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IEPIAHYH TON XAPAKTHPIZTIKOQN TOY ITPOIONTOX



1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX

Bridion 100 mg/ml gvéoio ddAvpa

2. ITOIOTIKH KAI IOXOTIKH XYNOEXH

1 ml wepiéyetl vatplovyo sugammadex tcodvvapo pe 100 mg sugammadex.
Kabe prorido tov 2 ml mepi€yet vatplovyo sugammadex 1odvvopo pe 200 mg sugammadex.
Kd&Be @rorido towv 5 ml mepiéyer varprovyo sugammadex 16odvvapo pe 500 mg sugammadex.

"Exdoyo(a) pe yvootn dpdon:
[epéyet émg 9,7 mg/ml varpio (BA. mapdypapo 4.4).

T Tov TApN Katdhoyo tov exddywv, PA. Tapdypago 6.1.

3. OPAPMAKOTEXNIKH MOP®H

Evéowo o1dAvpa (éveon).
Alovyég Kot dypopo £mg EAapPOS KiTpivo dtdAlvpa.
H tun pH etvan peta&d 7 kot 8 kol n oopoypappopoplakotnta sivor peta&d 300 kot 500 mOsm/kg.

4. KAINIKEX ITAHPO®OPIEX
4.1 OgpamevTiKég vOEi&elg

AvacTpoP) TOL VELPOLVTKOD ATOKAEIGHOD TOL TPOKAAEITOL OO TO POKOVPAVIO 1| TO PEKOVLPOVIO GE
EVNAIKEG.

INa tov taudrozpikd minbovopd: 1o sugammadex cuvioTdTol HOVO Yol TV OTAT] AVOGTPOPN
OTOKAEIGHOY TOL £xEl TPOKANOEl amd To pokovpoVIo og TaudLd Kot efovg nikiag 2 émg 17 etdv.

4.2  Aocoioyio Kol TPOTOS YOPINYNONS

Aocoloyia

To sugammadex mpémel va yopnyeitar pévo amd Tov avarsnoioidyo 1 vd v enifieyn Tov.
ZuVIeTATon 1| XPNOT KOG KOUTAAANANG TEYVIKNG TAPOKOAOVLONGNE TOV VELPOUVTKOD ATOKAEIGUOD, Y10,
Vo TopaKoAoVOEITOL 1] ETOVAPOPE TOV VEVPOUVIKOD OTOKAEIGHLOD (PA. mapdypoo 4.4).

H ocvvictdpevn d6on sugammadex e&aptdrot amd 1o eXineSO TOV VELPOULIKOV OTOKAEIGLOY, TTOV
TPOKELTOL VO, AVACTPAPEL.

H ocvvietdpevn doom dev e&aptdtal and 10 QupUOKELTIKO GYUo avolcOnciag.

To sugammadex pmopei va ypnoipomombei TpoKEUEVOD VO OVASTPAPODV SLOPOPETIKA EMITES
VELPOUVTKOV OMOKAEIGLOD, TTOL TPOKANONKAV O TO POKOVPOVIO 1) TO PEKOVPOVIO:

Evihixeg

ATA ovasTpoon:

Yuvietdton 1) xoprynon 66ong 4 mg/kg sugammadex, €dv n avavnym €xel pOdoel o TovAdyiotov 1-2
petatetavikég petpnoels (PTC) petd omd anokAeiopd, Tov TpokAndnke amd poKovpovio 1
Bexovpovio. O diapecoc xpdvog Emg v avaktnon tov Adyov T4/ T omv Tyun 0,9 etvan mepimov

3 Aemtd (BA. Tapdypago 5.1).

H d60on tov 2 mg/kg sugammadex cuvietdrtol ov £yl mapatnpnoel avtdpot avavnyn £mg
TOVAGYLOTOV TNV ENOVEUPEVION TOL T2, PeTd and ATOKAEIGHO, TOL TPOKANONKE OO poKovPOHVIO N




Bexovpovio. O d1apecog xpovog Emg tnv avaktnon tov Adyov T4/ T oty Tyun 0,9 eivan Tepimov
2 Aemtd (BA. Tapdypago 5.1).

H yopiynon tov cuvietdpevemv 60cemv Yo TNV amin avacstpo®rn Ho 001 yncel o€ eAappd
YPNYOPOTEPO SLAUECO YPOHVO MG TV avakTNnon Tov Adyov T4/Ti otnv Tiun 0,9 yia to vevpopvixd
OTTOKAEIGLO, TTOV TPOKAAEITOL OO TO POKOVPAVIO, GE GUYKPLOT] LLE TO VELPOLVTKO OTOKAEIGUO TOL
wpokaieitar amd To Pexovpovio (BA. mapdypopo 5.1).

ALEOT aVOGTPOPT) OTOKAEIGUOD IOV €€l TPOKANDOEL b TO POKOLPHVIO:

AV vIdpyEL KAVIKY 0vVAYKT Y10 GLEGT) OVOGTPOOT| HETH amd TNV XOPNYNOT] TOL POKOVPOVIOL,
ocvviotdrol 66om sugammadex 16 mg/kg. Otav yopnyeital 66on sugammadex 16 mg/kg 3 Aemwtd petd
amo pa doo1 €podov (bolus) Bpopiovyov pokovpoviov 1,2 mg/kg, umopel vo avauévetat ovaKTnon
tov Adyov T4/Ti otmv Tiun 0,9 o€ 1,5 Aentd mepimov (BA. mopdypao 5.1).

Agv vdpyovv dedopéva, MOTE VoL GLVIGTATAL 1] XPTOT) TOV sugammadex Y10, TNV GUEST] OVAGTPOPN
UETA amd ATOKAEICUO OV TPOKANONKE 0md Pekovpdvio.

Emavayopnynon tov sugammadex:

2y eEapETIKN TEPIMTOOT EMAVELPAVIOTG TOV VEVPOLLIKOD ATOKAEIGHOV peTeyyelpnTkd (BA.
Tapaypoeo 4.4) petd and apykn 66om 2 mg/kg 1 4 mg/kg sugammadex, GUVIGTATOL pa
enovoinmTikn 06on Tov 4 mg/kg sugammadex. Metd and ) dedTep™ d60T TOL sugammadex o
acBevng Oa mpénel va mapakorovbeitar oteVd Yo va eEakpiPwbei 1 emoTPOPN TNG VELPOUVTKNG
Aertovpyiag 6T PUGIOAOYIKA TANIGLOL.

Eravayopnynon pokovpdviov 1 Bekovpdviov petd amd to sugammadex:
I"a tovg pOVOLG OVALOVIG Y10 TV EXAVOYOPTYNOT POKOLPAVIOV 1] fEKOVPOVIOD UETA TNV AVAGTPOPH
ue to sugammadex, fA. Topdypao 4.4,

1pooBetes Tnpopopies yia €101k00¢ TANGvooDS:

Neppik1] dvchertovpyio:

H yprion tov sugammadex o€ acOeveig pe coPfapn veppikn dvcrettovpyio (cuumepthappfavouéveoy
tov acBevov mov yperdloviot apodwiion (CrCl < 30 ml/min)) dev cvvictdton (BA. Tapdypago 4.4).
Meléteg oe acBeveig pe coPapn veppikn ducAettovpyia dev TapEyovv emapKels TANPOPOPIES Yl TV
aoQUAEL, MOTE VO, LTOGTNPIEOLY TN ¥pron Tov sugammadex o€ avTovg Tovg acbeveic (BA. emiong
Tapdypoeo 5.1).

TN v Ama €og pétpla veppikn dvoisttovpyia (kabapon kpeativivng > 30 kot < 80 ml/min): ot
GUVICTAOUEVEG OOOELG eival 1016¢ [IE EKEIVEG Y10 TOVG EVIIMKEG YMPIC VEQPIKT OVGAEITOLPYICL.

Hlxkwwopévor acBeveic:

Metd ™ yoprynomn tov sugammadex 6Ty enavep@dvion tov T PeTd amd amokAEIGHO, TOV £YEL
TPOoKAN0el 0md pokovpdvio, 0 d1AIEcOg YPOVOG EmG TNV avaktnot tov Adyov T4/Ti otnv Tyun 0,9 yu
Tovg eviihkeg (18-64 etdv) Nrav 2,2 Aentd, oe nAkiopévoug (65-74 etdv) Ntav 2,6 AenTd Kot 6€ TOAD
nAiopévoug evidikeg (75 etov kot ve) Ntav 3,6 Aemtd. Ao KL av o1 ¥pOvol ovAvIyNG 6€
NMKIOUEVOVG TElvouy va givar Bpaddtepot, Tpénet vo akoAovBoivTol ot id1EG GUVICTMUEVEG dOGEIC UE
ekeiveg Yo Toug evilikeg (PA. mapdypago 4.4).

Mayvcapkor acheveic:

e mayvoapkovg acbevelg, copmepiapfoavouévoy Tov Tadoroyikd ToybveupKmV acdevav (deikTng
nalog odpotog > 40 kg/m?), n §6om tov sugammadex wpénet va Bacileton oto Tpaypatikd Bapog
ocopotoc. [pénet va epappolovral ot idleg GUVICTMUEVEG OOGELG LE EKEIVES Y10 TOVC EVIATKEG.

Hratikn dvcisitovpyia:

Agv &ovv dieCaybel pedéteg oe aobevelg e nrotikn Suvcisrtovpyia. Oa mpémel va diveton TPosoyN
otav e&etaletan n ypnon Tov sugammadex oe aceveig pe coPapn nratikn SucAettovpyio 1 OTAV M
nratikn dvcAettovpyio cuvodevetar omd Opopfornddeia (BA. Tapdypapo 4.4).

Mo mv (o éog pétpro nratikny Suvoiettovpyio: dedopévov 0Tt To sugammadex amekkpivetal Kupimg
S0l TOV VEQPDOV OEV OITaTovVTaL pLOUIGELS TNG 0O0TG.
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Hoidratpixog minQvouog

Hondid kon éenPor (2-17 etdrv):
To Bridion 100 mg/ml pmopei va apoiwbet ota 10 mg/ml, dote va avénbei n axpifeio g xopynong
™G 600M¢ 6ToV TAdTPLKd TANBLoUO (BA. Tapdypao 6.6).

Am\ avactpogn):

Yuviotdton pe, 06on 4 mg/kg sugammadex yio TV avaeTpoet amd OTOKAEIGHO TOV TPOKANONKE amd
poKovpoOVIo £hv M avavnym £xet pBacel Tovddyiotov o 1-2 PTC.

Yuviotdtan pue 06on 2 mg/kg yio v avasTpoen amd OTOKAEIGHO OV TPOKANONKE amd poKoVPOVIO
o¢ emovepeavion tov Tz (BA. mapdypapo 5.1).

Aueon ovooTpoei):
H Gueon avactpoen oe madid kot eprifoug dev €xet diepevvnbet.

Telerdunva veoyva ko Bpéon:

Yrdpyel povo meplopiopuévn eumepia pe tn gprion tov sugammadex og Bpéen (30 nuepdv Emg 2 eTdVv)
Kol 0ev €xovv dte&oybel perétec o tedelounva veoyvd (Lkpdtepa twv 30 npepdv). Zovenmg dgv
ocuviotdrtol 1 yopnynon tov sugammadex og TELEIOUN VA VEOYVA Kot PPEPT £mg 0ToL eivan Stabéoua
EPLocOTEPA OESOUEVQ.

Tpomog yopnynong

To sugammadex mpémel va yopnyeitor evooprefing og epdmal d6on epddov. H 600m epddov mpémet
va yopnynOet tayémg, péca oe 10 devtepodrenta, oe VEIGTAUEVT] EVOOQAEPLO Ypopun (BA.
TapAypoeo 6.6). Te Khvikég dokipég to sugammadex Eyet yopnynOel povo g epdana 660m £pddov.

4.3 Avtevocigelg

YrepevoicOnoio 6t dpacTiky ovcia 1] 6€ KATOL0 0md To EKO0Y0L TOV AVOPEPOVTOL GTNV
TapAypoeo 6.1.

4.4 E101kég TPostdomomGELS KOl TPOPUAGEEIS KaTd TN Ypiion

Onwc ovvnBiletor oV TPAKTIKY UETA Ao TNV ovoodncia, Emerta omd VELPOULIKO OTOKAEIGHO,
GUVIGTATOL 1 TOPAKOAOVON O™ TOV 0IGOEVT KOTA TNV AUEST) HETEYYEPNTIKN TTEPI0dO Yo avemBOunTa
GUUPBAUATO, GOUTEPTAOUPBOVOUEVIC TNG ETAVEUPAVIOT|G TOV VEVPOUVIKOD OTOKAEIGLOV.

Mopakoiovdnomn g OvamveLSTIKNG AEITOVPYING KOTA TNV OVEvIyT:

Eivai vroype@tikn n vwootpién TG avamveEVCTIKNG AELTOVpYiog TV achevav pe unyovikd aepiopd
£€m0¢ 0TOV va amoKataoTafel 1) EMAPKIG AVTOUATY OVATVOY|, LETA OO AVAGTPOPT] TOV VEVPOLVIKOV
OTOKAEIGHOD. AKOUN KL OV 1) OVAVIIYN OTO TO VELPOUVIKO OTOKAEIGUO givor TANPTG, AAAL
QOPUOKEVTIKG TPOTOVTA TTOV YPTCLULOTOIOVVTOL GTNV TEPL- KO UETEYYELPNTIKT TEPI0OO0 £V SLVAUTOV
VO KOTOGTEIAOVVY TNV OVOTVELGTIKT AELTOVPYIO KOl CLVETMG gival duvaTov va eEakolovbel va ivol
OTOPOLTNTN M VIOGTHPIEN TNG OVOTVEVGTIKTG AEITOVPYIOG LLE UNYOVIKO OEPIGUO.

Av, petd and v apaipecT TOV GOANVA, ETAVELPAVIGOEL VEVPOUVTKOC UTOKAEIGHOG, TPETEL VO,
TOPEYETAL ETAPKNC VITOSTAPIEN TNG AVOTVEVOTIKNG AEtTovpyiog Ue oepIouo.

Emoveppdvion Tov veupopwikod omokAEIGHOD:

e KAMvIKEC peréteg og dtopa mov Ehafay pokovpovio i fekovpdvio, 6TTov To sugammadex
YOPNYNONKE XPNOIUOTOIDVTOG ol SOGT CNUAGUEVT] Y1 TO BAOOg TOV VEVPOLVIKOD OMOKAEIGHOD, i
enintmon g té&ng tov 0,20% mapoaTnpOnKe Yo TNV EXAVEUPAVIOTN TOL VEVPOUVTKOD OTOKAEIGHOD
pe Bdon v vevpouvikn mapakorlovnon 1 ta kKAvikd ototyeio. H yprion youniotepmv tov
GUVIGTOUEVOV dOGEDV UTOPEL VoL 00N YNOEL GE £VaL aDEAVOUEVO KIVOVVO ETOVEUPAVIONS TOV
VEVPOUVTKOV OTOKAEIGHOD LETE TNV ApYIKT avaoTpoen Kot dev cuvictatat (PA mapdypaeo 4.2 kot
mopaypaeo 4.8).




Emdpdoeig oty arpdctacn:

e plo perén o ebelovtég o1 dooels Twv 4 mg/kg kor Twv 16 mg/kg sugammadex giyov g
OTOTEAEC O PEYIOTEG LEGEG TOPATAGELS TOV YPOVOL EVEPYOTOINUEVNG LePIKNG Bpopforiactivig
(aPTT) xatd 17 kon 22% avtictoryo Kot e 61e6vong opaAomompévng oxéong Tov Ypodvou
mpoBpoppivng [PT(INR)] xatd 11 kot 22% avtiotoryo. AVTEG 01 TEPLOPIGLEVES LEGES TAPATAGELG TOV
aPTT ka1 tov PT(INR) frav pikpng didpketog (< 30 Aemtd). ZOpeova pe v KAvikn Baon dedopévav
(N=3.519) ka1 pe pia ovykekpiuévn perétn o 1184 aoBeveic mov vwofAnOnKay 6 yelpovpyIKn
eMEUPOGT KOTAYUATOG 1oYiov/avTiKaTdoToong peilovog apbpwong, dev vinpée KAvikd cvoyetilopevn
emidpaomn tov sugammadex 4 mg/kg LOVOL TOV 1} GE GLVOLACUO [E AVTITNKTIKA GTI GLYVOTNTA
EUPAVIONG TEPT- N LETA-EYYEPTTIKOV QUOPPAYIKAOV ETITAOKADV.

Xe in vitro melpapota TopatnpnOnke pio pappokodvvaopiky aArnienidpaon (tapdtacn tov aPTT kot
tov PT) pe avtayoviotéc g Prropivng K, pun khacpatomoinuévn nrapiv, pkpov poplakon Bapovg
nrapwvoedn, ppaposoumdvn kot dafryatpdvn. Xe acBeveic mov Aapupdvovy cuvnoT HeTEYYEPTTIKN
TPOPUVAOKTIKT CVTI-TNKTIKT oy®YT] QUTY] 1] QOPUOKOSVVOLIKT OAANAETIOpacn dev gival KAvikd
ouvaens. Oa mpémel va divetal Tpocoyn otav e€etaletal n ypnon Tov sugammadex oe aobeveic Tov
Aappdvouv BepamenTIKY AVII-TNKTIKY ay®yn Yo pio mpobmdpyovoa 1 Guv-voonpn Katdotaon.

Agv pmopel va amorheloBel Evog avénpévog Kivouvog aipoppayiog 6tovg acbeveig:

. pe kKAnpovopukn Edienyn Prropivng K mapdyovtag mov enmnpedlet Tnv anktikdma,

. HE TPOVTAPYOVGEC TABNGELS TG TNKTIKOTNTAG,

. vd Bepamneio pe mopdymya kovpopivng kot INR wéve and 3,5,

. OV YPNCLUOTOOVY AVTITNKTIKA Kot 01 otoiot AapPdvouv pia d6on sugammadex 16 mg/kg.

Edv vmapyet wtpikn avaykn va yopnynbei sugammadex 6€ avTolg ToVg 0.60eveiG 0 avaisOncloldyog
YPEAlETAL VO ATOPAGIGEL EAV T OPEAT Elval TO CNUAVTIKA ard ToV TOAVO KivOuVo Yo AopPOaytkeS
EMTAOKEG AOUPAVOVTOC LTOYN TO IGTOPIKO TOV ACHEVAOV GE ALLOPPAYIK( ETEIGOOIN KOl TOV TUTO TNG
npoypoppatiopévng eméppaonc. Eav yopnynbei sugammadex og avtovg Toug acbeveig cuvioTdTon
TAPOKOAOVONGN TOV TOPAPETP®V OHOCTACTG KO TNKTIKOTITOG.

Xpbvot avarovie Y10, TNV ETAVOYOPTNYNCT TOP0YOVIMY VEVPOUVTKOD OTOKAEIGUOD UETA TV
OVOOTPOQN L€ TO sugammadex:

Mivaxag 1: Eravayopiynon pokovpoviov 1] BeKovpoviov PHETA amd amin avaotpon (Emg
4 mg/kg sugammadex):

Elaypotog ypévog avapoviis | Ilapdyovrag vevpopvikod amokielopov Ko 6601 wov Tpimer va

xopnynOsei
5 Aemtd 1,2 mg/kg pokovpdvio
4 dpeg 0,6 mg/kg pokovpovio 1

0,1 mg/kg Bekovpdvio

H évapén tov vevpopwikod amokAielopnol evosyetot va mapatadel Emg mepinov 4 Aemtd Kot 1 b pKeLn
TOV VELPOUVTKOV OTOKAEIGHOD EVOEYETOL vaL EAaTTBEL EmG Tepimov 15 Aemtd petd omd v
gnovoyoprynomn pokovpoviov 1,2 mg/kg péca oe 30 Aemtd amd v xoprynomn tov sugammadex..

Me Bdomn @appoKoKIVITIKE LOVIEAOTOINGT], O CUVIGTMWEVOG YPOVOS OVALOVIG Yo acOevelg pe a1
LETPLO VEQPIKT] duoAeiTovpyia Yio TV enavaypnotponoinon 0,6 mg/kg pokovpoviov 1 0,1 mg/kg
Bekovpoviov petd amd amAn avactpoen e to sugammadex 0o wpémet va sivarl 24 mpeg. Edv
amorteiton PKpoOTEPOG XPOVOG AVALOVIG, 1] HOGT] POKOVPOVIOV Y10 EVOV VEO VEVPOUDTKO OTOKAEIGUO
Oa mpémer va etvan 1,2 mg/kg.

Emavayopnynon pokovpdviov 1 fekovpdviov petd amd aueon ovaotpoen (16 mg/kg sugammadex):
[N 115 oA GTAVIEC TEPUTTMOGELS OOV QLT UTOPEL VO, ATOLTEITAL, TPOTEIVETAL YPOVOG AVALOVIG
24 opv.




Av amorteiton vevpopvikog OmoKAEIGUOC TPV VoL £XEL TAPEADEL O GUVIGTMUEVOG XPOVOC UVOAIOVIG,
TPEMEL VAL YPTOUOTOLEITOL VO U] GTEPOELONG TUPAYOVTOS VEVPOUVIKOD amokAelopoV. H évapén
dpdong evOg AmOTOAMTIKOD TOPAYOVTO VEVPOUVTKOD OTOKAEIGLOD EVOEXETAL VAL Elval TO 0pYN OO
0G0 OVOUEVETAL, ETELDN EVO CNUOVTIKO KAGGLO TOV LETOGVUVOTTIKOV VIKOTIVIK®OV VITOS0XEMV PTOopEl
va givat koo SECUEVIEVO ald TOV TOPBEYOVTO VEVPOUVIKOD OMOKAEIGLLOV.

Neppikn dvciettovpyio:
To sugammadex dev GuVIGTATOL Yi0 XP1O1 O€ acOeVEC e cofapr| VEPPLKT dLGAELTOVPYIa,
ocvumepthappavouévey ekeivav mov ypilovy apokdbapong (PA. Tapdypapo 5.1).

Elaoppd avoncOnoio.:

X KMVIKEC OOKIUEG, OTAV O VEVPOLVTKOG OITOKAEICUOG OVAGTPAPNKE CKOMUO GTO HEGOV TNG
avaictnoiog, mapatnpnOnkav nepiotociokd onueio Ehappdg avarcneiog (Letakivnon, fryas,
HOPPUCHOL Kot EKUDLNGT] TOL TPOYELKOD GOANVA).

AV avaoTpaPel 0 VEVPOLDTKOC OMOKAEIGHOC eV cuveyileTon 1 avaisOnoia, mpémetl va yopnynbodv
Tpocheteg dOGEIS ovalsONTIKOL Ko 0mogd00s, OTMS EVOETKVUTOL KAMVIKA.

"Evtovn Bpadvkapdio:

Y€ OMAVIEC TEPUTTMCELS, £xEL Tapatnpn el Evrovn Bpadvkapdia evtOg AETTMOV HETA TN XOPTYyNoN
sugammadex yio TNV avaoTpoPt] TOV VEVPOLVIKOV anokAglspot. H Bpadvkapdio propel
TEPIOTOCIOKA VL 001NYNOEL 6€ Kapdiakn avokony|. (BA. mtapdypagpo 4.8.) Ot acOeveic Oo mpémerl va
TOPAKOAOVLOOVVTOL GTEVA Y10l OLLOOVVOLUKEG LETAPOAES KATA T1) SIAPKELD KO LETA TNV OVOGTPOPT TOV
VEVPOUVTKOV OTTOKAEIGHOD. Oa TPETEL VO YOPTYELTAL OY@YT LE AVTIYOAVEPYIKOVS TAPAYOVTES, OTIMG M
atpomivn, eav mapatnpnOel Khvikd onpovtikn fpadvkoapdic.

Hratum dvuciettovpyion:

To sugammadex dev petaPoriletor ovte anekkpivetar dia Tov Nratog. [ 10 Adyo avtod dev Exovv
Seaybel peréteg amokdeloTikd o€ aobeveig e Nratikn SucAertovpyia. e acbeveic pe cofopn
NTATIKY OLGAEITOLPYIO TPEMEL VOL YOPNYELTAL LE LEYAAT TPOGOYN. 1€ TEPITTMOGN TOV 1) NAATIKN
dvodettovpyio cvvodevetal omd Bpopfonddeia, PA. TIG TANPOPOPIEC GYETIKA UE TIC EMOPAGELC GTNV
opdoTao.

Xpnon oe Movdéda Evtatikng @spancioc (ME®):
To sugammadex dev €yet peretn el og acbeveic 6TOLG OMTOTIOVE YOPNYELTOL POKOLPOVIO 1 PEKOVPOVIO
o€ mhaiole ME®.

XpNomn yio TNV avaoTPOQT) VEVPOLVIKOD AITOKAEIGUOD Ol TOPAYOVTIEG EKTOG OO TO POKOVPOVIO KoL
10 BeKovpovio:

To sugammadex dev mPENEL vaL YPTGLLOTOLEITAL Y10l VO OVAGTPOAPEL ATOKAEIGLOG TTOV TPOKANONKE Omd
1] GTEPOELDEIG TOPAYOVTEG VEVPOUVIKOD OTOKAEIGHOD, OTMOC Ol EVAGEL GOVKKIVOAOYOAIVIG 1|
Bevlulookivolwviov.

To sugammadex dev TPENEL vaL YPTCULOTOLELTAL Y10, TV AVOGTPOPT] VELPOUVTKOD OTOKAEIGHOD, TOV
€xel TpoxAnOei amd 6TEPOELBEIG TAPAYOVTEG VEVPOUVIKOD OTOKAEIGUOD AAAOVG EKTOG OO TO
POKOVPOVIO KOl TO BEKOVPOVIO, POV BEV VITAPYOVV SEOOUEVH OTOTEAEG LOTIKOTITAG KOl ALGQUAELNG
Y0 TIG TEPIMTACELG OVTEG. 10 TNV avaoTPOPY] TOL ATOKAEIGHOD, TTOL £XEL TPOKANOEL Ao
TavKovpdvio, dtotifevtal Teplopiopéva 0eSOUEVA, AALL GUVIGTATAL VO UMV (PNCLOTOLEITOL TO
sugammadex GtV TEPITTOON aVT.

Kabvotepnuévn avavnun:

O1 KOTOGTAGEIS TOL GUVOEOVTOL LUE TOPATETUUEVO YPOVO KLKAOQOPING, OTMC KapdloyyELOKT VOGOC,
pueyain nikio (BA. mapdypago 4.2 yio Tov ¥povo ¢ TNV avavnyn € NAIKIOUEVOVC), 1 OLONUOTMOONG
Katdotoon (m.y. cofapn nratiky duvoiettovpyia), eival Suvatov va oxetilovTol pe HeYOADTEPOVS
1POVOLS aVAVIYNG.




Avtidpdoeig vrepevoncnsciog 6To QApLLAKO:

Ot yiatpol mpénet va, eivot ETOLUOL Y10, TO EVOEXOUEVO AVTIOPAGEWDY LITEPEVAIGONGIOC GTO PAPUAKO
(ovumepAOUPOVOUEVOV TOV OVOQUACKTIKOV OVTIOPACE®MV) KOl VO TA{PVOLV TIC OvVOryKOiEg
TpoPLAAEELS (PA. Tapdypago 4.8).

Ndarpro:
AVT0 TO POPUOKEVTIKO TTPOIOV TTEPLEKEL £mG 9,7 mg vatpiov avd ml, isodvvapo pe to 0,5 % g
GUVICTOUEVTG HEYIGTNC NUEPNTLOG 06onc Tov I[TOY tev 2 g vatpiov yia Evov eVAALKA .

4.5 Aliemopacseis pe GAro QUPROKEVTIKE TPOIGVTO Ko GAAES popPES aAAniemiopaong

O mAnpogopieg og avt TV mapdypoeo Pacilovial 6T GLYYEVELN OEGUELONG OVAEGO GTO
sugammadex Kol 6 GALN POPLOKEVTIKE TPOTOVTO, O UN-KAWVIKE TEWPAPTA, G KAVIKEG LELETEG KO
G€ TPOCOLOIDCELG XPNONG LOVTELOL KOl AOUPAVOVTOS VIOYIV TIG QOPUAKOIVVOAUIKES ETOPAGELS TOV
TOPOYOVTOV VELPOLVIKOD ATOKAEIGHOD KO TIG POPUAKOKIVITIKEG AAANAETIOPAGELS AVALESH GTOVE
TOPAYOVTES VELPOUVTKOD amoKAEIGHOV Kot To sugammadex. Me fdor avtd ta ototyeia, Kopio kKAvikd
OMNUOVTIKT QOPLOKOSVVOIKT] OAANAETIOPAOT HE GALN POPUOKEVTIKE TPOTOVTO OEV OVOUEVETOL, LIE
eEaipeon ta axodAovbo:

T v Topeueévn Kot 10 POVGLOKO 00 AAANAETIOPACELS AOY® EKTOTLONG OV glvarl dSuvaTov va
amokAEls0ovV (avapévovtan pn KAMVIKNAG onuaciog aAANAemdpaoelg dEcevong).

IMa ta oppovikd avTiIcLAANTTIKE Oev eivar duvatdv vo, omokAelcel KAviKd onuavTikn oAANAETIOpaoT
déapevong (0ev avouévovtol dAANAETIOPACELS AOY® EKTOTIONG).

AMNAEMOPEOELS IOV EVIEYOUEVOG ERNPEALOVV TNV OMOTEAEGUATIKOTNTA TOL sugammadex

(oA Aemdpaoelg EKTOMONG):

AOY® TG YOPTYNONG CLYKEKPEVOV QUPUOKEVTIKMY TPOTOVTOV UeTd amd To sugammadex,
BeopnTiKd T0 pokovPHVIO 1| TO PEKOVPOVIO UTOPEL VO EKTOTIOTEL 0O TO sugammadex. €2g
amoTéAeoUa, UTOPEL va TapatnpnOel ETAVEUPAVIOT) TOV VEVPOUVTKOD OTOKAEIGHOD. T QLT TNV
KOTAGTAOT), TPEMEL VAL TOPEYETAL OEPIGLOC 6TOV 0isBeviy. H yopiynomn tov eopuakeuTikod Tpoidvtog
OV TPOKAAEGE TNV EKTOTIOT D0 TPEMEL VO, TEPUATIOTEL OTNV TEPITTM®ON EYYVONG. L€ KATAGTAGELS
OOV UTOPOVV VO, AVOUEVOVTOL SUVNTIKEG OAANAETIOPACELG EKTOTIONG, Ol acbeveic Oa mpémet va
TOPOKOAOLOOVVTOL TPOGEKTIKA Y10 ONUEID EMAVEUPAVIOTG TOV VEVPOLLIKOV OTOKAEIGHOV (TTEPimov
ent 15 Aemtd) petd amd v TOPEVTEPIKN XOPYNOT EVOS GAAOD PUPUOKEVLTIKOD TPOIOVTOG, 1| Omoia
TPUYUOTOTOLEITOL EVTOG TTEPLOJOV 7,5 mPpdV UETE ad TN Yop1ynomn Tov sugammadex.

Topepipévn:

IMa v topepipévn, 1 omoia £xEl GYETIKG VYNAT GLYYEVELX OECUEVOTG V1o TO sugammadex Kot yio Ty
01010 UTOPEL VO, VTTAPYOLY GYETIKA VYNAEG GUYKEVIPMOGELS TAACUATOG, Elval Suvatdv vo Topatnpnoel
LEPIKN EKTOTION TOL BEKOVPOVIOL 1} TOL POKOLPOHVIOL ATTO TO GUUTAOKO pe To sugammadex. Ot
KAwvikot yatpoi 0o Tpénet va yvopilovv 611 n avaktnon tov Adyov T4/Ti oty Tyun 0,9 umopei
ouvenm¢ vo kabdvotepnoel oe aobeveic 6Tovg omoiovg yopnyHONKe TopePEVN TNV 1010 NUEPTL TNG
YEPOLPYIKNG EMEUPACTG.

EvdopAéPia yopriynon @ovoidtkod o&Eog:

H yprion tov ovc1dikod 0£E0g KaTd TV TPOo-YXEPNTIKN GAoT) Elval SLVATOV VO TPOKAAEGEL PEPTKT|
kaBvotépnon oy avdktnomn tov Adyov T4/ Ti oty tipn 0,9. Agv avapévetal ETOvVEUPAVIOT TOL
VEVPOUVTKOD OTOKAEIGHOD OTN UETEYYELPNTIKN PAGT, Od TN GTLYUR TOL O PLOUOG EYYLONG TOL
@OVLG1O1KOD 0&E0C glval TAVM ammd £va S1ACTNO LEPIKMY MPOV Kol T EMITESN GTO aipla eivon
ouvoAkd mhve amd 2-3 nuépec. ['a emavayopnynon tov sugammadex PA. mopdypoapo 4.2.

AMNAETOPEOELS IOV EVIEYOUEVOG ERNPEALOVV TNV OOTEAEGUATIKOTNTA GAADY QUPUAKEVTIKGOV
ntpoidvieVv (aAiniemdpdoseic déousvonc):

Adym ™G yopnynong Tov sugammadeX, GUYKEKPIUEVO POPLUKEVTIK TPOTOVTO UITOPEL VO KOTAGTOVV
AYOTEPO AMOTEAEGLATIKG, eEatTiog TG HEIONG TOV GLYKEVTPMGE®V (EAEVBEPOV TPOTOVTOG) GTO

T aopa. Edv mopoatmmpnbei pia tétolo KoTdoTao, GUVIGTATOL GTOV KAVIKO Y1aTpo Vo eEETAGEL TNV
EMOVO(OPTYNOT) TOV PAPLOKEVLTIKOD TPOIOVTOC, T YOPNYNoN EVOG BEPATELTIKA 1G0OVVALLOV




QOPUOKEVTIKOD TPOIOVTOG (KOTE TPOTIUNGT ad SLOPOPETIKT YNUIKT Kotnyopia) Koy TV EQapuoyn
U1 QOPUAKOAOYIKDV TOPEUPACEDV, AVALOYQ, LLE TNV TEPITTMON.

OpLOVIKA OVTIGLAANTTTIKA:

H oAnieniopaon petaéy 4 mg/kg sugammadex kai vog mpoyestaydvov mpofrenodtav 6Tt Ha
odnyovce o pelmon g £kBeong oto mpoyeotaydvo (34% g AUC) oe eminedo mapdpoto pe v
HelmoT TOL TapaTNPEiTaL OTAV 1 UEPTOLO OGN EVOG OTO TOL GTOUATOG OVTICVAANTTTIKOD ANQOEl e
kabvotépnon 12 opmdv, To omoio pumopet vo odnynoet o€ peimon g amoteAecpatikdtnroc. o ta
016TPoYOVa, 1 OpAon VT AvapuEVETOL Vo ival acBevésTepn. ZUVERHOC 1| XOpNyNon pio. 366ng pOdov
tov sugammadex Oesopeitar 6Tt €lvar 160dOVOUN [LE TNV TAPAALEWYT] oG NUEPTOLAG OOCTG 0IT6 TOV
OTONOTOS GTEPOELOOVG AVTICLAANTTIKOD (€iTE CLUVOVAGHEVOD 1 HOVO TTPEYESTAYOVOL). AV TO
sugammadex yopnyn0ei tnv id1a nuépa, Tov Aapupdvetat Eva omd TOL GTOUATOS AVTIGLAANTTIKO,
avaTPEENTE GTIC GLOTAGELS TOV CPOPOLY TNV TAPAAELYT OGN GTO PVAAO 00N YDV TOL OO TOV
GTOUATOG OVTICLAANTTIKOD. TNV TEPITTOON Un AURPavopévey a6 To GTORA OPLOVIKOV
OVTICVAMTITIKDV, 1) aG0EVIG TPETEL VO, YPTCULOTOUOEL LU0 ETUTAEOV LT OPLLOVIKT OVTIGUAANTTIKY|
LéEB0d0 Y T1g emdpeves 7 NUEPES Kat voL avaTpéEel 0TIG 001YiEG GTO PUALO 0dNYIDV XPI|CEMS TOV
TPOiOVTOC,.

AMnemdpboeic MOy® NG TOPATETOUEVNC ETIOPACTC TOV POKOVPAVIOL 1] TOL BeKOVPOVIOL:

Otov QoproKeLTIKA TPOIOVTO TOL EVIGYDOVY TOV VELPOUVTKO OTOKAEIGUO YPNGILOTO0VVTAL KATH TNV
UETEYYEPNTIKY TEPi0d0, Oa Tpémet va divetar Waitepr TPocoyn oty THAVOTNTA EXAVEUPAVICT|G TOV
VEVPOLTKOV amokAelcpov. [Tapakaleiote va avatpéEete 6To GOALO 0ONYLDY XPTONG TOV
POKOLPOVIOL 1) TOV BEKOVPAVIOV Y10l TOV KATAAOYO TOV CUYKEKPUUEVOV QUPUUKEVTIKMY TPOTOVTWOV
OV EVIGYLOLV TOV VEVPOUVIKO OTOKAEIGUO. L€ TEPITTMGT TOL TapaTNPNOEl ETAVELPAVIGT TOV
VELPOUVTKOV OTOKAEIGHOD, 0 aoBeVTG Umopel va xpelactel unyavikd aepiopd Kot ETOVE0pyNoT| TOV
sugammadex (BA. Tapdypago 4.2).

Enidpaon otig epyaotnprakéc eEetdoelc:

T'evikd 1o sugammadex dgv ennpedlel Tic epyactnplakés eEetdoels, pe mbovn eaipeon tn pwétpnon
g mpoyeSTEPOVNG 6ToV 0pd. H emidpacn og avtv Tnv e££€T00T TOPATNPEITAL GE GUYKEVIPAOOEL
sugammadex oto TAdopa g tdéemg Tov 100 pikpoypappapiov/ml (uéyloto eninedo oto TAdoUA
voTEpa amd 06om £podov 8 mg/kg).

e pio pedét oe eBelovtég 00ce1g Tov 4 mg/kg kot tov 16 mg/kg sugammadex glyav og amotéAesua
péyoteg péoes mapatdoels tov aPTT katd 17 ko 22% avriotoyo kot tov PT(INR) katd 11 won 22%
avtiotorya. Avtég o1 meploplopéveg péceg mapataoelc Tov aPTT kot tov PT(INR) ftov pikpnig
duapxetag (< 30 Aemtd).

Xe in vitro melpapota TopatnpnOnke pio pappokodvvaopiky aAinienidpaon (topdatacn tov aPTT kot
tov PT) pe avtayoviotéc g Prrapivng K, pun khacspatomotmuévn nrapiv, pikpov poplakod Bapovg
nrapwoedn, pipapoéoumdavn kot dafryatpavn (BA. Tapdypago 4.4).

Houdwotpucde TAnbvoude

Agv &yovv die€aybel emionueg peréteg arAnienidpaonc. Ot avapepOUEVES TUPAUTAV® OAANAETLO PAGELS
OV TTOPATNPOVVTOL GTOVS EVIAIKES KOl 01 TPOEWDOTOMGELS OTNV TTapaypapo 4.4 mpémel emiong va
Aopavovatl vTOY™ Yo TOV TOdATPIKO TANBVGUO.

4.6 Tovipotra, KOO Ko yorovyio

Kbnon

Agv datiBevtol Khvikd dedopéva oyeTikd pe v EkBeom Katd TV €yKLUOGVVT 6To sugammadex.
Meléteg oe {da dev KaTEdEEAY AUETES N EUHUECES EMKIVOVVEG EMMTAOCELS GTNV EYKVUOGVVN, GTNV
avamTuEN ToV EUPPVOL, GTOV TOKETO N OTN LETAYEVVNTIKY AVATTLED.

H yopiynon tov sugammadex o6& £YKLEG YOVOIKEC TPETEL VO TPOYLOTOTOLEITOL LLE 1O104TEPT] TPOCOYN.



OnAacpog
Agv gival yvoot6 ov 10 sugammadex amekKpiveTal 6To untpikd Yoo otov avOpwmo. Ot ueréteg o€

Ca &govv dei&el amékkpion Tov sugammadex 6to unTpkd yoia. I'evikd, 1 and ToL GTONATOG
amToPPOPNON TOV KLKAOOEETPIVMV Elval YOUNAT Kl 08V OVAIEVETAL ETTIOPACT) 6To ONAGlov Bpépog
petd and epdma 66omn oty InAdlovca untépa. Ipénet va amopacictel edv Oa dlakomel o OnAacpog
N Ba drakomel/ Bo amopevyBel ) Bepaneio pe sugammadex, AapPavoviag vTOYN TO0 OPELOS TOV
Oniacpo yio to Toudi Kot To 6pehog g Oepaneiog yio T untépa.

Tovipdtnto
Agv &govv diepevvnBel o1 emdpdocelg Tov sugammadex ot yovipdtnta otov dvBporo. Meléteg o

mePpapatoloa yio TNV a&loloynon g YOVIHOTNTOS OgV amokaAvTTOUY eMPAaPeic emdpaoelc.

4.7 Emodpaceig 6TV IKevVOTNTA 001]YN61S KO YEIPIGHOD PUNYOVI|LATOV

To Bridion dev €xetl kapio yvooT eXidpacn oTnv KavITTO 001 YNoNG KOl YELPIGLOV LNYOVILATOV.
4.8 AvemOOunreg evépysreg

epiAnyn tov Tpoid acedielag

To Bridion yopnyeital Tantdypova e TaPAYOVTEG VELPOUVTKOD ATOKAEIGHOD Kot ovousOnTiKd og
YEWPOoLPYIKOVS acbeveic. H artioroyio tov avemBountov coufdaviov givol cuvenmg SOGKOAO va
ektiunOei. Ot avemBOUNTEC EVEPYEIEG TOV AVOPEPONKAY TTLO GLYVE GE XELPOLPYIKOVG AcHEVEIG TV
Pxoc, emmAokég agpay@ydv AOY® avocOnoiag, emmAokég avoaioOnoiog vrdtacn BepanevtikdV
YEWPLOUDV Kot EmmAokn Oepamevtik®v yeptopmv (Zoyvég (= 1/100 émg < 1/10)).

ivaxkoeg 2: KataAoyog avemOOpuntov aviidpacemy o€ popen Tivako,

H aoopddeia tov sugammadex €xet a&loloynOei o 3.519 povadikd dropa péow pog de&opevng paong
dedopévav aoporeiag pacemv I-111. Ot akdiovdeg avemBounteg avidpaoelg avopipbniay o
OOKIEG EAEYYOLEVEG LE EIKOVIKO PAPLLOKO OOV Tal dTopa EAafav avoloOncio Ko mopdyovieg
vevpouvikov amokAelspos (1.078 exbéoelg atopmy oe sugammadex Evovit 544 6 EIKOVIKO QAPLLOKO).
[TIoAv ovyvég (= 1/10), ovyvég (= 1/100 éwg < 1/10), 6yt ovyvés (= 1/1.000 éwg < 1/100), omdvieg

(> 1/10.000 écwg < 1/1.000), moAd omavies (< 1/10.000)]

Koamyopio/opyavikd coompa 2uyvOTNTEG AvemBOpunteg avtidpdoeic
(ITpotwudpevor 6por)
Awtapayég Tov avosomotntikov | Oyl cuyvég Avtidpacelg vrepevaicinoiog
GUOTNHOTOG 610 QapuaKko (PA.
Tapdypoeo 4.4)
Awtapay£c Tov avomveLoTIKOD | Zuyvég Bryoc
GLGTHLOTOG,TOV OdpaKka Kot
oV pecobmpaKion




Kamyopia/opyavikd cootnua SuyvOTNTEG AvemBounteg avtidpdoelc

(ITpotucdpevotl 6pot)
Koakooeig, Oninmmpidoeig kot Xuyvég Emnhoxéc agpaymydv Ady®
EMTAOKEG BEPOUTEVTIKDV avoicnoiog

YEPLOUDV
Emuthoxn avaisOneiog (BA.
Tapaypaeo 4.4)

Ymotoon Oepanevtikdv
YEPLOUDV

Emmhoxn Bepamevtikdv
YEPIOUDV

[eprypaon emheyuévov avembountov avtidpdoewv

AvTtidpacelg vepevalcOnciog 6To APLAKO:

Avtdpdoelg vepevaictnoiog, copmepiiopuPavopévne g avaguiosioc, Exovv eppavicdet o
optopévoug acbeveig kot eBehovtég (Yo TAnpogopieg oxetikd pe Tovg ebghovtég, BA. IIAnpopopieg
GYETIKA LE TOVG VY1ELG €0EAOVTEC TAPOKAT®). LTI KAVIKEG SOKILES GE YEPOLPY KOS acBeveig avTég
o1 avTIOPACELS avaeEPONKaY 0L CLYVA Kol GTIC OVOPOPES LETA TNV KUKAOQOPia 1) cuyvoTnTa elvat pn
YVOOTN.

AVTEG o1 avTIOpAcEIC TOIKIAOY 0O PEPOVAOUEVES OEPUATIKEG AVTIOPACELC £0C COPAPEG CLOTNUOTIKEG
avTpaoetg (. avapoura&io, avapuiaktiky kotaringio) Ko éxovv eppavicbel oe acbevelg yopig
mponyovpevn £kbeon oto sugammadex.

Ta cvumtopate Tov cyetilovtal Le avTég TIg avTIdpaoELg umopel va meptiapufdvouv: oy, kKvidmon,
epuOnpatddeg e€avonua, (copapn) vrotacm, Tayvkapdia, S10YK®ON TNG YAMGSAS, SLOYKMGT TOL
@apuyya, BpoyyOCTAGLOG KAl TVEVIOVIKA amo@pakTikd suuBduata. Ot coPapic avtidpdoelg
vrepevarctnoiog propei va gival potpaieg.

Emmloxn aepaymydv Adym avarcOnociog:

O1 emmAoKEG agpaym@Y®V AMOY® avolsOnciog meplehduPavay A0 GTOV EVOOTPUYELNKO GOAN VA, Pixa,
o dAua, avtidpaon Si€yepong Kot TNV SIGPKELD TOL XEPovpyEiov, Prxa Kotd v avaisOntikn
Swdkacia 1 KaTd TNV S1GPKELD TOV XEPOLPYELOL, 1] OYXETILOUEVT LE TNV avolcOnTiKY] Sodikacia
ovBOpUN TN avamvor| Tov acBevolc.

EmimAoxn avaicOnoiog:

Emmloréc g avoioOnoiog, eVOEIKTIKOV TNG ETAVIPOPAS TN VEVPOULIKNG AELTOVPYiaG,
TEPAaUPAvVoOLY TNV Kiviomn €vOg AKPOL 1) TOV GOUATOG N PY0 KOTA TN SIUPKELD TNE ovalcONTIKNG
Slodkaciog 1| KOTA TN SIAPKELD TNE YELPOVPYIKNG EXEUPACTC, LOPPACUOL 1] AVOPPOPNGT) TOV
gvdotpayelakol coinva. BA. mapdypaeo 4.4 elappd avaichnocia.

Emumloxn Oepomentikdv yepIoudVv:
O1 emumhoxég Bepamevticon yepiopod mepterdufavay Prya, Taxvkopdia, Bpadvkapdia, KvnTikOTnTA
Kol avénon otov kapdlakd puopo.

"Evtovn Bpadvkapdio:

Metd v Kukhoeopia, Egovv Tapatnpnel HELOVOUEVEG TEPITTMGELS £VTOVTG Ppadukapdiog Kot
Bpadvkapdiog pe KapdloKr ovVaKOTn, EVTOC AETTMOV PETE TN Yopnynon sugammadex (BA.
mopdypoeo 4.4).

Emoavepugdvion tov veupopnikol amokAEIcuov:

X KMVIKEG PedéTeg og dTopa Tov EAdPBav pokovpdvio 1 fekovpdvio, 6oL To sugammadex

YOPNYNONKE YPNOIUOTOIDVTOG Hdl dOGT GIUAGHUEVT] Y10 TO BAB0G TOV VEVPOUVIKOD OTOKAEIGLOD
10




(N=2.022), wia enintmon ¢ taéng tov 0,20% mapoatnphidnke yio TNV EXAVEUPAVICT] TOV VELPO LLTIKOD
ATOKAEIGHOD pe Pdomn TV vevpouvikn mapoakorobOnon 1 ta KAvikd ototyeio (BA. Tapdypago 4.4).

[TAnpogopieg oyeTikd pe Toug vylelg eBehovTéc:

€ o TuYooTotUéVT), OUTAd TVEAN PeEAETN dlepevviBnKe N EMMTOON TV AVTIOPACEDY
vrepevLUCONGiag 6TO PAPLOKO, G VYIEIC €0ehOVTEG 6TOVG Ooiovg dOONKaY m¢ 3 ddGELS EIKOVIKOD
eoppaxov (N=76), 4 mg/kg sugammadex (N=151) } 16 mg/kg sugammadex (N=148). Ot avapopég
vl voyia vrepevancOnciag vVToPANON KAV ce pia emttpom Yo TVEAN a&loAdynon. H erintwon g
a&loloyodpevng vrepevaictneciog frav 1,3%, 6,6% kat 9,5% Y10 10 €1KOVIKO QAPLLOKO, Y10 TIG OLLADEG
4 mg/kg sugammadex kot 16 mg/kg sugammadex, avtictorya. Agv vanpEav avapopés avapLANEiog
Y10l TO EIKOVIKO QAppoKo 1 Yo To sugammadex 4 mg/kg. Yanp&e o pepovopévn mepintmon
a&roroyovpevng avaguioiog HeTd Ty mpdtn 06on sugammadex 16 mg/kg. (enintwon 0,7%). Aev
vpée Kavéva otoryelo avEavopevng cuyvotntag 1 cofapdtntag vrepevotctnciog pe
enovolopuPavoueveg d6oelc sugammadex. Xe pio TPoryoOUEVT] HEAETN e TapPOUOL0 GYESLOOTUO,
vpéav 3 a&loloyolpeveg Tepmtdacelg avapuiatiog, dAeg uetd amd 16 mg/kg sugammadex
(emintoon 2,0%).

e o oe&opevn Paong dedopévav Daong I, ot avembounteg evépyeieg mov avaeEpOnKay mg cLYVEG
(= 1/100 g < 1/10) oA cvyvég (= 1/10) Kou o cuyvég avapesa 6e aTopa mov Aafav
sugammadex 6€ Gy£0N UE TNV OLLAdM TOV EIKOVIKOV QapLdkov, teptlappdvovy dvaysvoio (10,1%),
keparodyia (6,7%), vavtia (5.6%), kvidwon (1,7%), kwmopo (1,7%), Lordda (1.6%), épeto (1,2%) ko
KOWAL0KO dAyog (1.0%).

1po600stes minpopopies yio e101k00¢ TARGLOLUODS

ITvevpovonafeig acOeveic:

€ 0e00UEVO LETA TNV KUKAOQOPIO KoL OE LU0 OTOKAEIOTIKT KAWVIKY] OOKIUT o€ 060eVEIC e 10TOPIKO
TVELUOVOLOYIKDV EMMAOK®DV, avapEpOnie Bpoyydonacuog g po Tlavov cuoyeTilOpevn
avemBountn evépyeta. Ommg kat pe dGAovg Tovg aceveic Le 1IGTOPIKO TVELLLOVOAOYIK®Y EMTAOKMV, O
YTPOC TPEMEL VAL €lvoil EVILEPOG Y1aL TNV TOAVT| ELEAVIOT| BPOYYOCTAGLOL.

Houdrozpixog winBvouog

e peréreg pe maudtatpikovg acbeveic niikiog 2 €wg 17 e1dv, to Tpoil acpaleiog tov sugammadex
(¢m¢ 4 mg/kg) fTav YEVIKA TOPOUOLO LLE TO TPOPIA TOV TOPATNPHONKE GTOLEC EVAAIKEC.

IlaBoloyixa woydooprol acBeveig

Xe o KMVIKN LEAETN amoKkAEIoTIKG o€ acbeveig pe maboroyikn Tayvcapkio, To TPOPIA acporeiog
NTOV YEVIKG TOPOLOL0 UE TO TPOQIA 6 evijlikeg acbevelg e cuykevipopéveg perétec Paong 1 €wg 3
(BA. Mivoka 2).

Aobeveic ue oofopn cvotnuotiki voco

e o pedét oe acbeveic mov a&loroyndnkav mg Karnyopia katdraéng 3 1 4 cdupovo ue myv
Apepucdvikn Etapeioa AvoisOncioloyov (ASA) (acbeveig pe cofapn cvotnuatikn voco 1 acbeveig
Le GoPapn GLGTNUATIKY VOGO TTOV AmOTEAEL SLOPKT ATEIAT] Y1 T {@n), TO TPoPiA avemBHunT®V
gvepyelmV 6€ anTovg Toug acbeveic ASA Katnyopiog 3 kot 4 ftav YEVIKA TapOUOL0 UE QUTO TV
EVNATK®V 000evav e cuykevtpmTikée peréteg Paomng 1 émg 3 (BA. [Mivaxa 2). BA. mapdypago 5.1.

AvaQopd mBavoAoyOVUEVOV OVETIBOUNTOV EVEPYELDV

H avagopd mBoavoroyodpevov avemBOUNT®V EVEPYEL®V LETA AIO T YOPNYNoN Adelog KukAopopiag
TOV QAPUAKELTIKOD TPOiOVTOG elvan onpavtikn. Exttpénet tn cuveyn mopoakolovOnon g oxéong
0PEALOVC-KIVOHVOL TOV QUPHOKEVTIKOD TPOTOVTOG. ZNTEITOL Amd TOVG EXAYYEAUOTIEG VYEING VO
avaPEPOLY OTOLEGONTOTE TOUVOAOYOVLEVES aveEmBOUNTES EVEPYELEG LEG® TOV €6VIKOD GLOTHLLATOG
ovoeopdg mov avaypdeetor oto [Hoapdptmua V.

1"


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

4.9 Ynepooooloyio

e KAMVIKEG peLéTeG, avapépOnke o Tepintmon Tuyaiog vepdocoroyiag pe 40 mg/kg, yopig kdmoteg
OMNUOVTIKEG AVETBVUNTESG OVTIOPACELS. XE 10, LEAETN Y10 TNV 0vOYN 6ToV AvOpwmo, To sugammadex
yopnynOnke oe docelc £mg 96 mg/kg. Aev avapépOnkav d060eEaPTMUEVEG AVETIODUNTEC EVEPYELEC
0Vte coPapéc avemBOUNTEG EVEPYELEC.

To sugammadex pumopei va amopokpvvOel pe aplodAIeT] Pe GIATPO VYNANG poNS, AALA Oyl Le GIATPO
YOUNANG ponc. BAcel KAWVIKGOV LEAETMV, Ol GLYKEVIPOGELC TOV sugammadex 6To TAACLA LELDVOVTOL
Katd £mg kot 70% petd amd apokdbapon didpkelog 3 £mg 6 wpmv.

5. DPAPMAKOAOTIKEX IAIOTHTEX
51 ®@oppoxodvvopikEg IO10TTES

Doppakobepamentin katnyopio: OAa to Aoutd Oepamevtid tpoiovta, avtidota, kKmdoikog ATC:
V03AB35

Mnyavicudc dpdong:

To sugammadex ivot pie TPOTOTONUEVT YA KOKAOSEETPIvN, 1 omola elvar évag Exextucog
Hapdayovtog Aéopevonc Mvoyorapotikdv (Selective Relaxant Binding Agent). Zynuotilet éva
GUUTAOKO LLE TOVG TAPAYOVTIEC VEVPOUVIKOD ATOKAEIGHOD, TO POKOVPAVIO 1| TO PEKOVLPOVIO, GTO
TAAC O KO [LE TOV TPOTO OTO UEIDMVEL TV TOGOTNTO TOL TOPEYOVTO VEVPOUVIKOD OTOKAEIGHOD, TTOV
droTifeTan Y10 vo SEGUEVGEL TOVE VIKOTIVIKOVE VITOSOYEIG GTNV VELPOVTKT chvoyT. AvTtd 0dnyel 6TV
OVOLGTPOQT] TOL VEVPOLLIKOD OTOKAEIGUOV OV £XEL TPOKANDEL 0md TO pokovpdVIo 1 TO PeKovpdVIO.

Dapuoxoduvakec EMOPACELS:

To sugammadex £xet yopnyn0ei og d60€1g Kupavoueves omd 0,5 mg/kg émg 16 mg/kg oe pelétecg
OVTATOKPIONC OTH 000N GE EMAYOLEVO GO TO POKOVPOVIO OOKAEIGHO, (0,6, 0,9, 1,0 xou 1,2 mg/kg
Bpouotyov pokovpdviov pe Kot ympig 0OGEI GLVTHPNONG) Kl GE ETAYOUEVO ad TO BEKOVPOVIO
amokAelopo (0,1 mg/kg Bpouiovyov Pekovpoviov pe 1 x®pig SOGEIG GLUVTAPNONG) GE SOPOPETIKA
ypovikd onpeia / Babn arokelcpov . Xtig peréteg autéc mapatnpnonke caeng oxéon d6oNG-
OmOKPIOTG.

KAwikn amoTeleouaTikdTnTo Kol aoQaAELL.:
To sugammadex pmopei va yopnysital oe S1dpopa YPoviKa SLOGTAUATO LETA OO TNV YOPTYNOT TOL
POKOLPOVIOL | TOV Bpmpiovyov Pekovpdviov:

Amln ovaotpoph— Padig vevpouvikos amokiEloUOG:

e o KEVIPIKN HEAETN, ol acBeveic TuyalomomOnkay 6TV opdado Tov POKOLPAVIOL 1) TOV
Bexovpoviov. Metd and v TeLlevTaio dOGM TOL POKOLPOVIOL 1| TOV Pekovpdviov, e 1-2 PTCs,
yopnyndnkav 4 mg/kg tov sugammadex 1 70 meg/kg veootiypivng pe toyaia oepd. O xpodvog and v
&vapén g xoprynong Tov sugammadex 1 TG VEooTIypivng £mg Tnv avdaktnon tov Adyov T4/Ti otnv
TR 0,9 frav:

Iivakag 3: Xpovog (Aemta) amd v (opiynor Tov sugammadex 1| TG VEOSTIYRIVIS 0 faOD
vevpopviko arokieiond (1-2 PTCs) petd amd yopfiynon pokovpoviov 1 fekovpdviov £mg v
avaxtnon tov Aoyov T4/ Ti oty Tipn 0,9

[Tapdyovtog vevpopvikov OepamevTiko oYM

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

N 37 37

Aldpecoc ypovog (Aentd) 2,7 49,0

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

Bexovpovio

N 47 36

12




Aldpecoc ypovog (Aemtd)
Evpoc

33
1,4-68.,4

49,9
46,0-312,7

AT ovaoTpoen — HETPIOS VEVPOUVIKOS ATTOKAELGUOG:
e o GAAN KEVTPIKN HEAETT, Ol acBeveic TuyatomomOniay GTny opddo poKovpAVIOL 1 TOV
Bexovpoviov. Metd tnv tedevtaia yopnynon pOKOLPOVIOL 1] TOL BEKOVLPOVIOL, LE TNV ETOVEUPAVION
tov T, yopnynOnkav 2 mg/kg sugammadex 1} 50 meg/kg veootiypivng pe toyaia cepd. O xpodvog amd
v évapén g xopnynong Tov sugammadex 1 ¢ VEOSTIyUivIG £m¢ TNV avaktnon Tov Adyov T4/T)

otmv TN 0,9 ftav:

Iivaxog 4: Xpoévog (Aemtd) amé Tnv yopiynon tov sugammadex 1 TNG VEOSTLYRIVIIG KATA TNV
enavep@avion tov Tz petd amé yopiynon pokovpéviov i fekovpoviov MG TV AVAKTN G TOV

Adyov T4/T onv Tipny 0,9

[Tapdyovtag vevpopwiko OepamevTIKO CYNLOL

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

N 48 48

Aldpecoc ypovog (Aemtd) 1,4 17,6

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

Bexovpovio

N 48 45

Avdpecoc ypovog (Aemtdr) 2,1 18,9

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

H avoaotpoen Tov veupopnikod amokAEIGHOD TOL TPOKANBNKE amd TO poKOLPOVIO e TO sugammadex
GLYKPIONKE LE TNV OVAGTPOPY] TOV VELPOUVTKOD OTOKAEIGLLOV OV TPOKANONKE amd TO Cis-0TpaKovPlo
pe TN veooTiyuivn. Me v emavepepavion tov Tz yopnynOnke d6on 2 mg/kg sugammadex 1 50 mcg/kg

veootiyuivng. To sugammadex mapeiye ToyHTEPT OVUGTPOPT] TOL VELPOUVIKOD ATOKAEIGUOD TOV
TPOKANONKE amd TO POKOLPAVIO GE GUYKPLOT| LIE TV OVAGTPOPT] TOL VEVPOLVIKOD OITOKAELS LOV TTOV
TPOKANONKE ad TO CiS-ATPUKOVPLO LE T VEOSTIYUIVT:

Iivaxog S: Xpoévog (Aemtd) amd Ty yopnynon tov sugammadex 1] TNG VEOSTIYRIVIG KOTA TNV
enavep@avion tov Tr petd amé yopiynon pokovpéviov 1 cis-aTpaKoHPLOv £MS TV UVAKTNGT TOV

Aoyov T4/ T onv Tipng 0,9

TTapdéyovtog vevpopvikon Bepamevtikd GyNo

OMOKAEIGHOD Pokovpovio kot sugammadex Cis-atpaKovplo Kot VEOSTLY UiV
(2 mg/kg) (50 mcg/kg)

N 34 39

AlGpecog ypovog (Aemtd) 1,9 7,2

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

To aupeon avaotpopi:

O xpovog £m¢ TNV avAvNYn ad VELPOUVTKO OTOKAEIGO TOL TPOKANONKE OO GOVKKIVOAOYOAIVT
(1 mg/kg) ovykpidnie pe v avavnyn pe to sugammadex (16 mg/kg, 3 Aentd apyodtepa) and
VEVPOUVTKO AOKAEIGUO TTOL TPOoKANONKE 0md pokovpdvio (1,2 mg/kg).

Mivaxag 6: Xpovog (Aemta) amd Tnv (op1yNo1 poKovpdéviov Ko sugammadex 1
GOVKKIVVAOY0LAiIVIIS ¢ TNV avékTtnon Tov Ti 10 %

[Mapdyovtag vevpopwikov OepameEVTIKO TYNLOL

OTOKAEIGLOD Poxovpodvio kan sugammadex YOUKKIVOAOXOAIVY
(16 mg/kg) (1 mg/kg)

N 55 55

Aldpecog ypdvog (Aemtd) 4,2 7,1

Evpog 3,5-7,7 3,7-10,5
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Y€ GUYKEVTIPMTIKT avdAvon avaeépdnikay ot akoiovbot yxpovot avavnyng yio 16 mg/kg
sugammadex petd and 1,2 mg/kg Bpopiovyov pokovpdviov:

Iivaxoeg 7: Xpoévog (Aentd) amé tnv yopiynon Tov sugammadex 6€ 3 Aentd PETE TO POKOVPOVIO
£0g TV avaktnon tov Adyov T4/ T otnv Tipn 0,9, 0,8 1 0,7

T4/T) 6710 0,9 T4/T) 6710 0,8 T4/T; 610 0,7
N 65 65 65
Aldpecog 1,5 1,3 1,1
1pOvo¢ (Aemtd)
Evpog 0,5-14,3 0,5-6,2 0,5-3,3
Negpixn dvoiertovpyio:

e 000 HEAETEC OVOLYTNC CUAVOTG £YIVE GVYKPIOT TNG OATOTEAECUAUTIKOTNTOG KO TNG AGPAAELNG TOV
sugammadex g ¥elpovpylkovg acheveic pe kat yopic coPfapn veppikr dvcieitovpyia. T pio LeAETT,
To sugammadex yopnyNOnKe LeTd amd amoKAEIGUO TOV TPOKANONKE 0md pokovpdvio, e 1-2 PTCs
(4 mg/kg, N=68). Ztnv dAkn perétn, to sugammadex yopnyndnke petd v emaveppdvion tov T

(2 mg/kg, N=30). H avavnyn oo Tov aToKAEIGUO HTOV LETPIMG LEYOADTEPNC SLAPKELS Y10 TOVG
acBeveig pe coPapn veppikn dSucAeltovpyia GUYKPITIKA Ue Tovg acBeveis ympig veppikn
dvoiettovpyia. Agv avapépOnKe VITOAEMOUEVOG 1) ETAVELPAVILOUEVOG VEVPOLVTKOC OTOKAELG LOG OE
aoBeveig pe cofapn veepikn SLGAEITOVPYIQ GE AVTES TIG LEAETEG,.

IaBoloyixe waydoopror aoBeveig:

Mo perét 188 acBevdv ot omoiot dtaryvdoTnKav 0¢ Tafoloyikd TayLeAPKOoL OlEPEVVNGE TO YPOVO
avavnyme omd péETplo N Pabv veupopvikd amokAEIoUO TOV TPOKAAEITAL OTO TO POKOVPOVIO 1) TO
Bexovpovio. Ot acBeveic Elafav 2 mg/kg 1 4 mg/kg sugammadex, avdloya e To eninedo
OTTOKAEIGHLOV, SOCOAOYOVLEVO CUUPOVA EITE LE TO TPAYLATIKO COUATIKO BAPOG £iTe e TO 10VIKO
ocOUOTIKO BApog pe Tuyaio, SUTAG TVEAO TPOTO. ZVYKEVIPMOTIKA KoTd UKOog Tov fdbovg Tov
OTOKAEIGHOD KO TOV VEVPOULIKOD TOPAYyOVTO OTOKAEIGUOV, O HEGOG XPOVOG avavnyng ToL train-of-
four (TOF) Adyov > 0.9 og acBeveic mov giyav docoroynbei cOpPmVA [LE TO TPOYULATIKO COUATIKO
Bapog (1,8 Aemtd) Mjtav otatiotikd onpavtikd tayvtepn (p < 0.0001) oe cyKpion pe Tovg acbeveig
7oV giyov docoroynbel cOUP®VA pE TO 10VIKO couatikod Bapoc (3,3 Aentd).

Houdrazpixog [AnGooudg:

Muo, perém 288 acBevav nhikiog 2 £og < 17 et@v diepebhvnoe TNV ac@ILELN Kot TV
OOTEAEGULALTIKOTITA TOL sugammadex EvavTl TG VEOSTLYUIVIG WG TaPayovVTa OVASTPOPTS TOL
VEVPOLVTKOV OTTOKAEIGLOV OV TPOKANONKE amd pokovpovio 1 Bekovpdvio. H avavnym ond pétplo
amokAelopo oe TOF Adyov > 0.9 NTav onpovikd taydtepn oty opddo sugammadex 2 mg/kg oe
GUYKPION UE TNV OLAd0 VEOOTIYUIVIG (YEOUETPIKOG Hécog 1,6 Aemtd Yo sugammadex 2 mg/kg ko
7,5 AEMTA Y10 VEOSTLY VY, avoroyia yeopetpikdv pécmv 0,22, 95 % CI (0,16, 0,32), (p<0.0001)). To
sugammadex 4 mg/kg Katdopbwoe avactpopn amd fabv amoxkielcud pe yeopetpkd péco 2,0 Aentdv,
TOPOUOL0 LLE TO ATOTEAEGOTO, TTOV TTapaTNPNONKay 68 eviAikes. AvTéG Ol EMOPAcEIC TV CLUPATEG
v Oheg TIG NAKLOKES opddeg mov pedetnkay (2 €wg < 6, 6 £wg < 12, 12 éwg < 17 e1®dV) Kot Y1 TO
pOKOLPOVIO Kol Yl TO fekovpdvio. BA. mapdypapo 4.2.

Aaobeveic ue oofopn coaTnuoTIK) VOoO!

Mo perét 331 acBevav mov aloroyndnkav wg ASA Kartnyopia 3 1} 4 diepghvnoe v enintmon
OVATTUGCOUEV®V OO TNV 0y®yn appuOudv (piefokoupikn Bpadvkapdia, prePorxoufikn tayvkapdio
N GALec KapdlakES appuOuiec) petd tn yopnynon Tov sugammadex.

Xe aoBeveig mov éhafav sugammadex (2 mg/kg, 4 mg/kg, | 16 mg/kg), n enintwon twv
OVOTTUGCOUEV®V OO TNV 0y®YT appulidv NTov Yevikd mapopota pe tn veootiypivn (50 pg/kg émg 5
mg uéylotn 60om) + yAvkomvpordtn (10 ug/kg éoc 1 mg péyiotn 66om). To Tpoid avemiBdountomv
gvepyelmv otovg acbeveic ASA Katnyopiog 3 kot 4 ftav yevika Topopolo pe ovtd Tov eVnAikov
acBevav og cuykevtpmTikég peréteg @dong 1 €wg 3 emopévac dev amorteitor pvuion g
docoloyiag. BA. mapdypago 4.8.
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5.2 ®oppokoKivTIKES 1O10TNTES

O1 QOopUOKOKIVITIKES TAPALETPOL TOV sugammadex LToAoyisTNKOV and TO TEAMKO GOVOAO TV
GUYKEVIPMOEMV TMOV OEGUEVUEVAOV KOl AOEGUEVTOV GLUTAOK®OV ToL sugammadex. Ot
QOPULOKOKIVITIKEG TAPAUETPOL OTTMOC 1 KABapom Kal 0 6yKoG Katavoung Bewpodvtot va givarl 101G yiao
T0, AOEGILEVTA KOl TO, OEGEVUEVA GOUTAOKA TOV sugammadex 6Tovg acheveig mov £xovv vVToPANDel oe
avaicnocia.

Koatavoun:

O mapatnpovLLEVOS OYKOG KOTAVOUNS GTAOEPOTOMLLEVNG KATACTAONG TOV sugammadex eivat tepinov
11 émg 14 Aitpa og evidikeg acbeveig pe puololoyikn veepikn Asttovpyio (Bacel cupufotikng, un
SLUEPIOUATIKNG POPUAKOKIVITIKNG avaivong). Ovte to sugammadex o0Te T0 GOUTAOKO TOV
sugammadex Kol Tov poKOVPOVIOL SEGUEVETAL GTIG TPMTEIVEG TOV TAAGUATOG 1) 6Ta EpuBpoKHTTAPO,
OT®G TapoTNPNONKE in Vitro YP1GILOTOIOVTOS 0VOPOTIVO TAGGHO dvOpa Kot TANpeg aipa. To
sugammadex eUQovilel YpopUIKES KIvNTIKES 1010TNTEC 6TO H0GO0A0YIKO g0pog amd 1 émc 16 mg/kg
otav yopnyeitar og evéoeAéPia (IV) doon epddov.

Biopetaoynpotiopdc:
Y& TPoKMVIKEG Ko KAMVIKEG uehéteg, dev mapotnpndnkay petafolriteg Tov sugammadex kot m
HOVOSIKT 000G amofoAng ToL APeTAPANTOL TPOIOVTOC NTOV LEG® VEQPIKT ATEKKPLOTC.

AmofoAn):

e evilikeg avausOnromoimuévoug acheveic e PLUGIOAOYIKT VEPPIKN AELTOVPYIO, O XPOVOG NUIcELNG
Cong (t12) ™¢ amoPoing tov sugammadex eivol Tepimov 2 dPEG KoL 1) EKTIUDUEVT KAOapon
mAdopotog etvar mepimov 88 ml/min. M peiétn woopponiog pélag €dgi&e 611> 90% tng d0omg
anekkpiOnke evidc 24 wpav. To 96% g 0dong amekkpidnie ota ovpa , amd ta onoia to 95%
TOVAdYIGTOV Pmopovce va 0modobel og apetaPfAnto sugammadex. H anékkpion péocm tov Konpavov
M TOL EKTVEOUEVOL aépa NTav KATw amd o 0,02% tng 66ong. H yopriynon tov sugammadex og vyieig
€0elovTEC 00N YNCE OE AVENLEVN VEQPIKT] OITOLLAKPLVGT] TOV POKOVPOVIOL LE T LOPPT] CUUTAGKOV.

E1dixoi wAnboouoi:

Neppn| duciettovpyio Ko nAkia:

e o QapUOKOKIVITIKY LEAETN OOV €ytve oUYKPLoT aoBevav pe cofapn veppikn ducAiettovpyia pe
aofevelg e PLGLOAOYIKT VEQPIKN AglTOVPYia, TO emineda Tov sugammadex 6To TAGCH NToV
ToPOLOLN KOTA TN S18pKELD TG TPMTNG MPOG LETA TN XOPYNoN TNG 000G Kol LETEMELTO, TOL EMITEOL
petmdnkay toydtepa oty opdado eA&yyov. H olikn £kBeon oto sugammadex fTov TopaTeTapévn,
oonyovtog o 17 popéc vynrotepn Exbeon tov acbevav pe coPapn veepikn duciettovpyio. Xouniég
GLYKEVTPMOELS sugammadex givat aviyveDoLES Y10 TOVAGYIoTOV 48 Mpeg LeTd TN YopnyNnon g d0oNg
o€ acbeveig pue cofapn veppikn avemdpkela.

e o, 0s0TEPN UEAETT OOV £YIve GUYKPIOT 6€ dTopa pe PETpla 1| coPapn VeQPIKT SuGAELTOVPYia. e
ATOLO [LE PLGLOAOYIKT VEQPIKN AglTovpyia, 1 KGOapor Tov sugammadex otadiokd petmdnke Kol o
xpovog nuicelag Cong tiz otadlakd Tapatdadnke pe tn peioon g veppikng Aettovpyiog. H ékbeon
nTav 2 eopéc ka5 popég LYNAOTEPN G dTopa pe PHETPLA Kot GoPapn VEPPIKT SLCGAEITOLPYIN,
avrtiotoya. Ot cVYKEVTIPOOELS TOL sugammadex dev NTav TAEOV aviXVeELGIIES TAVD amd 7 NUEPES LeT
TN YopNyNomn G 600Mg o€ GTOpN e GOPapPT| VEQPIKT OAVETAPKELXL.

IMivaxoeg 8: epiAnyn TOV QUPUOKOKIVIITIKAOV TOPUPETPOV TOV sugammadex avd nikio kot
VEQPIKI AErTovpYia TopovoldleTol TapuKdT®:

Emieypéva Xopoxtnprotikd AcOgvovg Méoec [popremopeves @opproKOKIVTIKES
Hapaperpor (CV*%)
Anpoypopikd Negpikn| Asttovpyio KéBapon Oryxog Xpovog
otoyeia kaBapon Kpeativivng (ml/min) (ml/min) KOTOVOUNG OTN nuicelog
H\wcia otabepomomuévn | Long (hr)
ZOUATIKO katdotaon (1)
Bapog
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Evilkog ducroloyiky 100 84 (24) 13 2 (22)

40 gtV Awotapoaypévn ‘Hma 50 47 (25) 14 4(22)
75 kg Métpo | 30 28 (24) 14 7(23)
YoBapn 10 8 (25) 15 24 (25)
Hiiopévog ducroloyiky 80 70 (24) 13 32D
75 gtav AwTopaypévn ‘Hmao 50 46 (25) 14 4 (23)
75 ke Métpa | 30 28 (25) 14 7(23)
ToBapn | 10 8 (25) 15 24 (24)
‘Epnpog Ddvcloloykn 95 72 (25) 10 2(21)
15 etov Awtapoaypévn ‘Hmao 48 40 (24) 11 4(23)
56 kg Métpo | 29 24 (24) 11 6 (24)
YoBapn 10 7 (25) 11 22 (25)

Méon mtoadikny | Dvoloroykn
Nikio 60 40 (24) 5 2(22)
9 et Awtapoypévn ‘Hmao 30 21 (24) 6 4 (22)
29 kg Métpo | 18 12 (25) 6 7(24)
ToPaph | 6 3 (26) 6 25 (25)

pdiun dvcloloykn
TOOIKN NAIKiQ 39 24 (25) 3 2 (22)
4 gtV Awotapoypévn "Hmao 19 11(25) 3 4 (23)
16 kg Métpo | 12 6 (25) 3 7(24)
ToPapy | 4 2 (25) 3 28 (26)

*CV=cvvteAeotg LeTaPfANTOTNTOG

Ddvro:
Agv Topatnpiniay dapopég mg TPog TO POLO.

DuAn:

e o pekét oe vyieic lanmveg ko Kavkdoiovg, dev mapotnpfiniay KAVIKE GNUOVTIKES SL0POPES
OTLS PAPLOKOKIVITIKEG TTopapéTpovs. [leplopiopéva otoryeio 6g detkviouY S10POPES OTIG
(QOPUOKOKIVITIKES TAPAUETPOVS G€ ATOLA TNG HAPNG PLANG 1| 68 APPO-OUEPTKOVODG.

Bépoc copatoc:
H avaivon eoapuakokivnTikig TANBUcHoD eVNATKOV Kot NMKIOUEVEY acBevady dev 0815 ONUAVTIKY
oyéon Kabapong Kot GYKov KATavoung Le To BApog cmUATOC,.

Hayvoapkio:
e pio kKAMvikn perémn og maboroyucd moybooapkovs acbeveic, yopnynonke sugammadex 2 mg/kg ot

4 mg/kg cOUEOVO UE TO TPAYLATIKO GOUATIKO Bapog (n=76) 1 GOUPOVO UE TO 1OUVIKO COUOTIKO
Bapog (n=74). H ékBeon ot1o sugammadex av&nonke pe 6060-e£apTOUEVO, YPOUUIKO TPOTO LETA TN
YOPNYNOT COLPMOVA. LLE TO TPOYUATIKO COUATIKO BAPOG 1} TO 100viKd GOUATIKO Bdpog. Agv
mapoTNPRONKAY KAMVIKE GNUAVTIKEG S10POPES OTIG PUPUUKOKIVIITIKEG TOPAUETPOVG UETAED TV
nmafoAoykd TayvoupKoY acevdv Kot Tov YeEVIKOD TANOLGHOD.

5.3 TIIpoxivikd dedopéva yio TV d6QIAELN

Ta pn KAvikd dedopéva dev amokaAvTTOVV 1010itepPO Kivovvo yio Tov avBpwmo pe Bdon Tig
SLUPOTIKEG LEAETEG PUPUOKOAOYIKNG OCQAAELNG, TOEIKOTNTAG EMAVAAAUPAVOLEV®V dOCEMV,
YovoToEIKOTNTAS, TOEIKOTNTOG OTNV AVOTAPAYMYIKY IKOVOTNTA, TOTIKY VoY 1| cOUPATOTNTO LE TO
aipa.

To sugammadex amoBAAAETOL TAYXEDG GTA TPOKAVIKG €101, TOPOLO TOV VTOAEIUUATIKO Sugammatex

mapoTnPRONKe 6Ta 06TA KoL ToL 0OVTIO VEAPDV emud®V. [IpokAvikéc peréteg oe veapovg EVAAKEG Kot
®pLpovg emipveg £de1av 0Tt To sugammadex dev emNPeAlel ApvnTIKA TO YPOUL TOV SOVTIOV 1 TNV
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TOLOTNTA, TNV SOUN KOl T®V LETOPOAMGUO TV ootdv. To sugammadex dgv £xel emidpacn otV
eMO10pHOOT KATAYUOTOG Kol GTIV ovVadIAUOPO®GCT) TOV 0GTOV.

6. OAPMAKEYTIKEX TIAHPO®OPIEX
6.1 Koatdhoyog ekdoyv

Yépoyrwpikd 0D 3,7% (v pvOon Tov pH) ka/m vdpoéeidio tov vatpiov (Yo pHbOuion tov pH)
"Yowp yio evéoipa

6.2 AocvppatétnTeg

AVT0 TO POPUOKEVTIKO TPOIOV JEV TPETEL VAL OVOLULYVOETOL PUE GALO POPLOKEVTIKA TPOIOVTO EKTOC OO
EKEVA TOV AVAPEPOVTOL TNV TOPAYPOPO 6.6.
"Exet avapepBei puowkn acopfotdétnta pe v Bepamoptiin, Tnv ovoaveeTpoOvY Kot T PovITLOiv.

6.3 Awgpkero Long
3 ypoviaL

Metd to TPOTO GvOorypo Kot TNV apoimaon, 1 ¥NLUKN Kol pLUGIKH oTafepoTnTU KATA TNV (P11 £XOVV
tekunproei yia 48 dpeg og 2°C émg 25°C. AT pikpoPloloyiknig andYemS, TO OPUL®UEVO TPOTOV
TPENEL VAL YPMCILOTOEITAL OUESMG. AV dgv ypnotponomBel apécmc, ot xpovol eUAAENG KaTA T XPIoT
Kol 01 GLVONKES TPV Ao TV Ypnon opilovtar pe vBHVN TOL YPNOT Kol KAVOVIKE Ogv TPEMEL VAL Etvat
peyaAvtepot and 24 dpeg oe 2°C émg 8°C, eKTOG av 1 0poimon Eyve 6€ EAEYYOUEVES KO
EMKVPOUEVEG AOTTITEG GUVOTKEG.

6.4 Iowitepeg mpo@uAGEELS KOTA TN @ULAEN TOV TTPOTIOVTOS

dvidcoete og Beppokpacio pkpotepn tov 30°C.

Mnv KoToyOYETE.

Duidooete 10 PLOAISI0 6TO eEMTEPIKO KOVTI Y10l VOL TPOGTATEVETAL OO TO POC.

Mo t1g ovvONKeg EOALOENG TOVL APUIOUEVOD PAPUAKELTIKOD TPOidVTOC, PA. Tapdypapo 6.3.

6.5 ®@von Kol GLGTATIKG TOV TEPLEKTN

2 ml 7 5 ml dedvpatog 6€ eLaAido amd yvori Tomov I pe Tdpata ELactikod YAwpoBovTuAiov, e
KéAvppo aAovpviov pe GyKIGTPO KOl UTOOTOCTMUEVT] GPPAYIOT).

Meyébn ovokevaoiog: 10 uaridia tov 2 ml 1 10 groAide tov 5 ml.

Mmopei va unv Kokho@opohv OAEG Ol GUCKEVLUGIEC.

6.6 Iowitepes mpoPLAGEEIS amOpPLYNS KAl GAAOG YEPIOPOG

To Bridion pmopei va evietor o evooAEPLA YPOUUT OGO VTEAPYXOLGAS £YXLONG LE To oKOAovOa
evooPAEPLa draAvpata: yAmpovyo vatplo 9 mg/ml (0,9%), yAvkdln 50 mg/ml (5%), yAwplovyo
vatpio 4,5 mg/ml (0,45%) kot yAokoln 25 mg/ml (2,5%), yoaraxtikd diddivpa Ringers, didlopa
Ringers, yAvkoln 50 mg/ml (5%) og yAoplovyo vétpio 9 mg/ml (0,9%).

H ypopun €yyvong 0o mpénet vo exkmivbei emapkac (m.y. pe 0,9% yAwprodyo vatplo) peta&d g
yopfynong tov Bridion kat twv GAA®V QapUAKOV.

Xpnon ctov moudatpikd mnfvoud
Mo Todrotpikovg acbeveic To Bridion umopei va apatdvetor pe v ¥pnomn yAoPLovyoL voTpiov
9 mg/ml (0,9%) og cuykévipmon 10 mg/ml (PA. mapdypoeo 6.3).
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Kdabe aypnoyomointo eaprokentikd Tpoidy 1 DTOAEUN TPETEL VO OTOPPITTETAL GOUPDVE, LUE TIC
KOTA TOTOVG 10 DOVCEG GYETIKEG SLATAEELS.

7. KATOXOX THX AAEIAY. KYKAO®OPIAX

Merck Sharp & Dohme B.V.

Waarderweg 39

2031 BN Haarlem

OAavoio

8. APIOMOZX(OI) AAEIAY KYKAO®OPIAX

EU/1/08/466/001

EU/1/08/466/002

9. HMEPOMHNIA IMPQTHXE ENKPIZHY/ANANEQYXHY. THX AAEIAX
Huepopnvia tpmnc £ykpiong: 25 IovAiov 2008

Hpepounvia tekevtaiog avavémong: 21 Tovviov 2013

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Aentopepeic TAnNpoopieg Yio To0 TapdV POPUAKEVTIKO TPOioV givar S1aBEGILES GTOV SIKTLAKO TOTO
tov Evpomnaikov Opyoviopod Gappdkmv http:// www.ema.europa.eu.
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IHAPAPTHMA 11

HHAPAXKEYAXTHX(EX) YHEYOYNOX(OI) I'TA THN
AIIOAEXMEYXH TQN ITAPTIAQN

OPOI'H IIEPIOPIXMOI XXETIKA ME TH AIAOEXH KAI
TH XPHXH

AAAOI OPOI KAI AITAITHXEIX THX AAETAX
KYKAO®OPIAX

OPOI'H IIEPIOPIXMOI XXETIKA ME THN AX®AAH KAI

AMMOTEAEXMATIKH XPHXH TOY ®PAPMAKEYTIKOY
MPOIONTOX
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A. TTAPAXKEYAXTHX(EYX) YIIEYOYNOZXZ(OI) I'TA THN AITIOAEXMEYXH TQN
HAPTIAQN

‘Ovoua ko d1evfvvon tov(tav) TopackeLaoTH(@V) oL eivor vTevHuvoc(ot) Yo TV OTOdEGUEVLCT) TOV
mopTidmV

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

Merck Sharp & Dohme B.V.
Waarderweg 39

2031 BN Haarlem
OAAavoio

210 £VTUTTO PUALO 0JNYLDOV XPNOTG TOV PAPLOKEVLTIKOD TPOIOVTOG TPETEL VAL AVaLypAPETAL TO OVOLLAL
Kol 1 01e0BVVOT TOL TOPACKEVAGTN TOV Eivat VITELOVVOC Y1 TV ATOOEGIEVOT) TG CYETIKNG TAPTIONC.

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

Doppokevtikd TPoidy yio 10 omoio amarteitan mepropiopévn atpikn cuvtayn (PA. Hopdptnua I:
Iepiinyn 1ov Xopaktnpiotikedv tov [Ipoidvtog, mapdypoaeog 4.2).

' AAAOI OPOI KAI AITAITHZEIX THX AAEIAY. KYKAO®OPIAYX
. Ex0¢éos1g meprodkng mapakorovdnong g acpdarerag (PSURS)

Ot amoutioelg yo Tnv voPoin twv PSURS yua 10 v Adym poppokevtikd mpoidév opilovion
GTOV KATAAOYO LE TIG NUepoUNVieg avapopds e Evoong (katdioyog EURD) mov mapatiBetan
oV mapdypapo 7, tov apbpov 107y, g odnyiag 2001/83/EK kot kaOe emakdlovdng
EMKALPOTOINGONG OTIMG OMLOGIEVETAL GTIV EVPMOTAIKT SIKTVOKT TOAT] Y10, TO, PAPUOAKOL.

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

. Yyéono owayeipiong Kivovvovu (XAK)

O Kdaroyog Adetag Kukhopopiag (KAK) Ba dieEaydyet Tig amartovpeveg SpactnploTnTeg Kot
TOPEUPAGELS PUPLOKOETOYPVTVIONG, OTT(C Tapovoidlovtal 6to copenvndéy XAK mov
napovctaletar otnv Evomnra 1.8.2 ¢ ddeiag kukhopopiog Kot 0Tolecdnmote EnaKoAovdeg
gykekpipéves avabempnoelg tov TAK.

‘Eva emucatporompévo XAK Oa wpémel va katotedei:

. Metd and aitnpo tov Evponaikod Opyavicpod Goppakaov,

o OnoTedNTOTE TPOTOMOLEITAL TO GVGTNUO JLAXEIPIONG KIVOVVOUL, EI01KG MG ATOTELEGLLO ANYNG
VE®V TANPOQOPIDV TOV UTOPOVV VO ETUPEPOVLY GNUAVTIKN GAAAYT OTH GYECT] 0PEAOVS-KLVOVUVOL
N ©¢ OTOTEAEG A TNG EMTEVLENG EVOG GNUAVTIKOD OPOCT|LOV (PUPHLOKOETOYPOTVIOT N
glayioTomoinon Kvdvvov).
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IHAPAPTHMA 111

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

EZQTEPIKO KOYTI, 10 x 5 ml gwoAriown

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY NIPOIONTOX

Bridion 100 mg/ml evéoipo didivpa
sugammadex

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

1 ml mepéyer 100 mg sugammadex (g vatplodyo sugammadex).
Kabe proridio tov 5 ml nepiéyet 500 mg sugammadex (g vaTplovyo sugammadex).
500 mg/5 ml

3. KATAAOTI'OX EKAOXQN

Ao cvotaTikd: VIpoYA®PIKO 0&L 3,7% kaun vépoeidio Tov vatpiov (Yo pOBen tov pH), Vdwp
Y10 EVECTLAL.
BA. 0 pOALO 001y1DV YPTIONC Y10 TEPUITEP® TAT|POPOPIES.

4. OAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Evéoipo didiopa
10 proAidia
500 mg/5 ml

| 5. TPOMOX KAI OAOX(OI) XOPHTHIHE

Evdo@AéPia yprion
Movo yia epdmaé ypnon.
Awpaote T0 PUALO 0ONYIOV ¥PNOTG TPV OO TN XPNOT).

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OITIOIA TO PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI XE OEXH, THN OIIOIA AEN BAEITIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na pvidocoetal o€ 0éom, TV onoia dev PAETOLY KAt deV TPooeYYilovv Ta TALdA.

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

| 8. HMEPOMHNIA AH=ZHX

AHEH
Metd 10 TP®OTO AVOolypo Kot TV apainot, puidcocete o Beppokpacio 2-8°C Kot pnoIHOTOMOTE
€V10G 24 mpmv.
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’ 9. EIAIKEX XYNOHKEX OYAAEHX

dvldooete og Beppokpacio pkpotepn tov 30°C. Mnv katoydyete. Dvidocete 10 PraAidio 6To
eEmTEPIKO KOVTI Y10 VO, TPOGTATEVETAL OO TO PAG.

10. IAIAITEPEX IPO®YAAZEIX I'TA THN AIIOPPIYH TQN MH
XPHEIMOIIOIHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHOAEIMMATON ITIOY IPOEPXONTAI AITIO AYTA, EOOXON AITAITEITAI

Amoppiyte KGO oypnoiponointo dSidAvpa.

11. ONOMA KAIT AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Merck Sharp & Dohme B.V.
Waarderweg 39

2031 BN Haarlem
OAAavoio

12. APIOMOZXZ(OI) AAEIAYX KYKAO®OPIAX

EU/1/08/466/002

13. APIOMOX ITAPTIAAX

Lot

‘ 14. TENIKH KATATAZH I'lTA TH AIAGEXH

| 15. OAHTIEX XPHIHE

‘ 16. TIAHPO®OPIEX XE BRAILLE

H artoddynon yio va, umv tepianeBei n ypoen Braille givat amodekt

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOZ TPAMMQTOX
KQAIKAX (2D)

A160106T0TOC YPOUUU®TOS KOdKaG (2D) mov pépel Tov TEPIANPOEVTO LOVASIKO OVOYVOPIGTIKO KOOIKO.

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

PC {ap1Bpog}
SN {ap1Bpoc} ”



NN {apOpog}
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EAAXIXTEX ENAEIZEIX ITOY ITPEIIETI NA ANAT'PA®ONTAI XTIX MIKPEX
YXTOIXEIQAEIX XYXKEYAXIEX

EINNIZXHMANXH ®IAAIAIOY, 10 x 5 ml grohiow

1. ONOMAZXIA TOY ®APMAKEYTIKOY NPOIONTOX KAI OAOX(OI) XOPHITHIHZ

Bridion 100 mg/ml éveon
sugammadex
v

’ 2. TPOIIOX XOPHI'HXHX

‘ 3. HMEPOMHNIA AHEZHX

EXP

4. APIOMOX ITAPTIAAX

Lot

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

500 mg/5 ml

6. AAAA ETOIXEIA
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ENAEIZEIX ITIOY ITIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EZQTEPIKO KOYTI, 10 x 2 ml gwoAiowa

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Bridion 100 mg/ml evéoipo dtdivpa
sugammadex

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

1 ml mepiéyer 100 mg sugammadex (g vatplovyo sugammadex).
Kabe proridio tov 2 ml nepiéyet 200 mg sugammadex (¢ vaTplovyo sugammadex).
200 mg/2 ml

3. KATAAOI'OX EKAOXQN

Ao cvoTaTikd: VIPoYA®PIKS 0&L 3,7% kav1| vopoteidio Tov vatpiov (Yo pyBuion tov pH), Vowp
Y10 EVEGTLL.
BA. 0 ¢OALO 001 YLDV YP1IONG Y10 TEPUITEP® TAT|POPOPIES.

4. OAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Evéoipo dtdiopa
10 proAidia
200 mg/2 ml

| 5. TPONOX KAI OAOX(OI) XOPHTHIHE

Evdo@AéPia ypnon
Movo yia epdmaé ypnon.
Awpaote T0 POALO 0ONYIOV XPNOTG TPV OO TN XPNOT).

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

Na pvidcoetal o€ 0éon, TV onoia dev PAETOLY Kot dev Tpooeyyilovy ta Tandid.

| 7. AAAH(EX) EIAIKH(EX) TPOEIAOMIOIHZH(EIE), EAN EINAI ATAPAITHTH(EX)

| 8. HMEPOMHNIA AHEZHX

AHEH
Metd 10 TPOTO Avolypo Kot TV apainot, puidcoete o€ Oepuokpacia 2-8°C Kot pnoLUOTOMGOTE
€V10G 24 0poVv.
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’ 9. EIAIKEX XYNOHKEX OYAAEHX

dvidocoete og Beppokpacio pikpotepn v 30°C. Mnv katoyvyete. Pvidcoete 10 QLoAIdI0 GTO
eEMTEPIKO KOVTI Y10 VOL TPOGTATEVETAL OO TO PAC.

10. TAIAITEPEX TIPO®YAAZEIX I'TA THN AIIOPPIYH TQN MH
XPHEIMOIIOIHOENTON ®APMAKEYTIKOQN IPOIONTQN 'H TOQN
YIHOAEIMMATON ITOY MIPOEPXONTAI ATIO AYTA, E©OOXON AITAITEITAI

Amoppiyte KaOe oxpnoiponoinTo didAvpua.

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAYX KYKAO®OPIAX

Merck Sharp & Dohme B.V.
Waarderweg 39

2031 BN Haarlem
OAavoio

12. APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/08/466/001

13. APIOMOX ITAPTIAAX

Lot

‘ 14. TENIKH KATATAZH I'TA TH AIAOGEXH

| 15. OAHTIEX XPHIHE

‘ 16. TIAHPO®OPIEX XE BRAILLE

H artoddynon yio va unv mtepianedei n ypaoen Braille sivan amodektn

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOZ TPAMMQTOX
KQAIKAX (2D)

A160106T0TOC YPOUUU®TOS KOG (2D) mov gépel Tov TEPIANPOEVTO LOVOSIKO aVOyVOPIOTIKO KOJIIKO.

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

PC {ap1Bpog}
SN {ap1Bpoc} ’s



NN {apOpog}
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EAAXIXTEX ENAEIZEIX ITOY ITPEIIETI NA ANAT'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

ENIZHMANXH ®IAAIAIOY, 10 x 2 ml grohiow

1. ONOMAZXIA TOY ®APMAKEYTIKOY IPOIONTOX KAI OAOX(OI) XOPHIHXHZ

Bridion 100 mg/ml éveon
sugammadex
v

’ 2. TPOIIOX XOPHI'HXHX

‘ 3. HMEPOMHNIA AHEZHX

EXP

4. APIOMOX ITAPTIAAX

Lot

5. NEPIEXOMENO KATA BAPOZ, KAT’ OI'KO'H KATA MONAAA

200 mg/2 ml

6. AAAA ETOIXEIA
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B. PYAAO OAHTI'TQN XPHXHX
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@viro ooV rpiong: IIAnpogopiss yro Tov yproty

Bridion 100 mg/ml gvéoipo dréiopa
sugammadex

AP acTE TPOGEKTIKG OLOKANPO TO QVALO 0ONYLOV YpiioNS TPV 60S yopnyN0el avtd To
PapnoKo, O10TL TEPLAAUPAVEL GNUAVTIKES TANPOPOPIES YI0 GOC.

o DvAdEre avTd TO POALO 0N YDV YpNonc. Tows ypelaotel va To Sofdoete Eavd.
. Edv &yete mepartépm anopiec, pmtiote Tov ovalsOncloldyo i Tov yaTpd oog.
. Edv mapoatnproete kamoto avemBOunTn evépyela, EVIUEPOOTE TOV OVaIGHNGLOAOYO Gag 1|

AoV yurpd. Avtd 1oyvet Kot yio kdBe mhav) avemBountn evEPYELN TOL JEV AVAPEPETAL GTO
Tapov OALO 00N YLDV ¥pHonc. BA. mapdypaeo 4.

T Tepréyer 1o Tapév eviro 0dNYLOV

1. T etvon To Bridion ko oo givan 1 xpiomn tov

2. T péner va yvopilete mpv oag xopnynOei to Bridion
3. [Twg yopnyeitar To Bridion

4. [MBavég avemBounteg evépyeteg

5. [og va puidooete to Bridion

6. [epreydpeva g cvokevaciog Kot Aomég TAnpogopieg
1. Th givon to Bridion kot mowa givan i ypijon tov

T eivan To Bridion

To Bridion mepiéyet t dpaotikn ovcio sugammadex. To Bridion fswpeiton 6t givan évag Exdexninog
Hopayovrag Aéoucvons Mvoyalopwtikwv, KoOMG dpo. LOVO LLE GUYKEKPLLEVO LLLDOYOAOPOTIKA, TO
Bpouotyo pokovpovio 1 1o Bpopodyo Pekovpovio.

Howa givon n yp1jon Tov Bridion

Otav vroPdrieste 6e KATOL0VE THTOVE YEPOVPYIKDV EXEUPACEWDYV, 01 LOEG OAC TPETEL VO
YOAOPDOCOVY TANPOG. AVTO SIEVKOAVVEL TEPLGGHTEPO TOV XEPOLPYO TPOKEIUEVOD Vo TPOPEl otV
yepovpyikn exéppaocn. [ tov Adyo awto, ) yevikn avaistneio mov cog divetar mepthopuPavet
OAPLLOKO TTOV TTPOKAAOVY YOAAPWOOT TV LUGV G0G. AVTA ovoudlovtol uvoyolapmikd, Kol 6T
mapodelypoata teptlopfavetal To fpmpiovyo pokovpdvio Kat To Ppopovyo Bekovpovio. Emeldn| ta
QAPLLOKO VT TPOKOAAOVY YOAAPMOOT] KOl GTOVG OVOTVEVGTIKOVG GOG LOES, Ypetdleote Bondeia yia va
avamvéete (TexvnTog aePIGHOG) KATA TN dldpKeLn TG emEUPaong Kot LETE 0md avTiy, Emg OTOV Va
UTOPEGETE VO OVOTTVEDGETE KOl TAAL Atd LOVOL GOLC.

To Bridion ypnciponoteital ylo vo ETTayOveL TV OTOKOTACTACN TOV HOAOV GOG LETA amd [0l
YEWPOLPYIKN EXEUPACT, DOTE VO GOG EMTPEYEL VO, AvorveDGeTe Eava omd udvol og vopitepa. Avtd o
EMTUYYAVEL LE TO VO SEGUEVETOL LE TO PPULOVY0 poKoLPOVIO 1 TO Ppopitovyo BeKkovpovio GTov
opyavicud ocag. Mrmopei va, ypnoiponon el 6e eVAIKEG OTOTEINTOTE YPNCUOTOLEITOL BPOUIOVYO
pPOoKOLPOVIO 1 Ppoptodyo Bexovpdvio kot 6 Tadd kot prfovg (MAkiag 2 émg 17 etdv) dtav
YPMNOLOTOLEITAL BP®LIOVYO0 POKOVPAVIO Y10 TV EMITEVLEN UETPIOV EMTESOV YOALPOONG.

2. T ipémer va yvopilete npwy oag yopnyn0si to Bridion

Agv ipéner va, cag yopnyn0el to Bridion

o o€ mepintwon aAlepyiog oto sugammadex 1) 6 0mo1dNTOTE GALO OO TO GUGTUTIKA CLTOV TOV
POPUAKOL (OVOPEPOVTOL GTNV TTAPAYPAPO 6).

— Evnuepmaote tov avaistnotordyo cag av autd 1oydeL Yio 6aG.

IIposgidomoun|oelg Kot TPoPLAGEELS
AmevBuveite otov avaisOncioldyo cag mpv cog yopnynbei to Bridion
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. edv mhoyete N 610 TOPeABOV TAoYaTE AO VEQpOomAdeLn. AvTd Elval GNUAVTIKO £TEON TO
Bridion amopokpbveTal amd ToV 0pYavIGHO GOg d10, TV VEPPDV.

o e €xete N eiyore oto mapeABOV nratomdHela
o edv €xete Kataxpdtnon vypav (oidnua).
. edv €xeTE VOGOULG TTOV EIVaL YVOGTO OTL TPOKOAOHV Evav avénuévo kivéuvo atpoppayiog

(draTapayég otnv TEN TOL CULOTOG) 1] AKOAOVOEITE OVTIINKTIKY Ay®YT).

oo kan £@npor
To @dppako avtd dev cuviotdton Yo Bpéen nAkiog KATo Twv 2 eTdV.

Alha @appoxo kot Bridion

— Evnuepmaote tov avaistncioddyo cag edv maipvete, £xete mPOCEOTU TAPEL T} UITOPEL VO TAPETE
GAADL QAPLLOKAL.

To Bridion ivai duvatov va emnpedlel GAlo pappoka 1 vo exnpedleTot amd avtd.

Opopévo, pappoKe. peL®@vovy T1) opdacn tov Bridion

— Eivat eEa1petikd onpoavtikd vo eVUEPMCETE TOV avalcHNGIOAOY0 GOG oV TPOGPAT EYETE TAPEL:
. TopeeEVN (ypnoonoleitol ot Oepaneio Kopkivov Tov HOGTOD).

. PoVo1dKO 0EL (avTIPLOTIKO).

To Bridion pmopet va exnpealel Ta 0ppovikd avTicVAMTTIKG,

o To Bridion pmopel vo. KOTOGTHGEL T0 OPLOVIKA OVTIGVAANTTIKA — GUUTEPTAQUPOVOUEVOVY TOV
«XamobHy, Tov KOATIKOD daKTLVAOV, TV ELELTEVUATOV 1 TOL oppovikoy Evdountpiov
Yvotmuorog (IUS) — AMydtepo amoTeAeoUATIKA, ETEDN PELDVEL TNV TPOCAOUPOAVOUEVT amd TOV
dvBpwmo mocdTNTO TNG 0pIOVNG TPOoYESTEPOVNS. H Tocd T T TpOoYyEGTOYOVOL, IOV YAVETOL
Katd TN YpNon tov Bridion, sivon mepimov 010 pe gkeivn mov ybveton étav mapaAeinete Eva amd
TOV GTOUOTOC OVTIGVAANTITIKO YATTL.

— Av naipvete 1o Xam v 1010 nuépa katd TV omoia cag yopnyeitar to Bridion, wpémet
Vo EPOPUOCETE TIG 0dNYieg TOV PHAAOV 0ONYIBV Yo TO XM OGOV aPOopd TV TaPIAEWYT|
doong.

— Av ypnoiponoteite GAAa OpLOVIKH OVTIGUAANTTIKG, (Y10, TOPASELY O KOATIKO
daktoAlo, eppitevpa | IUS) mpémet va ypnoIonooete enupoOcheT) Uun OpUOVIKNI
OVTICVAAMNTTTIKY 1EB0OO0 (O™ TPOPLAAKTIKO) Y10 TIC ETOUEVES 7 NUEPES KOL VoL
EQUPLOCETE TIG 0ONYIEG TTOL AVAPEPOVTAL GTO PUALO 0ONYIDV YPTCEMG TOL
OVTIGVAANTTTIKOYD.

Emopacels 610 0moTELECRATO TOV GIRLATOAOYIKOV EEETACEMV

I'evikd, To Bridion dev aokei enidpaon otic epyactplakég eéetdoelg. Qotd660, ival Suvatov vo
EMOPE OTO OMOTELECLLOL [OG OLLULOTOAOYIKNG £EETAIOTG YLOL LLL0L OPHLOVT TTOV OVOUALETOL TPOYEGTEPOVT).
Evnuepoote tov y1o1pd oag GV TO ETIMESQ TPOYESTEPOVIG GO TPEMEL VO, eEETOGTOVY TNV 1010 NUEPL
pe oty mov Ba cog yopnynbei o Bridion.

Kvonon kot Oniaocpég

— Evnuepmaorte tov avaistnctordyo cag av eicte £ykvog 1 vroyaleote 0Tl gioTte £yKLOG 1 AV
Onialerte.

Eivar dvvatov va umopeite va mdpete to Bridion obtwg 1 A w®g, aAAd Tpémel TpdTa VoL TO
ov{ntoete.

Agyv gival yvmot6 gdv to sugammadex umopei va mepdoel 6to unTptko yaia. O avorcOnotoddyog cag
0o oag Bondnoel va anopacicete edv Ba otapatioete To OnAacpo 1 av Oa anéyete and T Oepaneia
pe to sugammadex, Aapdvovtag vIoyT To OPEAOS TOV INAUGHOD Yo TO HEPSO Kot TO OPELOG TOV
Bridion ot untépa.

0onynoN Ko YEPLOROS PNV LATOV

To Bridion dev &xel Kopio yvooth enidpocn otny ikavdttd cog vo, odnyeite kot va, xeipilecte
U OVALLATOL.
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To Bridion mepiéyel vatpio

To @dppaxo avtd mepiéyel £wg 9,7 mg vatpiov (KOPLO GLGTATIKO TOV PAYEPIKOL / emiTpanélion
alatog) avd ml. Avtd wodvvapet pe 1o 0,5 % Tng cuVIGTMOUEVNS HEYIGTNG NUEPNOLOS TPOSANYNG
vaTpiov Ye TN S1oTpoPT Yo EVOV EVIALKAL.

3. H®g yopnyeiton To Bridion

To Bridion 6a cog yopnynbei amod tov avaisOnceioldyo cag 1 vad v enifreyn tov avoicOncioldyov
oG,

H d60n

O avaisOnororoyog cag Ba Bpet T d6om Tov Bridion, mov ypeidleote pe faon:

o 70 Bapog cag

. Tov Babpd otov omoio cog ennpedlel aKOUN TO LLOYOAAPOTIKO PAPLLAKO.

H ovvnng 660om ivar 2-4 mg ava yIAOypappo coUATIKoD BApoug Yo eVAAIKES Kot Yol Toddl Kot
gpnPovug petald 2-17 etdv. Mmopei va ypnoyorombei pia 061 tv 16 mg/kg oe evniikovg edv
omotteiTon Eneiyovsa ovavnyn amod T LOikn YaAdpmoT).

Iog yopnyeital To Bridion
To Bridion 8a yopnyn0ei oe e5dg amd tov avaicOncloldyo cag. Xopnyeital og epdmal £veorn pécw

pio EVOOPAEPLOG YPOUUNG.

Edv cag yopnyn0si neprocotepo Bridion a6 10 cvvietdpevo

Kabng o avarsOnoiordyog cag Ba mapakorovbel Tpocektikd TV Katdotaon cag, dev eivar mbavo va
oag yopnynbei tepiosotepo Bridion. Opmg av avtd cupfei, eivar amibavo va tpokoiécel kdmoa
mpofAfLaTa.

Edv éxete meptocOTEpPEG EPOTNOCELS GYETIKA LLE T YPNOT] AVTOV TOV PAPLAKOL, POTIOTE TOV
availcinclodldyo cag 1 GArov yiotpo.

4. MBavég avemOBOUNTES EVEPYELEG

Onwg 6ha Ta pappoka, £TGL Kot 0VTO TO GApLOKo popel vo Tpokarécel avemBOUNTESG EVEPYELEG, OV
Kol 0gv Topovcldalovtal 6€ OAOLG TOVG AvOPMOTOVG,.

Av ot avemBounteg autéc evépyeteg exkdnimbovy evd PBpiokeote og avarstnocia, Oa apatnpnbovv kot
Ba avripetomicfodv and Tov avalsbncloidyo cag.

Yoyvéc avemBopnteg evépyeres (umopel va exnpedsovy £mg 1 otovg 10 avBpomovg
e Biyog

o AVGKOAIEG GTOVE OLEPAY®OYOVG TTOL UTOPEL VoL TEPTLOUPAVOLV Briya 1] KIVNTIKOTNTO GAV VL
Eumvdte 1 vo TOpVETE 0VACO.

o Elogpd avoicOnoio- propel va apyicete va Ppiokete Eava Tig aisOoeig oag kot va ypetdleote
TEPLocOTEPO avalsOnTiKd. AvTo pmopel va oag Kavel va Kivnbdeite 1 va fri&ete oto TEA0C TG
eméuPaomnc.

o Emmloréc katd tnv dudpkela g dadikaciog 0nmg aAlayég atov Kapdiako pvoud, friya 1
KIvnTiKOTNTOL.

o Melopévn mieomn aipatog AOYm YEPOLPYIKNG SLodIKAGTog

‘O svyvég avemBOuNTES evEpYELeg (pmopel va emnpedcovy £ém¢ 1 atovg 100 avlpdmovc)

. Aoy viao o oPEILOUEVO GE LVTKEG KPAUTES TV A.EPOPOP®Y 03DV (BPoyyOCTAGLOC) TOV
mapoTnpeital oe aobevelg pe 16Toptkd TPOPANUAT®V GTOVG TVEDLOVEG,.
o Alepyikég avTidpdoelg (vrepevaictncio 6to Pappoko) — 6mwg eEAvOnua, epvbpdtnra,

SOYK®MON TG YADGGOG GOG KOUM TOL AAUOD, ACYAVIOCHO, OAANYEG GTNV OPTNPLOKN TTEST 1)
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GTOV KOPOIKO puoud, mov Hepikéc popéc odnyel oe coPapn peimon g apmmplokng tieong. Ot
coPapic OAAEPYIKEG 1) OAAEPYIKOD TUTTOV OVTIOPAGELS UTOPEL VO EIvOl AmEIANTIKES Y1or T (o).
AlAepyiKéc avTIOpAoELS avapEpOniay mo cuyva o€ vYielg €BglovTég Tov dloTNPOLSAV TIG
aoOnoelg Toug.

. Emiotpoen g pukng xahdpwong Hetd Ty yyeipnon

YoyvéTnTo pn Yveooti
. ZoPapn emPpadvvon g kapdidg Kot emPpdduvon g Kapdidg £0¢ TV KOpOloK 0VOKOTH
uropei va copfovv otav yopnyeiton To Bridion.

Ava@opd avemOOunTOV evepyet®dV

Edv mapatnpnoete kdmoto avemBOunTn evEpyeLd, EVILEPDGTE TOV OVOLGONGLOAOYO Gag 1 GAAOV
yYTpd. Avtd 1oydel kot yio Kabe mhoavn avemBOuNT EVEPYELD TTOV EV AVOPEPETOL OTO TAPOV POAAO
odnydv xprons. Mropeite eniong va avaeépete avembopunteg evépyeieg anevbeiag, pécm tov dvikov
GLGTHLOTOG OVAPOPAS TOL avaypdeeTal 6to Tlapdptnua V. Mécwm tng avaeopdc avertdountoy
EVEPYEIMV Umopeite vo, fonBNceTe 01N GLALOYN TEPIOCOTEP®V TANPOPOPLDY GYETIKA LLE TNV OCPAAELN
TOL TTOPOVTOS POPUAKOL.

5. [ ®g va puracoete 1o Bridion
H @Oloén Oa npaypatomoteiton amd emayyelpoties vysiog.
To @apuako ovTd TPETEL VO PLUAACCETAL GE PEPT] TOV OgV TO PAETOVV KoL OV TO POAVOLY TO TOdLA.

No punv {pNOUOTOLEITE AVTO TO PAPLAKO LETA TNV NHEPOUVIO ANENG TOV AVOPEPETOL GTO KOVTL KO
otV emonpavon petd v «AHZEH». H nuepounvio Anéng ivor 1 tekevtaio pépo Tov PiRva mov
ovoEEPETOL EKEL.

dvidcoete og Beppokpacio pkpotepn tov 30°C. Mnv kataydyete. DuAdocete T0 PLAdI0 6TO
eEMTEPIKO KOVTI Y10 VO, TPOGTATEVETAL OO TO PMC,.

Metd to TpdTo dvorypa Kot Ty apainon, puiaccete o€ Beppokpocio 2 £mg 8°C Kat ypnOLUOTOLNoTE
ev1c 24 opdv.

6. Iepreyopeva TS cVoKELAGIOG KU LOTTEG TANPOPOPieg

T mepréyer To Bridion

- H dpactikni ovsia eivar To sugammadex.
1 ml evéoipov Stoddpatog mepi€yel vaTplovyo sugammadex 16odvuvapo tpog 100 mg
sugammadex.
Kabe proridio tov 2 ml mepiéyet vatplovyo sugammadex 1odvvapo tpog 200 mg sugammadex.
Kabe prokidio tov 5 ml mepiéyet vatpiovyo sugammadex iodvvopo tpog S00 mg sugammadex

- Ta dAlo cvotaticd givar HVO®P Yo evéotia, VOPOYA®PLKO 0&D 3,7% koM VIPoEeidio Tov
vatpiov.

Ep@évion tov Bridion ko wepieyopeva g cvokevaciog

To Bridion givat éva dtavyég kat aypopo £m¢ eEAAPPa KITpvo evEGTIO dtdAVULAL.

Awtifeton o€ 500 dropopeTikd peyédn cuokevaciag, mov mepiéyovv gite 10 proridwo pe 2 ml 7\ 10
ooAida pe 5 ml evésyov daAdpaToc.

Mmropei va pnv KuKAOPOpOLV OLEG 01 GUOKEVAGIES.
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Karoyog Adsrog Kvkhogopiag
Merck Sharp & Dohme B.V.
Waarderweg 39

2031 BN Haarlem

OAavoio

Iopackevaoctig
N.V. Organon
Kloosterstraat 6
5349 AB Oss
OMavoio

Merck Sharp & Dohme B.V.
Waarderweg 39

2031 BN Haarlem
OMavdio

T"o omoladnmote TANPOPOPIa GYETIKA LLE TO TOPOV PAPUOKEVTIKO TPOidV, TapakaAeiche va
amgvbuvbeite otov Tomikd avtimpdowmo Tov Katdyov g Adstog Kukhogopiog:

Belgié/Belgique/Belgien
MSD Belgium

Tel/Tél: +32(0)27766211
dpoc belux@merck.com

Bbarapus

Mepk lapm u Joym bearapus EOO/
Ten.: +359 2 819 3737
info-msdbg@merck.com

Ceska republika

Merck Sharp & Dohme s.r.0.
Tel.: +420 233 010 111
dpoc_czechslovak@merck.com

Danmark

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

Deutschland

Griinenthal GmbH

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

Eesti

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

EA\LGoa

MSD A.®.B.E.E.

TnA: +3021098 97 300
dpoc_greece@merck.com

Espaiia

Merck Sharp & Dohme de Espaifia, S.A.

Tel: +34 91 321 06 00
msd_info@merck.com
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Lietuva

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

Luxembourg/Luxemburg
MSD Belgium

Tel/Tél: +32(0)27766211
dpoc_belux@merck.com

Magyarorszag

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

Malta

Merck Sharp & Dohme Cyprus Limited

Tel: 8007 4433 (+356 99917558)
malta_info@merck.com

Nederland
Merck Sharp & Dohme B.V.

Tel.: 0800 9999000 (+31 23 5153153)

medicalinfo.nl@merck.com

Norge

MSD (Norge) AS
TIf: +47 3220 73 00
msdnorge@msd.no

Osterreich

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

Polska

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



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

Hrvatska

Merck Sharp & Dohme d.o.o.
Tel: + 3851 6611 333
croatia_info@merck.com

Ireland

Merck Sharp and Dohme Ireland (Human Health)

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

Island
Vistor hf.
Simi: +354 535 7000

Italia

MSD Italia S.r.1.

Tel: 800 23 99 89 (+39 06 361911)
medicalinformation.it@msd.com

Kvmpog

Merck Sharp & Dohme Cyprus Limited
TnA: 800 00 673 (+357 22866700)
cyprus_info@merck.com

Latvija

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

Portugal

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

Romania

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

Slovenija

Merck Sharp & Dohme, inovativna zdravila
d.o.o.

Tel: + 386 1 5204201
msd_slovenia@merck.com

Slovenska republika

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

Suomi/Finland

MSD Finland Oy

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

Sverige

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

United Kingdom (Northern Ireland)
Merck Sharp & Dohme Ireland (Human
Health) Limited

Tel: +353 (0)1 2998700
medinfoNI@msd.com

To mapév @vrro 0dNYLOV YpioNs avabempiOnke Yo TeELevTaia Popd otic <{MM/EEEE}>
<{pvog EEEE}.>

Aentopepeic mAnpoeopieg yio to eappako avtd etvar drabéoipeg otov dikTvakd ToTo ToL Evporaikon
Opyavicpot @oppdrwv: http:// www.ema.europa.eu.

O Tinpo@opisg mov axorovdodv aregvdivovran pévo o€ emayyelparieg vyeiog:
INo Aemtopepeic TAnpogopieg deite v [epiinyn Xapaktnpiotikadv tov [1poidvtog yioe to BRIDION.
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