MEPIAHYH TOQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

NICILAN 200 mg/50 mg diokio yioo GKOAOLG

2. IHOIOTIKH KAI ITOXOTIKH XYNOEXH

Kabe dioxio mepiéyet:
ApaoTikd cuoTATIKE:

Amoxicillin (og trihydrate) .........ccceeeveerieeecrieereenee, 200 mg
Clavulanic acid (¢ potassium clavulanate)................. 50 mg
"Exdoya:

Erythrosine (E-127).....ccccvvivviiiiiieieeeeeeeeeeees 3,75mg

BA. mApn katdhoyo ekdoywV 610 KePdAuto 6.1.

3. OAPMAKOTEXNIKH MOP®H

Atokio.
Opotdpopeo. poddyYpmLO, ETIUNKES dlopoVUEVO d1oKi0.

4. KAINIKA XTOIXEIA
4.1 Eiom {owv

YKOA0L

4.2 OgpamevTikég evocierg mposoropilovrag Ta €ion LoV

To mpoidv evdeikvutal e GKVLAOVG Kol YaTEG Yoo Tn Ogpomeion TV Paktnplok®V AOWMEEDY TOV
TPOKAAOVVTOL atd OTEAEYN MOV ToPdyovv PATO-AUKTOUACT), OVOEKTIKA OTNV OapoEVKIAAIVY Kal

gvaicnto oy apo&ukiddivi/kiafovAiavikd o&d:

o AOW®EEIS TOV AVATVEVLGTIKOV GLOCTNHOTOC (Streptococcus spp., Staphylococcus spp., Pasteurella

spp-)

e Aol®Eelg TOL OLPOYEVVNTIKOL GLOTNNOTOC (Streptococcus spp., Staphylococcus spp., Escherichia

coli, Fusobacterium spp.)
o Aoym&elg Tov TENTIKOV GVoTNUATOG (Escherichia coli kou Proteus spp.)

o Aoym&elg Tov dEPUOTOC KOt TV HOAaKOV 1oTdV (Staphylococcus spp., Streptococcus spp.)

4.3 Avtevocigelg

Na pn xpnotponoleitol og mepintwon vrepevalcnoiag oTig neVIKIAIvVEG, o AAAES fTO-AaKTApES 1| OE

K010 Ao T £KO0Y.

Na pn ypnoonoteital o€ KovvEALD, WWOIKE yo1pidia, KPIKNTOHS, YEPPIAOVE Kot EPLOUVESG (TOIVIGIAR).
Na un ypnowonoteitoan o {ma pe cofapn SLGAELTOVPYIL TOV VEPPOV TOL GLVOSEVETAL 0O avovpia

KOUT oAtyovpia.
Na pn ypnoponoteital 6mov 1 avOekTIKOTNTA 6 0LTO TO GVVIVACUO Elval AyvOoTN.



4.4 E1d1kég Tpoerdomou|oelg Yo Ka0g £idog Lomov

Kopia

4.5 Iowitepeg TPoPUAGEELS KOTE TN YPion
Idwitepec mpo@uLAEELS KaTA TN %P1 o1 0€ LOa

e {do pe nratikn 1 VeQPIKT dSuoAsttovpyia, Bo TPEMEL VO, EKTILATOL TPOGEKTIKA TO S0GOAOYIKO Gy
KoL 1) (p1oT ToL TPoidvTog Ba mpénet va facileTar 0Ty EKTIUNOT 0PEAOVG/KIVOHVOL ald TOV KTNVINTPO.
ZUVIGTATOL TPOGOYT OTY| ¥PNON 6€ LIKPA GUTOPAYa (DA, SI0POPETIKA OO ALTA TOL AVAPEPOVTL GTNV
Toapbypapo 4.3.

Omote givar dvvatd, 10 aviyukpoPlokd Oa mpémel udvo vo ypnowomoleiton pe Paorn T dokiuég
gvatodnoiag.

No pn ¥pnooToLEiTaL GE TEPITTMOGELS PaKTNPiOV VAICONTOV 0E GTEVOD PACUATOC TEVIKIAIVEG 1] OTNV
ApOEVKIAATVY] ®G LOVAITKO dPOCTIKO GUGTATIKO.

®a mpénetl va AapPdvovtotl vodyn ot emionpes E0VIKES Kot KATA TEPLOYES AVTYULIKPOPLOKEG TOMTIKEG,
OTOV YPNCLLOTTOLEITOL TO TTPOTOV.

H ypfion tov mpoidvtog pe amodxiion amod Tig 0dnyieg mov mapéyovian otny [IXTII, uropei va avénoet
GLYVOTNTO EULPAVIONC TV 0VOEKTIK®Y Paktmpinv atnv apouKiAdivi/Kiapoviovikd o0&y kot umopei va
LELDOEL TNV ATOTEAEGLATIKOTNTO TNG Oepomeiog pe Pto-AokTapkd avTifrotikd, eEottiog g mbavig
Sl0OTAVPOVUEVIG OVOEKTIKOTNTOG.

®a mpénetl va Aappavetot vroyn 1N TOAVOTNTO SUCTOVPOVUEV®V OAAEPYIKOV AVTIOPACE®V UE GALES
TEVIKIMVEG KOl KEQOAOGTOPIVEC.

Idwitepeg mpo@uAGEeg mov pémeL va AapfavovTal amd To GTONO TOV YOPNYEL TO PUPUOKEVTIKO
nPoiov o€ Lo

Ol TeviKIAlveg KOl Ol KEPOAOOGTOPIVEG WTOPOVV VO TPOKOAEGOLV OVTIOPACES VLIEpEvALGONGiog
(aAdlepyio) petd omd €veomn, €l6mVON, KOTOTOoN 1 €ma@n pe To 0épua. H vmepevoicOncio otic
TEVIKIMVEG UTOPETL VOL 00N YN GEL GE SLUCTUVPOVUEVEG AVTIOPAGELG OTIC KEPAAOGTOPIVES KOl OVTIGTPOPAL.
Ot oAAePYIKEG AVTIOPACELG GE OVTEG TIC OVGIES, LITOPOVV TEPLOTACIAKA VO, ival GoPapéc.

Atopa pe yvooth vrepevaictnoia oTig TeVIKIAIVEG KauM 0TIG KEPUAOGTOPIVES Ba TPETEL VAL ATOPEVYOLV
TNV EMOPN LE TO KTNVIOTPIKO QOPUAKEVLTIKO TPOTOV.

Amoiyete TV GUECT EMOQN UE TO KINVIOTPIKO (QOPUOKEVTIKO TPoidv, AauPavovioag €101KEC
TPOPLAAEELC:

- IT\bvete 1o gépro HeTd Ao TO YEPIGUO TOV KINVIATPIKOD (OPLOKEVTIKOV TPOTOVTOG
- Noa pnv xanvilete, TpdTe N Tivete KATA TN OLAPKEWL TOV YEPICUOD TOL KINVINTPIKOV
QOPUOKEVTIKOD TPOTOVTOC

Edv gpooaviotodv copntopata, 6mmg deppatikd e&dvinua petd and tuyaio éxbeomn, va avalntioete
0TPIKTY GUUPOVAN KO VO ETOEIEETE GTOV 1ATPO TO ECAOKAEIGTO PVLAAO OOMYLDV XPNOMG N} TNV ETIKETA.
To oldNua TOL TPOGAOTOV, TOV YEIMDV 1| TOV 0POUALDY 1 1 SVCYEPELN GTIV AVOTVOT, EIVOL TEPIOTOTEPO
coPopd CLUTTOUATO, TO OO, OTOLTOVY EMEIYOVOA, LOTPIKT PPOVTIOA.

4.6 AvemOvunteg evépyereg (cuyvoTNTU Kol 6ofapoTNTA)

Xe oD OTMAVIEG TEPMTMOGELG EXEL TOpaTPNOEL:

- AlotapayEg TOV TENTIKOD GLGTHOTOC, OTMC H1APPOLN, EUETOC KOl KOALTION.

- AM\epyikéc avTidpdoels, tv omoimv M coPapdtnto pmopel vo molkidel amd kvidmon £mg Kot
avaguAaéio. Edv emovpPoiv addepykég aviidpdaoelc, Oa mpémel va dtaxomtetar 1 Oepomeio Kot va
YOPNYEITOL GUUTTOUATIKN Oy®YN.



- AJLOTOAOYIKEG dLOTAPOYES
- Agutepoyeveig AoUMEEIS 0O UN-E101KOVG LKPOOPYAVIGLOVS, LETH OO TOPATETOUEVT YPNOT.

H ocvyvomto tov avemBountov evepysidv kabopiletor wg akorlobbmg:

- TOAD cvyvn (Tteplocdtepo amd 1 ota 10 {da mapovcidlovv avemBounteg evEpyeleg Katd T

duapketa g Oepamneiog)

- ovyvn (Tepiocotepo amd 1 aAld Arydtepo amo 10 {da ota 100 {oa)

- un ovvnBopévn (teplocotepo and 1 adid Atydtepo amd 10 {oa ota 1000 {da)

- omavia (meplocotePo amd 1 addd Aryotepo and 10 {da ota 10.000 {oa)

- oAV omavia (Ayotepo amd 1 oto 10.000 {da, cvopmepthapPovouévemy Kol ToV HELOVOUEVOV
avaPopOV).

H Oepancio propei va drakomet, eEaptmdpevn and ™ cofapotnTo TV OVETIBOUNTOV EVEPYELDV KOl TNV
EKTIUNON 0PELOLG/KIVODVOL amd TOV KTNVIOTPO.

4.7 Xpnion katd Tnv kOnon, T yerovyio 1 TNV @OTOKiG

H aocedliea Tov kTviatpikoh QopRoKeVTIKOD TPOidVTOC OV €yl amodelybel katd T didpkela <tng
Konong M g yarovyiog.

Xprnoyonoteiote HOVO COUP®VA UE TNV 0E0AGYNOT 0PEAOLE/KIVOUVOL 0td ToV VITEVHLVO KTNVINTPO.
e peréteg oe Loa epyastnpiov, dev dSamoTmOnKoy evOeiEelg TEPATOYEVETIKNG OPACTG.

4.8 Almiemopdocseig pe GAA0 QUPUUKEVTIKGE TPOTOVTE KoL GAAES pOPPES arlinhemiopaong

H yAopopeevikodn, o poKpoAidie, ol GOVAPOVOUIOES KOl Ol TETPAKVKAIVES, LTOPOVV VI AVOGTEIAOLY
TNV avTIBOKTNPLOKT OpacT TOV TEVIKIAWVAY, e&attiag g Toydtatng Evapéng g PaKTnPloGTOTIKNG
dpdong.

O1 TteVIKIATVEG UTOpPODY VO GLENGOVY TIV OTOTEAECUATIKOTITO TOV AUIVOYAVKOGIOMV.

4.9 Aocoloyio Kol TpOTOS YOPYNONS

Amo Tov 6TONOTOC XPNOT.

H 660m givar 10 mg apoéukidhivng + 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 Bapog (kg) AprOudg or1okimv 6vo Popég nuepncing

20 1
30 17
40 2
60 3

Aldpkela g Bepomeiog:
Ag cvviotdton vo Topateiveton 1 Ogpaneia mEpav amd Tig 5-7 NUéEPES.
ZOUQ®VO LE KTNVINTPLKA KPLTHPLO, 1 S0GOA0YIN KLl 1] GLYVOTNTO TG XOPNYNONG, LITopel va avéndel.

[Ma v eloy1oTomoiNen TOV YAGTPEVIEPIKMV ETOPAGENDY, GUVIGTATOL VO YOPNYEITAL TO TPOTOV KATH TNV
évapén tov yeopdtov. Ta diokio propodv va tpocstedodv oty Tpoen.

I'a va dtaceaiiotel 1 cwot) docoroyia, Ba mpénel va Tpocsdiopiletar 10 cmpatikd Papog, e 660 T0
duvatd peyarvtepn akpifeia, yio va amoegvydei ) vrodocoroyia.



4.10 Ynepdocoroyia (COUTTONATA, PETPO. OVTIUETAMIONG, OVTIOOTA), EAV Eival amapaitnTa

Ye mepint®on vaePS0GOAOYING, WTOPODV VO ELQAVIGTOVV YOOTPEVIEPIKA cvumtduato, (didppoia,
€UETOC) KOUN OAAEPYIKEG avTIopacels. Oo mpémel va yivetal copntopatiky Oepameia, dtav eivor
oamopaitnro.

4.11 Xpévog avapoviig

Agv epoppdleton

5. OAPMAKOAOI'TIKEX IAIOTHTEX

Doppokobepoamentiky] opad: AvTIBaKTnplaKd Yo GUGTIUOTIKN XPNoN. AROELKIAAIVY KOl AVOGTOAENG
gvlopov.
Kmdwog ATCvet: QJO1CRO2

5.1 ®@oppokodvVOUIKES 1O1OTNTES

H apo&ukidhivn givor éva Prita-AokTopkd avtilotikd Kot 1 Sopun TG mEPLEXEL EVaV PNTO-AOKTOUIKO
SOKTOALO0 Kal évo dakTVuAlo BetaloAdivng, koo oe dhec Tig mevikidives. H apo&ukiddivn katadetcvoet
dpaotikotnta Kotd Gram-apvntikdv kot Gram-0etikov Baxmpiov.

Ta PTo-LoKTapKE OVTIPLOTIKAE OVOGTEALOVY TO GYNUOTIGHO TOV BOKTNPLIKOD KVTTOPIKOD TOLYMLOTOG,
mopepPfoivovtag ©6T0 TEAIKO OTAO0 1Tng OVVOESNC TOV TENTIOOYALKOV®V. AVOCTEALOLY 11|
dpaoctnprotTo TV eVEOU®V TNG TPOVOTENTIOACG, TO OTOI0 KOTOADOVV TN SIGTOVPOVIEVT] GUVOEST
TOV TOAVUEPIKAOV HOVAS®V TV YAVKOTERTIOIMV, To 0Toio GYNUATICOVV TO KLTTOPIKO TolYOUd. AGKOLV
Baktnploktdvo dpaot, oAAE TpokaAohV LOVO ADGT TV OVATTUGGOUEV®V KVTTAP®V.

To KAaBoviavikd 0&v, givarl £vag amd Tovg puotkovg peTaforiteg Tov Streptomyces clavuligerus. 'Eyet
SOk OpOOTNTA LE TOV VPNV, TOV TEVIKIMV®V, GUUTEPIAAUPOVOUEVOL Kl TOV PNTO-AOKTOUIKOD
daktoAiov. To khofoviavikd o0&y, eivar €vog avaoToALdg Tng PNTO-ACKTOUACNG, dPAOVING CpYIKA
OVTOYOVIOTIKG, OAAG TeEAkd pn avoaotpéyipo. To xhofovAiavikd o0&y, O1elGdvel SUUECOV TOL
Boaktnplokoy KVTTOPIKOD TOWYMUOTOS, TPOCKOAAMUEVO TOGO 0Tl emKuTTopikég, OG0 Kol GTIg
EVOOKVLTTOPIKEG PN TO-AOKTAUACEC.

H apo&ukidiivn givar gvaicOntn oty amodopnon amod tn dpdon g PTa-AoKTapdons Kol GUVET®MS, O
oLVOLOCUOG L Eva avaoToAL TNG PTa-AaxTapdong (KAafoviavikd 0£0) enexteivel Tn dpdon Tov Kotd
TOV PAGLOTOC TV BaKTnpioV Tov TEPILUUPAVOLY €101 TOV TAPAYOLV B-AOKTAUAGCT).

To KTNVIOTPIKO QUPUAKELTIKO TTPOTIOV, Elval dPACTIKO KATA UIKG EVPELNG TOIKIAING LWKPOOPYAVIGU®DY,
ovumept aupavorévmv:

Gram-0gtika: Staphylococcus spp.
Streptococcus spp.

Gram-opvnTiKa: Pasteurella spp.
Escherichia coli
Fusobacterium spp.
Proteus spp

Soumepriapfavovtal to 6TEAEYN TOL Tapdyovv B-Aaktopdon.

Agv gvdeikvutol yio AodEelg mov Tpokaiovvtol and Pseudomonas spp.

5



Koatadeikvoetar avlektikdtnta ota Enterobacter spp., Pseudomonas aeruginosa kot 6Tov ovOekTiKo
ot puebklAivn Staphylococcus aureus.

Tég dwkomng (ug/ml) g EAdyiomg Zvykévipwong AvactoAng yia v evaicOncia (S), v
gvoldpeon evarctnoio (1) kot v avlektikdmra (R), g apoéukiddivng/khapfoviavikod o&€og KoTd
Spopwv maboyoévev (CLSI, 2013):

S 1 R
2xbAon (0épua, polakxoi 16701)
Staphylococcus spp. | £0,25/0,12 | 0,5/0,25 >1/0,5
Escherichia coli
TI'ates  (dépua, upalaxoi  16t0i, Aoiuewin
0VPOTOMTIKOD)
Staphylococcus spp. | £0,25/0,12 | 0,5/0,25 >1/0,5
Streptococcus spp.
Escherichia coli
Pasteurella multocida

5.2 ®appoxoxkivnTiKG oTouyeio

Metd tn yoprynon omd To GTOUN TG GLVICTMUEVNG 00ong Tov 12,5 mg / kg 6.p. oT0Vg GKOAOLC,
emredyOnrov o1 mopakdTm mopduetpot: pEon TN Tmax 1,5 Opec yio v apoSukiddivn kot 1,0 dpa yio
T0 KAaBovAavikd 0&0. Méomn T Cmax oto 11,232 pg/ml ko 3,159 pg/ml yia v apo&ukiAdiv Kot to
Khafoviavikd o&o avtictoyyo. H péon tiun AUC nov emtedyOnke petd and ) yopnynomn tov Sickiov
ntav 30,086 h.pg/ml yio tnv apo&ukidiivn kot 4,983 h.pg/ml yia to kKAafoviovikd 0£H. Ot pavopevikoi
ypovol nuicelog (Mg TG amopdkpuvong mov exitedynkay yio TNV apoSuKIAAiv Kot To KAABovAaviKO
0&b petd amd yoprynon amod to otopa, nTov avtiotorya 1,5 dpeg ko 0,7 dpeg.

H apoéukiddivny kot o KAafoviavikd 0&D, KATAVELOVTOL EVPEWME GTOVE 1GTOVE KOl T LEGOKLTTAPLN
VYph. Aev GuVOEOVTOL GE VYNAO TOGOGTO LE TIC TPOTEIVES TOV TAAGUATOG (AtydTEPO 0md 35%).

H opo&okiddivn petaforiletor pepikmg oto adpavég meviKilAoikd o&0 Kot omekkpivetol Kupiog
apetdfint pe to ovpo. To Khafoviavikd o&D petaforiletarl og peydho Pabud amd to nratikd Evivpa
o€ adpaveic petafoliteg, amekkpiveTal e To 0VPO KoL AmoPaAleTal e TO KOTPOVAL.

6. OAPMAKEYTIKA XTOIXEIA

6.1 Katdroyog ekdoymv

Silica colloidal anhydrous
Magnesium stearate

Sodium starch glycolate (type A)
Erythrosine

Cellulose microcrystalline

6.2 Aovpparétnreg

Agv 1oyvet.
6.3 Aldpkera Lomg

Avdprero {ong TOL KTNVINTPIKOD POPUAKEVTIKOD TPOIOVTOG COLP®V LE TN GUCKELOCIN TOANGNC: 3 €.



6.4. Iowitepeg mpo@uraters katd T @OAAEN TOV TPOiIGVTOG
dvldaococete og Beppokpacio pikpotepn twv 30°C.
6.5 ®@von Kal 6HVOEGT TGS GTOLYELDO0VS CVOKEVUGIUG

Blister am6 moivapducod arovpivio/PVC ko Aakopiotd Beppokoilodpeva @OALa clovpviov Tov
TEPIEYOLV 6 dloKiaL.

Yvokevooieg:

Xaptvo kovti Tov mepiéyet 12 diokia (2 blisters)

Xaptivo kovti wov mepiéyet 60 diokia (10 blisters)

Xaptivo kovuti mov mepiéyet 120 diokia (20 blisters)

Xdaptvo kovuti Tov mepiéyel 240 dioxia (40 blisters)

Mmropei va. unv KuKAOPOPOUV OAEG Ol GUOKEVAGIEC.

6.6 Ei101kég mpouAaEerls amdppryng evog un PN oIoTot)0£EVTOS KTNVIOTPIKOD QUPIOKEVTIKOD
TPOIOVTOG 1] GALOV VAIKAV TOV TPOEPYOVTUL O.TO T1] YP1IGT TOV TPOIOGVTOG

Kabe un ypnoyomombéy KnviaTptkd QopUOKELTIKO TPOIOV 1 UN XPNOHOTOOEVTO VTOAEIUHOTE TOV
TPETEL VO, OTOPPITTOVTOL GOUPDVO, LE TIG LOYVOVGES EOVIKEC UTATIOELG

7. KATOXOX AAEIAY KYKAO®OPIAX
Laboratorios Calier, S.A.
Barcelongés, 26 — Pla del Ramassa

08520 Les Franqueses del Valles
Barcelona, IXITANIA

8. APIOMOZXZ(OI) AAEIAY KYKAO®POPIAX

9. HMEPOMHNIA ITPQTHY EI'KPIXHX/ANANEQYHYX THX AAEIAX

10 HMEPOMHNIA ANAGOEQPHXHX TOY KEIMENOY

05/2023

AINMATOPEYXH MQAHXHZ, AIAGEXHY KAI/H XPHXHX
ATOKAEIGTIKA Y10, KITNVIOTPIKN XPN o1 — Vo dtoTifetan HOvo Ue KTNVINTPIKT GUVTOYT






