MCZ1000-PIL-02

®YAro oonYrOV ypions: [Iinpogopics yia Tov ypiotn

Mecolzup 1000 mg vr60cTa
uesoralivn

AWPacTe TPOGEKTIKGE OALOKANPO TO QUALO 0ONYIOV YPNONS TPV OPYICETE Vv
TaiPveETE 0VTO TO PAPUAKO, OLOTL TEPLAAPPAVEL CNUAVTIKES TANPOPOPIES Y10 EGAS.

- GVAGETE 0VTO TO PUALO 0O YLV YpNone. Towg ypetaotel va to dafacete Eavda.

- Edv éyete meportépo amopieg, poOTE TOV 10TPO, TO PAPUOKOTOLO 1 TO VOGOKOUO
GO,

- H ovvtayn yv avtd 10 @dppoko yopnynbnke omokAeloTikd yio €64¢. Agv Tpémel va
OMOETE TO PAPLOKO o€ GAAAOVS. MTopel va Tovg mpokarésel PAGPN, axoua Kol OTaV To
CLUTTOUATO TNG 0oBEVELNG TOVG givat 1010 [E TO SIKA GOC.

- Eqv mapoatmpnoete kdmowo avemBountn evépyeln, EVINUEPMOTE TOV 10IPO GO, TO
QOPUOKOTO0, | TO VOCOKOUO oaG. Avto 1oyvel kot Yy kdbe mboavhy ovemBounn
EVEPYELN TTOV OEV OVAPEPETAL GTO TTAPOV PUALO 0dNY1dV Yprione. BAéme mapdypapo 4.

T epréyer To mapov VA0 00N YIOV:

1. T eivon To Mecolzup kot oo givot 1 ypromn tov

2. Tumpémel va yvopilete Tpv ypnoipomomoste to Mecolzup
3. Il va ypnoomomoete to Mecolzup

4. ITBavég avemBOunTeg evépyeteg

5. Tlog va puidooete To Mecolzup

6. [lepreydpeva g cvokevociog Kot Aomég mAnpopopieg

1. Tieivan To Mecolzup ko mowa givan 1 yp1on Tov

To Mecolzup mepiéyer ™ OJpootik) ovcia pecorolivn, £€vav  avTIEAEYHOVOIN
mopdyovta mov ypnoonoteitan yio tn Oepamneia g EAkddovg KoAitidoc.

To Mecolzup evdeikvotar yio:
- [eprpepucn EAxmon KoAitda, pio eAeypovddng vocog Tov TEAELTAion TUNIOTOS TOV
Tay£0G EVIEPOL dNA., ToL 0pBoY (omicOia di0dog).

- Ogpamneio MOV 1 LETPLOV 0EEMV TOPOELVGEDV:

- Alatipnon g veeoNg
2. Tvmpéner va yvopilete Tpv ypnoiporomjcete To Mecolzup

Mnyv ypnopomromjoste To Mecolzup:

- og mepintwon ariepyiog ot pecsaralivn 1 oe omolodNToTE GAAO OO TO GLGTATIKA
aVTOV TOL PUPUAKOVL (AVOPEPOVTOL GTNV TOPAYPaPO 6).

- 0€ TEPIMTOON AAAEPYIOG OTO AKETVAOGAAIKLAIKO 0&0 1) 001001 TTOTE AALO GAAKVLAIKO.
- edv €yete cofapn vePpikn duGAELToVPYia 1)/Kot NTATIKN SuoAEITOLPYi.

Iposgidomonoeis Kot TPoPLAGEELS
Amevbuvbeite oTov Y1aTpO 1 TOV PAPUOKOTOLO GOC TPV Ypnoiporotoste To Mecolzup:
- €Qv VToQEPETE OO TPOPANLLOLTA LLE TO NTTAP 1) TOVS VEQPOVS GOGC.
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- &0V €YeTe 10TOPIKO TPOPANUATOV e TOVE TVEDUOVEG GaG, WlaiTEPO €6V TACYETE
amo Ppoyykd dodua.

- glv €yete 10TOPIKO  OoAlepylag oty covipacoralivn  (edppoko  TOv
y¥pNOoToLEiTOL Yiow T Oegpameion pELHOTIKOV 1 QAEYLOVOOOV TafNoE®VY), Lo
ovcio mov oyetileton pe 1t pecoralivn. Xe mepintworn mov aicOavOeite
OTOLOONTTOTE CLUUTTAOUATO, OTWOG KOIMOKES KPAUTEG, KOUMAKO GAYOC, TLPETO,
Kepoahadyio 1 depuatikd e€avOnua 11 Kvnopd kotd ™ ddpkela g Oepameiag,
unv AdPete dAlo voBeTO KO LUANGTE APESMG LE TOV 1TPO GOG.

- &hv &xete €AKOC 6TO GTOUAYL 1] OTO £VTEPO GOG

- eav &xete gpeavioet moté cofapd deppoTikd eEAvON A 1 EEPAOVIICLLA TOV
OEPUATOC, PAVKTOVES TY/Kal TANYEG 0TO GTOMO LETA TN Xp1on pecaraliving

- &av elyate 010 mapeABOV QAeypovn g kapdldg (n omoia Bo pmopovoe va givan
oLVETELD AOTHMENG GTNV KOPOLHL)

- eav &xete apoppayikn otdbeon (awénuévn Tpodiabeon yia apoppoyio)

- &lv gppavicete 1oxVPO M ETAVOAUUPOVOUEVO TOVOKEPOAOD, OloTOpOy NG
opaong, M KovdovViopa 1 Pountd OTO OVTIY, EMIKOWVMOVIGTE OUECMG LE TOV
YTpo GoC.

Me m ypnon pecaralivng upmopel va avomtvyBovv AiBot otovg veppovg. Ta
GLUTTOWATO UTOPEL VoL TEPTAAUPAVOLY TTOVO 6T TAGYL TNG KOWALOG Kot Oiplot 6T 0VPaL.
®povticte va mivete emapkn mMOGOTNTA LYPOV Katd TN Odpkeln g Oepameiog pe

pecaralivn.

Katd ) dudpketa g Oepaneiog o yiatpdg cag punopel va cog emPrénet cuyvotepa Kot
va cag {ntnoet TakTikég e€eTdoelc aipaTog Kot oOpwv.

YoPapéc dEPUATIKEG OVTIOPAGELS, GUUTEPIAAUPOVOUEVNG OVTIOPOONG GTO. PAPUAKO LE
nocwoplic. kot cvotuatikd cvumtopate (DRESS), obvdpouo Stevens-Johnson
(SJS), xar to&kn emdepuikn vekpoivon (TEN), éxovv avagepbei oe oyéon pe
Bepaneio pe pecoralivn. Awaxoyte tn ypnon upecoroalivng kot avalntnote apécmg
Tpikn Pondela qv TOPATNPCGETE OTOLOONTOTE AN TO. CLUMTAOUATA TOV GYETICOVTOL
He avTéC TIC GoPapég dEPUATIKES OVTIOPAGELS OL OTTOIES TEPLYPAPOVTOL GTNV TAPAYPOPO
4.

H pecoralivn pmopet va mwpokadécsel epuOpo-Kapé amoypoUOTIGHO TV 0VP®V UETA
Ao EMAPTN UE AEVKOVTIKO DITOYAW®PLOOOVS vaTpiov 6To vePO TG Tovarétas. [Ipdkettan
Yoo poe ynukn avtidpaon peta&y g pecoAaliving Kot Tov AEVKOVTIKOD Kol ivon
axivouvn.

Alro @appoxa kor Mecolzup
Evnuepoote tov y1otpod 1 TOV QOpUOKOTO0 GOG AV YPNOLUOTOIEITE, £XETE TPOGPATA
AP CLOTOMGEL, 1} UTOPEL VAL YPTCLULOTOMGETE AALL PAPLLOKOL.

[pw amod v Evapén g Oepanciog e Mecolzup, Oa Tpémel va evnuepdoeTe TOV Y10TPO
coc €6v AapuPdvete omolodnmote amd Ta akOAovBa edapuaka (KOS 0 YTpoOg Gag
umopet va, xpelaotel vo TpocaplocEL T dO0T GOG):

- Ovoieg ot omoieg avaostéArlovy TV TEN aipatog (eappaka yio ™ Bpdupwon i yio v
apaimon Tov aipatog), yoo mapadetypo Papeapivn, kabmg 1 pecaralivn pmopel va
LELOOEL TIG EMOPAGELS TNG.
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- Oappoka yoo ) Ogpameio dOTOPAYOV TOV OVOGOTOMTIKOV, Onw¢ alabsiompivn, 6-
pepkomtonovpivy M Begloyovavivny, kabdg n pecoralivn umopel vo ovénoel TIg
EMOPACELS TOVG,.

- Oapuako Om®G U oTEPOEDN| OVTIPAEYHOVOIT papuraka (MEAD) kot alobeiompivn,
KkaBmg pmopel va etvar ToiKa Yo Tovg VEQPOLS GOG.

Kinon, Onlaopog kar yovipotnto
Edv eiote €yxvog 1 OnAdlete, vopilete 0tL pmopel va elote éykvog N oxedidlete va
anoktoete modi, (ntnote 11 GVUPOLAN TOL YTPOD 1| TOL PEAPLOKOTOLOD GOG TPV
YPNOLOTOMGETE OVLTO TO PAPLLAKO.

[pénel va ypnoponoteiton Mecolzup katd ™ didpkela g kKdnong 1 Tov Hviacuov,
HOVO €4V GG TO GLOGTNGEL O YLUTPOG GOG.

Oodnynon ko ePGPOg pyavnpdTov
Agv vtdpyovv eMSPACELS GTNV IKOVOTNTO 001 YNONS 1} XPNONG LNYOVIULATOV.

3. Iag va ypnowpomomjcete To Mecolzup

[Tévtote Vo YpNGLOTOIEITE TO PAPLOKO OVTO VGTNPA COUPOVO LE TIG 0ONYIES TOV YLTPOV
cag. Eav éxete apeiPolrieg, potote ToV Y10TpO 1) TOV QOPUOKOTOLO GOG.

Tporog yopiynong:
Av10 10 Phppoko pmopel vo ypnoponombel povo opBukd, emopévmg mpémel va gicaydet
a6 tov tpwktd. MHN Aappdavete omd 10 oTOUO.

2uviotdtol vo TYoivere OTNV TOVLOAETO KOU VO KEVAOVETE TO £viepd o©OG TPV
AP CLOTOMGETE TO VILOBETO.

2uviotdrol va 16dyete T0 LIOBETO eV £loTE EAMAMUEVOL GTNV APIGTEPT] TAEVLPA KOL VL
Tapopévete o€ avt T B€om Yo tepinov 1 dpa.

Ta vrdBeta Ba mpémet va etodyovtan fabid oTov TPOKTO Ko va Tapoapévouy 6to 0phd
v 1-3 ®peg dote va avéndel n anoteAecHATIKOTNTO.

O 1tpdc cog pmopel va TPocapUoOGEL T SO0, VALY LLE TO XOPAKTNPIGTIKA GOG KOl
T YOPOKTNPIOTIKE TG VOGOL Goc. H cuvietdpevn d0om oe evijdikeg givat:

- Ogpaneio g ofeiag @dongc: éva vodeto dmal nuepnoing (1000 mg)-

- Awtipnon g Veeong: évo vrobeto ama muepnoiog (1000 mg). Mmopei va
e€etootel T0 EVOEYOUEVO YOUNAOTEPNG OMOTEAECUATIKNG dO0NG (OTNV TEPImTOON oV
Oa mpémel va ypnoponotovvrol vobeta tov 500 mg).

Xpion o€ mordd ko eprjpovg
Y7rapyovv mEPLOPICUEVEG TANPOPOPIES GYETIKA e TN ¥pion tov Mecolzup o moudid
veodtepa TV 18 etmv. Na pun yopnyeitan g modid nMkiog 5 €Tdv 1 pukpoTePQ.
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Eav ypnowporomjcete peyarvtepn 6066n Mecolzup amé tnv kavovikn)

Edav ypnowonomoete peyakvtepn d6on Mecolzup and 6o Oa énpene, emKovmvnoTE
HE TOV YTpd GOC, TO VOGOKOUEID, 1| TN HOVADQ EMELYOVIMV TMEPIOTATIKAOV, DOOTE VO,
AGPete yvoun oxetikd pe tov Kivouvo kot GUUPOVAEG GYETIKG [E TN OpAoT OV TPEMEL
va avaidPete. AdPete pali cog T cvokevacio pe ta VTOOETA.

Eav Egydoete va ypnoportomjeete To Mecolzup

Mnv tapete Suthn 00T Yol VO, OVOTANPOCETE T 006N oL EeYAoATE.

Eivar onuavtiké vo Aappdavete ta vrdOeta Mecolzup kabe nuépa, axdun kot dtav dev
€XETE CUUTTOUOTO EAKMOOVG KOAITIONG. Zuveyiote T Bepameio GOUE®VA e TIG 0ONYiES
TOVL Y10.TPOV GOG.

Eav etapotioete vo ypnoponoteite o Mecolzup

Mnyv dakdyete ) Bepameio xwpig va MANGETE TPAOTA UE TO YLOTPO GOC.

Edv &yete mepiocoTEPEg EPOTNOES GYETIKA LE TN XPTION OVTOV TOV PAPUAKOV, POTNGTE TO
YTpo, TO QOPLAKOTOLO 1] TO VOGNAELTT GOG.

4, IIOBavég avemBOUNTES EVEPYELES

Onmg 0ha ta eappaka, £T61 Kol 0VTO TO EAPUAKO UTOPEl Vo TPOKOAEGEL OvETIOOUNTES
EVEPYELEC, OV KO OEV TOPOVGLALoVTaL GE OAOVE TOVS AVOPAOTOVG.

Olo To pdppoko pmopel vor TPOKOAEGOVY OAAEPYIKES AVTIOPAGELS, oV Kol Ol GOPapEg
aAdepywcés avtdpdoelg etvor mold omdvies. Eqv epoavicete omotodnmote and avtd to
GUUTTMOUATO HETO TN XPNON CVTOV TOL QOPUAKOV, GTAUOTGTE T XPNON CLTOV TOV
VROOETOV KOl EMKOWVOVIOTE AUECHS LLE TOV Y1OTPO GO,

- OAAEPYIKO deppaTikd eEavOnua,
- TUPETO,
- SuoKoAlDL GTNV AVOTVOT).

Edv mapovciboete mupetd 1 gpebopd tov Aopod 1 Tov GTOUOTOC, GTOUATIOTE TN
YPNON OLTOV TOV VTOOETOV KOl EMKOWVOVNOTE OUEC®G UE TOV Yotpd cog. Ta
CLUTTOUATO OVTO pmopel vor opeiloviar mOAD omdvio oe peimon Tov apduod Tev
AevKadV  oapoceapiov  oto  aipo (Lo kotdotaon M omoio  ovoudletal
OKOKKLOKLTOPOLLIOL).

YoBapég avemBOuNTeG EVEPYELEG:

Ed&v mapatnpnoete 0motodnmoTe amd To ToPoKAT® GUUTTMOUOTO, CTOLOTNOTE T ¥PoN

pecaralivng kot avalntote apéomg wotpikn fondea:

- KOKKWVOTEG U1 EXNPUEVES, GTOYOEOELG 1) KUKMKEG KNAIOEG GTOV KOPUO, GUYVEL e
QAVKTOVEG GTO KEVTPO, EEPAOVIIGLLO TOV OEPLATOG, EAKT] GTOUATOC, Adpuyyd, HOTNG,
YEVVITIKOV 0pYaveV Kot 0QOaANOV, eKTETAUEVO eEAVON O, TVUPETO, Kot
OOYKOUEVOLG Aeppadéves. TIpy amd v eKONA®GT QVTAOV TOV coRapiv
depuratik®mv eEavOnudtov propel va tponyndel Tupetdy Kot Ypurdon COUTTOUATO.

- ghv gppoavicete 1oyLPO N ETAVUAAUPOVOLEVO TOVOKEPAAOD, dlATOPAYT THG OPACTS, 1|
Kovdovviopa 1 fountd ota avTid. Avtd Oa propodoav va eivol GLUTTOUOTA
avénuévng mieong pésa 6to kpavio cog (1010madng evookpdvia veéptaom).
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‘Exovv emiong avoaeepbel ot akdilovbeg avemBounteg evépyeleg and acbeveic mov
YPNOOTOLOVV pecaralivn:

Yoyvéc avemBOunteg evépyereg (umopel va exnpedcovy 1 ota 10 dropa):
- Kepaharyia

Yravieg avemOounteg evépyeieg (umopel va ennpeacovy 1 ota 1.000 dropa):

- KOIMOKO AAYOG, O1ppota, LETEMPIOUOGS, VOUTIO Kot EUETOC

- Loy

- Bopaxikd ahyog, SOuokoAia oTNV avomvon 1 TPNoUEva. akpa eEatTiag EMdpaoNS oTNV
Kopod:

- auENUEVN evacOncia Tov SEPUATOC GOG GTOV NALO KO TNV LITEPLOON OKTIVOPOAIN
(powtogvoucOnoia).

[MoAd omdavieg avemBOunteg evépyereg: (pmopel vo eanpedoovv 1 ota 10.000
aropa):

- TPOPANUOTO LE TN VEPPIKT AEITOLPYID, OPIGUEVES POPES LE TPNOUEVA TOdL 1) TOVO
6T TAEVPE-

- 6oPapd Kothakd ahyoc eEattiog o&eiag AEYLOVIG TOV TOyKPEATOG

- EMOEIVOOT TOV COUTTOUATOV TNG KOAITIONG

- TVPETOG, TOVOAULLOGC, | KaKovyia €€’ autiag petaformv otig e€etdoelc aiptatog

- OLOKOMO oTnV avamvon, PMyog, CLPLYHOS, ELPNUOTE OTNV  OKTVOYPAPio TOV
TVELLOVOV eEoTiog AALEPYIKAOV 1)/KOL GAEYLOVOODV TOONGEDYV GTOVG TVEVLOVEG:

- duappota kot GoPapd KoaKO Ahyog eEantiog AAAEPYIKNG OVTIOPAOTG TOL PAPUAKOL
67TO EMIMEDO TOV EVIEPOV:

- deppatikd e€avinua 1 Aeypovn

- TOVOG o€ PHEG Kat opOpdsELS:

- IKTEPOG 1 KOWMAKO GAyoc, e€ontiag dlotapoy®dV TOL NTATOS KoL TNG PONG TNG YOANC:

- oAonekio Kot avanTuEn PoAdKpag:

- TOAOLOPPO £pVOM O

- UOVOOCHO KOl HOPUNKIOGN TOV SOKTOA®MV YePLOV Kol 7odmV  (mepipepikn
vevponddein)-

- AVOOTPEYLUT HEl®MOT TG TOPAYWOYNG GTEPUATOG!

- O10TOPAYEG TV UATOAOYIKADV EEETAGEMV.

AvemOOunTeS evéPyELES PN YVOOTIS ovyvoTNTOS (1] ovyvotnTe O8v pmopel va
ekTiun0si pe paon ta Srwbiopa dedopéva):

- AMBot oToVg VEQPOLG Kot oyeTILOMEVO AAYOG TV veppdV (BA. emiong Tapdypago 2).

- 6oPapég deppratikég avemBOUNTES EVEPYELES: AVTIOPAOT) GTO PAPLOKO LE NOGIVOPIALa
Kot cvotnpotikd cvumtopata (DRESS), covépopo Stevens-Johnson (SJS) kot to&ikn
emdeppkn vekporivon (TEN)

-CUUTTOMOTO  aVENUEVNG Tieong péoa o100 kpavio cog (Wdwomadng evookpdvia
VIEPTAOT)).

Ava@opd TapevePYELOV

Edv mapatnpnoete xamola avemBOuntn evépyeln, EVNUEPMOTE TOV YWTPO 1 TOV
QopUAKOTO0 Gag. Avtd oyvel Kot Yoo KO mBoavny avemBOUNT evépyelo TOL OV
avaQEPETAL OTO TOPOV QUALO odNYldV ypnong. Mmopeite emiong va ovoeEpete
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avemBounteg evépyeleg amevbeioc péow tov EOvikov Opyavicpod @appdkmv
(Mecoyeiov 284, GR-15562 XoAapyog, Adnva, TnA.: +30 213-2040337, Iototomoc:
http://www.eof.gr, http://www Kkitrinikarta.gr). Méow G ovoaeopdsc avemBounTwv
EVEPYELDV Umopeite vo fonONcETE 0T GLALOYTN TEPLGGOTEPWOV TANPOPOPUDY GYETIKAL LLE
TNV AGQPAAELN TOV TOPOVTOG POPULAKOU.

Méow ™¢ avagopdg avembountov evepyeldv pmopeite vo Pondnoete ot cvAloyn
TEPLGCOTEPMV TANPOPOPLDV GYETIKA LE TNV AGPAAELL TOV TOPOHVTOS PAPLAKOL.

5. g va pvraocoete To Mecolzup
Noa unv puAdooetat o€ Beppokpacio aveo tov 30°C.

To @dppoko avtd TPEMEL Vo, PUAACGETOL GE UEPT TOL OeV TO PAEMOVV Kol OEV TO
@OAvouv TaL TOd1dL.

Noa punv xpnoonoleite avtd To EAPUAKO HETA TNV Muepounvior ANENG mov avapépetal
o1t ovokevacio petd t AHEH. H nuepounvio Anéng sivor n tedevtaio nuépa tov
UvaL TOL avoPEPETAL EKEL.

Mnyv ypnoipomnoteite avtd T0 PAPLOKO £GV TOPATNPNGETE onueio aArloiwonc.

Mnv metdte dppoka 6To veEPO TG AmoyETELONG 1| 6T OKloKA aroppippata. Potote
TOV POPLOKOTOL0 GOG Y10 TO TAC VO TETAEETE TOL PAPLOAKO TOV OEV YPNCLLOTOLEITE TN
Avtd ta pétpa Ba fondncovv oty tpoctacio Tov TePPAALOVTOG

6. Ilepreydpeva TS 6VOKEVAGINS KUl LOWTTES TANPOPOPiEg

T mepréyer o Mecolzup

- H dpactikn ovsia eivan | pecsaralivn. Kabe vrodeto mepiéyer 1000 mg pecaralivng.

- Ta dAho cvotatikd givat: XxAnpo Aimoc.

Ep@avien Tov Mecolzup kou wgpieyopeve. TS 6VOKELO.GI0G

YnoOeta oe oyfua TopmiAng pHe YKPL-AEVKO £€mG €AOPPDOG UDOEG-KOKKIVO YPDOUA, GE
tawviec PVC/PE.

To napov edppoko dratiBetar o cvokevacieg Tov 14, 30 1 60 vdOeTwV.
Mmnopet vo unv KukAoQopovV OAES 01 GUCKEVAGIES.

Karoyog Adsrog Kukrhoopiag kot Ilapaockevaotig

INNOVIS PHARMA A.E.B.E.

Aewe. Mapabovog 144

15351 IToaAAnvn, Attikn
TnA.: +30 216 200 5600
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E-mail; info@innovispharma.qr

IMopaokevooTng

Faes Farma Portugal, S.A.
Rua Elias Garcia 28
Amadora, Lisbon
2700-327

[Toptoyohria

To mwapov VAL 0dNYIOV yp1iong avadewpnOnke Yo TeAevTaio @opd Tov lavovapro
2025.
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