B. DYAAO OAHI'TQN XPHXHX



OYAAO OAHI'IQN XPHXHX I'TA:
NICILAN 400 mg/100 mg diokia Yo 6KOAOVG

1. ONOMA KAITAIEYOYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAX KAI TOY
KATOXOY THX AAEIAY MIAPATI'QIHX I1IOY EINAI YIHEYOYNOX TI'TA THN
AIIOAEXMEYZXH ITAPTIAQN, EAN EINAI ATA®OPETIKOX

Kdartoyoc g dde10g KuKAOQOPiag Kot Topoy®yog:
Laboratorios Calier, S.A.

Barceloneés, 26 — Pla del Ramassa

08520 Les Franqueses del Vallés

Barcelona, IXITANIA

TnA.: +34 93 849 51 33

e-mail: laboratorios@calier.es

2. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

NICILAN 400 mg/100 mg diokia yio YOTEC Kot GKOAOLG
Amoxyecillin/clavulanic acid

3. YXYNGOEXH XE APAXTIKO XYXTATIKO KAI AAAEX OYXIEX

Kabe dioxio mepiéyet:
ApaoTikd cuoTATIKE:

Amoxicillin (o¢ trihydrate) ........c.cccceeveeveeneenrenenenne, 400 mg
Clavulanic acid (wg potassium clavulanate)............... 100 mg
"Exdoyoa:

Erythrosine (E-127).....ccccvvieviiiieiieeieeeeeeeee 7,5mg

Opodpopea podOYPMUO, ETIUNKEG d1OPODUEVO dIOKIO.

4. ENAEIZEIX

To mpoidv evdeikvutal e GKOLAOVG Kol YaTeG Yoo TN Ogpomeion TV Paktmplok®v AOWmEE®Y TOV
TPOKOAOVVTAL OTO OTEAEYT OV TOPAYOLV PNTO-AUKTANACT, avOEKTIKA otV OpOELKIAAIYY Kot
gvaicnta oy apoEukidAiv/Kiafoviovikd o&b:

o Aoluméelg Tov avamvevsTikoy cvotipatog (Streptococcus spp., Staphylococcus spp., Pasteurella
spp.)

o Aowuméeig Tov ovpoyevvnTikod cvotiuatog (Streptococcus spp., Staphylococcus spp., Escherichia
coli, Fusobacterium spp.)

o Aoumnéeig tov mentikod cvotiuatog (Escherichia coli kot Proteus spp.)

o Aouméelg Tov déppatog kat tov palakdv oty (Staphylococcus spp., Streptococcus spp.)

5. ANTENAEIZEIX

Na un xpnoonolgitol og mepinT®on LIEPELAIGHNGIUG OTIC TEVIKIAIVEG, 6 AAAES PNTO-AUKTANEC 1 OE
KATO10 oo o EKS0YO.

Na pn ypnowonoteitan o€ KovvELLD, WWOIKE yo1pidia, KPKNTovS, YEPPIAOVS Kot EPLOUVES (TOIVIGIAR).
Na un ypnowonoteiton og {da pe cofapn SLGAELTOVPYIL TOV VEPPOV TOV GLVOOEVETAL OO avovpia
KoM oAtryovpia.

Na un ypnoionoteital 67ov 1 avlekTIKOTNTA G€ aVTO TO GLVOLACKUO Eival dyvmoT.



6. ANEINIIOYMHTEX ENEPT'EIEX

Y& oA GIAViEG TEPMTMOGELG EXEL TOpaTPNOEL:

- ATOpayEG TOL TTEMTIKOD GLGTIHLLATOG, OTTMOC O1dppoLa, EUETO KOt KOAITION.

- Alepykég avtidpdoels, tov omoimv 1M coPapodtnta pmopel vo molkidel amd kvidmon €mg Kot
avapuAagio. Edv emovpPoiv addepykég avidpdoels, Oa mpémel va dwakontetar 1 Bepomeio Kot va
YOPNYEITOL GUUTTOUATIKN OY@YN.

- AloTOAOYIKEG SLOTOPOYEG

- Agutepoyeveig AOUMEEIC 0O UN-E0TKOVG LKPOOPYUVIGOVS, UETH 0Td TOPATETOUEVT YPNOT.

H ocvyvomta tov avemBountov evepysidv kabopiletar g akolobbmg:

- oA cuyvn (meprocdtepo omd 1 ota 10 {do Tapovctdlovy avemBOUNTEG EVEPYEIEG KOTA TN

Suapketa g Bepameiog)

- ouyvn (Tteplocodtepo amd 1 aldd Aryotepo amd 10 {da ota 100 (ma)

- un ovvnOeuévn (rtepiocotepo and 1 adAdd Atydtepo amd 10 {da ota 1000 {da)

- omdvia (meplocotepo amd 1 aidd Arydtepo amd 10 {da ota 10.000 {da)

- moAv omévia (Ayotepo amd 1 oto 10.000 {da, cvpmepthapPovouéveoy Kol TOV HELOVOUEVOV
avVapopaV).

H Oepancio umopei va drokonel, eEaptmdpevn and ™ cofapotnTo TV OVETIBOUNTOV EVEPYEIDV KOl TNV
EKTIUNGN 0QELOLC/KIVODVOV aItd TOV KTIVIOTPO.

Edv mapatnpnoete omoladnmote cofapn 1 GAAN avemiBounTn eVEPYELN TOL OEV OVAPEPETUL GTO TOPOV
@OALO OOMYIDV YPNONG, TOPUKAAEIGOE VO EVIUEPDGETE GYETIKDC TOV KTNVIATPO GOGC.
7. EIAH ZQON

YOOl

8. AOXOAOI'IA I'TA KAOE EIAOZ, TPOIIOX KAI OAOX XOPHI'HXHX

Amo Tov 6TONOTOC XPNOT.

H 6060m givar 10 mg apoéukiddhivng + 2,5 mg khafoviavikod 0&éog / kg copotikod Bapovg dvo popEg
nuepnoiong. O mapokdto Tivakag, Tpoopiletal wg odNyog yio T YOPNYNOT TOV TPOIOVTIOG, GE AVTN TN
otabepn docoroyia:

Yopotiko papog (kg) AprOudg or1okimv 6vo Popég nuepncing
20 2
40 1

[Iepiocdtepo amd 40 17~

Avdpkelo g Oepaneiog:
Ag cuvictdton va mapateivetal ) Ogpomneio TEpav amod Tig 5-7 NuUEPEC.
ZOUQOVO LE KTNVIATPIKA KPITAPLA, 1) 00GOA0YI0 Kot 1) sy vOTNTO TNG XOPNYNoNGS, Lmopel va avéndei.

9. OAHI'IEX I'TA TH XQXTH XOPHI'HXH

IMa v gloy1oTomoINGN TOV YAGTPEVIEPIKMV EXOPAGENDY, GUVIGTATOL VO XOPNYEITUL TO TPOTOV KATH TNV
Evapén Tov yevudTov.



IMo va daceariotel 1 cwot) docoloyia, Bo Tpémel va mpoodiopileTar To copatikd Bapog, ue 66o 1o
duvatd peyarvtepn akpifela, yio va amoeevydei  vrodocoroyia.

Ta diokia pwopovv va Tpoctedodv oty TPoe).
10. XPONOX ANAMONHX

Agv epoppdleton

11. EIAIKEX YYNOHKEX ATATHPHXHX

Na pvidooetar og BEom, Vv ool dev PAETOLY Kot dev Tpooeyyilovy Ta Tondid.

dvidooete oe Beppokpacio pkpotepn tov 30°C.

Na un ypnoonoteiton HETA T0 TEPAG TNG NUEpOoUNViag ANENG Tov avapépetal oto kouti uetd AHEH.
H nuepounvia AM&ewmg oopmintel pe v teAevtaio NUEPC TOL GLYKEKPIUEVOD UNVOL.

12. EIAIKEX ITPOEIAOIIOIHXEIX

Idwitepec mpoeurdéels Katd ) ypron oe Loa

e {oa e nratikn 1 veppikn ducAertovpyia, Oo TpEmel va EKTILATAL TPOGEKTIKA TO SOGOALOYIKO GYALLO
KoL 1 (PN o1 ToL TPoidvTog Bo Tpémel va facileTol 0Ty eKTiUN o 0PEAOVG/KIVOHVOL altd TOV KTVINTPO.
2UVIGTATOL TPOGOYT| OT XPNOT GE UIKPA pUTOQAYN {ha, S10POPETIKA AO CVTE TOV AVAPEPOVTOL TNV
ITapdypago 4.3.

Omote elvar duvatd, 10 avikpoPlokd Ba mpémer poévo vo ypnoylomoleitor pe Paorn T doKpég
gvoodnoiag.

Na un ypnoylonoleiton o€ TepmTOcELg foktnpiov evaictnTm®V 68 6TEVOD PACUATOG TEVIKIAVEG 1| OTIV
apOEVKIAATVT] ®G LOVASTKO OPOCTIKO GUGTATIKO.

®a mpénet va Aoppdvovtal vroyn ot emionpeg eBVIKES Kol KATd TEPLOYESG AVTIUKPOPLOKES TOATIKEC,
OTOV YPNGLLOTOLEITOL TO TPOTOV.

H ypnion tov mpoidvtog pe amodkiion anod tig 0dnyieg mov mapéyoviar otny XTI, propei va avénoet
GLYVOTNTO EULPAVIONC TV 0VOEKTIK®V Paktnpinv otnv apouKiAdivi/Kiapfoviovikd o0&y kot propei va
UEUDGEL TNV OTOTEAEGLOTIKOTNTO TNG Oepomeiog pe Pta-Aaxtapkd avtiPlotikd, eéottiog tng mhavig
SOOTOVPOVUEVNC OVOEKTIKOTNTOC.

®a mpémel va Aapfavetal vToyn 1 TOOVOTNTA SUGTAVPOVUEVOV OAAEPYIKAOV AVIIOPACEDV UE AAAEC
TEVIKIMVEG Kol KEQOAOGTOPIVEC.

Idwitepeg TpoLAGEELS OV TTpémet va Aaufdvovtor ard to dTopo mov yopnyel T0 PAPUAKEVTIKO TPOTOV
oe Loa
Ol meviKiAlveg KOl Ol KEPAAOOTOPIVEG UTOPOVV Vo TPOKOAEGOLV OVTIOPACES VIEpevalcOnaciog
(aAdepyio) petd omd €veomn, €GTVON, KOTOTOoN 1 €mapn HE To Oépua. H vmepevaicOncia otig
TEVIKIMVEG UTTOPETL VOL 00N YNGEL GE SLUCTUVPOVUEVEG AVTIOPAGELS OTIC KEPAAOGTOPIVES KOl OVTIGTPOPAL.
Ot aALepYIKEG OVTIOPAGCELS GE GVTEG TIG OVGIES, UTOPOVV TEPIOTOCIAK( VoL Elval GoPapéc.
Atopa pe yvoot vepevatstncio oTig TEVIKIAMVES KoM 6TIC KEQUAOGTOPIvES O TPETEL VO ATTOPELYOLV
TNV EMOPN LE TO KTNVIOTPIKO QOPUAKEVTIKO TPOTOV.
Amoplyete TNV GpecT EmOQ HE TO KINVIOTPIKO (QOPUOKELTIKO TPOIOV, AapUPAvOvTag €101KEC
TPOQLAGEELS:

- IT\verte ta xépla pLetd amd To XEPIoUO TOV KTNVIATPIKOV POPLOKEVTIKOV TPOIOVTOC

- No pnv xomviete, Tpdte N wivere KATd Tr OSGPKELDL TOL YEPICUOD TOV KINVIOTPIKOD

POPLOKEVTIKOD TPOTOVTOC

Edv gpoaviotovv copntopata, 6nwg deppotikd eEavinpa petd and toyaio Ekbeon, va avalntioete
10TPIKN GVUPOVAT Kot va eMOEiEeTe GTOV 10TPO TO ECOKAEIGTO GVALO 0dNYIDOV YPNONG 1 TNV ETIKETA.
To oldnpa TOL TPOSHOTOL, TOV YEIMGY 1] TOV 0POUALMY 1 1] SVCYEPELN BTNV AVOTVOT], EIVOL TEPICTOTEPO
cofupl CUUTTMOMOTO, TO OTTOL0 ATALTOVV ETEIYOVLGO LUTPIKT PPOVTISA.



Xpnon Kotd TNV KNG Kol T YOAOLYio

H aocedieta Tov kTviatpikod QopRoKeVTIKOD TPOiOVTOC OV €yl amodelybel katd T didpkela <tng
KONONG 1 TNG YOAOVYIOG.

Xpnoonoteiote HOVO COLP®VA UE TNV 0E0AGYNOT 0PEAOLC/KIVOUVOL 0td ToV VITevhuvo KTNViaTPo.
e pehéteg oe (oa epyaotnpiov, dev dlomioT@dnKay evoeiEelc TepaTOyEVETIKNG OPAoTG.

AlMniemdpdoelc e GAAa QAPUAKEVTIKA TPOiOVTA Kot ALESG HOPPES aAANAETIOpAIOTC

H yAopopeevikodn, o poKpoAidia, ot GOVAPOVOUIOES KOl 01 TETPAKVKAIVES, LTOPOVV VO AVOGTEIAOLY
TNV avTIBOKTNPLOKY 0paoT TOV TEVIKIAWVGY, e€attiag g Toydtatng Evapéng g PaKTnPlOGTUTIKNG
dpdiomng.

O1 TevVIKIAIVEG UTOPOVY VA, AVENCOVY TNV OTOTEAECUATIKOTITO TOV ALVOYAVKOGIOMV.

Ynepdocoroyia (GUURTAOUOTA, LETPO OVILLETAOMIONG, OVTIOOTA)

e mepint@on vaepd0ocorOYing, WTOPOoDV VO ELQOVIGTOVV YOOTPEVIEPIKA cvumtdpate (didppoia,
EUETOC) KOUN OAAEpYIKEG avTIopdoels. Oo mpémel va yivetal copntopatiky Oepameia, dtav eivot
oamopaitnro.

13. EIAIKEX ITPO®YAAEEIX AIIOPPIYHX ENOX MH XPHXIMOIIOIHOENTOX
KTHNIATPIKOY ®APMAKEYTIKOY IIPOIONTOX 'H AAAQN YAIKQN [IOY
ITPOEPXONTAI AIIO TH XPHXH TOY ITPOIONTOZX, EAN YITAPXOYN

Kabe un ypnoomomB4v ktmviatpikd QoprakenTIKO TPOTOV 1} U YPTNOLLOTONOEVTO VTOAEIUIOTA TOV
TPETEL VO, OTOPPITTOVTOL COUPOVOL UE TIG LOYVOVGEC EOVIKEC OTOLTIGELC.

Ta pdppoka dev TPEMEL VA, ATOPPITTOVTIOL LECH TOV AVUAT®V 1 TOV OIKIOKOV OTOBANTOV.
SvpPovievbeite Tov KTNVIATPO GOG Yo TOV TPOTO ATOPPIYNS TOV XPNoILoToBéviay eapudkmv. To pétpa
OVTA OTOGKOTOVV GTNV TPOCTAGIN TOL TEPPAAAOVTOC.

14. HMEPOMHNIA THX TEAEYTAIAX EI'KPIXHYX TOY ®YAAOY OAHITQN
XPHXEQX

05/2023
15. AAAEX TAHPO®OPIEX

Blister am6 moAvapuducd arovpivio/PVC kot Aaxopiotd Oeppokoilodpeva @OAAS cdlovpviov TTov
mePEYOLV 6 diokiaL.

Yvokevaoieg:

Xaptivo kovti wov mepiéyet 12 diokia (2 blisters)

Xdaptvo kovuti Tov mepiéyetl 60 diokia (10 blisters)

Xdaptivo kovuti Tov mepiéyetl 120 dioxia (20 blisters)

Xaptvo kovti Tov mepiéyel 240 dioxio (40 blisters)

Mmropei va. unv KuKAOPOPOUV OLEG Ol GUOKEVAGIEC.



