KPATKA XAPAKTEPHCTHKA HA ITPOAYKTA

1. HUME HA JJEKAPCTBEHHUSA IMTPOJAYKT

Kpamia xapaxmepucmura Ha nf

| N3MIBIIUTENHA ATEHUMA N0 NEKAPCTBATA

Jogykma - lNpuroxerue 1

Amoxkcuknas 250 mg/62,5 mg/5 ml npax 3a nepopanna cycniensus | (bm Pez. Ne 023“)3\0:1 39\

Amoksiklav 250 mg/62,5 mg/5 ml powder for oral suspension Paspeuustiue Ne

somame. X229 [

2, KAYECTBEH ¥ KOJIMYECTBEH ChCTAB OgobpeHue N ..o /

Bceku 5 ml or AMokcuknae 250 mg/62,5 mg/5 ml cycnensus ceaspika 250 mg aMOKCHLMITHH
(amoxicillin), noa popmara Ha amokcHIIMH Tpuxuapat (amoxicillin trihydrate), u 62,5 mg
K1aByjaHoBa kucenuHa (clavulanic acid), noa ¢opmara Ha kanues kiaBynaHat (potassium
clavulanate) — cboTHOWEHHKE 4:1.

[ToMOWIHO BEIIECTBO ¢ W3BECTHO AECHCTBHE: acnapTaM, HATPHH.
3a MbJIHUA CMUCHK Ha MOMOILHHUTE BELEeCTBa, BUXKTe TovKa 6.1.

3. JJEKAPCTBEHA ®OPMA

I1pax 3a nepopanna cycnensus (631 10 61e10XKbJIT KPUCTANIEH Npax).

4, KJIMHUYHHU JAHHHA
4.1 TepaneBTHYHH NOKA3AHHS

AMOKCHKJIaB € NOKa3aH 3a JiedeHue Ha ClieJIHHTe HH(EKLMH NPH Bb3PACTHH H Aena (BkK. TOUKU 4.2,
44us5.1.):

e  Ocrbp GakTepHasieH CHHYHT (a/1eKBaTHO MArHOCTHLIMPAH)

OcTpo Bb3NaJieHHe Ha CPEeJHOTO YXO

OctpH ex3auepbaumy Ha XpOHHYEH OPOHXMT (aZIeKBaTHO THArHOCTHLIMPAH)
H3BbHOONHHYHA NTHEBMOHMS

[{ucTur

[Tuenonedpur

MHdexumun Ha KOXKaTa U MEKUTEe ThKaHH KaTo LeTYJIMT, YXalBaHWs OT XXKMBOTHH W TEKKH
JeHTaJTHH abclLIecH ¢ MporpecHpail LUemyuT

e  HMHdekunH Ha KOCTUTE K CTABUTE, MO-CIELHATHO OCTEOMHEHT

Tpsabsa na ce cbobpa3zsaBaT oULHMATHHTE MECTHH PHKOBOJCTBA 3a MPaBUITHA ynoTpeba Ha
aHTMOaKTepHalHUTE CPEeICTRA.

4.2 J03HpOBKa H HAYHH HA NPHJIOKEHHe

Hagcsakbae nosure ca H3pa3€HH 4Ype3 OTHOLIEHHETO Ha amoxcnumnn/maaynauona KHCEIIHHAa, OCBCH
KOraro JO3HTE €a MOCOYECHH 110 OTHOLICHHE HA OTIOEJI€H KOMIIOHEHT.

Ho3aTa AMOKCHK/IaB, KOATO ce M30HMpa 3a jieueHHe Ha OTaenHa uHpeKuus, TpAGBa 1a ce Ha3HauaBa,
KaTro ce€ B3eMar npeaBua:

L] O4YaKBaHHUTE MNATOr€HH H BEPOATHATA UM YYBCTBHUTECJIIHOCT KbM aHTHﬁaKTepHaﬂ
(Bxk. Touka 4.4)

L] TEXKECTTA U MACTOTO HA HHCbEKl_lHHTa

®  BB3pacTTa, Terja0To H ObOpeuHarTa GpyHKUMA Ha NAaLMEHTa, KAaKTO € yKa3aH



Mpu HeoOxoaUMOCT TPAGBa 1a ce HMaT NPEaBUA ATTEPHATHBHH JICKAPCTBEHH GOPMH HA AMOKCHKIIZB
(HanpuMep Te3H, MPH KOMTO HMA MO-BHCOKH JO3H aMOKCHLIWIHH W/HITH PasiH4YHH ChOTHOIUEHHS Ha
AMOKCHIIW/THH ¢ KJIABYJIAHOBA KHCeJHHa) (BX. ToukH 4.4 1 5.1).

IMpu BB3pacThH 4 feila > 40 kg Tasu dopMa Ha AMOKCHKIIAB NIPEAOCTAaBA MAKCHMANTHA JHEeBHA 1034 OT
1500 mg amokcHUWIHE/375 mg K1aByIaHOBA KHCENHHA, KOTaTo C¢ MPHEMa KakTO € NPENOPBYaHoO 110-
aony. 3a neua <40 kg, tasu dopma Ha AMOKCHKIIZB NIpeocTaBi MaKCHMAaTHA JHEBHa 1o3a ot 2400
mg aMOKCHLITHH/ 600 mg KnaByTaHOBA KHCENTHHA, KOTATO C€ MPHEeMa KAKTO € NMPENopbYaHo Mo-I0Iy.
AKo ce npHeMe, ve e HeobxoUMa No-BUCOKA JHEBHA J103a AMOKCHLIHIIHH, Ce MpenophYBa aa ce
u3bepe apyra dopma Ha AMOKCHKNAB € Len Aa ce H30eTHe NpHeMa Ha HeHYIKHO BUCOKH JAHEBHH J103M
K1aByJlaHOBa KUCeIHHa (BK. Touku 4.4 u 5.1).

IMpoanmkuTenHocTTa Ha IeHeHHeTo TPAORa fa ce onpeaens B8b3 OCHOBA HA OTrOBOPA Ha MallMEHTa.
Hsxon nHoeKIMH (HanpUMep OCTEOMHEIUT) H3UCKBAT NMO-ABJITH NMEPUOIH Ha JieueHue. JIedeHHeTo He
Tpabga ja ce NpoAkDKasa noeede ot 14 gHu Ge3 npernen (Bxk. Touka 4.4 OTHOCHO NPONBIXKHTETHOTO
JIEYEHHE).

Buapacmnu v oeya > 40 kg
Enna no3a 500 mg/125 mg, npuera TpH ITbTH Ha AEH.

Heya < 40 kg
20 mg/5mg/kg/nen no 60 mg/15 mg/kg/nen, pasneneHu Ha 3 npuema.

Jlenata Morat na Obar eKyBaHH ChC CyCHeH3HS, TaDNETKH HIH callieTa 3a fela
aMOKCHIM/IHH/KIIABY TAHOBA KHCE/NHHA. 3a PEANOoYHTaHe € [elia Ha Bb3PACT OT 6 rOAMHM WITH 110-
Manko Aa ObJaT NeKyBaHH ChC CYCMEH3Hs MM CalleTa 3a ASLa.

Hsma xiMHM4HE AaHHH 3a dopMu AMOKcHKIIaB 4:1 no OTHolIeHHe Ha J03H, N0-BHCOKH oT 40 mg/10
mg Ha KMJIOTPaM Ha IeH NpM Jela MoJ 2 TOAHHH.

Hayuenmu 6 cmapvecxa ev3pacm
He ce cuMTa, 4e € HeoOx0aHMa KOPEKLMA HA 103aTa.

layuenmu c 6vopeynu napyuenun
KopekuuuTte Ha go3ata c€ OCHOBaBaT Ha MaKCHMATHOTO MPENOPBYMTETHO HHBO Ha aMOKCHLUANHH,

He ce ranara xopekums Ha 1o3ata NpH NaLHEHTH ¢ KpeaTHHHHOB KIHpBHC (CrCl) no-ronam ot 30
ml/min.

Buvspacmuu u deya > 40 k,
CrCl: 10-30 ml/min 500 mg/125 mg nBa METH JHEBHO

CrCl < 10 ml /min 500 mg/125 mg BeAHBXK JHEBHO

Xemoananusa 500 mg/125 na sceku 24 uaca runroc 500 mg/125 mg no BpeMe Ha auanu3ara, fa
€€ NOBTOPH B Kpad Ha AMaITH3aTa (Thi KaTO CepyMHHMTE KOHLEHTPAlMHM M Ha
aMOKCHIIWIHH K Ha K/1aBYaHOBA KMCE/IMHA HAMANABaT)

Hevya < 40 kg
CrCl: 10-30 mV/min 15 mg/3,75 mg/kg nBa nbTH AHeBHO (MakcHMYM 500 mg/125 mg nsa muTH
IHEBHO)
CrCl < 10 ml /min 15 mg/3,75 mg/kg kato eaHOKpaTHa AHEBHA J03a (MAKCHMYM 500 mg/125 mg).
Xemonuanusa 15 mg/3,75 mg/kg Ha ACH BEOHBXK THEBHO.

INMpenu xemonuannsara 15 mg/3,75 mg/kg. C uen ga ce BH3CTAHOBAT
LUHPKYIHUPALIKTE HHBA HA JIEKAPCTBOTO, CIe]] XeMOAHATH3ATA TP ¥
npwiarat 15 mg/3,75 mg Ha Kuiorpam. ) #,

Hayuenmu ¢ ueprnodpobuu napywenus § .
Ha ce npuiara ¢ nosuuIeHo BHHMaHHe. YepHoapobHata GpyHKuMA TpAGBa na ce npocije

(Bx. ToukH 4.3 u 4.4),




Havun na npunodxcenue
AMOKCHKJIAB € 3a nepopaiHa ynorpeba.

Hpe[IOp‘L‘iHTEJIHO e AMOKCHKNIAB J1a ce NpHEMA HEMOCPEACTBEHO MPEAH XpaHEHE, 3a 1a C€ HaMalTH
BBb3IMOXKHA raCTpOHHTECTHHAIHA HCITOHOCHMOCT H Ia €€ OIITHMH3HPa YCBOABAHCTO Ha
amoxcuunnm{/wlanynaﬂona KHCCJTHHA.

Tepanuara Moxxe Aa 3anouyHe napeHTepaaHo ceriaacHo KXIT Ha MHTpaBeHO3HHTE GOpMH H Aa
MPOABIBKH C NepopanieH NPoayKT.

3a NPHroTBAHETO Ha NEPOpaNTHA CYCMeH3A (HHCTPYKLIMM 32 pa3pexkiaHe), BIXKTe Touka 6.6.
4.3 IIpoThBONOKA3AHNA

CBp’quyBCTBHTeJlHOCT KbM AKTHBHHTE BELISCTBA, KBEM HAKOH OT NCHHITWIHHOBHUTC amﬁnumun HJTH
KbM HAKOC OT NOMOIHHTE BELICCTBA.

AHaMmHe3a 3a Texxka 6bp3a peakis Ha CBPBXYYBCTBUTENHOCT (Hamnp. aHadunakcusa) KbM apyro Oera-
JIaKTaMHoO BenlecTBo (Hanp. uedanocnopu, kapbaneHeM wiM MoHOOaKTaM).

AHaMHe3a 33 ACOLMHPAHH ¢ AMOKCHIMIMH/KITABYJIAHOBA KHCETHHA JKBITEHHLIA/MepHOPOGHO
yBpexxaaHe (Bx. To4ka 4.8).

4.4 Coenuanuy apegynpekienns H NpeINA3HE MePKH NpH ynorpeba

Ipeau 3anouBaHe Ha JIeYeHHE ¢ aMOKCHLIH/IKH/KJIaBy1aHOBa KHCENIHHA TpAOBa Ja ce HampasH
BHHMATEJTHO 33/1aBAHE HA BBIIPOCH 1O OTHOIIEHHE HA NPEJNILLIHH PeaKUHH Ha CBPLXUYYBCTBHTEMHOCT
KBbM TeHHLMAWHH, Ledanocnopusn wiv apyru Heta-nakTaMHA aHTHOHOTHIH {BAc. ToUKH 4.3 H 4.8).

Cepuosu M noHAkora haTanHH PeakLMy Ha CBPBXYYBCTBHTENHOCT (BIUTIOYHTENTHO aHAGWIAKTOWIHH H
TEXKKH KOMHH HEXE/IAHN PeakiMH) ca ChOOIIABAHM NPH NAUKEHTH, JIEKYBaHH ¢ MEHHLMIHH. Bh3mMoxHO
€ CBILO PeaKLHHTE Ha CBPbXYYBCTBHTEIHOCT Aa Mporpecupar A0 cHHApoM Ha Kounis — cepHo3Ha
alepruvHa peakuya, KoATo MOXe 1a noseae 1o HHGapKT Ha MHoKapaa (Bx. Touka 4.8). [1o-BeposaTHO €
TEe3H peaKkLMHy A3 Ce MOABAT NMPH MALMEHTH ¢ aHAMHE3a 3a CBPBXYYBCTBHTETHOCT KbM MEHHUWIHH WIH
NpH aTONMHYHM JMia. [IpH nosABa Ha anepruvHa peakuus JIEUEHHETO ¢ AMOKCHIIWIHH/KIaBy1aHOBa
KHCeNHHa TpAbBa na ce NpeycTaHOBH H Ja ce Ha3HAYH NMOAXOAAILA aNTepHATHEHA Teparina.

B cnyuaii, 4e e J0Ka3aHO, Ye HH(EKLMATA Ce Ib/DKH HA YYBCTBHTENEH(-H) KBM AMOKCHIIHITHH
opranu3sM(-H), Torasa Tpsfea Ja ce IOMHCIH 3a MPeMHHABAHE OT AMOKCHUH/IHH/K1aBY/IaHOBA
KMCE/THHA KbM aMOKCHIWIHH B CHOTBETCTBHE C OPHLIMATTHHTE MPETIOPBKH.

Taau nexapcTBeHa GopMa Ha AMOKCHK/IAB He € MOAXOIAINA 3a YNOTpeba, KOraTo € HaJlMLEe BHCOKA
CTEMEH Ha PHCK MpeanoaraeMuTe MaToreHH Ja ¢a pe3UCTEeHTHH KbM eTa-nakTaMHH BELIECTBa,
KOTaTo Ta3H PE3UCTEHTHOCT He Ce Ab/lkH Ha DeTa-nakraMasH, NMOAATIMBH HA HHXHOMpaHe OT
KIaBY/aHOBA KHCENMHA. Ta3H nekapcTBeHa popMa He TpAOBa 1a ce H3Mo3ea 3a JIeveHHe Ha
3a0onaBaHe, MPHHHUHEHO OT PE3UCTEHTHHU KM NMEHHLUWIHH S. pneumoniae.

ITpH nanueHTH ¢ Hapyiena 6u6peyna GyHKIMA WIH MPH NMALHEHTH, KOMTO IIPHEMAT BUCOKH 103H
MO¥e€ J1a Rb3HHKHAT I'bpuoBe (B, TOUKa 4.8).

AMOKCHIIMTHH/KJTaBY.TAaHOBA KHCeNHHA TpAOBa fa ce u3b6Area, aKo KMa CbMHEHHE 32 HHQEKLHO3Ha
MOHOHYKJIE03a, ThH KaTo ciel ynotpefa Ha aMOKCHIWINH ce mossa MopGuindopmen obpu

EnnoepemMeHHaTa ynioTpefa Ha alomypHHOI N0 BPEME Ha JIEYEHHE ¢ AMOKCHLIHIMH MO:
BEPOATHOCTTA OT &llePrHYHH KOXKHH PEAKLIHH.




[MponbmkuTenyaTa ynotpefa MOXe MOHAKOTA Aa A0BEIE A0 CBPBEXPAcTEX Ha HEUYBCTBHTEIHH
OPTaHH3MH.

TMosBaTa Ha reHepanM3HpaHa EPHTEMa B HAYANIOTO HA JIGYSHHETO, IPHAPYKEHA OT BHCOKA
TEMIIEpaTypa H MPosBEHa ¢ MyCTy/IH, MOXe Ja 6be CHMITTOM Ha OCTpa reHepaln3ipaHa
ek3aHTeMaro3Ha myctynosa (AGEP) (Bx. Touka 4.8). Tasu peaxiis U3KMcKBa CIHPAHE HA IPHEMA HA
AMOKCHKJIAB M € MPOTHBOMNOKA3aHHE 3a MOCeBaL0 NPHIOKESHHE HA AMOKCHLIMITHH.

J03HTE NpH NaLUMEHTH ¢ 9ePHOAPODHO YBpexaaHe TpAOBa a ce ONpeleNaT ¢ MOBHILIEHO BHUMaHHe
(Bx. Toukm 4.2, 4.3 u 4.8).

Crob6umaga ce 7a yepHoApoOHH CHOUTHSA TTIABHO NIPH MB3KE U MALIHEHTH B CTAPYECKa BL3PacT H Te
MOe J1a ce CBBPXKAT ¢ NPOABIDKHTENHO JIedeHHe. 3a TakHBa ChOUTHA ce ¢bOo0IAaRa MHOTO PAIKO TIPH
Jeua. BeB BcHuky nomynaumu 06OHKHOBEHO ce TIOABABAT MPH3HALM H CHMITTOMH 110 BpEME Ha HITH
HETIOCPEJICTBEHO ClIEA IEYEHHETO, HO B HAKOH CJTydaH MOKE Ja HE C& M3ABAT 10 HAKOJIKO CeIMHLIH
cliell CMpaHe Ha ie4eHHeTo. Te oOMKHOBEHO ca obpaTuMH. YepHoapoOHHTe cHOHTHA MOXe Ja ca
TEKKH H B M3KTIOYHTENHO PeIKH CIydas ce cboOiasa 3a CMbPTHH city4yau. Te nouTu BHHAru ce
HabnroAaBaT NpH NalMeHTH C TeXKKH OCHOBHH 3a609BaHMA WITH C €HOBPEMEHEH NIPHEM Ha
JIEKApCTBa, 3a KOHTO € U3BECTHO, Ue € Bh3MOXKHO J1a Bb3ACHCTBAT Ha YepHUA Opob (BK. Touka 4.8).

IMpu noutH Beuuku aHTHGAKTEPHAHK CPECTBA, BKIFOYHTEHO AaMOKCHIMINH, ce ChOOIABa 3a KOJIHT,
CBBP3aH ¢ pUeMa Ha aHTHOHOTHK, BapHpalll KaTo TEXECT OT JIeK [0 ’KHBOTO3acTpallapall. {BX. TOYKa
4.8). 3aroBa e BaxHo Jaa 6b/e pasno3HaTa AMArHO3aTa MpH MALHEHTH, NOJYYHIH JHAPHA 10 BpeMe Ha
WM Clel NPpHEM Ha KaKBBTO M 1a € aHTHOHOTHK. AKO C€ NOABH KOJIMT, CBBP32H C TIPHEMA Ha
aHTUOHOTHK, AMOKCHKJIaB TpAGBa HezaGaBHO Aa ce NMpeKpaTH, TpAOBa Aa Ce HANPAaBH KOHCYITALMA C
JIEKAp U Ja ce 3aMovHe noaxoasiia repanud. [1pu Tasu cHTyalHs ca NIpoTHBONIOKA3aHH JIEKApCTRa,
3a0aBALIM IEPHCTAITHKATA.

HMa crobiienns 3a eHTEPOKONIMTEH CHHAPOM, NPeAM3BHKAH OT MPHEM Ha NekapcTBoTo (drug induced
enterocolitis syndrome — DIES), rnasHo npH feLa, NpH KOKTO Ce NpHIara aMOKCHLIWIHH/KITABY IAHAT
(Bx. Touka 4.8). DIES e anepruuHa peakuus ¢ BOAeLl CHMITTOM MPOXB/KHTENHO Nospbinane (1 — 4
uaca cJie IPHEM Ha JIEKapCTBOTO) §e3 aepruyHH KOKHHE KT PECITMPATOPHH CHMITTOMH,
JlombiHUTEIHH CHMITTOMH MoraT Aa 6baaT GoNka B KopeMa, AMapH, XMIIOTOHHS WIH JIEBKOLIHTO3a ¢
HeyTpodwa. HMa Texku cirydau, BIUIIOUHTENHO C MPOTPecHs A0 LIOK.

IIpH MpoaBLIKKTENTHO IEYEHHE Ce NPenopbuBa NEPHOAHYHA OLEHKA Ha BKHH (yHKLIMM Ha
oprasu3Ma, BKIIOUHTENHO OBOpeuraTa, YepHOApoOHATa H XEMONOETHYHATA (hyHKIMS.

Psako ce crobiasa 3a ynwpkasaHe Ha MpoTpoMOMHOBOTO BpeMe NPH MallHEHTH, IPHEMALIH
aMOKCHLIWIHH/KJ1aBy1aHOBa KHCennHA, Tpalea fa ce npaBu NOAXOAALIO NPOC/IeNsBAHE, KOTaTo €
NPEANHCaH eIHOBPEMEHEH NPHEM Ha aHTHKOAryaaHTH. Moxe na e HeoGX0ooHMa KOpeKLIa Ha A03aTa
Ha MepopaTHHTE AHTHKOATY/IAHTH, 33 11a C6 MOAXbPAA XKeNaHOTO HUBO Ha aHTHUKOArynaius (Bx.
TOYKH 4.5 u 4.8).

INpu naunenTy ¢ 6s6peuHH yBpexxaaHus n03ata TpAGBa a ce KOPUTHPA B 3aBHCHMOCT OT CTENEHTa Ha
yBpexaane (BX. Touka 4.2).

[Ipu nauKeHTH C HAMATEHO OTAE/ISHE HA YPHHA MHOTO PAAKO € HaO/II01aBaHa KPUCTATY pHA
(rkmounTETHO OCTpO 6BOPEYHO YRPEXkKAaHE), TIABHO NPH NapeHTepaiHo NeueHue. [To Bpeme Ha
NIPHIAraHeTO Ha BUCOKH A03M AMOKCHLIMITHH Ce TIpernopbyBa NOJTbpiKaHe Ha aleKBATEH IPHEM Ha
TeYHOCTH H OTAEJISIHE HA YPUHATA ¢ LEJT Ja C& HAMAAH PHCKBT OT aMOKCHLIMITHHOBA KPHCTATypus. Ipn
MALKEHTH ¢ KATETBP B MIKKOYHKA MeXyp TpAOBa Ja ce NPOBEXKAa PeIOBEH BU3YANEH KOHTPOJ H
NpoxoauMocTTa (BXK. Toukd 4.8 u 4.9)

Tlo BpeME Ha NeUYCHHEC ¢ aMOKCHLHIIHH 'r'paGBa Aa Ce U3NMQJI3paT €H3WMHH I'THOKO300K
BCCKH BT, KOTATO C€ MPAaBH H3C/ICIBAHE 33 HATHYHME HA IMTIOKO3a B YPHUHAaTa, 3alll0TO
METOOH MOTaT jda Janar cbanmmao TMOJIOXKHUTEITHH PE3YNTATH.



HanduweTo Ha KIaByJaHOBA KHCEMHA B AMOKCHKIIAB MOXKeE [ peH3BHKa HecneHpHIHO
cebp3Bane Ha lgG u anbymuH ¢ KIeTEYHHTE MeMOpPaHH Ha EPUTPOLIMTHTE, KOETO BOAH JI0 GhallHBO
nomoxureneH tect Ha Coombs.

Hma cpob1ueHns 3a MONOKUTENHY pe3yNITaTH OT H3C/IeBaHKATA TIPH H3MOoJ3BaHe Ha TecTta Bio-Rad
Laboratories Platelia Aspergillus EIA nipu naiueHTH, npHeMaiiid aMOKCHLIMIHH/KIaBYIaHOBA
KHCEJIHHA, 33 KOWTO BIIOC/IEACTBHE € YCTAHOBEHO, Ue HAMAaT uHdexuua ¢ Aspergillus. Crobluasa ce 2a
KPBCTOCAHH PeakuHH ¢ He-Aspergillus monusaxapuan U nonudypaHosu npu tecta Bio-Rad
Laboratories Platelia Aspergillus EIA. [lopany ToBa MOMOXHTEIHHTE PE3YJITATH OT TECTOBETE NPH
MALWeHTH, NpHeMaLli AMOKCHLIWIHH/KaBy/1aHOBAa KUCeN{Ha, TpA0Ba Ja ce ThJIKYBaT Npenas3iieo U
Jia ¢e MOTBBPIAT ¢ IPYrH JUArHOCTHHHH METOIH.

Toau nekapceTBeH NPOAYKT ChAbpoka HATPHIL, Kanuii u acnapraMm. B chcTaBa Ha apoMaTa ce chABpKa
0.1% npomuieHraukon u 0,024 % 6eH3un0B ankoxoin.

Tosa nekapcTBO cpABPKA MO-Manko oT 1 mmol HaTpit (23 mg) B 5 ml T.e. NpakTHYECKHU He ChABPKA
HaTpHii.

ToBa nekapcTBO ChABPXKA KaNHi, no-Manko ot 1 mmol (39 mg) B 5 ml, T.e. npaxTHYeckH He ChABPXKA
KaJTHH.

Toera nexapcteo cbabpxka 0,017 g acnapram BbB BeekH 5 ml. AcnapTaMbT € W3TOYMHHK Ha
tenmnananud. ToBa e OT 3HaUEHHE 3a NALUMEHTH ¢ (PeHMNKETOHYPHA.

Toea nexapcTro cbabpxa 0,1% npormnenrnuxon B 5 ml. Ipi HOBopoaeHH Ha BE3pacT noa 4
CEIMHIIY, € HeoOX0IMMO NOBHIIEHO BHUMaHKE, 0COOEHO aKo ce NpIlaraT ApYTH JIeKapcTBa, KOMTO
CBHABPKAT MPOITHIIEHTIIHKON WIH €TaHOJL.

Tosa nexapctBo chabpxka 0,024% 6eH3unos ankoxon B 5 ml. BeH3WIOBUAT ankoxon Moxe aa
NPHYHHH alleprHYHH PEAKLUMH. BeH3HIIOBHAT aJIKOXOI ce CBBP3Ba ¢ PHCK OT TEXKH HexKeNnaHH
peaKLHH, BKITIOYHTENHO npobieMH ¢ nHaHeTo npi Manku Aeua. [Ipu HoBopoaeHH (Ha BE3pacT 10 4
CEAMHIUM) Aa ce Npuara ¢ NosHLeHo BHHMaHHe. [pu Manky aena (Ha BB3pactT nox 3 roaMHH) ce
NpenopbpYBa NPOABDKUTENIHOCTTE Ha JIEMEHHETO Ja € eaHa ceAMHLA. [Ipy OpeMEHHOCT WK KbpMEHE,
KaKTo M npH 3abonsaBane Ha 6BOpeLMTe WIH YepHHA Apol, MOxe Na ce pa3Bue MeTaGoNHTHa auuo3a.

4.5 BaaumopaeiicTBHe ¢ APYrH EKAPCTBEHH NPOAYKTH H APYrA $opMH Ha B3aUMOAeHCTBHE

Hepopannu anmuxoazyranmu

[lepopaHH aHTHKOATYJIAHTH M NEHHLIMIHHOBA AHTHOHOTHLIM ca LIMPOKO H3MON3BAHH B MPAKTHKATA,
6e3 crobienns 3a B3auMoAeHcTBHE. BLpeku ToBa B THTEpaTypaTa HMa CITy4aH Ha YBETHYEHO
MEKAYHApOOHO HopManu3upaHo oTHoweHHe (INR) npu maluueHTH, NOASBPXKaHH ¢ AUEHOKYMAapOI
WM BaphapHH, Ha KOMTO € NMPEANHCaH KyPC ¢ aMOKCHLIIHH. AKO € HeoOXOIUMO €HOBPEMEHHOTO
NpHI0XKeHHE, IPOTPOMOHHOROTO BpEMe HITH MEXAYHAPOIHOTO HOpMANH3HUpaHo otHowenHe (INR)
TpabBa fa HvaaT BHMMaTEeNHO HabnogasaHy npy 00GaBRHETO HIH OTHEMAHETO HA AMOKCHUMJTHH,
OcpeH ToBa MOJKE Na ca HEOOXOAWMH KOPEKLIHHM Ha 03aTa Ha NMEPOPANHHTe aHTHKOAry/IaHTH (BXK.
TOYKH 4.4 u 4.8).

Memompexcam
[NeHMUMTHHUTE MOXKE 1a HAMAJIAT EKCKPELIMATA HA METOTPEKCAT M TaKa J1a IPHYMHAT MOTEHLHAIHO

NOBHILABAHEC HA TOKCHYHOCTTA.

IIpobeneyud
He ce npenopbuea censTeTRalIla ynotpeda Ha npobeneuna. [IpobeHuuna Hamansea 6b6peunara

TyOy/IHa cekpenns Ha aMoKcHIwiHH. CeTBTCTBaILATA yIIoTpe6ba Ha poSeHeUHa MOKe 1a I0BeIE 10
MOBHILEHA KOHLIEHTP2LHA H NO-NPONB/DKUTEITHO MPUCECTBHE HA AMOKCHLIMIHH B KPbBTA.

Muxoghernoram mogemun

IpH nauyeHTH, Npuemaiiu MukodeHonat Modetni, € cbobieHo 3a npubnu3KTeNTHO §
Ha TIPEII030BATA KOHLIEHTPALHA HA AKTHBHHA MeTaboIHT MHKO(EHOMOBA KHCETHHA
3ano4YBaHe Ha NepopaieH aMOKCHLWIMH ¢ KIaBYy/IaHOBa KHcenuHa. [Ipomsnara B npe;




KOHILIEHTPALKA MOXKE Ja He OTpa3fiBa TOYHO MPOMEHHTE B LAIOCTHATA ekcnosuuns Ha MOK. 3atosa
OBHKHOBEHO He € HeoOX0MMa KOpeKLMs B 103aTa Ha MUKOGEHONAaT MOGETHIT, aKO JIWNCBAT KIHHHYHH
JaHHH 38 JHChYHKUMA Ha nprcankaTa. HyxHo e obave knHHM4HO HabmoaeHne oTOIH30 Mo BpeMe Ha
€IHOBPEMEHHOTO MPUIOKEHHE ¥ B KPaThK NEPHOA CIEA AHTHOHOTHYHHA KYypC.

4.6 @eprrauTeT, GPEMEHAOCT H KEPMEHe

Bpemenrocm
EKCI‘ICpHMeHTaJIHHTe l'lp()y‘-lBaHHJ[ MNpH XHWBOTHH HE NMOKA3BAT I'lpi[KO HITH Hel’IpHKO Bpe}ll—lo

BB3AcicTBHE BEPXY OpeMeHHOCTTa, eMOpHOHANHOTO/(PeTanHo pasBUTHE, paKAaHETO HWIH
MOCTHATAIHOTO pa3BuTHe (BXK. Touka 5.3). OrpaHHueHHTe JaHHH 3a ynioTpeGaTa Ha
AMOKCHLWIHH/K/1ABYJIAHOBA KMCENUHA 10 BpeMe Ha OPEMEHHOCT MPH XOpa He MOKa3BaT MOBHIIIEH
PHCK OT BpoaeHH MaidopmManui. B efHO npoyyBaHe NpH XEHH ¢ MPEKASBPEMEHHA PyNTYpa Ha
¢eranHara memOpana ce cbo0IIaBa, Ye NPOdHIAKTHYHOTO JiedeHHe C aMOKCHIIWIHH/KIaByNlaHOoBa
KHCEHHA MOXE 1a 6B/l CBBP3aHO ¢ NOBHLLIEH PHCK OT HEKPOTH3NPAILl EHTEPOKOIHT NpPH
HoBopoaeHuTe. YnioTpebara no BpeMe Ha GpeMeHHOCT TpAbBa Na ce H3BArBa, OCBEH aKO JIEKapAT He
CMSTA, Y€ T4 € HAJIOKUTEITHA.

Kvpmene
H gpere BemIeCTRA ¢€ OTACNAT B KBPMAaTa (HE Ce€ 3HAE HHUINO 32 BL3ACHCTBHETO HA KIABYJJAHOBATA

KHCENHHA BbpXY KbpMaveTo). CreoBaTenHo NpH KbPMayeTo ca Bb3MOXHHA AWapHA H rbOHYHa
HH(exuua Ha AHraBULIMTE, TaKa 4e MOXKE Ja C€ HAJIOWM KbPMEHETO Aa Ob/e MpeKkpaTeHo.

TpaGea na ce B3eMe NpeABH Bb3MOXKHOCTTA 3a CeHCHOMAM3aLMA,

AMOKCH[IHJIHH/KJI&BYJ’IRHOB& KHCCJINHa Tpaﬁna Aa Ce U3NOJ3BAT M0 BpEME HA KbPMEHE CaMO CIe[
OLlEHKA HA CLOTHOIIEHHETO MoJI3a/ PHCK OT CTpaHa HA JICKYBAaLLHA JICKap.

4.7 EdexTn BBpXy cnocobrocTTa 32 mMoprpane n paboTa ¢ MAMBERA

HsaMma npoy4ranus 3a e¢ekTHTE BHpXY criocobHOCTTa 3a wodHpaHe H paGoTa ¢ MamuHl. Obaye,
MO3Ke Ja BE3HHKHAT HexkellaHH peakLuH (Hamnp. alepruyHH peakuyH, 3aMagHoOCT H I'bPYOBE) KOHTO
MOrart fia Bloiuart crnocoGHOCTTa 3a wodupane 1 6e3onacHa pabota ¢ MaiiHH (BX. ToUKa 4.8).

4.8 Hexenans 1eKAPCTBEHH peaKlHH
Haii-uecTo cbo0LiaBaHMTe HexenaHH gekapcTBeHH peaxuru (HJIP) ca raneHe, nospeiaHe U AHApHA.

HJIP, nony4eHH OT WIMHHYHHM M3MIMTEAHUSA U IOCTMAPKETHHIoBOTO Habmoaenne, noapeacHu no
CHCTeMO-oprasHHTE Knacose Ha MedDRA, ca u3bpoenu no-pomy.

HanonspaHa ¢ cleaHaTa TSPMHHOIOTHA 33 KJIACH(HLMpaHe HA B3HWKBAHETO Ha HEXENAHH eeKTH:
MHuoro yectr (=1/10)

Yectu (21/100 go <1/10)

Heuectn (21/1 000 mo <1/100)

Peakn (21/10 000 no <1/1 000)

MHoro penku (<1/10 000)

C Heu3pecTHa YecTOTA (OT HATHYHHMTE AaHHH He MoXke Aa Objie HanpaBeHa OLICHKA)

Hudpexyuu u ungpecmayuu
Yectu KOXKHO-JIMTABHYHA KAaHAHAO32
C HEH3BECTHA YECTOTA CBPBXPACTEX HA HEWYBCTBHTE/THH OPraHM3MK

Hapywenun na xprema u aumgpnama cucmema

Peakn oOpaTrHMa IeBKONeHH (BKIIOYHTENHO HEYTPOTICHHA)
TPOMOOLIMTONEHHA

C HeH3BeCcTHa YecToTa OOpaTHMa arpaHynoLHTo3a




Copoeynu HApYUieHUs:

C HeM3BeCTHA YeCTOTa

XEMOIHTHYHA aHeMHA
yIb/DKaBaHe Ha BPEMETO Ha KbpBEHE M MPOTPOMOHHOBOTO Bpeme (BiK,
ToukK 4.4 u 4.5)

Cungpom Ha Kounis

Hapywenus na umynnama cucmema (Bx. Touku 4.3 u 4.4)

C HeHn3BecTHA 4ECTOTA

AHTHOHEBPOTHYEH OT! OK

aHadHIaKCHA

CHHAPOM, HanoaobsABaLl cepyMHa 6onect
AJICPru4cH BaCKYJIHT

Hapywienun na nepgnama cucmema

Heuectu

C HeH3BeCTHa YecToTa

3aMafBaHe

raaBoosHe

obpaTHMa XHIIEpaKTHBHOCT
repuoBe (Bk. Touka 4.4)
acenTHYeH MEHHHTHT

Cmomawino-upesnu HAPYHIEHUR

YecTH

Heuectu
C HeH3BeCTHA YEeCTOTA

rageHe (0-4YeCTo Ce CBBP3Ba C MO-BHCOKY NEPOPATHH A03H). AKO
CTOMALLHO-YPEBHHTE PEAKLIMH Ca OYEBHIHY, Te MoraT aa 6uaar
HaMmaJleHH, KaTo AMOKCHKIIAB C€ MPHEMAa B HA4aJlOTO Ha XPaHEHETO.
[OBpbLIAHE

HapHA

HapyIleHO XpaHOCMHIIaHe

KONHT, CBBp3aH ¢ NPHeMa Ha aHTHOHOTHK (BKTIOYHUTENHO
nceBAOMeMOpPaHO3€eH KOMHT ¥ XEMOpAarudeH KOJHT, BIKTe Touka 4.4).
yepeH ,,KOCMaT’ e3HMK

OLIBETARAHE Ha 360MTE. 32 MOBBPXHOCTHO OLBETABAHE Ha 3L0HTE ce
cboblaBa MHOrO psaaKo npu aeua. Jlo6paTta xurueHa Ha ycTHaTa
KyXHMHA MOX€ 12 IOMOTHE 3a NPeJOTBPATABAHE HA OLBETABAHETO HA
3B0HTE, THiT KaT0 0OMKHOBEHO TO MOXKE J1a ObE OTCTPAHEHO C YETKA.
EHTEpOKONHTEH CHHAPOM, NPEIH3BHKAH OT MPHEM Ha JIEKAPCTBOTO
OcTBp NaHKpeaTHT

Xenamoburuapru HapyVueRua

Heuectu

C HeHM3BecTHA YeCTOTA

nosuieHHa Ha AST w/wnu ALT (3abenazaHo € yMepeHo MOBHIIEHHE
NIpH NAailMEHTH, JIEKYBaHH ¢ 6eTa-TaKTaMHH aHTHOHOTHLIH, HO
3HAYEHHETO Ha Te3H pe3YJITATH He € H3BECTHO)

XenaTHT, XONECTATHYHA JKbATEHHLA (Te2H chOUTHA ca HabmoaaBaHu U
Npy ApYrH NeHHUHNHHH U LedanocnopiHH, BHKTe To4Ka 4.4).

Hapyuwenua na xoxcama u nOOKOHCHAMA MbKAH

AKO BB3HUKHE alepriyeH AepMaTHT, leueHHeTo Tpabpa Aa ce npekpaTtH (BXK. Touka 4.4).

Hexectn

Peaxu
C HeH3BeCTHA 4eCTOTa

KOXKeH oOpHB

NpYpHTYC

YPTUKAPHSA

epuTeMa MyTTHHOpME

cuHOpoM Ha Stevens-Johnson
TOKCHYHA €MHAEPMATTHA HEKPOITH3a
6ynoseH ekcOIHATHBEH AEPMATHT
OCTpa reHepani3upaHa eK3aHTeMaTo3Ha Imyctynosa (AGEP),
4.4)

NIEKapCTBEHA PEaKLis ¢ €O3HHO(DHIHA U CHCTEMHH CHMITO

(DRESS)




CuMmeTpuyeH, leKapCTBEH HHTEPTPUTHHO3EH H (IIEKCYPeH EK3aHTEM
(cunapoM Ha naBuaHa) (Symmetrical drug-related intertriginous and
flexural exantrhema - SDRIFE)

JiuneapHa IgA Gonect

Hapywenua na 6v6peyume u nuxoynume nomuua

C HeM3BECTHA YECTOTA HMHTEPCTHLMANEH HepHT
KPHCTATYPHA (BKITIOUMTENHO OCTpo OEOpeyHO yBpexkaaHe)
(Bx. Touka 4.9)

Crobwasare Ha nodo3UpPany HeXCeaanu pearyiuy

Cpo0luasaHeTo Ha MOJO3HPaHH HEXENIAHH PeaKiiMuy Clell paspellaBaHe Ha yrnoTpeba Ha JleKkapCTBEeHHA
npoaykr e BaxxHo. ToBa no3sonsBa Ja NPOXB/DKH HabNIOAEHHETO Ha CHOTHOMIEHHETO NO/I3a/PHCK 3a
JICKAPCTBCHHA IIPOSYKT. Or MEAHIIHHCKHTE CICLHATHCTH C€ H3HCKBA Na CBOGI].[&B&T BCAKa
TIOI03MPaHa HeXKeNlaHa peaKuys Ype3 HaLMOHANHA cucTeMa 3a chobmaBane KbM HanbnauTe 1HaTa
areHLMs 1o JiekapeTsara, yi. ,,Jlaman [pyes”, Ne 8, 1303 Codua, Ten.: +359 2 890 34 17, yebeaiit:

www.bda.bg.

4.9 IIpenosnpane

Cumnmomu u npusHayu Ha npedosupane
Moxe na ce HaGmOAABAT CTOMALIIHO-YPEBHH CUMITTOMH H HapyillaBaHe Ha ENEKTPONMTHHSA Oanauc U

Hananca Ha TeuHocTH. Habmoasana € aMOKCHLMITHHOBA KPUCTATYPHSA, B HAKOH CITyHaHl BOJAELIA 10
OB0Opeuna HemocTaTHYHOCT (BXK. TOUKa 4.4).

Ipy naumeHTH ¢ HapyweHa Os0peyHa QyHKLMA WIH NPH MALMEHTH, KOUTO NPHEMAT BHCOKH JI03H,
MOJ€ 1a Bb3HHKHAT I'bPHOBE.

Cpob1apa ce, Ye aMOKCHLIWIMH CE YTAfABa B KATETPH Ha MHKOYHUA MEXYD, NMPEANMHO cea
HHTPaBEHO3HO TIPHIIOKEHUE HA roneMH no3d. Tpabea na ce npaBv peioBHA MpOBepKa Ha
NpOXOAHMOCTTA (BXK. ToUKa 4.4).

Jevenue na npedo3upane
CroMalllHO-YpeBHUTE CHMITTOMH MOTAT Ja C€ JIEKYBaT CHMITTOMATHYHO, KaTo ce 00bpHe BHUMAaHHE Ha

BOOHO-CJICKTPOJIMTHHA GanaHc.

AMOKCHIIWIHH H KIaBYJ1aHOBa KHCC/IHHA MOTaT Ja OBaar OTCTPaHEHH OT OpraHH3Ma qdpe3
XEMOoOHanIun3a.

5. ®APMAKOJIOrFAYHHA CBOMCTBA
5.1 PapMaKoIHEAMHYIHH CBOHCTBA

QapmMakoTepaneBTH4YHA rpyna: AHTHOAKTepHANHH CpeCcTBa 3a CUCTeMHa ynoTpeba; koMOHHALHMK Ha
MEHHUAMHHOBY aHTHOHOTHLM ¢ feTa-nakTaMa3sHH HHXHOHTOPH.
ATC koa: JOICR02

Mexanuszem na deiicmaue
AMOKCHLMITHH € TTOYCHHTeTHYEeH NeHULIWIHH (GeTa-nakraMeH aHTUGHOTHK), KOWTO MOTHCKA eIHH

WM NIOBeYe eH3HMH {MECTO HAPUYAHH MEHHLIMNHH-CBBP3BalH npoteHHH, [ICTI) 8 GHoCHHTeTHUHKS
BT Ha NENTHAOrMMKAaHA Ha OakTepuHTe, KOHTO € HHTerpaleH CTPYKTYPEH KOMITIOHEHT Ha
cTeHa Ha 6axrepuure. MHXHOHpaHeTO Ha MEMTHIOTTIMKAHOBHA CHHTE3 BOMH JI0 OTCalBa
KIeThYHATAa CTeHA, KOETO COMKHOBEHO ce CneiBa OT pa3snad H KIETEYHA CMBPT.




AMOKCHLWIHH € YyBCTBHTENEH KbM pasrpaxiaaHe upe3 6eTa-nakraMmasH, NpOM3BeIEeHH OT
PE3UCTEHTHH BGAKTEPUH M 3aTOBA CIIEKTHPBT Ha JEHCTBHE Ha aMOKCHIMIIHH CAMOCTOATEITHO He
BKJIIOUBA OPraHH3MH, KOMTO MPOU3BEXKIIAT TE3H EH3HMH.

KnasynaHorara kHceNHHa € OeTa-NaKkTaM, CTPYKTYPHO CRBP3aH ¢ NEHWLWIHHOBHTE @RHTHOOHOTHLIM.
T HHAKTHBMpA HAKOH O€Ta-NaKTaMasH, KaTo 1O TO3H Ha4HH MpeJOTBPATABA HHAKTHBHPAHETO HA
aAMOKCHLIHNIHH. KnasynaHopa KMcelMHa CaMOCTOATETHO He OKa3Ba KJTHHHYHO NoMie3eH
aHTHOaKTepHaNeH ¢peKT.

DK/P/ spv3ka

BpeMeTo Haax MUHMMaTHaTa HHXHOBpama koHueHTpauus (T> MIC) ce cuuTa 3a OCHOBEH dakTop,
onpeaenail eGpUKacHOCTTA NPH AMOKCHLIWIHH.

Mexanuzmu na pezucmenmuocm
JlBaTa OCHOBHH MEXaHM3MH Ha PE3HCTEHTHOCT KbM aMOKCHLIMITHH/KJIaBYJIJaHOBa KHCEJIHHA ca:

. HuakTuBHpaHe oT Te3H OakTeprHanHy 6eTa-TaKramasy, KOUTO caMd He ce HHXHOHpAT oT
KJIaBYJIAHOBA KHCEITHHA, BIIIOYMTENHO M Knac B, C u D.
. IIpomsHa Ha I[ICTI, koeTo HamanaBa adpHHHTETa HA AHTHOAKTEPHANTHHA ar€HT KbM MHILLEHATA.

HenponuiiaeMocTTa Ha GaKrepruTe HIH eIyKC NoMna MEXaHHM3MHTE MOTaT Aa IPHYHHAT WIH A2
JOTMpHHecaT 3a DakTepralHa pe3HCTEHTHOCT, ocobero npu ['paM-oTpunarenHuTe 6akTepun.

FQaHH'-lHH CTOIHOCTH gbreakpoints! TIpH H3NHTBAHE Ha MYBCTBHUTETHOCT

Kpurepun 3a nareprperanusa va MITK (MIC — minimum inhibitory concentration) npu u3nursate
HaYyBCTBHMTEIHOCT ca pa3paboTeHH ot EBponelickus KOMHTET N0 H3MTHTBAHE HA YyBCTBHTETHOCT KbM
autumMukpobnu nexapcersa (EUCAST - European Committee on Antimicrobial Susceptibility Testing)
33 AMOKCHIIMJTHH/K/I2BYJTAHOBA KHCEIHHA M MOraT Aa ObJiaT HAMEpeHH Ha.
https://www.ema.europa.ew/documents/other/minimum-inhibitory-concentration-mic-
breakpoints_en.xlsx

PasnpocTpaHeHHeTO Ha pe3HCTEHTHOCTTA MOXKe a BapHpa reorpadcKut M BbB BPEMETO 3@ ONIPEAENeHH
BHOBE M € JKEJIATENHO A2 MMa JIOKAJIHA WHPOPMALIUA 33 Pe3HCTEHTHHOCTTA, OCOOEHO TPH JIeYeHHe Ha
TeKKH HEdekumu. [Ipy HeobxoauMocT TpabBa Aa ce NOThPCH CHBET OT CNELHATHCT, KOFaTo
JIOKAJIHOTO pa3snpocTpaHeHHe Ha Pe3HCTEHTHOCT € TAKOBA, Ue [10J13aTa OT TeKapCTBEHHA NPOAYKT MPH
TIOHE HAKOH BUJ0BE HH(EKLHH € Mo/ BBIIPOC.

(Q0BEKHOBEHO YYBCTBHTE/IHH BHAOBE

['paM-MoNoXHTENHH aepobu

Enterococcus faecalis

Gardnerella vaginalis

Staphylococcus aureus (METHLIUTMH-YYBCTBUTEIHH) £
Streptococcus agalactiae
Streptococcus pneumoniae
Streptococcus pyogenes u apyru 6eTa-XeMOTHTHYHH CTPEMTOKOKH
Streptococcus viridans rpyna

!

[’paM-oTpunaTenHu aepobu
Capnocytophaga spp.
Eikenella corrodens
Haemophilus influenzae’
Moraxella catarrhalis
Pastewrella multocida

AHaepobu
Bacteroides fragilis
Fusobacterium nucleatum




Prevotella spp.

BrjaoBe, 32 KOETO NPHIOGATATA PE3HCTEHTHOCT MoKe Aa 6bae npobiemua

I'pam-nonoxuTenHy aepodu
Enterococcus faecium $

['pam-oTpHLATETHH acpodH
Escherichia coli

Klebsiella oxytoca
Klebsiella pneumoniae
Proteus mirabilis
Proteus vulgaris

PelHcTeHTHH MHKpOOpPranHiIMH

['pam-oTpHLIATENHH aepobH
Acinetobacter sp.

Citrobacter freundii
Enterobacter sp.

Legionella pneumophila
Morganela morganii
Providencia spp.
Pseudomonas sp.

Serratia sp.
Stenotrophomonas maltophilia

HApyru MMKpOOpraHu3Mu
Chlamydophila pneumoniae

Chlamydophila psittaci
Coxiella burnetti
Mycoplasma pneumoniae

$ EcrecTBeHa cpeaHa MyBCTBHTETHOCT TIPH JIHNICA HA MPHAOOHT MEXaHHW3BM Ha PE3UCTEHTHOCT.

£ BCHYKM METHLHIHH-PE3UCTEHTHH CTA(QHUNOKOKH Ca pe3HCTEHTHH KBM aMOKCULIWTHH/K1aBY1aHOBA
KHCEJIHHA.

1 Streptococcus pneumoniae KouTO ca Pe3UCTEHTHH HA NEHULIAIHH, He TPAOBA Aa Ce NeKyBaT ¢
Ta3M JeKkapcTBeHa GopMa Ha aMOKCHIIMITHH/KIIaBY TAHOBa KMCceNHHa (BxK. Toukd 4.2 1 4.4).

2 Cro0iaBa ce 3a IIaMOoBe ¢ HaMaJieHa HyBCTBHTENHOCT B HAKOH cTpaHH Ha EC, ¢ yecToTa no-BHCOKa
ot 13%,

5.2 PapmakoKHHETHYHH CBollcTEBA

Pezopbyua:
AMOKCHLIWIHH ¥ KIaBYJIAHOBa KHCEJTHHA HAITHITHO CE JUCOLMHPAT BbB BOZIEH Pa3TBOpP NpH

tdusnonoruydo pH. M apere komnoHeHTH 65p30 H Kobpe ce pezopbHpaT npu nepopaiHo
npuioxeHHe. PesopOimaTa Ha aMOKCHLIMITHH/KJIARYTAHOBA KHCEJTHHA CE OITTHMH3Hpa, KOraTo ce
npHeMa B Ha4anoTo Ha xpaHeHeto. Cnen nepopaneH npHeM GMOHANMYHOCTTA Ha AMOKCHLIHUTHH H
K/1aBy/1IaHOBa KHCENHHA € okoo 70%. [MnasmennTe npoduny Ha ABaTa KOMIIOHEHTA ca NOJOOHH H
BPEMETO [0 MaKCHMAJIHA [U1a3MeHa KoHUEeHTpauuA {Tmax) BbB BCEKH CITyuaii € OKOIIO eJHH Yac.
QDapMakOKHHETHYHHTE PE3YJITATH OT H3MIHTBAHE, IPH KOETO aMOKCHLIWIHH/K/IABYJIAHOBa KHCETHHA
(500 mg /125 mg Tabnerku, MpHeMaHH TPH ITHTH JHEBHO) € MPWIAraH Ha IMIAHO Ha TPYIH OT 3/PaBH
JA0OpPOBONUM ca MPeICTaBEHHN MO-A0TY.

Cpennu (x SD) dpapMakoKHHETHYHH NTapaMETPH

IMpunaranu Hoza | Cmax Tmax * AUC (0-24h) | Ti»
aKTHBHHM BEIECTBA

(mg) | (ug/mb) | (w) (pg-h/ml) (h)




AMOKCHLMIHH

AMX/CA 500 | 7,19 1,5 (1,0-2,5) | 53,5 1,15
500 mg/125 mg +2.26 +8,87 +0,20
Knaeynanora kHcenuHa

AMX/CA 125 | 2,40 1,5 (1,0-2,0) 115,72 0,98
875 mg/125 mg + (.83 +3,86 +0,12

AMX - amokcHMHH, CA — KI1aByJIaHOBA KHCEITHHA
* Menuana (auanasoH)

CGPYMHHTC KOHLIEHTpallHd Ha aMOKCHIIHIIHH H KJ1aBYJIAHOBA KHCEITAHA NMOCTUTHATH ¢
amoxcuuunmt/masynanona KHCellBHa ca MonoGHH Ha TE3H, NOMYYCHHK NPH CAMOCTOATCIIHO
OCpOpanHO NMPHNOKCHHC HA CKBHBAJICHTHHA A03H AMOKCHLIH/THH H KJIABYJTaHOBA KHCEIIHHA.

Pampedenenue.

Okono 25% ot ofiaTa nnasMeHa KiiaBylaHoBa KHcesHHA H 18% o1 o0uiMA 1iasMeH aMOKCHLIMIKH Ca
CBLP3aHH ¢ NpoTeHHH. [IpuBMaHHAT 06eM Ha pasnpenenenHe e okono 0,3-0,4 1/’kg 3a aMOKCHLIMIMH U
okono 0,2 I/kg za KaByJaHOBa KHCETHHA.

Cnen MHTPaBEHO3HO MPHIMKEHHE, AMOKCHLIWIHH M KJIaBY/IAHOBA KHCETMHA C€ OTKPHBAT B TbUeH
Mexyp, KOP€MHa ThKaH, KOXa, MAa3HHHH, TBKaHH, MyCKYJIHa ThbKaH, CHHOBHAIHA H EPHTOHEATHa
TEYHOCT, XTBYEH CEKPET H THOH. AMOKCHLIAJIHH HE C€ pasnpeaens N0CTaTbUHO 100pe B
rpbrOHaYHOMO3BYHATA TEYHOCT.

Ot npoy4uBaHUATA NPH JKUBOTHH HE CBILECTBYBAT JOKA3aTENICTBa 32 3SHAYMTENHO THKAHHO 33JbpKaHe
Ha BEILECTBA, MOMYYEHH OT JIEKAPCTBOTO, 3a BCEKH OT KOMIIOHEHTHTE. AMOKCHIIHIHH, KATO [MOBEYETO
NEHHUMWIHHH, MOXKe Ja Obe OTKpHT B KbpMata. ClielM OT KNaBylaHOBa KHCeMHa Morat aa 6baat
OTKPHUTH B KbpMaTa (BK. ToUKa 4.6).

JloKka3aHo €, 4e H aMOKCHHWIHH, H KIIaByJIaHOBa KMCeJIHHA NpeMHHAaBaT nnaueHTapuara Gapuepa (Bx.
TouKa 4.6).

Memabonuses:

AMOKCHLIMJIMH YaCTHYHO Ce OTAENA B YPHHATA KATO HEAKTHBHA [IEHULIWIHHOBA KMCEIIHHA B
KOJIHYECTBA, CKBUBICHTHH Ha 10 1o 25% oT mepBoHavYaiHaTa A03a. KnasynaHoeara kucensna ce
MeTaboNH3Mpa eKCTEH3HBHO MPH YOBEKA M CE ETAMMHUPA ¢ YPHHATA H (PEKATHHTE H KATO BBINIepodeH
AHOKCHI B W3AHOIAHKA Bh3AyX.

Erumunupane:
OCHOBHHMAT BT Ha ETUMHHHPaHe HAa aMOKCHIIMIIHH ¢ rnpe3 Ou0pelTe, a Ha KIaBy/IaHOBATA KHCE/TMHA

€ KakTo upe3s GrOpedHn, Taka U upe3 HeObOpEeYHN MEXaHH3MH.

AMOKCHUWNNH/K1aBYIAHOBA KHCE/THHA MMa CPE/IEH elIHMHHAIIMOHEH TIOMYKHUBOT OT OKOJIO €IHH Yac M
cpeaeH o6 KTHpsHE okono 25 I/h mpu 3apaBu uAIuBHaM. [TpuGau3uTenHo 60 go 70% ot
aMOKCHUMIHH H npHbnusutento 40 no 65% oT KiaBynaHOBa KHCENTHHA C€ €KCKPETHPAT HEMPOMEHEHH
B ypHMHATa Npe3 IbpPBUTE 6 Haca clesl eqHOKPATHO MPHIIAraHe Ha aMOKCHUIIHH/KNABYIAHOBA
kucenHHa TabnetkH 250 mg/125 mg win 500 mg/125 mg. Paznuunu uacneaBaHHa covar, 4e
OTAENAHETO Ha ypuHaTa e 50-85% 3a aMOKCHIIWITHH K MeXITY 27 U 60% 3a K1aByNaHOBA KHCENIMHA 33
nepHoI OT 24 Yaca. 3a K1aByNaHOBATa KHCEIHHA, HAl-TO/AMOTO KOJIHYECTBO HA JIEKAPCTBOTO C€
OTJHENA Npe3 MBPBHTE 2 Yaca ciel NpHeEMa.

EanoBpeMeHHOTO nprnoxeHue Ha MpoOeHeny 3a6aBd OTAENAHETO HA AMOKCHIIIWIMH, HO He 3a6aBs
61B0peuHaTa eKCKpeUHA Ha KIaByJIAaHOBATa KHCenHHa (BX. Touka 4.5).

Buvapacm:
EnHMHHALMOHHHAT NOTYKHBOT Ha AMOKCHLIAIHH € CXOZIEH NPH JeLia Ha BB3PAcT OT OKOJO 3 )
1o 2 TOIMHH H TIO-TOJIEMH Jielia H BL3pacTHU. [pu MEOro Manku Aeua (BKTIOUMTETHO HE
HOBOPOJIEHH) MpeE3 MbpPBATa CEAMHLIA OT )KHBOTA HHTEPBATET Ha [PWIaraHe He TpaOea [
NipuiaraHe Ba IMETH JHEBHO, MOpafi He3psUlocT HAa GEOpeYHHA NBT HA STHMHHHPAHE.
NO-rojifiMa BEPOATHOCT MALIMEHTHTE B CTAPYECKa Bb3pacT Ja MMAT HaManeHa GhopeyuHa
TpabBa Aa ce BHMMaBa npHu u3bopa Ha 103a ¥ Mojke 1a Obe NoMe3Ho Ja ce ciaea 616
OYHKUMSA.




Ilon:

Cnea nepopaiHO NPWIOKEHHE HA AaMOKCHLIWIHH/K/IABY/IaHOBA KMCEJIHHA TIPH 3[PaBH MbXKE H XKEHH,
MOABT HAMS 3HAYMTENIHO BIHAHHE BBPXY (GapMaKOKMHETHKATA HA AMOKCHLUM/IMH M KJIaBYJaHOBa
KHCEJIHHA.

bvbpeuno yepexcoane:

O6WMAT cepyMeH KIHPHHC Ha aMOKCHLIMIMH/K/AaBYJIAHOBA KMCETMHA HAMAJIABA MIPOMOPLIMOHAIIHO ¢
HaManfapaHeTo Ha 6vbpeyHara QyHkima. HaManapaHeTo Ha KIMpEHCA HA IEKAPCTBOTO € MO-H3paseH
NpH AMOKCHLIMITHH, OTKOJKOTO TPH K1aBY/IaHOBa KHCEJIMHA, Thil KaTo MO-rojiAMa 4acT OT
AMOKCHLIMJIHH ce oTAe/ A ype3 On0peunte. CneposatenHo fo3uTe npu 6u0peyHo yBpeKaaHe TpsabBa
Ja NNpEaoTBpATABAT MNPEKAJICHOTO HATPYNMBAHC HA aMOKCHLIHIIHH, KaTO ¢THOBPCMECHHO C€ NMOZABPXKAT
aJleKBATHM HHBA HA KJIaBYJIAHOBA KHCENHHA (BX. TOuka 4.2).

Yeprnoopobno yepexcoane.
Jlo3UTe NpU NalHeHTH ¢ YepHOAPOOHO YBpexIaHe TpAOBa Aa ce onpeaensaT BHHMATENHO H
yepHoapobHaTa QyHKLHA TpAOBa Aa ce Npoc/ieaAsra peJOBHO.

5.3 Hpeaknanyad AaHHA 3a §e3onacHocT

HexsTHHHYHHTE NAHHH He NMOKa3BaT ocobeH PHCK 34 XopaTa Ha Gaza Ha KOHBEHIIHOHA/THHTE
tbapMaxonoquu H3IIHTBaHHA 3a 6€3OHaCHOCT, TFCHOTOKCHYHOCT H PETIIPOOYKTHBHA TOKCHYHOCT.

IIpoyuBanuATa 332 TOKCHYHOCT CllE] MHOTOKPATHO NPHIOKEHHE, NPOBEACHH NPH Ky'eTa, npH
AMOKCHIIM/THH/KNIABY/1aHOBA KHCE/THHA NOKA3BAT APA3HEHE Ha CTOMAXa M MOBPHIIAHE, M MOThMHAN

€3HK.

He ca npoBesxnaHu npoy4BaHKA 33 KAPLIMHOMEHHOCT C AMOKCHKJIAB HITH HEFOBHTE KOMIIOHEHTH.

6. PAPMAINIEBTHYHH JAHHH

6.1 CuoHCHK HA DIOMOHHHETE BEIIECTBA

KonouneH 6e3804€H CHITHLMES JHOKCH, KCAHTAHOBA I'yMa, apOMAaTH3aTOp Arojla, KPOCTIOBH/IOH,
acnapram, KapMeno3a HaTpHH, CHIHLMEB QHOKCHA (6e3BoaeH CHITHLIKE)

6.2 HechBMECTHMOCTH
Hama.

6.3 Cpok Ha rogaoct
3 roauHu.

[MpomyxTsT He TpabBa Aa ce ynorpebapa ciiea HITHYAHE CPOKA HA FOHOCT, 03HAYEH BBPXY
ONaKORKATA.

6.4 Crnennsanny ycJIoBHS HAa ¢hLXpaHeRHe
INpax®T 3a nepopaHa cycrieH3us TpAOBa Na ce ChbXpaHABa NpH TeMnepatypa noa 30°C.

PeKOHCTHTYHpaHAaTa CyCTieH3Hs TpsibBa Ja ce chXpaHsABa B XJIaAWTHHK (TIPH TEMNEpaTypa
8°C) 1 na ce n3anom3era 70 7 AHH clie MPHIOTBAHETO.

Bennara cnen ynorpeba ¢nakoHbT na ce 3aTBopH nobpe.

6.5 JIaHHH 32 ONAKOBKATA




KyTau ¢ OyTinku ot kadaBo CTBKIIO C KaNnayka Ha BHHT ChC 3AIEMBAILO CE MOKPHTHE HIH 3aLHTeHa
OT Jielia Karnayka Ha BHHT ChC 3aMefBaLlo ce MOKPHTHE, ChABbPXKALIH Mpax 3a MpUroTssHe Ha 100 ml
flepopanHa CyCNEH3MA U MEPUTENHO YCTPOHCTBO.

6.6 ChnenHanA npeina3El MEpKH NPH H3XBLp/gHE B paboTa

Pexoncmumyupane
T'oToBaTa CyCHeHZHﬂ € MOYTH Gsma J0 JKBIITEHHUKABA XOMOI¢HHa cycneﬂam.

To3u nexapcTBeH NpoAyKT He TpAGBa Ja ce H3MON3Ba, ako B OyTUNKaTa ce Habmonasart 6y4kH OT
npaxa NpeAH pasTBapAHE.

Crnep pasTapaHe NpoAyKTLT He Tp#OBA Ja ce M3NMON3Ba, AKO LIBETa HA Pa3TBOPEHHA IPOAYKT €
pavIHUeH OT OMHCAHHA NO-rope.

IMpenw ynorpeba npoeepeTe LENOCTTa Ha YILTBTHEHHETO Ha KanaukaTta. Pasknatere 6yrunkara, 3a na
ce pa3lue npaxa. Ha nse nopuuu (mbpso 00 2/3 M cieA Toea 10 3Haka) npubaBeTe BoJa M pa3KiiaTere
nobpe cien Bcaka nopuud Boja. Ilpeny Beaka ynotpeba paskiamaiite CbIbpKaHHETO Ha GyTHIKaTa
Aobpe.

Ob6em Boaa, KoATO 1a ce 1o6aBH NPH PEeKOHCTHTYHpaHe - 94 ml

HewusnonsBaHUAT NeKapcTBEH MPOIYKT HITH OTNAABYHHTE MAaTEPUAITH OT Hero TpAOBA Ja ce U3XBBPIAT
B CBOTBETCTBHE C MECTHHTE H3UCKBAHMA.

7. IIPHTEXXATEJ HA PABPEIIEHHETO 3A YIIOTPEBA

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

8. HOMEP(A) HA PASPEILIEHHETO 3A YIIOTPEBA

Per.No: 20020732

9, JATA HA ITBPBO PAPEINABAHE/MIOJHOBABAHE HA PASPEIIEHHMETO 3A
YIIOTPEBA

Hara Ha mepBo paspeluaBane: 19/08/2002

Jlara Ha nocneAHO NMOAHORABaHe Ha PY: 27/12/2007

10. JATA HA AKTYAJIUZUPAHE HA TEKCTA
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