B. PYAAO OAHI'TQN XPHXHX



@vAro ooV piong: IIAnpogopics yra Tov yprjot

IVEMEND® 150 mg kovig yro dtahopa tpog £yyvon
(QOGOTPETITAVTN

AWPacTe TPOGEKTIKA 0AOKAN PO TO PVAAO 0ONYIAOV YP1GNG TPV UPYICETE VO YP1CLUOTOLEITE AVTO

TO QOPUOKO OLOTL TEPLAUUPAVEL ONUAVTIKES TANPOPOPIES VIO GOC.

- DdurdEte avTo To EOALO 0dNYIBV Yprione. Towg ypelaotel va to dofdcete Eavda.

- Edv éxete mepartépo amopieg, p@TNGTE TOV Y1OTPO TOV QAPLOKOTOLO 1| TOV VOGOKOUO GOGC.

- Edv mapotnpfoete Kamoo avemBOpUnTn eVEPYEL, EVIUEPDGTE TOV YIOTPO, TOV POPLOKOTOL 1)
TOV VOGOKOUO 60¢. AVTo 1oy0eL Kat yio KaOe mhovi avemBOuntn evépyela mov 0ev avapEPETaL
670 TOPOV GUALO 0dNYIDV Ypriong. BAEre mapdypago 4.

T epréyel 1o Tapoév UAA0 00N YOV

T efvon o IVEMEND «xon mota givat 1 yprion tov

T mpénet va yvopilete npv ypnoonomoete 1o IVEMEND
Ilog va ypnopwonomoete 1o IVEMEND

[TBavéc avemBounteg evépyeleg

Ia¢ va puidccete To IVEMEND

[Tepreydueva TG cLoKEVAGING Kol AOUTES TANPOPOPIES

AN S

1. Tuv givan To IVEMEND kot o givor i ypijon tov

To IVEMEND mepiéyet T dpacTikn oucio (OCATPETITAVTN, 1] OTOI0 LETOTPEMETAL LEGO, GTO GMLLOL
G0G G€ OMPEMTAVTN. AVIKEL GE 10 KOTIYOPio QApPUAK®V TOV OVOUALOVTOL KOVTOY®OVICTES TOV
vrodoyxémv vevpokvivng 1 (NK1)». O eyké@orog el Lo GUYKEKPLUEVT TTEPLOYT] TOV EAEYYEL TNV
vavtio kot tov épeto. To IVEMEND 6pa anokAeiovtog onpato og eKElvn TV TEPLOYN, LE
amOTEAECUA VO LELDVEL TNV vauTio Kot Tov Epeto. To IVEMEND ypnowonoteitol og evilikeg,
€QNPovg Kot Todd nAkiog 6 UNVov 1 HEYOADTEPTG GE GUVOVAOUO NE GALD OAPUOUKA Y10, TNV
TPOANYT TNG VOUTIOG KoL TOV EUETOV TOL TPOKAAOVVTOL LE ynuetoBepameio (Bepaneio Tov KapKivov) 1
omoia TpoKoAel 1oYVPN N LETPLA VOUTIO KOl EPETO.

2. T péner va yvopilete mpiy ypnoyonomcete to IVEMEND

Mnyv ypnopononjcete 1o IVEMEND

. o€ MEPIMTO®ON AALEPYIOG OTN POCUTPETITAVTN, GTNV OTPETLTAVTN 1} 670 ToAVGOpPikd 80 1) o
0TO100NTTOTE GALO OO TO GLGTATIKA CLTOV TOV PAPUAKOL (CVAPEPOVTOL GTNV TAPAYPAPO 6).
. Ue papuoka, Tov TepLEyovy muolion (ypnoionoteital yo T Oepameio yoylatpikdv todncemy),

TEPPEVADTVT Kot 0oTEULOAT (YPTCLOTOLOVVTOL Y10 TUPETO AALEPYIKTG OUTIOAOYIOG KOl AAAEG
UAAEPYIKEG KOTAGTAGELS), Glo0mpion (ypnoiLonoteital yio. tn Oepaneio TenTiKdY
wpofAnuatv). Evnuepoote to yrotpd cag eav AouUPAVETE QVTA TO QAPLOKO ETELDN TO
Bepomevticd oy pémet va tpomomomBel mpv apyicete va ypnoponoteite IVEMEND.

IIposgidomou|oelg Ko TPOPLAGEELS
AmevBuvheite oTov Y10Tpd, TOV GUPLOKOTOL) 1] TOV VOGOKOWO GO TTPLV YPTCLLOTOU|GETE TO
IVEMEND.

Ipwv amd ™ Bepomeio pe avTd T0 PAPUAKO, EVILEPDGTE TOV YIATPO CUG EAV EYETE NIATIKN VOGO,
€MELON TO NIap €IV CNHAVTIKO Y1 TN SIACTACT TOV PAPUAKOL 6T0 cdpa. O yoTpdg cag, Bo mpémet
EMOUEVMG Vo EAEYEEL TNV KOTAGTOGT TOV HTOTOG OOG.



IMoord ko Eenpor
Mn dwoete o IVEMEND o€ modid nikiog pukpdtepng tov 6 unvov 1 o€ 6ca {uyilovv Mydtepo amd
6 kg, eme1om dev £xel pehetn el og avTOV TOV TANOLGUO.

Alha @appoxa kor IVEMEND

To IVEMEND pnopei va ennpedost Ghio apuako Katd tn dtdpkelo Tng Oepomeiog kot Letd
Oepancia pe IVEMEND. Y@dpyovv opiopéve @approKe To omoio dev TpENeL va, Aapufavovtal e To
IVEMEND (67tm¢ mpuolion, tepeevadivn, aoteuiloAn Kol G1oampion) 1 Tov amoitodV avoTposapUoyn
g 06on¢ (PA. emiong «Mnv ypnouonoteite to IVEMENDY).

O emdpdoeic too IVEMEND 1 dAhov gapudkov propet va ennpeacBovv edv Aappdvete IVEMEND
pali pe Ao eapuoka GOUTEPIAAUPBAVOUEVOY aVTMOV ToV Tapotifevtal Tapakdato. [apakaieicOes va
EVILEPMOCETE TOV YIOTPO 1 TOV POPHOKOTOLO GOG EAV AapPdavete omoladnmote amd to akdAovOa
QapoKa:

- QOPLLOKO Y10 TOV EAEYYO TMV YEVVIGEWMY, TO OOi0 UTOPEL VO TEPIAAUPAVOLY OVTIGLAANTTIKA
YOm0, SEPUOTIKG EUTAAGTPO, EUPVTEDHOTA Kot Kamoleg Evoountpieg cvokevéc (IUDs) mov
ameAevfepdvVoOLY OpUOVEG, UTOPEL VO U1 AELTOLPYOVV IKAVOTTOWTIKG OTa Aapfavovtor pall pe
IVEMEND. Mio aAAn M pio emmpdodetn un-opuovikn né0odog yio Tov EAEYY0 TV YEVVHGEMV
0o mpémel va ypnoomombei kotd ™ didpkela g Oepaneiag pe IVEMEND kot yio émg 2
pveg petd ) yopnynon tov IVEMEND,

- KUKAOGTTOPivY, TAKPOALOVE, GIPOAOVE, EREPOAUOVS (0VOCOKATUCTUATIKG),

- OAPEVTAVIAT], POVTOVOAT (YpMoLomolobvTal yio. T Oepameio Tov TOVOL),

- Kwidivn (ypnoomoteitar yio tn Oepameio TOL U PLGIOAOYIKOD KOPOLKOD pLOUOD),

- PVOTEKAVY, ETOTOGIONGC, PvoperPiv, 10@GPauion (PUPLOKL TOV YPTCILOTOIOVVTOL Y10 TN
Bepamneia Tov KapKivov),

- (QAPLLOKO TTOV TEPLEYOVY TAPAYWYO OAKOAOEWDDV TNG EPLGIPDOIOVE OAVPOS OTMS EPYOTALLIVY KOl
depyotapivn (ypnoomolobvtal yia tn Oepameio nUIKpaVIOVY),

- Bappapivn, acevokovuapoAr (TapdyovIEG TOL OPULMVOLY TO GHLLN, WTOPEL VO OTOITOVVTOL
OLLOTOAOYIKOL EAEYYOL),

- pPLpapmikivn, KAappopkivn, teAfpopvkivn (avtiBloTikd wov ¥pnoloTotodVToL Yid Tn
Oepaneia LotpdEemv),

- Qawvutoivn (éva eappoKo Tov ypnoomoteitat yia tn Oepaneio cTacpmv),

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

- pagoraun, Tpralordapn, eovoBopPrrain (eapproKa TOL YPNGLOTOLOVVTOL Y10l VO ETLPEPOVY
npepia 1 va cog fonbncovv va koyunbeite),

- vrepkod (St. John's Wort) (éva gutikd okedaoua Tov yproionoteital yia tn Oepomeio tng
KatdOAyMC),

- OVOGTOAELG TPOTEASOV (Ypnoomolovvtal yio T Oepaneio HIV Aoipméng),

- ketokovalOAn exToC TV capmovdy (ypnopomoteitan yio t Oepaneio Tov cuvdpopov Cushing —
OTOV T0 COLN TapdyEL Tepicosta kKopTLOANG),

- rtpaxovaloAn, PopikovaloAn, TocakovaloAn (AVIIHVKNTIOCIKA),

- ve@alooovn (ypnoiponoteital yo ) Oepameio TG KOTAOAYNG),

- dktaéun (€va eappoko Tov ypnoiuototeital yuo T Oepameio TG VYNANG apTNPLOKNG THEGTC),

- KOPTIKOGTEPOELDN (OTT™G de&opefalovn),

- QapuraKa Kot Tov dyyoug (6mwg aimpaloiaun),

- ToABovTtauidn (éva edppoako mov ypnotponoteitol yio ™ Oepaneio Tov dwfnn).

Evnuepdote o y10tpd 060G OYETIKA e OMOWONTOTE GAAL PAPHOKO 1] QUTIKA PAPLLOKO TOV TOIPVETE,
€xete mpoOGPATA TAPEL, 1| WTopel va TAPETE.



Kinon kot Onioopég

To @dppako avtd dev Bo Tpémel va ¥pNGLOTOLEITOL KATA TN SLAPKELN TNG EYKVLOGUVNG EKTOG Kot €6V
glvar copmng anapaitnto. Edv eiote éyxvog 1 Onidlete, pnopei va iote £ykvog 1 oyedidlete va
amoktnoete Toudi, {ntnote T cLUPOVAT TOL YIATPOD GG TPLV TAPETE AVTO TO PAPLOKO.

T TAnpogopieg oyeTIKA e TOV EAeYY0 TV Yevwhoe®V, BA. «Alha Odppoka kot IVEMENDy.

Agyv gival yvoot6 gbv to IVEMEND anekkpivetatl oto avOpamivo yaia. Emopévac, o OnAacuog dev
ocuvieTtdrtol Kotd T dtdpkela TG Bepomeiog pe owtd T0 Papproko. Eivoar onuovtikcd vo evnuepmoeTe 10
Ywtpo cog ebv Onhalete N okomeveTe va ONAGCETE, TPV TAPETE AVTO TO PAPLLOKO.

Oonynon ko yEPoROS PNy avnpdTmV

[Ipénel va Anebei vedym 6t opiopévorl avBpmmot asOavovtor oAn Kot vvnAin PHETA TN XPHOT| TOV
IVEMEND. Edv auc0avBeite {ain 1 vvniia, amo@OyeTe TV 0d1yNnon 1 To YEPICUO PNYovHAT®V
Uetd tn Aqym avtod tov eapudakov (PA. «IT0avég avemBounteg evépyeleo»).

To IVEMEND nepiéyet vatpiro
Av106 10 Qappako TEPLEYEL Arydtepo amd 1 mmol vatpiov (23 mg) o€ kabe d66M, gival avTd OV
ovopdCove OLGLUOTIKA «EAEVBEPO VaTpiovY.

3. Ilog va ypnoporomeetre o IVEMEND

e evihikeg (MAkiog 18 etdv Ko peyodvtepng), n cuviotaopevn d6omn tov IVEMEND eivor 150 mg
pocampemTaving katd v Huépa 1 (nuépa ynuetobepamneiog).

e mondld kot epnPouvg (Mikiag 6 unvav €mg 17 et1@v), n cuvietouevn d6on tov IVEMEND Boacileton
otV NAkia Kot 10 fApog Tov achevr]. Avaloya pe v ayoyr| ynpetobeponeiog, vrdpyovy dHo TpomTol
ue Tovg omoiovg pmopei va 600gi to IVEMEND:
To IVEMEND divetat povo v Huépa 1 (ynuetobepomeio piog nuépoc)
To IVEMEND éivetar tig Huépeg 1, 2 ko 3 (ynuetofepamneio piog nuépag 1 ToOAOTADGY NUEPDV)
o XopnyovueVeS A GTOUOTOS POPUAKOTEYVIKES LOPPES TG OMPETLTAVING LTOPOLV VoL
cuvtayoypaenBovv tig Huépeg 2 kot 3 avti tov IVEMEND.

H kovic vpiotaton avaciotaot kot apoidvetatl Tpy amd v xpron. To didAivpa mpog £yyvon
YOPMYELTAL GE GOG o EMOYYEALATIO TOV TOUEN VYELOVOUIKNG TEPIBoAyMC, OT®S O Y1oTpOG 1] O
VOGOKOUOG, HEGM eVOOPAEPLAG £yyvong (otdydnv) mtepimov 30 Aemtd mpv amod v Evapén g
ynueobepaneiog oe eviilikeg 1 60 - 90 Aemtd mpv amod v Evapén g aymyng ynueobepaneiog o
Tond1d kan prifovg. O yatpdc cog umopei va cog {ntiost va mdpete GAAa papuoKo
copmePAapPavoLEVOL VOGS KOPTIKOGTEPOELOOVG (Ontmg elvar 1 de&apeBalovn) Kot evog KavToy®VIoTh
SHT3, (6nwg eivar | ovdaveetpdvn) yio Ty TpOANY ¢ VouTiog kot Tov guétov. Eav éxete
ap@Boriec, p@TNOTE TO YIOTPO 1) TOV POPLAKOTOLO GOG.

4. IMBavéic avemBounTeg evépyereg

Onwc 6Ma o pdppoka, £T61 Kot avTd TO PAPUOKO UToPEl Vo TPOKAAESEL AVETIOOUNTEG EVEPYELES, OV
Kot 6gv Topovctdlovtal 6€ OAOLG TOVG avOPMOTOVC.



Yropatiote vo Aappavere o IVEMEND ko emokep0cite apéc®s Tov Y10TPO 60.C, EGV
TAPATPNCETE KATOLN 00 TIS AKOLOVOES avVETOVUNTES EVEPTELES, OL 0TTOiEG NTTOPEL VO Elvan
ooPapég KL Y10 TIG OTTOIEG NTTOPEL VU YPELUGTELTE EMEIYOVGA LOTPIKTY TEPTIOAAYN:

Kvidwon, e€avOnua, kvnouod, SuskoAio otny avamvon 1 6Ty Katdmoon 1 coPapn peiwon g
apTnplekng tieong (cuyvotnta un Yvootn, oev punopet va ektiundet pe faon ta dtbéoipa
dedopéva). Avtd givarl onueia cofapnc oAAepyIkng avtidpaong.

Avtidpacelg oyetilopeveg pe v Eyyvon (ISRs) oto onpeio 1 kovtd 610 onpueio g £yyvong.
Ot o coPapéc, oyetilopeveg e TV &yyvon avidpdcelc, Exovv cLUPel e Evay oplopuévo THTo
ANUEL0OEPUTEVTIKOV PAPUAKOD, TO OTOI0 UTOPEL VAL TPOKOAEGEL VKAV 1] PAVKTOVO GTO
dépuo oag (PAvKTOVOYOVOG dpdo), Le avemBounteg evEPYELEC oV mEPAaUPavovy Tovo,
oionua Kot epuHpoTNTA. OAVOTOC TOV 16TOV TOL 0EPUATOC (VEKPWOT)) £XEL CLUPEL GE OPIGUEVOVG
avBpdTOLg TOL AUUPAVOLY AVTOV TOV TOHTO YNUEDEPATEVTIKOD QAPUAKOV.

Aleg avemBOunTec evépyeleg Tov £xovy avoeepOel Tapatifevol o KiT®.

Yoyvég avemBopnTeg evépyereg (pmopel va exnpedocovy £mg 1 otovg 10 avBpamovg) sivar:

dvokototnta, dSvoreyia,

KepaAadyia,

KOTWo,

anmAeln 0péEemg,

AdEvYKOG,

avénpévn TocoTTo NIATIKOV eviOI®V GTO aijld 6ag.

Oy ovyvég avemBOuNTES evépyereg (umopel va exnpeasovy £0¢ 1 otovg 100 avOp®movg) givon:

CaAn, vvnia,

akun, e&avonua,

ovnovyia,

PEYILO, VAVTIO, EUETOG, OTIGHOGTEPVIKOG KOGOC, GTOLUYIKOC TOVOG, EnpocToptia, dnuovpyia
aepiov,

avénuévn odpnon pe Tdvo 1 Koo,

advvapia, yevikad aicOnpa adiabeciog,

€pLOPHTNTA TOL TPOSHOTOV/OEPUATOC, EEAYN,

ypryopot i un pudukoi Kapdrokoi waApol, avEnpévn aptnploxn mieon,

TPETOC e avénuévo kivovvo yia Aoipmén, peimon tov epudpokvttdpwv,

TOVOG 610 onpeio g £yyvongs, epuBpdtnra 6To onpeio ¢ £yyvong, kvidwon 6To onpeio g
gyxvong, preypovi e pAEPag o BEom g éyyvong.

Yravieg avemBounteg evépyereg (umopei va exnpedsovy £mg 1 otovg 1.000 avOpamovg) sivat:

dvokoAio ot oKEYN, EAAELYN EVEPYELNG, SLATAPOUYES TNG YEVOTG,

guotoOnoio Tov dépUatog 6ToV A0, VIEPPOALIKT EPIOPp®EN, ATapd dépa, TANYEG GTO OEPUAL,
KvidoTiKo e&dvOnua, ocvvopopo Stevens-Johnson/to&kn emdeppikn vekpoivon (ordvia coPopn
dEpLOTIKY avTidopaom),

gvpopia (aicOnuo vrepPoAIKNg EVTLYING), ATOTPOCAUVATOAIGUOC,

Baktnplakn Aoipwén, pokntioctkny Aotpwén,

cofopn SLGKOIAMOTNTO, GTOUAYIKO EAKOG, PAEYLLOVI] TOV AETTOD KOl TAYE0G EVIEPOV, TANYEG GTO
oTOUA, TOUTAVIGUOG,

GLYVN 00PNON, TEPLGGOTEPA 0VPa OO OTL KAVOVIKE, TOPOVGia GOKYAPOL 1] AipaTog 6T 00Pa,
dvopopia oto Bmpaka, oidnua, oliayn otov TpoOTo PAdiong,

Bxog, BAEvvN oTo omicBio Tupa Tov Aatpod, epefIoOG TOL AUOD, PTEPVIGLLO, TOVOLALLOG,
0PBoAIKS Ekkpa Kot Kvnopdg Tov opOaApon,

eUPoég TV dTOV,

puikoi otacpol, poikn advvapia,

vrepPolikn diya,

YOUNAOG Kopdlakdg pOUOC, vOGOG Kapdldg Kot ayyeimy,

Uelmon TOV AEVKOKVTTAP®Y TOL OiHaTOC, YOUNAL enimeda voTpiov 6To aipa, amdAEld Bdpovg,



- oKAnpuven ot B€om g Eyyvonc.

Ava@opd avemOOunTOV evepyetdv

Edv mapotnpioete Kamoto ovemBounTn evEPYELN, EVILEPDGTE TOV YLOTPO, TOV PUPLOKOTOLO 1 TOV
VOGOKOHO 6aG. AvTod 1oyYDEL Ko Yio KAOe Tihovi avemBounn evEPyELd TOL dEV OVAPEPETAL GTO TOPOHV
@OALO 0OMY1DV ¥prionc. Mmopeite eniong va avapépete avemBounteg evépyeleg anevdeiog (PA.
AETTOUEPELES TOPOAKATO). MEC® TNG AvaQOpag avemBOUNT®Y evepyEL®Y umopeite va fondncete ot
GLAAOYN TTEPLCCOTEPMV TANPOPOPLDV CYETIKE LLE TV OCPAAELN TOV TAPOVTOS PAPUAKOV.

EA0LGoa

EbBvikog Opyaviopog @apudxmv
Mecoyeimv 284

GR-15562 Xohapyodc, Abfva
TnA: +30 21 32040337
Iototomog: http://www.eof.gr
http://www kitrinikarta.gr

Kvmpog

Dapuaxevtikég Yanpeoieg Yrnovpyeio Yyeiog
CY-1475 Aegvkooia

Tni: +357 22608607 Dag: + 357 22608669
Iotétomog: www.moh.gov.cy/ph

5. Ilog va guidooete To IVEMEND
To @appako ovTd TPETEL VO UAACCETAL GE PEPT] TOV OgV TO PAETOVV Kol OV TO POAVOLV TO TOdLA.

Na pn ypnoiponoteite autd 10 PAPUOKO UETE TV NUEPOUNVIa ANENG TOV AVOPEPETOL GTO KOVTL Kot
670 QLoAido petd 1o EXP. O1 2 mpdtol apBpol avapépoviol oto piva, o1 4 exdpevor aptpol
avaQEPOVTAL GTO £TOG,.

dvidooete og yoyeio (2 °C - 8 °C).
To avacvotabév Kot apatopuévo dtdAvpa eivat otabepo yia 24 dpeg otovg 25 °C.

Mnv metdite @AppaKa 6TO VEPD TNG AMOYETELONG N OTA OIKLAKA aroppippata. Pomorte to
QOPUOKOTOLO GOG Y0l TO TMG VO TETAEETE TO, PAPUOKO TTOL OEV YPNOLLOTOLIEITE Tl AvTd T péTpa O
Bonfnoovv oty mpoctacio Tov TEPPAAAOVTOG.

6. Iegpreydpeva TS CLOKELAGIOG KUL AOTTEG TANPOPOPIEg

T nepréyer to IVEMEND

- H dpaoctikn ovoia givar 1 pocanpemrdvn. Kabe proridio mepiéyet dipeyAovpivn
QOCOATPETITAVING 1oodvvaun te 150 mg pocamnpemitdving. Metd v avacdoTooT Kol 0poimon,
1 ml Tov dwwdvpatog mepiéyet 1 mg pocanpemitdvn (1 mg/1 ml).

- Ta dAAa cvotatikd givar: aBvievodiopvotetpaolikd dwvatplo drog (E386), molvcopPikd 80
(E433), haxtoln dvoudpn, vopoeidio tov vatpiov (E524) (yia tn phOuon tov pH ) xav/ 1
vopoyropkd o&0 aparopévo (ES07) (yio t pvduion tov pH ).


http://www.eof.gr/
http://www.kitrinikarta.gr/
http://www.moh.gov.cy/ph

Epg@avion tov IVEMEND kot TepleyOpEVo. TG CVOKEVOGIOG
To IVEMEND eivai Aevkn €m¢ vmoAevKn KOVIC Yol SIAALLO TPOG £YYLON.

H «xovic Bpioketar o€ yodAvo dtopovég Qroridlo, e AASTIYEVIO TTOUO KOl COPAYIGHA GAOVUIVIOL UE
vipt ypouatog mAactikd flip off komdkt.

Kabe proridio mepiéyet 150 mg pocampemitdvin. Meyébn cuokevaciog: 1 1 10 prokidia.
Mmopei va, pnv KokAo@opoHV OAEC 01 GLCKEVUGIEC.

Kéroyog Adsrag Kvkhogopiag ko Iapaockevaotig
Merck Sharp & Dohme B.V.

Waarderweg 39

2031 BN Haarlem

OMovdia

['o onowdnmote TANpoPopio GYETIKE [LE TO TOPOV PUAPHOKEVTIKO TPOIOV, TOPOUKOAEIGTE VO
amgvbuvbeite otov Tomikd avtimpoésmmo tov Katdyov tng Adetag Kvkiopopiag.

EALada

MSD A.®.E.E.

TnA: +30 210 98 97 300
dpoc.greece@msd.com

Kvmpog

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

To mapév ¢vALo 00N LAV Ypfions avadempOnke Yo TelevTaio gopa tov 11/2025.
Addeg TNYEG TANPOPOPLOV

Aentopepeic mAnpoopieg yio 1o pappoako avtd eival d1abéoipeg o1o dikTLAKO TOTO ToL Evpmmaikon
Opyaviopot @apudrkmv: https:/www.ema.europa.eu.

O mAnpogopiec mov axorlovBolv amevBvvovtal Ldvo oe exayyeALATIEC VYETLNG:
Odnyieg Yo Tov TpOTO avacHotaong Kot apaionone tov IVEMEND 150 mg

1.  Mertopépete pe éveon 5 ml evéoipov dodvpatog yroprodyov vatpiov 9 mg/ml (0,9 %) oto
@LoAidi0. Befoiwbeite 6t to evéoipo didhvpa yhoprodyov vatpiov 9 mg/ml (0,9 %) npoctébnke
EYXVOVTAGS TO GTO TOTYWOUA TOV PLUALSIOV MOTE VO OmOPELYOEL 0 GYNUATIGUOC OPPOV.
AvoKivioTe EAAPPA TO PLOAISI0. ATOPVOYETE TNV OVAGEVOT| Kot TV dNUtovpyio TidoKa ToV
EVEGLOV SoAVTOC YAmprovyov vatpiov 9 mg/ml (0,9 %) oto eraiidio.

2. IIpoeropdote éva odko &yyvong yeudto pe 145 ml evéoipov S1ahdUaTOg YA®PLOVYOL VOTPion
9 mg/ml (0,9 %) (ywo mopdadetypa, pe v aeaipeon 105 ml evésyov daAdpoTog YAmprovyov
vatpiov 9 mg/ml (0,9 %) and éva odko Eyyvong 250 ml evésipon SLHADHOTOS YA®PLOvYOV
vatpiov 9 mg/ml (0,9 %)).

3. Ao@oipéote OLO TO TEPLEYOLEVO TOV PLOASIOV KOl LETAPEPETE TO GE £vaL GAKO £YYVONG TOV
nepiéExet 145 ml evéoipo Sidlvpa yAwprovyov vatpiov 9 mg/ml (0,9 %) @ceTe va TpokHyer
GVVOMKOG 6YKog TV 150 ml kot Telk) cvykévipoon 1 mg/ml. Avokiviote eEAagpd Tov
odKo 2-3 popéc (Préne «Ilng va ypnowonomoete 1o IVEMENDY).

4, IIpocdlopicte Tov dyKO OV B0 TPETEL VL Yop1yNOel amd Tov Gdio £yyvong Tov

7


https://www.ema.europa.eu/

TPOETOLACTNKE, e Bdon T cvvietdpevn oo (BA. mapdypapo 4.2 g [epiinumg tov
Xapaktnpiotikdv tov [Ipoiévrog (ITXIT)).

Evilkeg
®a pénet va yopnynBel o GuvoAkdg dyKkog Tov KoV Eyyvong ov tpostolpdotnke (150 ml).

Hodatpikol aoBeveic
e acbBeveig nAikiag 12 etdv kot peyaidtepng, o 0yKog mov Ba wpémet va yopnynOei
VTOAOYILETO OTTMC POAVETAL TOPAKATO:

e O dyKkog mov yopnyeiton (ml) givon icog pe ) cvvietdpevn 06on (ng)

e aoBeveig nhkiag 6 unvav g Ayotepo and 12 etmv, o 0yKog mov Ba Tpémetl va yopnyn el
VTOAOYILETO OTTMG POIVETOL TOPAKATM:
o Oykog mov yopnyeitan (ml) = cuvictodpuevn 66om (mg/kg) x Bapog (kg)
o Xnpueioon: Mnv vaepfaivete Tig péyieteg 66oeig (Pr. mapdypao 4.2 g
Hepiinqyng Tov Xapaktnpiotik®v tov Ipoidvrog (IIXIN)).

5. Edv givar arnapaitnto, yio 0yKovg pukpdtepovg tav 150 ml, o dykog mov €xel vtoAoyloTel
pmopet va petapepfet og Evav katdAnlov peyébovc odxo 1 cuptyyo TP amd TN XOPNYNon
péow &yyvonge.

To avacvotafév kot aporopévo TeAKo ddivpa etvor otabepo ya 24 dpeg otovg 25 °C.

Ta TUPEVTEPIKADC YOPTYOVLEVO QUPLOKEVTIKA TPOIOVTO TPETEL VO EAEYYOVTOL OTTTIKA Y1aL TNV VTTopén
COUTIOIOV KOl OVGYPOUATIGUOV TPV OO TN XOPNYNOT| OGO TO EMTPETOVY TO SIAAVLA Kol O
TEPLEKTNG,.

H gppdvion tov avacuotafivtog StoAdpatog eivar 1 1010 e TNV EUEAVICT) TOV J1OADTY.

Amoppiyte 0m0100MTOTE EVOamopeivay dtdAivpa kot voreppa. Kabe aypnoiponointo goppokevutikd
TPOTOV N VIOAEYUA TPETEL VO, ATOPPITTETOL COUPDVA UE TIG KOTA TOTOVG 1GYVOVCES GYETIKEG
Slotaéets.

To @appakevTikd TPoidv dev mpémel va, avacvotadel | va avapydei pe Stoddpuato TV omoimv 1
GLUPBUTOTNTO OC TPOG TIG PLGIKES KoL YNUIKES 1010TNTEG deV €xel Tekunprobel (BA. Tapdypago 6.2 g
[epiinymg tov Xapaxtmpiotikdv tov [poidvrog (ITXIT)).
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