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®YAAo 0dNYLOV gprong: IIAnpogopies Yo Tov acOev)

PREVYMIS 240 mg emkaivppéva pe Aemwtd vpévio dokia
PREVYMIS 480 mg emkaivppéva pe Aerté vpévio diokio
letermovir

Awpaote TPOGEKTIKA OAOKANPO TO GVALO 03N VLAV YP1|ONG TPV OPYIiCETE VO TAIPVETE AVTO TO

(PappraKo, O10TL TEPLAAPUPAVEL ONUAVTIKES TANPOPOPIES Y10 GaC.

- DvrdEre avTd TO POALO 03N YLDV XpHoNG. Tows ypelaotel va To dofdoete Eavd.

- Edav éxete mepartépm amopiec, poTioTe TOV Y1ATPO, TOV POPUOKOTOLO 1] TOV VOGOKOLO GOC.

- H ovvtayn yio ovtd 1o pappoko yopnynOnke omokAEloTIKG Yio 60G. Aev TPETEL VO SMGETE TO
@apuraKo o€ AAlovg. Mmopel va Tovg TpokaAEsel BAAPT, aKOUA KOl OTAV TO CUUTTMOUOTO TNG
aoBévelog Tovg eivar 101 [LE TOL KA GO,

- Edv mopatnpnoete kamoo avemiBOUNT EVEPYELD, EVIUEPDGTE TOV YLOTPO, TOV QUPLOKOTOO N
TOV VOGOKOUO 60G. AvTd 1oy0el Kot Yo KGO mhovn avemBOunT evEPYELD TOV JEV OVOPEPETAL
GT0 TOPOV PUALO 0dNYIOV Xpomg. BAEne mapdypago 4.

T Tepréyel To Tapov A0 00N YLOV:

T givon to PREVYMIS «on od givan 1 ypriomn tov

T mpénet va yvopilete npwv tapete 1o PREVYMIS
IMog va ndpete to PREVYMIS

[TBavég avemBounteg evépyeleg

IMog va purdoccete to PREVYMIS

ITepieydueva TG cLOKEVAGING Kol AOUTEG TAT|POPOPIES

A i e

1. Th eivar o PREVYMIS kot wowa given n ypiion tov

To PREVYMIS givai éva avtiitkd cuvioyoypopovOLEVO QAPLOKO TOV TEPLEYEL TNV OPACTIKY| 0VGia
letermovir.

To PREVYMIS &ivat éva @Aappoo yior EVIAIKEG oV ElY0V TpOCOATA Lo LETAUOCYEVLOT
BAacTOoKLTTAP®Y (LLELOD TOV 0GTMOV) N LETAUOGYEVGT VEPPOL. AvTd TO PappoKo Bondd oto va
OTOLOTACETE VO, 0PpPOoTAiveTe amo Tov CMV («kuTtapopeyoloiocy).

O CMV egivar évog 106. O CMV dev BAantel Tovg Tepiocdtepovg avlpodmovg. Evrovtolg, edv to
OVOGOTOTIKO GaG GVGTNUA Eival adOVapo HETE 0md TNV AN LOGYEVLOTOC PAOGTOKVTTAP®Y 1
HOGYEOUATOG VEQPPOD, UTopEl va elaTe 6€ LYNAO Kivouvo va appwotioete and tov CMV.

2. T péner va yvopilete apwy napete 1o PREVYMIS

Mnyv ntépete To PREVYMIS :
e o¢g mepintwon aAlepyiog oto letermovir | og 0mo10dNTOTE GAAO OO TOL GUGTATIKA CLTOV TOV
QOPUAKOD (OVOPEPOVTOL GTNV TUPAYPAPO 6).
®  glv MOIPVETE KATOO OO AVTA TO PAPLLOKOAL:
o mpolion — ypnoomnoteitol yia to cbvopopo Tourette
o oAkaA0g1dN NG EPLSIPDOOVG OAVPAS (OTTWS M EpYOTApiv KOt 1] dwdpogpyoTapivn) —
YPNOLOTOLOVVTOL Y10 TOVOKEPAAOVG TLUKPAVIOG.
®  gdv maipvere To aKOAOVOO PLTIKO TPOIOV:
o St. John’s wort (Hypericum perforatum)
Mnv naipvete 1o PREVYMIS edv kdmowo amo ta mopandve woyvet yuo ods. Edv dev glote oiyovpot,
amgvBuvbeite oTOV Y10TPO, TOV PUPHOKOTOLO 1) TOV VOCOKOUO Gag, Tptv tapete 10 PREVYMIS.
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Edv naipvere to PREVYMIS pe kvkhoomopiv, unv wapete o axérovba appoxa:
o dabigatran — ypnoponoteitor yia Toug Opopfous aipatog
o aropPactativn, owpactativny, posovfactativr, TTafacTativi- Yo VYNAY YOANCTEPOAN

Ipogrdomomoeis kor TpoPpuAdters

Edv emiong Aapupdvete éva @appoko yio tnv wynAn xoAnotepoin (PA.katdAoyo @opuaKkov oTtnv
napdypapo « Alho edappoka kot PREVYMISy, mopoakdtm) Oo mpémel va evnUepdoETE TOV YLOTpO
oag apeoa eqv £xete ove&NyNToug LLiKohS TOVOLS 1] TOVOLS E0IKE edv dev aicBdaveste kaAd 1 Exete
opetd. To eappoxo 1 1 860N Umopel CLUVETDS va xpewoTel va ahAGEel. Agite T0 POALO odNyidV
APNONC Y10 TO, GAAC PAPUOKE OOG Y10 TEPULTEP® TANPOPOPIES.

EmmpdoOeteg e€etdoelg aipotog pmopei va ypelactodv Yo TNV TOPaKoAovONoT TV akoAovdwv
QOPUAKOV:

o Kvihoomopivn, TakpOALOVS, GLPOALLOVS

e Bopwovaldin

HModra ko épnpor
To PREVYMIS 8ev eivon yuo xprion o€ maidid ko eprfouvg niikiog kato tov 18 e1dv. Avtod woydel
emedn to PREVYMIS bev éyet dokiplactel o€ auTi TV NAIKIOKT Opada.

Alha @appoxe kor PREVYMIS

Evnuepoote tov yiatpd 1 TOV QOPUOKOTOd GG €AV TOUPVETE, £YETE TPOGPOTO TTAPEL | UMOPel va
napete GAo pappoko. Avtd oyvetl enewdn o PREVYMIS pnopei va eanpedost tov tpomo e tov
01010 GAAD PAppOKa AEITOVPYODV Kot AN PAPLLOKO. UTOPEL ETIONG VO EXTNPEAGOVY TO TMG AEITOVPYEL
to PREVYMIS. O ywtpog 1 0 @appokonoldg cog 0o cog mel €4v vl aoQUAEG VO, TAPETE TO
PREVYMIS pe dAha appoka.

Yrdpyovv pepicd pappoka ta oroio dev mpénel va tdpete pe 1o PREVYMIS (Seite tov katdioyo
KGT® 0o TV mopdypapo «Mnv napete 1o PREVYMIS edv:»).

Yrdpyovv pepikd emmAéov QappoKo To omoio dgv Tpémer va mapete pe 1o PREVYMIS kot
KukAoomopivn (beite Tov KaTAAOYO KAT® amd TNV mapdypapo «Edv maipvete to PREVYMIS pe
KUKAOGTOPivY), UNV TAPETE TA AKOAOVO PAPLLOKLY).

Eniong, evnuepmote tov yrotpd cag qv Taipvete KAmolo amd ta akolovba pdapuaka. AvTo yloti o
YTPOG GOG UTOPEL VoL TPETEL VOL AALAEEL TAL PAPUAKE GO N VO 0AAGEEL TN dOO TV PAPUAK®V GOG:
o aAQUVTOVOAN Y10 GoPapd TOVO
®  (QOWVTOVOAN —yiot GoPapd TOHVO
e  Kwidivn —ywa U pLGIOA0YIKOVG KOPOLokoVs puBpode
®  KUKAOGTOPIVY, TAKPOALLOVS, GLPOAOVG — XPTGLOTOLOVVTOL Y10, TV OTOTPOT TNG
amOPPIYNG LOGYEVLATOG
o Popucovaldin — Yo LUKNTIOCIKEG AOIUMDEELG
e oTotiveg, 6mwg N atopPactativn, pAovPactativn, pocovfactativn, clufactativn,
npafaoctativn, mrofactativ —ylo VYNAN YOANGTEPOAN
®  yAvBoupidn, pemayAvidn- yio VYNAO GAKYAPO OLOTOG
o xoapPopalenivn, povoPapPiain, eavutoivn — yio Kpioelg 1 6TacHovg
dabigatran, Bapeapivn - ypnoonoteital yuo tnv apaioon tov aipatog i yio Bpdppoug
aipatog
UOaCOAGUN —YPTCULOTOLEITAL MG KOTOUGTAATIKO
apLOO0POVT —(PNCLUOTOLEITAL Vi VoL S1OPBDVEL TOVS U1 PLGLOAOYIKOVG Kapdlakovg puOpovg
0O GTOUUTOG OTEPOELDT OVTIGUAANTITIKG ~Y10. OVTIGOAATYN
openpaloAn, TovTompalOAn —yio EAKT GTOUAYOV KOl GAAG TPOPARUATA TOV GTOUAYOV
VOQOIAAIVY - Y10 BOKTNPLOKEG LOAVVGELG
PLUPOUTOVTIVT), PLPAUTIKIVI — Y10 LUKOBOKTNPLOKES LOADVOELS
Oeropdalivn — yro yoylaTpIkeg daTapoyEg
Booevtdvn — ylo LYNAN aPTNPLOKT TECT TOV AYYEIMV GTOVG TVEVLOVEG
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o epafipévln, etpafipivn, vePipamnivn, AomvaPipn, prrovafipn — yio tov HIV
®  LOJOMIVIAN — Y0 EYPTYOPOT|

Mropeite va {ntioeTe 0md TOV Y10TPO 1) TOV POPUAKOTOL0 GOG £VOV KOTAAOYO TOV QAPUAK®YV TOV
pmopet va. aAiniemdpdcovy pe to PREVYMIS.

Kiunon

Edv eiote éykvoc, vopilete 6t pmopel va giote £ykvog 1 oxedidlete va anoktioete Toudi, (ntnote
GLUPOVAN TOL YITPOV GOG TPV TAPETE AVTO T0 Pappako. H aywyn pe to PREVYMIS dev cuvictdtot
oV KOMoN. Avto 1oyvel emed dev €xel peletnOel katd tnv Kdmon kal 6gv givol yvootd €4v To
PREVYMIS 0o BArayel To popd 6og evod €iote £YKLOG.

Oniaocpdg

Edv OnAdalete 1 oyedidlete va Ondacete, {ntote TNV GLUBOVAT TOL YIOTPOV GOC TPV TAPETE OLTO TO
eappako. O Onhacpdc dev cuviotdtor eved Aapfavetol ayoyn pe 1o PREVYMIS. Avtd oydel eneidn
dev givar yvooto gdv to PREVYMIS petapépeton 6to untpikd yoho cog kot 0o mepaoel 6To popo
o0g.

O yNoN KoL LEPIGROS PN AV LATOV

To PREVYMIS pmopei va £xgt pukpn enidpacn oty KavoTnTa oog vo 001 YEiTe 1 va xelpileote
pnyovipata (BA. mapdypapo 4 «mBavég avemBounteg evépyelec» mopakdto). Mepikoi acbeveig
€xouv avapépetl kommwon (aicbnon peyding kovpaong) 1 iMryo (aiocBnom cov va nepioTpépeote),
katd tn Oepaneio pe to PREVYMIS. Av vidcete onotodnmote and autd pnv odnynoete
YPNOUOTOINGETE PNYAVALLOTO PLEYPL TNV £EacBEVNoN TG EMidpaonG.

To PREVYMIS wegpiéyer haxtoln
To PREVYMIS mepiéyet povotidpikn Aaktoln. Edv o yiatpdg oag odg Exel evpepdoet 0Tt £xete
ducaveio o€ HEPIKA GAKYOPO, ETKOVMOVIOTE LE TOV YITPO GOG TPV TAPETE AVTO TO PAPLLOKO.

To PREVYMIS mepiéyer vatpio
Avt6 10 PappoKo mepLEyel Ayotepo amd 1 mmol vatpiov (23 mg) avd diokio, givar avtd mov
ovopdlovpe «erevBepo vatpiovy.

3. o vo wapere To PREVYMIS

[Mavtote vo maipvere T0 QAPUOKO OLTO AVOTNPA GOUE®VO WE TIG 0dNyieg TOL YATPOL 1 TOL
eoppoaxomrolol cac. Eav éyete appiforiec, pwtiote Tov Y10Tpd 1) TOV QUPLOKOTOLO GOG.

éoo va apete

H ovvictopevn d6om tov PREVYMIS gival éva dioxio tov 480 mg pia gopd v nuépa. Edv emiong
naipveTe KVKAOGTOPivT, 0 YTPOC Gag Ba peimaoel tn 66om tov PREVYMIS cg éva dikio tov 240 mg
pio @opa TV NUéPQL.

e No naipvete To PREVYMIS v 6o dpa kébe pépa.

e No 1o Aappdvete pe 1| xopig Tpoen.

Ilog vo o maipvere
e No katozivere 10 d1okio OAOKANPO e Alyo vepd. Mnv ondte, cuvOAifete, 1 pocdre to diokio.

Eav napete peyorvtepn 66on PREVYMIS amé v kavoviki
Edv mapete peyorvtepn d6on PREVYMIS and v Kavovikn, ETKOIVOVAGTE TOV Y1 TPO 0OG AUECWC.
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Edv Egyaoete va mapete To PREVYMIS

Etvor moAd onpavticd vo pn ydoete 1 napareiyete d6celg tov PREVYMIS.

o Edv &gydoete pia doom, va v mapete poig to Buundeite. Eviovtoig, edv givar oyeddv n opa yio
TNV emopEVN 8O0, Tapaieiyte T dOoN mov yacate. [1apte TNV enduevn 660 cag
ovuvnocpévn opa.

e  Mnv ndpete 300 66celc PREVYMIS v {0100 dpa Yo vo avomAnpdoete v 6001 Tov XACaTE.

o Edv dgv glote 6iyovpot TL va KAVETE, EMKOWVOVIOTE LLE TOV YIOTPO 1] TOV PAPUOKOTOLO GOG.

Mn otapaticere va taipvete To PREVYMIS

Mnv ctapatioete va maipvete to PREVYMIS, yopic va evnuepdocete tov yuotpd cog npdta. Mnv
e&avtinoete 1o PREVYMIS. Avtd Ba 6dcel 6T0 @ApLaKo TNV KAADTEPT EVKALPI0 GTO VoL GOG
TPOCTOTEVCEL OO TO VO 0PPOGTHOETE 0td Tov CMV etd amd tnv Aqyn LOGYEVLOTOG
BAacTOKLTTAP®Y 1 LOGYEDUATOG VEPPOD.

Edv éyete meplocdtepeg epOTNCELS GYETIKA UE TN XPTOT AVTOV TOL PUPUAKOV, POTNHGTE TOV YUTPO,
TOV QUPLOKOTOLO 1 TOV VOGOKOLO GOG.

4. MBavég avemOOunTEg evépyereg

Onwg 6ha To pApLHOKa, £TCGL KOL GVTO TO PAPUAKO UTOPEL VO TPOKAAEGEL AVETIOOUNTES EVEPYELEC, OV
Kot 6gv Tapovclalovtal 6 OAOVG TOVG AVEPMOTOLG.

Yoyvéc: pmopel va emnpedoovy £0g 1 ota 10 aropa
* Jidppola

e qioOnon acBévelog (vavtia)

o vmopén achévelag (€peTog)

Mn ovyvég: pmopei va ennpeacovy £mg 1 ota 100 aGropa

® oAAepykn avtidpaon (vrepgvoictnoio) — ta onpeia pmopel va mepAapBavovy cuptypnd, SuoKoiio
oV avamvon], e&avinuata 1 kvidwon, eayodpa, oidnua

ammAELn OpeENg

petafolrég ot yevon

TIOVOKEPAAOG

aicOnon cav va tepiotpépeote (1Aryyoc)

THVOG GTNV KOIALA

U1 QUGIOAOYIKEG TIUEG OTIG EPYACTNPLOKES TILES TNG NTATIKNG Agttovpyiog (.y avénpéva emxinedo
nratikov viiuwv)

pokoi otacpol

VYNAN KpEOTVIVI aiportog eppavig otic eEETAGEIC aipaTog

aicOnon peyding kovpaong (KOTmaon)

oldnpa TOV YEPLOV N T®V TOOLOV

Ava@opd avemOuunTOV EVEPYELOV

Edv mopatnpnoete kamowo avemiBOUNTN EVEPYELD, EVILEPDGTE TOV YLOTPO, TOV QUPLOKOTOLO 1| TOV/TNV
VOGOKOUO 6aG. AVTO oyveL Kot Yo kéBe mboavr avemBountn evépyela mov dev avapEPETAL GTO TAPOV
@OAAO 00N YLDV YpronG. Mmopeite eniong va avagépete avemBounteg evépyeleg anevbeing otov
EBvikd Opyaviopd @oppdkov, Mecoyeiov 284, GR-15562 XoAapyds, AGMva,

TnA: + 30 21 32040380/337, ®a&: + 30 21 06549585, Iotdtomog: http://www.eof.gr. Méow g
AVOPOPAG AVETIBOUNT®V EVEPYEIDV UTOpEiTeE Vo fonBNCETE GTI GLAAOYT TEPLOGOTEP®OVY TANPOPOPLDV
GYETIKA LLE TNV 0CQAAELD TOV TOPOVTOS POPUAKOV.

95



RCN000024543GR
5. Mo va poidooete To PREVYMIS
To @appoko avTd TPETEL VO, QUAACGETAL GE PEPT TTOV OgV TO PAETOVY Ko deV TO POEvVOLV T TodLd.

Na pun xpnoonoteite ovtd T0 PAPUOKO LETE TNV NUEpOUMVia ARENG TTOL AVAPEPETAL GTO KOVTI KOl
v KoyéAn petd to EXP. H nuepounvia Aéng eivar 1 tehevtaio nuépa ToL UV TOV AVOPEPETOL
eKel.

To eappako avtd dev anaitel Waitepeg ovvOnkee Beppokpaciaog yio T evAEN tov. DvAdocete oV
OPYIKT] GUGKELOGIO Y10, VO TPOGTOUTEVETAL GO TNV VYPOCIL

Mnv metdte eAappaKa 6To vepd TG AmOYETELONG 1 6T OIKIOKE aoppipata. Potiote Tov
(OPUOKOTOLO GOG Y10 TO MG VO TETAEETE TO PAPHOKO TOL OEV YPTOLUOTOLEITE M. AVTA ToL pLETPO. Oa
Bonfncovv otnv mpoctacio tov mepPaiiovtog.

6. Mepreyépeva TNG GVOKEVOGING KO AOUTEG TAPOPOPiEg

T epréyer to PREVYMIS
H dpaoctikn ovoia givan to letermovir. Kabe emkaivppévo pe Aemtd vpévio diokio mepiéyet 240 mg
letermovir 1} 480 mg letermovir.

Ta GAA0 GLOTOTIKA ElvoL:

Hvpnvag diokiov

Kvttapivn pikpoxpuotariikn (E460), kapueAroln vatplodyog dtactavpovpevn (E468), mtofidovn
(E1201), moprriov 610&gid10 koAhoewég (ESST), payvioto oteatikd (E470Db).

Erucédoyn

Aoxtoln povoidpikn, vepopelhdln (E464), titaviov d10&eidio (E171), tpraxetivn (E1518), cidnpov
o&eidwo kitpvo (E172), cidnpov o&eidio epubpd (Lovo yua ta diokio tov 480 mg) (E172), knpog
kapvaovPne (E903). BA. mapdypagpo 2 «To PREVYMIS zmepiéyet Aaxtdlny» kor «To PREVYMIS
TEPIEXEL VATPLON.

Epg@éavion oo PREVYMIS kot mepieyépeva TG 606KeLOGI0G

To PREVYMIS 240 mg emkaAvppévo pe Aemtd vpévio diokio («diokion) eivar £va Kitpvo, mogldég
dwokio, yapayuévo pe to «591» ot pio TAevpd KoL To ETOPKO AOYOTVUTO GTNV GAAN TAgLpd. To
dwokio €xel unrog 16,5 mm kot mTAdtog 8,5 mm.

To PREVYMIS 480 mg emkadoppévo pe Aemtd vpévio dtokio («diokion) ivar éva pol, moeldég
apeikvpto dtokio, yapayrévo pe to «595» oty pio TAEVPE Kot TO ETOPIKO AOYOTLTTO GTIV GAAN

mhevpd. To dokio €xel unrog 21,2 mm kot tAdrog 10,3 mm.

Ta 28x1 dwokia givar cuokevaopéva o€ kouti mov mepiéyet [Tolvaudiov/Alovpviov /PVC-
Alovpuviov dudTpnteg povodiaieg koyérec(cvvoro 28 diokimv).
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Karoyog Adcrag Kvkhopopiag
Merck Sharp & Dohme B.V.
Waarderweg 39

2031 BN Haarlem

OMavdia

RCN000024543GR

MMopackevactiig
Organon Heist bv
Industriepark 30

2220 Heist-op-den-Berg
Béhyo

Merck Sharp & Dohme B.V.
Waarderweg 39

2031 BN Haarlem
OMavdia

IMa omoladnmote TANPOPOPin GYETIK LLE TO TOPOV PAPUUKEVTIKO TPOIOV, TAPUKAAEIGTE VO
amgvBuvbeite otov Tomikd avtimpoécsmmo tov Katdyov e Adegiag Kukhopopiag:

Belgi¢/Belgique/Belgien
MSD Belgium

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

Boarapus

Mepk llapn u Hoym 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

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

E)\\Gda

MSD A.®.B.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@merck.com

France

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

Polska

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

Portugal
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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 & Dohme Ireland (Human Health)
Limited

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

island
Vistor hf.
Simi: + 354 535 7000

Italia

MSD lItalia S.r.I.

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_lv@merck.com

RCN000024543GR

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

Romainia

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 mapdv pvrro 0dNYIL@OV ypfoNs avabempi)Onke Yo TeELevTAia Popd Tov 11/2023

Agmtopepeic TAnpopopieg yio To papproko avtd eivat dtabécipec 6to dikTvakd 1010 ToL Evpomaikon

Opyaviopov @apudkwv: http://www.ema.europa.eu
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®YAAo 0dNYLOV gprong: IIAnpogopies Yo Tov acOev)

PREVYMIS 240 mg mokvo d1divpa Yo TapacKeLl] S10ADpaTog Tpog yvon
PREVYMIS 480 mg mukvo d1dAvpa Yo TapacKeLl] S10ADPNATOS TPOG £y von
letermovir

Awpaote TPOGEKTIKG OAOKANPO TO GVALO 03N YLAV YP1|ONG TPV OPYicETE VO TAIPVETE AVTO TO

PappraKo, O10TL TEPLAANPAVEL ONUAVTIKES TANPOPOPIES Y10 GaC.

- doraEre avtd TO EUALO 0N YDV Yprione. Towg ypelactel va to dwopdoete Eava.

- Edav éxete mepartépm amopiec, poTioTe TOV Y1ATPO, TOV PAPUOKOTOLO 1) TOV VOGOKOUO GOC.

- Edv mapoatnphoete Kamoo avemBOUNTN eVEPYELL, EVILEPDGTE TOV YIOTPO, TOV PAPUAKOTOL0 1)
TOV VOGOKOUO 60G. AvTd 1oy0el Kot Yo KGO mhovn avemBOun evEPYELD OV JEV OVOPEPETAL
670 TOPOV PUALO 0dNYIDV Ypriong. BAére Tapdypago 4.

T Tepréyer To Tapév HALo 00N YLOV:

Tt etvar to PREVYMIS «oi mwod eivon n xprion tov

T mpénet va yvopilete npwv mapete 1o PREVYMIS
IMwg va napete to PREVYMIS

IMBavég avemBounteg evépyeleg

IMog va purdccete to PREVYMIS

ITepieydueva TG cLOKEVAGING Kol AOUTEG TAT|POPOPIES

SNk W=

1. Th givar o PREVYMIS kau wowa givan n ypiion tov

To PREVYMIS &ivat éva avTiitkd GuvtoyoypopodLEVO GAPLOKO TOV TEPLEYEL TNV dPOCTIKT OVGia
letermovir.

To PREVYMIS &ivat éva @appoco yior EVIAIKEG oV €ly0v TpOcOATa Lo LETAUOCYEVLOT
BraoToruTTAp®V (LVELOD TV 0GTMV) 1 LETAUOGYEVOT VEQPPOV. AVTd TO PApLaKo fonBd 6To va
OTOLOTAGETE VO, 0PPOSTAiveETE 0o Tov CMV («kuTTapopeyoloiocy).

O CMYV egivai évag 10g. O CMV dev BAdmTel ToVg TEpIocdTEPOVG avBpdTovs. Eviovtolg, edv 1o

OVOCOTIOUTIKO GOG CUOTNIA EIval 0dVUVOLO PETA amd TNV AyN LOGYEOUATOS PAAGTOKVTTAP®OVY 1
HOGYEOUATOG VEQPPOD, UTopEl Vo eloTe 6€ LYNAO Kivouvo va appwotioete and tov CMV.

2. T péner va yvopilete apwy napete 1o PREVYMIS

Mnyv apere 10 PREVYMIS :

. o€ mepintwon arlepyiog oto letermovir 1 6€ 0TOLOONTOTE AAAO OO TO. GVOTOTIKA CLTOV TOL
QOpUAKOV (OVAPEPOVTOL GTNV TAPAYPOPO 6).

. €0V TAPVETE KATO10 OO OVTA TO PAPLLOKOL:

o mpolidn — ypnoyonoteitat yio To cuvdpopo Tourette
0 0AKOAOEWN] TNG EpLOIPMIOVS OAVPAS (OTT®G 1| EpyoTOpivn Kot )
dwdpogpyotapivn) — ¥PNOILOTOLOVVTAL Y10 TOVOKEPGAOVG NIIKPAVING.
®  gdv maipvere To aKOLOVOO PLTIKO TPOIOV:
o St. John’s wort (Hypericum perforatum)
Mnyv naipvete 1o PREVYMIS edv kdmowo omd ta mopandve woyvet yuo ods. Edv dev glote oiyovpot,
amgvBouvbeite 6TOV Y10TPO, TOV PUPLOKOTOLO 1| TOV VOGOKOUO Gag pwv napete o PREVYMIS.
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Edv naipvere to PREVYMIS pe kvkhoomopiv, unv wapete o axériovba gappoxa:
o dabigatran — ypnotponoteiton yia Toug Opopfous aipatog
o aropPactativn, owpactativy, posovfactativn, TTafacTativi- Yo VYNAY OANCTEPOAN

IIpocidomouoeis Ko TPOPVAAEELG

Edv emiong Aapupavete éva @appoko yio tnv wynAn xoAnotepoin (PA.katdAoyo @opuaKkov oTtnv
napdypapo « Ao edappoka kot PREVYMISy», mopoakdtm) Oo mpémel va evnuepdoETE TOV Y1OTpO
oag apeoa eqv £xete ove&NyNToug LLiKohS TOVOLS 1] TOVOLS E0IKE edv dev aicBdaveste kaAd 1 Exete
opetd. To eappoxo 1 1 860N Umopel CLUVETDS va xpewoTel va ahAGEel. Agite T0 POALO odNyidV
APNONGC Y10 TO GAAG PAPUOKE GOG Y10 TEPULTEP® TANPOPOPIES.

EmmpdocOeteg e€etdoeig aipotog pmopei va ypelactodv Yo TNV TopakoAovdnorn tov akoAovbwov
QOPUAKOV:

o  Kvihoomopivn, TakpOALOVS, GLPOALLOVS

e Bopwovaldin

HModra ko épnpor
To PREVYMIS 8ev eivon yuo xprion o€ maidid ko eprfouvg niikiog kKato tomv 18 etdv. Avtod woydel
emedn to PREVYMIS bev éyet dokiplactel o€ auTi TV NAIKIOKT Opada.

Alha @appoxe kor PREVYMIS
Evnuepoote tov yiatpd 1 TOV QOPUOKOTOd GG €AV TOUPVETE, £YETE TPOGPOTO TTAPEL | UmOpel va
napete GAo pappoko. Avtd oyvetl enewdn o PREVYMIS pnopei va eanpedost tov tpomo e tov
omoio dAlo PapHOKO AEITOLPYOVV Kol TO GAAO QAPUHOKO UTOPEL €mioNg Vo EMNPEACOVY TO TMG
Aertovpyel o PREVYMIS. O yuwtpdg 1 0 @apuaxonoldg cag 0o 6og el edv eVl 0oQUAES Vo TUPETE
10 PREVYMIS pe dAla pappoxa.

Yrdpyovv pepicd pappoka ta oroio dev mpénel va tdpete pe 1o PREVYMIS (deite tov katdioyo
KGT® 0amd TV mapdypapo «Mnv mapete 1o PREVYMIS edv:»).

Yrdpyovv pepikd emmAEov QappoKo To omoio dgv Tpémer va mapete pe 1o PREVYMIS ko
KukAoomopivn (beite Tov KaTAAOYO KAT® amod TNV mapdypapo «Edv maipvete to PREVYMIS pe
KUKAOGTOPivY), UNV TAPETE To AKOAOVO PAPLLOKL).

Eniong, evnuepmote tov yrotpd cag edv Taipvete KAmolo amd ta akolovba pdapuaka. AvTo yloti o
YTPOG GOG UTOPEL VoL TTPETEL VOL AALAEEL TAL PAPUAKE GO N VO 0AAGEEL TN dOOT TV PAPUAK®V GOG:
o QAQUVTOVOAN Y10 GOPapd TOVO
®  (QOWVTOVOAN —yiot GoPapd TOHVO
e Kwidivn —ywa U pLGIOA0YIKOVG KOPOLakoVS puBpohe
®  KUKAOGTOPIVY, TAKPOALLOVS, GLPOALOVG — XPTGLOTOLOVVTOL Y10, TV OTOTPOT TNG
AmOPPLYNG LOGYEVLATOG
o Popucovaloin — Yo LUKNTIGIKEG AOTUMDEELG
e oTotiveg, 6mwg N atopPactativn, pAovPactativn, pocovPactativn, clufactativn,
npafaoctativn, mrafactativn - Yo VYNAN YOANGTEPOAN
®  yAvBoupidn, pemayAvidn- yio VYNAO GAKYAPO OLOTOG
o xoapPopalenivn, povoPapPiain, eavutoivn — yio Kpioelg 1 6TacHovg
dabigatran, Bapeapivn - ypnoonoteital yuo tnv apaioon tov aipatog i yio Bpdppoug
aipatog.
L0 aCOAGUN —(PTOUOTOIEITOL (O KOTAGTAATIKO
apLOO0POVT —(PNCLUOTOLEITAL Y1 VO S1OPBDVEL TOVS U1 PLGLOAOYIKOVG Kapdlakovg puOpovg
a6 GTOUUTOG OTEPOELDT OVTIGVAANTITIKA- Y10, OVTIGOAATYN
openpaloAn, TovTompalOAn —yio EAKT GTOUAYOV KOl GAAG TPOPAAUATA TOV GTOUAYOV
VOQOIAAIVY - Y10 BOKTNPLOKEG LOAVVGELG
PUPOUTOVTIVT), PLPAUTIKIVI — Y10 LUKOBOKTNPLOKES LOADVOELS
Oeropdalivn — yro yoylaTpIkeg daTapoyEg
Booevtdvn — ylo LYNAN aPTNPLOKT TECT TOV AYYEIMV GTOVG TVEVLOVEG
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o epafipévln, etpafipivn, vePipamnivn, AomvaPipn, prrovafipn — yio tov HIV
®  LOJOMIVIAN — Y0 €YPTYOPOT|

Mropeite va {ntioeTe 0md TOV Y10TPO 1) TOV POPUAKOTOL0 GOG £VOV KOTAAOYO TOV PAPUAK®V TOV
pmopet va. aAiniemdpdcovy pe to PREVYMIS.

Kiunon

Edv eiote éykvoc, vopilete 6t pmopel va giote £ykvog 1 oxedidlete va anoktioete Toudi, (ntnote
GLUPOVAN TOL YTPOV GOG TPV TAPETE AVTO T0 Pappako. H aywyn pe to PREVYMIS dev cuvictdtot
oV KOMoN. Avto 1oyvel €M dev €yl peletnOel katd v Kdnon kail 6gv givol yvootd €4v TO
PREVYMIS 0o BArayel To popd 6og evod €iote £YKLOG.

Oniaocpdg

Edv OnAdalete 1 oyedidlete va Ondacete, {ntote TNV GLUBOLAT TOL YIOTPOV GOC TPV TAPETE OLTO TO
eappaxo. O Onhacpdc dev cuviotdtar eved Aapfavete ayoyn pe 1o PREVYMIS. Avtd oydel eneidn
dev gival yvooto gdv to PREVYMIS petapépetan 6to untpikd yoho cog kot 0o mepaoel 6To popo
oG,

O yNo1N KoL LEPIGROS PNYAVIILATOV

To PREVYMIS pmopei va £xgt pukpn enidpacn oty KavoTnTa oog vo 001 YEiTe 1 va xelpileote
pnyovipata (BA. mapdypapo 4 IibBavég AvemBounteg Evépyeieg mapakdtw). Mepikoi acbeveic £xovv
avapépel kOmwon (aicOnon peyding kovpaong) 1 iAAryo (aicOnon cav va TeploTpEPESTE), KATA T
Oepaneio pe 1o PREVYMIS. Av vidoete 0mo100Mmote amd auTd Uiy 0dNYNGETE 1] YPNOULOTOL|CETE
punyavipata péxpt v e&acBévnon g emidopaong.

To PREVYMIS mepiéyer vatpio
To PREVYMIS mepiéyet vatpro. Edv eiote o€ dlawta younin o€ vatplo, evpuepdote Tov yuoTpd Gog
P 6og dobel avTO TO PAPLLOKO.

Ka0e proridro tov 240 mg mepiéyel 23 mg vaTpio (KVplo GVGTATIKO TOL HayElpLkoV/emttponelion
aAation). Avtd woodvvapet pe 1o 1,15 % tng cuvieTOUEVNG LEYIOTNG NUEPNOING OLOTNTIKNAG
TPOCGANYNG vaTpiov Yia Evav EVAAIKA.

KaBe prokidio tov 480 mg wepiéyel 46 mg vatplo (KOPLO CLGTOUTIKO TOV HOYEIPIKOV/EMLTpaméCion
aAation). Avtd 1oodvvapet pe 1o 2,30 % Tng CUVIGTOUEVNG LEYIGTNG NUEPNOING OLOLTNTIKNG
TPOGANYNG VOTPiov Yl Evay EVAAIKO.

To PREVYMIS mepréyer kokhodeETpivny
Kabe d6om twv 240 mg (proAidio tov 12 ml) avtod tov papudkov mepiéyet 1.800 mg koukhode&rpivng.
Kabe 660om tov 480 mg (proridio tov 24 ml) avtov tov apudikov tepiEyet 3.600 mg kukhodeETpivng.

Edv éyete kamola veppikn vOG0, ETIKOIVOVIGTE UE TOV YIUTPO GOG TPV AGPBETE AVTO TO PAPUOKO.

3. Hog va wapete 1o PREVYMIS

H ovvictopevn 66omn tov PREVYMIS eivar 480 mg pia @opd muepnoiong. Edv emiong maipvete
KukAoomopivn, o yiatpog oag Ba peimoel tnv 66om tov PREVYMIS cg 240 mg pio popd nuepnoing.
®a mapete 1o PREVYMIS wc pia &éyyvon (otdydnv) oe pio pAEPa kot Bo Tapet mepinmov 1 mpa.

®a mapete To PREVYMIS pia popd v nuépa.

Eév napete peyorvtepn 66on PREVYMIS amé tnv kavoviki

Edv mapete peyorvtepn d6on PREVYMIS and v Kavovik, EXKOVOVAGTE [LE TOV YIOTPO GOG
OUESMG.
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Edv yaoate to pavrepfov oog yio va napere to PREVYMIS

Etvor moAd onpavticd vo pn ydoete 1 napareiyete d6celg tov PREVYMIS.

e Edv ydoate to pavtefo cag ya va mapete to PREVYMIS, enicovoviote pe tov ylotpd 6og
AUECMG Y10l VOL ETAVOTPOYPOLLUATIGETE TO pavTEROD GOG.

Edv éyete meplocdtepeg EpOTNGELS GYETIKA UE TN XPTOT AVTOD TOL PUPUAKOV, POTNHGTE TOV YUTPO,
TOV QUPLOKOTOLO 1| TOV VOGOKOLO GOG.

4, MBavég avemOOuNTEG EVEPYELES

Onwg 6ha Ta pAappaKa, £TG1 KOL AVTO TO PAPUAKO UTOPEL VO TPOKAAEGEL AVETIOVUNTES EVEPYELES, OV
Kot 6gv Topovctalovtal 6 OAOVG TOVG avOPMOTOLC.

Yuyvéc: pmopel va emnpedoovy £0g 1 ota 10 aropa
* Jidppola

e qioOnon acBévelog (vavtia)

o vmopén achévelag (£petog)

Oy ovyvég: propel va emnpedocovy £mg 1 ota 100 aropa

e alkepywn avtidopaon (vepgvactnacio) — ta onpeia propel va teprrapfdavovv cuptypd, dSuckoiia
oV avamvon, eavinuata 1 kvidwon, Kviopo, oidnua

ammAELn OpeENS

petaforég otnv yevon

TOVOKEPOAAOG

aicOnon cav va mepiotpépeate (IAryyoc)

TOVOG GTNV KOt

L1 QUGLOAOYIKEG EPYOCTNPLOKEG TULES TG NTOTIKNAG AEITOVPYing (.. avénuévo enimedo NIATIK®OV
evlduov)

pokoi onacpol

VYNAN KPEATVIVI] OUIOTOG-ELPAVIG OE EEETAGELG QLUILOITOC

aicOnon peyding kovpaong (K6Tmaon)

oldnpa TOV YEPLOV 1| T®V OOV

Ava@opd avemOuunTOV EVEPYELOV

Edv mopatnpnoete kamowo avemiBountn evépyeLn, EVIUEPDGTE TOV YIUTPO,1| TOV PAPLOKOTOLO 1)
TOV/T1V VOGOKOUO G0c. Avtd 1oydel kot yio Kabe mhoavn avemBountn evEPYEL TOL SEV OVOPEPETOL
GTO TTOPOV PUALO 0dNYIOV XpnoTg. Mropeite eniong va avaeépete avemBounteg evépyeteg amevbeiog
otov EOviko Opyaviopo @apudkmv, Mecsoyeiov 284, GR-15562 Xolapyog, Adnva,

TnA: +30 21 32040380/337, ®a&: + 30 21 06549585, Iototonog: http://www.eof.gr. Mécm g
avaPopds avemBOUNTOV eVEPYEIDV UTOPEiTE va PonBnoeTe 6T GLALOYY| TEPIGCOTEPOV TANPOPOPLOV
OYETIKG L€ TNV AGPAAELL TOV TOPOVTOG PAPLAKOV.

5. o va poidooete To PREVYMIS

To @appoko avTd TPETEL VO, QUAACGETAL GE PEPT TTOV OgV TO PAETOVV Ko dev TO POEvVoLV Ta TodLd.

No pun xpnoYomTolEiTe VTO TO PAPLAKO LETE TNV MUEPOUN VIR ANENG TOV AVOPEPETOL GTO KOVTL KO TO
ouodidio petd to EXP. H nuepopnvia Anéng eivon 1 tedevtaio npUéEPR TOL PNV TOV OVOPEPETOL EKEL.

To @appoakevTikd ovtd TPoidv dev amartel Woitepec cuvinKeg Beppokpacia yia T OAAEN TOV..
dvAdocete 6TO aPYIKO KOVTL Y10 VO TPOGTATEDETOL OO TO PG,
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Xk Kot puotkn otafepdra o xpron Exet amoderyel o 48 dpeg otovg 25 °C Kot yo 48 mdpeg
otovg 2 émc 8 °C.

A76 pikpofroroyikng dmoyng, To Tpoiov Oa wpémel va ypnoytonoteital aueca. Eqv dev
ypnoomondel dueca, ot xpovor EOAAENG GE ¥PNoT Kol 01 GLVONKEG TPV TN YP1oN Eivar vBVVT TOV
¥PNoTN Kot dev Ba TPENEL KavoviKa va Bpicketal TEpLocOTEPO TV 24 mpdV 610G 2 £1G 8°C, eKTOG
Kot €6v £yl AAPel yopa apaimon o€ EAEYYOUEVES KOl ETIKVPOUEVEG AONTTEG CLUVONKEG.

Omo10dMToTE 0 PNOGYLOTOINTO TN TOV SHADLOTOC £yYvong Ba Tpénel Vo, amoppinTETAL.

Mnv metdte eappaKa 6To vepd NG AmOYETELONG 1 OTA OIKIOKE aoppipata. Potiote Tov
(QOPUOKOTOLO GOG Y10 TO TMG VO TETAEETE TO PAPLOKO TOV OEV YPTOLUOTOLEITE .. AVTH To, pLéETpa, Oa
Bonfncovv otnv Tpoctacio Tov mePPaiiovtog.

6. Mepreyépeva TG GVOKELAGINS KO AOWTEG TAPOPOPLEg

T epréyer to PREVYMIS

H dpaoctikn ovoia givar to letermovir. Kabe prokidio mepiéyet 240 mg 1 480 mg letermovir. Kabe ml
TOV TVUKVOD dAvpoToc Tepiéyetl 20 mg.

Ta dAAa cuotatikd givat: VdpPoEuTPoTLAOPETASEEN (KuKA0dEETPIv), VATPLO YA®PLOVYO, VOTPIOL
vopo&eidio (E524), vdwp yua evéoipa. BA. mapdypago 2 «To PREVYMIS nepiéyet vatpio» kot «To
PREVYMIS mepiéyer kukhode&tpivy.

Ep@avion too PREVYMIS kot wepieyopeva TG 606KELOGI0G

To PREVYMIS 240 mg kot 480 mg mokvo S1dAvpa Yo TopackeLn) S10ADIOTOG Tpog Eyyvon (oTeipo
TUKVO dtddvpa) etvat Eva StovyEg, Aypopo VYPO Kol UTOPEL Vo, TEPLEXEL LEPIKA TYETILOUEVA UE TO
TPOTOV NUISALPAVT 1] AEVKE GOUOTIOW.

Ta 240 mg ka1 480 mg Tukvo S1AAV UM Y10l TOPAGKEDT] SIUADUATOG TTPOG £YYVCT EIVOL GUGKEVAGUEVA
o€ dowyn, yvdiwo prodidio. Kabe proridio givor cuokevacpuévo 6g €va KOLTL.

Kétoyog Adsrog Kvkrhogopiag Hopackevaotic
Merck Sharp & Dohme B.V. Organon Heist bv
Waarderweg 39 Industriepark 30
2031 BN Haarlem 2220 Heist-op-den-Berg
OMavdia BéAyo
Merck Sharp & Dohme B.V.
Waarderweg 39
2031 BN Haarlem
OMavdia

IMo omoladnmote TANPOPOPio. GYETIKA LLE TO TOPOV PAPUOUKEVTIKO TPOIOV, TAPUKAAEISTE VL
angvBuvbeite oTov TomiKd avtimpdésmmo tov Katdyov e Adeiag Kukhogpopiag:

Belgié/Belgique/Belgien Lietuva

MSD Belgium UAB Merck Sharp & Dohme
Tél/Tel: +32(0)27766211 Tel. +370 5278 02 47
dpoc_belux@merck.com msd_lietuva@merck.com
Bbarapus Luxembourg/Luxemburg
Mepxk lapmn u Joym bearapus EOO/] MSD Belgium

Ten.: +359 2 819 3737 Tél/Tel: +32(0)27766211
info-msdbg@merck.com dpoc_belux@merck.com
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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

E\LGdo

MSD A.®.B.EE.

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

Espaifia

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

France
MSD France
Tél: +33 (0) 1 8046 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@msd.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

104

RCN000024543GR

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

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. . 0.
Tel: +421 2 58282010
dpoc_czechslovak@merck.com

Suomi/Finland

MSD Finland Oy

Puh/Tel: +358 (0)9 804 650
info@msd.fi
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Kvmpog Sverige
Merck Sharp & Dohme Cyprus Limited Merck Sharp & Dohme (Sweden) AB
TnA.: 800 00 673 (+357 22866700) Tel: +46 77 5700488
cyprus_info@merck.com medicinskinfo@merck.com
Latvija United Kingdom (Northern Ireland)
SIA Merck Sharp & Dohme Latvija Merck Sharp & Dohme Ireland (Human Health)
Tel: + 371 67364224 Limited
msd_lv@merck.com Tel: +353 (0)1 2998700
medinfoNI@msd.com

To mapév pviro 00OV ypiioNs avabempi)Onke Yo TeELEVTALO Popd Tov 11/2023

Agmtopepeic TAnpopopieg yio to eappako avtd eivat drabéoipes 6to diktvakd Tomo Tov Evpomraikoy
Opyaviopov @apudkwv: http:// www.ema.europa.eu

O TApogopisg Tov akoiovBodv arevBivovtar pévo o emayyelpartieg vysiog:
Odnyieg yopnynong yo. to PREVYMIS mukvo Sidivpa yio Topaokenn) S1oADLOTOg TPog EyYuom

Ta guAidia Tov PREVYMIS nukvo SidAvpa yio mopoaokenn) SloADUOTOG Tpog £yyuon ivat yio
epamag ypnon. Amoppiyte KGO aypNOLLOTOINTO TUALO TOV SLOAVLOTOG.

Xopnynon pécm evoc oteipov PES ev-ceipd @idtpov 0.2 1 0,22 micron

To PREVYMIS mukvo dtdAvpa yio TopacKent] SlaADLATOG TTPOG £YYVCT) LWTOPEL VoL TEPLEYEL LEPIKE
pucpd nuidtapovn 1 Aevkd copatioln oyetilopeva pe to Tpoidv. H yoprynon tov apatopévon
dwdvpatog PREVYMIS anattei mévta v yprion evog oteipov PES ev-cepd ¢idtpov 0,2 micron 1)
0,22 micron, ave&aptnto amd To GV AVTA To oXETILOUEVO LE TO TPOIOV GOUATIOW VAl 0paTd GTO
@LOAid10 1 6TO apUIOUEVO dtdAvpa.

Ipostoacia

To PREVYMIS mokvo didhvpa yio Topackenn) SIoADIOTOG TPOG £YYLOT TPETEL VO apailbel Tptv Tnv
evoopAEPLa xpnor. Ot odnyieg TpoeTolpaciog Kot yopnynong eivat ot id1eg yuo kKGO d60m.

o EléyEte o mepieydpeva TOV PLOALSIOV Y10 ATOYPOUOTIGUO KO COUATIOWKT VAT TPV TNV
apainon. To PREVYMIS mokvo didAvpo yio Topackeut] SIADLOTOS TPOG Eyyvon elvat Eva
Sdtavyéc, dypopo d1dAvpa Kot PITopel vo TEPLEYEL LEPIKA OYETILOUEVA UE TO TPOTOV LKPAL
nuddeava 1 Aeukd copatio.

e Mnv xpnoiponomoete To LoAid0 gdv To didAvpa givor BOAS,amTOYPOUATIGUEVO 1) TEPLEXEL OAAT|
VA1 €KTOC Ammd PEPUKE LUKPE ULOLOPOVT T} AEVKA COUOTIOW.

e  Na pnv ypnotponoteitor to PREVYMIS mokvo didAvpa yio Topackent] SIADLOTOS TPOG EYYuon
He EVOOPAEPLOVG GKOVG KOl DAKE GET £YXLOTG TOL TEPLEXOVV TOAVOVPEDAVN M dratBvAeEvd
@Bohkd mhaotikomom T (DEHP). YAucd mov givar ehevBepa Bolikod ivar emiong kot glevbepa
DEHP.

Mnv avakwveite o eroAidio PREVYMIS.

[MpocBéote pia povn doon (gite 12 ml (860 tv 240 mg) ite 24 ml (56on Twv 480 mg) Tov
PREVYMIS mukvo didAvpa yio Topackevt] SIOADLOTOG TPOG EYYVOT GE £VAV TPOYEUGUEVO
eVOOQAEPLO 0ioKkd TV 250 ml, o onoiog mepiéyet eite 0,9 % ylwprovyov vazpiov N 5 %
de&Tpolng, kot avopeilte To apat@UEVo SIGAVIO LE OTTOAT OVAGTPOPT. MNV OVOKLVELTE.

o Mohic aporwbei, To Sidivpa tov PREVYMIS eivan dtowy€g, Kot KOUOIVETOL o GAypmopo pEypt
KiTpvo. Xpopotikég TopaAlayég EVIOC uTOD TOV EVPOG OV EMNPEALOVY TNV TOLOTN T TOL
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poiovtog. To apatmpévo didAvpo Bo TPETEL VO EAEYYXETOL OTTTUKL Y10, COUOTIONKT VAT Kot
ATOYPOUOTICUO TPV TNV XOPNYNON. ATOPPIYTE €AV TO APAIOUEVO dtdAvpa gival BOAD,
ATOYPOUOTICUEVO 1| TTEPIEYEL AAAN VAN EKTOG OO LEPIKA LKPA MudIpavi 1 AEVKE copaTtidta.
Edv éva paAidio tpootedel og évav aoko evoopAEéPiov dtaivtn 250 ml, ot StokvUAvVeELS TG
TEAKNG GLYKEVTPOOTG TOL letermovir Oa givar 0,9 mg/ml (ya pio d6om 240 mg) ko 1,8 mg/ml
(yo 860m 480 mg).

Xop1ynon

o To apouimpévo ddivpa mpénel va yopnyeital pécw evog oteipov polyethersulone (PES) ev-ceipd
¢iAtpov 0,2 micron 1 0,22 micron.

e Mnv yopnyeite T0 opat®pEVO SLdAvpa HECH VO AAAOL QIATPOV £KTOG 0o To oTEipo PES gv-
oelpd eidtpo 0,2 micron 1| 0,22 micron.

o Xopnynote og evOoeAEPLa £yyvon uovo. Mnv yopnyeite mg evooeAEPia Eveon epodov N Tayeio
éveon.

e Metd v apaionon, yopnynote 1o PREVYMIS péow evoopAiéPiag yyvong o1 Tov mepipeptkon 1
TOV KEVTIPIKOD QAEPIKOD KAOETPA YPTCILOTOIDVTOG £VO GUVOALKO XpOvo 60 AeTTdV TEPinov.
Xopnynote To GUVOAKO TEPLEYOUEVO TOV EVOOOAEPIOV 0.GKOD.

ZouPoatd evooAEPLO SOADLOTO KOl GAAC QOPLLOKEVTIKO TPOTOVTO.

e To PREVYMIS mukvo didAvpo yio Toapackevt] SADLOTOS TPog Eyyvon elvatl cupPato pe to
Swdvpata 0,9 % yAoprovyov vatpiov kot 5 % deETpdlne.
Ta copPotd eoppakeLTIKE TPOTOVTA AVAPEPOVTOL TOPUAKATO.
AVTO TO PUPUOKEVTIKO TPOTOV OEV TPEMEL VO, OVALULYVOETOL PLE OAADL QAPUOKEVTIKA TPOTOVTAL
€KTOC QUTMV TTOV OVOPEPOVTOL TOPAKATO.

e To PREVYMIS dev Ba mpémel va cuyyopnyeitor pécm g idtog evoopAEPiag ypappng (M
COANVICKOV) LE GALN QOPUOKEVTIKG TPOTOVTO KOl GUVOVAGHOVG SLOAVTMV EKTOG UTAOV TOV
OVOPEPOVTOL TUPOUKATO.

Katdroyog copfatdv gappokevtik®@v tpoiévrav é6tav to PREVYMIS ko 10 gappoxevtikd
npoiovta tapackevalovran o€ 0,9 % yroprovyov vatpiov

. Alag vatpiov apmkiAAivig . Drovkovaloin

. Alog vatpiov apmikiAiviig/Alag vatpiov AvBpdmvN veoLAIvY
GOVAUTOKTAUNG . Mayviclo Beuxod

. AvtiBopukn ceotpivn . MeBotpe&d

. Kaomopovykivn . Muwagovykivny

. Aomtopokivn

. Davtavoin Kitpkn

* Avatpélte oTIC TANPOPOPIES GuVTAYOYPAPNONG Yo va emPePfaidoete Tn cupfoTdTnTa TG
TOVTOYPOVNIG GLYXOPHYNONG

Katahoyos coppoatdv @approkenTikov poiovtoy 6tav 10 PREVYMIS kot T gappokenTikd
npoiovTa Tapackevalovrar o€ 5 % doeETpolng
. Apgotepikivn B (Mmidiké copmhoko)’ o Noatproniektpiki vopoxkopTiLovn

. Avidoviapovykivn . Mop@ivn Beukn

. Alag vatpiov kepaloiivng . Nopemveppivn tpuyikn

. Keprtapoiivn . Alog vazpiov Tovtompaloing
. Alog vatpiov ke@TpLoEOVNG . Kdéo yAwprodyo

. Aopuevépn . Kdio poopopikd

. Dapotidivn . TaxpoAipovg

. DAL 08D . Telefoavkivn

. Alag vatpiov yrkavkukAofipng . Tryexvxiivn

*Avatpélte oTig TANpoPopieg cuvtayoypdenong yo va emPefordoete ) cvpPatdtnTa g
TAVTOYPOVIG GLYXOPNYNONG
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tH Apgotepikivn B (Mmidikd cdpmhoko) eivar copfarr| pe to PREVYMIS. Evrovtoig, n Apugotepikivy B
(Mmoocopukn) givon un cvopPatr (PA. mapdypago 6.2).

2ouPBatoi evooAEPLot aokol Kot VAIKG 6T £yyvong

To PREVYMIS eivat coppatd pe toug axdAov0oug vEopAEPLOVG 00K0VG KO VAIKE GET £YYVONC.
Ono1060MmoTE EVOOPAEPLOG 0lGKAG 1] VAIKE GET £YYVOTG OV OEV AVAPEPETOL TOPOUKAT® eV Bal Tpémet
va ypnoomoteitat.

Ylixa evoopréfiawv ackwv
MoAvpvvroyropidio (PVC), cupmorvpepéc atbBvieviov kat 0&ikod Pivoriov (EVA) kot moivorepivn
(ToAvmpoTLAEVIO Kot TOALOIOVAEV1O)

Yha oet Eyyvong
PVC, moivaifurévio (PE), morvpovtadiévio (PBD), yoppa otkkdvng (SR), cvpmoivpepés otupeviov-

Bovtadieviov (SBC),cupmoivpepég otupeviov-fovtadieviov-ctupeviov (SBS), moAvstupévio (PS)

[l aotikomointég
Tpyedtikog tpio(2-atbvreéui)eotépag (TOTM), pBoiikdc fovtvrofeviviectépoc (BBP)

KaBetnpes
Padioonpacpévo molvovpedivio

Mn ovufatd @oPUOKEVTIKO TPOTOVTOL

To PREVYMIS mokvo diddvpa yio Topackent] SlaA0LaTog TPog £YXLoT eivol puoikd pun cupPatod pe
TNV VIPOYAWPIKT] apdapdvn, appotepikivi B (Mmocwopiky), altpeovapn, vopoylwpikn KeQemip,
ompoPro&acivn,kukAocmopivn, VOPOYA®PIKY SIATINCEUN, PULypacTiun, ey yevtapvkivn,
Aefooro&acivn, AveloAidn, Aopalemdaun, pidaloraun HCI, vdpoylmpikn LUKOPOIVOLATN LOPETIA,
OVOOVOETPOVY, TAAOVOGETPOV.

Mn cvupatoi ackoi evoo@AEBLOV KoL VMKG GET £YYLONG

To PREVYMIS mokvo diddvpa yio Topackent] S1aAOLaTog Tpog £yxuom eival un coppato e
StoBLAEELVA POOAKOVG TAAGTIKOTOMTEG KOl EVOOPAEPLOL GET YOPTYNOTG TOV TEPLEYOLV
moAvovpedavio.

Kda0e aypnoiponointo @opuakevtiKo Tpoidv 1| VIOAEYLUN TPETEL VO, ATOPPITTETOL COUPOVA LE TIG
KATO TOTOVS 1GYVOVGEG GYETIKEG OLUTAEELS.
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