TPEMEL VOl YPTCLLOTOLEITAL Y10 TV OVAGTPOPT] VEVPOUVIKOD OTOKAEIGLLOV, TOV
&xel TpoxkAnOel amd GTEPOEIDELG TOPAYOVTEG VEVPOUVIKOD OTOKAEIGLOD GALOVG EKTOG OO TO
POKOVPOVIO Kol TO BEKOVPOVIO, POV OEV VIAPYOLV JESOUEVH OTOTEAEGUATIKOTNTOG KOl OGQPUAELNG
Y10l TIG TEPMTMGELS AVTES. [0 TNV AvasTPOPT TOL UTOKAEIGLOV, TOV £XEL TPOKANOEL 0Td
TOVKOLPOVIO, d10TifevTaL TEPLOPIGHEVE OEGOUEV, OALG GUVIGTATOL VO, UV XPTCLLOTOIEITOL TO
sugammadex GtV mEPInT®On V.

KaBvotepnuévn avévnyn

O1 KOTOGTAGELG TOL GUVOEOVTOL JLE TAPATETAUEVO XPOVO KUKAOQOPING, OTMS KAPILHYYELOKT VOGOC,
peydain nikia (BA. Tapdypago 4.2 yio Tov xpovo MG TNV AVAVNYT GE NAIKIOHEVOVG), T OWONUATMONG
Kataotaot (7.y. cofapi nratikny Suvoiertovpyia), sivat Suvvatdv va oyetilovtal pe HEYUAVTEPOVG
YPOVOLG aVAVIIYTG.

Avtidpdoels vrepevaicnciog 6to EapuaKo

Ot 1atpoi mpémet va, eivart ETOLOL Y10, TO EVOEYOUEVO AVTIOPAGEWDY LITEPEVAIGHNGILOG GTO PAPLAKO
(couTEPIAAUPOVOUEVOV TOV OVAPLVAAKTIKGOV OVTIOPAGE®MV) KOl VO TUIPVOLV TIC OVAYKOIES
TpoeuAAEeLS (PA. mapdypapo 4.8).




Ndrpro
Avtd 10 PUpROKELTIKO TPOTOV TTEPIEYEL EmC 9,7 mg vatpiov ava ml, 1odvvapo pe to 0,5 % g
GUVICTOUEVNG HEYLoTNG NHeprioog 06ong Tov ITOY tav 2 g vatpiov yia Evav eviAika.

4.5 Alnlemopaosig pe AL QUPUOKEVTIKA TPOIOVTA Kol GrAeg pop@és aiinlemiopacng

O mmpogopieg o€ avt TV Topaypapo Pacilovtal 6T cLYYEVELD dEGUEVONG OVAUEGO GTO
sugammadex Kol o€ AL QUPLOKEVTIKA TPOIOVTA, GE UN-KAVIKA TEPALOTA, O KAVIKES LEAETEG KO
G€ TPOGOUOIDGELC YPNONG LOVTELOL Kol AUUBAVOVTAG VITOYV TIC PUPLLOKOOVVOLIKEG ETLOPACELS TWV
TOPAYOVTOV VEVPOLVTKOD OTTOKAEIGLOD KOl TIG QOPUUKOKIVITIKEG AAANAETIOPACELS OVALEGO GTOVG
TOPAYOVTEG VELPOLDTKOD aTOKAEIGHOD Kot To sugammadex. Me Bdon avtd ta ototyeio, kopio KAVIKA
OTUOVTIKT] QOPHOKOSVVOUIKY] OAANAETIOpaOT LE GAAD POPUOKEVTIKA TPOTOVTO SEV OVAUEVETAL, E
e€aipeon To akdiovda:

Mo v Topepipévn kat To povctdkd 0&0 aAAnAemdpdoelc Ady® extomioNg Oev eival duvatdv va,
OTOKAEIGTOVV (AVOUEVOVTOL 1] KAMVIKNG onpaciog CAANAETIOPACELS OEGUEVOTC).

IMa to oppoVIKA AVTIGVAANTTIKA OgV vl SUVATOV VO OTOKAELGTEL KAMVIKG CUAVTIKT dAANAETIOpaon
déopevong (0ev avopévovtol AAANAETIOPACELS AOY® EKTOTIONG).

AlMniemidpdoelg Tov evoeyouEvac exNnpedlovy TNV amoTEAEGUOTIKOTNTO TOV sugammadex

(0AANAETIOPACELG EKTOTIONG)

AOY® NG YOPTYNONG CLUYKEKPIUEVAOV QUPHOKEVTIKOV TPOTOVTI®V UETA 0td To sugammadex,
BewpnriKd To pokovpdvio 1 To Pexovpodvio pmopel va ektomiotel amd to sugammadex. (2g
OTOTEAEGLA, UTOPEL VO TapatnpN0el ETAVELPAVIOT) TOL VEVPOLVIKOD ATOKAEIGHOV. ZE AVTIV TNV
KOTAGTAOT), TPEMEL VO TAPEYETAL AEPIGUOC 6TOV 0i6Bevn. H yopnynom tov gpapuakevutikod tpoidvtog
OV TPOKAAECE TNV EKTOTION O TPETEL VO TEPUATIOTEL OTNV TEPITTM®ON EYYVONG. L€ KATACTAGELS
OOV LITOPOVV VO OVOUEVOVTAL OVVNTIKES OAANAETIOpaoELg ekTOMIONG, 01 acBeveic Oa mpémel va
TOPAKOAOVLOOVVTOL TPOGEKTIKA Y10 OLELD EXAVELPAVIONG TOV VEVPOUVTKOD OTOKAEIGHOV (TTepimon
enti 15 Aemtd) petd omd TNV TOPEVIEPIKT XOPNYNOT| EVOG AAAOD PAPUOKEVLTIKOD TPOIOVTOC, 1) OOl
TPOYUATOTOLEITOL EVTOG TTEPLOSOV 7,5 ®PAOV PETA OO TN YOp1yNoT Tov sugammadex.

Toperugpévy
IMo v Topepipévn, 1 ontoia £l GYETIKA VYNAY GLYYEVELX OEGIEVONG Y10 TO sugammadex Kot yio TV

omoio UTopEl VO LITAPYOVV GYETIKA VYNAEG GUYKEVIPMOELS TAAGLLATOG, Eival SuvoTdv vo Tapatnpnoel
UEPIKT] EKTOTLGN TOL PEKOVPOVION T} TOL POKOVPOVIOL OTO TO GUUTAOKO pe To sugammadex. Ot
KAvikoi yiatpoi Oa wpémet va yvopilovv 6tL 1 avaktnon tov Adyov T4/Ti otnv tun 0,9 umopel
GUVETMG VA, KOBLoTEPNOEL G€ 00HEVEIC GTOVG 0TTOT0VE YoPNYNONKE TOPEUIPEVN TNV 1010 NUEPQ TNG
YEPOVPYIKNG EXEUPAOTC.

EvoopléBio yopnynan povoidikod oléoc

H yprion tov povcidtkov 0E£0G KaTd TNV TPO-YYELPNTIKN AT £Vl SLVATOV VO TPOKAAESEL LLEPIKN
kafvotépnon oy avakton tov Adyov T4/ Ti oty Tiun 0,9. Agv avopévetot Emavep@avion Tov
VEVPOUVTKOV OMOKAEIGHOD OTN LUETEYYELPNTIKY PACT, Ad TN GTLYUT TOL 0 PLOUOG EyyVONG TOV
@OVC1OKOV 0££0G elval TAV® omd £va, SIGCTN IO LEPIKMV MPDYV KOl TO ETITESN OTO aipla givort
oLVOMKE Tave and 2-3 nuépec. Mo emavayopnynon tov sugammadex PA. wapdypago 4.2.

Alnlemidpaoceic mov evoeyousévawc exnpealovy Ty amoTEAETUATIKOTITO. CAADY QOPUAKEVTIKWDV
TPoiovVIwV (alAniemdpdoels déoucvans)

AOY® ™G YopnyNong Tov sugammadeX, GUYKEKPIUEVO POPLOKEVTIKE TPOTOVTO UTOPEL VoL KATOGTOOV
AlYOTEPO AMOTEAEGLATIKG, eEanTing TNG LElMONG TV CLYKEVTIPMGE®V (EAeVBEPOV TPOTIOVTOG) GTO

A aopa. Edv mopatnpnel pio tétola KatdoTaos, GUVIGTATOL 6TOV KAMVIKO Yiatpd vo eEeTdost TV
EMOVAYOPNYNOT TOV PAPUAKEVLTIKOD TPOIOVTOC, TN XOPNYNOT EVOG OEPATEVLTIKA 1G0OVVAIOV
(QOPLOKEVTIKOV TPOTOVTOG (KOTE TPOTIUNGT amd SLOPOPETIKY YNUKT Kot yopio) Kavq TNV EQapUoyn
L1 QOPLOKOAOYIK®V TOPEUPACEDV, AVALOYA. LLE TNV TEPITTMOOT).

Opuovid avriovinrrixd

H aAnlienidopaon peta&y 4 mg/kg sugammadex kot vog mpoyestaydvov mpoPrenotay 6Tt Ha

odnyovoe og peiwon g ékbeong oto mpoyeotaydvo (34% ¢ meployng KAT® omd TV KOUTOAN
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(AUCQ)) og enimedo Tapopo10 pe TNV HelmoT Tov mapatnpeital Otav n NuePnola dOom VOGS 0md TOL
GTOUATOG OVTICLAANTTIKOD ANeBei pe KabBvotépnon 12 mpdv, To onoio pmopel va 0dnynoel og peimon
g amoteAecLoTIKOTNTOC. [0 TOL 015TPOYOVA, 1) Opdior ovTh avauéveTal va ival acbevéatepn.
YUVERMG M YopNYNoN o d6ong epddov Tov sugammadex Oewpeitar 6TL givarl 1GodVVAUN pE TV
TOPOAEYT L10G NILEPOLOG SOOTG OO GTOUATOG GTEPOELOOVS UVTIGVAANTTIKOV (€iT€ GLVOVLAGUEVOD N
uovo peyectoydvov). Av to sugammadex yopnynei v idia nuépa, mov AauPdavetal éva amd Tov
GTOUATOG OVTICLAANTTIKO, AVATPEENTE OTIG GLUGTAGELG TTOL APOPOVYV TNV TOPAAENYT) 0OGTC GTO VAL
00N YLDV TOV 0O TOL GTOUATOG OVTICLAANTTIKOD. XTIV TEPINT®ON Un AaUPovOUEVEOVY amd TO GTOUA
OPLOVIKODV AVIIGVAANTTIKAOV, 1| Ae0eVIg TPEMEL VAL YPTCLOTOUCEL LU0 ETUTAEOV LT OPLOVIKN
avTioLAANTTTIKN UEB0SO Y TG emdueveg 7 NUEPES Kat Vo, avatpéEel oTIC 0dNYieg 6TO PUALO 0dNYIDV
YPNOEMG TOV TPOIOVTOG,.

AlMniemdpdoeic MOy® TN TOPATETOUEVIC EXLOPACTS TOV POKOVPGVIOV 1) TOV BeKOVPOVIOV

Otov QopUOKELTIKA TPOIOVTO TOL EVIGYDOVY TOV VELPOUVTKO OTOKAEIGUO XPTNOLOTOLOVVTOL KOTE TV
peteyyepnTikn mepiodo, Oa mpénet va divetar Wdaitepn Tpocoy oty TOAVOTNTA EXAVEUPAVIONS TOV
VEVPOUVTKOV amokAelspov. [Tapakodeiote va avoTpEEETE 6TO GUALO 00N YLDV ¥P1IONG TOL
POKOLPAVIOL 1) TOV BEKOVLPAVIOV Y10 TOV KOTAAOYO TOV GUYKEKPIUEVOV QUPUAKEVTIKMY TPOTOVTOV
7OV EVIGYDOLV TOV VEVPOUVIKO AOKAEICUO. L€ TEPITT®ON TOL TTapaTnPNOEl ENTAVEUPAVIOT) TOV
VEVPOUVTKOV OTOKAEIGLOV, O AGOEVIG UTOPEL VAL YPELNCTEL UNYOVIKO OEPIGLLO KOl ETAVAYOPTYNOT| TOV
sugammadex (BA. mopdypaeo 4.2).

Enidpoon otic epyactnprakéc eEetdoelc

I'evikd 10 sugammadex dev emnpedlel Tig epyaoctnplokég e€etdoets, pe mbavn eaipeon tn pLETpnon
g mpoyecTEPOVNG otov 0pd. H enidpacn oe avtiv v e£€T0GT TOPUTNPEITAL GE GUYKEVTPDOGELG
sugammadex oto mAdoua g tdemg twv 100 pkpoypappapiov/ml (péyioto eninedo oto TAGCHA
votepa amd 0601 epddov 8 mg/kg).

e pio perétn oe e0elovtég 06oeig Tov 4 mg/kg kot tov 16 mg/kg sugammadex glyov og amotéAec L0
LEYIOTEG HECES TOPOTACELG TOVL YPOVOL gvepyoToMUEVNG nepikng Bpopporractivng (aPTT) kotd 17
ro 22% avtiototya kot tov PT(INR) katd 11 kot 22% avtictoryo. Avtég o1 TEPLOPIGUEVES LEGEG
napoatdoelg Tov aPTT kot Tov PT(INR) fltav pukpng dwdpketag (< 30 Aemtd).

Xe in vitro TEPALOTO TOPATNPNONKE pio papuokodvuvapikn aAnAenidpaor (Ttapdtacr tov Xpdvou
Evepyomomuévne Mepiknic @popforiactivng (aPTT) kot tov PT) pe aviaymviotéc g Prropivie K,
Un KAOGLOTOTOMHLEVN NTTapivn, HiKpoD poplokoy Bapoug nmapivoedn, prpaposapmdvn Kot
dafryatpdvn (PA. mapaypopo 4.4).

TToudrazpucdc TAnOvopde

Agv &yovv delayBel emionueg peréteg aArnienidpaong. Ot avapepOUEVES TOPATAV®D CAANAETIOPACELS
OV TTOPUTNPOVVTAL GTOVG EVIIAMKES KOl Ol TPOELOOMOINCELS OTNV TTaPAypapo 4.4 wpénel emiong va
Aappdvovtot VoYM Yo TOV TUSTPIKO TANOLGUO.

4.6 T'ovipétnTo, KONON KAl Yorovyia

Kvnon

Agv datiBevtan KAvikd dedopéva oyxetikd pe Tnv kBeom KaTd TNV €YKVHOGVVT 6T0 sugammadex.
Meléteg oe (Do dev KATEOEIEAV AUECEG 1) EUUECES EMKIVOVVEG ETUTTAOGELS GTNV EYKVHOCVVY], TNV
avamTuén Tov gUPPvov, GTOV TOKETO 1| OTN UETAYEVVITIKN AvAmTTLE.

H yopriiynon tov sugammadex og £yKveg yovaikeg TPEMEL VoL TPAYUATOTOLEITOL e 1010iTEPT] TPOSOYN.

Oniacuog
Agv gival yvooto ov To sugammadex omekkpivetol 610 avOpomivo pntpikd yoia. Mekéteg o (oo

&yovv deitel amékkpion tov sugammadex 610 UNTPKO yaAa. I'evikd, | amd oTOUATOC amoppdPoN
TOV KUKAOSEETPIVAOV givarl YaunAn Kot dev avapévetol enidpacn oto OnAdlov Bpéeog petd amnd
gpamaé 06om oty nralovcsa untépa. [pénetl va amopaciotel edv Oa drakomel o Oniacpog 1 Oa
dwokonei/Ba amopevydei 1 Bepaneia pe sugammadex, Aopfdvovtag vdyn 1o 6eerog Tov OnAacov
vl To Tondi Ko 1o 6Per0g TG Bepameiag yia tn yvvaika.

8



Tovipdtta
Agv &ovv diepevvnBel o1 emidpacelg Tov sugammadex otny avOpdnivn yovipdtnta. Meléteg o (do

v TNV a&loAdyNnon TG YOVILOTNTOG OgV amokaAvmTovy emProfeic emdpdaoelc.
4.7 Emopacels 6ty tkaveotnTo 001 YN6NS KOl YEPIGROV P aVI|LATOV

To Sugammadex Adroiq dev €yel Kapio Voot ENIOPACT OTNV IKOVOTNTO 00N YNONG Kol YEPIGHOD
UNYOVTLATOV.

4.8 AvemOoOunTEg EVEPYELES

epiinyn tov Tpoeil acedielag

To Sugammadex Adroiq yopnysgiton TOVTOXPOVA LE TAPAYOVTES VEVPOUVTKOD ATOKAEIGUOD KO
avarsOnTikd og yeipovpykovs acbeveic. H artiodoyia tav avemBountov copufdaviov eivol cuvenmg
d0oKoAO Vo ekTiunBel. Ot avemBOUNTEG EVEPYELEG TTOV AVUPEPONKAY TTLO CLYVA GE YELPOVPYIKOVG
aocBeveic Ntav Priyoc, emmAokég agpaymymv Aoy avaistneiog, emmAokég avolcOnoiag vdtaon
0epumEVTIKAOV XEPIGUOV Kol EMTAOKN BgpamenTIKOV YepIop®dv (Zvyvég (= 1/100 émg < 1/10)).

H acpdAeia tov sugammadex £xet a&loloynOei o 3.519 povadikd dropa pécw pog de&apevig pdong
dedopévav acpareiog paoemv I-II1. Ot axdAovleg avembBOunTeg avTdpdoelc avapépbnkay ce
OOKIUEG EAEYYOUEVEG LLE EIKOVIKO PAPUAKO OTTOV Ta dTopd EA0Pav avarlchnoio Kaun TopayovTeg
vevpopikov amokielspov (1.078 ekbBéoeig atopwy og sugammadex évavtt 544 6 1KOVIKO QAPLLAKO).

Ot avemBOpunteg evépyeleg mapatifevior Tapakdtm ové katnyopio/opyavikd cvotpa (SOC) kot
oUYVOTNTA, Ol OVETIOOUNTEG EVEPYELES LLE T LEYOADTEPT] GUYVOTITO OVOPEPOVTOL TPMTEG, LE TNV
akolovdn popon: I1odv ovyvéc (= 1/10), ovyvég (= 1/100 éwgs < 1/10), 6yt ovyves (= 1/1 000

éwg < 1/100), oravies (= 1/10 000 éwg < 1/1 000), modv oravieg (< 1/10 000). Evtog kdbe opddog
oLYVOTNTOGC, O avemBVUNTES evEpPYELes Tapovatdlovtal pe oepd pbivovoag cofapdtnrtag.

Hivakoeg 2: Kataioyog avemOOUNTOV aVIIOPACEDY GE HOPPT] TIVOKA

Koatnyopia/opyavikd cootnuo 2oyvoTtnteg AvemBountec avtidpacelg
(ITpoTtiucdpevor 6pot)
Awtapoyés Tov avosorom kol | Oyt cvyvég AvTtidpaoelg vrepevarctnoiog
GLOTHLOTOGC 010 Pappoko (PA.
Tapaypago 4.4)
Alotapoy€c TOV OVOTVELGTIKOD | XUyVEC Byog

GLOTHIOTOC,TOV OdpaKa Kot
oL PeEGOHWPAKIOD

Koakdoeig, dnAnmnpidoeig kot 2oyvEc Emmhoxéc agpaymydv Loy
eMmAOKEG OEPOUTEVTIKOV avaisOnoiog
YEPIoUDV

Emumioxn avarsOnociog (BA.
Tapaypago 4.4)

Yndtaon Oepoameutikmv
YEPLOUADV

Emumhoxn Bepaneutikdv
YEPIGUOV




TIeprypaen emAeypuévov aveml@OunTov avidpacemy

Avudpdogic vrepevouncdnaioc oo pdpuako

Avtidpaoelg vrepevaictnaciog, copmeptiopfavopévng g avoaeviagiog, £xovv epeavicdel e
opopévoug acbeveig kot eBehovtéc (Yo TAnpoeopieg oxetikd pe Toug eBehovtég, PA. [TAnpopopieg
GYETIKA L TOVC VY1ELG €0EAOVTEC TAPUKAT®). XTIC KAMVIKEG SOKIUEG GE YEPOVPYIKOVE 0e0eVEIC aVTEC
01 OVTIOPACELS avaPEPOMKAY OYL GUYVE Kol GTIG AVOPOPES LETO TNV KUKAOQOPIo 1] cuyvOTNTA Elvar Un
YVOOTY.

AVTEC 01 aVTIOPAGELS TOIKIAQY OO LEPOVOUEVEG OEPLLOTIKES OVTIOPACELS £ GOPAPEG CVOTNUATIKEG
avtdpdoelc (. avaeviogio, avaguiaktikn katamAnéin) kot éxovv eppavicbei oe acbeveig ympic
mpornyovuevn £kbeon oto sugammadex.

Ta copntopate Tov oyeTilovral fe aVTég TG avTdpAcelg umopel vo tepthapufdvouv: £ay, Kvidmon,
gpuONuoTdde eEdvOn L, (coPapn) veoTaoT, TayvKaPdia, S10YK®ON NG YADGSWS, S1OYKMGT TOV
QapLYYW, PPOYXOOTOGUOG KOL TVEVHOVIKG, 0TOo@POKTIKA cLpPdpata. Ot coPapég avtidpacelg
vrepevatcnoiog pmopei va gival potpoies.

Xe avapopég LETA TNV KukAo@opia, £xel mopatnpndel vrepevaictncia yio To sugammadex KaBdC Kot
Y10 T0 oOUTAOKO sugammadex-poKovpoviov.

Emrlokn agpaywyov Adyw avaiotnoiog

O1 emmMAOKEG aEPOYDYDV AOY® avousOnciog TeptAdufovay G0 GTOV EVOOTPAYEINKO COANVA, P,
Nmo dApa, avtidpacn S€yepong KaTA TNV JIEPKELD TOV XEWPOVPYEIOD, Pxa Katd TV avansOntikn
dwodtkaoio 1 KaTd TNV S1GPKELN TOV XEPOVPYELOL, 1| OYETILOUEVT [E TNV avoloONTIKY Sadikacio
avBopUN TN avoTvon Tov acBevouc.

Emirloxn avoicOnoiac

Emumhokég g avaicinoiag, eVOSIKTIKMOV TNG EXAVAPOPAS TG VEVPOLVIKNG AELTOVPYING,
TeEPLOUPAVOLY TNV KivioT €VOG GKPOL 1) TOL COUATOG 1 PX0 KATA TN SLAPKELR TG AVOIeONTIKNG
dradtkaciog 1 KOTA TN SIGPKELD TNG YELPOVPYIKNG EXEUPACTS, LOPPAGHOL 1} AVapPPOPNOT| TOV
EVOOTPOYELNKOV cOANVA (PBA. Tapdypapo 4.4).

Eminlokn Gepomevtikwv yeipioumv
O emmAokég Bepamevticod ¥epiopov teptldapfavay Prya, tayvkopdia, Bpadvkapdio, KvnTikdTnTH
KoL avENGT 61OV Kapdtakd puopd.

Evrovy Bpadvrapdio

Metd v KukAoopia, Exovv mapatnpndel LEPOVOUEVES TEPITTOGELS £vTovng Bpadukapding Kot
Bpadvkapdiog e KapSLoKT ovVaKomy, EVTOC AETT®V UETE TN yopnynon sugammadex (BA.
Tapdypopo 4.4).

Eraveupadvian tov vevpouvikod amorleiopov

e KAMviKéG peréteg og dtopa mov EAafav pokovpovio 1 fekovpdvio, 6oL To sugammadex
YOpNYNONKE XPNOILOTOIDOVTOG Ha dOGT CNUAGUEVT] Yo TO PAB0g TOV VEVPOUVLIKOD OTOKAEIGLOD
(N=2.022), pia enintmon g téd&ns tov 0,20% mapoatnprnke yio TNV ETAVELEAVICT] TOV VEVPOUVTKOD
OTOKAEIGHOV Ue PAom TNV vevpouvikh Tapakorlovdnon 1 ta KAvikd ctoyeio (PA. mapdypoapo 4.4).

[npogopiec oyetixa ue tovc vyieic eBsloviéc

e U0 TUYOOTOMUEVT], SITAG TVPEAN LEAETN JlEPELVNONKE 1| EMATOON TOV AVTIOPUCEDV
vrepevarcnciog 6To PAppoKo, o vYiElg e0eAOVTEC 6TOVG 0TOioVE dOONKAV £mG 3 HOCELG EIKOVIKOV
oappaxov (N=76), 4 mg/kg sugammadex (N=151) 1} 16 mg/kg sugammadex (N=148). Ot avapopég
yio voyio vepevacOnciag vToPANON KAV ce pia emttpont| Yo TVEAN agloldynon. H erintwon g
a&oloyodpevng vrepgvoictneciog frav 1,3%, 6,6% kot 9,5% yia 10 1KoVIKO QAPLLOKO, Y10 TIC OLAOES
4 mg/kg sugammadex kot 16 mg/kg sugammadex, avtiotorya. Agv vaipEay avaeopég avaguiagiog
Y10 TO EKOVIKO Qdppoko 1 yio o sugammadex 4 mg/kg. Yanpée pio pepovouévn tepintmon
a&lohoyovuevnc avaguiaéiog pHetd v tpdn d6on sugammadex 16 mg/kg. (exintwon 0,7%). Agv
vmp&e Kavéva oToyeio av&avopevng cuyvotntag 1 cofapdtntag vrepevalcnciog pe
emovaiapPovopeveg d6celc sugammadex. Ze ol TPONYOOUEVT] LEAETY] LE TTAPOLOLO CYESAGUO,
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vmp&av 3 a&oroyobueveg mepimtdocelg avapuiaéiog, Oheg petd amd 16 mg/kg sugammadex
(emintwon 2,0%).

e wa de&apevn Pacng dedopévav @dong I, or Avembounteg Evépyetec (AE) mov avagépbnkay mg
ovyvéc (= 1/100 g < 1/10) 1§ oA cuyvég (> 1/10) kot o GuyVES OVAUESH GE ATOUO TOV EAPaV
sugammadex o€ oy£omn LE TV OpAd. TOV EIKOVIKOV QAPHAKOV, Teptiapupdvovy dvoyevsia (10,1%),
Kkepaiadyia (6,7%), vavtia (5.6%), kvidwon (1,7%), kwnopo (1,7%), Ladin (1.6%), éueto (1,2%) kot
Kowtakd dyog (1.0%).

TlpooBctec mAnpogopisc yia g1dikoic mAnbovouoidc

Aobeveig ue mvevuovorabeio,

e dedopéva PLETA TNV KUKAOPOPI KO GE [0l AITOKAEIGTIKT KAWVIKY] SOKIUN o€ aoBeveis [ie 10TOPIKO
TVEVLOVOLOYIK®V EMTAOKOV, avapépinke fpoyy0onaciog o¢ o mbavov cuoyetilopevn
avemBountn evépyeta. Ommg kot pe OAOVG TOVG 0GOEVEIS [IE 1IGTOPIKO TVELLOVOAOYIK®DY ETUTAOK®V, O
YTpOGg TPEMEL VO EIvVOL EVIEPOG Yo TNV TV ELPEVIoN BpoyyOCTOCLOV.

Hodrorpixog minBoouog

e pehéteg pe modtoTpikovg acbeveic nAkiog 2 éoc 17 etdv, 10 TpoPil acpareiag Tov sugammadex
(¢m¢ 4 mg/kg) NTav YEVIKA TOPOUOLO LE TO TPOPIA TOV TOPUTNPHONKE GTOVE EVIAIKEG.

TlaBoloyixa moydoopror aobeveig

Xe o KAVIKN PLeAET amoKAEIoTIKA oe aoBeveic e TaBoAoyiKn ToyvoapKia, To TPOEiA acpaieiog
NTOV YEVIKG TOPOUOL0 [E TO TPOPIA 6€ evilikesg aobevelg oe cuykevipopéveg pekéteg Oaong 1 wg 3
(PA. mivoka 2).

Adobeveic ue oofopn cvoornuotikng voeo

e o dokiun og acBeveic mov agloroyndnkav wg Katnyopia xotdraéng 3 1 4 cdppwva pe tnv
Apepavikn Etapeio AvarsOnocioloyov (ASA) (acBeveig pe cofapn cvotnuatikny voco 1 acbeveic
e coPopn CLOTNLATIKY VOGO OV OTOTEAEL dtapKN amethn Yo T Cwn), T0 TPoPiA avembopuntwv
EVEPYELDV G€ aVTOVC Tovg aoBeveic Katnyopiag 3 kot 4 copugpmva e v Apepikavikn Etapeio
AvaicsOnoiordymv (ASA) ftav yevikd TopOLolo Le aVTO TOV EVIMK®V 060EVDOVY GE GUYKEVTPMTIKES
peréteg daonc 1 €wg 3 (PA. mivaka 2 kot wapdypoeo 5.1).

Avapopd mhavoAoyovueveov ovemfounTev eveEPYELOV

H avaeopd mBovoroyoduevmy avemiBount®y evepyelmy LT amd T Yopnyn o adetog Kukhopopiog
TOV QUPUAKELTIKOD TPOidVTOG eivan onpavtiky. Emitpénet  cuveyn mapakolobnen g oxéong
0PEALOVG-KIVODVOL TOV PUPHOKEVTIKOD TPOIOVTOC. ZNTEITAL 0O TOVG EXAYYEALATIEG VYELNG VO
avVaQEPOVY OTOLEGONTOTE THAVOAOYOVIEVEC OVETIOVUNTEG EVEPYELEG LEGM TOL £0VIKOD GLGTNLATOG
ovapopdg Tov avaypdeetot oto [Hopdptua V.

4.9 Ynepdoooloyia

e Khvikég pedéteg, avapépbnke 1 mepintmon tuyaiog vrepdocoroyiag pe 40 mg/kg, yopic kamoieg
ONUOVTIKEG OVETOVUNTES AVTIOPACELS. X€ [0, LEAETN YidL TNV ovoyn oTov avBpwno, To sugammadex
yopnynonke oe 60c¢e1c £wg 96 mg/kg. Aev avapépOnioyv docoeEapT®UEVES AVETIOVUNTEG EVEPYELEG
oVte coPapéc avemBOUNTEG EVEPYELEC.

To sugammadex pmopei va amopakpuvOel pe aiptodtoiion pe eiltpo vynAng pong, 0AAG Oyt pe iltpo
YOUNANG ponG. BAGEL KAIVIKOV LEAETMV, Ol GLUYKEVIPAOGELS TOV sugammadex 6To TAAGUA LEWDVOVTaL
Kot £0¢ kot 70% petd and opokdbapon ddprelag 3 £mg 6 ®pdV.
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5. GOAPMAKOAOI'IKEX IAIOTHTEX

5.1 ®@oppokodvvopIKES 1O10TNTES

Doppokobepanentikn Katnyopio: OAa ta Aourd Oepamevtikd Tpoidva, ovtidota, kKmduog ATC:

VO03AB35

Mnyovicuoc dpdong:

To sugammadex givot pio Tpomomotpévn yaupo KukAodeEtpivn, n oroia sivor £vag EKAEKTIKOG
TOPAYOVTOG OEGUEVGTC LLOYOAUPOTIKGV (selective relaxant binding agent). Zynuotilel évo cOumTAoko
L€ TOVG TTOPAYOVTEG VEVPOUVTKOD OTOKAEIGHOD, TO POKOVPOVIO 1) TO PEKOVPOVIO, GTO TAAGILO, KOl LE
TOV TPOTO OVTO PELDVEL TNV TOGOTNTO, TOV TOPAYOVTO VEVPOUVTKOD OTOKAEIGHOD, OV dtaTifeTan yio
Vo 0EGLEVCEL TOVE VIKOTIVIKOVS VTTOSOYEIG TNV VEVPOULIKTY cvvayN. AVTO 00NYeEl 0TV OVOGTPOON
TOV VEVPOLVTKOD OTOKAEIGHOD TTOL £)El TPoKANOEl amd TO pokovpoVIo 1 TO feKovpoVIO.

Dopuokodvvoukéc ETOPAoeLs:

To sugammadex &yet yopnynOei og d6ce1g Kpavoueveg omd 0,5 mg/kg £wc 16 mg/kg oe peréteg
OVTOTOKPIOTG OTN 00T O€ ENOYOLUEVO OO TO POKOVPOVIO AToKAEIGHO, (0,6, 0,9, 1,0 kot 1,2 mg/kg
Bpoiovyov pokovpdviov e Kot ¥mpic 00GEIC GLVTIPNONG) KoL G€ EMAYOLEVO Ao TO PEKOVPIVIO
amokAeopo (0,1 mg/kg Bpopovyov Pekovpoviov pe 1 yopig SOGEIC GLVTHPNOTG) GE dAPOPETIKA
YPOVIKA onpeio/BaOn amokAeiopon. XTig HeAETEG aVTEG TOPATPHONKE GaPNg GYECT dOGNC-

ondkplong.

KAwvikn omoteAeGUOTIKOTITO KOl 0GQAAELD,

To sugammadex pmopei va yopnyeitotl 6€ S1ApOpa YPOVIKA SIUCTHUATO PLETE OO TNV XOPNYNOT| TOV
POKOVPOVIOL 1} TOV Bpoptodyov Pexovpoviov:

Anln ovoaotpopi— Labic vevpouvikoc amokAgiouoc

e o KEVTPIKN UEAETN, Ot acBeveic TuyaomomOnKay oTNV Opdde TOL POKOVPAVIO 1] TOV
Bexovpdviov. Metd amd v terevtaia 066 ToV poKovVPOVIOL 1 ToL Bekovpdviov, og 1-2 PTCs,
yopnynonkav 4 mg/kg tov sugammadex 1| 70 meg/kg veootiypivng pe toyaio ogpd. O xpodvog omd v
évapén g yopnynong Tov sugammadex 1 TNG VEOOSTIYLIVIG £0G TNV aviktnon Tov Adyov T4/Ti otnv

TR 0,9 rav:

Mivaxkag 3: Xpovog (Aemtd) amd Tnv yopnynon tov sugammadex 1] TG veosTiypivng o€ fadd
vevpopviké amokietopné (1-2 PTCs) peta amé yopriiynon pokovpdéviov 1 fekovpdéviov ¢ v
avaxktnon Tov Adyov T4/ T; oty Tipun 0,9

ITapdyovrtag vevpopvikon

OepameEVTIKO GYNLLOL

OMOKAEIGHOV Sugammadex (4 mg/kg) Neootyuivn (70 meg/kg)
Pokovpdvio

N 37 37

Aldpecog ypoévog (Aentd) 2,7 49,0

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

Bekovpovio

N 47 36

Aldpecog ypévog (Aentd) 3,3 49,9

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

Anl ovooTpo@n — UETPIOC VEDPOUDIKOC OTOKAEIOUOC

et GAAN KEVTIPIKN UEAETN, Ol aoBeveic TUYAOTOON KAV GTNV OHAdO POKOVPOVIOV 1] TOV
Bexovpdviov. Metd TV teAevTaio YOp1YNoN POKOVPAVIOL 1| TOV BEKOVPOVIOV, LE TNV EMAVEUPAVION
tov Ty, yopnynOnkav 2 mg/kg sugammadex 1} 50 mcg/kg veootiypivng pe toyaia ogpd. O ypdvog amod
v €vapén g xopnynong Tov sugammadex 1 TG VEOSTIYIIVNG £¢ TNV avdkton Tov Aoyov T4/T;

otnv i 0,9 frav:
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Mivaxag 4: Xpovog (Aentd) amd Tnv yopnynon tov sugammadex 1] TG VEOGTLYRIVIIG KATA TV
enavep@avion tov Tz petd amé yopnynon pokovpéviov 1| fekovpoviov £®S TV AVAKTNGT TOV

Adyov T4/T otnv Tipn 0,9

ITapdyovrtag vevpopvikon

OepameVTIKO GYNLLOL

OMOKAEIGHOV Sugammadex (2 mg/kg) Neootryuivn (50 meg/kg)
Pokovpdvio

N 48 48

Aldpecog ypoévog (Aentd) 1,4 17,6

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

Bekovpovio

N 48 45

Aldpecog xpovog (Aentd) 2,1 18,9

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

H avaotpoen Tov vevpouvikod omokAEIGHOD TOV TPOKANONKE 0d To poKoVPOVIO e TO sugammadex
GLYKPIONKE LE TNV AVOGTPOPT| TOV VELPOUDTKOD ATOKAEIGUOD TTOL TPOKANONKE Ao TO CisS-0TPaKoVPLO
HE TN veooTiypuivn. Me v emovepeavion tov Tz yopnyndnke d6on 2 mg/kg sugammadex 1 50 meg/kg
veoatiyuivng. To sugammadex mapeiye TodTEPT OVAGTPOPT TOL VEVPOUVIKOD OTTOKAEIGUOV TOV
TPOKANONKE 0O TO POKOVPOVIO GE GUYKPIOT] LE TIV OVOGTPOPT] TOL VELPOUVIKOD QITOKAEIGLOD TOV
TPOKANOMKE A TO CiS-0TPOKOVPLO LE TN VEOSTIYUIVN:

Mivaxkaeg S: Xpovog (Aemtd) amd T yopnynon tov sugammadex 1] TNG VEOSTIYNIVIG KOTA TNV
gnavep@avion tov Tz petd amé yopniynon pokovpdéviov 1 cis-aTpakKoHpLov £MS TV AVAKTNGT] TOV

Aéyov T4/Ti oty Tipun 0,9

ITapdyovrtag vevpopvikon

OepameVTIKO TYNLLOL

OMOKAEIGHOV Pokovpdvio ko sugammadex Cis-atpaKovplo Kot VEOSTIyUiv
(2 mg/kg) (50 meg/kg)

N 34 39

Avdpecog ypovog (Aentd) 1,9 7,2

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

[0 dueon ovaotpoon

O ypbdvog £mg TV avéynyr omd VELPOLLIKO OTOKAEIGUO TOV TPOKANONKE ATd GOVKKIVOAOYOAIVY
(1 mg/kg) cvykpidnke pe v avavnyn pe to sugammadex (16 mg/kg, 3 Aemtd apyodtepa) omd
VEVPOUVTKO aTOKAEIGUO TTOV TPOKANONKE amd pokovpodvio (1,2 mg/kg).

Mivaxkag 6: Xpovog (Aentd) amd Ty yopnynon pokovpoviov Kol sugammadex 1)
GOVKKLVVA0YOAIVIC £m¢ TNV avdktnon Tov T 10 %

ITapdyovtag vevpopvikon

OepamenTIKO GYNLOL

OTOKAEIG OV Pokovpodvio kot sugammadex 20UKKIVOAOYOALVY
(16 mg/kg) (1 mg/kg)

N 55 55

Aldpecog ypovog (Aemtd) 42 7,1

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

Y& GLYKEVTPMTIKN avdAvon avapépdniay ot akdiovBot ypdvol avavnyng yio 16 mg/kg
sugammadex petd anod 1,2 mg/kg Bpopiovyov pokovpdviov:

IMivaxkag 7: Xpovog (hentd) amd tnv yopfynon Tov sugammadex 6& 3 Lentd peTd T0 PpOKOVPOHVIO
£0¢ TNV avaktion tov Adéyov T4/ T, otnv Tip 0,9, 0,8 1 0,7

T4/T1 oTO 0,9 T4/T1 oTO 0,8 T4/T1 oTO 0,7
N 65 65 65
Aldpecog 1,5 1,3 1,1
1pOVoC (AemTd)
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T4/T1 610 0,9 T4/T; 610 0,8 T4/T; 610 0,7

Edpog 0,5-14,3 0,5-6,2 0,5-3,3

Neoppikn dvolertovpyio

e 800 PEAETEG aVOLYTNG ONLOVOTG £YIVE CUYKPIOT) TNG ATOTEAEGLOTIKOTITOG KOL TNG OCOAAELNG TOL
sugammadex g yelpovpykovg acheveis pe kot yopig cofapn veppikn duciettovpyia. Xe pio peké,
To sugammadex yopnynonke petd amd amoKAEIGUO TOV TPOKAONKE amd poKovpdvio, og 1-2
uetatetavikég petpnoelg (PTC) (4 mg/kg, N=68). Ztnv dAin perérn, to sugammadex yopnyndnke
petd v emavepeavion tov Ta (2 mg/kg, N=30). H avévnyn and tov amokieiopd NTov HeTping
HEYOADTEPNC O1aPKELOG Yo TOVE 0oOeVEIC [Le coPapr| VEQPIKT SVGAEITOVPYIN GUYKPITIKA LLE TOVG
acfeveic yopic veppikn dvoiertovpyia. Aev ovapépOnke VITOAETOUEVOG 1 ETOVEUPAVILOUEVOG
VEVPOUVTKOG OTOKAEIGHOG GE 0oOEVEIS |1 GOPapT VEQPIKT OLGAELTOVPYIN GE AVTEC TIG MEAETEC.

HoBoloyixa mayboopior aobBeveic

Mio perét 188 acBevdv ot 0moiot dayvdeTNKoY ¢ TaHOAOYIKA TayVGAPKOL SIEPEVVNGE TO XPOVO
avévnyng amd péTplo 1 fabv veupopnikd amokAEIoUO TOL TPOKOAEITAL IO TO POKOVPOVIO 1) TO
Bexovpdvio. Ot acbeveig éafav 2 mg/kg | 4 mg/kg sugammadex, avaAioya L TO eninedo
OTOKAEIGHOD, OOGOAOYOVEVO GOUPMOVO, EITE LUE TO TPAYLOTIKO COUUTIKO PApOg EITE LE TO 1O0VIKO
ocOUATIKO BApog pe TuY0i0, SUTAL TVPAO TPOTTO. ZVYKEVIPMTIKA KATA PKOg Tov BdOovg Tov
OTOKAEIGHOD KOl TOV VELPOLVTKOD TOPEyoVTa ATOKAEIGHOD, O HEGOG XPOVOG avAvIyng Tov train-of-
four (TOF) Xoyov > 0.9 o€ acBeveic mov giyav S060AloyNBel GOLE®VO LLE TO TPAYHOTIKO COUATIKO
Bapoc (1,8 Aemtd) Ntav otatiotikd onpoavtikd toydtepn (p < 0.0001) oe cuykpion pe Tovg acbeveig
mov giyav docoroynei cOpE®va pe To 1WaviKd copatiko Bapog (3,3 Aentd).

Taidrazpikog ninBoouog

Mo perétn 288 acBevav niikiog 2 £wg < 17 eTmdv dlepebivnee TNV ACOALELN KOL TNV
OTOTEAECHATIKOTNTO TOV sugammadeX £VOVTL TG VEOSTIYUIVIIG ™G TapAyovVTo, AvaGTPOPNG TOV
VEVPOUVTKOV UTOKAEIGHOD TTOL TPOKANONKE 0d pokovpdvio 1 Pekovpovio. H avavnym amd pétplo
amokAelopo oe train-of-four (TOF) Adyov > 0.9 fitav onpavtikd taydtepn otnv opddo sugammadex
2 mg/kg o€ cOyKpLoN e TNV OUAOA VEOOTLYLIVIG (YemUETPKOG nécog 1,6 Aemtd yio sugammadex

2 mg/kg a1 7,5 Aentd yuo veooTiypivn, avaioyia yeopetpikav péowv 0,22, 95 % CI (0,16, 0,32),
(p<0.0001)). To sugammadex 4 mg/kg katopOmce avasTpoPn and Pabl ATOKAEIGUO UE YEDUETPIKO
péco 2,0 AenTdv, TOpOLUOL0 LE TO AMTOTEAEGLOTO TOV Tapa TP ONKaY o8 eviAikeg. AVTEG o1
eMOPACELC NTAV SVUPATEG Y10 OAES TIG NAIKIOKEG OLAdES TTOV pehetONKay (2 €mg < 6, 6 émg < 12, 12
¢wc < 17 etddv) Ko Y100 To poKovpoOvIo Ko yio To fekovpdvio (BA. Tapdypago 4.2).

Acbeveic ue oofopin cvonuotiky véco

Muo, peré 331 acBevav mov a&loroynOnkay og Katnyopioag 3 1 4 cdup@va pe v AUepikavikn
Etapeio AvaisOncioldymv (ASA) diepedvnoe TNV ERXIMTOOT OVOTTUGGOUEV®V OO TNV Oy®YN
appubmv (eAefoxoupikn Ppadvkapdia, prePokoufikn tayvkapdia 1 GAAES KapdlaKkéG appLOUieS)
UetTd tn yopnynon tov sugammadex.

Y& aoBeveic mov éhafav sugammadex (2 mg/kg, 4 mg/kg, 1 16 mg/kg), n enintwon tov
OVOTTUGCOUEVAOV OO TNV 0y®yn appuluidv ftav yevikd Tapdpota pe tn veootiypivn (50 pg/kg émg 5
mg péytotn 06on) + yAvkomvpordn (10 pg/kg émg 1 mg péyiotn 66on). To Tpogid avemBounTmv
gvepyelmv otovg acbeveic ASA Katnyopiog 3 kot 4 rav yevikd TopopHolo [e ovtd Tov EVIAMK®V
aofevav oe cvykevtpoTikég peréteg ®aong 1 émg 3 emopévag dev amatteitor pvduion g 66ong (BA.
Topaypapo 4.8).

5.2 ®@appokokivTIKES 1WO10TNTEG

Ol QopUAKOKIVITIKEG TOPAUETPOL TOV sugammadex VToAOYIoTNKAY amd TO TEMKO GVVOAD TWV
GLYKEVIPMGEDV TOV OEGUEVUEVOV KOl AOEGUEVTMV GUUTAOK®V Tov sugammadex. Ot
(QOPLOKOKIVITIKEG TAPAUETPOL OTMG 1] KAOapo™ Kol 0 GYKOG Katavoung Bempovvtal va eivat idieg yia
T, AOEGLEVTO KO TO, OEGUEVUEV GOUTAOKN TOV sugammadex otovg acbeveig mov £yovv vToPAndei oe
avoloOnoia.
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Katavoun
O TopatnpovEVOC OYKOG KOTOVOUNG oTafepomompévng KaTdoTaong Tov sugammadex eivatl Tepimov

11 éwg 14 Altpa og eviiMkeg aoOeVEIS L PUOIO0AOYIKT VEQPPIKN Asttovpyia (Bacel copfotiknig, pn
SLOUEPIOUATIKNG POPUAKOKIVIITIKNG avaAvorg). Ovte To sugammadex o0Te ToO GOUTAOKO TOV
sugammadex Kol ToL PpoKOVPOVIOL JEGUEVETAL OTIS TPMTEIVEG TOV TAACUATOG 1] 6T EpLOpoKVTTAPA,
OTMG TOPUTNPNONKE in Vitro YPNOYLOTOLDVTOC avOpmdTIvo TAdoU avopa Kot TANpeS aipa. To
sugammadex gpeaviletl YPoUUIKES KIVNTIKES 1010TNTEG 6TO 00G0A0Y1KO €0pog amd 1 éwc 16 mg/kg
otav yopnyeital og evéoeAéPia (IV) doom epddov.

Blopetaoymuatiopdc
e TPOKMVIKEG Kol KMVIKEG PeAETES, dev mapatnphOniay petafoAriteg Tov sugammadex kot 1
LOVOSIKT] 000G amooANg TOV AUETAPANTOL TPOIOVTOG NTOV PHEGH VEPPIKT OTEKKPIOTG.

Amofoin

e eviAikeg avalsOnromompévoug acheveis e LGIOAOYIKN VEPPIKT Agttovpyia, 0 XpOVOS NUIGELNG
Cong (ti2) ¢ amofoing Tov sugammadex gival TEPITOL 2 MdPEC KOL 1) EKTILMOUEVT] KABapon

T douatog ivat epimov 88 ml/min. Mo peiétn woppomiog palag €dei&e 6tL > 90% g dooMg
amekkpifnke evioc 24 wpav. To 96% tng 660G anekkpibnke ota 0vpa , and Ta omoia T0 95%
TOLAGYLOTOV LITopovGE Vo arodobel o apetdpfAnto sugammadex. H anékkpion pé€ow Tov KOTpavmv
M TOL eKTTVEOUEVOL aépa Tav Katw amd to 0,02% g 66ong. H yopnynon tov sugammadex og vyigic
e0elovtég 00NN oE 08 ALENUEVN VEPPIKT OTOUAKPLVGT] TOV POKOLPOVIOV UE TN LOPPT] CUUTAOKOV.

Eidixoi wAnBoouoi

Negpixn dvoiertovpyio kot nlikio.

X€ Lo QOPUOKOKIVITIKT LEAETN OOV £Y1vE GUYKPIOT AoOEVDV [Le cOoBapT| VEQPPIKT SOVGAELITOLPYIN. LE
000eVelc [Le PUOIOAOYIKT VEPPIKT AEITOVPYia, TO ETimEdD TOL sugammadeX 6To TAAGHLO ToV
TOPOUOLN KATA TN SEPKELD TNG TPATNG DPUG LETE TN YOPNYNoN TG 600NG KOl LETETELTA TO EMATESA
pewmdniay taydtepa 6TV opada eAéyyov. H olikn| éxBeon oto sugammadex ftov TopateTtapévn,
oonyavtag o 17 popéc vynAotepn £kbeon twv acbevov pe cofapn veppikn dvcieitovpyio. XaunAég
OLYKEVTPMGELS sugammadex eival aviyveDGIUES Y10 TOVAYIGTOV 48 MPEG LETA TN OPTYNOT TG dOGNS
o€ aobeveig pue cofapn veppikn avemdpkeLa.

e o denTePN HEAETN OOV €ytve GUYKPLOT G€ ATOUA e LETPLO. 1] GOPapn) VEQPIKT SuCAELTOVPYIN LE
ATOMO LLE PLGLOAOYIKY] VEQPIKT AglTovpyia, 1 kdBapor tov sugammadex oTadlokd petddnke Kot o
xPOVOG Muicelag Cong tiz oTadlokd Tapatddnke pe ) peimon g veepikng Aettovpyiag. H éxbeon
nrav 2 eopég Kot 5 popég vYNAOTEPT € ATO [LE LETPLO Kl oPapr| VEQPIKT] SuGAELTOLPYId,
avtiotorya. O cvYKeVTPMOGELS TOL sugammadex dev NTav TAEOV aVIXVEDGILEG TAV® 0mtd 7 MUEPEG UETA
TN YOPNYNON NG 600TG GE GTOWN e GOPOPN VEPPIKT AVETAPKELD.

MMivakag 8: [epiinyn TOV QUPUIKOKIVITIKOV TOPUPETPOV TOV sugammadex ovd nlkio Kot
VEQPIKY] AEITOVPYIQ TAPOVOLALETAL TAPOUKATO:

Emieypévo yopaxtnprotikd a60svoic Méoeg TPOPLETONEVES QUPUOKOKIVITIKES
noapaperpol (CV*%
Anpoypoaeikd Neppikn Aettovpyia Kabapon Oyxog Xpovog
oTotyEla (ml/min) KOTOVOUNG OTN nuicelog
HAwia KkéBapon KpeaTIvivng otaBeporomuévn | Long (hr)
S OUOTIKO (ml/min) katdotaon (1)
Bapog
EviAwoc Dduororoyikn 100 84 (24) 13 2 (22)
40 etcdpv Awtapoypévn 'Hmo 50 47 (25) 14 4 (22)
75 kg Métpa | 30 28 (24) 14 7(23)
YoPapn 10 8 (25) 15 24 (25)
HAuopévog Duoroloyikn 80 70 (24) 13 3 (21)
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75 gtV Awtapoypévn "Hmwa 50 46 (25) 14 4(23)

75 kg Métpo | 30 28 (25) 14 7(23)
YoPBopn 10 8 (25) 15 24 (24)
"EonBog Duororoyikn 95 72 (25) 10 22D
15 etov Awtapoypévn ‘Hmao 48 40 (24) 11 4 (23)
56 kg Métpur | 29 24 (24) 11 6 (24)
ToPapy | 10 7 (25) 11 22 (25)

Méon mtoadwikny | Ducioroyikn
nAia 60 40 (24) 5 2 (22)
9 gtv Awtapoypévn ‘Hma 30 21 (24) 6 4(22)
29 kg Mérpa 18 12 (25) 6 7(24)
ToPapry | 6 3 (26) 6 25 (25)

IIpoym Ddvororoyikn
TOLOTKN NALKio 39 24 (25) 3 2 (22)
4 gtV Awtapoypévn ‘Hmo 19 11 (25) 3 4 (23)
16 kg Mérpa 12 6 (25) 3 7 (24)
ToPapry | 4 2 (25) 3 28 (26)

*CV=cvvteheoTig LETAPANTOTNTOG

Dolo
Agv mapotnpnniay d10popég oG TPog To POAO.

Doin

e wo perétn oe vyteic lamwveg ko Kavkdoiovg, dgv mopatnpnonkoy KAviKe onUavTIKEG S10popEg
OTIS PAPUAKOKIVITIKEG TTopapéTpovg. [leplopiopéva otoryeio dg dEKVOOLV SLOPOPES OTIS
(QOPLOKOKIVITIKEG TOPAUETPOVS GE ATOE TG LAOPNG PLANG 1 08 AQPO-OUEPTKOVODC.

Bépoc ooparog
H avéivon poppokokivntikig TAnfucpod evniikov Kot nAKliopéveov acdevav dev £de1Ee onpIavTIK)
oyéomn Kabapong kal GyKov KoTavoung Le 1o Bépog cmduatog.

Hoyvoopxio

Xe pio KAvikn peAétn og maboloyikd maybooapkovg acheveis, yopnyndnke sugammadex 2 mg/kg kot
4 mg/kg cOUP®VO UE TO TPAYHOTIKO COUOTIKO BApog (n=76) ] COUPOVA [LE TO WOUVIKO COUATIKO
Bapog (n=74). H ékBeon oto sugammadex av&nonke pe 6060-e£apTOUEVO, YPAUUIKO TPOTO UETE, TN
YOPNYNON COLPMOVA LLE TO TPOYLOATIKO GOUATIKO BAPOC 1] TO W0aVIKO coUATIKO Bapoc. Agv
TOPATNPNONKOY KAVIKE ONUOVTIKES S1UPOPEC OTIC POPUUKOKIVITIKEG TAPUUETPOVE LETAED TV
TaHOA0YIKA TOYVCAPKOV achEVAY Kot TOL YEVIKOD TANOLGLOD.

5.3 Ipoxivikd dedopéva Yo TNV 0.6QALELN

Ta pn Khvikd dedopéva dev amokaADTTOLV 1010i{TEPO Kivduvo Yo Tov dvBpmmo pe faon Tig
SLUPATIKEG HEAETEG PUPLAKOAOYIKNG OACPAAELNG, TOEKOTNTOG ETOVAAAUPOVOUEVOV dOCEDV,
YOVOTOEIKOTNTOC, TOEIKOTNTOG GTNV AVATOPAYOYIKY] IKOVOTNTA, TOTIKN avoy 1 cupPatdtnta e To
aipo.

To sugammadex amofdiietor Tay€®s 6TA TPOKAVIKE £(01, TAPOAO TOV VTOAEWNATIKO sugammatex
mopatnPNONKe ot 00TA Kot Ta OGVTIA vEapdV eMUO®V. ITpokAvikéc HEAETEG GE VEUPOVG EVIAIKES KO
mp1povg emipveg £0e1&av OtTL To sugammadex dev EnNPeALEl APVITIKE TO YPMUO TOV SOVIIOV 1} TNV
TOLOTNTA, TNV OOUT KOl TV HeTABoAoUd TV 0otdv. To sugammadex dev €yel enidpaom otnv
eMOIOPOMOT KOTAYLOTOG KO GTIV OVAOLOUOPP®GT TOV 0GTOV.
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6. OAPMAKEYTIKEX TAHPO®OPIEX
6.1 Koatdaroyog ekdoymv

Ydpoyropikd 0&D (yio pvBuion tov pH)
Ydpoéeidto tov vatpiov (yia pvbuion tov pH)
"Yémp yio evéoiua

6.2 AocvupoatétnTeg

AVTO TO PUPUAKEVTIKO TPOTIOV JEV TPETEL VAL OVOLULYVOETOL UE GALD QOPUOKEVTIKA TPOIOVTO EKTOC
OVTOV TOL AVAPEPOVTAL GTNV TaPaypapo 6.6.
‘Exel avapepbet puoikn acvupatotnta e v Pepomapiin, tnyv ovoaveeTpdvn Kot Tn poviTidive).

6.3 Awgpkero Long
3 xpovia

Metd 10 TPMOTO AVOLyLo KoL TV apai®on, 1 ¥NLUK] Kot LGIKT otafepdTnTa Katd Ty ypnon Exovv
tekpnplodei Yo 48 dpeg og 2°C émg 25°C. Amd LikpoPloloyikng amOYE®mS, TO 0POLOUEVO TPOTOV
TPETEL VO Y pnoomoleitarl apécmg. Av dev ypnoiponombel apécmg, ot xpovol pOAAENG KOTA TN XPIoT
Kot 01 cVVONKES TPV amd TNV yp1on opilovrol pe vBvuvr TOL YPNOTH Kol KAVOVIKA OEV TPEMEL VaL Eivarl
peyarvtepot amod 24 dpeg oe 2°C émg 8°C, eKTOG av 1] 0paimoTn EYve 6€ EAEYYOUEVES KoL
EMKVPMUEVEC AONTTTES GLVONKEG.

6.4 Iowitepeg mpo@uAdEels Katd ™) @OLacN TOV TPOIGVTOG

dvAdcoete og Oeppokpacio pkpotepn twv 30°C.

Mnv koTonyOyETE.

DVLAcGETE TO PLOAIDI0 GTO EEMTEPIKO KOLTI Y10 VO TPOCTATEVETOL TG TO PG,

IMoa 115 cvvOnKeg POANENG TOL OPUIOUEVOD PAPUAKELTIKOD TPOIOVTOG, PA. Tapdypapo 6.3.

6.5 @von Kol 6LVETUTIKA TOV TEPLEKTN

2 ml | 5 ml dedvpatog o€ Prodidto omd yvori TOmov I pe TOpaTe ELaGTIKOD YA®POPBOVTLAIOD, LE
KOKKIVO KAADUUO KOKKMOOVG 0AOVUIVIOL TO 0010 PEPEL AYKIGTPO KOl AVTOOTOCTMUEVO TAOLLOL.
Meyéon cvokevocioc: 10 eradidia tov 2 ml 7 10 eroiide tov 5 ml.

Mmopei va unv Kokho@opohv OAEG Ol GUGKEVAGIEG.

6.6 Idwitepeg TpoPLAGEELS aTOppPIYNS KO AALOGS YEIPIGNOG

To Sugammadex Adroiq propet va gvieton oe evOOPAEPLA YpOapLLLY LG 1O1 VIAPYOVCAS £YXVONG LE
Ta akoAovBa evooeAéPia StaAdpata: yAmpovyo vatplo 9 mg/ml (0,9%), yAvkdln 50 mg/ml (5%),
yhoprovyo vatplo 4,5 mg/ml (0,45%) kot yAvkdln 25 mg/ml (2,5%), yoraktiko oidAvpe Ringers,
dulopa Ringers, yAvkoln 50 mg/ml (5%) o€ yAwpiovyo vatpio 9 mg/ml (0,9%).

H ypappn €yyvong Ba mpénet va exmivdel emaprmg (.. pe 0,9% yAwplovyo vatplo) petald g
yopNynong tov Sugammadex Adroiq kot TV GAL®V QOPUOKEVTIKOV TPOIOVIMV.

Xp1on oTov modtatpikd TAnfuoud
IMa madiatpikovg acbeveic o Sugammadex Adroiq pmopel vo apaidveTal pe Ty xpnorn yAoptohyov
vazpiov 9 mg/ml (0,9%) o€ cuykévipwon 10 mg/ml (BA. Tapdypopo 6.3).

Ka0e aypnoiponointo @appokevtiKd tpoidv 1 VTOAELLON TPEMEL VO ATOPPITTETOL COUPOVA LE TIG
KOTO TOTOVS 1GYVOVGEG OYETIKEG OLUTAEELS.
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7. KATOXOX THX AAEIAY. KYKAO®OPIAX
Extrovis EU Kft.

Raktarvarosi Ut 9,

Torokbalint, 2045

Ovyyapio

8. APIOMOZX(OI) AAEIAY. KYKAO®OPIAX

EU/1/23/1733/001
EU/1/23/1733/002

9. HMEPOMHNIA IIPQTHY EI'KPIXHX/ANANEQYHY THX AAEIAX

Huepopnvia tpdng €ykpiong: 26 Maiov 2023

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Aentopepeic mAnpoeopieg o 10 TapdV PAPLOKELTIKO TPoidV eival dtabéoieg oTov dikTvoKd TOTO
tov Evponaikod Opyavicuov Gapudkoyv http://www.ema.europa.eu.

18



ITAPAPTHMA 11

IHAPAXKEYAXTHX YIIEYOYNOX I'TA THN
AIIOAEXMEYXH TQN ITAPTIAQN

OPOI'H IEPIOPIEMOI XXETIKA ME TH AIAOGEXH KAI
TH XPHXH

AAAOI OPOI KAI AITAITHXEIX THX AAEIAX
KYKAO®OPIAX

OPOI'H NEPIOPIEMOI XXETIKA ME THN AX®AAH KAI

ANNIOTEAEZIMATIKH XPHXZH TOY ®PAPMAKEYTIKOY
MPOIONTOX
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A. TIAPAXKEYAXTHX YIIEYOYNOZX I'TA THN AITOAEXMEYXH TQN ITAPTIAQN

Ovopo kat d1evfuven Tov TOPUGKELAGTN TOL £ival LITEVHLVOC Yo TNV ATOSEGUELGT) TOV TOPTIOWY

Pharma Pack Hungary Kift.
Building B, Raktarvarosi Ut 9,
Torokbalint,

2045 Ovyyopia

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

DopUaKELTIKO TPOTOV Y10 TO OTOI0 amatTeiTaL TEPLOPIGEVN TPtk cvvtayr| (BA. ITapaptnua I:
[epiinym tov Xapoktnplotikedv tov [poidvtog, mapdypapog 4.2).

I AAAOI OPOI KAI AITAITHXEIX THX AAEIAY. KYKAO®OPIAYX
. Ex0¢cg1g meprooknig mapakorovdnong g aocedareiag (PSURS)

O1 arontnoets yo v vrofoin towv PSURS yo 1o gv Adym poppaxeutikd mpoidv opilovtot
OTOV KaTAAOYO pe TIC Nuepounvieg avapopds s Evoong (katdroyog EURD) mov mapatifeton
oV Tapdypapo 7, tov apbpov 107y, g odnyiag 2001/83/EK kot kabe emaxdlovdng
EMKAPOTOINONG OTWS ONIOGIEVETAL GTNV EVPOTAIKT SIKTLOKT] TOATN Y10 TO, POPLLOKOL.

A.  OPOI'H HEPIOPIEMOI XXETIKA ME THN AX®AAH KAI AITIOTEAEEMATIKH
XPHXIH TOY ®APMAKEYTIKOY ITPOIONTOX

. Yyé010 orayeiprong Kivovvov (ZAK)

O Kdaroyog Aderag Kvhogopiag (KAK) Ba die€aydyet Tig anatrtodpeves dpaocTnptoTnTes Kot
TAPEUPACELS PAPLOKOETAYPVTVIOTG, OTMG TOPOLGLALovTal 6T0 cuUEmNBEV ZAK mov
napovctdletar oty Evotmnra 1.8.2 g ddstog kukAopopiog kol omolesdmote emakdAovheg
gykekpipéveg avabempnoelg tov TAK.

‘Eva emkaipornompévo XAK Ba npénet va katotedet:

. Metd and aitnpa tov Evponaikod Opyaviopod @oppdkmv,
OmoTedNTOTE TPOTOTOLEITOL TO GVGTNUA SLoYEIPIONG KIVODVOV, EOIKE MG TOTEAEGLOL ANYNG
VE®V TANPOPOPIDOV TOL PTOPOVV VOl EMPEPOVLY GUOVTIKT AAAAYT OT GYECT] 0PEALOVG-KIVODVOL
N ©¢ omOTEAES A TG EMTEVENG EVOG GNUAVTIKOD 0POGTHLOV (PAPLLOKOETOYPVTVOT 1}
gloyrotomoinom Kivdvvov).
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ITAPAPTHMA III

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

EEZEQTEPIKO KOYTI, 10 x 5 ml ¢guoAriowe

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Sugammadex Adroiq 100 mg/ml gvéoipo didAvpa
sugammadex

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

1 ml mepi€yer 100 mg sugammadex (g vatTplovyo sugammadex).
Ka0e proridro tov 5 ml mepiéyet S00 mg sugammadex (g vatplovyo sugammadex).

3. KATAAOI'OX EKAOXQN

Al 6VOTOTIKG: VIPOYA®PIKO 0&V KA/ VOPOEEIdIo Tov vaTpiov (Yia pOBuen Tov pH), Vdwp Yo
EVECLOL.
BA. 10 @OAAO 0N YLDV YPTOTG Y10 TEPUUTEP® TANPOPOPIEC.

4. GOAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Evéowo d1dAvpa
10 proAidw
500 mg/5 ml

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

EvdopAéfia yprion
Mobvo yia epanag ypnon.
AwBdote To UALO 0INYIDV YPNONG TPV AT TN YPY|ON.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI *E OEXH, THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na pvidooetar o€ Béon, v onoia dev PAETOLV Kat dev Tpooeyyilovv Ta TOLdIdL.

| 7. AAAH(EX) EIAIKH(EX) IPOEIAONIOIHEH(EIZ) , EAN EINAI ATIAPAITHTH(EX)

‘ 8. HMEPOMHNIA AHEHX

AHEH
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‘ 9. EIAIKEX XYNOHKEYX OYAAZEHX

dvrdooete og Beprokpacio pkpotepn tov 30°C. Mnv katayvyete. PuAdoceTe TO PLOALd0 6TO
eEMTEPIKO KOVTL Y10 VO, TPOGTOTEVETOL OO TO PG,

10. TAIAITEPEX IPO®YAAZEEIX I'TA THN ATIOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKON IMPOIONTQN 'H TQN
YIHOAEIMMATQN I10Y ITPOEPXONTAI AIIO AYTA, E@OXON AIIAITEITAI

Amoppiyte KGO aypnoiponoinTo dSidAvpa.

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Extrovis EU Kft.
Raktarvarosi Ut 9,
Torokbalint, 2045
Ovyyapia

‘ 12. APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/23/1733/002

‘ 13. APIOMOX ITAPTIAAX

Lot

‘ 14. TENIKH KATATAEH I'lA TH ATAOGEXH

| 15.  OAHTIEX XPHIHE

‘ 16. IAHPO®OPIEX XE BRAILLE

H attioAdynon yo va unv meptinedei n ypoor| Braille sivon amodektn.

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAZX (2D)

A163106T0T0C YPOUU®TOC KOdKag (2D) mov pépet Tov Tepn@Bivto, LovadtkKo avoyVOPLOTIKO KMOKO.

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

PC {ap1Opoc}
SN {apBuog}
NN {ap1Ouog}
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EAAXIXTEX ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

EINIXHMANZXH ®IAAIAIOY, 10 x 5 ml groAiow

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY TPOIONTOX KAI OAOX(OI) XOPHTHZHX

Sugammadex Adroiq100 mg/ml evéoipo ddAvpa
sugammadex
v

‘ 2. TPOIIOX XOPHI'HXHX

|3.  HMEPOMHNIA AHEHZ

EXP

4. APIOMOZX ITAPTIAAX

Lot

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

500 mg/5 ml

6. AAAA XTOIXEIA
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EEZQTEPIKO KOYTI, 10 x 2 ml ¢uoAidwe

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

Sugammadex Adroiq 100 mg/ml gvéoipo didAvpa
sugammadex

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

1 ml mepi€yer 100 mg sugammadex (g vaTplovyo sugammadex).
Ka0e proridro tov 2 ml mepiéyet 200 mg sugammadex (g vatplovyo sugammadex).

3. KATAAOI'OX EKAOXQN

Al 6VOTOTIKA: VIPOYA®PIKO 0EV 3,7% Kaun vopoeidio Tov vatpiov (Yo puOuion tov pH), vVéwp
Y10 EVECTLLAL.
BX. 10 ¢OAAO 0N YDV YPNONG Y10 TEPAUTEP® TANPOPOPIEC.

4. GOAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Evéowo d1dAvpa
10 proAidwo
200 mg/2 ml

5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

EvdopAéfia yprion
Mobvo yia epamnag ypnon.
AwBdote T0 UALO 0INYIDV YPNONG TPV AT TN YPY|ON.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI *E OEXH, THN OIIOIA AEN BAEITIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na pvidooetar o€ Béom, v onoia dev PAETOLV Kat dev mpooeyyilovv Ta TOLdIAL.

| 7. AAAH(EX) EIAIKH(EX) HIPOEIAOTIOIHEH(EIZ), EAN EINAI ATIAPAITHTH(EY)

‘ 8. HMEPOMHNIA AHEHX

AHEH
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‘ 9. EIAIKEX XYNOHKEYX OYAAZEHX

dvrdooete og Beprokpacio pkpotepn tov 30°C. Mnv katayvyete. PDuAdcceTe TO PLaAid0 6TO
eEMTEPIKO KOVTL Y10 VO, TPOGTOTEVETOL OO TO PG,

10. TAIAITEPEX IPO®YAAZEEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKON IMPOIONTQN 'H TQN
YIHOAEIMMATQN I10Y ITPOEPXONTAI AIIO AYTA, E@OXON AITIAITEITAI

Amoppiyte KGO aypnoiponoinTo dSidAvpa.

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Extrovis EU Kft.
Raktarvarosi Ut 9,
Torokbalint, 2045
Ovyyapia

12. APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/23/1733/001

13. APIOMOZX ITAPTIAAX

Lot

‘ 14. TENIKH KATATAZH I'lA TH AIAOGEXH

| 15. OAHTIEX XPHEHY

‘ 16. IAHPO®OPIEX XE BRAILLE

H otrtioAdynon yio va unv mtepiinedei n ypoen Braille sivotl amodekt.

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOYX — AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

A16d100T0TOC YPOUU®TOS KOdKaG (2D) Tov pépet Tov TepAn@BivTa LoVadIKO aVOYVOPLOTIKO KMOKO.

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

PC {apOuoc}
SN {apBpoc}
NN {ap1Ouoc}
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EAAXIXTEX ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

EINNIXHMANXH ®IAAIAIOY, 10 x 2 ml groAiowe

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IIPOIONTOX KAI OAOX(OI) XOPHTHZHX

Sugammadex Adroiq100 mg/ml evéoipo ddAvpa
sugammadex
v

‘ 2. TPOIIOX XOPHI'HXHX

|3.  HMEPOMHNIA AHEHZ

EXP

4. APIOMOZX ITAPTIAAX

Lot

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

200 mg/2 ml

6. AAAA XTOIXEIA
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B. ®YAAO OAHI'TQN XPHXHX

29



®viro ooV ypiong: IIAnpogopiss yro Tov yp1otn

Sugammadex Adroiq 100 mg/ml gvéoipo draivpa
sugammadex

AP aOTE TPOGEKTIKG OAOKANPO TO QVAAO 0ONYLOV PN OGS TPLY 6aS yopnyN el avtd TO
PappoKo, o10TL TEPLAGUPAVEL GNUAVTIKES TANPOPOPIES Y10, GOG.

. DdoraEre avtd TO EUALO 0N YDV YpNonG. Towg ypelaotel va to daPdacete Eavd.
. Edv &yete mepartépm amopiec, pmTAOTE TOV 0VAIGHNGLOAOYO 1) TOV Y1TPO GO,
. Edv mapatnphoete kKamoto avemBOunTn evépyeila, EVIUEPMDGTE TOV avalcONGLOAOY0 Gag 1

GAAoV Ylotpo. Avtd 1oy dEL Kot Yo KaOe Thavn avemBountr vEPYELD TOL OEV OVOPEPETOL GTO
Tapdv EOALO odnyimv ypnone. BA. mapdypago 4.

T epréyel 1o Tapov UALO 00NYLOV

Tt etvan to Sugammadex Adroiq Kot ot €ivai 1 yp1Hom Tov

T mpénet va, yvopilete mpv oag xopnynOei to Sugammadex Adroiq
[T yopnyeiton To Sugammadex Adroiq

[TBavég avemBounteg evépyeteg

IMog va pvidooete to Sugammadex Adroiq

[epreydpeva tng cuokevaGiog Kot AOITES TANPOPOPiEg

SR L=

1. Th givan To Sugammadex Adroiq kot woe givat 1 yprion Tov

T givon To Sugammadex Adroiq

To Sugammadex Adroiq mepi€yel T dpaotiky ovcia sugammadex. To Sugammadex Adroiq Oswpeitan
OTL glvan EVOIG EKAEKTIKOS TOPAYOVTOS FEGUEDANGS HDOXOAOPWTIKDV, KAODS dpal LOVO LE CUYKEKPLUEVDL
LLOYOAOPOTIKA, TO Bpmovyo pokovpdvio 1 To Bpoptodyo fekovpdvio.

Mo givar n p1jon Tov Sugammadex Adroiq

Ortav vroPdAlecste g KATOLOVG TOTOVS YEPOVPYIKADV EXEUPACEDV, Ol HOES GOG TPEMEL VO
YOAOPDOGOVY TANP®G. AVTO S1EVKOADVEL TEPIGTOTEPO TOV YEPOLPYO TPOKEUEVOL VO TPOPel TNV
yepovpykn enépPaon. o tov Adyo avtd, 1 yevikn avoisOncio wov cag divetar meprilapfaver
QAPLLOKO TTOV TPOKAAOVV YAALP®OOT TOV HU®V 60G. AVTA ovopdlovtal LOYaANPMOTIKA, Kol GTO
mapadetypota TepAapPavetal To Bpoptohyo poKovpovio Kol To Bpopiovyo Bekovpdvio. Emedn ta
QAPUOKO OVTH TPOKAAOVDY YUAAP®OOT KOl GTOVG OVATVEVCTIKOVS 6ag OES, ¥petaleate Bondeta yio va
avamvéete (TexvynTog aEPIoHOG) KATA TN S1ApKELD TG EMEUPAOTG KOL LETE OO AVTNY, G OTOL Vo
UTOPECETE VO, OVOTVEVGETE Kol TAAL ad POVOL GOg.

To Sugammadex Adroiq ypnoyLonoteiton yio va EmToyOVEL TNV ATOKATACTOCT TOV HVOV GG LETH
OO L0 YELPOVPYIKT| ETEUPOACT], DOTE VO OOG EMTPEYEL VO AVATVEDGETE EQVA ATO LOVOL OOG VOPITEPAL.
AvT0 TO EmTLYYAVEL LE TO VoL HEGUEVETAL e TO BPOUIOVYO POKOVPHVIO 1] TO PPmLIOVY0 PEKOVPOVIO
GTOV OpYUVIGHO caG. Mmopet va ypnoionombet 6e evijAIKES OTOTEOMTOTE YpNoiuonoteitat fpoptodyo
pokovpovio N Ppopotyo Pekovpdvio Kot 6 Tadld kot prifovg (Mhikiag 2 éwg 17 etdv) ot
YPNOYLOTOLEITAL BPp®LUOVYO POKOVPAOVIO Y10, TNV EMITEVEN UETPLOV EMTESOV YOAAPOCTG.

2. T péner va yvopilete mpv oog yopnyn0dei To Sugammadex Adroiq

Agv mpémer va. cag yopnyn0si to Sugammadex Adroiq

. o€ mepintwon aAdepyiog oto sugammadex 1| 6€ 0ToldNTOTE GALO OO TO GLOTATIKA CLTOV TOV
QOPUAKOV (OVOPEPOVTOL OTNV TTAPAYPOPO 6).

— Evnuepmote tov avalsnctoddyo cog ov auTd 10Y0EL Y10, GOG.

IIposgidomou|oels Ko TPOPVAGEELG
AmgvBuvleite otov avousOnololdyo cag mpwv cag yopnyndel to Sugammadex Adroiq
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o €4v mdoyete 1 6T0 TOPEABOV TAGKOTE AO VEQpOoTAEln. AVTO Eival OTUOVTIKO ETELDN TO
Sugammadex Adroiq omopaKpOVETUL OO TOV OPYAVIGHO GOG 010 TMV VEQPAOV.

o €aqv €yete M eiyote oto mapeAOOV NmaToTAOEL.
o €qv €xete KATAKPATNON VYPOV (0idNUA).
. €4V €xeTE VOGOLG IOV E1val YVOOTO OTL TPOKOAOHY Evav avénpévo kivouvo aipoppayiog

(Sratapoayég otnv TEN ToL aipaTog) 1| AKOAOVOEITE AVTITNKTIKA QAPLOKAL.

Mowora ko Egnpor
To edppako avtd dev cuvicTdTat yio Bpéepn nAkiog KAt TV 2 €TOV.

Adlha @dppoxa ko Sugammadex Adroiq

— Evnuepmote tov avaicnctoddyo cog edv maipveTe, £ETE TPOSPATO TAPEL 1] LTOPEL VO, TAPETE
GAAOL QAPLLOKOL.

To Sugammadex Adroiq givat duvotov va emnpedlel dALo eappoka 1 vo exnpedletot amd avTd.

Opwopéva gappaka per@vovy 11 dpdon tov Sugammadex Adroiq

— Eiva eEoupetikd onpovtikd vo eviiepOoETE TOV 0vOIcONGLoAdY0 Gag av TPOSPATO EXETE TAPEL:
. TopeIpEVN (xpnoonoteital ot Bepameio Kapkivov Tov HOGTOD).

. @oVo1dKd 0EL (avTIBloTikod).

To Sugammadex Adroiq pmopei va exnpedlel Ta 0ppoOvIKA AVIICVAANTTIKA
. To Sugammadex Adroiq pmopei vo KOTOGTACEL TO OPULOVIKA OVTIGVAANTTTIKE —
ouUTEPIAOUPAVOLEV®Y TOV «XaMovY», TOL KOATIKOD SUKTUAIOV, TOV ELPVTEVUATOV 1| TOV
oppovikov Evoopntpiov Zvotipotog (IUS) — Mydtepo amotelecpaTikd, ETEON LEUDVEL TV
mpocAopPavopevn amd Tov AvOpmmo TocHTNT TG OpUOVG TTpOYESTEPOVNS. H TocOTTOL
TPOYEGTAYOVOL, TTOV YAVETOL KATA T Ypnom Tov Sugammadex Adroiq, givot mepinov id1a pe
eketvn mov ydvetal dtav mopaAeinete £va amd GTOUATOG OVTIGLAANTTIKG YL,
— Av maipvete to Xam v idw nuépa Katd v omoia cag yopnysiton To Sugammadex
Adroiq, mpémel va QoprOCETE TIG 00N YiEG TOV PVALOVL 0ONYIDV Yot TO XATL OGOV APOPd
™V TopdAenym d6onG.
— Av ypnoyionoteite GAAO OpUOVIKE OVTIGUVAANTTIKG (Y10 TOPASELY L0 KOATIKO
daxtolo, epeitevpa 1 evdopnTplo svotnua (IUS)) npémet va ypnoonomcete
emMmpOGOETN UN OPUOVIKY AVTIGVAANTTIKN HEBOJO (OTME TPOPUVANKTIKO) Y10l TIG EMOUEVES
7 NUEPES KO VO, EQAPHOCETE TIG 0ONYIEC TOV AVAPEPOVTAL GTO PVALO 00N YLDV YPNGEWS
TOV OVTIGLAANTTIKOD.

Emopaceis 610 0m0TELEGCPATO TOV ULRLATOAOYIKOV EEETAGEMV

I'evikd, To Sugammadex Adroiq dev ackel enidpaor oTig epyactnplakés eéetdoelg. 2ot000, ival
duvaToV vo emdpd 6TO AMOTELEGHLO HOG ALLOTOAOYIKNG EEETOIONG Yot [t OppdVI OV ovopdleton
poyeoatepdvn. Evnuepdote Tov yotpo cog edv ta enineda TpoyestepdVIG 0OG TPEMEL VO EEETAGTOVV
v 101 Nuépa pe avtnv mov Ba cag yopnyndel to Sugammadex Adroiq.

Kvtnon ka1 Onraocpég

— Evnuepmote tov avaictnoiordyo cog av giote £ykvog 1 vroyialeote 0Tl eiote £yKvog N av
Onralerte.

Eivar duvatov va pmopeite va mdpete to Sugammadex Adroiq ovtwg 1| GAA®G, 0AAG TPETEL TPAOTA VO
T0 ov{NTNOETE.

Agyv gival yvooto gdv to sugammadex pmopel va tepdcel gto pnTpiko yaia. O avoicOnoiordyog cog
0o oag Bondnoel va anopacicete edv Oa otapatioete o OnAacuo N av Oa anéyete and ™ Bepansio
pe to sugammadex, Aapdavovtog vréyn To OPELOS TOV ONAAGLOD YO TO HWPO Kol TO OPEAOG TOV
Sugammadex Adroiq otn untépo.

001 yNoN Kot YEPIGUOS POV RATOV

To Sugammadex Adroiq dev éxel Kapia yvwoti entdpacn oy kavdtTd oag vo odnyeite kot va
yepileote punyavnpato.
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To Sugammadex Adroiq wepiéyet vaTpro

To eappako avtd TepiEyel £wg 9,7 mg vatpiov (KVPL0 GVOTATIKO TOL HayEPLKOD / emTpamélion
dAatog) ava ml.

AvT16 160dvvapel pe to 0,5 % TG CUVIGTOUEVNC HEYIOTNG NLEPNCLUG TPOSANYNG VOTpion e TN
STPOPY] Yo VOV EVIAKCL.

3. g yopnysitor To Sugammadex Adroiq

To Sugammadex Adroiq 0a cog yopnynOei amd Tov avaicOncloldyo cag 1 vo Ty enifieyn Tov
availsOncloldyov cog.

H d60n

O avateOnororodyog oag Ba Bpet T d60m Tov Sugammadex Adroiq, wov ypelaleote pe Paon:

o T0 Bapog cag

o Tov Babud otov omoio cog ennpedlel akOUN TO LVOYOAOPOTIKO QAPLOKO.

H ocvvnng 660m ivar 2-4 mg avd yIA0Ypopupo CORATIKOD BAPOVG Y10 EVAAIKEG Kot Yl Todld Kot
gpnpovug peta&d 2-17 etdv. Mmopel va ypnoworomdei pia d6on tov 16 mg/kg e evnhikovg dv
omotteiTol EnEiyovsa avavnymn amd T HLikn YoAdpmon).

Mog yopnyeitar To Sugammadex Adroiq
To Sugammadex Adroiq Ba yopnynOel oe e5dc and tov avoirsOnclordyo cag. Xoprnyeital og epamal
éveon HEG® p1o, EVOOPAEPLOG YPOUUNG.

Edav cog yopnyn0si neprocodtepo Sugammadex Adroiq a6 T0 GUVIGTOUEVO

Kaba¢ o avarsOnoioddyog cog Ba mapakorovbel mposekTikd TNV KaTdoTooN 00G, 08V eivan Thavo va
oag yopnynOel nepiocotepo Sugammadex Adroiq. Opwg av avtd cupfet, eivar amibovo va npokaiécet
Kémolo TpOoPA AT,

Edv éxete meplocdTepeg EpMTICELG GYETIKA LLE TN YPNOT AVTOV TOV QUPUAKOV, POTHCTE TOV
avoroOnolodoyo cog 1 GAlov yaTpo.

4. MOavéig avemOOuNTES EVEPYELEG

Onwg 6Ma Ta papraKa, £T61 Kol aVTO TO PAPLAKO UTOPEL VO TPOKAAEGEL OVETIOOUNTEG EVEPYELES, OV
Kot 6gv TOPoVGLAlovTal 6€ OAOVG TOVG AVEPMITOLC.

Av ot avemBounteg avtég evépyeleg ekdnAmBovy eved Ppiokeote og avaicOnoia, Ba mapoatnpnBovv kot

Ba avTipeTOTIoTOVV 0d ToV avousOncloAdyo cag.

Yoyvéc avemOOunTeg evépyereg (nmopei va exnpedoovy £0g 1 otovg 10 avlpadmovg

*  Biyag

. AVGKOAiEG GTOVG 0EPAYOYOVG TTOV UTOPEL va TEPIAaUPAvoLY Prixa 1 KvnTKOTNTO GOV VoL
Eumvate N vo ToipveTe avaca.

. Elaoppd avaroOnoia - pmopet va apyicete va Ppiokete Eava Tig oioBnoeig cog kot va ypeldleote
TEPLooOTEPO avansOnTIKG. AvTo pmopel va oag kdvel vo kivnBeite 1 va fréete 6to TEA0G NG
enépPaong.

o Emmlorég katd v didpkela g dadikaciog 0nmg aArayég oTov Kapdloko puluo, frya M
KWV TIKOTNTOL.

. Mewwpévn mieon aipatog Adym yepovpyIkng dadikaciog

Oy ovyvég avemBOuNTES EVEPYELES (MTOpEl va ertnpedoovy £0¢ 1 aTovg 100 avlpomovg)

o Aoyviaoo opeIMOUEVO OE PVTKEG KPAUTEG TV AePOPOPV 0dmV (BPOoYyyOCTOGOG) TOV
TOPOTNPEITAL G A0OEVEIC LLE 10TOPIKO TPOPANLATOV GTOVE TVEVLOVEG.
. Alepyikég avTidpacel (vepevalodncio 6To EApUAKO) — OTTmG eEGVON A, epvBpoOTNTA,

SLOYK®GN NG YADGGOC GOC KOUT TOL AXUOD, ACYAVIOCUIA, 0ALOYEG GTNV OPTNPLOKN TTieon 1
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GTOV KOPOIKO puipd, mov Hepikés popéc 0dmyel oe coPapn peimon g aptnprokng wieone. Ot
coPopéc aAAepYKEG 1) OAAEPYIKOD TOTOV AVTIOPAGELS Pmopel va gival amelAnTikés ya tn (o).
AMepyiKéc avTidpaoelg avapipnkay o cuyva og VYieic €0EAOVTEG TOL S1TNPOVGAV TIC
aofnoelg Tovug.

. Emotpogn g poikng yahdpwong Petd tnv yyeipnon

ZoyvéTNnTOe PUNn YVOOTIH
. YoBapn emPpddvvon g Kapdiag Kot ePpadvuven Tng Kapdlds £mg TNV KopOLoK oVoKOTN
umopei va coppovv dtav yopnyeitoan to Sugammadex Adroiq.

Ava@opd avemOOunTOV vePyELOV

Edv mapatnproete kdmoa avemBounTn evépyeia, EVNUEPMOTE TOV avansOncloldyo oag 1 dAlov
ytpo. Avtd 1oyvet Kat yio kGO oy avemiBouuntTn evEPYELN TOV JEV AVAPEPETOL GTO TAPOV QUAAO
ooyl ypronc. Mmopeite emiong va avagépete avembounteg evépyeleg anevbeiag, Léow Tov Bvikond
GULOTILOTOG OVAPOPAG TTOL avaypdpeTal oto [apdptnua V. Méom tng avapopds ovembountomv
EVEPYELDV Umopeite va, fonBNceTe 6T GLAAOYN TEPICTOTEPMV TANPOPOPLDOV CYETIKA LLE TNV ACPAAELL
TOV TOPOVTOG POPUAKOL.

5. g vo pohdooete To Sugammadex Adroiq
H @oloén Ba mpaypatomoteiton amd enayyelpatieg vyeiog.
To @dppoko ovTo TPETEL VO, PUAACCETOL GE PLEPT) TTOL deV TO PAETOVY KOl dgV TO POGVOLY TO TOd1E.

No punv ¥pnoonoLEite aVTO TO PAPOKO LETE TNV NEpOUNVIO ANENG TTOL AVOPEPETOL OTO KOVTL Kot
otV emonpavor petd v « AHEH». H nuepounvia Aéng etvan n tehevtaio pépo tov piva mov
ovopEPETAL EKEL.

dvldooete o€ Beppokpacio pikpotepn twv 30°C. Mnv kotayHyete. PvAdooeTe TO PLOAISI0 GTO
eEmTEPIKO KOVTI Y10 VO, TPOGTATEVETAL OTO TO PAC.

Metd to Tp®dTO dvorypo Kot Ty apaimon, puidccete o€ Beppokposcio 2 £mg 8°C Kat ypnOLOTONOTE
&v10¢ 24 mpmv.

6. Iepreydpevo. TG CVOKEVOGIUS KUl AOTES TANPOPOpPiES

T wgpéyer To Sugammadex Adroiq

- H dpaoctiki ovoia eivar to sugammadex.
1 ml gvéoipov dteddpatoc mepi€yetl vatplovyo sugammadex 1coduvapo tpog 100 mg
sugammadex.
KdaBe proridwo tov 2 ml mepiéyet varplovyo sugammadex 1odvvopo tpog 200 mg sugammadex.
Ka0e piaridio tov 5 ml mepiéyet vatplovyo sugammadex 16odvvapo mpog 500 mg sugammadex

- Ta dAAo GVOTATIKA Elval VOWP YO EVESTUA, VOPOYA®PLKO 05D Ko vOPo&eidio Tov vaTpiov
(Y@ pUBpon tou pH).
- BA. mapdypago 2 «To Sugammadex Adroiq mepiéyetl vatplon.

Epgdavion tTov Sugammadex Adroiq kon Tepleopeva TG GVCKEVAGIOG

To Sugammadex Adroiq etvar éva dtovyég Kot dypopo £mg EAaPpd KITPvo EVEGILO SLAAV L.
AwotiBeton o€ 00O dlapopeTikd pey€dn cvokevaciag, mov tepiEyovv gite 10 proiidia pe 2 ml i 10
@loAido pe 5 ml evécsiuov S10ADHATOG.

Mmropei va. unv KuKAOPOPOLV OAEG Ol GUCKEVAGIEC.
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Karoyoc Adcroc Kukrhopopiog ko Iapackevaotig

Kéroyoc Adsrog Kvkrogopiag
Extrovis EU Kft.

Raktarvarosi Ut 9,

Torokbalint, 2045

Ovyyapio

Mopackevaotig

Pharma Pack Hungary Kft.
Building B, Raktarvarosi Ut 9,
Torokbalint,

2045 Ovyyapia

I"a omoladfmoTe TANPOPOPIa GYETIKA LE TO TOPOHV POPUUKEVTIKO TPOIOV, TOPAKAAEIGTE VO
anevBuvleite otov TomiKd avimpdsmmo Tov Katdyov g Adstog Kukiopopiog:

Belgié/Belgique/Belgien
Extrovis EU Kft.

Tél/Tel: +41 41 740 1120
pv(@extrovis.com

Bwarapus

Extrovis EU Kft.

Ten.: +41 41 740 1120
pv(@extrovis.com

Ceska republika
Extrovis EU Kft.

Tel: +41 41 740 1120
pv(@extrovis.com

Danmark

Mashal Healthcare A/S

TIf: +45 71 86 37 68
faiza.siddiqui(@mashal-healthcare.com

Deutschland
Extrovis EU Kft.

Tel: +41 41 740 1120
pv(@extrovis.com

Eesti

Extrovis EU Kft.

Tel: +41 41 740 1120
pv(@extrovis.com

EANGoa

Extrovis EU Kft.

TnA: +41 41 740 1120
pv(@extrovis.com

Espaia

Extrovis EU Kft.

Tel: +41 41 740 1120
pv(@extrovis.com

Lietuva

Extrovis EU Kft.

Tel: +41 41 740 1120
pv(@extrovis.com

Luxembourg/Luxemburg
Extrovis EU Kft.

Tél/Tel: +41 41 740 1120
pv@extrovis.com

Magyarorszag
Extrovis EU Kft.

Tel.: +41 41 740 1120
pv(@extrovis.com

Malta

Extrovis EU Kft.

Tel: +41 41 740 1120
pv(@extrovis.com

Nederland

Extrovis EU Kft.

Tel: +41 41 740 1120
pv(@extrovis.com

Norge
Mashal Healthcare A/S
TIf: +45 71 86 37 68

faiza.siddiqui@mashal-healthcare.com

Osterreich

Extrovis EU Kft.

Tel: +41 41 740 1120
pv(@extrovis.com

Polska

Extrovis EU Kft.

Tel.: +41 41 740 1120
pv(@extrovis.com




France

Extrovis EU Kft.

Tél: +41 41 740 1120
pv(@extrovis.com

Hrvatska

Extrovis EU Kft.

Tel: +41 41 740 1120
pv@extrovis.com

Ireland

Extrovis EU Kft.

Tel: +41 41 740 1120
pv(@extrovis.com

Island

Extrovis EU Kft.

Simi: +41 41 740 1120
pv@extrovis.com

Italia

Extrovis EU Kft.

Tel: +41 41 740 1120
pv(@extrovis.com

Kvmpog

Extrovis EU Kft.

TnA: +41 41 740 1120
pv@extrovis.com

Latvija

Extrovis EU Kft.

Tel: +41 41 740 1120
pv(@extrovis.com

Portugal

Extrovis EU Kft.

Tel: +41 41 740 1120
pv(@extrovis.com

Romaéania

Extrovis EU Kft.

Tel: +41 41 740 1120
pv@extrovis.com

Slovenija

Extrovis EU Kft.

Tel: +41 41 740 1120
pv(@extrovis.com

Slovenska republika
Extrovis EU Kft.

Tel: +41 41 740 1120
pv@extrovis.com

Suomi/Finland

Mashal Healthcare A/S

Puh/Tel: +45 71 86 37 68
faiza.siddiqui(@mashal-healthcare.com

Sverige

Mashal Healthcare A/S

Tel: +45 71 86 37 68
faiza.siddiqui@mashal-healthcare.com

To wapdv @UAA0 00N YOV Yp1ioNs avaBewp1Onke Yo TELEVTAIN POPE GTIG

Addeg TN YEG TANPOPOPLOV

Aemtopepeic TANpopopieg Yo To Pappako avtd eivar dStabéctueg otov dtkTvaKd TOTo ToLv Evpmmaikon

Opyoaviopov Gapudkov: http:// www.ema.europa.eu/.

O wAnpo@opicc mov axorovBovv amrev@vvovTar povo o€ erayyelpatieg vysiog:

IMoa Aemtopepeic TAnpoeopieg deite tnv [epiinym Xapaxtnpiotikdv tov Ilpoidvtog yio to BRIDION.
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