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1. HMME HA JIEKAPCTBEHHA ITPOIYKT

P it 18 BB | eszasesasmesanassnaes

Amokcuknas 500 mg/125 mg duamupann Tabnerkn
Amoksiklav 500 mg/125 mg film-coated tablets

2. KAYECTBEH H KOJIHMECTBEH CBhCTAB

Besxa dunvupana Tabnerka ceanpxka 500 mg amoxcuwiaH (amoxicillin} noa gopmara na
AMOKCHINHH TpUXuApaT (amoxicillin trihydrate) u 125 mg xiaBynanosa kucennna {clavulanic acid)
nox ¢opMara Ha Kanues KuaBynaHat, CrOTHOMEHHETO € 4:1.

TNoMolHK BeinecTBa ¢ H3BECTHO AcHCTBHE:
Besxa guimupana TaGneTka ChAbpkKA MO-MATKO OT 23 mg HaTpHi.

3a ITBJIHHA CITHCEK ¢ MOMOIIHHTE BELISCTRA BHKTE TOTIKA 6.1.

3. ~JIEKAPCTBEHA ®OPMA
OunMupany TabneTku

Bem no nourH Gemu oBaiHA GHKOHBEKCHH GunMupany TabneTkH

4. KJIHHHYHHA JAHHH
4.1 TepanesTRYHA NOKAAHAA

AMOKCHKIIAB € NIOAXOAAI] 34 JIEYCHHE HA CACTHHTE HH(eKIMH NIPH BL3PACTHH H Aeua (Bx. TOUKH 4.2,
44u5.1)

®  Ocrsp GakTepHaneH CHHYHT (aJeKBATHO AHATHOCTHITHDPAH)

OcTpo BE3MATIEHHE HA CPEAHOTO YXO;

OcTpH ex3auepGairy Ha XpOHHEH GPOHXHT (AACKBATHO AMATHOCTHLIMPAHI)
H3ppHGoMHMYHA THEBMOHHA

Ipcar

Iuenonedipur

Hndeximym Ha xoXaTa H MEKHTE ThKaHH H N0-CIIELMATHO LENyJHT, yXanBaHus OT XHBOTHH #
TEXKH JEHTUIHH abcriecH ¢ MporpecHpan LeayTHT

e HHdekumn Ha KOCTHTE H CTABHTE, NO-CTICLMAITHO OCTEOMUBESHT

* & & & @

Tpabea Aa ce B3emar nox BHMMaHHe OQHIMATHHTE PLKOBOJICTEA 34 IPABH/IHA YTIOTpeGa Ha
aHTHOaKTEpPHATHHTE CpeaCTBa.

4.2 Ho3HpoBKa B HAYHH HA HPHICKEHHE
Hagcsaxbae no3uTe ca H3pa3eHH Ype3 OTHOMIEHHE HA CHIBPKAHHETO Ha AMOKCHIHTHH/K/IABYIAHOBA

KHCEIIHHA. ¢ ‘E\"\mﬂm
2%

KaTo ce B3EMAT NpeaBuy;




¢ OYaKBAHWTE NATOTCHHM H BEPOATHATA MM UYBCTBHTETHOCT KbM aHTHOAKTEpHANHM cpencTBa
(Bx. TOUKA 4.4)
TEKECTTa H MACTOTO Ha MH(eXLHATA

¢  BB3PAcTTa, TeINOTO M 6B0peuHaTa QyHKIMA Ha NallMenTa, KAKTO € YKA3AHO M0-JO0IY.

ITpu HeobxomMMOCT TPAOBa 3 C& MOMHCIIH 32 H3IOI3BAHETO HA ANTEPHATMBHH JIEKAPCTBEHH HOpMH
Ha AMOKCHK/IB (HANPHMEP TE3H, IPH KOHTO UMA II0-BHCOKH /I03H AMOKCHIIIHH H/WITH PATHIHH
CHOTHOIUCHNA Ha AMOKCHI[WIHH ¢ KIABy/IaHOBA KucenHHa) (Bx. To9kH 4.4 1 5.1).

3a BB3pacTHH K Aenia > 40 kg, Tasu dopmyIia HAa AMOKCHMKIAR MpeA0CTaBs o6ma AHesHa A03a ot 1500
Mg aMOKCHIIINH/375 mg KiIaByIaHOBA KHCEHHA, KOTaTo Ce MPHEMA, KAKTO € Ipeloph4aHo No-goiy.
3a nena <40 kg, TasH gopMyna na AMOKCHK/IAB NPeJOCTABS MAXCHMAIHA THEBHA f03a oT 2400 mg
AMOKCHIEUTHH /600 mg KiaBy/IaHOBA KHCEHHA, KOTATO ce IPHeMa, KAKTO € NPENOpBYaHo No-A0NY.
AKo ce TIpHeMe, 4e € Heo5Xo/uMa N10-BHCOKa AHEBHA 1038 AMOKCHITHITHH, C€ MPEnoPLBa Ja ce
m30epe AMOKCHKNIAB ¢ Jpyra KOHLEHTPALWs ¢ el Ja ce u36erne MPUeMa Ha HEHYKHO BHCOKH
JHEBHH O3H KNaBYIAHOBA KHACEIUHA (BXK. Toukk 4.4 u 5.1).

[IponBIKHTENHOCTTA Ha JledeHHeTO TpA0Ba [ia ce OmpeeNa Bb3 0CHOBA HA OTTOBOPA HA MAITHEHTA.
Haxon HEGhEKIHH (HaNpUMep OCTEOMHEIHT) M3HCKBAT [10-IHITH NEPHOIH Ha Neuenue. JIedeHHeTo He
Tpa6Ba Ja npoas/DKaBa noseve ot 14 Auu Hes nperned (Bxk. Touka 4.4 OTHOCHO TPOXB/DKHTETHOTO
JieyeHHe).

BrapacTiy H fena > 40 kg
Exna taGnerka (500 mg/125 mg s03a), pueMaHa Tpd ITHTH HA JIEH.

Heuia <40 kg

20 mg/5 mg/kg/nen no 60 mg/15 mg/ kg/new, pasneneHH B Tpu AO3H.

Jleuara Morar ia ce NeKyBat ¢ AMOKCHKIAB TaGJIeTKH WM ¢ ApyTH JiekapcTBeH GOpPMH Ha
KOMOHHALMATA AMOKCHITMTHH/KJIABY/IAHOBA KHCEJTHHA KATO CYCIICH3HH HJIH CallleTa 3a fiella. Jlena Ha
BE3PACT 6 TOMMHH H NO-MANIKO € 33 NPENTIouMTaHe Aa GBAAT IEKyBAHH ¢ AMOKCHITHIIHI/ KIIABY/IAHOBA
KHCEJHHA CYCIeHIUA WIH CalleTa 3a Jiela.

Hama xmmamy nanHy 3a AMokcHKIaB (Gopmu 4:1) no oTHOIEHHE Ha NO3H, NO-BHCOKH 0T 40
mg/10 mg Ha KMNOrpaM Ha AeH NPH JeNa oA 2 OAHHH.

ITargmeHTH B CTApYECcKa BL3pacT

He ce cunTa, ue e HeoOXOMAMa KOPEKIIHA HA [103aTa.

[Tanyents ¢ 6x6peTHO YBpeknane

Kopexkimure Ha no3ata ca Ha 6a3aTa Ha MAKCHMANHOTO NPENOPLYHTENHO HHBO HA AMOKCHIMITHH
He ce Hanara kopeKiia Ha §03aTa PH NIALMEHTH ¢ kKpeaTHHuHOB KApbHEE (CrCl) mo-rossm ot 30
ml/min).

Buv3pacmnu u oeya >40 kg

CrClL: 10-30 500 mg/125 mg aBa reTH AHEBHO

ml/min
CrCl <10 ml 500 mg/125 mg BemHbK JHEBHO
/min
Xemonuammza | 500 mg/125 mg Ha Beexm 24 qaca, nmoc 500 mg/125 mg no Bpeme
H& ANaTH3aTa, 1a C€ IOBTOPH B KPAA HA HAJIM3ATA (nﬁ/xgg,m_q_ )
CEPYMHMTE KOHIIEHTPALHH H Ha aMOKCHIIWIMH, U HA,
KHCEIHHA HAMAJISBAT)

Heya < 40 kg

CrCl: 10-30 15 mg/3,75 mg/kg npa reTH AHSBHO (MaKC
ml/min JIBA ITETH JHEBHO),




CrCl <10 ml 15 mg/3,75 mg/kg xaTo eABOKpPATHA JHEBHA No3a (MakCHMyM 500
/min mg/125 mg).

XeMoauammsa 15 mg/3,75 mg/kg Ha eH BEIHEXK JHEBHO.

Ipenn xemomuamazara 15 mg/3,75 mg/ kg. 3a na ce BE3CTaHOBAT
IMPKYJHPALIHTE HHBA HA JIEKAPCTBOTO, TPAGBA fia C& MPHIOKAT
15 mg/3,75 mg na kg cnex xemopmanmaTa.

Hayuenmu c yeprodpobno YBpexaane

Mla ce npunara ¢ MOBHINEHO BHHMAHKE H YepHOAPOGHATa hyHKUMA XA Ce IPOCEAABa PeAOBHO (BK.
Touku 4.3 1 4.4).

Hauna Ba npaAOKenHe
AMOKCHKIIB € 3a IepopaiHa ynorpe6a.

Ja ce npunara B HAYAIOTO HA XPAHEHETO, 34 J1a CE CBEE 10 MHHHMYM NOTEHLMAIHATA
FaCTPOMHTECTHHAITHA HENOHOCHMOCT H JIa C€ OITHMM3HPA YCBOABAHETO Ha
AMOKCHITWTHH/K/IABY/IAHOBA KHCEITHHA.

Tepanusra Moxe Aa 3ano4He napeHTepanto csracuo KXIT Ha uHTpaBeHo3HHTE opMH H 1
MOPOABIDKH ¢ NIEPOPANEH Npenapar.

43 IMporEBONOKAIAHES

CBpHXIYBCTBHTE/IHOCT KBM AKTUBHHTE BEIIECTBA, KbM HAKOH OT ICHHIIHHUTE HIH KBM HAKOE OT
MOMOIIHUTE BEMECTBA

AuaMHe3a 3a Texka OBp3a peakiys Ha CBPBXIYBCTBMTEIHOCT (HAND. aHadHIaKcHA) KbM Apyro Geta-
JaKTaMHO CpefCcTBO (Hanp. LedanocnopuH, kapbaneHeM WIH MOHOGAKTaM)

AHaMHesa 32 aCOLIAMPaHa ¢ AMOKCHIWITHI/KIIABY/IAHOBA KHCE/THHA JKBJITCHHLA/ YEPHOAPOOHO
yBpexaaHe (BxK. Touka 4.8).

44 Coensansn npeaynpexnenHs H DPelNa3du MePKH NpH ynoTpeba

pesm 3anouBane Ha NedeHMe ¢ AMOKCHUTHH/KIABYIIAHOBA KHCE/HHA TPSOBa /A Ce HAIPABH
BHHMATEJTHO 3adBAHE HA BHIIPOCH IO OTHOHICHHE Ha IIPEAHIUHE PeaKilHH Ha CBPBhXIYBCTBHTENHOCT
KBM NEHHIWIHHH, Le(hanocriopuHy WK ApyTH OeTa-naxramMum aHTHOHOTHI (BK. Touku 4.3 1 4.8).

CeprosHu ¥ NOHAKOTA C NIETAIEH H3XOA PEAKLHH HA CBLXYBCTBHTEIHOCT (BIIIOUHTEHO
aHA(QWIAKTOHIHH M TEXKKH KOMKHH HEXKEIAHH PeaKiH) ca CHoOIaBaHu IPH MAIHEHTH Ha J¢9eHHE ¢
neHHMNKH. Ma No-rojiaMa BEpOATHOCT Te3H PEAKIMH Ja e NOARAT NPH {IALHEHTH ¢ AHAMHE3A 38
CBPBXTYBCTBHTC/IHOCT KbM NICHHLIHIHH H ATOMMHYHHA NALMCHTH. AKO BE3HHKHE AJICPrHYHA PEAKIM,
TepalHATa ¢ AMOKCHIIHITHH/K/IaBYJIAHOBA KMCEIHHA TpAGBa [ja ce MPEKPaTH U 13 ce Ha3HauH
TIOXXOANIIO ATTEPHATHBHO JIEUCHHE.

B cyyaii, ye e qoxasaHo, 4e uH}pEKLMATA CE ABILKA HA HyBCTBUTE/CH(-H) KBM aMOKCHITIIHH
OpraHH3BM(-H), TOTaBa TPAGBA 1A Ce OMHCIIH 33 PEMHHABAHE 0T AMOKCHITH/THH/KIABYIaHOBA
KHCETHHA KbM AMOKCHIMIIMH B CHOTRETCTBHE ¢ OHIHATHUTE MPENOPHKH.

Tasu nexapcreerna Gopma Ha AMOKCHK/IAB HE € TIONXO/AINA 32 YHOTpea, KOFaTo € HAHIE BHCOKA
CTENCH Ha PHCK NPEATONAaraeMHUTe NATONEHH J1a CA PESHCTEHTHH KM (eTa-NakTaMHu CPeCTRa




Ilpu naumenTn ¢ HapymeHa Gs6pedna (QYHKIMA MM TP NALMEHTH, KORTO (IPUEMAT BICOKH A03H
MOJKe J1a BE3HHKHAT repdoBe (Bxk. Touka 4.8).

AMOKCHIWIHH/K/IABY/IAHOBA KHCE/THHA TPAGBA Ja ce H3GArBaT, aKo HMA CHMHEHHE 33 HHEKIHO3HA
MOHOHYKJIE03a, ThH KaTo nofABaTa Ha MOpOHIH(OpMeH 0OpHB ce CBBP3Ba C TOBA CHCTOAHHE cnel

ynotpeba Ha aMOKCHIMNMH,

EnroBpeMeHHaTa ynoTpe6a Ha anolypHHOI 110 BpEME Ha JIEYEHHE ¢ AMOKCHLIAIMH MOXE JIa YBeIAqIH
BEPOATHOCTTA OT AJIEPrHYHH KOKHH PEAKIHH.

TpoxbxuTentaTa ynotpeGa Moxe MOHIKOra Aa JOBEAE 10 CBPBLXPACTEX HA HETYBCTBHTEHH
OpraHH3MH.

[TosBaTa Ha reHepaH3IMpaHa epUTEMa B HAYATIOTO Ha ICUCHHETO, MPHADPYAKEHA OT BHCOKA
TeMIIEpaTypa H MPOABEHA C ITYCTY/IM MOXe J1a G'51e CHMITTOM Ha OCTpPA reHepaIHIHpana
ck3aHTeMaTo3Ha MycTyao3a (AGEP) (ex. Touka 4.8). Tasu peakumsa H3HCKBa CIIApaHe HA MPHEMA HA
AMOKCHK/IAB H € MPOTHBOTIOKA3AHHE 38 [IOCITEBAIIO MPHICKEHHE HA AMOKCHIIHIHH.

AMOKCHINWTMH/KIIaBY/TAHOBA KHCEIHHA IPH MALMEHTH C 9epHOAPoGHO yBpesxaane Tpabea fa ce
H3MON3EA ¢ IOBHINIEHO BHUMaHHE (BK. Toukd 4.2, 4.3 1 4.8).

Crobmasa ce 3a 4epHOAPOGHH CHGHTHA INABHO IPH MBKE H NALACHTH B CTAPYECKA BE3PacT U Te
MOE JA C& CBLPIKAT ¢ NPOABDKMTENHO IcueHHe. 3a TAKHBa ChOMTHA ce chobMaBa MHOTO PAAKO NPH
Ieua. BB BCUYKH MOMy/aliH OGHKHOBCHO e MOABABAT NPH3HALIM ¥ CHMITTOMH 110 BPEME Ha HITH
HENOCPEACTBEHO ClIe]] JICYEHHETO, HO B HRKOH CITyUaH MOJKE /1a HE Ce H3ABAT A0 HAKONKO CeAMMIH
CleA CIHpaHe Ha JiedeHHeTo. Te obukHOBEHO ca o6paTMu. UepHoApobHuTEe cHOHTHE MOXKe 1a ca
TENKH H B HIKTIOYHTENHO PEAKH CHIYIaH c¢ Cho0lnaBa 3a CMBPTHH cy4an. Te NOYTH BHHATH Ce
Ha0IIOABAT NPH NAIHEHTH ¢ TEKKA OCHOBHH 3a60NABAHMS HITH ¢ 6AHOBPEMEHEH NPHEM Ha
NEKAPCTER, 32 KOHTO € H3BECTHO, Y€ € BBIMOXHO J1a BB3/IeHCTRAT HA YepHHA Apob (BX. Touka 4.8).

Ilpy NoYTH BCHIKH aHTHOAKTEPHATHH CPe/ICTBA, BKIIOYHTEHO aMOKCHIIVH, ¢e ChoOIaea 3a
KOJIMT, CEBP3aH ¢ MPpHeMa HA aHTHOMOTHK, BAPHPAllt KATO TEXKECT OT JIEK JIO JKHBOTO3aCTpaumBall.
(Bx. TouKa 4.8). 3aToBa € BakHO /2 6B/le Pa3MO3HATA MHArHO3ATA NPH TALHEHTH, TIONYTHIH AHAPHA
MO BPEME Ha WK CNej NIPYeM Ha KAKBETO H /1a € AHTHOHOTHK. AKO 6 IIOSBH KOJIMT, CBBP3aH ¢
IpHeMa Ha AHTMGHOTHK, AMOKCHKIIAB TpAGBa HesabaBHO Na ce nmpexpaTH, TpsGBa na ce Hanpaeu
KOHCYINTALMA C JIEKAD M [ja C€ 3anoyHe Noaxonma Tepamua. [Ipy ta3d CHTyalus ca
TIPOTHBONOKA3ZAHH JICKAPCTBA, 3a0aBAIIH [TEPHCTANTHKATA.

TIpu NPOABIKUTENRO EYEHHE Ce IPENOPBYBA IEPHOIMMHA OLIEHKa Ha BAKHH (YHKLUMH Ha
OpraHH3Ma, BKodHTeNnHo 66peynara, yepnoapobHaTa 1 XxeMONoeTHUHATA QYHKLHA.

Panko ce cho6mana 3a yamnkapaHe Ha IPOTPOMGHHOBOTO BpeMe IPH NAIHEHTH, TIPHEMALIH
AMOKCHINUIHH/K/IABY/IAHOBA KiceHHa. TpaGBa Na ce npasy NOAXOAALIO MPOCIeASBaHE, KOMaTo e
ApeUTHCaH €AHOBPEMEHEH NpPHEM HA AHTHKOAry/IaHTH. Moxe 1a e Heobxoquma KOPEKLHA Ha A03aTa
Ha NEpOPANTHHTE aHTHKOATYNAHTH, 34 Ja C¢ NOABPKA XKeJlaHOTO HHBO Ha AHTHKOATY/IaIHS (BXK.
ToukH 4.5 1 4.8). '

IIpu naumenTy ¢ 6E0peTHH yBpexkaaHuA 103aTa TPAOBA 14 C& KOPHTHPA B 3aBHCHMOCT OT CTeNeHTa Ha
yBpexnane (Bxk. Touka 4.2).

Tlp MAaUMEeHTH ¢ HaMANEHA AMyPe3a MHOTO PAAKO ce HabmoaaBa KPHCTATYPHA,
napeHTepanHa Tepanus. Ilo Bpeme Ha NpwiaraHe Ha BUCOKH JI03H AMOKCHIN
NpHeMAaT AOCTATHYHO TETHOCTH M H /1A Ce NMOIBPKa a/leKBaTHA AHYPE3a, 34 A8
BBIMOKHOCTTA 34 IPSIM3BHKARA OT AMOKCHIIHINH KpHcTanrypus, [IpH nanueHy
NHUKOYIHMA MeXyp TpA0Ba a ce MpaBH PeAOBHA MPOBEPKA HA NPOXOMUMOCTTA He
4.9).



ITo Bpeme Ha neueHnHe ¢ aMOKCHIIHH TPA6BA [ CE H3MO3BAT CH3MMHM [JEOKO300KCH/Ia3HH METOH
BCEKH IThT, KOraTo Ce MpaBH H3C/SIBAHE 38 HATMMHE HA [THOKO3a B YPHUHATA, 3a0[0TO HECH3MMHHTE
METOIH MOTAT Ja AanaT GamnHBo MONOXKHTEHH Pe3yaTaT,

Hanuyuiero Aa KiaBynaHOBa KHCENMHA B AMOKCHK/IAB MOXE J4 IPEJH3BHKA HecieudHuHO
cpbp3Bane Ha IgG u anbymum ¢ KIeThYHATE MeMOpaHH HA EPHTPOLIMTHTE, KOSTO BOAH A0 damunso
nosioXkHTeneH rect KA Coombs.

Hma crobmenns 3a MONOKATETHN PE3YIITaTH OT H3CTEBAHAATA MPH M3TIO3BaHE Ha Tecta Bio-Rad
Laboratories Platelia Aspergillus EIA npu naumesTH, MpHeMAImH aMOKCHLWITHE/ KITABY/1AHOBA
KHCEJIHHA, 38 KOHTO BHOCIEACTBHE € YCTAHOBCHO, Ue HAMAT HHbexums ¢ Aspergillus. Crnobiasa ce 3a
KPBCTOCAHM peaKupH ¢ He-Aspergilius nommaxapuau 1 nonudgypaHosn npu recra Bio-Rad
Laboratories Platelia Aspergillus EIA. IMopamu ToBa HONOXHTENHHTE PE3YIITATH OT TECTOBETE NPH
NAIMEHTH, IIPHEMALIY AMOKCHIVATHH / KIBYJIAHOBA KHCEMHA, TPAGRA JIa Ce THIIKYBAT NPETIANHBO
H 12 Ce MOTBBP/AAT ¢ APYTH AHATHOCTHIHM METOAH.

Tora nexkapcTno chABpPka no-Manko ot 1 mmol Hatpuii (23 mg) B eAHA K034, T.€ MOXKE Ja Ce KaXe, 3e
NPAKTHYCCKH HE ChIbPAKa HATPHIA.

4.5 B3aamopeiicTBae ¢ APYTH NeKAPCTBEHH NPOAYKTH H APYTH GopMH HA BIsRMOIEHCTBRE

llepopannu anmuxoazynanmu
TlepopasHATe AHTHKOATYIAHTH ¥ NEHHIJATHHOBHTE AHTHOMOTHIH Ca INHPOKO H3MON3BAHH B

npaxTHKara, 6e3 chobiuenus 3a B3auMoAeHCTBHE. BEIIpexH Tosa B IMTEPaTYpara MMa CITydaH Ha
YBETHYEHO MEXXYHAPOJHO HOPMAM3MpaHo oTHomerwke (INR) MpH NALMEHTH, NOAXBPKAHK C
alleHOKYMAapoJI HiIH BapdapHH, Ha KOHTO € NPEANHCaH KYPC ¢ AMOKCHIIHIMH. AKO € HeoGXO0HMO
CAHOBPEMEHHOTO MIPUIIONKEHHE, TPOTPOMOHHOBOTO BpeMe HiIH MEXAYHAPOAHOTO HOPMANH3HPAHO
orHoweHue (INR) 1pa6ea na Gpaar BHAMaTeHO HabmoaaBann npu [OGABAHETO WIM OTHEMAHETO Ha
aMOKCHIMITHH. OCBEH TOBAa MOKE [1a ca HeoOXOMMH KOPEKI[HM Ha 1034Ta HA NEPOpaIHHTe
AHTHKOAry/aHTH (RK. TOUYKH 4.4 1 4.8).

Memompexcam
TNeHmmnuumTe MOMXE 12 HAMAIAT OTJEAAHETO HA METOTPEKCAT, KOETO A2 IPHUHHEM eBEHTYAITHOTO

YECTHYABAHC H3 TOKCHYHOCTTA.

IlpoGeneyud

EnnospeMennoTo npuioxkeHse Ha npoSeHeLu He ce npenopsusa. ITpoGenen naMansea
6u6peunara TyOyHaTa cexpeluA Ha aMoKcHinwIHH. EqHoBpemennara ynotpeba Ha npoGeHenmy ¢
AMOKCHKJIaB MOXKeE JIa IoBeAe A0 NIOBHINCHH KPhBHM HMBA HA AMOKCHIWIMH, HO HE H Ha KJIABY/IaHOBA
KHCe/IHHa.

Muxodenonram mogemun

Tlpw nauperrta, mpremamy MuxodeHonaT ModeTHL, € chobmeHo 3a mpubAUsHTeTHO 50% pemyKIHs
Ha NPeZI030BaTA KOHIEHTpalMs Ha AKTHBHHA MeTabormmT MuxodeHonoea kuceniHa (MPK) caen
3aM09BaHE HA NEPOPAICH AMOKCHIIWIHHE ¢ KJIaByIaHOBa KHCENHHA. IIpoMAHATa B MpeANO30BaTa
KOHLICHTPAI[HA MOXKE a HE OTpa3sBa TOMHO HPOMEHHTE B NANOCTHATA excrioanims Ha M®K. 3arosa
OOHMKHOBEHO He € HeoGXoaMMa KOPEeKUHsA B 03aTa Ha MHKO(EHOIaT MOQETHIL, aX0 JIMICBAT
KIHEWYHW JaHHM 32 AuchyHKImMA Ha npucajkara. Hyxso e ofaue wiHHHYHO HaBmonenue 016:11130
1O BpEME HA e/THOBPEMEHHOTO NPHIOXKEHHE H B KPATBHK NEPHO CEH AaHTHOHOTHYHMA

4.6 ®epranurer, GpeMeHHOCT H KLPMeHe

DBpemernocm
ExcrniepumeHTaNHHTE NPOYIBAHKMS TIPH KMBOTHH HE MIOKA3BaT NPAKO HIH HEIp!

BB3NIEHCTBAE BHPXy OpeMeHHOCTTa, eMOPHOHATHOTO/QETANHO PasBHTHE, PAXKK



NOCTHATATTHOTO Pa3BHTHE (BXK. Touka 5.3). OrpaHH4eHHTe NaHHH 3a YnoTpebara Ha
aMOKCHLW/THH/KJIABY/IAHOBA KHCEMHA [10 BpeMe Ha GpeMEHHOCT IIPH X0pa He TIOKA3BAT NOBHIIEH
PHCK OT BpofeHM Mandopmauun. B efHo npoyusane npH XeHH ¢ IpeXAeBPEMEHHA PyNTypa Ha
derannara memGpana ce cp06Inara, Ye NPOGHIAKTHIHOTO JICUEHHE ¢ AMOKCHIAITHE/K/IaBy/IAHOBA
KHCeTHHA MOXe A2 6bie CBBP3aHO C NOBHINEH PHCK OT HEKPOTH3HUPALN EHTEPOKOIMT IIPH
HOBOpOZAEHHTE. Ynorpebara no speme Ha GpeMeHHOCT TpAGBa Aa ce M36ATBA, OCBEH aKO JICKAPAT He
CMATA, Y€ TR € HAIOKHTEHA.

Kvpmene

H neete BewecTsa ce OTACIAT B KbPMAaTa (HE Ce 3Hae HUINO 32 Bh3ACHCTBHETO Ha KJIABY/IaHOBATA
KHCE/IMHA BBpPXY KbpMadeTo). ClieA0BaTENHO IPH KEPMAYETO ¢a BE3MOXKHH JHAPHA M IbOHYHA
HH()EKIHA Ha IMTABHIIATE, TAKA 9€ MOXKE 14 CE HATIOXH KbPMEHETO fa Ob/ie mpekpaTeHo.

Tpabsa na ce B3eme NpeABHA Bh3MOXHOCTTA 38 CCHCHORIM3aIMA.

AMOKCHIWIHH/KNaByTaHOBa KHCE/THHA TpabBa Ja ce H3M0/I38a 110 BpeMe Ha KhpMEHE caMo ¢l
OLICHKA Ha CHOTHOIIEHHETO NOJI3a/PHCK OT CTPaHA Ha JIEKYBALINA TeKap.

4.7 EdexTr BLpxy cnocofHocTTa 38 modnpane & pabora ¢ MAIANE

Hawma npoyusanus 3a edekTiTe BEPXY CNOCOGHOCTTA 3a WIodHpane # paboTa ¢ MAIIMHH..
O6age MOXe Na BL3HHKHAT HEXKEIAHH PeAKIMH (HAND. ANCPrHIHM PEAKLHH, 3aMATHOCT H m,pqone)
KOHMTO MOTaT 12 MOB/IHMAAT HA CIIOCOOHOCTTA 3a modHpaHe M paboTa c MamHHM (BXK. TOUKa 4.8).

4.8 Hexenann 1eKAPCTBEHH PEAKIHA

Hafi-qecTHTe HexxenaHH JiekapcTeeHH peakiuu (HJIP) ca nuapus, rageHe H IOBpBIGAHE.
HJIP, nony4end oT KIMHHYHE H3NHTBAHMA H IIOCTMAPKETHHIOBOTO HaBIMOAEHHE, TIOAPENCHH MO
cucreMo-opranHuTe Kiacose Ha MedDRA, ca maGpoenu mo-nony.

HsnomspaHa e crieiHaTa TEPMHHONOTHA 3a KIaCH(HIMPaHe HA BH3HHKBAHETO HA HEMENIAHH PEAKITHH:

Mroro uectn 21/10

Yecn (21/100 no <1/10)

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

Pemxu (21/10 000 oo <1/1 000)

Mmuoro peaxu (<1/10 000)

C Hen3BeCTHA 9eCTOTA (OT HaNHYHMTE JaHHN He MOXe A (blle HanpaBeHa ONCHKA)

Hu u unrecma
Yecrn KOXKHO-JTHTABHYIHA KAHAHA03a
C HeM3BECTHA YECTOTA CBPBXPACTEK HA HEUYBCTBHTE/IHM OPTAHM3MHE

Hapywenua na xprema u numdnama cucmema

Penxn obpaTHMa NeBKoneHus (BKIIOYHTEIHO HEYTPOHEHH)
TPOMOOIUTONECHHA

C HeM3pecTHa YecToTa 0GpaTHMA arpaHyJIONHTO34
XCMOJIHTHIHA AHEMHS

YABDKABAHE HAa BPEMETO HAa KEPBEHE H MPOTPOMGHHOBOTO BpeMe (BiK.
TOuKH 4.4 1 4.5)

Hapywenun na wmynnama cticmema (BX. 10uxa 4.4)
C Hen3BeCTHa YECTOTa AHTHOHEBPOTHYEH OTOK

aHadIaKCHS
CHHApOM, HanogobABaw cepymua Gonect




anepru4eH BaCKyJMT

Hapwuenun na nepenama cucmema

Hegectn 3aMmaiisaHe
rnasobonune

C HenaBecTHa 4ecTOTa OOPATHMA XMIEPAKTHBHOCT
rbpuoBe (BX. Touka 4.4)
acenTHYCH MEHHHIHT

Cmomawno-ypesuu napyuenun
MHoro yectH Iuapas

Yecrn raficHe (o-4ecTo ce CEBP3Ba ¢ MO-BHCOKH NEPOPATTHH JJ03H). AKO
CTOMALTHO-YPEBHHTE PEAKIHH ca O9EBH/AHM, Te Morart aa GnaaT
HAMAJICHH, KaT0 AMOKCHK/IAB C€ NIPHEMa B HAUAIIOTO HAa XPaHEHETO.,
NOBpLINaHe

Heuectn HAapyIIEeHO XPaHOCMMWIAHE
KOJIHT, CBBP3aH C IIpHeMa Ha AaHTHOHOTHK ( BKIIOUHTENHO
ncepnoMeMOpaHO3eH KOTHT H XeMOPAard4eH KOJMT, BIDKTe TovKa 4.4),
YepeH ,,KocMar” e3HK '

C HeM3BeCTHA HECTOTA OILBETABAHE Ha 3L0HTE. 3a MOBBLPXHOCTHO OLBETABAHE HA 3HOMTE ce
crobiaBa MHOrO paako 1pH gena. Jobpara XUrHeHa Ha YCTHaTa
KyXHHa MOKE Ia TIOMOTHE 33 IPEAOTBPATABAHE OLIBETABAHETO HA
3u0HTE, THH KaT0 00HKHOBEHO TO MOXE jia HBAET OTCTPAHEHO ¢ YETKA,

Xenamobunuapny napyiuenun
Hedecrn noputeHna Ha AST w/in ALT (3a6ens3aHo € yMepeHO MOBHIIEHHE

TIPH MAIMHTH, JIeKyBaHH ¢ OeTa-NaKTaMHH aHTHOMOTHLIM, HO
3HAYEHHETO HA TE3H PE3YJNITATH HE € H3BECTHO)

C HeH3BECTHA YECTOTa XEMATHT, XONECTATHIHA JKBLITEHHIIA (Te3H cHOHTHA ca HaGmonapaHu U
TIPH APYTH NEHHLWIMHH H Ne(daloCIOPHHE, BIDKTE TOYKA 4.4).

Hapyuenun na xojcama u noOXo¥CHaGma moxan

AXO BB3HHMKHE aNePTHYUCH JSPMATHT, JIeueHHeTO Tpaliaa Aa ce npexpatH (Bx. Touxa 4.4),
Heuecn KoXeH oOpHB
TpypHT
YPTHKApHA
Peaxu epureMa MynTHdopme
C HemsBecTHa JecToTa cHHAPOM Ha Stevens-Johnson
' TOKCHYHA eIHEpPMaiHa HEKPOJITH3a
OynoseH excONMHATHBEH ACPMATHT
OCTPa reHepaan3upaHa eK3aHTeMaTo3Ha mycrynosa {AGEP), (Bx.
TouKA 4.4)
TICKapCTBEHA PEaKUUA ¢ €03HHOMMINA H CHCTEMHHN CHMITFOMHE
(DRESS)

Hapyuwenun na 6vopeyume u nuxounume nvrmaya
HHTepcTHIMATICH HedpHT

KpHCTAYpHA (BK. TouKa 4.9)
Crobuaeane na noO03UPANY HEXCENANY PeaKUUY

CrofmasaneTo Ha NOJO3MPAHH HEXENAHN PEAKIMH CIIEA Pa3pellaBaHe Ha YII
TIeKapCcTBEHHA MPOAYKT € BaXkHo. ToBa no2BonsAsa Aa NpoALKE HabmoneHH
HOM3a/PHCK 33 JICKAPCTBEHMA NPoayKT. OT MEAHLHHCKMUTE CIICIHATUCTH Ce
BCAKA MOAO3KPAHA HEXE/IAHA PeaKitHs Ype3 HAMOHAITHA CHCTeMa 33 Chobas

C HeH3BeCTHA 4eCTOTA




HsmbiHUTeHATA areHIHEA 110 IEKapCTBaTa, Y. ,.Jdamaun I'pyes”, Ne 8, 1303 Codus, Ten.: +359 2 890
34 17, yebeaiir: www.bda.bg.

4.9 Ilpenosapane

Cumnmomu u npusnayu na npedosupane

Moxe na ce HabmoOAABAT CTOMAIIHO-YPEBHH CHMITTOMH H HAPYIIABAHE HA EIEKTPONHTHHS 6ananc u
banasca Ha TeunocTH. HabmonapaHa e KPHCTATYpHA HA AMOKCHLMIHH, KOSTO B HAKOH CITydaH BOAM
a0 Ob0peuHa HeAOCTATHYHOCT (BXK. TOuKa 4.4).

ITpu naunenTy ¢ HapymeHa 6p0peuna QyHKUUA WIH TPH MALMEHTH, KOKTO PHEMAT BHCOKH A03H
MOXE Na BE3HWKHAT I'bPUOBe.

Crobmasa ce, yie aMOKCHLIWINH CE YTAABA B KATCTPH HA MHKOYHHMA MEXYP, NPECIMMHO ClIe]
HHTPaBCHO3HO MPUIIOXKEHHE Ha rosieMH AosH. Tpabea na ce npaBH penoBHa IPOBEpPKA Ha
OpOXOAMMOCTTA (BXK. TOUKA 4.4).

Jlexenue na npedozupane
CroMaluno-upeRHHTE CHMITOMH MOTAT /A Ce JIEKYBAT CHMITTOMATHIHO, KATO ce 00hpHE BHAMaHHe Ha

BOJHO-€NEKTPOMHTHUA GanaHc.

AMOKCHMITHTHH/KAJIHEB KI1aBY/IaHAT MOXe a 0B OTCTPAHEH OT OPraHH3MAa Upe3 XeMOQHATH3A,

5. ®APMAKOJOI'MYHHM CBOMCTBA
5.1 dapMaxoIRHAMEYEA cBolicTBa

{apMaKkoTepanesTHYHA rpyna: GeTa-TakraMHHM AHTHOAKTEPHANHY CPEACTBA; KOMOHHALMH Ha
N¢HHIMIMHOBH aHTHOHOTHLIH ¢ GeTa-TaKTaMasHH HHXMOUTOPH
ATC xon: JOICR02

Mexanuzwm na deticmaue
AMOKCHIMJTHH € NOTyCHHTEeTHYCH NICHALTHH (fera-nakrames aHTHOHOTHK), KOHUTO NOTHCKA eHH

WIH FIOBeYe eH3UMH (YEeCTO HapHYAHH NEHULIUIHH-CBbp3Balny npoteunsm, IICTI) B 6uocHrTeTHIENA
5T Ha MENTHAOTIMKAHA Ha faKTepuuTe, KOHTO € HHTErpaieH CEPYKTYPeH KOMIIOHEHT Ha KJIEThYHA
creHa Ha 6axreparTe. HHxubnpaneTo Ha nenTHAOIMIHKAROBHA CHHTE3 BOJM A0 oTcIabBaHe Ha
KJIETBYHATA CTCHA, KOETO 0OHKHOBEHO CE CIICMBA OT Pa3naj H KISTHYHA CMBPT.

AMOKCHUWIHH ¢ JyBCTBHTEJICH KbM PasrpaxkiaHe upes GeTa-NakramasH, NPOH3BEAEHH OF
PE3UCTEHTHH GaxTepHH H 3aTOBA CNEKTHPHT HA ACHCTBHE Ha AMOKCHINMIHH CAMOCTOSTENHO HE
BKJIIOYBA OPTAHH3IMH, KOHTO IPOH3BEXKIAT TE3H SH3HMH.,

KnaBynanosata xuce/mHa aMa GeTa-aKTaMeH NPECTEH, CTPYKTYPHO NPHCHIN Ha IeHHIaHEMTe. Toi
HHAKTHBHPA HAKOH §eTa-TTakTaMa3HH eH3IUMH ¥ 3aUIATABA AMOKCHIIWIMH OT HHAXTHBHpPAHE.
KinaBynaHoBa KHCETHHA CAMOCTOSTEIHO HE OKA3Ba KIIMHIMHO IONE3CH aHTHOAKTepHAIeH edeKT.

PK/DI epraxa
BpemeTo Han MuHUMankaTa HHXHOHpaina koxuenTpaums (T> MIC) ce cuwra 3a ocHoBeH daxTop,

ONpe/Ie/A epHKACHOCTT NPH AMOKCHIIWIHH.

Mexagniuzmy na MERMHROCT
JpaTa OCHOBHH MEXaHHIMA HA PEIUCTEHTHOCT KbM AMOKCHIIATHE/KIIABYIAHOBA

¢ HuakTusHpane ot Tesn SaxrepHanHn GeTa-NaKTAMA3H, KOMTO CAMM HE
KN4BYIaHOBA KHCEJIMHA, BKMIOYHTENHO H Knac B, Cu D.



Henponuuaemoctra Ha 6akrepuire Win euTyKC OMIIa MEXAHM3IMHTE MOTAT 8 NPHIHHAT WA Ja
AOOpHHecaT 3a GakTepuaiHa Pe3HCTEHTHOCT, ocobeHo npu I'paM-oTpHuaTeTHATE GaKTepHH.

I panwynu cmotinocmu
I'paremnTe croitHocT Ba MIC 32 aMOKCHIIHH/KIABYJIAHOBA KICE/THHA ca Te3n Ha Esponefickna

KOMHTET 34 onpeaengHe Ha aHTHMHAKpoOHaTa YyBcTBHTeTHOCT{EUCAST).

Oprasnnssm I'paEAYHH CTOMHOCTH Ha
JYBCTBHTENHOCT (pg/ml)

YyBCTBHTENHN MekHHHN PezucteHTHH

Haemophilus influenzae 1 <1 - >1

Moraxella catarrhalis 1 <1 - >1

Staphylococcus aureus 2 <2 - >2

Koarynaso-HeraTHeHH cTadyIIOKOKH 2 <0,25 >0,25

Enterococcusl <4 8 >8

Streptococcus A, B, C, G S <025 - >0.25

Streptococcus pneumoniae3 <05 | 1-2 >2

Exrepobaxrepim 1,4 - - >8R

I'pam-oTpuuarensu anaepodul . <4 8 >8

I'pam-nonoxurentu anaepobul <4 8 >8

I'panraHH cTOMHOCTH, HECREP3aHM ¢ BHaoBeTe 1 <2 4-8 >8

1 TocoyennTe CTOHHOCTH €A 332 KOHIIEHTPALMH Ha AMOKCHIHNHH. 3a M3C/ICABAHETO HA

YYBCTBHTEMHOCTTA, KOHUCHTPALMATA HA KJIABY/IAHOBA KMCENMHA ¢ HKcHpaHa Ha 2 mg/l.

2 INocoueHHTe CTOHHOCTH €A 32 KOHUEHTPALMH Ha OKCAIIIHH..

3 I'panmaHiTe CTOMHOCTH B TabNHLATa ca Ha 6a3a Ha rpaHHYHATE CTOMHOCTH Ha AMITHLIHIHH.

4 I'panmysa croliHocT Ha pesucTeHTHOCT R>8 mg/l rapanTHpa, de 3a BCHUXH H30IATH ¢ MEXAHH3MH

Ha PE3MCTEHTHOCT € ChODIIEHO, Ye ca Pe3UCTEHTHH,

5 I'paurvauTe cTOHHOCTH B TAOIMOATA ca Ha a3a Ha MpaHHYHMTE CTORHOCTH Ha OCHIMIIIEHALITHA.

PasmpocrpanenHeTo Ha pe3HCTEHTHOCTTa MOXKE Ja BAPHPA reorpadiCKH H BB BPEMETO H 3a H3Opann
BHAOBE H € JKEIATENHO /]a MMA MECTHA HHOPMALYA 32 PE3UCTEHTHOCTTA, 0COGEHO NPH HeveHHe Ha
Texkd HHekuuH. ITpu reoGxoaumoct TpaGea Aa ¢e NOTHPCH CHBET OT EKCNEPT, KOTATO MECTHHTE
A&HHH 33 PE3MCTEHTHOCTTA CA TAKHBA, M€ H3MOI3BAHETO HAa AHTUMHKPOOHHA AreHT IIPH HAKOH
HH(IEKIIHH € CIOPHO.

OCHKHOBCHO TYBCTBHTE/INE BHAOBE

I'pamM-noioxHTeHKN aepobu

Enterococcus faecalis

Gardnerella vaginalis

Staphylococcus aureus (METHIWIHH-IYBCTBHTEHH) £
Koaryna3lo-neraTurHH cTadpuuokoku

Streptococcus agalactiae

Streptococcus pneumoniae’

Streptococcus pyogenes u Ipyru 6eTa-XeMOIHTHYHH CTPENITOKOKH
Streptococcus viridans rpyna

I'paM-OTpHIIATETHH MHKPOOPTAHHIMH
Capnocytophaga spp.

Eikenella corrodens

Haemophilus influenzae’

Moraxella catarrhalis




Pasteurella multocida

AHaepo6HH MUKDOOPraHuIMH
Bacteroides fragilis
Fusobacterium nucleatum
Prevotella spp.

Brpaose, 3a KOHTO NpUaOGHTATA PE3NCTEHTHOCT MOKe fia Ohle mpobeMHa

A HM [ pamM-nosoKHTeNHH raHH3MH
Enterococcus faecium $

Aepobnu 'pam: TENHH OpraHU3MH
Escherichia coli

Klebsiella oxytoca

Klebsiella pneumoniae

Proteus mirabilis

Proteus vulgaris

Pe3sucTeHTHH MHKDOOPTaHHIMU

 AepoGuu I'paM-oTpHLIATETHH MIKPOOPIraHU3MH

Acinetobacter sp.

Citrobacter freundii
Enterobacter sp.

Legionella pneumophila
Morganela morganii
Providencia spp.
Pseudomonas sp.

Serratia sp.
Stenotrophomonas maltophilia

Hpyrn Mukpoopraswmu
Chlamydophila pneumoniae
Chlamydophila psittaci
Coxiella burnetti
Mycoplasma pneumoniae

$ EcrectBena cpena 4yBcTBHTENHOCT IPH JTAIICA HA MPANOGHT MEXaHH3EM HA Pe3HCTEHTHOCT.

£ BCHYKH METHITHIHH-PE3HCTHTHY CTA(HIOKOKH Ca PE3HCTEHTHH KbM aMOKCHINATHH/KIIaBY IAHOBA
KHCE/MHA

1 Streptococcus pneumoniae XOMTO ca PE3UCTEHTHHM HA NEHHIATHH, He TPAGBA Ja ce JIEKYBAT C Ta3H
nexapcTBeHa Gopma Ha aMOKCHIMITAN/KITABYJIAHOBA KHCETHHA (BK. Toukw 4.2 u 4.4).

2 Cpobmasa ce 3a maMoBe ¢ HaMasleHa YyBCTBHTEIHOCT B HAKOH cTpaHn Ha EC, ¢ qecToTa no-Brcoka
or 10%,

352  MapMakoKHHeTHYEH CBolcTBA

Pezopbyun
AMOKCHIIATAH H KJIaBYJIAHOBA KHCEIMHA HAITHIIHO CE JHCOLHAPAT BHB BOJCH PA3TBOP MPH
¢usnonormaro pH. U pete komnonenT 6bp30 u nobpe ce pezopGHpar npu nepopanio
nprnoxkenne. Pe3opbimara Ha aMOKCHITHINH/KIIABYNIAHOBA KHCE/IHHA CE ONTHMH3HDA, 6

TipHeMa B HAYAIOTO Ha XpaneHeTo. Cniea nepopaneH npHeM GHOHATHYHOCTTA HA )
KIAaBY/IAHOBA KHCEMHUHA € 0koJo 70%. IlnasmMernmre npodunu Ha ABaTa KOMIIOHEH
BPEMETO 0 MHKOBATA IUTa3MEHA KOHLEHTpalua (Tmax) PsB BCeKH ClTydaii € 0ko




- DapMaKOKHHETHIHHTE PEIYNTATH OT H3HBAHE, IPH KOETO AMOKCHLINHH/KIABYIAHOBA KHCE/IMHA
(500 mg /125 mg TabneTkH, NpHEMAHH ABA [THTH THEBHO) € TMPIIATAH HA [NAAHO HA FPYIH OT 3APABH
No0poBOJILIH, ¢a MPEACTABSHH II0-TONY.

Cpenun (+ SD) papmakoxuHeTHUHH napamMeTpH

Ipanoxeno(-u) Ho3a | Cmax Tmax * AUC (0-24h) T a2
AKTHBHO{-H)

BemmecTso(-a) (mg) | (ng/m) () ((pg hvml) (h)
AMOKCHIHTHH

AMX/CA 500 7,19 1,5 (1,0-2,5) 53,56 1,15
500 mg/125 mg 12,26 : 18,87 10,20
KnaBynasosa kuceirmna

AMX/CA 125 2,40 1,5 (1,0-2,0) 15,72 0,98
500 mg/125 mg +0,83 13,86 10,12
AMX - amokcrimnuH, CA — KIaBy/laHOBA KHCETHHA

* MeauaHa (qHanaszon)

CepyMHme KOHIICHTPAIIHH HA AMOKCHLIHJIHH H KNAaBy/IAHOBA KHCEJIMHA MOCTHIHATH C
auoxcmnmnm/xnasynaﬂona KHCEIHHA ca noaobun Ha TE3H, NOTYYCHH TIPH CAMOCTOATEITHO
NMCPOPATHO NPHIOKCHHE HA €KBHBATICHTHH JO3H AMOKCHITHIHH H KIIaBYJIAHOBA KUCETHHA.

Pasnpedenenue

Oxono 25% or ofmata IwiasMeHa KIABYRaHOBA KUCETHHa K 18% oT 06IIHA MasMeH aMOKCHLIWIHH ca
CBBp3aHH ¢ mpoterHu, [IpuBHAHAAT o6Gem Ha paznpeneneHue e okono 0,3-0,4 kg 3a AMOKCHIMITHH M
okono 0,2 ’kg 3a xmaBynanoBa KHCeNIMHA.

Crien MHTPAREHO3HO NPHJIOKEHHE, AMOKCHLIIMH H KIIaBYNIAaHOBA KHCEMHA CE OTKPHBAT B AUTHYEH
MEXYp, KOpeMHA ThKaH, KOKa, MA3HHHH, TBKaHH, MyCKYJIHa ThKaH, CHHOBMAITHA M TICPHTOHEaTHA
TEYHOCT, TEYCH CEKPeT M rHOM. AMOKCHITHJTHH He Ce pa3snpe/iens AOCTATEYHO Aobpe B
rpEOHAYHOMO3bYHATA TEUHOCT.

Ot npoy4BaHHATa NPH XHBOTHH HE CHIIECTBYBAT AOKA3ATE/CTBA 33 3HATHTEHO THKAHHO 3a{bpIKaHE
HA BEIECTBA, NOMYYCHH OT JIEKAPCTBOTO, 33 BCEKH OT KOMIIOHEHTHTE, AMOKCHLIHIMH, KaTO [10BEIETO
OT NEHHUHIINHH, MOXeE fa Obie OTKPHT B kbpMata. Cneas OT KIaBYJIAHOBA KHCE/TMHa MoraT na Gpaar
OTKPHTH B KbpMarta (BX. Touka 4.6).

HokasaHo e, e 1 AMOXCHIWIMH, H K/IaBY/IaHOBA KHCE/TMHA MPEMUHABAT ILTATIeHTapHaTa Gapuepa (Bx.
TO4Ka 4.6)

Memabonuzem

AMOKCHIIHJIHH YACTHIHO CC OTACAA B YPHHATA KaTO HCAKTHBHA MTEHUIWIHHOBA KHCEJTHHA B
KOJIM9IECTBa, CKBHBANEHTHH Ha 110 10 10 25% o1 mepBonayannara no3a. KnasynanoBara KMCEnHMHA ce
METabOM3HPA EKCTEH3MBHO MPH YOBEKA H C€ SIMMHHHPA C YPHHATA M (EKATHITE H KATO BHITIEPONEH
AMOKCH]I B H3AHIHAHHASA BEIAYX.

Enumunupane
OCHOBHHSAT BT Ha EMMMHUHAPAHE HA AMOKCHIIWIAH e Iipe3 G1OpenHTe, a Ha K1aBY/IAHOBATA KHCETHHA
€ KAKTO 4pe3 6p0peunn, Taka H 9pe3 HeGBhOPeUHH MEXaHHIMH. i
AMOKCHIWIMH/KNIABY/IAHOBA KICEITHHA HMA CPE/IeH eIMMHHALMOHEH [IOYXHBOT OT OKONQ#7A
H cpefieH o6m KHpBHC okono 25 /h npu 3apasy uaueama. [putmmsurento 60 1o 7 :
aMOKCHIMIMH H npubmmsurenno 40 1o 65% OT KiIaByIaHOBA KHCENHHA Ce €KCKPETHPA oo
B YPHHATA Npe3 MbPBUTE 6 Yaca ¢ €MHOKPATHO NpWiaraHe Ha AMOKCHLA/IHH/K/IaBY. i HOBA Y

kucenna TabreTkH 250 mg/125 mg win 500mg/125 mg. PaznudHu H3cneABAHNA cOud
OTAC/AHETO Ha YpHHAaTa ¢ 50-85% 3a amokcHIUMH U MeXXAY 27 H 60% 3a KI1aBy/IaHOBS




nepHoA ot 24 yaca. 3a KIaBYNaHOBaTa KMCEIHHA, HaH-TONAMOTO KOJIMYECTBO HA JIEKAPCTBOTO Ce
OTAENA npe3 mppBUTe 2 Yaca ciiell MpHeMa.,

EanoBpeMeHHOTO NPAIOKEHHE HA TpoSeHenuy 3a6apa OTAEIAHETO Ha AMOKCHIWIHH, HO He 3a0aBs
OnOpeuHaTa eKCKpeLHA HA KIABYJIAHOBATA KHCEHHA (BX. TOUKa 4.5).

Buvapacm
EAuMUHAIHOHHMAT NOYXHBOT Ha AMOKCHITHWIHH € CXOZIEH IIPH Jelid KA BB3PacT OT OKONo 3 Mecena

70 2 FOMHU H MO-TONIEMH A€LA H BB3pacTHH. [Ipu MHOrO MANKH fienia (BKIHOYMTENHO HEAOHOCEHH
HOBOPOREHM) Ipe3 ITBPBATa CEMHNIA OT XHBOTA HHTEPBANLT Ha MpuiaraHe He Tpa0Ba Ja HaBHINABA
TpMUIaTaHe Ba OBTH JHEBHO, IOPAIH He3pANocT Ha OROpeYHHS BT Ha emMuHMpane. Toii kaTo AMa
NO-TO/IAMA BEPOATHOCT NAIHEHTHTE B CTAPYECKa BE3PacT a HMAT HamaneHa O0s0peuna dyuxipas,
TpabBa Ja ce BHHMAaBa NpH H3bopa Ha /103a H MOXe Aa &bae NoNeno aa ce cneau Gubpeunara

ysxims.

Ilon

Cnen nepopanHo NpHIOAKeHHe Ha aMOKCHIITHHE/ KIABYJIAHOBA KHCEJIMHA FIPH 34PaBH MbKe H KEHH,
NOTBT HAMA JHAUMTEHO BIHAHKE BBPXY (papMAKOKHHETHKATA HA AMOKCHIIWIHH H KJIABYaHOBA
KHCECIIHHA.

bBvopeuro vepeacoane
O6umaT cepyMeH KIHPBHC HA AMOKCHIH/THH/KIABY/IAHOBA KHCENHHA HAMAJIABA MPOTIOPIHOHAIHO C

HaMAangBaHeTo Ha OBOpeunara GpyHxi. HamanssaHeTo Ha KITHPBHCA HA JIEKAPCTBOTO @ [O-HIpaseH
ApPH AMOKCHIJHIHH, OTKOJKOTO IIPH KIaBYJIAHOBA KACE/IHHA, THil KATO MO-roJIIMa YacT OT
aMOKCHIJMITHH ce oTAend 4pes 6s0perure. CregoBaTenHo A03uTe npH 666pedno yBpexaane Tpabea
Aa NPCAOTBPATABAT MPEKATICHOTO HATPYIIBaHE Ha AMOKCHIM/THE, KATO eXHOBPEMEHHO CE NOANBPKAT
afeKBATHH HUBA HA KIABYJIAHOBA KHMCENIHHA (BXK. TOUKA 4.2).

Heprodpobne yepesicoane

Jlo3HTe NPk NMALMeHTH ¢ YepHOAPODHO yBpexkaaHe TPAOBA Ia CE ONpPEAEIAT BHUMATEIHO M
uepHOApobHaTa HyHKUMA TPAGBA a Ce MPOCHEAABa PEAOBHO.

53 IIpeaxaaHATHE JaHAH 332 GezonacHoCT

HexnuuuuHuTe 1aHHN HE MOKA3RaT OCOGCH PHCK 32 XopaTa Ha (asa Ha KOHBEHLIHOHAIHHTE
(apMakoSOrHIAN WIMHTBAHKA 32 5€30NMaCHOCT, FéHOTOKCHYHOCT H PETIPOAYKTHBHA TOKCHYHOCT.

IlpoyyuBaHHsTa 32 TOKCHYHOCTTA CJIE]) MHOTOKPATHO IPHIOKESHHE, IPOBEACHH IPH KYJETa C
AMOKCHIMITHH/KJIaBYIIAHOBA KHCE/IHHA IOKA3BAT APa3HEHE HA CTOMAXA H NOBPBHIIARE M IOTHMHSLI
€3UK.

He ca npoeexaany npoyMBaHHA 32 KapIMHOTEHHOCT ¢ AaMOKCHLIMIMH/KNABYIAHOBA KHCEAHHA HIH
KOMINOHEHTHTE My.

6. DAPMAIIEBTHYHH JAHHU

6.1 CHORCLK HA IOMOIMBETE BelleCTBA

ChplieBrHa: KoNOMACH Ge3BOJIEH CHITMUMEB AHOKCHA, KPOCTIOBHIIOH, KPOCKAPMENO3a HATpHii,
MAarHEe3HEB CTeapaT, MHKPOKPUCTAIHA LIeyJI03a.

DHUIMOBO NIOKPHTHE: XHAPOKCHTIPOMHIHIE/ Y034, ETHILENYII03a, Tosmacopbat 80, Tpr
TallK, THTaHOB Auokcua E 171
6.2 HeChbBMECTEMOCTH

Hsma.




63 Cpox na rognoct

2 roauHu

JlexapcTBoTo He TpabRa fa ce yroTpeOaBa cie M3THIAHE CPOKA HA FOAHOCT, O3HAYEH BEPXY
ONAaKOBKATA,

6.4 CoensajHg yeIoBES HA ChXpPAHEHEE

Cexpansnaifte ekapcTBeHHA TPOAYKT IpH TeMueparypa nox 25 °C.
CrxpanspaiiTe nekapcTBeHHA MPOAYKT B OPHTHHAIHATA ONMAKOBKA, 3AIMTEH OT BHAra.

6.5 JlanEH 38 ODAKOBKATA
Amokcuxnas 500/125 mg e namuuen B AVAI 6macrepn, chxupxkais 16 Guimupany Tabnerku.
6.6 Cuoenpannn npeAna3Hd MepPKH HpH HIXBLpJAfHE H paboTa

HsaMa criermanty yxa3aHus

7. IIPATEXATEJI HA PAZPENNIEHHUETO 3A YIIOTPEBA

Lek Pharmaceuticals d.d. Verovikova 57, Ljubljana, CnoBenmus

8. HOMEP(A) HA PASPEIMIEHHAETO 3A YIIOTPEBA

Per. No: 20010173

9, JAATA HA ITBPBO PASPEIIABAHE/MTONHOBSABAHE HA PAIPEIIEHHETO 3A
YHOOTPEBA

Ispeo PY: 29.01.2001

IInpso nogHOBABaKe Ha PY: 02.05.2006

Bropo nogHoBaBase Ha PY: 15.08.2011

10. AATA HA AKTYANIRIUPAHE HA TEKCTA
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