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@VYAro ooV piong: IIAnpogopics yra Tov yxprjot

IVEMEND 150 mg k6vig yio draivpa tpog £yyvon
(POGOTPETITAVTY

AP AOTE TPOGEKTIKA OLOKAN PO TO PVAAO 0ONYLOV YP1ONGS TPLV UPYIGETE VU YPNCLUOTOLEITE AVTO

TO QAPROKO OLOTL TEPLLAUPAVEL ONUOVTIKES TANPOPOPIES VIO GOC.

- DvAGETE VTO TO PUALO 00N YDV ¥p1ioms. Towg ypetaotel va To drofdoete Eavd.

- Edv éxete mepartépm amopieg, p@TNOTE TOV YIOTPO TOV QUPLOKOTOLO 1| TOV VOGOKOWO GOC.

- Edv mapotnphoete Kamoto avemBOunTn evépyela, EVIUEPDGTE TOV YIOTPO, TOV PUPUAKOTOLO 1)
TOV VOGOKOUO G0G. AVTO 1oy0€el Kot Yo, KAOe mbavi) avemBOpunTn evépyela Tov Ogv avVapEPETOL
670 TaPOV GUALO 0dNYIDY Ypriong. BAére mapdypago 4.

T wepréyer 1o Tapév AL 001 IOV

T etvan to IVEMEND «ou wota givoi i) yprion tov

T péner va yvopilete npv ypnoonomoete 1o IVEMEND
Ilog va ypnoyomomcete to IVEMEND

[MBavéc avembounteg evépyeleg

Ia¢ va puidcocete To IVEMEND

[Tepreydueva tng cLOKEVAGING Kol AOUTES TAT|POPOPIES

A

1. T givar to IVEMEND ko owa givan 1 xp1jo1 Tov

To IVEMEND mepié€yet tn 0pacTiki] 00GI0 QOGOUTPETITAVTY), 1] OTOI0, LETATPEMETUL LEGH GTO CAOLLOL
G0G G€ OMPEMTAVIN. AVIKEL GE IO KOTNYOPLo QUPUAK®OV TOV OVOUALOVTOL «UVTOY®VIOTEG TOV
vrodoyxémv vevpokvivig 1 (NK1)». O eyké@alog el Lo GUYKEKPLLEVT] TTEPLOYT TOV EAEYYEL TNV
vavrtia kot tov épeto. To IVEMEND dpa amoxheiovtog onpato o ketvn TV meployn, 1e
omotélecpa va petwvel Ty vautio kot tov €peto. To IVEMEND ypnotionoteital oe EVAMKEG,
€pnPovg Ko Todtd nAkiog 6 UNVav 1 HEYOADTEPTG GE CUVOVOOUO NE GALD OAPUAKA Y10, TV
TPOANYT TNG VOVTIOG KoL TOV EUETOV TOL TPOKAAOVVTOL LE ynuetoBepameio (Bepaneio Tov KapKivov) 1
omoio TpoKaAel woyvPN 1| HETPLL VOVTIO Kol EULETO.

2. Tvpémer va yvopilete mpv g pnoponomecte To IVEMEND

Mnyv ypnoipononjcete o IVEMEND

. o€ TEPIMTOON OAAEPYIOG OTN POCATPETITAVTN, TNV OTPEMTAVTN 1} 6T0 ToAvcopPikd 80 1} oe
0TO100NTTOTE GALO OO TO GLGTATIKA CLTOV TOV PAPUAKOL (AVUPEPOVTOL GTNV TAPAYPAPO 6).
o HE PAPLOKE, TTOV TTEPLEYOVY TUOLION (YpMolonoteitar yio T Oepameio YoylaTpikdv Todncemy),

TEPQEVADTVT Kot 0oTEULOAT (XPTOLLOTOLOVVTOL Y10 TUPETO GALEPYIKNG QUTIOAOYING KOl AAAEG
AAAEPYIKEG KOTOOTAGELS), Oloampion (ypnouomoteiton yio tn Oepaneio TEXTIKOY
mpofAnuatev). Evnuepoote to yrotpd oag edv AapUPAVETE 0VTA TO PAPLOKO ETELDN TO
Oepamentind oynua tpénel va tpomomoindei Tpv apyicete va ypnoponoteite IVEMEND.

IIposcidomou)oeig Kot TPOPVAAEELS
AmevBuvBeite 6TOV Y10TPO, TOV PUPLOKOTOLO 1 TOV VOGOKOUO GOG TTPLY YPTCLULOTOGETE TO
IVEMEND.

IIpwv and t Bepaneia pe ovTO TO PAPHOKO, EVILEPDCTE TOV YIOTPO GOG EAV EXETE NTOTIKY VOGO,
EMEWON TO NTap eivol CNUOVTIKS Y10, TN O1A6TAeT TOL PapraKkov 6to cdpo. O ylatpdg cog, Oo Tpémel
EMOUEVMG va EAEYEEL TNV KOTAGTOGT TOV HTOTOG GOG.



RCN000024471GR

IMoord ko Eenpor
Mn odoete to IVEMEND 6 moudid nAikiog pikpotepng tv 6 unvav 1 og 6ca {uyilouv Ayotepo and
6 kg, eme1dn| dev €yxel pekemOei og awtdv Tov TANBLoUO.

Ao @appoxae kor IVEMEND

To IVEMEND pmopei va ennpedost GALa pappoka kotd tn didpkelo tng Oepomeiog Kot petd
Oepaneia pe IVEMEND. Y@dpyovv opiopévo QapoKo To 0woio dgv mpemel vo, Aaufavovtal e TO
IVEMEND (67tmg mpuolion, tepeevadivn, aoteuiloAn Kol G16ampion) 1 7oV amoitodV avoTposapUoyn
g 06on¢ (PA. emiong «Mnv ypnoponoteite to IVEMENDY).

O1 emdpdoeic tov IVEMEND 1 AoV gapudkmv puropet vo exnpeactovv edv Aapupdvete IVEMEND
podi pe dAho eapuroke GUUTEPIAAUPBAVOUEVEOV aVT®V TV Tapotifevtor tapakdto. [lapakaieicOes va
EVILEPMOCETE TOV Y1OTPO 1 TOV PUPLOKOTOLO G0G £6V AapPdvete omoladnmote amod to akdlovba
QappoKaL:

- QAPLLOKA, Y10, TOV EAEYYO TMV YEVVIGEMV, TOL OTTOL0L UTOPEL VO TEPIAAUPAVOVY AVTIGUAANTTIKG
yomo, SEPUATIKA EUTANGTPA, ERELTEV AT Kot Kamoteg Evoountpieg cuokevég (IUDs) mov
amelevfepdvouy opudveg, umopel va un Aettovpyodv ikavomomtikd étav Aaupavovror pali pe
IVEMEND. Mio aAAn M pio emmpdodetn un-opuovikn né0odog yio Tov EAEYYO0 TV YEVVIGEDV
Ba mpémel va ypnoomombei kotd T didpkela g Oepaneiog pe IVEMEND kon yia éwg 2
uiveg petd ) yoprynon tov IVEMEND,

- KUKAOGTOPivT), TAKPOAMUOLS, GLPOAOVE, EREPOALOVG (AVOCOKATAGTAUATIKG),

- oAQEVTOVIAT, EOVTOVOAN (YpnoiomolobvTat yio T Oepaneia Tov TOVoL),

- Kwidivn (ypnoyomoteitat yia tn Ogpameio Tov PN PLGLOAOYLKOD KapdlakoD pudLov),

- pvoTeKEv, ETOTOGIONG, Pvopehfivn, Wwoeapidn (eappoka Tov YPNCLULOTOOVVTAL Vil TN
Oepamneia Tov KaPKivov),

- (QAPLLOKO TTOV TTEPLEYOVV TOPAYDYO, OAKOAOEWDDV TG EPLGIPDOIOVE OAVPOG OTIMG EPYOTAIV KOl
depyotapivn (ypnopomotobvtal yia T Oepameio UKpavVIOV),

- Bappapivn, acevokovuapoArn (TapdyoviEG TOL OPALMVOLY TO GO, WTOPEL VO OTULTOVVTOL
OLLOTOAOYIKOT EAEYYOL),

- prpapmikivn, KhapBpopkivn, tedbpopvkivn (avtilotikd mov xpnotorotohvTot yid T
Oepaneio Aoludéemv),

- eawvutoivn (éva eappoKo Tov ypnoomoteitat yia tn Oepaneio cTacp®v),

- kapPapalenivn (ypnoyomoteiton yia tn Oepameio g katdBinymg Kot g emAnyiag),

- pagoraun, Tpralordapn, eovoBopPrrdin (eapproKa TOL YPTGLLOTOLOVVTOL Y10l VO ETLPEPOVY
npepia 1 va cag fondnioovv va koyundeite),

- vepiko (St. John's Wort) (€va @uTiKd okedAGHO TOL ¥pNooTOLEiTaL Yia T Oepameia TG
KOATAOAYMC),

- ovOoTOAElS TpWTENSHOVY (Ypnotporotovvtat yio T Oepameio HIV Aoluwénc),

- KETOKOVOLOAT €KTOC TV cOUTOLEY (ypnotpomoteitat yia tn Bepameio tov cuvopopov Cushing —
OTOV TO GO TOPAYEL TEPicTELN KOPTILOANC),

- rtpakovaloin, foptkovaloin, mocakovaloAn (aVTIHVKNTIOCIKE),

- vepaloddovn (ypnoytomoteitat yo tn Oepameio tng kaTtdadOAyMC),

- dhtialépn (éva pappako Tov ypnoiponoteital yuo ) epameio TnG VYNANG apTnpLoKng TieoNC),

- KopTIKooTEPOELDN (OTT™G de&apedalovn),

- QApUOKa KATH TOV Gyyovs (0mmwg aAmpaloAidun),

- ToABovtapion (éva eappoKo mov ypnoomoteiton yio ™ Oepaneio Tov drofriTn).

Evnuepdote 10 Y101pd GOG OYETIKA LE OTOONTOTE AAAD PAPLOKE 1 GUTIKE PAPLOKE TTOV TOIPVETE,
€yete mpOGPAT TAPEL, 1 WTopel va TAPETE.
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Kinon ka1 Onioopog

To @appako avtd dev Ba TPETEL va, YP1GILOTOLEITAL KATE T S1GPKELN TG EYKVHOGVVIG EKTOC KOt EGV
glvar copmng anapaitnto. Edv eiote éyxvog 1 Onidlete, pnopei va giote £yxvog 1 oyedidlete va
OTOKTNGETE TTadl, CNTHOTE TN GLUPOLAY| TOV YIATPOV GOG TPV TAPETE AVTO TO PAPUAKO.

IMa TAnpogopieg oyetiKd e ToV Eheyyo TV YevvioemV, PA. «Aiila Ddappaka kot [IVEMENDy.

Agyv gival yvoot6 €bv to IVEMEND anekkpivetatl oto avOpamivo yara. Emopévac, o OnAacuog dev
cuvioTtdrtol kotd T ddpkela g Bepaneiog pe ovtd T0 PapproKko. Eival onupovticd vo evnuepmoeTe T0
Ywtpo cog ebv Onhalete N oxomeveTe va ONAGCETE, TPV TAPETE AVTO TO PAPLLOKO.

001yN 01 Ko LEPIOROS PNV LATOV

[péner va Anebei veoym 6t opiopévorl dvBpmmotl asOavovtor (oAn Kot vIvnAic HETA TN XPHOT| TOV
IVEMEND. Edv aucOavbeite {aAn 1 vivniia, amo@byete TV 00NyNoN ) TO YEPIOUO UNYOVUATOV
uetd tn Aym avtod tov appakov (PA. «ITbavég avemBounteg evépyeleo»).

To IVEMEND ngpiéyet vatpio
Av106 10 PappaKo TEPLEYEL ArydTepo amd 1 mmol vatpiov (23 mg) o€ kabe d66M, gival avTd IOV
ovoudlovEe OVGLUGTIKG «EAEVBEPO VaTpiov».

3. Ilog va ypnoporomcetre o IVEMEND

e evniikeg (MAkiog 18 etdv Ko peyodvtepng), n cuviotaopevn d6on tov IVEMEND eivor 150 mg
eoocampemtaving katd tnv Huépo 1 (nuépa ynuetoepamneiog).

e maudid kot epnPoug (MAkiog 6 unvov €wg 17 etdv), n cuvietdpevn d6on tov IVEMEND Boacileton
oV NAKia Kot 1o BApog Tov acbevr]. Avaloya pe v aywyn ynuelobepomeiog, vadapyovy 600 TpoOTOoL
ue Tovg omoiovg pmopei va, 600l to IVEMEND:
To IVEMEND 6éivetat povo v Huépa 1 (ynpeobepaneio piog nuépoac)
To IVEMEND éivetan tig Huépeg 1, 2 ko 3 (ynuetofepamneio piog nuépag 1 ToAOTA®GY NUEPDV)
o XopnyoOueveg amd GTOUATOS POPUOKOTEXVIKES LOPPEG TNG OMPETLITAVING UTOPOVV VL
cuvtayoypaenBovv tig Huépeg 2 ko 3 avti tov IVEMEND.

H xovic vpioTtoton avacvotaoT Kot apoidvetol TP amd v xp1ion. To didAvpa Tpog £yyvon
YOpMYEiTAL G€ Gag amd EMOYYEALATIO TOL TOUEN VYELOVOULKNG TeEpIBoAymc, OT®S 0 YLoTpOg 1] 0
VOGOKONOGC, LEG® evOOPAEPLaG £yyvong (otdydnv) mepimov 30 Aemtd mtpv amd v Evapén g
ynueobepaneiog og evilikeg 1§ 60 - 90 Aemtd wpwv amod v Evapén g aymyng ynuelobepaneiog o€
ond1d ko gprifovg. O yatpdc cag umopei va cag {Ntioel va ndpete GAAL PAapoKa
GUUTEPTAAUPAVOUEVOL EVOC KOPTIKOGTEPOELDOVG (0Tt etvar 1 de&auefalovn) Kol evog «avIoy®VvIoTh
SHT3, (6nwg eivor | ovdaveetpdvn) yia Ty TpOANY™ ¢ vouTiog kot Tov gpétov. Eav éxete
ap@Boriec, p@TNOTE TO YIOTPO 1) TOV POPLAKOTOLO GOGC.

4. MBavég avemOOpunTeg evépysereg

Onwc 6Ma o pdppoka, £T61 Kot avTd TO PAPUOKO UTopEl Vo TPOKAAECEL AVETIOOUNTEG EVEPYELES, AV
Kot 6gv Tapovclalovtal 6€ OAOLG TOVG AVEPMOTOLG.
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Yropatiote vo Aappavere o IVEMEND ko emoke@0cite apéc®s Tov Y10TPO 60.C, EGV
TOPUTNPNGETE KATOLY 00 TIG 0KOAOVOEG avemOOUNTES EVEPYELES, O1 OTTOIEG PTOPEL VO, ETVOL
GOBupsg KO Y10, TIS 0TTOLES NTOPEL VA YPELOCTEITE ENELYOVGA LOTPIKT TEPTIOAIYN:
Kvidwon, e&avinua, kvnopd, Suekoiio otV avamvon 1 6TV Katdmoon 1 cofapn| peiowon tng
apTNPLOKNG Tieong (cuyvoTNTa LN YVOGTN, 0ev pumopet va extiundel pe Bdon ta dwbéoio
dedopéva). Avtd givarl onueia cofapnc oAAepykng avtidpaong.

- Avtiopacelg oyetilopeveg pue v Eyyvon (ISRs) oto onueio 1 kovtd 6to onueio ™ £yyvonc.
Ot o coPapég, oyetilopeveg Le TV Eyyoon avtidpacels, £xovv cLUPel Le Evav oplouévo TOTTO
ANUELOOEPUTEVTIKOD PAPUAKOD, TO 0010 UTTOPEL VL TPOKOAEGEL EYKAVUA 1) PAVKTOLVO GTO
dépuo oag (PAvKTOVOYOVOG Opdo)), Le avemBounTeg eVEPYELEC TOV TEPIAaUPavovy Tovo,
oidnua Kot pufpoTNTa. OEVATOC TOL 1GTOV TOL dEPUATOG (VEKPWOT)) £XEL CLUPEL OE OPLUEVOLG
avBpdTOLG OV AUUPAVOLY VTOV TOV TOHTTO YNUEDEPATEVTIKOD PAPUAKOV.

Alheg avemBounteg evépyetleg mov xovv avapepfel mapatiBevror mo kdrtw.

Yoyvéc avemOounteg evépyeies (umopel va eanpedoovy £mg 1 otovg 10 avlpdmovg) sivor:
- dvokototnta, dSvoreyia,

- KepaAodyia,

- KOTWo,

- anmAeln 0péEemg,

- AdEvYKOG,

- avénpévn TocoTnTo NIATIKOV eviOI®V GTO aijld 6ag.

Oy ovyvég avemOounTeg evépyeleg (umopel va eanpedoovv £o¢ 1 otovg 100 avBpdmovg) givar:

- CaAn, vvnia,

- aKpn, e&avonua,

- avnovyia,

- pEYLLO, VauTia, EUETOS, OMIGHOGTEPVIKOG KAVGOC, GTORAYIKOC TdVOG, Enpoctoptia, dnovpyia
oepimv,

- avénuévn odpnon pe Tdvo M Ko oo,

- advvapio, yevika aicOnua adiabecioc,

- €pLOPATNTA TOL TPOCSHOTOV/OEPUATOC, EEAYN,

- ypryopot i un puOpukoi Kapdtokoi mwaApol, avEnpévn aptnploxn mieon,

- TPETOC e avénuévo kivouvo yia Aoipmén, peimon tov epubpokvttdpwv,

- OVOG 610 onpeio g £yyvongs, epuBpdtnra 6To onpeio ¢ £yyvongs, kvidwon 6To onpeio g
gyxoong, preypovi e pAEPag o BEom g éyyvong.

Yrdvieg avemBOunTeg evépysieg (nmopei va exnpedosovv éog 1 otovg 1.000 avOpdmovg) givar:

- dvokoAio ot oKEYN, EAAELYN EVEPYELNG, SLATOPUYES TNG YEVOTG,

- gvoioOnoio Tov dépratog 6ToV A0, VIEPPOALIKT EPIOP®EN, ATapd dépa, TANYES GTO OEPUAL,
KvidoTIKO e£dvOnua, ocvvopopo Stevens-Johnson/to&n emdeppikn vekpoivon (omdvia coPapn
depuoTikn avriopaon),

- gvpopia (aicOnpo vrepPOAIKNG EVTLYING), ATOTPOCAUVATOAIGUOC,

- Paxtnplokn Aoipnmén, LoKNTIOGIK AoTHmEN,

- coPapn SLGKOIMATNTO, GTOLOYIKO EAKOC, PAEYHOVI TOV AETTOV KO TAXEOG EVTIEPOV, TANYEG GTO
6TOUA, TOUTAVIGUOG,

- GLYV 0VPNGT, TEPLOCOTEPD 0OVPA OO OTL KAVOVIKA, TAPOLGI0 GOKYAPOV 1 OiLOTOG GTO 0VPd,

- dvopopia oto Bmpaka, oidnua, oliayn otov TpoOTo PAdiong,

- Py, BAEvVN oTo omicBio Tupa Tov Aapod, epefIoOg TOL AaoD, PTEPVIGLLO, TOVOAULLOG,

- 0POoAUIKS ExKpa Kot KVNoUOS TOV 0QOaALOV,

- eUPoég TV OTOV,

- puikoi otacpol, poikn advvapia,

- vrepPolikn| iy,

- xopMAOG Kopdiokog puBpdg, vocos Kopdids Kot ayyeimv,

- Lelmon TOV AEVKOKVTTAP®Y TOL aipaTog, YoUnAd enineda vatpiov 6to aipa, andAela Bdpovg,

5
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- oKAnpuven ot B€om g Eyyvonc.

Ava@opd avemOOuUNTOV EVEPYELOV

Edv mapotnpioete Kamota ovemBounTn eVEPYELN, EVILEPDGTE TOV YLOTPO, TOV PUPLOKOTOLO 1 TOV
VOGOKOWO GaG. AVTO 1oyYveL Kot Yio kdOe mhavi avemBountn evépyela Tov 6gv avapEPETAL GTO TOPOY
@OALO 00Ny Yprionc. Mropeite emiong va avagépete avemBounteg evépyeteg amgvbeiag (PA.
AETTOUEPELES TOPOKATO). MEC® TNG AvaQOpPAg aveTBOUNT®VY evePYEL®Y Umopeite va fondncete ot
GLALOYY| TEPIGGOTEPMOV TAT|POPOPLDV GYETIKA LLE TNV OCOAAELD TOV TOPOVIOC PUPLAKOV.

EALGda:

EBvikdc Opyaviopog @apudkwmyv,

Meooyeiov 284, GR-15562 XoAapydc, ABMva,
TnA:+302132040380/337, ®a&: + 30 21 06549585,
Iototomog: http://www.eof.gr

Konpoc:

Dapuaxevtikég Yanpeoieg, Yrovpyeio Yyeiog, CY-1475 Asvkwoio,
TnA: +357 22608607, ®a&: + 357 22608669,

Iototomog: www.moh.gov.cy/phs

5. Mg va guracoete To IVEMEND
To @dppako avtd TPENEL Vo, PUAAGGETOL GE PEPT TTOL OgV TO PAETOVY Kot dgv TO POEVOLY Ta TaLd1dL.

Na pn ypnoiponoteite avtd 10 PAPUOKO UETE TV NUEPOUNVia ANENG TOV AVOPEPETOL GTO KOVTL Ko
670 QLAido petd to EXP. O1 2 mpdtot apbpoi ovapépovial oto uiva, ot 4 exduevol aptbpoi
OVOQEPOVTOL GTO £TOG.

DdvAdocete o yoyeio (2°C - 8°C).
To avacvotabév Kot apaiopévo dtdivpa etvat otabepo yio 24 dpeg otovg 25°C.

Mnv metdite eApUAKO GTO VEPS TNG AMOYETELONG N OTA OIKLAKA amoppippata. Potmorte to
(QOPLOKOTOLO GUG VL0 TO TG VO TETAEETE TO PAPLLAKO TTOV dEV YPNOLOTOLEiTE .. ALTA TaL péTpa Hal
Bonfnoovv oty mpoctacio Tov TEPPAAAOVTOG.

6. Iepreydpeva TG GLOKEVAGLAG KOL AOUTEG TANPOPOPiES

Tvgpréyer to IVEMEND

- H dpaoctikn ovoia givar | pocanpemitavn. Kabe proridio mepiéyel diueyAovpivn
QOCATPEMTAVING 1oodvvaun pe 150 mg pocanpemrdving. Metd v avacdoTooT Kot apoimon,
1 ml Tov dwwAvpatog mepiéyet 1 mg pocanpemitdvn (1 mg/1 ml).

- Ta dAha cvotatikd givar: aBvievodiopvotetpaolukd dwvatplo drag (E386), molvcopPucd 80
(E433), haxtoln dvoudpn, vopoeidio tov vatpiov (E524) (yia tn pvOuen tov pH ) kav/ 1
vopoyropkd o&d aparwpévo (ES07) (yia tn pvbuion tov pH ).


http://www.eof.gr/
http://www.moh.gov.cy/phs
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Epg@avion tov IVEMEND kot TepleyOpeEVo. TG CVOKEVOGILOG
To IVEMEND egivot Aevkn] £0¢ vmOAEVKN KOVIG Yol SLAAV A TPOG £YYXVOT).

H x6vig Bpioketor o€ yodrlvo dtopoaveg Ororidno, e AUGTIYEVIO OO KAl GEPAYIGLO OAOVLVIOV LE

yKpt ypodpotog Traotikd flip off komdkt.

Kabe prorido mepiéyet 150 mg ocampenitdvin. Meyén cvuckevaciog: 1 1 10 lokidia.

Mmropei va unv KoKAOQPOpOUV OLEG 0L GLOKEVAGIES.

Karoyog Adsrog Kvkhogopiog ko Ilopaockevaostiic

Merck Sharp & Dohme B.V.
Waarderweg 39

2031 BN Haarlem
OMovdio

INa omoladnmote TANPOPOPIo. GYETIKA LE TO TOPOV PUPUOKEVTIKO TPOIOV, TUPUKOAEIGTE VA
amevbuvbeite otov Tomikd avtimpdésmmo tov Katdyov tng Adetag Kvkiopopiag.

Belgique/Belgié/Belgien
MSD Belgium

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

Bbbarapus

Mepk Hlapm u loym 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@merck.com

Deutschland

MSD Sharp & Dohme GmbH

Tel: 0800 673 673 673 (+49 (0) 89 4561 0)
e-mail@msd.de

Eesti

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

EAMGdo

MSD A.®.B.E.E.

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

Lietuva

UAB Merck Sharp & Dohme
Tel. + 370 5278 02 47
msd_lietuva@merck.com

Luxembourg/Luxemburg
MSD Belgium

Tél/Tel: +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 32 20 73 00
msdnorge@msd.no

Osterreich

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



Espaiia

Merck Sharp & Dohme de Espaiia, S.A.
Tel: +34 91 321 06 00
msd_info@merck.com

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

Hrvatska

Merck Sharp & Dohme d.o.0.
Tel: + 3851 6611 333
croatia_info@merck.com

Ireland

Merck Sharp & Dohme Ireland (Human Health)
Limited

Tel: +353 (0)1 2998700

medinfo ireland@merck.com

sland
Vistor hf.
Simi: +354 535 7000

Italia

MSD Italia S.r.1.

Tel: 800 23 99 89 (+39 06 361911)
medicalinformation.it@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 67364224
msd_Iv@merck.com
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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

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 5204 201
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@merck.com

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

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

To wapdv UAA0 00N YLOV Yp1ioNS avaBep1Onke Yo TELEVTOIO POpd oTig 08/2022.

AdLeg TNYES TANPOPOPLOV

Aentopepeic mAnpogopiec yio To apuako avtd gival dtabéoipeg 1o dikTvakd 1010 ToV Evpomaikod

Opyaviopov @apudimv: http:/ www.ema.europa.eu.



http://www.ema.europa.eu/
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O mAnpogopiec mov axorlovBolv amevBvvovtal Ldvo ce exayyeALATIES VYETLNG:
Odnyieg Yo Tov TpOTO avacvoTacTg kot apainong tov IVEMEND 150 mg

1.  Mertagépete pe éveon 5 ml evéoipov dodvpatog yroprovyov vatpiov 9 mg/ml (0,9 %) oto
PloAido. BePatmbeite 6T1 T0 gvécipo didAvpa yAwplovyov vatpiov 9 mg/ml (0,9 %) npootédnie
EYYVOVTAGS TO GTO TOTYWOUA TOV PLUALSIOV MOTE VO OmOPELYOEL O GYNUATIGUOC APPOV.
AvoKIvioTe EAAPPA TO PLOAISI0. ATOPVOYETE TNV OVAGEVOT| Kot TV dnUtovpyio TidoKa TOV
EVEGLOV S10ADLTOC YAmprovyov vatpiov 9 mg/ml (0,9 %) oto eraiidio.

2. IIpoetopdote éva odko &yyvong yepdto pe 145 ml evéotpov S1ahdUaTog YA®PLOVYOL VOTPion
9 mg/ml (0,9 %) (ywo mapdadetypa, pe v aeaipgon 105 ml evésyov daAdpaTog YAmplovyov
vatpiov 9 mg/ml (0,9 %) and éva odko Eyyoong 250 ml evécipon SHADHOTOS YA®PLOvYOV
vatpiov 9 mg/ml (0,9 %)).

3. Apupéote OMO TO TEPIEYOUEVO TOV PLOALIIOV KOl LETAPEPETE TO GE EVOL GAKO £YYVOTG TOV
nepiéyel 145 ml evéoipo didivpa yAwprodyov vatpiov 9 mg/ml (0,9 %) d6TE va TpokvyeL
GVVOMKOG 6yKog TV 150 ml kot TeMki) cvykévipoon 1 mg/ml. Avokiviote eEAagpd Tov
odiko 2-3 popéc (Préne «Ilmg va ypnowonomoete 1o IVEMENDY).

4, IIpocdlopicte Tov 6yKO OV B0 TPETEL VoL op1yNOel amd Tov Gdiko £yyvong Tov
TPOETOUAGTNKE, Le Pdon T cvviotduevn d6on (PA. mapdypago 4.2 g [epiknyng tov
Xapaktnpiotik®v tov [Ipoiovrog (ITXID)).

EviAwceg
®a mpémet va, xopnynbel 0 GLVOAIKOC OYKOG TOV GAKOV £yyLong Tov TpoeTodotnke (150 ml).

Howdwrpikoi acBeveic
e aoBeveig nlkiag 12 etadv kot peyaddtepng, o 6ykog wov Ba mpémet va, yopnynel
voAoYileTol OTWOC POIVETOL TOPUKAT®:

e O dykog mov yopnyeiton (ml) eivan icog pe T cvviotdpevn doon (mg)

e aoBeveig nhkiag 6 unvav émg Ayotepo and 12 etmv, o 0yKog mov Ba Tpémetl va yopnynOei
vroloyileTol 6TS PAIvVETOL TOPUKAT®:
e Oyxog mov yopnyeiton (ml) = cuvictodpevn 6601 (mg/kg) x Bapog (kg)
o Xnmpeioon: Mnv vaeppaivere Tig péyreteg d6ceis (PA. mapdypao 4.2 Tng
Hepiinyng Tov Xapaxktprotik®@v tov Ilpoidvrog (ITXII)).

5. Edv givar arnapaitnto, yio 0ykovg pkpdtepovg tav 150 ml, o dykog mov €xel vtoroyloTel
umopei va petopepbet og Evay katdAinAov peyébovg cako 1 cOpyyo TPty amd T xopnynon
HEcm Eyyvomne.

To avacvotabéy Kot apaiopuévo telkd dtdlopa eivar otabepd yia 24 dpeg otovg 25°C.

Ta TUPEVTEPIKADS YOPTYOVLEVO POPHOKEVTIKA TPOIOVTO TPEMEL VOL EAEYYOVTOL OTTIKA Y1aL THV VTopEn

COUOTIOIOV KOl SVGYPOUATIGUOD TPV OO TH YOPNYNOT OGO TO EXTPETOVY TO SIOAVUA KoLl O

TEPLEKTNG,

H epgpdvion tov avacvotaféviog dStoivpatog eival 1 ida pe Tnv eLeavion Tov dtaAvT).

Amoppiyte omolodnmote evanopeivay dtdivpa kot vroreippa. Kabe ayxpnoiponointo goappokevutikd

TPOTOV 1| VIOAEYLLO TPETEL VO, ATOPPITTETOL COUPOVA LE TIG KOTA TOTOLG 10YVOVCES GYETIKES

dlota&elc.

To pappokevTikd Tpoidv dev mpénel va avacvotabel 1| va avapydei pe dStoddpato Twv omoimv 1
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SLUPATOTNTO MG TPOG TIG PUOIKES KoL ¥MNIIKEC 1010TNTEG dEV Exel TekUNPLoBel (PA. mapdypapo 6.2 g
[MepiAnyng tov Xapaxtmpiotikov tov [Ipoidvtog (ITXIT)).
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