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®VvAiro ooV ypiong: IIAnpogopiss yro Tov yprjotn

IVEMEND 150 mg kévig yio ordivpa tpog £yyvon
(OGUTPETITAVTN

AP AOTE TPOGEKTIKA OLOKAN PO TO QVAAO 0ONYLOV YP1ONGS TPLY UPYIGETE VU Y PN CLUOTOLEITE AVTO

TO PAPROKO OOTL TEPIAGUPAVEL GNUAVTIKES TANPOQOPIES Y10 GUG.

- DvrdEte avtd T EUARO 0dNYIBY Yprione. Towg ypelaotel va to daPdoete Eavd.

- Edv éxete meportépo amopieg, poTNGTE TOV Y1OTPO TOV PAPLAKOTOLO 1| TOV VOGOKOUO GOGC.

- Edv mapotnprioete Kdmoo avemBOunTn evEPYELD, EVILEPMDOTE TOV YIALTPO, TOV POPLOKOTOLO 1|
TOV VOGOKOLO GaG. ALTd 1oY0EL Kol yio KEGOE mBavi| avemBountn evépyelo TOv €V AVOPEPETL
GT0 TOPOV GUALO 0dNYIDV xpNong. BAéme moapdypago 4.

T Tepréyer To mapév pvAro 0dNYLAOV

T etvan to IVEMEND «ou wowa giva 1 gprion tov

T mpénet va yvopilete Tpv ypnoiponomoete to [IVEMEND
[Mog va ypnowonomoete 1o IVEMEND

[MBovég avemBountec evépyeteg

[ag va puidoocete to IVEMEND

[Tepeydpeva g GLOKELVAGIOG Kot AOUTEG TANPOPOPIES

AN AL

1. T givar to IVEMEND km owa givan ) yp1jon Tov

To IVEMEND mnepi€yet T dpacTiKi OUGI0 POCUTPETITAVIN, 1 OO0 LETUTPEMETAL LEGOH GTO GO
00G OE OTPEMITAVTY]. AVIKEL GE L0 KATNYOPio POPUAK®OV TOV 0OVOUALOVTOL «OVIOY®OVIGTES TOV
vrodoyéwv vevpokvivng 1 (NK1)». O eyk€polog €€l [0 GUYKEKPLLEVT TEPLOYN] TTOVL EAEYYEL TNV
vavtia kot tov éueto. To IVEMEND dpa anokAgiovtog onjuoto e ekgivn TV TEPLOYN, UE
ATOTELECLO VO LEWDVEL TNV vauTio Kot Tov €ueto. To IVEMEND ypnoylonoteiton o€ eviiikeg,
€pNPovg Kot madd nAKiog 6 UNvav 1 LEYOADTEPNG GE GUVOVAONO e ALY OAPUAKA Y10 TV
TPOANYT TNG VOUTIOG Kol TOL EUETOV OV TPOKAAOVVTUL e ¥nuetobeparneia (Bepomeio Tov Kapkivov) n
omoio TPoKaAel 1oyVPN 1 HETPLO VOLTIO Kot EUETO.

2. Tvpémer va yvopilete Tpv ypnoporomeete o IVEMEND

Mnyv ypnoiporomcete o IVEMEND

. o€ TEPIMTOON OAAEPYIOG OTY POCAMPENLTAVTN, OTNV ATPEMTAVIN 1| 0T0 ToAvcsopPikd 80 1 o€
010100MTTOTE GALO OO TO GLGTATIKA CLTOV TOV PAPUAKOL (AVOPEPOVTOL TNV TOPAYPAPO 6).
. He eappaka Tov meptEyovv mipolion (ypnoyonoleitat yio T Bepaneio yuyloTpikdv Tadncewny),

TEPQEVASTVT Ko 0GTEUILOAT (YPTOULOTOIOVVTOL Y10 TUPETO AAAEPYIKNG OUTIOAOYIOG KO GAAEG
OAAEPYIKEG KOTOOTAGELS), G1oampion (ypnoonoteita yio T Oepaneio TENTIKOV
npofAnudatov). Evnuepdote 10 y1otpd cog eav AaUPAVETE AVTE TO PAPLLOKO ETEWDN TO
Oepomentikd oyfuo Tpénel vo tpomomombei Tpiv apyicete va ypnoonoteite IVEMEND.

Ipogrdomomoers kKot TPpoPVAGEELS
AmevBuvleite 6TOV Y10TPO, TOV QUPLAKOTOLO 1] TOV VOGOKOUO GO TTPLY YPTCULOTOGETE TO
IVEMEND.

IIpwv amd ™ Bepameio pe oVTO TO PAPLLOKO, EVIUEPMOTE TOV YIUTPO GOG AV EXETE NIATIKN VOGO,
EMELON TO NTOP EIVOIL SNUOVTIKO Y1a TN O1AGTTAGT TOL OPUAKoy 6To cdpa. O yroTpds cog, Oa mTpémet
EMOPEVOG VO ELEYEEL TNV KOTAGTOGT TOV TATOG GO,
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Mowora ko Egnpor
Mn ddoete to IVEMEND og moudid nAikiog pikpotepng tov 6 unvav 1 og 6ca Luyifovv Ayodtepo and
6 kg, eme1dn] dev £xel peketnei o avtdHV TOV TANOLGUO.

Alro @appoxa ko IVEMEND

To IVEMEND pnopei va ennpedost GAlo gappoko Katd tn dtdpkela tne Oepameiog kot Letd
Oepaneio ue IVEMEND. Y7rdpyovv opiouéva @apuako to omoio dev Tpémel va Aapupdvovtot pe to
IVEMEND (6mtwg mpolion, tepeevadivr, aotepi{oAn Kol 6160mpidn) N TOL 0ToLTOVV OVOTPOGOPLOYT
g 6060omn¢ (PA. emiong «Mnv ypnowonoteite 1o IVEMENDY).

Ot emdpaoelg tov IVEMEND 1 A ov eapudxov propei va ennpeactovv edv Aappdvete [IVEMEND
podi pe Ao eappoka cuUTEPIAAUPBAVOUEVEOY VTGV ToL Tapatifeviot Tapakdte. [lapokaieichs va
EVNUEPDGETE TOV YLOTPO 1] TOV QAPLAKOTOLO GOG 0V AapPdveTe omoladnmote amd o akdAovOa
QapuoKaL:

- OAPLLOKA Y10 TOV EAEYYO TMV YEVVIGEW®V, TO OTTOI0 UTOPETL VO TEPIAAUPAVOVY OVTIGUAANTTIKG,
YO, SepUATIKA EUTANGTPO, ELELTEVUATO Kot kKdmoleg Evdountpieg cvokevég (IUDs) mov
amelevbepOVOVY OPUOVESG, UTOPEL VO, U1 AELTTOVPYOVV IKAVOTTOMNTIKA OTav Aapfdavovtar poll pe
IVEMEND. Mia aAAN M pia emmpdodetn un-oppovikn néBodog yio Tov EAEYYO TV YEVVIIGEMV
Oa pémet va ypnoponombet katd ™ ddpketa g Oeponeiag pe IVEMEND kot yio émg 2
unveg petd  yopnynon tov IVEMEND,

- KUKAOGTOPIVT, TAKPOAUOVE, GLPOAUOVE, EREPOALLOVG (VOGOKATAGTAATIKG),

- aAQeVTOVIAN, eatvTavOAn (xpnouonotobvtot Yo tn Oepaneia Tov TOVOUL),

- Kv1divn (ypnoomnoteitol yio ™ Ogpomeio Tov U LGIOAOYIKOD KAPSLOKOD pLOLOD),

- IPLVOTEKAVT, ETOTOGIONG, Pvoperfivr, 1p®S@auidn (APLOKO TOV YPTCLOTOLOVVTOL Y10 TN
Oepoameio Tov Kopkivov),

- QAPLLOKO TTOV TEPLEYOVY TAPAYDYO AAKOALOEWDDV TNG EPLGIPDOOVE OAVPAG OTWS EPYOTOUUIVY] KoL
dtepyotapivn (ypnoomolovvtal yio Tn Oepameio MUIKPAVIOV),

- Bappapivn, acevokovpapoAn (Tapdyovieg TOL APOLDVOLV TO CLLd, LITOPEL VO ATOITOVVTOL
aLLaTOAOYIKOL EAEYYOL),

- prpoumikivn, KAapiBpopvkivn, teMBpopvkivn (avtiBloTikd mov ypnCLULOTOI0VVTOL Y10 TN
Oepoameio Loywméewmv),

- QavuToivn (éva PAPHOKO TOL YpNCILomoLEiToL Yia TN Oepaneio oTacUMVY),

- kapPapalenivn (ypnoomoteiton yio tn Oepaneio T KatdBAyMG Kot TG EMANYING),

- pdagoraun, Tprafordun, eovopfapPitdin (QappraKe TOL YPNCUYLOTOLOVVTAL Y10, VO ETLPEPOVY
npepia M va cag fondnocovv va koynbeite),

- vrepkd (St. John's Wort) (éva ¢utikd okedacuo mov ypnoioroteitot yio tn Oepameio g
KATAOAYNG),

- avaoTOAElC TpOTEAC®Y (YpMoipomolovvTat yio T Bepaneio HIV Aoipméng),

- KETOKOVALOAN EKTOC TOV CAUTOVAV (Yproiponoteital yia tn Oepomeia Tov cuvopouov Cushing —
OTOV TO COUN TAPAYEL TEPicTELN KOPTILOANC),

- rtpaxovaloAn, fopikovaloin, TocakovaloAn (AVTIHVKNTIOCIKA),

- vepaloddvn (ypnowomoteitar yio tn Oepaneio g kaTaOAYNC),

- duhtaléun (éva eapuako Tov ypnolLonoteital yuo T Oepameio tng LVYNANG apTNPLaKNG TieoN]),

- KOPTIKOGTEPOELN (Omm¢ de&apedalovn),

- QappoKka katd Tov dyyxovg (dnwg arrpaloAdun),

- ToABovTauidn (éva @appako mov ypnoiponoteitor yia t Oepaneio Tov dafntm).

Evnuepmote 10 Y10Tpd 60C GYETIKA LE OTOLOONTOTE AALN PAPLOKO 1 QLTIKA PAPUAKO TOV TOIPVETE,
€yete mpodGQaTa TapeL, N pnopel va mhpeTe.
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Kinon ka1 Oniaopdg

To eappaxo avtd dev Ba TPEMEL vaL AP OILOTOLEITAL KATE T S1APKELN TG EYKVHOCHVIG EKTOC Kot EQV
glvar capag arnapaitnto. Edv siote éyxvog 1| Onidlete, pmopei va eiote £ykvog i oyedidlete va
amoktioete Toudi, {NTHote T GLUPOVAT TOL YIOTPOD GAG TPV TAPETE AVTO TO PAPLAKO.

T mAnpogopiec GYETIKA e TOV EAEYYO T®V YevvnoewV, PA. «Ala Oapuaxka kot IVEMEND».

Agyv givarl yvooto dv to IVEMEND anekkpivetal oto avBpomvo yala. Emopévac, o Oniacuog dev
oLVIoTATAL KOTA TN dtdpkela TG Oepameiog e avtd 10 eapuaKko. Eival onpovtikd vo evniepdceTe 10
ywTpd cog edv Onralete | okomebete va ONAAcETE, TPV TAPETE OLTO TO PAPLLOKO.

00fyNoN KoL YEPLOROS PNY AV LATOV

IIpénel va Anedel vidym 6T opropévot avBpmmot arcBdvovtot {aAn Kot vrvniio HeTd Tn XPYOoN TOL
IVEMEND. Edv aucOavbeite {adAn 1 vivniia, amo@OyeTe TNV 001YNON 1] TO YEPIGUO UNYOVIUATOV
HEeTd Tt Aym avtod Tov eapudrkov (PA. «I[TBavég avemBounteg evépyetec»).

To IVEMEND ngpiéyetl vatpro
Av10 T0 Qappako TePLEYEL Aydtepo amd 1 mmol vatpiov (23 mg) o kdbe 060, gival avtd TOL
ovopdlovpe ovoLOGTIKG «ghevBepo vaTpiovy.

3. Hog va ypnowporomjcetre o IVEMEND

e evidkeg (nAikiog 18 etdv kot peyolvtepnc), n cuviotopevn 66on tov IVEMEND eivotl 150 mg
eoocampemitaving katd tnv Huépa 1 (nuépa ynuetobepaneiog).

e moudd Ko eprifouvg (MAikiog 6 unvav €ng 17 etdv), n suviotopevn 66on tov IVEMEND Bacileton
oV NAKia Kot 1o Bapog Tov acbevr]. Avdloya pe v aywyn ynuelodepameiog, vedpyovy 600 TPoOTOL
e Tovg onoiovg pumopet va dofel to IVEMEND:
To IVEMEND &ivetar povo v Huépa 1 (ynueoBepaneio piog nuépac)
To IVEMEND divetan 1ig Huépeg 1, 2 ko 3 (ynuetobepaneio piog nuépac | ToAamidv nuePOV)
o XopnyoOueveS amd GTOUOTOC PUPHOKOTEXVIKES LOPPEG TNG ATPEMLITAVING LITOPOLV VL
ovvtayoypaenfovv tig Huépeg 2 xan 3 avti tov IVEMEND.

H xévic vpiototor avacdoTtaoT Kot opatd@veToL TPy amd v xpnon. To didAvpa Tpog £yyvon
YOopNYEiTAL G€ GOG amd EMAYYEALATIO TOV TOUEN VYEOVOUIKNG TePiBodyng, OGS 0 YoTpOg 1 0
VOGOKOHOGC, LES® VOOPAEPLAG £yyvong (oTdyonVv) mepimov 30 Aemtd Tpv omd TV Evopén g
ynueobepameiog og evihikeg 1§ 60 - 90 Aemtd wpv amd v Evapén g ayoyng ynueodeponeiog o
Tond1d kot gpripovg. O yaTpdc cog pmopei va cog {ntnoet va Thpete GALa QApuoKol
GLUTEPTAOUPOAVOLEVOL EVOG KOPTIKOGTEPOELDOVG (OTtmg elvar 1) de&apefalovn) Kot evOg «ovVTOy®VIGTH
SHTs3, (6w glvar 1 ovéaveeTpdvn) yio TNV TpOANY TG vauTiog Kot Tov gpétov. Eav éyete
apeBoAiec, pOTAGTE TO YIOTPO 1) TOV PUPLLOKOTOLO GOG,.

4. IMBavég avemBOUNTES EVEPYELES

Onwg 6o To pAPLOKO, £TCL KOL 0VTO TO PAPLOKO UTOPEL VO, TPOKAAEGEL AVETIOOUNTEG EVEPYELEG, OV
Kol 6gv TOpovcLalovtal 6€ OAOVG TOVG AvOPMOTOLG.
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Yropatiote vo Aappdavere o IVEMEND kol emoke@0gite apécmg Tov y10Tpo 6og, Qv
TOPATNPGETE KATOLN 0O TIG aKOAOVOEG avemOOUNTES EVEPYELES, O1 OTTOIEG PTTOPEL VO ETVOL
oofapEéc Kal Y10, TIS OTTOIES PTOPEL VO YPELNCTEITE EMEIYOVGO LOTPIKT TEPIOAIYN:

Kvidwon, e&avOnua, kynopod, Suckodio GTnv avomvon 1 6TnV KoTarocn 1 cofopn peimon g
apTNPLOKNG TTieong (ouyvoTNTa Un YvooT, dev uropel va extiundei pe fdon ta dtwbéoipa
dedopéva). Avtd sivar onpeia cofapng aAlepyikng avtidpaong.

Avtidpacelg oyxetifopeveg pe v &yyvon (ISRs) oto onueio 1 kovtd 610 onueio g £yyvonc.
O 7o coPapéc, oxeTIlOLEVEC e TNV £YYLON AVTIOPAGELS, £X0VV GLUPEL e Evav oplopévo TOHTTOo
ANUELOOEPOTEVTIKOV PAPUAKOD, TO 0010 UTTOPEL VO TPOKOAEGEL EYKOVLLO 1] QAVKTUIVE, GTO
déppa oag (PAVKTaVOYOVOG dpdoT)), Le avemBounteg evépyeleg mov mephappavovy tovo,
oldonua Kot gpudpoHTNTA. OAVATOC TOV 16TOV TOV dEPHATOG (VEKP®OT)) £xEL GLUPEL GE OPIGUEVOLS
avOp®ITOLE TOV AAUPAVOVY OWTOV TOV TOTO YNUEDEPUTEVTIKOD PAPUAKOV.

Alheg avemBOuNTEG EVEPYELEG TTOL £XOVV OvapepBel Tapatifevtal mo KdTw.

Yoyvég avemBopnteg evépyeies (umopel va eanpedoovy £mg 1 otovg 10 avlpomovg) ivar:

dvokoilotnTo, dvomeyia,

KePaAaAyia,

KOT®OT),

ammAELD 0pE&EmC,

Aoévykag,

avENUEVT TTOoOTNTA NTATIK®OV VDUV GTO Ol GOC.

Oy ovyvég avemBOuNTES EVEPYELES (MTopel va ennpedoovy £ 1 atovg 100 avlpomovg) sivat:

CéAn, vvnMa,

aKpn, e€avonua,

avnovuyio,

pEYLL0, VauTia, EUETOG, OMIGH0GTEPVIKOG KOGOG, GTOLAYIKOG TOVOC, ENPOcTopia, dnpovpyia
aepiov,

avénuévn ovpnon pe tévo 1 kaHco,

advvopia, yevikd aicOnuo adiabeciog,

£pLOPOTNTA TOL TPOSHTOV/dEPUATOC, EEQyM,

Yp1yopot 1 un pubpucoi kapdiokoi Todpoi, cvénuévn aptnplaxn mieon,

TOPETOG e avENIEVO Kivouvo yia Aolpwén, peimon tov epubpokvtTdpny,

TOVOG 6TO oNUEio TNG £yYvong, EpLOPOTNTH GTO GNUEID TNG EYYVONG, KVIO®GOT GTO GNUELD TNG
gyyxoong, Aeypovn g erEPag ot Héon g £yyvong.

Yravieg avemBuunteg evépyereg (umopel vo exnpeacovy £m¢ 1 atovg 1.000 avOpaomovg) givar:

dvokoAio ot oKEYN, EALELYN EVEPYELNG, OLATOPOYES TNG YEVOTG,

gvototnoia tov dépuatog oTov A0, VIEPPOMKT £QIOP®EN, AMTapd dépUa, TANYEG GTO OEPLA,
KVId@TIKO e£avOnpa, ocbvopopo Stevens-Johnson/to&ikn emdeppiky vekpoivon (omdvia cofapn
depuatikn avtidpaon),

gvopopia (aicOnua vepPoAIKNG EVTVYIAG), ATOTPOCAVATOAMGUOG,

Baxtnprokn AoipmEn, LoKNTIOoKY AoipmEn,

GoPapn SLGKOIMATNTA, GTOLOYIKO EAKOG, PAEYLLOVT TOV AETTOV KO TOXEOG EVIEPOV, TANYEC GTO
oTOUA, TOUTAVIGHOG,

GLYVN 0VPNGT, TEPLGGOTEPO 0VPA OO OTL KAVOVIK(, TOPOVGIO GOKYAPO 1 OiLOTOG GTO 0VPaL,
dvopopia oto Ompaxoa, oidnua, cliayn atov Tpomo Padiong,

By, BAEVVN 610 omticOio TuN U TOV AdipoD, epefiodc TOV AaoD, PTEPVIGLLO, TOVOLULLOG,
0POoAIKS EKKpLua KoL KVIOUOC TOV 0QOaALOD,

gUPoéc TV dTOV,

pvikoi oracpol, poikn advvapia,

vrepPorikn diya,

YOUNAOG Kapdlakdg puOUde, vOGOG Kapdldg Kot ayyeimy,

UEIMON TOV AEVKOKVTTAP®V TOL ailatog, YouUnAd enineda votpiov oto aiua, amdAieia Bapovg,
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- oKAnpuvon otr Béom g Eyyvonc.

Ava@opd avemOOuNTOV EVEPYELDV

Edv mapatnproete kdmola avemBOunTn evépyeia, EVIEPMOTE TOV YIATPO, TOV PUPLOKOTOLO 1| TOV
VOGOKOUO 6aG. AvTod 1oyDeL Kot Yio kdBe mbavi) avemBounn evEPyELd TOL dEV AVAPEPETAL GTO TOPHV
@OAAO 0ONYIDV YprionG. Mmopeite emiong vo avapépete averBounteg evépyeleg omevdeiog

(BA. Aemtopépeleg TopakdT®). MEC® TNG OVOPOPAS AVETIOVUNTOV EVEPYEIDV UmopEite va Pfondncete
GT1 GLAAOYN TTEPIGGOTEPMV TA|POPOPLDY GYETIKA LE TNV OCPIAELL TOV TOPOVTOG PUPUAKOV.

EAMGSa:

EBvikoc Opyaviopog @apudxmv,

Meooyeimv 284, GR-15562 Xolapyog, ABnva,

TnA: + 30 21 32040337,

Iototomog: http://www.eof.gr, http://www kKitrinikarta.gr.

5. Ilog va guridooete 1o IVEMEND

To @dppoko ovTd TPETEL VO, PUAACCETOL GE LLEPT) TTOL eV TO PAETOVY KOt dEV TO POAVOLY TOL TOUdLA.
Na pn ypnoonoteite 0vtd 10 PAPUOKO LETE TNV NUepounvia ANENG IOV avVaPEPETAL GTO KOVTI Kot
670 QloAido petd to EXP. Ot 2 mpotot apiBuol avagépoviotl 6to pive, ot 4 emdpevot aptpol
ovVaQEPOVTOL GTO £TOG.

dvrdococete o€ yoyeio (2 °C - 8 °C).

To avacvotafév Kot apaiopévo dtdAvpa givol otabepo yio 24 opeg otovg 25 °C.

Mnv TeTdTe PAPLAKO GTO VEPO TNG OMOYETELONG N OTA OKLOK( amoppippote. Potiote to

(QOPLLOKOTTOLO GOG Y10 TO MG VO, TETAEETE TAL PAPUAKO TTOV OEV YPTCILOTOLEITE T AvTd T péTpa Oa
BonBncovv otnv tpoctacio Tov TePPAAAOVTOG.

6. Mepreyopevo TG cVoKELVOGING KO AOTES TANPOPOpieg

Tvgpréyer to IVEMEND

- H dpactikn ovcia eivar | ocompenttaver. Kabe @larido mepiéyet dipeyrovpivn
QOCATPETITAVING 150dvvoun pe 150 mg pocanpemtdving. Metd v avachoTooT Kol 0poimon,
1 ml Tov dwwdvpatog mepiéyel 1 mg pocanpemitdven (1 mg/1 ml).

- Ta dAAa cvotatikd givat: aBvievodiopvotetpaolikd dwvatplo drog (E386), moivcopPucd 80
(E433), Aaktoln dvodpn, vopoéeidto tov vatpiov (ES524) (ya ) pvduon tov pH ) ko 1
VIPoYAmPKo 0&V apatdpévo (E507) (yro tn pvbuon tov pH ).

Epoeavien tov IVEMEND kot wepieyopeva T 606KeLUGiog
To IVEMEND eivai Aevkn £0¢ vwdAEvKT KOVIG Y10 SIGAVUA TPOG EYYVOT).

H «xovic Bpicketar o€ yudAivo dlopovég Qradidlo, e AUSTIEVIO IO KO GPPAYICHE CAOVUIVIOV HE
YKpL xpoportog Thactikod flip off kamdict.

Kabe proridro mepiéyet 150 mg pocanpemitdvin. Meyédn cvokevaciog: 1 1 10 eraiidia.
Mmropel va unv Kokho@opohv OAEG 01 GLGKEVUGIES.

Karoyog Adcrog Kvkrhogpopiog ko Iapaockevaotig
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I'a omoladnmoTe TANPOPOPia GYETIKA LE TO TOPOV POPUUKEVTIKO TPOIOV, TAPAKAAEIGTE VO
amevBuvbeite otov Tomiko avtimpdsmmo tov Katdyov g Adetag Kvkhopopiog.

Belgique/Belgié/Belgien
MSD Belgium

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

bbarapus

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

Ceska republika

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

Danmark

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

Deutschland

MSD Sharp & Dohme GmbH
Tel.: +49 (0) 89 20 300 4500
medinfo@msd.de

Eesti

Merck Sharp & Dohme OU
Tel: +372 614 4200
dpoc.estonia@msd.com

EA\rada

MSD A.®.E.E.

TnA: +30 210 98 97 300
dpoc_greece@merck.com

Espaiia

Merck Sharp & Dohme de Espaiia, S.A.

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

France
MSD France
Tél: + 33 (0) 1 8046 40 40

Lietuva

UAB Merck Sharp & Dohme
Tel. +370 5 2780 247
dpoc_lithuania@msd.com

Luxembourg/Luxemburg
MSD Belgium

Tél/Tel: +32(0)27766211
dpoc_belux@msd.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 32 20 73 00
medinfo.norway@msd.com

Osterreich

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

Polska

MSD Polska Sp. z o.0.
Tel: +48 22 549 51 00
msdpolska@merck.com

Portugal

Merck Sharp & Dohme, Lda
Tel: +351 21 4465700
inform_pt@merck.com



Hrvatska

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

Ireland

Merck Sharp & Dohme Ireland (Human Health)
Limited

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

Island
Vistor ehf.
Simi: + 354 535 7000

Italia

MSD Italia S.r.1.

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

Kvnpog

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

Latvija

SIA Merck Sharp & Dohme Latvija
Tel.: +371 67025300
dpoc.latvia@msd.com
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Roménia

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 1 520 4201
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)9 804 650
info@msd.fi

Sverige

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

To mapév pviro 0dNYLOV YprioNs avade®pOnke Yo TelevTaio gopa tov 04/2025.

Addeg TN YEQ TANPOPOPLOV

Agmtopepeic TAnpopopieg yia 10 pappoKo avtd givol dabéoieg oto diktvakd TOTo Tov Evponaikon

Opyavicuov @appdkwmv: https:// www.ema.europa.eu.
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O Tinpogopieg mov akorovBolV amevfivovtal HOVO oE ETOYYEAUATIEG VYELOG:
Odnyieg yio Tov TpoTo avacvotacng kot apaionong tov IVEMEND 150 mg

1.  Meragépete pe éveon S ml evéoiov dtaAvpatog yhmpovyov vatpiov 9 mg/ml (0,9 %) oto
eloAido. BePaiwbeite 611 t0 evéaipo didivpa yroprovyov vatpiov 9 mg/ml (0,9 %) npootédnke
€YYVOVTAG TO GTO TOTYWOUO TOV PLOALSIOV OOTE VO OTOPELYOEL O GYNUATIGUOC APPOV.
AvoKivnote eEAaPpd To PLaAidlo. AToeiyete TV avadgvor Kot Ty dnpovpyio Tidako Tov
EVEGLOV SAVOTOC YAmpLovyov vatpiov 9 mg/ml (0,9 %) oto proridio.

2. Ipogtopdorte éva odko Eyyoong yepdro pe 145 ml evéoipov S1oA0UATOG YADPLOVYOL VATPIoL
9 mg/ml (0,9 %) (ywo mapdderypa, pe v aeaipeon 105 ml evéoipov dtahdpatog yAwpiodyov
vatpiov 9 mg/ml (0,9 %) and éva odko Eyyvong 250 ml evécsiuov S10ADLATOG YAM®PLOVYOV
vatpiov 9 mg/ml (0,9 %)).

3. Aogoipéote OL0 TO TEPIEXOLEVO TOV PLUALSIOV KOl LETAPEPETE TO GE EVOL GAKO £YYLONG TOL
mepiéyet 145 ml evéoipo didhvpa yAwprodyov vatpiov 9 mg/ml (0,9 %) dete va apokdyer
oVVOMKOG 6yKog Tov 150 ml kot Telkn ovykévrpoon 1 mg/ml. Avakiviote ehappd Tov
oo 2-3 popéc (PAéne «Ildg va ypnoipomomoete to IVEMENDY).

4, [Ipocdiopicte Tov 67KO TOL B TPEMEL va xopnynOel and Tov cdko £yyvong Tov
TPOETOLACTNKE, LE Bdon T cvvictdpevn d6on (BA. Ttapdypapo 4.2 g [epiinyng tov
Xoapaxtnprotik®v Tov [Ipoidvrog (ITXIT)).

EviMikec
®a pémet vo yopnynBel 0 GUVOAIKHC OYKOG TOL GAKOV Eyyvong Tov mpostolpdotnke (150 ml).

HNadwrpucoi acBeveig
Y& aobeveic nhikiog 12 etdv Kot peyadvtepng, o 6yKog mov Bo mpémet va yopnynoel
vroAoyiletor OT®G QaiveTol TAPUKAT®:

e O dykog mov yopnyeitar (ml) givar icog pe T cuvietdpevn 860N (mg)

Y acleveic nAkiog 6 unvov £mg Alydtepo amd 12 etmv, o 0ykog Tov Ba mtpémet va yopnynOel
vroAoyileTor OT®G QaiveTol TAPUKAT®:
e Oykog mov yopnyeitan (ml) = cvvictdpevn d06om (mg/kg) x Bapog (kg)
o Xnueioon: Mnv vagpPaivete Tig péyroteg d0ceis (BA. mapdypago 4.2 tng
Hepiqyng Tov XapaktnproTik®v Tov [lpoidvrog (IIXIT)).

5. Edv givar amapaitnto, yio 6ykovg pkpotepovg tawv 150 ml, o dykog mov €xel vmoloylotel
umopei va petapepbei oe Evay katdAiniov peyébovg cako 1 cOpryyo Tpv omd TN YopnyNnon
pHécm £yyvomnge.

To avacvoTadéy Kot apalopévo TeAKo dtdAvpa eivatl otabepod yia 24 dpeg otovg 25 °C.

Ta TopeVTEPIKDG YOPTYOOUEVO QAPLLOKEVTIKA TPOTOVTO TPEMEL VO, EAEYYOVTAL OTTTIKE Yo TV VIapén
COUATIOI®MV Kol SOVCYPMUATIGLOD TPV A0 TN XOPNYNOT OGO TO EXITPETOVY TO SLAAVUO KoL O
TEPLEKTNG.

H epodvion tov avacuotadiéviog Stodldpatog gival 1 101 (e TNV EUEAVIGT) TOV SHADTY.
Amoppiyte omolodnTote evamopeivay dtdlvpa kot vroreppa. Kabe aypnoiponointo gappokevtikd
TPOIOV 1) VTOAELLLN TTPETEL VO OTOPPITTETAL COLPOVE LE TIG KATH TOTOVG IGYVOVOEG CYETIKES

dlTaées.

To @appokevTiKd TPoidv dev TPEmel va avacvotadel 1 va ovopydel pe S1oADILOTO TOV 0ol 1
SLUPATOTNTO OC TPOG TIC PLOIKES KoL YNUIKEG 1010TNTEG OV €xel Tekunprwbei (BA. Tapdypapo 6.2 g
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[Mepiinymc tov Xapakmmpiotik®v tov [Ipoidvrog (ITXI)).
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