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@vAro ooV ypiong: IIAnpoeopics yra Tov ypriot

INVANZ 1 g k6Vig Y10 TUKVO SLEAVULA Y10, TV TOPUCKELT] OLOAVNOTOS TPOS £y von
ertapenem

Awpdote TPoceKTIKG 0AOKANPO TO PVAAO 0ONYIAV YPTONG TPV 0PYIiCETE VO TAIPVETE AVTO TO

PappoKo, o10TL TEPLAOUPAVEL ONUAVTIKES TANPOPOPIES Y10 CUG.

- DuraEre avtd To POALO 0dNYLIBV Yprone. Towg ypelaotel va to dwufdoete Eava.

- Edv &yete mepartépom amopiec, potNoTe TOV Y1ATPd 1) TOV GOPLOKOTOLO 1] TOV VOGOKOUO GOG.

- H ocvvtayn yio avtd 1o papproko yopnynnke amokAEIoTIKA Yio 60c. Agv TPETEL VO SDGETE TO
@apuako og GAAovc. Mmopel va Toug TPoKaAEGEL BAAPT, KOO Kot OTAV TO GNUEIR TNG
acBévelng Tovg eivar 1010 pe ta O1kd Gag,.

- Edv mapotnpfoete Kamoo avemBOUnTn EVEPYELL, EVILEPDOTE TOV YIOTPO, TOV QAPUAKOTOL0 1)
TOV VOGOKOUO G0OG. AVTO 1Y0EL Kot yio, KAOE mhavn avemBOUnTN eVEPYELL TOV OV UVAPEPETAL
670 TapPHY PUALO 0dNYIDV xpriong. BAére mapdypago 4.

T epréyerl 1o mapdv UAA0 00N YOV

T1 etvon To INVANZ kou mowa etvar 1) gprjon tov

T mpéner va yvopilete npv mapete 10 INVANZ

Iag va ypnopomomoete o INVANZ

[MBovég avemBOunteg evépyeteg

Hwg va puidcoete 1o INVANZ

[epreydpeva g cvokevaciog Kot AOTEC TANPOPOpieg

Uk wdE

1. T givar to INVANZ kor wova gival 1 gprjon Tov

To INVANZ mepiéyet ertapenem, to onoio gival £va avTiBlotikod e Katnyopiog Tov B-AaKTauoy.
Exet v wavotnta va e§ovtdvel £va eupvd pacpo Baktnpdiov (Likpofinv) mov mpokadody AOUmMEELS
o€ 016.popa LEPT TOL CAOUATOG.

To INVANZ pmopei va yopnynei o dtopo nAkiog 3 pnvav Kot Gvo.

O¢pamneio:

O ywrpdc oag, oag cvvtayoyphonoe to INVANZ grnedn eoeig 1 1o maudi oag €xete o (1
TEPLOCOTEPES) A TOVG akOAOVOOVG TVTTOVG AOTUWENG:

. Aoluwén oty Kothak” ydpa

. Aoluwén mov ennpedlel Toug Tvebpoveg (Tvevpovia)

o IMovaikoroyikég AoumEelc.

. AOUDEELS TOV EPUATOG TOV KATW GKPOV, G d1ofNTikoVg acheveic.

[poinym:
o [Ipoinym AowmEemv 610 ONUEID TNG YEPOLPYIKNG EMEUPOOTG OE EVIAIKES PETA Ol
YEWPOLPYIKN eXEUPAOT TOV TTAYEOS EVTEPOL 1] TOL 0POOD.
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2. Ty péner va yvopilete pwy napete To INVANZ

Mnyv ypnorpomoujocte To INVANZ

o o€ mepintwon adAepyiog otn dpactiky ovcia (ertapenem) 1 6€ omo10dnToTE GALO OO TOL
OLOTATIKG OVTOV TOL PAPLAKOV (AVAPEPOVTAL GTNV TAPEypoo 6).
o o€ mepinT®on aAlepyiog oTo avTIPLOTIKG OTTMG O TEVIKIAMVES, KEQPOUAOOTOPIVEC 1)

kapPamevépeg (ta onoia ypnoiponotovviatl ot Bepomeio S1aPOpOV AodEEDV).

Ipocdomomoeirs ko TpoPLAGEELS
AmevBuvbeite otov Y10Tpod, TOV GUPUAKOTOLO 1] TOV VOGOKOUO Gag mpotob mdpete to INVANZ.

Koatd v dudpkela g Bepaneiog, edv mapovoidoete pio aAiepyikn avtidpaon (0nmg oidnuo Tov
TPOCAHTOL, TNG YADOGGAS 1] TOL AopLoV, SUGKOA GTNV AVATVON 1) TV KATATOGT), SEPLATIKO
eEavonua), evnuepmote Tov Y1oTpd oo apEcmS kabmg evogyetal vo, xpeldleate enciyovoa 10TpLkn
Oepameia.

Evd 1o avtifrotiké cvumepiiappavopévou tov INVANZ e&ovidvouv cuykekpiuéva faktnpioe, G
Baktnpidio Kot POKNTEG UTOPEL VO GUVEYICOVY VO OVATTOGCOVTOL TEPICCOTEPO OO TO KAVOVIKO. AVTO
ovopdgeton vepavdntuén. O yiatpog oag Ba cog eEetdost yio vepavantuén kot Ba Gog yopnynoet
Bepaneia av eivor amapaitnto.

Eivarl onuavtikd va evpep@oeTe ToV YoTpo Gag oV EXETE dIAPPOLO. TPLV, KATO TV OLApKELD 1 UETE
v Bgpamneio cag pe INVANZ. Avtd opeihetar 610 yeyovag 0Tt umopel va mdoyete and pio
KOTAOTAGT YVOOTH 0G KOAITIOA (U0 GAEYUOVT] TOV EVTEPOV). MNV TAPETE OTOLOONTOTE PAPLLOKO Y10,
T Oepameia g S1Gppotag YOPic Vo pMTACETE TPDTA TO YIUTPO GOG.

Evnuepaote tov yratpd cog edv AapPavete pappoka mtov ovopdiovial Baimpoikd o&d 1 PaAnpoikd
vatplo (BAéne Ahha @appoke kar INVANZ topakdtm).

Evnuepdote tov yratpd cag yio 0molodnmote tpikd TpoPAnua xete 1 glyarte,
coumeptAapupavouévav:

- Neppkov nadnocemv. Eival 1dwoitepa onuavtikd va yvopilel 0 y1aTpog 6ag Qv EXETE VEPPIKT
wéOnon kot ebv vroPaiiecte o€ arpokabapon.

- AMAepYIdV GE OTOL0OMTOTE POPUAKEVTIKO TPOTOV, CUUTEPIAAUPUVOUEVAOV TV OVTIBLIOTIK®V.

- Alotapoy€c Tov KEVIPUKOD VELPIKOV GLGTILLOTOS, OTME EVTOTIGUEVOG TPOLOG, 1] GTTAGHOL.

Hoowd kan épnpor (hkiog 3 pnvov £émg 17 eT®V)

H gumepio pe 1o INVANZ givar mepropiopévn oe mandid nikiog pikpotepne tov 000 etdv. [V avt
TNV NAKLKT Opddo. 0 Y1oTpog oag 0o amo@acicel yio 1o mhavo 0Qelog amd TV yopnynon tov. Aev
VIAPYEL EUmELPin 6€ ToUdL NAKING KAT® TV 3 unvov.

Adlha @éppoxa kot INVANZ
Evnuepaote tov yuatpd cog edv maipvete, Exete Tpdo@ata TAPEL | UTOpEl va TapeETE AAAL QALK

Evnuepaote tov ylotpd, T0V VOGOKOLO 1 TOV QOPLOKOTOL0 GO¢ €0V Aapupdvete @apuoka wov
ovopdgovtal Badmpoikd o0&y 1 Padmpoikd vaTpio (ov ypnoiponotovvTot yio v Oepaneio eminyiog,
SmoMKN g droTapoyfc, NHKpavidv, 1 oxloppévelng). Avtd opeiietar 6to yeyovog 61t to INVANZ
UTopel va ETNPedcEL Tov TPOTOo dpdong opiopévav dAlmv papudkav. O ylotpdg cog Oa aropaciost
€av Oa mpémel va ypnoomomoete 10 INVANZ g cuvdvacuo pe avtd to dAlo QappoKa.

Kinon kot Onraopog
Edv giote éykvog 1 Onhalete, vopilete 0tL umopei va giote €ykvog 1 oxed1dleTe Vo 0mOKTHOETE TOUd,
{ntote TN GUUPOLAN TOL YTPOV GOC TPV TAPETE AVTO TO PAPUOKO .
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To INVANZ dev €xet pehetnBel og £ykveg yovaikec. To INVANZ dev Ba mpémet vo ypnoionoteiton
GTNV EYKLHOGUVT, EKTOG €AV O YTPOS GaG amoPacicet 6t To mbavd 6@elog veptepel Tov mMBAVOD
Kvduvou yio to Eufpuo.

Ot yvvaikeg mov maipvovv INVANZ dev Ba mpémet va Onrialovv, eneidn xet Ppebel oto avBpdmivo
YOAQ Kot cLuVER®G 0 INAdlov Bpépoc propel va ennpeachel amd avto.

0onynon kKo yEPLopos PNy ovNLaTOV

Mnv odnyeite kot pun xepileoBe epyadeio 1) unyovéc, LEYPL VA YVOPIGETE TMOG OAVTIOPATE GTO PAPLLOKO.
Opiopéveg avemBountec evépyeteg 6mmg (AN kot vevniia £xovv avapepbei pe to INVANZ, wov
UTopEl va EXNPEAcOVY TNV 1IKAVOTNTA OPIGUEVAOVY acBevdv Vo 0dnyncovy 1 va yeiptebodv

LUV LLOLTOL.

To INVANZ wepréyer vatpro

Av1o 10 Pappako TEPEYEL Tepimov mepinov 137 mg vatpiov (KHPLo GLGTATIKO TOV
poyepkov/enitpaméCiov dhotog) og ke 1,0 g doonc. Avtd 1oodvvauei pe 1o 6,85 % g
GUVIGTOUEVNG LEYIOTNG NUEPNOLOC TPOCANYNG VATPIOV LE TNV SLUTPOPT], Y10 EVAV EVAAIKAL.

3. Mo va ypnoyporomoscte 0 INVANZ

To INVANZ 8o mpénet mévtote va TpoetolpdeTan Ko va yopnyeitat o€ oG evoopiefing (evtog g
QAEPOC) amd évav yioTpd 1 amd Ao emayyehpotio vYEiaG.

H ocvvietdpevn d6om tov INVANZ yia evijhikeg kot £pnpoug niikiog 13 etdv Ko dvo givol

1 ypappdpro (1 g) o gopd nuepnoimg. H cuvictdpevn d6om yio madid nhikiog 3 pnvov og 12 etdv
givan 15 mg/kg yopnyoduevn 600 @opég nuepnoing (va unv Eemepvd to 1 g/muepnoing). O yotpdc cag
0o amogaocicel mdoeg Nuépec Oepaneiog yperalecbe.

Mo v TpodANYM LOUDEE®Y GTO GTUEID TNG XEPOVPYIKNG ETEUPACTC LETA QIO YELPOVPYIKN
eméuPacn Tov ToyEog eviEpov N Tov opbov, N cuvieTduevn d6om Tov INVANZ givar 1 g yopnyoduevo
¢ epana evooPAéPia d6om Tov yopnyeitar 1 dpa Tpv and TNV XEPOVPYIKY| ETEUPACT).

Eivar dwaitepa avaykaio va cuveyicete va maipvete 1o INVANZ yia 660 didotnpa 6og To
GLVTAYOYPAPNGE 0 Y1aTPOG GO,

Eév cag 000¢&i peyardtepn 6661 INVANZ amd tnv Kavoviky
Av vopilete 0t umopei va £xete AMaPel moAd mepiocdtepo INVANZ, emkovoviote e ToV YloTpd oag
N pe Ao emaryyelpotio vyeiog apécwc.

Eév mtapaieiyete kdmwora 666m Tov INVANZ
Av vopilete 0TL pmopei va £xete mapoleiyel va TApETE P dOOT|, EMKOIVOVNGTE LE TO YIOTPO GO 1| LE
dAdo emayyelpatio vyelog apécme.

4. MBavég avemOOuNTES EVEPYELEG

Onwg dha Ta eAapuaKa, £TGL KOL GVTO TO QAPUAKO UTOPEL VO TPOKUAESEL aveETIOOUNTEC EVEPYELEC OV
Kol 0gv Topovclalovtal 6€ OAOLG TOVG AVOPMOTOLG,.

Evijiixeg niixiag 18 etov kot avw:

Metd v KuKhoeopio ToL OPUAKOV, £x0VV avapepOel coPfapic aALEPYIKEG aVTIOPAGELS
(avagpura&ia), cOvopopa vepevatcdnciog (aAiepykés avidpacelc mov meptlappdvovy e£avonua,
TVPETO, LN PLOIOAOYIKES opotoloyikég e€etdoels). Ta mpmdta onueio cofapng aAAEPYIKNC
avtidpaong pumopet vo, TepAapBEvouy oMo ToL TPOGMOTOL KouN Tov Adov. Edv eppavietovv avtd
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TO, GUUTTOUATO EVIILEPDOTE TOV YIUTPO GaG AUECHE KOBMG eVOE ETAL VA YpedleoTe enctyovoa
Tpikn Oepormeia.

Suyvég (umopet va emnpedoovy éog 1 ota 10 dropa) avemBounteg evépyeteg eivat:

o Kepolaryia

. Awdppota, vavtia, EPETOC

o E&avOnpa, kvnopodg

o [poPAnuata pe TV AEPO Ao OTOL YOPTYELTAL TO PAPLOKO (CLUTEPIAAUPOVOUEVTG TNG
QAEYLLOVIG, TOV GYNUATICHOV E0YKMUOTOS, OWONUOTOG 6TO oneio TG £veong, i O1dyvuong Tov
VYPOL HEGO GTOV 1GTO Kol GTO dEPUE YOP® 0mtd TO GNUEID TNG £vEONC)

o AvENoN 10V 0p1Bpod TOV aOTETOMMY

o MetaPoréc 6TIg EETAGELS TNG NATIKYG AELTOVPYIOG

Oy ovyvég (umopei va emnpedoovy €og 1 ota 100 dropa) avemBounteg evépyeieg sivat:

o Z4An, vvnAia, abzvia, GOYYLOT), CTAGLOG

o XounAn aptnplokmn wieon, Yauniog Kapdtakog puouog

o AVGTVOL0, TOVOAULLLOC

o AVGKOIMOTN T, GTOUOTIKT AOTU®EN amd JupopdknTa, diippota Tov oyeTileTal e ovTIBloTIKA,

maAvdpdunon o&gog, Enpootopia, Svomeyia, andAel OpeENg
EpvBpdtra tov dépuatog

o KoAmuco kxpipa kot epediopodg

o Kot\okd dAyog, konwon, pokntioctkn Aoipmén, mopetds, oidnpe/dtdykmon, mévog 61o otnog,
dloTapayéc e yevbong

. Metafoléc oe oplopéveg epyaoTNPLOKEG EEETACELS QULOTOC KOt 00PmV.

Yravieg (umopei va emnpedcovy €o¢ 1 ota 1.000 dropa) avemBounteg evépyeieg sivat:

o Meiwon tev Aevkokuttdpmv, Peimomn Tov aplfpod TV ALoTETAAIDY

. XopunAo caKyapo aipatog

o Aéyepon, dyyoc, KatadAwyr, TpOLOG

o Mn @uctoloyikdg Kapdiakdg puOudc, avENUEVN apTNPLOKT TTEST, apoppayia, ToyHG KapdloKOs
VIS

. Pwwn ovppopnon, Priyoc, arpoppayio amd Ty poTn, TVELHOVIA, LN GUCIOAOYIKOL YOt
OVOTTVONG, GUPLYLOG

o DdAeypovn g YoANdOY0L KOHGTNG, SLGKOAIN GTNV KATATOGN, AKPATELD KOTPAVMV, IKTEPOC,
dvodeltovpyia TOL NTOTOG
o DLeypovn Tov SEPHOTOC, LVKNTIAGIKT AOTH®MEN TOV dEPHATOG, ATOAETIOT) TOV OEPUATOG,

Aolp@én e TANYNG HeTd amd emépPacn

Mvikn kpdpmna, TOVOG GTOV OO

Aolpwén Tov ovpomomTKoD, VeEPiKn ducAettovpyia

Amofoln, aoppoyic TV YEVVNTIKGV opydvmv

Aldepyia, aioOnua adiobeciag, moehkn meprtoviTida, 0ALOYEG GTO AEVKO TUM O TOV LATIOV,
MmoBupia

. To dépua umopel va yivel ckANPO 6to onueio g Eveong

o Oidnua TOV a1OEOP®Y 0YYEI®V TOV OEPUATOG

AvemBounteg evépyeleg mov avaeépdnkay pe cuyvotnta pn yvootn (8ev umopodv va ektiunbovv ue
Baomn ta drabéoua dedopévar) givar:

o yevdaenoelg
o UEL®UEVT] GLVEIdN oM
. UETAPOAN GTN VONTIKY KATAoTaoT (CUUTEPIAUUPOVOUEVOV ETOETIKOTNTOC, TOPUATPALATOC,

OTOTPOGOVATOMGOD, LETAPOADY TNG VONTIKNAG KATAGTUGNG)
U1 QUGIOAOYIKEG KIVIGELS

poikn advvapio

aotabelo 6to Phdioua

YPDOGT SOVTIDV
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"Eyovv eniong yivel avapopéc Yo ahAayEg OPIGLEVOV EPYACTIPLOK®Y OLOTOAOYIKOV eEETAGEWDV.

Edv mapovcidcete knAideg 0EpUATOG SIOYKOUEVES 1] YEUATEG LE VYPO GE 10 LEYOAT TTEPLOYT TOV
COUOTOC GG, EVIUEPDGTE APEGMG TOV YITPO 1) TOV VOGOKOLO GOC.

Haioa kar épnfor (yiaxiag 3 unvaov wg 17 etmv):

Yvyvég (umopei vo emnpedoovy Emg 1 ota 10 dropa) avembounteg evépysieg eivat:
. Aldppota

E&GvOnpa mov mpokaieitar amd T ypr|on TAvVoS

[Tévog oto onpeio g Eyyvong

MetaBoréc otov aptBud TV AEVKOKLTTAP®V

MetaBoréc 6TIg EETAGELS TG NTOTIKNG AELTOVPYING

Oyt ovyvég (umopet va emnpedoovy émc 1 ota 100 droua) avembounteg evépyeteg sivat:

o Kepotoryio

o "E€ayn, vymAn apmmpiloxn wieon, epubpd 1 Topeupd, ETimEda, GTIYHOTO HEYEOOVC KEPOAATNG
Kappidog Kdtw omd To dEpua

o ATOYpOUATICUOG TV KOTPAVAOY, Lopo, KOTPAVA TopOHOLo TG oo

o EpvBpdtra déppatoc, eEavOnua déppatog

o Kavcoc, kvnopog, epubpdmra kot Oepudmra 6to onpeio g £yyvong, epufpotnta oto onueio
™mg éveong

o AvEnon tov opBpod TV apoTETOM®Y

o MetaBoléc OpIGUEVOV EPYUCTNPLOKMY OLLATOAOYIKAOV EEETAGEMV.

AvemBOunteg evépyeleg mov avapépbnkay pe cuyvotnta pn yvooti (dev uropodv va ektiunfovv pe
Baon to dwabécyo dedopéva) givat:

o YevoacOnoeig

o MetaBoiéc Tng vonTiKig KATAoTAoNS (CLUTEPIAAUPOVOUEVNG TNG EMOETIKOTNTOC)

Ava@opd avemOOuNTOV EVEPYELOV

Edv mapotnprioete Kamowo avemBOUNTN EVEPYELX, EVILEPDOTE TOV YIUTPO, TOV VOGOKOUO 1 TOV
QOPUOKOTOL0 GOG. AVTO 1oYVEL Ko Yo kKAOe mhavr avemBountn evépyela Tov OgV aVapEPETAL GTO
POV GOUALO 00N YLV YpNoNG. Mropeite emiong va avagépete avembBOunTeg evépyeleg anevbeiog (BA.
AEMTOUEPELEC TOPAKAT®). MEGH TNG OVOPOPAS OVETIBVUNTOV EVEPYEIDV UTopEiTe va fonbnoete ot
GLALOYT TTEPIGGATEPMV TAT|POPOPLDY GYETIKA LE TV OCPAAELD, TOV TOPOVTOS POPUAKOD.

EArGoa:

EBvikdc Opyaviopog @apudkwmyv,

Meocoyeiov 284, GR-15562 Xoiapydg, AOva,

TnA: + 30 21 32040380/337, ®a&: + 30 21 06549585,
Iotétomog: http://www.eof.gr

Kvmpoc:

Doppokevtikég Yanpeoieg, Yrnovpyeio Yyeiog, CY-1475 Asvkwaoio,
TnA: +357 22608607, ®a&: + 357 22608669

Iotétonog: www.moh.gov.cy/phs

5. Iog va puraccete To INVANZ

To @dppoako avtd TPENEL VoL PUAAGGETOL GE LEPT TTOL OgV TO PAETOVY Ko dgv TO POEVOLY Ta TALO1A.


http://www.eof.gr/
http://www.moh.gov.cy/phs
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Mnv ypnoLoTOoLEiTE AVTO TO PAPLOKO LETE TNV NEpOLMVia ANENG TTOL avaypdeeTOL TAVED GTOV

TMEPLEKTN.

O1 8V0 TPAOTOL aPLBUOT VTOSEIKVDOLV TOV VA, Ol EMOUEVOL TEGGEPIS 0PLOLLOT DTTOSEIKVDOVY TO £TOC.

Mn gpuAdocete og Beppokpacio peyardtepn tov 25°C.

6. Iepreyopeva TS 6VOKELAGIOG KOL LOUTTEG TANPOPOPiEg

T mepréyer to INVANZ

H dpaoticn ovsio tov INVANZ givon ertapenem 1 g.

Ta dAlo ovotatikd ivat: vatpro avBpakikd 6&wvo (E500) kat vatpiov vopo&eidio (E524).

Epedévion tov INVANZ ko epreyépevo. tng cvokevaciog
To INVANZ givar Agvkn €m¢g VTOAELKT), AVOPIAOTOINUEVT] KOVIG Y10 TUKVO SIEALLO Y10 TOPACKELT

SLADPATOG TPOG £YYVOT).

Ta dtoddpota Tov INVANZ éxovv Stokupdveels yp®dUaTog omd dypopo £mg avolkto Kitpvo. Ot
aALOYEG TOV YPDUOTOC G AVTO TO EVPOG OEV EMNPEALOLY TNV SPACTIKOTNTA.

To INVANZ dwatifeton o€ suokevacieg Tov 1 praidiov 1§ tov 10 proidimy.

Mmropei va pnv KuKAOQOpoUV OLEG 01 GLGKEVAGIES.

Katoyoc Adsiog Kvkropopiag
Merck Sharp & Dohme B.V.
Waarderweg 39

2031 BN Haarlem

OX\avdio

IMopocKEVOGTHS

FAREVA Mirabel

Route de Marsat, Riom

63963 Clermont-Ferrand Cedex 9
ToAAio

INo omoladnmote TANPOPOPio. GYETIKG, LLE TO TOPOV PAPUAKEVTIKO TPOIOV, TopaKareicde va
amevbuvleite oTov TomIKO OvTITPOo®TO ToL Koatdyov tng Adstog Kvuihopopiog:

Belgique/Belgié/Belgien
MSD Belgium

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

Bwarapus

Mepk Hlapm u loym bearapus EOOJ]
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 44 82 40 00
dkmail@merck.com

Lietuva

UAB Merck Sharp & Dohme
Tel. + 3705 278 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.: +361 888 53 00
hungary_msd@merck.com

Malta

Merck Sharp & Dohme Cyprus Limited
Tel: 8007 4433 (+356 99917558)
malta_info@merck.com



Deutschland

INFECTOPHARM

Arzneimittel und Consilium GmbH
Tel. +49 (0)6252 / 95-7000
kontakt@infectopharm.com

Eesti

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

EMado

MSD A.®.B.E.E.

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

Espafia

Merck Sharp & Dohme de Espafia, 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.o0.0.
Tel: + 38516611 333
croatia_info@merck.com

Ireland

Merck Sharp & Dohme Ireland (Human Health) Limited
Tel: +353 (0)1 2998700

medinfo_ireland@merck.com

island
Vistor hf.
Simi: +354 535 7000

Italia

MSD lItalia S.r.l.

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

Kvmpog

Merck Sharp & Dohme Cyprus Limited
TnA.: 80000 673 (+357 22866700)
cyprus_info@merck.com
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Nederland

Merck Sharp & Dohme B.V.
Tel: 0800 9999000

(+31 (0)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

Romaéania

Merck Sharp & Dohme Romania S.R.L.
Tel: + 4021 529 29 00
msdromania@merck.com

Slovenija

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

Tel: + 386 1 5204201
msd_slovenia@merck.com

Slovenska republika

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

Suomi/Finland

MSD Finland Oy

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

Sverige

Merck Sharp & Dohme (Sweden) AB
Tel: +46 (0)77 5700488
medicinskinfo@merck.com
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Latvija United Kingdom (Northern Ireland)
SIA Merck Sharp & Dohme Latvija Merck Sharp & Dohme Ireland (Human
Tel: +371 67364 224 Health) Limited

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

medinfoNl@msd.com

To mapév @vrro 0dNYLOV YpfioNs avabemp1Onke Yo TeELevTaia @opd Tov 10/2022.

Aemntopepeic TAnpoopieg yio To eappako avtd eivar dtabéoipeg otov dikTvakd TOTo ToL Evpomaiko
Opyaviopod Gopudkev: http://www.ema.europa.eu.

O Tinpoopisg Tov akorovdovv arevdivovTar pévo o€ YIaTpoig 1 erayyelpaties vyeiag:
Odnyieg mog va avacvotadei kot va apatmbei 1o INVANZ:
Mo pio povov ypnon.

LHopaokevn yro evéopléfia yopinynon:
To INVANZ 00 ntpéner mp®dTo. va avacvoTadel Kou KaToHTy vo. aporOsei Tpv amd Ty yopiynon.

Eviilkec kar égnPot (nAkioc 13 og 17 etdv)

Avacbotaon

Na avacvotafei to mepieydpevo 1 g Tov proddiov INVANZ pe 10 ml evéoipov 0datog 1 StaAdpotog
yroprovyov vatpiov 9 mg/ml (0,9 %), £to1 dote va TpokdyeL Eva avacvotadéy dtdAvpo tepimov

100 mg/ml. Avaxivfoate Kald dote vo Slodvbe.

Apaioon

I tov odxko tov 50 Ml tov dreddt: T pic 86om 1 g, HETOQEPETE OUECHOC TO TEPIEYOUEVO TOV
avoovoTadivtog Sl poTog oto odkko tv 50 ml dtadduatog yrompiovyov vatpiov 9 mg/mi (0,9 %),
n:

[a 1o e1oidio tov 50 ml tov dodvty: T pio 66om 1 g, aparpéote 10 ml amd 1o eraridio twv 50 ml
SroAdpatog yhmprovyov vatpiov 9 mg/ml (0,9 %) kot amoppiyte ta. MeTaQipete auES®S TO
TEPLEYOUEVO TOV avacvoTadivtog eraidiov tov 1 g INVANZ oto graridio tov 50 ml dtaivpotog
yAwprovyov vatpiov 9 mg/ml (0,9 %).

"Eyyvon

OLokAnpmote v dwadkacio Eyyvone péoa o€ 30 Aemtd.

HNodrd (nAkiog 3 unvav €og 12 eT@v)

Avacbotaon

No avacvotadel to mepieyopevo 1 g tov eraidiov INVANZ pe 10 ml evécipov 0datog 1 S10A0UATOC
yroprovyov vatpiov 9 mg/ml (0,9 %), £étol dote va Tpokdyel éva avacvotadéy dtdAvpo tepimov

100 mg/ml. Avakivicate Kohd doTe vo Stodvbe.

Apaionon

T'o tov 6dxko Tov doAvTn: Metapépate To Tepieydevo mov avtiotolyel o€ 15 mg/kg tov Bapovg tov
ocopotoc (va uny vaepPaivel to 1 g/muepncing) o€ €vo GAKKO SIHADIOTOC YAmPLOVYOV VATPion

9 mg/ml (0,9 %) o 1ehikn cvykévipwon tov 20 mg/ml 7 Ayotepo, 1y

T 0 @loridio tov deAdt: Metagpépate to TEplEXOpEVO oL avtiotoryel o 15 mg/kg tov Bapovg
TOoV om@patog (vo unv vaepPaivel o 1 g/muepnoimg) o€ évo 6AKKO SIHAVIOTOC YAMPLOVYOV VATPIoL

9 mg/ml (0,9 %) oe 1ehikn ovykévipwon tov 20 mg/ml 1 Aydtepo.



http://www.ema.europa.eu/
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"Eyyvon
OLokAnpmote v dadikacio Eyyvons péoa o€ 30 Aemtd.

To avacvotadéy diddvpa, Bo tpénel va apaimbei pe dtdAvpa yhopovyov vatpiov 9 mg/ml (0,9 %)
OPECHG UETA TNV TTapackeL) Tov. Ta apaiwbévra dtaAdpata Bo Tpémel va xpnoomolohvTol OUEGMGS.
Edv 6ev ypnopomomBoiv apésms, evfhvetatl o ypnotg yuo Tov ypdvo S1aThpnong g I (pNon Tov.
Ta apoiwbévra dtaddpata (mepimov 20 mg/ml ertapenem) givor 6tabepd amd GLGIKNG KO YNUIKNG
TAeVPAG, Yo 6 dpeg ag Beppokpacio mepifdrrovtog (25°C) 1 yia 24 mpeg o€ 2 wg 8°C (oT0 Yoyeio).
Ta dwohdpata Ba mpénet va ypnolponomboiv péca oe 4 dPEG LETA TNV ATOUAKPVVOT] TOVG OO TO
yoyeio.

Mnv KoToyvyeTe 10 avocvoTafévto SIOADLOTA.

Ta avacvotafévta dtohvpata Oo TPETEL Vo EAEYXOVTOL OTTIKG, Y10 COUOTION KOl ATOYPOUOTIGUO TPV
amo TV xopnynon, 6tav to enttpénel o mepiektng. Ta daAvpata tov INVANZ nokidlovv wg mpog o
YPOL amd dp®UO EOG VTOKITPIVA. AIUKVUAVGELS TOL YPOUATOG EVIOS OLTOV TOV EVPOVGS OEV
ennpealovv v SpacTIKOTNTO.

Kdabe mpoiov mov dev €xet ypnoomoindei 1| voreipo Tpénel va anoppredel COUPMOVA e TIC KOTE
TOMOVG 10YHOVGEG STAEELS,
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