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1. HUME HA JIEKAPCTBEHMS NPOAYKT s i £ 6/ H 1 5 -03- 2023

Amoxcuxias 875 mg/125 mg dunmupanu TabneTku
Amoksiklav 875 mg/125 mg film-coated tablets

2 KAYECTBEH H KOJIMYECTBEH CHCTAB
Beska ¢nuiMupana taGnetka chappka 875 mg amokcupaaud (amoxicillin) mon dopMara Ha
aMOKCHIAIHH TpuxHapaT (amoxicillin tribiydrate) u 125 mg xnapynanosa kucenuHa (clavulanic acid)

nop popmara Ha Ka/lues KiaBynanat. ChoTHoOLEHHETO € 7:1.

3a MBEIHHA CHHCHK ¢ MOMCIIHHTE BEIECTRA BiKTe Touka 6.1,

3. JEKAPCTBEHA ®OPMA

Dunuupana TabneTka

Ounmupanute Tabnetku ot 1000 mg ca Oenn 1o noytH HEITH, IMIICOBRINH, TBOHHOM3MBKHAY, C
pasMep npubmusuTenno 22,5 mm Ha AbEAHA U 10,5 mm Ha [mHpKHAa, ¢ AeIMTeNHa YepTa OT ABeTe
CTPAHH.

JlenutenHara depra e caMo 33 YIeCHABAHE Ha YYNEHETO 34 [O-NIECHO MPerirblliaHe H He € 3a pa3aeisHe
Ha PaBHM N103M.

4, KJMHUYHM AAHHHA

4.1 TepaneBTHIHH ODOKAIAHHA

AMOKCHKJIAB € HOAXO0/IAII 32 JIeueHHe Ha CIIeAHUTE HHQEKLIHN NPH Bb3pacTHY # Aela (BxK. Touku 4.2,

44u5.1.)
¢  OcTbp GakTepuameH CHHYHUT (a/ICKBATHO THATHOCTHLIMpPAH)

*  OcTpo BB3MANEHHE HA CPEHOTO YXO,

e  QOctpH ex3auepGarii Ha XponyeH GPOHXHT (a€KBATHO AHArHOCTHLHPaH)
o  HsppuO0JIHHYHA THEBMOHHS

e IMucrur

¢ TIuenonedpur

-

HHlbeKIJ,I{PI Ha KOKaTa 1 MCKHTE THKAHH H NO-CICHHAIHO HEITYNHT, YXalBaHHA OT KUBOTHH H
TEXKKH JEHTANHH aGCLECH ¢ POrpecHpall Lemy/IUT
»  Hadexms Ha KOCTHTE H CTaBHTE, II0-CIIELHANHO OCTEOMHETHT

TpabBa ga ce B3eMaT MO BHUMaHHe OPHLHMATIHATE PHKOBOJICTBA 3a NPABMIHA yNoTpeha Ha
aHTHOAKTepHATTHHTE CPEACTBA.

4.2 do3MpOBKA H HAYHH HA NPHAVKEHNE

llozngonxa

Hageaksne gozure ca H3pPa2eHH Ype3 OTHOIICHHE HA CEABPKAHHETO HA aMOKC
KHCEe/IHHA.

HAczata AMOKCHKIAB, KOSITO C¢ H3GMPa 38 JIEdeHHe Ha OTHeNHa HAeKuws, TpabBa 1 ce Hasnaqana
KATO C€ B3EMAT NPE/IBUT;
5 e



L OUAKBAHHTE [IATOTE€HH H BEPOAT! HaTa HM YYBCTBHTEITHOCT KbM aHTHﬁaK'I'epHaJ'IHH CpeIcTBa
(Bk. TOuKa 4.4)

*  TEXKECTTa H MACTOTO Ha HHIEKITHATA,

®  BB3PACTTA, TEMIOTO H 6BOpeuHaTa GYHKIHA Ha [TallMeHTa, KaKTO € YKa3aHo [1o-10Ty.

Tpu HeoGxoaumocT TpAOEA Na ce MOMHCITH 33 H3IIO/13BAHETO HA ANTEPHATHRHH JIEKAPCTBEHH (OPMH
Ha AMOKCHLIMIIMH/KJIAaBYJIAHOBA KUCEIHHA (HaMpUMep Te3H, MPH KOWTO UMA N0-BHCOKH JI03H
AMOKCHIIUTHH H/HJTH PA3IHYHH CHOTHOIIEHHS Ha AMOKCHLIFUTHH C KJIABYaHOBA KHCENHHA) (BXK. TOYKH
44u5.1).

3a sp3pacTHu u geua > 40 kg, Tazu gopMyna Ha AMOXCHKIAR npefocTaed o0wa JHEBHA 1033 oT 1750
mg aMOKCHIMK/250 mg KnaByaHOBa KMCEHHA [PH NPHarale Ha 103aTa ABa ITHTH JTHEBHO M 2625
mg aMOKCHIIWIHH /375 mg kiapynaHoBa KACeNMHA IPH APWIAraHe Ha 03aTa TPH NBTH AHEBHO,
KOraTo ce MPHeMa KaKTO € IPEmophYuaHo no-1omy. 3a neua <40 kg, Tasu ¢popmyna Ha AMOKCHKI1aB
MpeaocTaBd MaKCHMAaTHA AHeBH4 1033 oT 1000-2800 mg aMoxcHunmuH /143-400 mg kiaBynaHosa
KHCE/THHA, KOT4TO Ce [IPHeMa, KakTo € MPENophYaHo No-A0y. AKO ce [IpHeMe, Ye € Heo0Xo/1HMa o-
BHCOKA JTHEBHA 1032 aMOKCHLIMITHH, € MPenophiBa Aa ce nidepe apyra GpopMa AMOKCHKIIAE C LEN 1
ce H30€erHe MpHeMa Ha HEHYKHO BHCOKH JHESBHH JI03H KIIABYJIAHOBA KHCEHHA (BK. TOUKH 4.4 1 5.1).

[Ipoas/DKHTENHOCTTA Ha IeYeHHeTO TpAOBa Ja ce onpeend Bb3 OCHOBA HA OTTOBOpA Ha MAlHEHTa.
Hsaxon uHekuy (HanpUMep 0CTEOMHENTHT) W3UCKBAT I10-B/ITH NIEPHONH Ha Jieyenue. Jleuenuero He
TpabBa fa Nponbbkaka noseye ot 14 AHK Oe3 nperaen (BkK. Touka 4.4 OTHOCHO IPOIB/DKHTENHOTO
JeYeHHe ).

Buw3pacmuu u oeya 240 kg
IIperiopeYdTEnHE A03H:
- CcTangaprHa go3a: (3a BcHukH rokazadHuAa) 875 mg/125 mg aBa MbTH AHEBHO;
- MO-BHCOKA A03a - (0cobeHo NpH HHOEKUHH KaTO OTHT, CHHYHT, HHEKHHH Ha JOITHUTS
JIMXaTe/HH IThTHINA W HHPEKLMY Ha MUKOYHITE NhTHINA): 875 mg/125 mg Tpu IbTH Ha AeH.

Heua <40 kg
Jlenarta Morar aa ce JeKyBaT ¢ AMOKCHKIIAB TaGNeTKH WK ¢ npyri ¢GopMH Ha KOMOHHALMATA
aMOKCHIIHIH/KJIABY IAHOBA KHCE/IMHA KATO CYCNCH3HH HITH callieTa 3a Jlelia.
[MpenopbauTETHH J03H:
¢  25mg/3,6 mg no 45 mg/6,4 mg/kg TenecHo TErNO/ AeH, pa3npe/IeIieHH B IBa NPHEMa.
e 1o 70 mg/10 mg/kg/new, pasnpeneieHd B ABa OTICIHHA MPHECMa MOJKe JIa C¢ NPHEME 3 HAKOH
HueKIH (KaTo BR3MAICHHE Ha CPEAHOTO YXO0, CHHYHT H HH(PEKLHH Ha JOMHHTE AHXATENHH
ITbTHIIA),

Tnii xaTo Tabnerkara He Moxe 1a 6Be AeleHa, eua ¢ TelecHo Ter1o noa 25 kg He tpabea na 6naar
JeKyBaHH ¢ Amokcukias 875 mg/125 mg rabnerku.

Tabaunarta no-goity npeacTass noay4eHara noza (mg/kg TenecHo Terjo) Npu geua Mexay 25 kg u 40
kg, npu npunarade Ha eOHHKYHA 1032 OT 875/125 mg tabneTka.

Tenecno terno (kg) 40 35 30 25 HMpenopruurenya €AHHU4HA
no3a [mg/kg TenecHo Terno]
(BHK no-rope)

Amokcuuunus [mg/kg 21.9 25,0 292 35,0 12,5-22,5
TeNecHo TErN0] 3a eNWHHYHA (o 35)
ao3a (1 ¢primupana Tabnetka)

KnaByraHoBa kecenuHa 3,1 3,6 4,2 5,0 1,8-3,
[mg/kg Tenecno rermo] za (mo 5)
edMHHYHa A03a {1 dunMHpana
TabneTka)




Hsama KITMHHYHH NaHHH 332 GOPMH aMOKCHLIMITHH/KJIaBY IaHOBA KKceNHHa 7:1 Mo OTHOICHHE Ha JI03H,
N0-BHCOKH OT 45 mg/6,4 mg Ha KWIOrpaM Ha JIcH NPY Jlela moJ 2 TOANHH.

Hsama xiMHH4YHE naHH: 33 GopMH aMOKCHLIWIMH/KIABYIAHOBA KHCEMHHA 7:1 mpH MalHeHTH Ha
BB3PACT 0] 2 Mecena. ETo 3ailio He Morar Ja ce 1ajaT NpenopLYHTENHH AOSHPOBKH 33 Ta3H
BB3pPAcTOBa rpyma.

Hayuenmu g cmapuecka ev3pacm
He ce cumra, 4e e HeoOXOIHMa KOPEKLIHA Ha 103aTa.

Hayuenmu c rvbpeuno yepeicoane

He ce Hanara kopekuus Ha 103aTa NpH HaLHeHTH ¢ KpeatinHoB KupsHC (CrCl) mo-ronam or 30
ml/min).

lpn naupenty ¢ kpearuuunos knupsHe <30 ml/min ve ce npenoprusa ynotpebara Ha AMOKCHK1a8
(OPMH CBC CHOTHOILCHHE Ha aMOKCHLUMIME/KIABYIaHOBA KWcenrHa 7:1, THiH kaTo HAMA PENOPBKH 3a
KOpPHIHPaHe Ha J103aTa.

Hayuenmu c ueproopobuo yepencoane
Jla ce mpuiara ¢ NOBHIEHO BHUMAaHKE H HepHOApoOHaTa QyHKLMS Aa ce MpocnedBa PEAOBHO (BXK.
ToukH 4.3 1 4.4).

Ha4yun Ha OpHIOKeHHe
AMOKCHKNAB ¢ 32 Nlepopaiia ynorpeda.

Ha ce npuwiara ¢ xpasa, 2a Ja ce cBeJie 10 MUHEMYM TIOTeHUHATHATA TAaCTPOMHTECTHHA/THA
HETIOHOCHMOCT.

TepanmuaTa moxe Aa 3anoune napentepatHo ¢braacHo KXII Ha ueTpaBeno3nnTe GOPMH H a
OPOIBIDKH C HEPOpalieH POSYKT.

4.3 IIporaeonokazanus

CBp’BX‘-IYBCTBHTCJ'[HOCT KBM aKTHBHUTC BCINECTBA, KEM HAKOH OT NEHHUHITHHUTE HWIIH KBM HAKOE OT
HOMOINHHUTS BELICCTRA.

AHaMHe3a 3a Texkka Gbp3a peaxius Ha CBPLXYYBCTBHTEIHOCT (Hanp. aHaQHIaKCHA KbM Apyro Geta-
TaKTAMHO CpeAcTBO (HAlp. HedarocnopHE, kapbaneHeM WiH MOHODAKTaM).

AnaMHe3a 3a acoLMHPaHa ¢ AMOKCULIMITHH/ K1aBYIAaHOBA KHCEITHHA K BITCHHI/ vepHOAPOOHO
yBpeskniane (Bxk. Touka 4.8).

4.4 Crennaany npegynpexieHnas H upeANa3HA MepKH OpH ynoTpe6a

I1peawm 3anouraHe Ha JieueHue ¢ aMOKCHITHIMH/KIABYIAHOBA KHCEITHHA TPAGBA /ia CE HANIPABH
BHHMATEIHO NPOYYBaHE 1O OTHOIMICHHE HA MPSAMIIHH PEAKITHH HA CBPBXYYBCTBHTEIHOCT KbM
NEHHLITHRY, 1edaI0COPHHM MM ApYTE OeTa-nakTaMHu cpeacTea (Bx. Touku 4.3 1 4.8).

CepHO3HH H MOHAKOTa (HAaTaTHK peakiuiy Ha CBPBXYYBCTBHTETHOCT (BKITIOURATENHO aHA)HIAKTORAHH H
TEXKKH KOYKHH HeJKellaHH Peaki(ii) ca chOOIIABAHH NPH NALMEHTH, JIEKYBaHH C TEHHIWTHH. BramoxHo
€ ChIID PEAKIIHATE Ha CBPBLXYYBCTBHTETHOCT A IIPOrPECHparT 10 CHHApPOM Ha Kounis — cepHosHa

aJlepTH9IHA peakis, KOATO MOJKe [a A0BeAe 0 HH(ApKT Ha MuokapAa {Bx. Touka 4.8), L q
TE3M PEAKIMH /3 C€ MOABAT NpH MAMEHTH C aHAMHe3a 3a CBPBXyBCTBHTEIHOCT KEAFTIE
NPH aTONTHYHH JHUa. [IpH noaea Ha anepruyba peaxiys JISYeHHeTO ¢ AMOKCHIL 7

KMCEJIHHA TpAORa Ja ce NpeyCcTaHORH M 1a C¢ HA3HAYM NOIXO/ALIA aNTepHATHBHAA




B cnyyaii, ue e nokasano, 9e HH(pEKIHATA Ce TB/DKH HA YyBCTBUTENEH(-H) KbM aMOKCHITHIHH
OpraHu3bM(-H), TOTaRa TPA0Ba Ja ce MOMHCIIH 33 IPEMHHABAKE OT AMOKCHLMIHH/KIABYIaHOBA
KHCEJIHHA KbM AMOKCHLIIMITHH B CBEOTBCTCTBUE C O(I)HHHa.J'lHHTe NpEnopPeKH.

Ta3u nekapcTBera dopMa Ha AMOKCHKIIAB He © MOAXO411a 3a ynoTpeba, KOraTo ¢ HAJIHIIE BUCOKA
CTENEeH Ha pYCK [peIoNaracMHUTe NMaTOTeHH Aa ¢a PEe3NCTEHTHH KbM OeTa-IaKTaMHH Cpe/icTBa,
KOraTo Ta3H Pe3HCTEHTHOCT HE ¢ AB/DKM Ha OeTa-TakTaMasH, MoJaTIHBH Ha HHXHOHpaHe OT
KJIaByNaHOBa KHCenHHa. TasH iekapcTeeHa GopMa He TpaOBa Ja ce H3MON3BA 34 IeYeHHe Ha
zabonsaBane, IPHUHHEHO OT PE3HCTEHTHH KBM TICHHIWIHH S. preumoniae.

IMpy nanmenTy ¢ Hapylnena 660pedHa dyHKIHA WIH IPA NAlIHEHTH, KOHTO PHEMAT BUCOKH T03H
MOXe 12 BB3HHKHAT rbpuoBe (Bik. Touka 4.8).

AMOKCHIWIHH/KIIABYJIaHOBA KHCETMHA TPpa6Ba 1a ce M30ATBarT, ako HMa ChbMHEHVe 3a HHEKIHO3HA
MOHOHYKII€03a, Thit KaTO cliell yoTpeda Ha aMOKCHIIATHH c€ MosBa MopSunudopmeH 00pHE.

EII.HOB]JCMGHH&T& ynmpeﬁa Ha aJIoIYPHHOII MO BPEME HA NEYCHHAS ¢ AMOKCHITHIMH MOXKE J1a YBCIIMYH
BCPOATHOCTTA OT aICPTHYHHA KOXKHH PCaklHHi.

I[pogbmkHTeNHATa YTIOTpeba MoXKe NOHAKOT fa A0BELE 0 CBPBXPACTEX HA HEYYRCTBHTEIHH
OPraHH3MH.

TMoseara Ha renepanusupana epUTEMa, B HAYAIOTO HA JIEHEHHETO, NPHAPYXKEHA OT BUCOKA
TEMIIEPATYPa ¥ NPOABEHA ¢ ITyCTYJIH, MOKe Ja Obae CHMITTOM Ha OCTpa NeHepanu3spaHa
eK3aHTeMaTo3Ha mycrysiosa (AGEP) (Bx. Touka 4.8). Ta3u peakiiid H3HCKBA CMIHpaHe Ha IPUEMa Ha
AMOKCHKJIAB H € IPOTHBONIOKA3aHHE 33 [IOCTIEABALIO NPHIOKEHHE HAa AMOKCHLIMITHH.

Jioadre npu NALMEHTH ¢ AaHHK 32 YePHOAPOOHO yBpeXKIaHe TpaOBa Ja ce OIpe/erT ¢ TOBUILECHO
BHHMaHHe (BK. ToukH 4.2, 4.3 1 4.8).

Crobwmaga ce 3a 4epHOAPOOHH CHOHTHA FNABHO NPH MBXKE H MALIMEHTH B CTAPYECKA BE3PACT H T€
MO3KE 13 € CBBPKAT C NPOABIKUTEHO JledeHHe, 3a TaxuBa chOuTHA ce ChobIlaBa MHOTO PAAKO NPy
Jena. Bee BCHUKH noMynanuH 0OHKHOBEHO ¢¢ TIOABABAT NPHU3HALIM H CHMITTOMH 10 BPEME Ha WITH
HETIOCPEACTBEHO CJIS]L IeYeHHEeTO, HO B HAKOH CIy4YaH MOXKE J[a He CE€ H3ABAT KO HAKOIKO CeIMHLH
cjlen cniMpaHe Ha nedeHueTo. Te o6ukHOBeHO ca obpaTMH. YepHonpobHuTE CHOMTHA MOKE 13 ca
TEKKH H B M3KIIIOUMTEIHO PEIKH CITyHaH ¢e cho0IIlapa 3a CMLPTHH ClTy4aH. 1e 11o4TH BHHArH ce
HabmoaBaT NpH NALMEHTH ¢ TEKKH OCHOBHH 3a00/IBaHUS WiH ¢ ¢JHOBPEMEHEH TIPHEM HA
IEKapCTBa, 33 KOHTO € HIBECTHO, Y€ € Bh3MOMKHO /13 Bh3AeHCTRAT Ha uepHHA Apod (Bk. Touxa 4.8).

Ipu nouTH BcHUKE aHTHOAKTEPHATHH CPEACTRA, BETIOUHMTEIHO AMOKCHIIIHH, ¢& ¢hOOIABA 3a KOJIHT,
CBBP3aH € NIPHEMa HA aHTHOMOTHK, BAPMPAL KaTO TEXKeCT OT JIeK A0 KUBOTO3acTpamagaul. (BX. TOUKa
4.8). 3aToBa € RaXHO /ia Ob/€ pa3no3HATA AHATHO3ATA IPH MANKHEHTH, TIOTYIW R JHAPHA 110 BPEME Ha
WIH clie]l [IPHEM Ha KaKBBTO H Jia ¢ aHTHOHOTHK. AKO C¢ TTOSBH KOJTHT, CEBP3aH ¢ TIpHEMa Ha
aHTHOHOTHK, AMOKCHKNAE TpsA6Ba He3abaBHO da ce npeKpaTH, TpaOBa a c& HaNpaBH KOHCYJITALHS ¢
JIEKap | J1a ce 3anouHe noaxoasiua tepamnns. [Ipu ta3n cATyanus ca npoTHBONOKAa3aHH IEKApCTRa,
nabaBAIIHA NEPHCTAITHKATA.

Wma crobIenns 3a eHTEpOKOIHTEH CHHIIPOM, IPEH3BHKAH OT IpHeM Ha jiekapetsoTo {drug induced
enterocolitis syndrome — DIES), rnaBHO npu Jella, OpH KOHTO Ce IPUIAara aMOKCHIITHE/KNaByIaHat
(Bk. Touka 4.8). DIES e anepriuna peakitis ¢ BOACIN CHMITOM IPOABIDKHTENHO nospbiane (1 —4

4aca CNieJ] MPUEM HA JISKapCeTBOTO) O3 alepritdHH KOXKHH HITH PeCTIHPaTOPHH CHMIITOMH.

HeyTpodmnus. HMa Teskku ciryyan, BKITFOYHTENHO ¢ MPOrpecus A0 LIOK.

[Mpu npoabIDKKTE/HO NeveHHe Ce MPENoPhYBa MEPHOAHYHA OLEHKA HA BAXKHH
OpraHM3Ma, BETIoUUTENnHO Op0peunara, YepHonpodiaTa W xemonoeTHuHara ¢



Psaaxo ce chobiiaBa 3a yap/DKaBaHe HA NPOTPOMOHHOBOTO BpEeMe MPH MAIMEHTH, NPHEMALIH
AMOKCHILIWITHH/K1aBY1aHOBa KucemuHa. TpsabBa fa ce mpaBH NOAXOAALLO NPOcieAABaHe, KOraTo €
MpeANHCcaH eHOBpEMEHEH TIpHEM Ha aHTHKoarynaaTi, Moxe na e HeoOXoouMa KOPEKLIHS Ha 103aTa
Ha MepopaTHiTe AHTHKOATYJIaHTH, 3a Ja C& MOATBKA JKEeJIHOTO HABO Ha AHTHKOATy 1Al (BK.
ToukH 4.5 1 4.8).

IIpu naumentu ¢ 66peynH yBpexnaHus no3ara TpAdBa 1a ce KOPHUTHpa B 3aBHCHMOCT OT CTETIEHTa Ha
yBpexpRaHe (BkK. Touka 4.2).

ITpu nanpenTn ¢ HamManeHo OTAe/AHe Ha YPHHA MHOTO PAIKO € HalmoaBaHa KpUCTaTypHs
(BKTIOYHTENHO OCTpo OEOPEUHO yRpeKAaHe), TITABHO NpH apeHTepanHo geyeHne. Ilo speme Ha
NPHIAraHEeTO HA BUCOKH JJ03H AMOKCHLWEHMH C€ ITPENopbhuBa N0JUIbp:KaHe Ha aIcKBaTeH NpHeM Ha
TEYHOCTH H OTAE/IAHE HA YPHHATA C 1IE]T A C& HAMATH PUCKBT OT aMOKCHIMIIHHOBA KpHCTamypus. [Ipu
MALKMCHTH ¢ KaTeTHD B [THKOYHHA MexXyp TpAOBa Ja ce MpoBeKAa Pe0BEeH BU3YAICH KOHTPON Ha
npoxoaumocTTa (BK. ToukH 4.8 1 4.9).

Ilo Bpeme Ha neveHHe ¢ AMOKCHLIIME TPA0Ba fa ce W3TOA3BAT EH3IMMHH TIIIOKO300KCHIA3HH MCTO/H
BCCKH BT, KOT'ATO C€ IPaBH H3CNIEABAHE 3a HAJIMYUE Ha TVIIOKO3a B YPHHATA, 3aLI0TO HECHIMMHHTE
METOH MOTarT Ja 4aaaT QalliuRO MOJIOXKHTETHH Pe3yITaTH.

HanMudero Ha KIaByJIaHOBA KHCETHHA B AMOKCHKIIAB MOXKE J1a TIPEIH3BHKA HECTIELM(HYHO
cebpaBade Ha IgG » aaGyMHH ¢ KIeTbYHHTE MEMODAHH HA EPUTPOLIMTHTE, KOETO BOAM 10 danlmso
TOJIOKHTENIEH Tect Ha Coombs.

HMa chobLuenun 3a MOMOKKTESIHA PE3YIITATH OT W3CAEABAHHATE [IPH U3NONI3BaHe Ha TecTa Bio-Rad
Laboratories Platelia Aspergillus EIA npv naupesTu, DprueMaiiy aMOKCHIIWIHHE/KIaBY1aHOBA
KHCE/IHHA, 33 KOHTO BTIOCIEACTBHE € YCTAHOBEHO, Ye HAMAT HHpeKIms ¢ Aspergillus. Crobmaga ce 3a
KPBCTOCAHH PEaKIHH ¢ He-Aspergillus noamsaxapuad W nonHdypaHosd npu Tecta Bio-Rad
Laboratories Platelia Aspergillus ETA. [Topaiy ToBa, ONOKHTENHATE Pe3yJITATH OT TECTORETE TIPH
NALMEHTH, TIPHEMAIIH AMOKCHLIIHH/KIABYIAHORa KUCE/IHHA TPAOBA Aa ce THIKYBAT NPEANasivBO H
Ia C€ NOTBBPAAT C APYTH JHATHOCTHYHH METOJIH.

AMOKCHKIAE ChALPKA HATPHE
ToBa AekapeTBo chABPKE Mo-Manko oT | mmol Hatprii (23 mg) B enHa 1034, T.e MOXKE /12 C& KaXe, Ye
NMPAKTHYECKH HE CbABPKA HATPHIA,

4.5 BianmopelicTBHe ¢ APYTH [IeKaPCTBeHH NPOIYKTH H APYTH ()opPMHA Ha B3auMojcHCTBHE

Ilepopasnu aumurxoazyiaumu

IlepopanHuiTe aHTHKOArYIAHTH H MEHHLIUIWHOBHTE aHTHOHOTHLIK ca IMHPOKO H3IIOJ3BaHH B
NpaKTHKaTa, 6e3 cpoOienn 3a e3auMoieiicTsHe. Bulipexu TOBa, B IUTEpaTypaTa MMa CIy4au Ha
YBEIIHYEHO MEXIYHAPOIHO HopMam3HpaHo oTHoineHde (INR) mpy mamyserTH, NOAIBPKALH ¢
ALICHOKYMAapoJ WM BapdapHH, Ha KOMTO e TIPEATIMCcaH Kype ¢ aMOKCHIUUTHH. AKO € HeOOX0IHMO
€HOBPEMEHHOTO MPUIOKEHHE, IPOTPOMOHHOBOTO BPEME HITH MEXIYHAPOJHOTO HOPMAIH3HPaHO
otHOoIIeHKE (INR) rpadea na 6paar BHHMaTenHo Habmonagany ripa 400ABAHETO HITH OTHEMAHETO Ha
amoxcHIpIHH. OCBEH TOBa, MOYKE Ja ca HeOOXOTUMH KOPEKLHH Ha 1033Ta Ha NepOPAIHHTE
aHTHKOAry/JaHTH (BXK. To4kH 4.4 1 4.8).

Memompexcam
ITeHUIMIMHNTE MOJXKE B2 HAMAIAT €KCKPeLMATa Ha METOTPEKCaT H Taka Ja IPHYHHAT OTEHIHAIHO

fIOBMIIABAHC HA TOKCHYHOCTTA.

IIpobeneyud
He ce npenopyusa cenwTeTBalla ynoTpeda Ha npobeHenu . [pobeHHIMA Ha

TyOynHa cekpeLs Ha aMOKCHIIMIMH, CHIBTCTRALIATA YIIOTpeOa Ha mpoGeHey
MOBHIIICHA KOHLEHTPALHA H DO-MPOAB/DKUTCIIHO MMPHCECTBHE HA AMOKCHLIHI]



Muxogenoram mopemun

IIpu nanueHTH, npreMalld MUKodeHomaT ModeTi, e chobLeHO 3a pHEnu3HTenHo S0% penykuma
Ha TIPe/I030BATA KOHIICHTPALKA Ha aKTHBHES METaboauT MuKodeHonoBa kHcenwHa (MDK) cnen
3ano4BaHe Ha TIEPOPATEeH AMOKCHLIWIHH © KITaByIaHOBA KHcenuHa. [Ipomanara B ipeaao3oeara
KOHIIEHTPALHS MOKE 4 He OTpassea TOUHO NPOMEHHTE B ILUTOCTHATa ekcnosnima Ha MOK. 3atosa
OBHMKHOBEHO HE ¢ HeOoOXO/THMa KOpeKUHs B 103aTa Ha MHKO(eHOoaT MOGETHII, aKO JTHICBAT KIHHHYHH
AaHHA 3a qUCYHKIMA Ha npucaakara. HykHo e ofaye KIMHHYHO HabmofeHHe oTOMM30 N0 BpeMe Ha
eHOBPEMCHHOTO NMPHJIOKEHHE U B KPaThK TIEpHO Clle/l aHTHOHOTHYHHA Kypc.

4.6 Peprunarer, OpeMeAHOCT A KLPMEHE

Spemennocm

ExcrniepHMeHTATHHTE [POYYBaHMA NPH KHBOTHH HE TIOKA3BaT NPAKO WITH HEMPSKO BpeHO
BB3JCHCTBHE BEPXY OpEMEHHOCTTA, ¢eMOPHOHANHOTO/(heTAITHO PA3BHTHE, PAOKIAHECTO HITH
[IOCTHATAIIHOTO pa3BHTHe (BX. Touka 5.3). OrpaHuueHuTe faHHK 3a ynorpebara Ha
AMOKCHIHTHH/KJIaBy/1aHOBA KUCelIMHA 10 BPpeMe Ha OpeMEHHOCT NPH XOpa He MOKa3BaT MOBHIIEH
PHCK OT BpOAeHH MandopMaliH. B eqHo Npoy4BaHe MPH KEHH C [IPEKACBPEMEHHA PYNTYpa Ha
¢eranuara Membpana ce chobLaBa, Ye MPODHIAKTHIHOTO IeHEHHE C AMOKCHLUATHH/KAABYIaHOBA
KHCeIHHA MOKe Ja Ob/ie CBBP3aHO ¢ NOBHITEH PHCK OT HEKPOTH3HPALL EHTEPOKOJIUT NP
HOBopopeHuTe. YroTpebata mo BpemMe Ha GpeMeHHOCT TpaOBa [a ce u3lArsa, OCBEH aKO JIEKapsAT He
CMATA, Y€ TH € HAUIOKHTE/IHA.

Kvpmene

U gBeTe BelecTBa c¢ OTAENAT B KbpMaTa (He ce 3Hae HHINO 34 BE3ACHCTBHETO Ha KIIaByNaHOBaTa
KHCE/IMHA BBPXY KbpMaueTo). CleJoBaTENHO, NPH KbPMAYETO €a BE3MOKHH JIHAPHA H MbOHYHA
vH(}eKINs Ha nUraBULIATE, TAKA Ye MOXKE JIa Ce HAIOKH KbPMEHETO /la Ob/e npexparcHo.
Tpabea oa ce B3eMe NPenEUI BE3MONKHOCTTA 32 CEHCHOHITH3aLIHA.

AMOKCHUMIHH/KIIABY IAHOBA KHCEHHa TPOBa [a ce H3IOI3BAT 110 BpEME Ha KEPMEHE CaMo Cliefl
OLICHKA Ha CHOTHOINEHHETO IIOJI33/PHCK OT CTPaHa Ha NEKyBalltH Jiekap.

4.7 EdekTn BBpXY cnocofnoctra 32 modHpane H pabora ¢ MAIHEH

Hama npoy4sanms 3a edexture Bhpxy cnocodHocTTa 3a modrpane H paboTa ¢ MALIMHA..
O6aue MoXke J1a Bb3HHKHAT HEKENAHH PeAKLHH (Hamp, alepridHi Peakiiy, 3aMadHOCT i bpHOBE),
KOHTO MOTAT Jia TIOBAMSAT Ha CIIOCOGHOCTTA 32 odupade U paboTa ¢ MammmeK (BA. TouKa 4.8).

4.8 Hexenana JexapcTBeHA peaAKIHH

Haii-uecTure HexenaHH nekapcTeeHd peakuu (HJIP) ca nuapus, rageHe u nospblliaHe.
HJIP, nomydeHu OT KTHHHYHH H3NHTBAHKA H TFOCTMapKCTHHIOBOTO HabIIoAEHHE, MOAPEAEHH 110
cHCTEMO-OpTaHHKTe Knacore Ha MedDRA, ca wabpoeHn no-goiy.

Hznonaseana e caepHara TEPMHHO,IOTHA 34 K.nacmbnuﬂpaﬂe HA BE3HHKBAHCTO Ha HEXKEIIAHH PCaKLHH:

Muoro gect =1/10

Yectu (21/100 no <1/10)

Heveetn (=1/1 000 go <1/100)

Peaxn (=1/10 000 no <i/1 000)

MHoro peaxu (<1/10 000)

C HeM3BeCTHA YecToTa (0T HAIMYHKUTE JaHHH HE MOXE a 6b/1€ HAIpaBeHa OLCHKA)

HAndexnnn n nagecrannn
YecTn KOMKHO-/IHTABHYHA KaH/TH/I034
C Heu3BeCTHA YECTOTa  CBPBXPACTEX HA HEUYBCTRHTEITHH OPTaHH3M

Hapyniends Ha KPpbBTA H THM(pHATA CHCTEMA \
Penku o0paTuMa JeBKOMeHHUS (BKITIOUATEIHO Heymd{r@{ﬁ)

PomboLuToneHns



C Heu3BecTHa yecTOTa  oDparuMa arpaHynoidTo3a
XEMO/IMTHYHA aHEMMS
YABDKABAHE HA BPEMETO HA KbpREHe H MPOTPOMOHHOBOTO BpeMe!

ChppaedHn HADVIICHHN;
C HemzBectHa yectora  CHHapom Ha Kounis

HapyweHns HA HMYHHATA CHcTema!?

C HEH3BECTHA YECTOTA  AHTHOHEBPOTHYEH OTOK
aHaduIaKCHs
CHHJIpOM, HanomoOsBal cepyMHa Gonect
anepriyeH BacKyJIuT

Hapymennsa Ha HepBHaTa CHCTEMA

Heuectn 3amMaiiBaHe
riapobonme

C HeH3BeCTHA 4eCTOTa o0paTHMa XHIEPaKTHEHOCT
repuoee’ (Bx. Touxa 4.4)
acCernTHYeH MCHHHIUT

CTOMamHO—‘lpeBﬂH HAPYIIICHHANA

MHoro vecTi JHapus
YectH ranene’
MORPEHIIAHE
Heuectn HapyLeHO XPaHOCMHIAHE

C HEeM3BECTHA YECTOTA  KOTIMT, CRBP3aH ¢ MpHeMa Ha aHTHOHOTHK?

YepeH ,,KOCMAT  C3HK
EnTepoxonuTeH cHHAPOM, NMPeIU3BHKAH OT NPHEM Ha JIEKAPCTBOTO
Octhp naHkpeaTHT

XenaToOHIHAPHH HAPYIIEHHA
Heuectn nopumenus Ha AST wirm ALT?

C HeH3BECTHA 4eCTOTa Xenarut®, XonecTaTH4Ha HCBJ'[TBHPI].Iaﬁ
2

Hapymenns Aa KOXKAaTa H NOAKOKEATE THKAH’

Heuectu KoykeH 0OpHB
PYpHT
YPTHKApHS
Pegxu epHuTeMa MynTHhOpME

C Hew3BecTHa HecTOTa  CHHApPOM Ha Stevens-Johnson
TOKCHYHA eMHASPMAIHA HEKPO/IH3a
Oynozen ekcdonUaTHBEH IEPMATHT
0CTpa FeHepANIM3APaHa eK3aHTEMATO3HA TIYCTYI034 (AGEPY’ nexapcreeHa
peaxia ¢ eozuHoGmus W cuctemun cumirtomu (DRESS)
Jluneapna IgA 6onect

Hapymenss Ba ObOpelHTe # IHKOYHATE DIBTHINA
C HeH3BECTHA YeCTOTa  HMHTEPCTHLMAICH HEQPHT
KPHCTATYPHS® (BKITFOYHTENHO 0cTpo OB0peuHo yBpexaaHe)

! gk Touky 4.4
2 BWsKk TOYKa 4.4
3 I"'ajieHe MO-4eCTO Ce CBBP3Ba ¢ MO-BHCOKY [IEPOPATHH A03H. AKO CTOMANIH
OYEBMJIHY, T€ MOraT Ja ObJAT HAMANEHH, KATO AMOKCHKTAR CE NPHEMA ¢ X)
4 BKIIIOUHTENTHO TICEBAOMEMOPAHO3eH KOHT H XeMOPArHMeH KOJIHT (BHKTE
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¥ 3a6e1932H0 € YMePEHO NOBHIICHHE NPH NALMHTH, TeKyBaHY ¢ GeTa-aKTaMHH AHTHOHOTHLIH, HO
3HAYCHHETO HA TE3H PE3YITATH HE € HIBECTHO.

8 Te3n cuOUTH ca HABNIOAABAHH W TPH JPYTH NEHHLIIMAH 1 He(aTOCTIOPHHH (BIDKTE Touka 4.4).

7 aKO BB3HHKHE alepruueH JEPMATHT, JIeUeHHeTo TpsaOBa g ce npexpaTH (BImKTe Touka 4.4).

§ prok Touka 4.9

® Bk TOvKa 4.4

10 bk Touka 4.3, 4.4

CrofmapaHe Ha MONO3HPAHH HEXKEIAHH DEAKIHH

ChobLIaBaHeTo Ha NOO3NPAHH HeKEIAHH peakLMH clie]l paspellasade Ha ynotpefa Ha neKapeTBCHHS
NpoAYKT e BaxkHO. ToBa MO3RONABA 1 MPOABIKA HAGNIOAEHHETO Ha CHOTHOLICHHETO NOM3a/PHCK 32
JexaperseHus npoaykt. OT MeqULMHCKATE CMIELHATACTH ¢ H3HCKBA 12 ChoblaBaT BCiAKa
NOJOZHpaHa HexkelmaHa peakilig Ype3 HAIIHOHAITHA CHCTeMa 3a choOlaBane KbM M3ambnHuTeHATA
areHuus Mo fekapeTsara, yiL. ,,Jlaman ['pyes”, Ne 8, 1303 Codmn, Ten.: +359 2 890 34 17, yebcaiit:
www.bda.bg.

4.9 IIpenosupane

CHMMOTOMHA W NpU3HALM Ha NPeAO3upaHe
Mosxke na ce HaBMOIABAT CTOMANIHO-YPERHN CHMIITOMH H HAPYLIABAHE HA EEKTPOHTHAS Dananc 1

6ananca Ha TeurocTH. Habmonasana € aMOKCHIMITHHOBA KPHCTaNYPHsA, B HAKOH CITy4aH BOJCINA /10
0B0peyHa HeNOCTATHYHOCT (BXK. TOuxa 4.4).

IMpu nansmenTH ¢ Hapymena Ob0peyHa GYHKLMS HIH NPH NALHEHTH, KOMTO IPHEMAT BUCOKH J03H
MOske Ja BE3HMKHAT IEPUOBE.

CrolLiapa ce, ye aMOKCHMITWITHH CC YTASBA B KATETPH HA TMKOYHHA MEXYD, IIPEAMMHO Clel
HHTPABEHO3HO NPHIMKEHHe Ha rosieMH no3u. Tpadea na ce OpaBH peJOBHA [POBEPKA HA
MPOXOAHMOCTTa (BX. TOUKA 4.4)

JleueHune Ha npeno3npaHe
CTOMaHO~YPERHHTE CUMITTOMH MOTAT /1A ¢€ JISKYBAT CHMITTOMATHYHO, KaTo ce 00bpHE BHUMAHHE Ha

BOAHO-ENCKTPONIHTHHA GanaHc.

AMOKCHI.[HJ'IHH/KII&BYJ’IaHOBa KHCETHHA MOXE [Ja ce OTCTPaHH OT OpPraHu3Ma Ypes XxemMo/aHan3a.

5. ®APMAKOJOTIHYHH CBOHCTBA
3.1 ®@apmaxoaAMBAMHEYHH CBOHCTEA

dapMakoTepaneBTHYHA rpyna: OeTa-NaKTaMHH aHTHOAKTEPHAITHH CPEACTBA, NEHHIMHITHHHE;,
KOMOHMHALIHMHY HA TIEHHLW/IHHOBY aHTHOHOTHITH, BKI. OeTa-1aKkTaMa3Hd HHXUOHTOPH,
ATC kon: JOICRO2

Mexanu3sM HA AeHCTEHE
AMOKCHIITHH € TIOTYCHHTETHYEH NeHUIHIHH (feTa-nakTaMeH aHTHOHOTHK), KOKTO NOTHCKA €JIHH

JWIH MOBEYE SH3UMH {MECTO HAPHYAHH NIEHHLWIHH-CBbp3Bailu nporenHH, [ICIT) B GHocuHTeTHIHHA
BT Ha MENTHIOIHKAHA Ha GaKTepHUTE, KOHTO € HHTErpaeH CTPYKTYPEH KOMIOHEHT Ha KIEThYHA
creHa Ha Dakrepunre. MHxuOHpaHeTo HA MENTHAOMKAHOBUS CHHTE3 BOJIH JIO OTcnabBaHe Ha

KJIETHYHATA CTEHA, KOETO OOHKHOBEHO C€ CJIe/IBa OT pasnaj H KNETbYHaA CMBPT.

AMOKCHIUNIHH € YyBCTBUTENECH KbM PasrpaiiaHe upes OeTa-nakramMasH, po
pe3UCTEeHTHU DaKTEpHH H 3aTOBA CNEKTHPHT Ha ieHCTBIHE HA AMOKCHIIINH ¢
BKJIFOYBA OPraHU3MH, KOHTO [PON3BEXIAT TE3H €H3HMH.

AL, o
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Knasynanorata kuceiHa uma GeTa-NnakTaMeH TIPhCTeH, CTPYKTYPHO MPHCHIL Ha NEHHIMIMAKTS. Ta
HHAKTHBHPA HAKOH OeTa-NaKTaMa3HH €H3HMH M 3allHTABA AMOKCHIIIMH OT HHAKTHBUPAaHE.
KnaBylnaHOBa KHCEJIMHA CAMOCTOATE/HO HE OKA3BA KIMHHYHO MOJe3CH AaHTHOAKTEPHATIEH E(eKT.

PK/®P BpE3Ka

Bpemero nax MUHHManHaTa HHXHOHpama xorueHTpawms (T> MIC) ce cuura 3a ocHoBen QaKTop,
onpegensu eGHKACHOCTTA [IPH AMOKCHLHIHH.

MexaHW3MH Ha pe3HCTEHTHOCT
JBaTa OCHOBHH MEXaHH3MH Ha PEIHCTEHTHOCT KbM aMOKCHITWIKH/KIIABYIAHOBA KHCEJIHHA Ca:
* HaakTtueupaHe oT Te3H GakrepuanHy 6eTa-TaKTamMasd, KOHTO CaMM He ce HHXMOHpaT OT
KJIaBYJIaHOBA KACETHHA, BITHOYHTEIHO B knac B, Cu D.
¢ [Ipomsna Ha IICII, xoeTo HamaiaBa athHHHTETa HA AHTHDAKTEPHATHHS ar€HT KEM MHIlIEHaTA.

Henponunaemoctra Ha 6akTepuuTe WK eIyKe MOMNA MEXAHH3IMHTE MOTaT Aa NMPHYMHAT HNH 1a
IOTIPHHeCAT 3a GakTepHanHaTa pe3HCTeHTHOCT, ocobeHo npu I paM-oTpHL@aTeTHITE GaKTePHH.

I'paHuyHY CTOHHOCTH
I'panmvrmTe croiiHocTr Ha MIC 38 aMOKCHLUUIMH/KIIaBY TAHOBA KHCeIHHA ca Te3H Ha EBponeiickus
KOMMTET 3a OIpeAe/sHe HA aHTHMUKpoOHaTa dyscTBHTeNHOCT (EUCAST).

Opranuzsm I'paHu4HH CTOHHOCTH HA YYBCTBUTCITHOCT
(ng/ml)

Yypctputennn | Mexuuuan | PesncrenTHn
Haemophilus influenzae' <1 - > 1
Moraxella catarrhalis' <1 - >1
Staphylococcus aureus® <2 - >2
Koarynaszo-HeraTHEHY cTahHNOKOKH? <025 >0,25
Enterococcus’ <4 3 >3
Streptococcus A, B, C, G° <0.25 - >0.25
Streptococcus pneumoniae® <05 1-2 >2
Enrepobakrepun’’! - - > 8
T'paM-oTpULATEIHH aHAePOOH! <4 8 >8
I'paM-nONOKHTENHA aHaepobu! <4 8 > 8
I'pann9HH CTOWHOCTH, HECBBP3aHH C BAJIOBETE <2 4-8 > 8
1 TNocoveHHTe CTORHOCTH €a 33 KOHLEHTPAlWH Ha aMOKCHIHIMHE, 3a H3CIIeABaHeTO Ha
YyBCTBHTETHOCTTA, KOHUEHTPALMATA HA KIIaBy/1aHOBA KHCEIHHA e dukcHpaHa Ha 2 mg/l.
2 IlocovweHnTe CTOMHOCTH Ca 33 KOHIISHTPALMH Ha OKCALIIKH.
3 I'panutHuTe CTOHHOCTH B TabMHUATa ca Ha bas3a Ha rpaHMYHMTe CTOHHOCTH HA aMITHITAITHH.
4 I'parmvHa cTolHOCT Ha pesucTenTHOCT R>8 mg/l rapanTupa, Ye 3a BCHUKH M30/1aTH C MCXaHW3MH
Ha PE3HCTEHTHOCT € CHOOIIEHO, Ye ca Pe3HCTeHTHH.
5 I'paruynwTe CTOHHOCTH B TabNuaTa ca Ha 6a3a Ha rpaHUYHITe CTOMHOCTH HA OEH3HINCHHUMIIMH.

Pa3npocTpaHEHHETO HA PE3MCTEHTHOCTTA MOKE Jia BapHpa reorpadcku U BLB BPEMETO U 33 H30paHH
BMJIOBE H € JKEJIATETHO /12 HMa MecTHa HHAOPMALHA 33 PE3UCTEHTHOCTTA, OCOGEHO NPH JICUEHHE Ha
TexkH HHpekimH. TIpr HeoOxoaumocT TpabBa Aa ce MOTLPCH CHBET OT €KC. eCTHHTE

O0HKHOBEHO YYBCTBHTEIHH BHAOBE

I'paM-nionokUTEHA aep0o0H

' “i‘n w :"' 9




Enterococcus faecalis

Gardnerella vaginalis

Staphylococcus aureus (MeTHIWUTMH-4yBCTBUTENHH) &
Koarynazo-HeratueHu cradynokoku

Streptococcus agalactiae
Streptococcus preurnoniae
Streptococcus pyogenes B Ipyru 0eTa-XeMOTHTHYHH CTPENITOKOKH
Streptococcus viridans rpyna

!

I'paM-0TpULIATE]IHH MUKPOOPTaHU3MH
Capnocytophaga spp.

Eikenella corrodens

Haemophilus influenzae’

Moraxella catarrhalis

Pasteurellia multocida

AHAepOOHH MHKPOOPTAHU3MH
Bacteroides fragilis
Fusobacterium nucleatum
Prevotelia spp.

Bunose, 3a kouTo npHaodHTaTa pe3HCTEHTHOCT MOKe 1a Gbae mpobieMHa

AepoGuu ['paM-nonoKHTeTHA MUKDOOPT2HHIMH
Enterococcus faecium *

Aepobuu I'paM-0TpUIIATEIHH MUKPOOPIAHH3IMHA
Escherichia coli

Klebsiella oxytoca

Klebsiella pneumoniae

Proteus mirabilis

Proteus vulgaris

Pe3ncTeHTHE MEKPOOPTaHH3MH

Aepobuu [ paM-0TpHIIATETHH MUKPOOPTAHHIMH
Acinetobacter sp.

Citrobacter freundii

Enterobacter sp.

Legionella prevmophila

Morganela morganii

Providencia spp.

Pseudomonas sp.

Serratia sp.

Stenotrophomonas maltophilia

Lpyru MHKpooprasusmu
Chiamydophila preumoniae
Chlamydophila psittaci
Coxiella burnetti
Mycoplasma pneumoniae

$ EcTecTsena cpenHa WyBCTBUTETHOCT MPH JITICA Ha NPHI0GHT MCXaHH3BM HA PEIHCTEHTHOCT.

# BCHUKH METHLIMITHH-PE3ACTCHTHH CTaQHIOKOKH 4 PE3HCTEHTHH KBM aMOKC aHoBa
KHCEJTHHA

! Streptococcus preumoniae KOMTO ca PEIUCTEHTHY HA MEHHIFIHH, He TPS

ot 10%.




52 PapMaKOKHHETHYHH CBOICTBA

Abcopbuusn

AMOKCHLI/IHH H KJIABYaHOBA KHCENTHHA HaIThTHO C8 JIUCOLMHPAT BBB BOJEH pasTBOP NpH
tusuonornvHo pH. H geete koMmoHEHTH 6bp30 # 1006pe ce pezopOupat IIPH [EPOPATHO
npuioxeHue. PezopOuusaTa Ha aMOKCHIMITHH/KIIABYIAHOBA KHCENHHA c& ONTHMM3Hpa, KOraro ce
MpHEMa B HAYATOTO HA XpaneHeTo, Clef mepopaneH npiaeM GHOHATHYHOCTTA Ha AMOKCHLMIIMH H
KJIABYJIAHOBA KHCeNMHA € okoio 70%. [liasmenure npodiiy Ha ABaTa KOMIIOHEHTA ¢a N0/I00HH H
BPEMETO IO MIHKOBATA [Ia3MeHa KoHLeHTpawua (Tmax) BbB BcoKH ciyyal € OKOJI0 eIHH Jac.
d)apMaKOKHHBTH‘IHPITG pe3yITaTi OT H3NHTBaHe, IIPH KOSTO aMOKCHL[IrIJIPﬂ{/KJ]aByHaHOBa KHCeAHHa
(875 mg /125 mg TabneTku, NMpHeMaHy JBa ITbTH JHEBHO) € MpWIAraH HA ITIAHO HA TPYIH OT 3APABH
NOoGPOBOLM, C& MPECTABEHH TIO-0NY.

Cpennn (+ SD) papMakoKHHETHIHH NApaMETPH

[Mpunoxeno{-1) Hoza | Cmax Tmax * AUC (0- Tz

AKTHBHO(-H) 24h)

Betuiecto(-a) (mg) | (ug/mD) (h) (ugvml) | ()

AMOKCHITHITHH

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
KnaepynaHora kucenrta

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

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

AMX — amoxcummiH, CA — KNaByJIaHOBA KHCETHHA

* Meanaua {aquanazoH)

CGPYMHHTC KOHUCHTpAallHH HA aMOKCHIIUITHH M KJIaBYJIAHOBA KHUCCIHHA MOCTHIHATH C
aMOKCHL[H.IIPIH/KJ'I&BYJ]aHOBa KHCEIIHHA ca ToaoOHu Ha TE3H, NOTYUCHH TIPH CaMOCTOATCIIHO
NEePOPATHO NPHIIOKEHHE HA EKBHBAICHTHH JI034 AMOKCHIIWIHH ¥ KJIABY/IAHOBA KHCEHHA.

Paznpesenenne

Oxono 25% ot ofmara mnasMeHa w1aBylaHoBa kucelHHa H 18% oT ofmusd mnasMed aMOKCHITHIMH ca
cebp3auy ¢ nporeuny. [pursuaunsT 0OeM Ha pastpesenenye e okono 0,3-0,4 I/kg 3a aMoKCHUMIMH H
okono 0,2 I/kg 3a wiaBynaHOBA KHCEITHHA,

Cnen vATPaBEHO3HO MPHNIGKEHHE, AMOKCHIHIHH H KJIaBY.TAHOBA KHCEJIHHA C€ OTKPHBAT B AIIB4CH
MEXYD, KOPEMHA TBKaH, KOKA, MA3HWHH, TEKAHH, MyCKY/IHA THKAH, CHHOBUANIHA H IEPHTOHEANTHA
TEYHOCT, JUTHYEH CEKPET H MHON. AMOKCHLIWIKH HE € pastpeaens ocTaThyHo f1odpe B
rpEOHAYHOMOZBYHATA TEUHOCT.

Ot npoy4BaHMATA TIPH XKHBOTHH HE CBHIIECTRYBAT JOKA3ATEICTRA 33 3HAYMTENHO THKAHHO 33/IbpXKaHe
Ha BEIIECTBA, MONMYHEHH OT JIEKapcTBOTO, 34 BCEKU OT KOMHOHEHTHTE. AMOKCHLIMIIHH, KAaTO 1I0BEYETO
OT NMEHUIIIHHA, MOXe Na 6Bi€ OTKPHT B KbpMara. ClieiH OT KAAaBYIAaHOBA KHCENHHA MOTaT da ObaaT
OTKPUTH B KbpMaTa (BX. TOUKSa 4.6).

JoKa3aHo e, 4e ¥ aMOKCHITWIIHH, H KJIaByJIaHOBA KHCENIHHA NpeMMHAaBaT IUIa
TouKa 4.6)

BuorpanchopmManns
AMOKCHUHITHH YaCTHYHO Ce OTIIE/A B YPHHATA KaTO HEAKTHBHA TI¢
KOTH4YecTBa, eKeaBaneHTHH Ha 10 mo 25% ot mepeoHavanHara Ao3a.
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MET! a60nH3Hpa CKCTCH3IHBHO HPH HOBCKaA H C¢ SJIHMMHHHpA € YPHHATa H cbelcam{me A KaTo BEIVICPOJICH
JAHOKCHA B U3JHIIIAHHA BbH3AYX.

EnamMaanpane

OCHOBHHAT BT Ha €JTHMHHHPAHE Ha AMOKCHIIHIHH e npe3 Op0peluTe, 4 Ha KI1aByaaHOBaTa KHCEHHA
€ KaKTo upe3 6p0pedHH, Taka 1 Ype3 HeOBOPeYHH MeXaHH3MH.

AMOKCPII.H‘IJ'IHH/[UIHBYJ’[&HOB& KHCEITWHA HMa CpeJcH EMTHMHHAITHOHEH MOITY>KHBOT OT OKOIO €AHH Jac H
cpeieH 00wy kimpsHE okono 25 Vh npu 3apasu unaueuau. [pubnusurento 60 no 70% or
aMOKCHIHIWH H npuiuissurendo 40 g0 65% oT KnaByllaHOBA KHCEIIHHA ¢ eKCKPEeTHPAT HENPOMEHEHH
B YPHHATA Mpe3 MbpBKTe 6 Yaca Clie]l eAHOKPATHO IIPHIATAHe HA AMOKCHIIHIMH/KIIABY AHOBA
kucesnaa tabnetxd 250 mg/125 mg unu 500 mg/125 mg. PasnuyHy H3cnenBaHus COUAT, He
OTAENAHETO Ha YpHHaTa ¢ 50-85% 3a amokcuumnuy 4 MeXXTy 27 n 60% 3a K1aByJIAHOBA KHCEIHHA 33
nepHoA oT 24 yaca. 3a KIaBYNIAHOBATA KHCENHHA, HAH-TOJIIMOTO KOJHYECTBC Ha JIEKAPCTBOTO Ce
OTJeNd Npes mepBuTe 2 Yaca cliefl IpHeMa.

EnHOBpeMEeHHOTO DIPHIOKEHHE Ha NIpobeneun/1 3a6apa OTAEIAHETO HA AMOKCHLIWIKH, HO He 3abaBs
OBOpedHaTa ekcKpellus Ha KJIaBy/IAHOBATd KHCENHHA (BX. TOUKa 4.5).

Bripact

EnMMHHAITHOHHHSAT TIOMYKHBOT Ha aMOKCHHMIIMH € CXO/ICH MPH JICIa Ha BE3PACT OT OKOJIO 3 Meceua
J0 2 TOMHHH K NO-TOJIEMH Jiella # Bh3pacTHH. [IpH MHOTO MaNKH Jeua (BITIOUYHTEIHO HEAOHOCEHH
HOBOPOACHH) Mpe3 ITbPBATA CEAMHLA OT KMBOTA WHTEPEATHT Ha NpIUaraHe He TpA0Ba Ja HaJBUILABa
TIPHJIAraHe JBa [TBTH AHEBHO, IOPAay HE3PANIOCT Ha OBOpeuHHs BT Ha enHMAHMpaHe. Thi kaTo HMa
NO-ro/AMa BePOATHOCT NALMEHTHTE B CTAPYECKA BB3PACT Ja HMAT HamaneHa 6p0pedHa QyHKIM,
Tps6Ba fa ce BHuMaBa npy w3bopa Ha 1o3a 1 Moxke na Oplle Nole3Ho na ce cend osbpeunara
QyHKuMI.

Hoa

Cren nepopanHo MPUIOKEHHE HA AMOKCHLMITHH/KIABYTAHOBA KMCENIHHA TIPH 3APABH MBIKE H JKEHH,
MOAET HAMA 3HAYHTEITHO BE3ICHCTBHE PEPXY (papMaKOKMHETHKATA HA AMOKCHLHUIMH H KJIARY/IAHOBA
KHCETHHA.

BrOpeuno yepexknane

OGHIHSIT CEPYMEH KIIHPBHC Ha aMOKCHLIHIIHH/ K/JIaByIaHOBA KHCCTHHA HaMaldBa MPOIopLHOHATIHO ¢
HamMaliaBaHeto Ha 6bOpeunarta QyHkuna. HamManseaHeTo Ha KITHPRHCA HA TEKAPCTBOTO € MO-H3PA3EeH
NPH aMOKCHIIMIIHH, OTKOJKOTO [IPH KTaByJdaHOBA KHCCTHHA, TBH KaT0 MO-ToNaMa 4acT OT
AMOKCHLMIIHH ce oTaens upe3 6u6penmTe. Cemosatenno aosute npu Gs6pedHo yBpexane TpaOsa
Jia NIPEAOTBPATABAT IPEKAICHOTO HATPYNBaHE HA AMOKCHLMWIHH, KaTO €IHOBPEMEHHO C€ MOANbPXKAT
aJIeKBATHH HUBA Ha KI1aByJIaHOBA KMCENTHHA (BK. Touka 4.2).

YepaoapoltHo yBpexkaaHe
Jlo3uTe Mpu NalMeHTH ¢ YepHOAPOOHO YBpexK1aHe TPAOBa Ja Ce Onpe/IeNaT BHUMATEHO H
JepHOIpoOHaTa PyHKUKA TPSOBa Ja ce npocneasea peAoOBHO.

53 IpeaxknBEAYHE NaHHH 32 He3omacHOCT

HexnunuunmTe JaHHN He TIOKA3BaT OcoOeH PUCK 32 XopaTa Ha 6a3a Ha KOHBEHLIHOHAIIHHTE
(GapMaKoNOrHYHH M3MUTBAHNS 32 GE20MACHOCT, TEHOTOKCHYHOCT M PENPOAYKTHBHA TOKCHYHOCT.

ITpoyuBanusiTa 32 TOKCHYHOCTTA CIE] MHOTOKPATHO IPWIOKEHWE, TPOBEIeHH TIPH KyYera ¢
aMOKCHIIWIHH/KIABYIAHOBA KHCETHHA TIOKA3BAT APA3sHCHE HA CTOMAXa H TOBPHLIAHE H IOThMHAI
€3HK.

Heca npoeexIaHy NPOYYBaHHA 33 KAPIIHHOTEHHOCT C aMoxcnannH/maBynaﬁona

6. PAPMAIIEBTHYHH JAHHH



6.1 CnacnLK HAa HOMOIMAATE BeNIeCTBA

ChpLgBHHA: KOMOMIEH Oe3BO/ICH CIMLIHEB AUOKCHA, KPOCIIOBUIOH, MATHE3HEB CTEApar,
MMKPOKDPHCTATHA Ly 1033, TAIK, TOBHJIOH.

OuUIMOBO NOKPHTHE: XHIPOMENO34, ETWILIETYI03a, IETIIOB AlIKOX0l, HATPHEB aypui cysidar,
TPHETHT UMTPaT, TAIK, THTAaHOB JHOKCHA I 171,

6.2 HecnBMeCTHMOCTH

Hama m3BecTHH.

6.3 Cpok #a rogaocT

2 rOAHHEH

6.4 CHennaaHu YCJIOBHS HA ChXPAHCHHE

Jla ce cexpaHsBa npu TemnepaTtypa nog 25 °C.
Ja ce cpxpaHiBa B OPUTHHANHATA ONIAKOBKA, 34ILETECH OT BIara.

6.5 JlaHHA 32 ONAKOBKATA

Al/Al 6nuctepu B onakoku o1 10 priMupann TabmeTkH.
AVAl 6imcrepu B onakoeks 0T 20 hHIMUpaHH TaONETKH.

He Bcyrku BHIOBE OMAKOBKH MOTAT jJa 6BAaT MycHaTH B npoaaxda.
6.6 Croenna/iHn Opelna3HA MePKH OPE H3XBbpJIAHe H paGoTa

Hsma cneumanay ykazatus.

7. NMPUTEXATEJ HA PASPEHIEHHETO 3A YIIOTPEBA
Lek Pharmaceuticals d.d.,

Verovikova 57, 1526 Ljubljana,

Crorenma

8. HOMEP(A) HA PAIPEIIEHHETO 3A YIIOTPEBA
Per.Ne: 20010161

9, JATA HA ITBPBO PAZPEINTABAHE/TIOJHOBSIBAHE HA PASPEONIEHHETO 3A
YIIOTPEBA

ITepro PV: 19.01.2001

ITspBo nogHoeseane Ha PY: 02.05.2006
Bropo nogsoBasane na PY: 15.08.2011

10. JAATA HA AKTYAJIN3UPAHE HA TEKCTA

02/2023




