1. HUME HA JEKAPCTBEHUS TPOAVKT o e N

Amoxcukaas 875 mg/125 mg prwimupany Tabnerku e A
Amoksiklav 875 mg/125 mg film-coated tablets

2. KAYECTBEH H KOJIMYECTBEH CbCTAB

Bceska ¢punMupaHa Tabnetka cpabpxa 875 mg amokcuuaniH (amoxicillin) mox ¢gopmara Ha
AMOKCHIDUTHH TpHXHApar (amoxicillin trihydrate) u 125 mg wiaBynanoea kucenuHa (clavulanic acid)

oAl popMara Ha kanHer KiaeynaHar. CroTHomeHuero e 7:1.

3a ITBJIHHA CIMCHK ¢ OMOLIHHTE BEMIECTEA BHIKTE Touka 6.1,

3. JEKAPCTBEHA ®OPMA

Oumupana TabneTka

@uimupanuTe Tabaerkn ot 1000 mg ca Genn 10 mouTH GenH, SMUNCOBHIHH, NBOHHOH3ITEKHAIIY, C
pazMep npuOmM3HTENHo 22,5 mm Ha At/okHEa H 10,5 mm Ha mimpuHa, © enHTeNHa 9epTa oT ABETe
CTpaHH,

JlesqHTellHaTa YepTa e camo 3a YiecHABaHe Ha YyTIeHeTO 33 NO-JIECHO MPErThIIAHE H HE € 3a
pazjle/lsiHe Ha PABHH JO3H.

4. KJIHHHYHHA JAHHHA

4.1 TepaneBTAYEH NOKAZAHAS

AMOKCHKNAB € MOAXOAALL 34 JIEYSHHE Ha CITeHHTe HH(EKLMH IPpH BE3PACTHH U AeTia (BXK. TOUKH 4.2,

44u5.1.):
»  Ocrop bakrepnanren CHHYHT (aJeKBaTHO JHATHOCTHIIHPAH)

s Octpo BE3NANEHHE Ha CPETHOTO YXO;

e  OcTpH eKk3anepbalHy Ha XPOHHYEH OPOHXAT (aACKBATHO AHATHOCTHLIPAH)
s  HzppHOORHWUYHA TTHEBMOHHA

o pcrur

e Iluenonedpur

[ ]

Hudexumy Ha Koxara H MEKHTE THKaHH M M10-CTICHUATTHO LIe/Ty/IHT, YXalBaHHA OT }KHBOTHH H
TEKKH ACHTAIHH abCIecH ¢ mporpecHpar ey T
s  Hnrdekund Ha KOCTHTE H CTABHTE, NO-CHELMAIHO OCTEOMHEIHT

TpaGra fa ce B3eMaT Noj BHYMAaHHE OGHIMANHHTE PHKOBOJICTBA 32 TIPABHIIHA ynioTpeba Ha
aHTHOAKTePHAJIHATE CPEACTRA.

4.2 Jo3EpoBKA H HAYHE HA NPHJIOKCHHE
O3HPOBKA

Hapcaxbae nosure ca #3paseHu 4pes OTHOMIEHHE HA ChABPHKAHHETO HA AMOKCHLWIHH/KY
KHCEJTHHA.
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Jlozara AMOKCHKIIAR, KOSTO ¢€ H30Hpa 3a JledeHHe Ha OTAeNHa HHpeKuus, TpAi0Ba 1a ce Ha3Ha4aBa,
KaTO ¢ B3eMaT NPEeABHA;
L OYAKBAHHUTE ITATOTCHH H BEpPOATHATE UM ‘:IYBCTBHTGEIHOCT KBEM am‘uﬁalcrepnaﬂﬁn cpencma
{Bx. TouKa 4.4)
*  TEKECTTa H MACTOTO Ha HHpeKLmsTa,
®  BE3PACTTA, TEVIOTO H OLOpeuHara QyHKUMA Ha MAMEHTA, KAKTO € YKa3aHo Mo-AoIy.

ITpu HeoGxoauMocT Tpabra Ja ce MOMHCIH 34 H3MON3BAHETO HA ATEPHATHBHH JIEKAPCTBEHH QopMu
Ha aMOKCIﬂ.[['IJIH]{}’KJIaBYJ]aHOBa KHCETHHA (HanpnMep TE€3H, OpA KOUTO HMa NO-BHCOKH JO3H
AMOKCHIHTHH W/H/IH PA3IHYHA CHLOTHOIICHHS HA AMOKCHIWIHH ¢ KNaByJIAHOBa KHCEAHHA) (BXK. TOUKH
44u5.1).

3a BE3pacTHH ¥ aeta > 40 kg, Tasu popmyna Ha AMOKCHKIIAB TipenocTapd obma qHeBHa no3a ot 1750
Mg aMOKCHITWIHE/250 mg knaBynaHoBa KHCEIMHA TIPH OpHIIaTaHe Ha JI03aTa JIBa IThTH JAHEBHO U 2625
mg aMOKCHITHITHH /375 mg KIaByNaHOBA KMCEJIMHA NPH TIPHJIaraHe Ha 103aTa TPH MbTH AHERBHO,
KOraTo ¢e NpHeMa KaKTo e npenoppyaHo no-noiy. 3a aeua <40 kg, Tasu dopMyna Ha AMOKCHK/IAB
NpeIoCTaRd MAKCHMAITHA IHeBHa 103a o1 1000-2800 mg amokcwupmind /143-400 mg kiaBynaHoea
KHCE/HHA, KOTaTO Ce TIPHeMa, K2KT0 e 1IpelioppYaHo Mo-J0Iy. AKO ce NpHeMe, 4¢ ¢ HeobxoanumMa mo-
BHCOKA JHEBHA /1032 AMOKCHIHITHH, C€ [penopb4Ba Aa ce u3bepe npyra ¢opMa AMOKCHKIAB ¢ LieN A2
ce Haberne NPHeMa HA HEHY)KHO BHCOKH [JHEBHH 03U KIARYJIAHOBa KMCeNHHa {BK. ToukH 4.4 u 5.1).

IpoawmxuTenHOCTTa Ha IeueHHeTO TPAOBA /1a e onpenesis Bb3 OCHOBa Ha OTrOBOpPA Ha NAIHEeHTa.
Hsaxon nHbexuus (HanpaMep OCTEOMHENHT) H3HCKBAT NO-ABITH NEPHONM HA jiedeHHe, JleueHneTo He
TpsabBa Ja MpoxL/bkaBa MoBeye OT 14 xum 6e3 nperiex (BK. Touka 4.4 OTHOCHO NPOILIDKHTENHOTO
TIeveHHE).

Boeapacmnu u deya 2 40 kg
IpenoprunTenty go3u:
- CTaHjapTHa A03a: (3a BCHYKH nokazanus) 875 mg/125 mg apa rrbTH JHEBHO,
- MO-BHCOKA 1032 - (0c00eHO npy HHGEKLMK KATO OTHT, CHHYHT, HH(EKIMH Ha JOJTHHTE
JUXaTENHH NBTHINA ¥ MHGEKIMH Ha THKOYHATE TETHIA): 875 mg/125 mg Tpu IETH Ha JeH.

Heua < 40 kg
Jlenara Morar za ce neKyBaT ¢ AMOKCHKNAB TabneTku WK ¢ Apyrd GOpMH Ha KOMOMHAIMATa
AMOKCHIMITHH/KJIaBY/IaHOBA KHCETHHA KaTO CYCIICH3HH HJTH CalleTa 3a Aeua.
IIpenopLYHTENHH TO3H:
* 25mg/3,6 mg no 45 mg/6,4 mg/kg TenecHo TETNO/EH, PasIpe/IENcHH B ABA IPHEMA.
s 1o 70 mg/10 mg/kg/nen, pasnpenenacHH B IBa OTACTHA NPHEMa MOXeE J1a € IPHEME 33 HAKOH
HH(peKkHH (KaTo BhINATeHHe HA CPEJHOTO YXO, CHHYHT H HH(EKIMH Ha AOJHHTE JUXATeNHH
ITHTHINA}.

Toit xaTo Tabnerkara He Moxe Ia Objie eNeHa, Aela ¢ TelecHo Terno nox 25 kg He Tpa6sa ma 6baar
JexyBanu ¢ AMokcHKiIaB 875 mg/125 mg Tabnerkn.

Tabnauara mo-moy mpecTass noyyeHara 103a (mg/kg TeecHo TErno) npH aena Mexay 25 kg u 40
kg, pu npunarase Ha eaMHAYHA A03a oT 875/125 mg tabnerka.

Tenecno Terso (kg) 40 35 30 25 TpenopsuuTENHa €AHHHYHE
no3a [mg/kg TenecHo Terno)
(BIGK IO-rope)

Amoxcuipumis [mg/kg 21,9 25,0 29,2 35,0 12,5-225
TeJIeCHO Terfno] 3a eTHHHYHA (no 35)
aosa (1 punmupana rabnerxa)

Knasynanosa xucenuHa 3,1 3,6 42 5,0 1,8-32

[mg/kg TenecHo Terno] 3a (a0 5)




emuHHAYHA no3a (1 ¢punmmrpana
TabIeTKa)

Heua ¢ Terno noa 25 kg e 3a npeanounTane Aa 6bAaT NeKyBaHH ¢ AMOKCHKJIAB CYCIIEH3Us.

Hsama knuipdhn JaHH# 33 GOPMH aMOKCHLIMITMH/KTABY/IAHOBA KMCEMHHA 7:1 no oTHOLOEHHE Ha K034,
FI0-BUCOKH OT 45 mg/6,4 mg Ha KHIorpaM Ha IeH TIPH fiella Nox 2 NoIHHH.

Hsma knveEHYHE JaHHH 32 GOPMH aMOKCUIUIMH/KIIABY/IZHOBA KHCeNHEA 7.1 [IPH NanyenTH Ha
BB3pacT moj 2 Mecelia. ETo 3allo He MOT'AT Jia ¢€ 1afaT NPETIOPBYMTENHH J03HPOBKH 38 Ta3H
BB3PACTOBA TPyma.

Haguenmu ¢ cmapuecxa ev3pacm
He ce cumTa, 4e ¢ HeoOxoauma KOpPeKLHA Ha JO3aTa.

ITayuenmu ¢ 6v6peuno yepescoane

He ce panara Kopekmms Ha 03aTa Opd NAtHEHTH ¢ KpeaTdruHos knuppHe (CrCl) no-roasm ot 30
ml/min).

ITpu niaumenTH ¢ KpeaTHHHHOB KaupbHe <30 ml/min He ce mpenopbusa ynoTpebaTa Ha AMOKCHKIIAR
dhopM# CBC CHOTHOMEHHE HA AMOKCHLUIMIHH/ KITARY/TAHOBA KHCeTHHa 7:1, Thif KaTO HAMA NPENOPEKH
33 KOPHTHPAHe Ha [1033Ta.

Mayuenmu c ueprodpobno yepexncoane
Jla ce npunara ¢ NOBHINEHO BHMMAHKE H YePHOAPOoOHaTa (YHKIHA A4 ce NPOCHeIsBa PEAOBHO (BXK.
TOUKE 4.3 1 4.4).

Havnn Ha npRIsKende
AMOKCHKIIAB € 33 epopaiHa ynorpeoa.

Ha ce mpuiara ¢ XpaHa, 32 1a ce CBee 10 MUHHMYM [OTCHIIKATHATA FACTPOHHTECTHHANHA
HEMOHOCHMOCT.

TepanuaTa Moxe 1a 3an04He napenTepanHo csrnacko KXIT Ha aurpaseHosprTe dopmu H 1a
OPOABIDKH € IEpOpaleH NPOIyKT.

4.3 lipormpounoxa3anmns

CBp‘hX‘l}’BCTBH’I‘eJIHOCT KBbM aKTHBHHTE BCILIECTBA, KbM HAKOH OT NCHHIMAHHHTS HITH KbM HAKOC OT
HOMOIIHHTE BEILICCTRA.

AHaMHe3a 32 Texka Obp3a peakuus Ha CBPEXUYBCTBHTENHOCT (Hanp. aHaduIakcHa KbM aApyro GeTa-
JAKTaMHO CPEACTBO (Hamp. HedanocopyH, kapbaneneM WM MoHOGaKTaM).

AnamHe3a 32 aCOIHMPANA ¢ AMOKCHIITHE/ KIaBYIAHOBA KHCE/TAHA JKBITeHHIA MepHOApoOHO
yBpexctade (Bx. Touka 4.8).

4.4 Crensardn npeaynpes/IcHsn H Ipeina3Hsd MepKH NPH ynoTpeba
Ilpeny 3anousane Ha TeYeHHE ¢ AMOKCHIIWIHH/KIIABYJIAHOBA KHCEIHHA TPAOBA /1a e HANPABH

BHHMATEITHO NPOYYBaHe N0 OTHOIIEHHE HA NPENUIIHH PEaKI(HH HA CBPBXYYBCTBHTEHOCT KbM
NEHALITMEN, LedallOCIOPHHM WK ApYrd SeTa-TaktaMHu cpencrsa (Bax. Touxu 4.3 u 4.8).

CepHO3HH H NOHAKOTA ¢ IeTANeH M3XO0J/t PeakKHH Ha CBPBXTYBCTBHTEAHOCT (BKIIOYHTEN
aHaRNAKTONHH H TEIKKHY KOMKHH HEYKEIAHH PeaklMH) ca ChOOIIaBaHy IPH NalHEHTH

IeHHLEEH,. MiMa no-roigMa BeposATHOCT TE3H PeaKiHH Ja ce MOosBAT NPH MalMeHTH ¢
CBPBXYYBCTBUTENHOCT KbM MEHUIWIMA H ATONHYHH alHeHTH. AKO BB3HHKHE ajleprd



TEPArMATA ¢ aMOKCHIIUTMH/KIABY/IaHOBA KHCE/IHHA TpA6Ba [a ce IpeKpaTH H Ja ¢¢ Ha3HAYH
NIOIXOAAIIO AITEPHATHBHO JISYEHHE.

B ciydaii, ye ¢ foka3aHO, 4e HHPEKIMATA e TbJIKH HA YYBCTBHTEICH(-1) KbM aMOKCHLIH/IHH
opraiuzsM(-H), TOTaBa TpAOBa 1a ce MOMHCIIK 33 IPeMUHABaHe OT AMOKCHIIMIHH/KIaBy/1aHOBa
KHCEJIHHA KBM AaMOKCHIIHIIHH B CHOTBETCTBHE C o«b}umanﬂme ﬂpeHO]JfbKH.

Ta3u nekapcTeeHa dopma Ha AMOKCHKIIAR He € NOAXOAINA 3a YNOTpeda, KOraTo € HaluLe BHCOKa
CTCIICH Ha PHCK MIPeANOIaracMHTE TIATOTEHH 1A €A PE3UCTCHTHH KM Oera-nakraMHH CpeacTha,
KOraTo Tas3H pe3HCTEHTHOCT He Ce IB/DKH Ha OeTa-naKTaMasH, MoJaT/IHBH Ha HHXHOHpaHe OT
KJIaByJNiaHOBa KHcenuHa. Ta3u nekapcTeeHa GopMa He TpgbBa Ja ce H3MOI3BA 34 ICYEHHME Ha
3a0onaBaHe, PHYHHEHO OT PE3UCTEHTHH KbM [IEHHLMNKH S. preumoniae.

ITpn nanperTH ¢ Hapyllena 6b6pesyna GYHKIMA WIH NpH DAOMEHTH, KOHTO HpHEMAaT BHCOKH JIO3H
MO3K€ J1a BE3HHKHAT IepYoBe (BK. Touka 4.8).

AMOKCHIUIMA/KTABYIaHOBA KUCETHHA TpAGBa fia ce u3barsar, ako HMa ChbMHEHHE 33 HH(EKIIHO3Ha
MOHOHYKJIE033, Thil KaTo cliel yroTpeba Ha aMOKCHLITHH ce nogea Mopbumudopmen 06pus.

E}:gnoapemennarra ynorpeﬁa Ha aJOIYPHHOI [0 BpEME Ha JISYCHHE C AMOKCHLIMAKH MOXE N3 YBCIHYH
BCPOATHOCTTA OT aJICPrHyHH KOXKHH pCakIiiH.

Hpoxwm*reﬂﬂara ynorpeﬁa MOXKE NOHAKOra 0a n0oBeae 10 CBPBXpacTeX HA HEYYBCTBHTCITHH
OpraHH3MH.

Tosrara Ha reHepanH3HpaHa epUTEMa, B HAYAIOTO HA JIEHEHUETO, IPHAPYKEHA OT BUCOKa
TEMIIEpaTypa U NPOSBEHA C IYCTY/IH, MOke [a ObJe CHMIITOM Ha OCTpa FeHepaaH3HpaHa
ex3aHTeMaTo3HA MyCTyI03a (AGEP) (Bk. Touka 4.8). Tasy peakums H3MCKBa CITHpaHe Ha IIpHeMa Ha
AMOKCHKJIAB H € MPOTHBEOIIOKA3aHHE 34 IMOCICABAIIG NPHIOKEHAE Ha AMOKCHIIHIIHH.

Jlo3iTe NpH NaLHEeHTH ¢ JAHHK 32 YepHoApoOHO yBpexaaHe TpAOBa fa ce ONpelesifaT ¢ MOBHIIEHO
BHUMaHHe {Bx. TouxH 4.2, 4.3 u 4.8).

Cnobmaga ce 3a 9EpPHOAPOOHH CHOMTHA ITABHO NPH MBXKE H NalMEHTH B CTApYecKa BB3PacT U Te
MOJKE J1a CE€ CEBPIKAT ¢ NPOXBDKHTENHO jJeueHHe. 3a Takupa CEONTHI ce chobInaBa MHOTO PAKO TIPH
Jera. BeB BCHUKH NOMyIalHi OOMKHOBEHO CE MOABABAT NIPH3IHAIM H CUMIITOMH M0 BPEME HA HIIH
HENOCPEACTREHO CNEA JICUSHHETO, HO B HAKOH CITyYad MOXKe Na He Ce M3ABAT 10 HAKOJIKO CEIMUITH
cllel CIHpaHe Ha JleueHHETo. Te obuKHOBeHO ca obpatume. YepHOoaApoOGHHTE cEOMTHA MOXKES /1a ca
TEXKKH H B H3KTIOUHTETHO PeIKH ClTydaH ce choblapa 3a CMBbPTHH CiIydaH. Te NoYTH BHHATH ce
HaOII0AaBaT IpH NALKSHTH ¢ TEXKH OCHOBHH 3a00N49BaHHA HIH ¢ eTHOBPeMEHEH NIPHEM Ha
NEKAPCTRA, 32 KOMTO € M3BECTHO, Y€ € Bh3MOKHO 112 BE3/IelcTBAT Ha yepHHsa Apob (BK. Touka 4.8).

IMps novTy BCHUKH aHTHOAKTEPHATIHH CPEACTBR, BKTIOYATEITHO AMOKCHIIMIIHH, ce Cho0IIaBa 3a
KOJIHT, CBBP2aH ¢ PHEMa Ha aHTHOMOTHK, BapHpalll KaTo TEXKECT OT JIeK 0 JKHBOTO3aCTPAaIlaBall.
(rx. TouKa 4.8). 3aToBa € BaxHO Ia Ob/e pa3no3HaTa IHACHO3aTa IIPH NALWEHTH, HOMYy4HIH JHapUs
IO BpeMe Ha WM CJIEH NPHEM Ha KaKbBTO M 1 € aHTHOMOTHK. AKO C€ IOSBH KOJHT, CBBP3aH ¢
npHeMa Ha aHTHOHOTHK, AMOKCHKJIAB TpAOBa He3aOaBHO 1a ce IpekparTH, TpAOBa Ja ce HATpaBK
KOHCYJITallH ¢ nekap | Ja ce 3alo4ee roaxondiua repanud. [Ipy Ta3n cATyauus ca
TIPOTHEOTIOKA3aHH JIEKAPCTRA, 3a0aBAIIH NCPHCTAITHKATR.

I[Tpy DPOaB/DKHTEITHO JledeHUe ce Npenopb4yBa NEPHOAMYHA OLUEHKA Ha BAYKHA QYHKIHH
opraHH3Ma, BKmouuTeNHo GE0peuHarTa, uepHOApOOHATa H XeMONOETHYHATA QPYHKIHA.

PJI,I[KO ce C‘LOGI].{B.B& 34 YABJDKABAHC Ha IIPOTPOMGHHOBOTD BpeMe NPH NAHHEHTH, TIPH
aMOKCHIIWIHH/KTaByTaHORA KHCeNIMHA. TpabBa a ce nmpasH MOAXOAAIN0 NPOCHEABE
ApeIIHUcaH efHOBPEMEHEH IIPHEM Ha aHTHKoaryJIaHTH. Moxe 1a e Heobxoauma Kope



Ha NEpOpPaHHTE aHTHKORI‘yJIaHTH, 3a na ¢ nmoaaepKa XKenaHoro HHBO Ha aHTHKOAryJ1allHA (B)K.
Toukw 4.5 1 4.8).

ITpu naupenTy ¢ 6B6peunn yBpexxaaHAs Ao3ata TpabBa 1a ce KOPUTHpa B 3aBHCHMOCT OT CTENCHTa Ha
yBpexaane (Bx. Touka 4.2).

MHoro paaxo npe NALHEHTH ¢ HAMAIEHO OTACIAHE HA YPHHA ce Hab/Mo1aBa KPUCTATYPHA, TTIABHO
NpH NnapenTepanta repamud. [Ipi npuiokKeHHe Ha BHCOKH SO3H aMOKCHLIAIHH CE MPenopbysa
NOUTHPHAHE HA 33/I0BONTHTENICH MMPHEM Ha TEYHOCTH H OT/Ie/ITHe Ha YPHHA, 33 A4 ¢€ HaMallH
BEPOATHOCTTA OT KpHCTanypus. [TpH NalHeHTH ¢ KaTeTsp B IMKOUHKS MeXyp TpabBa Ja ce IpasH
peAocBHa MPOBEPKA HA MPOXOAMMOCTTA (BK. Touka 4.9).

ITo BpEME HA JICHCHHS ¢ aMOKCHITHIIHH TpﬂﬁBa Ja Cce H3MOJ3BAT €H3UMHH INTIOK0300KCHAA3HH METOOH
BCEKH ITBT, KOraTo ¢€ MpaBH H3CJICABaHe 3a HAJTHIHE Ha TJII0KO03a B YPHHATA, 3a110TO HECH3IHMHHTS
METOJM MOTAT 14 AaJaT (pammHBO NONOKHTEITHY PE3YNITATH.

Hanudnero Ha K1aByaHOBA Kuce/THHA B AMOKCHKIIAB MOJKe a NIPEIH3BHKA HeCTeLHGHIHO
cepp3pane Ha IgG M anbyMuH ¢ KieTBYHATE MEMOPAHH HA EPHTPOLIMTHTE, KOETO BOAH A0 daniuuso
nonoxwureneH tect Ha Coombs.

Hma crobmenns 3a NONOKHTEHA Pe3yIITATH OT HICIEABAHUITA [IPH H3NoJI38aHe Ha TecTa Bio-Rad
Laboratories Platelia Aspergillus EIA npu naupeHTH, NpHeMainy aMOKCHIHIIMH/KIIABYIaHOBA
KHCEJTHHA, 33 KOHTO BIIOCIIEACTBHE € YCTAHOBEHO, ue HaMar uudexuus ¢ Aspergillus. Crofmasa ce 3a
KPBCTOCAHH Peakuuu ¢ He-Aspergillus nonusaxapuau u nonmugypanoss npe tecra Bio-Rad
Laboratories Platelia Aspergillus EIA. ITopaau Topa, nonoxuTeHITe PE3yNTAaTH OT TECTOBETE NPH
NAHEHTH, IPUEMAIH AMOKCHIIWIHH/KIaBYJIaHOBA KHCEHHA TpAOBa Ja CC THIKYBAT IIPEAIAIMBO U
la ce NOTBBPJAT ¢ APYTH AUATHOCTHIHE METOIH.

AMOKCHIUIAB CBABPKA HATPHH
Tosa nekapceTBo cpaAbpPKa Mo-Maniko ot 1 mmol Hatpuii (23 mg) B eaHa 1034, T.€ MOXKE Ja Ce Kaxe, Je
TIPAKTHYECKH HE ChIBPAA HATPHIA,

4.5 Bianmone#icTBHE ¢ Apyrd JeKAPCTBEHH HPOXYKTH H IpYrd GOPMA Ha BIaEMOAEHCTBHE

Hlepopanuu anmuroazyaaumu

IlepopaTHHUTe aHTUKOAryMAHTH H TEHHUWIHHOBUTE aHTHOHOTHIH Ca LIIHPOKO H3IIOI3BAHH B
npakTHKaTa, Oe3 crobmeHns 3a p3anMozelicTaie. Brnpeks ToBa, B mUTEpaTypara HMa CiTydad Ha
YBEIIHYEHO MEXXIYHAPOIHO HOpMatmu3dpaHo oTHomeHue (INR) npy IALHEHTH, NOAABPAKAHH C
ALIEHOKYMAapo/l WIH Bap(apHH, Ha KOHTO € TPEATMCaH Kype ¢ AMOKCHIIWIAH. AKO € HeoOxoaumo
€JHOBPEMEHHOTO IIPUIOKEHHE, TIPOTPOMOHHOBOTO BpEME HIIH MEXKYH2POIHOTO HOPMATH3HPAHO
orHolneHue (INR) Tpatpa ga 66131 BHMMaTeAHO HabmofaBaHu npu A00aBAHETO HIIH OTHEMAHETO Ha
aMokcHIBUTHH. OCBEH TOBa, MOKe /1a ca HeoOXOZHME KOPEKI[HH Ha J03aTa Ha NMEPOpaHHTe
aHTHKOACYJIAHTH (BiK. TOYKH 4.4 1 4.8).

Memompexcam
INemmuAmMAATE MOYKE 12 HAMATIAT OTIENITHETO HA METOTPEKCAT, KOSTO Aa NPHIHHH €B¢HTYATHOTO

YBEJHY4BAHE HA TOKCHYHOCTTA.

Hpobeneyuo
ExHoBpeMeHHOTO npIIOKEHNUE HA ipobeHelA He ce npenopbusa. [IpobeHenH HaMaLIBa

616peunara TyOy HaTA cexpewds Ha amokcHipuHy. EnHoBpeMerHaTa ynorpefa Ha npot
AMOKCHKIAB MO3Ke Ja JOBe/e N0 NOBHLIeHH KPbBHH HHBA Ha aMOKCHLIHJIMH, HO He H HY,
KHCEeIHHA.

Muxohenonam smodemun




Ipu naupeHTH, NpHeMauy MUKo(enonaT ModeT, € crofineno 3a npabausuTeaHo 50% penykums
Ha TIPEAN030BaTa KOHUESHTPALMA Ha aKTHBAMA MeTabonuT MikodeHonosa kHcemHa {MPK) cnen
3ano4BaHe Ha NepOpANcH aMOKCHIIIHH ¢ KJIaBYaHOBA KucemnHa. [IpomanaTa B npennosoeara
KOHLICHTPALIHA MOJKe Jla He OTpa3sBa TOYHO IPOMEHHTE B IUIOCTHaTa excrnosuima Ha MOK. 3arosa
0OMKHOBEHO He e HeoDXxoNHMA Kopekuus B Ao3ara Ha MukodeHoTaT MoeTH, ako JMICBAT
KIIHHHYHA JaHHK 33 AnchyHKuma Ha npucankaTa. HyxHo e ofave xnwaro Habmonenye otOnm3o
10 BpeMe Ha eTHOBPEMEHHOTO NMPWIOKEHHWE | B KPATHK [IEPHO/ Clle] aHTHOHOTHYHHSA KYpC.

4.6 DepTHABTET, GPpEeMEHHOCT H KbpMeHe

bpemennocm

ExcnepuMeRTanHATE MpOYYBaHUs PH XHBOTHH He NIOKA3BAT MPAKO HITH HENPAKO BPEIHO
BB3ACHCTBHE BEPXY OpeMeHHOCTTa, eMOpHOHANHOTO/bEeTaNHO pazBuTHe, PAKAAALTO UK
TOCTHATAHOTO pa3BUTHE (BX, To4Ka 5.3). OrpanudenndTe JaHHH 3a yoTpebaTa Ha
aMOKCHIIWIHH/K/14BY/IAHOBA KHCEJTHHA N0 BpeMe Ha GPeMEHHOCT [IPH X0pa He N0KAazBar [10BHIIICH
puck ot Bpopneny mandopmammy. B eano npoyyisase Npw JKeHH C NPEXNCBPEMEHHA PYNITYpa Ha
¢eranmara MmemGpana ce cro611aBa, ye MPOPHIAKTHIHOTO JIeYeHAe ¢ AMOKCHIMIHH/KIaBy/1aHOBa
KHCeJIHHA MoXe a4 6b4e CBBp3aHo C TIOBHIIEH DHCK OT HEKPOTH3HPAI €HTEPOKOIHT PH
HOBOpOZSHHMTE. YnoTpeOara o BpeMe Ha OpeMerHOCT TpabBa Aa ce H30ATBa, OCBEH aKo JIEKapaT He
CMATA, Ye TS & HATOXHTeNHA.

Kvpmene

H apeTe BeIIECTBA Ce OTASHAT B KLPMaTa (He C6 3HAC HANIO 3a PE3NCHCTBHAETO HA KIIABYIAHOBATA
KHCEIIMHA BEPXY KbpMadeTo). ClieI0BATE/IHO, PH KBPMAYeTO ¢2 BH3MOKHY JAMapHA M rebHYHa
HA(EKIMA HA JTHTABHIMTE, TAKA 96 MOXe J1a ¢e HANIOKH KhpMeHETO a Oblie NMpeKpaTeHo.
Tpabea aa ce BieMe NpeBHA BHIMOXKHOCTTA 33 CEHCHOMIH3aIMA.

AMOKCHIWTHH/KJIABY/IaHOBA KHCETHHA TPAOBA /1a C& W3MOA3BAT MO BPEME Ha KBPMEHE CaMo ciielt
OIEHKA Ha CHLOTHOIIEHHETO NMO/3a/PHCK OT CTpaHa Ha JICKyBalllusA 1ekap.

4.7 EdexTn BLpXY cuocofnocrra 3a modapane u pabora ¢ mamuun

HaMa MpoydBaHHA 3a edeKkTHTE BEpPXY cnocoGHOCTTa 33 modrpane u pabota ¢ MALIHHH..
Ofaue MOXKe A3 BHIHUKHAT REKENaHH Peakuuy (Hanp. aepruyHy PCaKiHy, 3aMatHoCT 1 TEPUORE),
KOMTO MOTAT a TIOB/IMAAT Ha CLIOCOOHOCTTA 3a LodHpaHe # paGoTa ¢ MAIDTHHEH (BX. TO4KA 4.8).

48  Hexenans NeKapcTBeHR PeaknuA

Haii-uecTHTe HeXeNaHH nekapeTeeHH peakiwn (HJTP) ca nuapnd, rajiene H HOBpbILaHe.
HJIP, nosyyeHy or KTHHUYHE H3ITHTBAHMA 1 IOCTMAPKETHHIOBOTO HaGONeHHE, NOAPEIEHH TI0
cucTeMo-opranuiTe kiacoge Ha MedDRA, ca wz0poeny no-omy.

H3nom3paHa e cieHaTa TEpPMHHONOIHA 32 KIacH(pHLMpaHe HA BB3HHKBRHETO Ha HeKellaHH peaKLiH:

Mguoro gecta 21/10

Yecru (21/100 mo <1/10)

Heuectr (21/1 000 no <1/100)

Peaxu (21/10 000 mo <1/1 00Q)

MHoro peaxa (<1/10 000)

C HeHsBecTHA 4ecTOTa (0T HAJIHYHATE AHHH He Moxe Ja OhJle HaTpABEHA OICHKA)

Hudexnan 7 HndecTanuu
Yectn KOKHO-JIMraBHYHA KaHIMA03a

'C HeM3IBECTHA YECTOTA CBPBXPACTEXK HA HEUYBCTBHTE/IHH OPraHH3MH

Hapymienns A2 KPLBTA H JAM(pHATA CHCTEMA




Penku ofpaTHMa JIeBKONEeHHs (BKTIOMHTENTHO HEYTPOTIEHHA ) TPOMOOLMTONEHHA
C HemsBeCTHa YecToTa O0paTHMa arpaHy/iIoUMTO3a

XeMOIUTHYHA aHeMUS

YABIKABAHE HA BPEMETO Ha KbPREHE H IPOTPOMGHHOBOTO BpeMe!

Hapymenna 22 nMynpara cacrema’®

C Hen3BECTHA YeCTOTA AHrHOHEBPOTHYEH OTOK
anadHIaAKCHs
CHHIAPOM, HamonoOaBam cepyMHa Gonect
AREPTUICH BACKYTHT

Hapyinenns Ba HepBHATA CHCTEMa

Heuwectu 3aMmaiipaHe
rnaBobome

C HeH3BecTHa 9ecTOTa 0DpaTHMa XUNEPAKTHBHOCT
rspuoBe? (Bx. TOuKa 4.4)
acerTHYeH MEHAHTUT

CroMamHo-upeBHE HAPYIIEHUS

Muoro yectn nHApHA
Yectn ragene’
NOBpBINAHE
Heuectn HapyIIeHo XpaHoCMUIIaHe

KOJIMT, CBBP3aH C PHEMa Ha aHTHOHOTHK”

C HeH3BECTHA HECTOTA »
uepeH ,,KocMaT” e3HK

XenaTo0RJIBAPHA HAPYIICHU S

Heuectn noeamenns Ha AST w/unn ALT?

C HeW3BECTHA YSCTOTA XeMATHY, XONECTATAURA JKBITeHHA

Hapymwenus Ha KOXKATa B DOAKOAKHEATA ThKAK’

Heuecrn KOxeH oOpHB
HpypuT
ypTHEApHS
Peaxu epHTeMa MynTHDOpME

C mewapecTHa YeCTOTa CHHIAPOM Ha Stevens-Johnson
TOKCHYHa eNHepMalTHa HCKpOITH3a
GynoseH excorMaTHBEH AepPMATHT
0CTpa TeHepaTM3HpaHa eK3aHTeMaros3Ha nyctynosa (AGEP)’ nexapcreeHa
peakums ¢ eo3uHopuIHA U cucteMui cuMroMu (DRESS)

Hapymenss Ha (n0penHTe H NHKOYHATE IHTHINA
C HeH3BECTHA YECTOTa HHTEPCTHIMANEH He(PUT

KPHCTAITYPHS®

! Bk TouxH 4.4
2 gk Touka 4.4
3 F'anene no-9ecTo Ce CBLP3BA C [I0-BUCOKH [EPOPaIHH 7103, AKO CTOMALIHO-YPEBHHTE peakIiy ca
O9EBM/IHH, T MOTaT Ia OBAAT HAMATEHH, KaTo AMOKCHKIIAB C€ pHEMa C XpaHa.

4 BKIMIOYMTENHO TIceBIOMeMOPaHO3eH KONHT M XEMOPArHYeH KONUT (BroKTe Touka 4.4),

7 ako BEIHUKHE ANEPTHYEH JSPMATHT, JICUEHHETO TpAOBa Aa ce IpeKpaTH (BIDKTe TOX
8 pux Touka 4.9



° BHK TOuKa 4.4
2 gpk Touka 4.3, 4.4

CrobiHasare HA NOO3XPAHH HEXKENAHH PEAKIHN

Cro01IaBaHeTO HA TIONO3HPAHH HEXeJIaHH PeaKiMH Clie]] pa3periaBaHe Ha ynorpeba Ha
JIEKapCTBCHHA NPOAYKT € BaxkHO. ToBa N03B0NIABA ia NpoNE/DKH HAOIFONEHHETO HA CHOTHOLICHHETO
NOJI3a/PUCK 33 NEKAPCTBEHMS NPOAYKT. OT MEHUMHCKHATE CIIELHAHCTH C€ H3HCKBA Aa Cho0uIapaT
BCAKA MOJO3HPAHA HeXeNaHa Peakys ypes HalMoHanHa CUcTeMa 3a chobimanane KbM
WsmpamuTennaTa areHums o Jekapersara, ya. ,Jlamsu I'pyes”, Ne 8, 1303 Codus, Ten.: +359 2 850
34 17, yebeaiir: www.bda.bg.

4.9 IIpenosapane

CHMOTOMHA H NPH3HALM Ha Opefo3HpaHe

Mosxe na ce HaGmoaaBaT CTOMAITHO-YPEBHH CUMITTOMH H HAapYIIaBaHe Ha eJEKTPONHTHHA GanaHc u
Ganadca Ha TeuHoctH. Habnmonaeana e kpHCTATypHA HA aMOKCHLIWINH, KOATO B HAKOH CITy4aH BOJM
o 6s0peuna HenocTaTEYHOCT (BXK. TouKa 4.4).

IlpH nanueHTH ¢ HapymeHa 6b0peyHa GYHKUMA WIH OPH NAUHEHTH, KOUTO HPHEMAaT BUCOKH J03H
MOXKE 12 BE3HHKHAT I'bpYOBe.

Cpobmasa ce, ye AMOKCHLIMIIHH C€ YTasBa B KaTeTPH Ha MHKOYHHA MEXYP, IPSAHMHO clie]
HHTPABEHO3HO [IPH/IKEHHE Ha rojieMs 103H. Tpsabsa na ce npasH peloBHA HPOBEPKa Ha
MpOXOUMOCTTa {BK. TOUKa 4.4)

Jlegenue Ha Npeno3upane
CTOMAINHO-YPEBHHTE CHMITTOMM MOTAT Ja Ce JIeKyBaT CHMIITOMATHYHO, KATO C¢ 00BPHE BHUMAHKE Ha
BOJIHO-€NIEKTPOIIHTHHS Gananc.

AMOKCP]].I;HJIH]-[/KJ'IBBYJ’I&HOB& KHCENTHHA MOXKEe J1a C& OTCTpaHH OT OPraHM3Ma 4pe3 XeMOAHaIHn3a.

5. ®APMAKOJOFHYHHA CBOMCTBA
5.1 PapmaxoanBEaMEYAH CROHCTBA

(dapmMakoTepaneBTHYHA rpyna: 6eTa-nakTaMHH aHTHOAKTEPHATTHH CPEACTRA, ICHHLHIMHH;
KOMOHMHALHH Ha TIEHHIWIMHOBH AHTHOMOTHUHM, BKT. feTa-TaKkTaMa3sHH HHXMOHUTOPH;
ATC xonm: JOICRO2

MexannibM Ba JelicTBHE
AMOKCHIMAKH € MOJYCHHTeTHYEH eHHIWTHH (OeTa-JIakTaMeH aHTHOHOTHK), KOHTO MOTHCKA eHH

WIH [10BeYe eH3UMH (YeCTO HApHHAHH eHHLMIMH-CBbp3Baiy nporentH, [ICIT) B 6uocuHreTHyHns
NBT HA MENTHAOIIHKAHA Ha HakTepHuTE, KOHTO € HHTerpaieH CTPYKIYpeH KOMIIOHEHT Ha KIeThYHA
cTeHa Ha GaktepHirre. HHxuGupaHeTo Ha HENTHNOINIMKAHOBHA CHHTE3 BOH A0 OTClabBaHe Ha
KJIETBYHATA CTCHA, KOeTo 0OHMKHOBEHO ce ClleiBa OT Pasnal H KIeThIHA CMBPT.

AMOKCHITHIIHH € YyBCTBHTE/ICH KbM pasrpaxkaaHe upe3 Oeta-naKTaMasy, POH3BEICHH OT
Pe3MCTeHTHN OAKTEPHM M 3aTOBA COEKTHPHT Ha AcHCTBHE Ha AMOKCHIHIHH CAMOCTOATE/HO HE
BKJIIOYBA OPTraHM3MH, KOMTO NPOK3BEKIAT TE3H EH3HMH.

Knasynanosara kuce/mHa uMa GeTa-TakTaMeH MPBCTeH, CTPYKTYPHO MPHCHLI HA IIe
HHaxKTHBHpa HAKOH OeTa-nakTaMa3HM €H3HMH H 3allHTaBa AMOKCHITHIIHH OT HHAKTHB
KnaBynaHoBa KHCETHHA CAMOCTOATENHO He OXa3Ba KIMHHIHO NONE3¢H aHTHOAKTepH

OK/®/l spb3ka



BpeMerto Haa MEUHMMaNHaTa HHXHOMpama kouuerTpauna (T> MIC) ce cumTa 3a ocHoBeH dakTop,
onpegenAm PHKACHOCTTA IIPH AMOKCHLIIHH.

MexapaMy Ha Pe3BCTEHTHOCT
JIBara OCHOBHH MEXAHHM3MH HA PE3HCTEHTHOCT KBM aMOKCHITWIHME/K/IABYIAHOBA KMCEJTHHA ca!
¢  Huakrueupase ot Teau Gaxrepuanim GeTa-NaKTaMasH, KOHTO CaMH He ce HHXHOHMpaT OT
KJIABYNAHOBA KHCEJIHHA, BKTHoupTeHo B Knac B, Cu D,
¢ [Ipomaua Ha [ICI], koero namMansaea adupwTeTa Ha AHTHOAKTEPHANHMA aTSHT KbM MUAllIeHATA.

HenponniiaeMocTTa Ha HakTepHuTE WIH eITYKC NTOMITA MEXARHIMHTE MOTAT 1A MPWYHHAT WM Ad
AonpuHecaT 3a GAKTEpHAIHATA PE3HCTEHTHOCT, 0c00eH0 NpH [ paM-OTPHLIATEIHETE OaKTEpHH.

I'paBMYHE CTOMHOCTH
['pawagnmre croiinocTy Ha MIC 3a aMOKCHLIMIHH/KaBYIaHOBA KHCETHHA ca Te3n Ha Epponedickus
KOMHTET 34 oTipeseliate Ha aHTHMHKpoGHaTta gyBcTeHTeNHOCT (EUCAST).

OpraHussM I'panr9HH cTOHHOCTH Ha 9yBCTBHTEIHOCT
{pg/ml)
Yyscreutenau | Mexaunna | PesuctenTHH
Haemophilus influenzae’ <1 - > 1
Moraxella catarrhalis! <1 - >1
Staphylococcus qureus’ <2 - >2
Koarynazo-HeraTHBHH cTa(uIoKoKu’ <025 >0,25
Enterococcus' <4 8 >8
Streptococcus 4, B, C, G° <025 - >0.25
Streptococcus pneumoniae’® <0.5 1-2 >2
EnrepoGakrepun'-* - - >8
TpaM-OTpHUATENHH aHacpotn’ <4 8 >8
I'pamM-noNoXHTENHE aHaepobH! <4 3 >8
I'pani4HE CTOHHOCTH, HECBLP3aHH ¢ BHJIOBETE' <2 4-8 >8

1 TTocouennTe CTOMHOCTH ca 33 KOHLEHTPALHH HA aMOKCHIUWIHH. 32 H3CEABAaHETO HA
9YBCTBHTEJHOCTTA, KOHITEHTPALMATA Ha KJIABYIaHOBA KHCEIHHA ¢ (UKcHpaHa HA 2 mg/l.

2 TlocoyeHHTe CTOHHOCTH Ca 33 KOHICHTPAIHH Ha OKCAIHIIHH. .

3 I'panwunKTe CTOHHOCTH B Tabnunara ca Ha 6aza Ha rpaHUYHKTE CTOMHOCTH HA AMITHLIATHH.

4 I"pasMyHA CTOHHOCT Ha peancTeHTHOCT R>8 mg/l rapanTupa, ye 33 BCHYKM H301aTH C MEXaHH3MU
HA Pe3UCTEHTHOCT € CcH00IIeH0, e ¢a Pe3HCTEHTHH.

5 I'panwusdre crofinocTy B TabnMijaTa ca Ha 6a3a Ha TPAHEHHATE CTOMHOCTH Ha DEH3WINCHMIAIHH.

PaznpocTpaseHreTo Ha Pe3RCTEHTHOCTTA MOKE A2 BapHpa reorpadckyi u BbB BpeMETO M 32 u3bpauu
BHIORE M € XKENATETHO 12 MMa MeCTHA nHGOPMALAA 3a pE3HCTEHTHOCTTA, 0COOEHO IPH JIEUCHHE Ha
TexXKH HHpexHH. [Ipn HeobxoaumMocT TpAGBa [Ia e MOTHPCH CHBET OT SKCHEPT, KOrare MECTHUTS
JAHHH 32 PE3HCTEHTHOCTTA Ca TAKHBA, Y€ H3NOI3BAHETO Ha AHTHMHKPOOHHA arcHT NpH HAKOH
HH(EKIHH € CNOPHO.

OGHKHOBEHO TYBCTBHTEAHH BHAOBE

I'pam-nonoxurenyy acpobu
Enterococcus faecalis

Gardnerella vaginalis
Staphylococcus aureus (METHIHTHH-IyBCTBHTENHM) £
Koaryna3o-HerarHBHH ¢TapHIO0KOKH




Streptococcus agalactiae

Streptococcus pneumoniae’

Streptococcus pyogenes v IpyTH 0eTa-XeMOJIMTUIHH CTPEIITOKOKH
Streptococcus viridans rpyna

I'pamM-0TpHUATETHH MHKPOOPTAEHIME
Capnocytophaga spp.

Eikenella corrodens

Haemophilus influenzaé’

Moraxella catarrhalis

Pasteurella multocida

AHaepoOHH MHKPOOPTraHMIMK
Bacteroides fragilis
Fusobacterium nucleatum
Prevotella spp.

BHioe, 33 KOHTO ApHAOGHTATA Pe3HCTEHTHOCT MOXke fa 6pa1e pobaemua

AepobHu [ paM-TIOJOKHTEITHE MHKPOOPTAHH3IMH
Enterococcus faecium $

Aepobuu [‘paM-OTpHIIATEITHH MHKPOOPTaHH3MH
Escherichia coli

Klebsiella oxytoca

Klebsiella pneumoniae

Proteus mirabilis

Proteus vulgaris

PesHCTEHTHH MUKPOOPTaHH3MH

Aepobuu "paM-oTpHLIATETHH MHKDOOPTraHH3IMH
Acinetobacter sp.

Citrobacter freundii
Enterobacter sp.

Legionella pneumophila
Morganela morganii
Providencia spp.
Pseudomonas sp.

Serratia sp.
Stenotrophomonas maltophilia

Jpyrs MAKpOOPTAHH3IMH
Chlamydophila pneumoniae
Chiamydophila psittaci
Coxiella burnetti
Mycoplasma pneumoniae

¥ EcrecTBeHa cpelHA UyBCTBHTEAHOCT NPH JIMNCA HA IPAAOGHT MEXaHH3BM HA PEIHCTEHTHOCT.

£ BcHakM METHIUTHH-PE3HCTEHTHH CTAGHIOKOKH Ca PE3HCTEHTHH KBM aMOKCHLUATHH/KIaBy TaHOBA
KHCEJIHHA

! Streptococcus pneumoniae KoM ca Pe3NCTEHTHH HA TICHHIIHH, He TpAGBa la ce e
JexkapcTBeHa GopMa Ha AMOKCHLIIHE/KIABYIAHOBA KHCEITHHA (BXK. ToukH 4.2 1 4.4).
? CrobiaBa ce 3a IAMOBE ¢ HAMATIEHA YYBCTBHTENHOCT B HikoH crpadd Ha EC, ¢ u
or 10%.




5.2 PapMakOKHHETHYHE CBOlicTRa

Abcopbnnsn

AMOKCHIDUIHH H KJIaBYJaHOBA KHCE/IMHA HAITBIIHO CE IHCOLIMHPAT BHB BOHEH Pa3TEOP IPH
(hruonormumo pH. Y aBete koMnorenTH 63p30 K modpe ce pe3opbHpaT npH MepopanHo
TIPHIOXKEHHE. Pe3opOumsaTa Ha aMOKCHIIUIMH/KITABYIaHOBA KUCEIHHA Ce OIITHMH3HPA, KOraTo ce
MpHeMa B HAYano0TO Ha XpaHeHeTo. Crnell nepopalleH npueM GHOHAMMYHOCTTA Ha aMOKCHIIIHH
KIaBYNaHOBa KHCEWHA € 0kono 70%. TnasMennTe npodiiiH Ha ABaTa KOMIIOHEHTA €a NoaobHH 1
BPEMETO /10 MHKOBAaTa IUTazMeHa KoHueHTpauus (Tmax) 8bB BCeKH CIIydali € OKONO €HH Yac.
DapMaKOKMBETHUHHUTE PE3YNTATH OT M3NUTBaHe, IPH KOSTO AMOKCHITWIHE/KI1ABY/IaHOBA KUCETHHA
(875 mg /125 mg TabneTkn, npreMaHH IBA THTH AHCBHO) € MPHAAraH Ha IaJHO Ha IPYITH OT 3/ip4BH
J0OPOBOIILM, ¢a MPEACTABCHH NO-AOITY.

Cpennu (= SD) papMakoKHHETHYHH apaMeTpH

Tlpunoxeno({-H) Joza | Cmax Tmax * AUC (0- Tz

AKTHBHO(-H) 24h)

BeirecTs0(-2) (mg) | (pg/ml) (b (pgh/m) | (h)

AMOKCHI{IIHH

AMX/CA 875 11,64 1,50 (1,0-2,5) 53,52 1,19

875 mg/125 mg +2,78 +12,31 +0,21
Knaeynanosa xuce/ldHa

AMX/CA 125 2,18 1,25 (1,0-2,0) 10,16 0,96

875 mg/125 mg +{,99 +3,04 +0,12

AMX — amokcHinaH, CA — KIaBY/1aHOBA KHCE/THHA

* MeauaHa (AManasoH)

CepYMHHTC KOHLOEHTPALHH Ha AMOKCHIIM/IMH H KTaBY/IaHOBA KACE/THHA NOCTATHATH C
aMOKCldl[[‘IIIPH'IfKJ‘laB}’JlaHOBa KHCENHHA ca NOAo0HH Ha TE3H, NOJIYYEHH MPH CAMOCTOATC/THO
CPOPANTHO TIPHIIOKEHHEC HA ¢eKBHBAICHTHH J03H AMOKCHIIHITHNH H KJI4BYIIAHOBA KHCE/THHA.

Pasnpenencane

Okono 25% ot obmara nnazMeHa Ki1aBynaHoBa KHcelHA W 18% oT o6niug nia3MeH aMOKCHLIMIIKH ¢4
CBBp3aHH ¢ ipoTerHH, [IpuBHAHMAT 06GeM Ha pasznipenenenue ¢ okono 0,3-0,4 kg 3a aMOKCHUHIMH H
okono 0,2 kg 3a kasynaHOBa KHCEIHHA.

Cne MHTpaBeHO3HO NPHICKEHHEe, AMOKCHLIWIHH M KJTABY/IAHOBA KHCEHHA Ce OTKPHEAT B X/IBYEH
MEXYP, KOPeMHA THKAH, KOKa, MASHHHH, THKAHH, MYCKYJIHA ThKAH, CHHOBHAJIHA ¥ NIEPHTOHCANHA
TEYHOCT, AITEHEH CEKPET W THOH. AMOKCHIIIIHE HE C¢ pasnpene/ia 10cTaTEYHo Ao0pe B
rpEOHAYHOMO3BYHATA TEUHOCT.

OT npoyvBaHHATA MIPH XHUBOTHH He CHIIECTBYBAT JOKA3aTC/ICTBa 32 3HAYHTEITHO ThKAHHO 3a\bpyKaHe
Ha BEIIECTRA, NOTYYCHH OT JIEKAPCTBOTO, 38 BCEKH OT KOMINOHECHTHTE. AMOKCHIIHIIHH, KATO 0BE4eTO
OT NEHHIIHAHK, MOXKe 1a Gble OTKpHUT B kbpMaTta. CeM OT Ki1aBYJIAHOBA KHCEITHHA Morat fa Obaar
OTKPHTH B KbpMata (BXK. Touka 4.6).

JokazaHo e, ue H aMOKCHLIM/IHH, H K/IaBYJIAHOBA KHCENMHA TIPEMUHAABAT ITaleHTapHaTa Gapyepa (k.
To4ka 4.6)

brorparchopmanun

AMOKCHIIMIHH YaCTHYHO Ce OTAENA B ypHHATA KaTO HEaKTHEHA NICHHIIMIHHOBA KHC
KONMHYECTRa, ¢KBUBaIcHTHH Ha 10 no 25% ot mepeoHaganHaTa ao3a. KnasynaHosar
meTabonu3upa eKCTEH3HBHO TIPH YOBEKa H C€ eIMMHHKpA C YPHHATA H (leKaIHHTE H

JMOKCH/] B H3[IUITAHHS BH3IYX.




Enamaarpane

OcHOBHUAT IIbT HA ENMMHEHHAPAHE HA AMOKCHLIHIIHH € Iipez Ou0peinTe, a Ha KIaByJIlaHOBaTa KHCE/THHA
€ KakTO 9pe3 OBOpedHn, Taka W Ypes HeGLOPEUHH MeXaHH3MH.

AMOKCHIIWINH/KIIABYIAHOBA KUCEIIHHA MMa CPeleH e/IMMHHAITHOHEH TIOMYKHBOT OT OKOJIO €/IHH 4ac
H cpejieH o611 KiHpBHE 0Komo 25 Vh npu 3apasu uaguenau. IIpubnusurento 60 ao 70% or
AMOKCHUWIHH ¥ npHONsHTENHO 40 no 65% OT KnaBy/iaHOBa KHCE/IMHA C€ eKCKPETHPAT HeMpOMEHEHH
B YPHHATA Mpe3 IbpBHTE 6 Yaca criell ¢JHOKPATHO MPHIIAraHe Ha AMOKCHIIW/IHK/KIIABY IaHOBa
kHcenmu#a Tabnetku 250 mg/125 mg wim 500 mg/125 mg. Pazmuuiu HicneaBaHKus COHAT, 4Ye
OTIENAHETO Ha ypHHATa € 50-85% 3a aMOKCHIDUTHH U Mex Ty 27 H 60% 3a xnaByTaHOBA KHCEJIMHA 32
mepuo OT 24 gaca. 3a KIaByIaHOBaTa KHCEIIHHA, HAl-rOIIMOTO KOJTHYECTRO HA JICKAPCTBOTO Ce
OTAeNA NPE3 MBPBHTE 2 Yaca Clie npHeMa.

EaxoBpeMEHHOTO NpwickeHne Ha npobenenu 3a6ass oTAeMHETO HAa AMOKCHIIHIHH, HO He 3alapd
61OpevunarTa ekCKpers Ha KIaByJIaHOBATa KHCEMHA (BX. To4Ka 4.5).

Brapacr

EnHMMHALMOHHHAT MOTYKHBOT HA aMOKCHLIIITHH € CXOJIEH TIPH Z€La Ha BE3pacT OT OK0Jio 3 Mecella
10 2 TOAWHH H FO-TONIEMA Jela H Be3pacTHH. [IpH MHOIO Manky Aena (BKIOUHTEIHO HeIOHOCEHH
HOBOPOJCHH) Npe? WhPRaTa CeAMMUA OT XKHBOTA MHTEPEANbT HA IpIJarane He TPA0OBa Na HaBMIIABA
TIpHNaraHe A8a [TbTH JHEBHO, TIOPANH HE3PAIOCT HAa OLOpeaHHA ITbT Ha enuMHHHEpane. ThH KaTo HMa
HO-TOJIAMA BEPOATHOCT IIAUHECHTHTE B CTapdecka BB3PacT Ja MMaT HamaseHa Ob0pedHa QyHKIus,
Tpa6Ba fa ce BHHEMaBa npH W3Gopa Ha fo3a M MOXe Aa 6b/e nojesHo Aa ce cnead 6ubpeunara

PyHKUEA,

ITox

Ciiea nepopaiiHo npwKnKeHHe Ha aMOKCHIHIME/KTaByIaHOBa KACEITHHA MpH 3/IpaBH MEXE H JKEeHH,
NONBT HAMA 3HAYMTEHO BB3JeHCTBHE BhpXY (PapMaKOKHHETHKATA Ha AMOKCHIWIHH ¥ K/1aByJIaHOBA
KHCSTHHA.

BLOpetino yBpexiane

OBUIHAT CepyMeH KIHPHEC HA AMOKCHIITME/ KIABYIaHOBA KHCSIIHHA HAMANABA IPONOPHHOHAIHO ¢
HamaABaHeTo Ha OnOpeuHaTa dyHKIMA. HamMansraHeTo Ha KIHPBHHCA HA JIEKAPCTBOTO € I0-H3paseH
TIPH aMOKCHIHITHH, OTKOJIKOTO NPH KIaBYJIAHOBA KHCEIHHA, THH KaTo NO-roJAMa 4acT OT
AMOKCHIIMIIHHE ce oTaens 4pes 6s6penute. Crenorareio Jo3ute npu Gu6pedno yBpexaaHe Tpabpa
Ja npefeTBPATABAT NPEKAIEHOTO HaTpYNBaHe Ha AMOKCHIIHITHH, KATO €IHOBPEMEHHO C€ MOANbPIKAT
aJlcKBATHH HHBA Ha KIABYJIAHOBA KACEHHA (BXK. Touka 4.2).

YeprOApoOHO YBpEKIaHE

Jlo3HTE NpH NALMEHTH ¢ YePHOAPOOHO yBpeXkaHe TpAOBa a ce ONpeAesT BHUMATCAHO H
yepHOoApoOHaTa (pyHKUHMA Tpa0Ba Aa ce npoCISaIBa PEIOBHO.

53 IlpegxTAEMYHE A3HHH 33 Ge30mMaACHOCT

HexnuanuarauTe Nawau ve MOXa38aT 0co0eH PHUCK 3a Xopata Ha 0a3a Ha KOHBSHIMOHATHATE
¢bapMaKkoIOTHIHH M3IMTBAHUA 32 6€30NacCHOCT, N'eHOTOKCHYHOCT H PENPORYKTHBHE TOKCHYHOCT.

IIpoyuranHATa 3a TOKCHIHOCTTA ClleJl MHOrOKPaTHO NPHIIOXKEHME, IIPOBS/ICHH NPH KydeTa ¢
AMOKCHITHITHE/KJIABYIAHOBA KHCEIMHA NOKA3BaT Jpa3Hene Ha CTOMAXa H HOBPBIIaHe H MOTHMHA

€3HK.

He ca nposexaaHy npoydBaHHS 33 KapIIWHOTEHHOCT ¢ aMOKCHUMIHH/KIABY/IaHOBA

6. PAPMAITEBTUYHH JAHHHA

6.1 Coucnk Ha NOMOIZHATE BeIIECTBA




CuplieBMHa: XONOHReH ODe3BONEH CHIIMIHER JUOKCH]I, KPOCTIOBANOH, MarHE3HER CTeapar,
MHKPOKPHCTaNHA LeJIyJ1034a, TAITK, NOBHICH.

QOWIMOBO MOKPHTHE; XUITPOMENIO3a, eTHILETYJI03, IETHIIOB AJIKOXOJ, HATPHEB Jaypun cyndar,
TPUETHI UMTPAT, TanK, TuranoB auoxcun E 171.

6.2 HecbBMECTHMOCTH

Hama napectHn.

6.3 Cpox na roggocrt

2 ronwHH

6.4 Cuoenrainy ycJI0BHS HA ChXpaHenHe

Ja ce cpxpaHsBa npH TemMnepatypa noa 25 °C.
Jla ce cpXpaHABa B OPHIHHAJIHATA OMAKOBKA, 3AI0MTEH OT BJIAra.

6.5 JIlaHHH 32 ODAKOBKATA

AVAI 6nuctepH B ormakoBkl oT 10 gunMupany TabneTxH.
AVAIl 6nuctepu B onakoekn ot 20 ¢gunMupann TabeTkKy.

He BcuMKH BHAOBE ONAKOBKH MOraT Aa O'baT nycHaTH B IpojaxkOa.
6.6 CrenrajHH Opegna3Hy MepKH IPH HIXBLpJsHe H pabora

Hsama crienmaiHy yKazasus.

7. HPHTEXKATEJ HA PABPEINEHHETO 3A YITIOTPEBA
Lek Pharmaceuticals d.d.,

Verovikova 57, 1526 Ljubljana,
Crnosenns

8. HOMEP(A) HA PASPEHNIEHHETO 3A YHHOTPEBA
Per.Ne: 20010161

9. JATA HA ITHPBO PA3SPEIMABAHE/MTIOTHOBSBAHE HA PASPEHIEHUETO 3A
YIIOTPEBA

IMspeo PY: 19.01.2001

ITspBo nonnosssaxe Ha PY: 02.05.2006

Bropo noguossasade ua PY: 15.08.2011

10. JATA HA AKTYAJIMSUPAHE HA TEKCTA

12/2020




