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| ManbIH WTENHA ATEHUMS 1O TEKAPCTBATA
Kpamxa XapaKmepucmuies Ha npogykma  Tipuronente 1

1. HBME HA JEKAPCTBEHMS ITPOXYKT
KoM Pgz, Ne ’{0009‘?/%
AyrmenTus 500 mg/125 mg ¢punmupasn Tabnerxu I+ Paspetuenie Ne

Augmentin 500 mg/125 mg film-coated tablets

2. KAYECTBEH H KOJHYECTBEH CHCTAB

Bcaka punmnpana Tabnerka chAbpka aMOKCHLMIKH TPUMXMApAT (amoxicillin trikydrate),
eKBUBANCHTCH Ha 500 mg amokcHUWNMH (amoxicillin) v kannes KaBynaHaT (polassium clavulanate),
CKBHBAICHTEH Ha 125 mg xnaBynaHoBa kucemHa (clavulanic acid).

3a NBIHUA CIUCHK HA TTIOMOILHHTE BEINECTBA BHKTE Touka 6.1.

3. JEKAPCTBEHA ®OPMA

DduimHpaHa TabneTka.

bana no nourk 6ana Tabnerka, ¢ oBanHa popma ¢ BLTLOHATO penedro o3HaucHHe "AC" 1 aenuTeNHA
YyepTa OT €AHATA CTpaHa.

Jlenurennara yepra e camo 3a yJecHABaHe HA CUYTIBAHETO ¢ LIS/ MO-ECHO NIONTBINAHE, a HE 34
pasfiesisiHe Ha PaBHH JAO3H.

4. KJIAHHAYHH JAHHHA
4.1 TepaneBTHYHR DOKA3ZaAHAR

AYTMEHTHH € NI0Ka3aH 3a JIeYeHHe Ha CIeOHHTE MHGEKIHH NPH BE3PACTHH H Jela (BX. Touku 4.2, 4.4
uS5.1)

ocThp OakrepHasieH cHHYMT (a1EKBATHO THATHOCTHLIAPAH)

OCTBP OTHT Ha CPEJHOTO YXO

OCTPH eK3aliepbauHi Ha XpoHW4eH OpOHXHT (aJEKBaTHO JHATHOCTHLIHPAH)

NMHEBMOHMHA, NTPHAOOHUTA B 00LIECTBOTO

LWHCTHT

nHeRoOHeppHT

MHPEKUHH Ha KOXKATa # MEKHTE ThKAHH, NO-CIIELMANHO LIETYJIHT, yXanBaHHs OT )KMBOTHH,
TeXbK a0cuUec Ha 3u6uTe ¢ pa3npocTpanaBall Ce LETYIHT

. HHEKLMH Ha KOCTHTE M CTABUTE, MO-CTIELHANIHO OCTEOMUENHT.

TpabBa na ce 0OLpHE BHHMaHKE Ha ODULHANHHTE YKA3aHHA 3a IPABKHAHATA ynoTpeba Ha
aHTHOaxTepHaTHWTE CpeacTa.

4.2 JIo3RPOBKA H HAYHH HA HPHJIOKEHHE

ﬂOSH POBKA

H031MpoBKHTE ca npencTaBeHH ¢HOOPA3HO ChABLPKAHHETO HA AMOKCHLIHITHE/KABy1aHOBA KHCEJTHHA, C
H3KJIFOUCHHE Ha CiTyYadTe, KOraTo A03MTE €A NAICHNA N0 OTHOMICHHUE Ha OTAENHATA ChCTABKA.




. OYaKBaHHTE MATOTCHH H BEPOATHATA UM HYBCTBHTE/IHOCT KbM aHTHOAKTEpHAIHH CPEICTBA
(BK. TOUKa 4.4)
TEKECTTA H MACTOTO HA HH(PEKLHATE

° BB3PacTTa, TENECHOTO Terno U OBOpeyHaTa PpyHKUMA HA TIALMEHTA, KAKTO € NOCOYEHO M10-10J1Y.

Ynorpebara Ha anrepHaTHRHH GOopME Ha AyrMeHTHH (Hanp. TaKHBA, OCHIYPABALLH MO-BUCOKH A03H
Ha AMOKCHL{M/THH H/WIH Pa3IHYHH ChOTHOIIEHHR Ha AMOKCHIIWIHH KbM K/IaByiaHOBA KUCEIHHA)
TpsiOBa Na ce HMa npeaBsH, CopeA HEoOXOaUMOCTTa (BXK. ToYkH 4.4 u 5.1).

Ipu BB3pacTHH H geua > 40 kg Tasu GopMa Ha AyrMEHTHH ocurypaBa obila JHeBHa 103a OT

1 500 mg amokcHUMNHH/375 mg KIIaByJlaHOBA KHCETMHA, KOraTo ce TpHiara, KakTo ce npenopbysa
no-goiy. [lpn aera < 40 kg Tasu dopMa Ha AyrmMeHTHH OCHIypsBa MAKCHMANIHA JIHEBHA 032 OT

2 400 mg amokcHIMIMH/600 mg KNaByNaHOBa KHCEIMHA, KOraTO C& MPHAara, KakTo ce npenopbysa
Mo-A0JNy. AKO C€ CUHTA, Ye € He0OXOnHMa MO-BMCOKa IHEBHA 0332 HA AMOKCHIIM/THH, C€ NPeNnopb4Ba
M3MON3BAHETO HA ApYra (hopMa Ha AyrMeHTHH, 3a Aa ce W30erHe MpUIaraHeTo Ha HEHYXHO BUCOKH
AHECBHH NO3H Ha KIaBYJIAHOBA KKCeHMHA (BX. Touku 4.4 u 5.1).

HpoAB/DKATENHOCTTA Ha ICYEHUETO C€ ONPEAENA OT NOBJIHABAHETO Ha aumMenTa. Hakon napekuuu
(Hamp. OCTEOMHMENHT) HAJIAraT NMo-roJIAMA MPOIBJLKHTEIHOCT Ha JiedeHHeTo. JleyenHeTo He TpaGBa na
npogbbkaBa nopeye oT 14 quu 6e3 nosTopeH nperies (Bk. Touka 4.4 OTHOCHO MPOAB/DKUTENHA

Tepanug).

Buv3pacmnu u deya 2 40 kg

Enna Tabnierka or 500 mg/125 mg, npuemMana TpH NETH JHEBHO.

Heya < 40 kg

20 mg/5 mg/kg/nuesno no 60 mg/15 mg/kg/nHeBHo, pasae/IeHH HA TPH OTACAHH AO3H.
HeunaTta Moxe Aa ce IeKyBaT ¢ AYrMeHTHH TablleTKH, CyCeH3MH WIH NeJHATPHYHH CalleTa.

Tsi kaTO TabneTKUTE HE MOTAT JIa CE PA3ACIAT, ACLATA € TEJECHO TErIO NO-MAaJKO OT 25 Kg He TpaGBa
AA e NIEKYBaT ¢ AYrMeHTHH TaGneTk. |

Tabnuuara no-noty npeacraes nonmyuenara ao3a (mg/kg/TenecHo Tersao) npu aeua ¢ terno 25 kg no
40 kg cnen npuem Ha egHa Tabnerka ot 500 mg/125 mg.

[TpenopbunrenHa
eAHOKpaTHa 103a [mg/kg
TENECHO Terio] (BxK.
no-rope)

TenecHo rerno [kg] 40 35 30 25

Amoxcuumnua [mg/kg TenecHo
TErN0] 3a €¢AHOKpaTHA 1034 12,5 | 14,3 | 16,7 | 20,0 6,67 - 20
(1 punmupana rabnerka)
Knasynanopa kucenuna [mg/kg
TEJIECHO Ter10] 3a eJHOKpaTHa 3,1 | 3,6 | 42 | 50
n03a (1 punamupana tabierka)

Heua Ha BE3pacT Ha H oA 6 TOXHHY KM C TeJIECHO Terio noj 25 kg 3a mpeanoy
neKysaT ¢ AyrMEHTHH CYCNEH3Hs WK NeARaTPHYHH callieTa.
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He ca Hann4\M KNTHHHYHH NaHHH 38 IPUIOXKEHHE Ha 4:1 GopMuUTe Ha AYrMEHTHH B JI03H 10-BUCOKH
or 40 mg/10 mg/kg/aHeBHO Npu AeLa Mo 2 roIHHH.

Hayuenmu ¢ cmapuecxa év3pacm
He ce Hanara kopexiins Ha ao3ara.
bvbpeuno yapeacoane

KopurupaHero Ha no3ata ce OCHOBaBa HA MAKCHMAITHOTO MPENOPBLYAHO HABO HA AMOKCHLIMITHH.
He ce Hanara xopurupaHe Ha Ao3ara npH NaUMeHTH ¢ kpeatHHUHOB KAHphHC (CrCl) naa 30 ml/min.

Bv3pacmuu u oeya > 40 kg

CrCl: 10-30 mi/min 500 mg/125 mg nBa NETH AHEBHO

CrCl < 10 ml/min 500 mg/125 mg eaus meT AHEBHO

MNauvenTu Ha 500 mg/125 mg Ha Bcekun 24 vaca, maioc 500 mg/125 mg no Bpeme Ha

XeMOJIHAIH3a Auanu3ara, koeto Aa Ovae MOBTOPEHO OTHOBO B Kpas Ha Auanusara (TbH Karo
CEPYMHHTE KOHUEHTPALMH Ha AMOKCHIIWIHH H KNaBYJaHOBA KHCEIIMHA Ce
MOHIKABAT)

Heya < 40 kg

CrCl: 10-30 m)/min 15 mg/3,75 mg/kg nBa meTH aHeBHO (MakcuMyM 500 mg/125 mg aBa mbTH
JHEBHO).

CrCl < 10 ml /min 15 mg/3,75 mg/kg xaro egHOKpaTHa AHEBHA A03a (MAKCHMYM
500 mg/125 mg).

[MaumenTH Ha 15 mg/3,75 mg/kg #a neH BeAHDBK JHEBHO.

XEMOAHATH3A I1penu xemonmnanusa 15 mg/3,75 mg/kg. 3a xa ce BB3CTaHOBAT
LIMPKYJIATOPHUTE HHBa Ha JiekapcTBOTO, 15 mg/3,75 mg/kg Tpabsa na ce
NPUIOKAT CJIC] XEMOJHATIH3ATA.

Heproopobro yepeacoane

Tpabea na ce 103Hpa BHUMATENHO ¥ HA PaBHH HHTEPBAJH OT BPEME /1a e MPOocieAaBa YepHoapoOHaTa
¢byHkuMaA (8. Toukn 4.3 U 4.4).

Hauun Ha npunoxenue
AYrMEHTHH € 3a NEePOPATHO NPUIOKEHUE.

AyrMeHTHH Tps6Ba Ja e NpHeMa Mo BpeMe Ha XPaHEHe, 32 CBEKIAHE IO MHHHMYM Ha BB3MOKHATA
CTOMALIHO-YPEBHA HETIOHOCHMOCT.

Jleuennero moxe 1a 3ano4He napeHrepanto ceraacHo KXIT na untpasenosnure (i.v.) Gopmu 1 aa ce
NPOABJDKH C NepopasiHa opMa.

4.3 IIporuBomoka3anHs




CBpBXYYBCTBUTENHOCT KBM AKTHBHHTE BEIECTBA, KbM KOMTO 4 Aa € OT MCHUUMIMHHTE HITM KbM
HAKOC OT NOMOLUHHTE BeLeCTBa, H30poeHn B Touka 6.1.

AHaMHe3a 3a Texka He3abaBHa peaxilis Ha CEPBXYYBCTBHTENIHOCT (Hamp. aHadunakcus) KoM aApyr
Oera-naxkramen npoaykr (Hanp. uedanocnopun, kapbaneHeM UIH MOHOOAKTaM).

AHaMHe3a 32 KXBENTEHAUA/ YepHOAPOOHO YBpeKaAaHe, ABJDKALIH CE HA AMOKCHIIWIMH/ KJ1aBYIaHOBA
KHCEJIHHA (BX. Touka 4.8).

4.4 Cpoemmanum npexynpexicHHS U NPeNA3HA MEPKH NpR ynoTpeda

Ilpean 3anousaHe Ha neueHHe ¢ aMOKCHIIWIAH/K/IABY/IAHOBA KHCEIHHA, IANMEHTHT TPAOBA Na ce
pa3nuTa BHUMATEHO N0 OTHOLIEHHE HA IPEAHIIHH PEaKUMH Ha CBPbXYYBCTBHTENTHOCT KbM
NEHHLUHIIHHA, UedanoCnopHHy HIH APYrH OeTa-TaKTaMHHA NMPOAYKTH Bk, ToukH 4.3 1 4.8).

CepHO3HH M NoHAKOra daTanHu peakiyH Ha CBPbXYYBCTBHTEAHOCT (BKMOYHTENHO aHA(GHNaKTOMOHH
H TOXKKH KOXXHH HEXEJIAHW PEaKUHH) ca choOLIABaHH NPH MALHEHTH, JIEKYBaHH ¢ TEHKBLIHITHH.
BB3MOXKHO € CBILO peakUHuTe Ha CBPhXYYBCTBUTENHOCT Aa IIPOrPEcHpaT Ao cHHAPoM Ha Kounis —
CCPHO3HAa aleprivyHa peakiuus, KOATO MoxXe Ja AoBeae A0 WHPApKT Ha MHOKapAa (BxK. Touka 4.8).
I1o-BepOATHO € TEe3M peaKLiH Aa Ce MOSBAT NMPH J1LA ¢ AHAMHE3A 34 CBPBXYYBCTBHTENIHOCT KBM
NEHHUUMIHE WIH NIPY aTONHYHH JHLA. Uma cbobileHHs 32 EHTEPOKOAUTEH CHHAPOM, NMPEAN3BHKAH OT
npueM Ha aekapersoto (drug induced enterocolitis syndrome — DIES), rnasHo npu fieua, npu KOHTO
ce MpHJlara aMOKCHLIHJIHH/K1aBy1aHORa kucenuHa (Bxk. Touka 4.8). DIES e anepruuHa peakuus ¢
BOZIEINl CHMITTOM TIPOABIDKHMTENHO MoBpbiane (1 — 4 yaca cnex npuno)keHUe Ha JIEKapcTBoTO) Oe3
aNCPruYHH KOXKHH WK PECMUPATOPHA CHMITOMH. JIOITBIHHTENHH CHMITTOMH Morat Aa 0baaT 6onka B
KOpema, AHapHa, XHIIOTOHHS HITH JIEBKOLIMTO3a ¢ HeyTpodmnusi. AMa Texkku cirydal, BKITIOYHTENHO ¢
nporpecHa no wok. [1pu nogea Ha anepruvna peakipis JIeUeHHETO ¢ AMOKCHLIWJIMH/KIaBY1aHOBA
KHcesiiHa TpA6Ba Na ce NpeyCTaHOBH H J1a ¢ HA3HAYH NOAXOAANIA AITEPHATHBHA TEPaIHA.

B cmy4ail 4e ce aokaxe, ye HHbEKLMATA ce NBDKH Ha AMOKCHUMAHWH-1YBCTBHTEHH
MHKPOOPraHH3MH, TpiOBa Ra ce 0OChAM NpeMHHABaHE OT aMOKCHIIWIMH/KIABYJIaHOB2 KHCEJIMHA Ha
aMOKCHUHJIHH B CBOTBETCTBHE C OPHLMANHUTE YKa3aHHA.

Ynorpebara Ha Ta3u GopMa Ha AYrMEHTHH He € NOAXOAA1Ia, KOTaTo € HAJIMLIE BHCOK PHMCK
[peAnonaracMHTE NAaTOreHHU Aa €a ¢ HAMAIEHA YYBCTBHTEITHOCT MJIH € PE3HCTEHTHOCT KbM
OeTa-NakTaMHH NPOAYKTH, KOATO He € MeAMHpPAHA OT OeTa-TaKramMa3H, YyBCTBHTEIHH Ha HHXUOVpaHe
OT KJ1aByJlaHOBa kucenuHa. Tasu GopmMa He Tpa6Ba na ce H3MON3BRA 32 JJEYEHHE Ha
NECHHLIIHE-PE3UCTEHTHH 5. preumoniae.

ITpu nacueHTH ¢ yBpenena 6b0peuna GpyHKIMA HIH IIPH TaKKHBa, PHEMAILA BHCOKH IO3H, MOKe Jia ce
NOABAT I'bpuoBe (BK. TOUKa 4.8).

JledeHBETO ¢ aMOKCHLIHITHH/KIaBYIaHOBA KHCENMHA Tpa0Ba [a ce H364rea npud ChbMHEHHE 32
HH(EKLIHO3Ha MOHOHYKJIE03a, Thii KATO Npd ToBa 3a60/sBaHe e/l TPHNOKEHHE Ha AMOKCHLIAIHH ©
HabmoJaeana noseara Ha MopOwIHhOpMEH 06GpHB.

EanospemenHa ynotpe6a Ha anolypHHO/ NO BPpEME HA JIEYEHHE C AaMOKCHLMIHH MOXE 2 YBETHYH

BCPOATHOCTTa 33 AEPru4BU PEaKIMM OT CTPaHa HAa KOXaTa.

MHKPOOPTaHH3MH.




[losiBaTa Ha CHNHO 3a4EPBEH EHEPANH3HPAH EPHTEM, CBIPOBOACH OT MYCTY/Ia, B HAYANOTO Ha
JEYEHHETO MOXKE Aa € CHMITTOM Ha OCTpa FeHepanM3upaHa exzanTeMHa nyctynosa (AGEP) (Bx.
To4KA 4.8). Ta3u peakuya Haara CupaHe Ha JICUEHHETO ¢ AYTMEHTHH M € MPOTHBOMOKA3aHHe 3a
Noc/eaBall NPHeM Ha AMOKCHLIHIHH,

AMOKCHIIMTHH/K/TaBYIAHOBA KMCENHHA TPAOBA Aa ¢ NPH/Iara BHHMATETHO NPH NALUEHTH € AaHHH 32
YepHOAPOOHO yBpeknaHe (BXK. TOUKH 4.2, 4.3 1 4.8).

COHTHA OT cTpana Ha yepHH ApoG ca ¢cLo6IaBaHKU MPeAMMHO MPH MBKE H TIPH TIALHEHTH B
CTapHeCKa Bb3PacT, H MOXKE 1a Ca CEBP3aHH C NPOXB/DKUTENHO edeHne. Tesn chbHTHA ca
CHOOIIABaHKH MHOTO PAZKO NMPpH Aeua. [TpH BCHUKH MOMyaly#, IPH3HALIMTE H CHMNTOMHTE
0OBKHOBEHO ce HabNIOAaBaT NO BPpEMe Ha WM MAJKO ClIE/ IEYEHHE, HO B HAKOM CTydan MOXKe A3 He
CC H3ABAT A0 HAKOJIKO CEIMHIIH C/IE NPCYCTAHOBABAHE HA AICYEHHETO. Te3H chOHUTHI OOHKHOBEHO Ca
oOparymu. YUepHonpoOHUTE CHOMTHS MOXKe [1a €2 TEKKH M B M3KIIOUMTENHO PEAKH CITy4aH ca
AOKJIaABaHH CMBPTHH Ciy4an. Te3n cuOHTHA NOYTH BUHArH ca HabmioaaBaHH MPH NALUHEHTH ChC
CEPHO3HO MOJJIEKAIRO 3a60MABaHE HAH NPHEMAIIIH SAHOBPEMEHHO JIEKAPCTBA, 338 KOUTO € H3BECTHO,
Y€ HMAT NMOTECHLIHAN 32 YepHORpoOHU edekTH (BXK. TouKa 4.8).

Konut, cebp3an ¢ MPHIIOKEHHETO Ha aHTHOMOTHLIH, € ChOOLIABAH TIPH TIOYTH BCHUKH
aHTHOAKTePHANTHH NPOAYKTH, BIUTIOUHTETHO BMOKCHLIJIHH, H MOXeE JIa BAPHPA 110 TEXKECT OT J1eK 10
KHBOTO3aCTpalaBall (Bx. Touka 4.8). I1o Ta3zu npHuHHa, NpH NaLMEHTH ¢ AHapHAd 110 BpEME HA HIIH
CNIEJ ICYCHHE C AaHTHOMOTHLIM, € BasKHO /1A Ce HMa NPEBHA Ta3H AHArHO3a. AKO Ce [TOABH KOJIHT,
CBBP3aH C MPAIOKECHHETO Ha AHTHOMOTHLIM, JIEUEHHETO C AMOKCHUMITHH/KIIaByIaHOBA KMCE/THHA
HezabaBHO TpAOBa a ce NpeyCTaHOBH, 1a C HANPaBH KOHCY/ITALAA ¢ JieKap H Ja C€ 3aMo4He
NOAXOAALLC JieueHHe. B To3H ciryuali ca NPOTHBONOKA3aHH aHTHIEPHCTANITHYHH JICKAPCTBEHH
NPOAYKTHA.

[1o Bpeme Ha NPOABIDKHTENHO JIEUYEHHE € NPENOPHYHTENHO NEPHOANYHO A ¢ OLIEHABAT OPraHHHTE
CUCTEMHH (PYHKIIHH, BIUIFOYHTENHO OBOpeUHaTa, YepHOAPOGHATA H XeMOTIOETHUHATA (PYHKLIMS.

CroluiaBaty ca peikH CTydaH Ha yab/DKaBaHe Ha POTPOMOHHOBOTO BpeMe MPH MALMEHTH,
NEKyBaHH ¢ aMOKCHUMJIMH/KUTABYJIAHOBA KHUCENHHA. [IpH eAHOBPEMEHHO NPHIOKEHHE C
@HTHUKOAryJIaHTH C¢ Hajlara NoAxoAALo npocaenseaie. Moxke xa ¢ HeoOX0AHMO KOPHIHpaHe Ha
J1034Ta Ha NEPOPANTHHTE aHTHKOANYJAHTH 3a NOLIbPXKAHE Ha XKENAHOTO HUBO Ha aHTHKOArynaums (Bix.
TOYKH 4.5 1 4.8).

[1pyn nauuenTH ¢ 666peuHo yBpexaaHe fo3aTa TPOBA Ja Ce KOPHTHpa B 32BUCHMOCT OT CTENEHTA Ha
yBpexaaHeTo (Bx. Touka 4.2).

[Ipy nauMeHTH ¢ HaMaNeHo OTAENAHe HA YPHHA MHOTO PAJIKO € HAbmoaaBaHa KpUCTATY PHS
(BKITIOUHTENHO OCTPO O1L6peuHo yBpexaane), IaBHo NpH napeHTepanHo neyenye. [lo Bpeme Ha
NpunaraHe Ha BUCOKH RO3H AMOKCHLIMNIME C€ NPENOPBHUBRA MOATBPKAHE HA AOCTATBYEH NPHEM Ha
TEYHOCTHA H OTAENAHE HA YPHHA, C 1€ Aa C€ HAMAIM PHCKBT OT AMOKCHUMIMHOBA KpucTanypus. [1pu
MallHEHTH ¢ KaTeThP B MHKOMHHUA MexXyp TpsOBa Ja ce NMpoBeKaa peaoBeH BU3YaIeH KOHTPOJI Ha
npoxoauMocTta (BxK. Touku 4.8 u 4.9).

[To BpeMe Ha NeueHHe ¢ aMOKCHLIMIIMH TpAGBa Aa Ce H3MOM3BAT eH3WMHH ITIIOKO300KCHIA3HH METOIH
NPH H3CKEABAHE 32 HAJIHYHME HA IMIOK03a B YPHHATA, Thil KATO ¢ HEEH3HMHH METOH MOXeE Ja ce
NOTy4aT QaJLIABO MOJOKHUTENHH Pe3y/TaTH.

Hanu4ueTo Ha K/1aByNaHOBa KHCENWHA B AYTMEHTHH MOXKE 12 NIPHYHHA HecneuupHIHO
Ha 1gG 1 anbymHHa ¢ MeMOpaHHTE Ha YepBEHHTE KPBBHHM KJIETKH, BOAELLO 10 (hamu
nojnoxkuteneH tect Ha Kymoe.




Hma cpo0mieHns 3a NoNoKUTENHM PE3yITATH OT TECTA, MPH H3NoN3BaHe Ha Platelia Aspergillus EIA
TecT Ha Bio-Rad Laboratories npu nauuenTn, mpHeMaluy aMOKCHUIHH/KNABYJIaHOBA KUCEITHHA, 34
KOHTO CJIC/] TOBA € YCTAHOBEHO, Ye HAMAT HH(pekuusa ¢ Aspergillus. CrhobinaBann ca KpbCTOCaHH
peakuui ¢ He-Aspergillus nonwsaxaprai u nonngypanosu c Platelia Aspergillus EIA Tect Ha Bio-
Rad Laboratories. CnesosarenHo rnoioXHTeNHH pe3yJITaTH OT TECTA NIPH NALMEHTH, TIPHEMAlH
aMOKCHLW/THH/K/1aBY 1aHOBA KMCENIMHA, TpA6Ba Aa 64T ThIKYBaHH BHUMATEHO M 12 CE NOTBLPIAT
ype3 APYrH JUarHOCTHYHH METOU.

Topa siekapcTBO CHABPXKA N0-MaAKo OT | mmol Hatpwii (23 mg) Ha TabeTKa, T.€. MOXKE Ja C€ KKE,
Y€ MPaKTHYECKH HE ChABPKA HATPHIA.

4.5 B3amMojelicTBHe ¢ APYIH JieKapCTBeHH NPOAYKTH H APYrH GOpMHE HA B3aAMOJeHcTBHE

[lepopanuy aHTUKOArYNAHTH

[epopanHHTE aHTHKOArYIAHTH U FICHHIMITHHOBHTE AHTHOHOTHIH Ca H3IOJI3BAHH LHHAPOKO B
npakTHKaTa 6e3 crobuieHus 3a p3auMoaeiicTere. BLIpekH ToBa, B IMTEpaTypaTa HMa ONMCaHU
Ciy4aH Ha MOBHILOCHO MEXAYHAPOAHO HOpMaNH3upaHO cbOTHOWEHUE (INR) npy nmanmeHTH Ha
NOAABPXKALIO JIeYEHHE C alCHOKYMapoJl HITH Bapdapui  HA3HAYEHO JICUCHHE C aMOKCULMANMH. [Tpu
HEeOOXOAHMOCT OT €AHOBPEMEHHO NPWIOKEHUE, TPAOBA BHUMATEITHO 3 C€ MPOCIeAABAT
NPOTPOMOHHOBOTO BpEME HITH MEXTYHAPOIHOTO HOPMANHM3HPAHO CHOTHOLIEHHE APpH AobaBAHe WIH
crHpaHe Ha aMOKCHIMAKRH. OCBEH TOBa, MOXe Aa € HeoOX0AUMO KOPHrHpane Ha 103aTa Ha
NePOPATHHTE AHTHKOATYJIAHTH (B3K. TOUKH 4.4 1 4.8).

MeroTpekcar

[leHHUHAKHHTE MOJXKE 1a HAMAJIAT SKCKPEL{HATA HAa METOTPEKCAT, KOETO A2 JOBEAE A0 Eb3MOXKHO
FIOBHILIABAHE HA TOKCHYHOCTTA.

[Ipobeneimn

EnnospemeHHa ynorpeba Ha npobeneuna He ce npenopwbupa. [Ipobenenn HaManasa 610peuHara
TyOynHa cexpeius Ha aMokcuLMnnH. EnHoBpemenna ynotpe6a Ha npo6GeHeia Moxe Aa A0Bee 10
YABJDKaBaHE HA HAJTHYHETO H NOBHIABAHE HA HUBAaTa HA AMOKCHLUWIHH B KPBLBTA, HO HE U Ha
KJ1aBYNIAHOBATA KHCEJIHHA.

MukodeHonar ModeTun

ITpu nauneHTn, npreMain MukodeHonar ModeTui, ce choblIaBa 3a HaMANIABaHE Ha NMPEAN030BaTa
KOHLCHTpaLMa Ha aKTHBHHUA MeTabonuT MUKodeHonoea kucenuHa (M®PK) ¢ npubausurento 50%,
CJIE]1 3aM0YBaHe Ha JIEYEeHHE ¢ NepOopalieH aMOKCHLIWIMH TUIIOC K1aBysaHoBa KucenuHa. [IpomsaHaTa B
NpPeAA030BOTO HUBO MOXKE 1a HE NPEACTaBA TOUMHO NPOMEeHHTE 8 061laTa ekcno3nuus Ha MOK.
Ilopanun TOBa, OOHKHOBEHO HE € HeOOXOAUMA MPOMAHA B J03aTa Ha MHKO(pEHONaT MODETH NIPH
JIHNCA Ha KJIHHHYHHA JIaHHH 32 HapyueHa PyHKUMs Ha npucaaxaTa. Bunpeku Tosa, TpsaOBa na ce
H3BBPHIBA BHHMATEIHO KJIMHHYHO NPOCACSAIBAHE 110 BPEME Ha JICYEHHETO ¢ KOMOMHALMATA H MAJIKO
cJie] 3aBbPIIBAHE HA AHTUOHOTHYHATA TEPATTHS.

4.6 @eprRauTeT, GpeMEHHOCT H KBPMEHE

bpeMeHHOCT




[Tpoy4Banua npy >XMBOTHH HE TTOKAa3BaT NMPEKH HWIH HENPEKN BPpeAHH BE3OCHCTBHA BbPXY
OpeMeHHOCTTa, eMOPHOHANHOTO/PETANHOTO PA3BHTHE, PAXKAZHETO MIH MOCTHATAIIHOTO Pa3BHTHE
(Bx. TOUKa 5.3). OrpannyeHs faHHH 2a ynotpebara Ha aMOKCHLUWIHH/K/IaBY/1IaHOBA KHCE/THHA 110
BpeMe Ha OPEMEHHOCT NPH XOpa He TOKA3BaT MOBHIIEH PHCK OT BpoaeHK Mandopmaum. [1pu
NPOYYBAaHE NMPH XKEHU ¢ NPSATCpMUHANHA IpeXAcBpeMeHHa pynTypa Ha deTanHaTa MeMOpaHa ce
cboOINaBa, Ye MPOPUIAKTHYHOTO JIEYSHHE C AMOKCHLITHH/KIABYIAHOBA KHCEJIWHA MOXKE J1a Onae
CBBP3aHO ¢ MOBHILEH PHCK OT HEKPOTHIHPAIll EHTEPOKOIHT NPH HOBOpoaeHH. [IprroxeHHeTo Ha
aMOKCHLIWNHH/KNaBY/IaHOBa KMCEJTHHA NO BpeMe Ha GpemMeHHOCTTa TpAbBa Aa ce u3bArea, ocBeH aKko
JIEKAPAT HE MPELEHH, Ue € HeOOXOAUMO.

KbpmMmeHe

/IBeTe akTMBHH BEIIECTBA CE& EKCKPETHPAT B KbpMATa (HE Ca YCTAHOBEHH eeKTHTE Ha KilaBy/laHOBaTa
KHCENTMHA BBPXY KbpMadeTo). Benencreue Ha ToBa, ca BE3MOMKHH JUAPMA H MBOHYHA HHPEKLMS Ha
JUraBULMTE NPH KBPMAYETO, KOETO MOXKE J1a HAJIOXKH NPEYCTAHOBABAHE HA KbPMEHETO.
B13Mo:kHOCTTA 3a NOBHIDABaHe HA& YYBCTBHTETHOCTTa TPAOBa a ce B3eMe nojA BHAMAaHKeE.
AMOKCHIIH/IHH/KNaByIaHOBA KHCEIHHA TPAOBA Aa ce U3MON3BAa N0 BpeMe Ha KbPMEHE CaMo el
NpeUeHKa OT JEKYBallHA JIeKap Ha CbOTHOLUISHHMETO MON3a/pPUCK.

4.7 EdexTH BBHPXY cnoco6BocTTa 32 modHpane m pabora ¢ MAIIAHA

He ca nposexnany npoy4BaHus 3a epeKTHTE BHPXY CIIOCOOHOCTTA 3a WwodupaHe M paboTa ¢ MaLlHHH.
Bonpeku ToBa MOXE Na Ce TIOABAT HEXENaHH Peakupy (Hanp. anepruuHy peakuuy, 3aMaiiBaHe,
CbPYOBE), KOMTO MOTAT Ja MIOBJIHAAT CIIOCOOHOCTTA 3a wiodupaHe K paboTa ¢ MalllHHH

(BkK. TOUYKA 4.8).

4.8. Hexenann JieKapcTBEHH peakiHH
Hak-4ecTo chobiiaBaHHTe HeXENTaHH JIEKAPCTBEHH PEaKIlMH Ca AMApHA, FaJIeHe H TIOBPBILaHE.

HexenaHHTe N€KapCTBEHH peakLiUM, MOJYYEHH OT KIHHHYHH NPOYYBAHHA U OT MOCTMapKETHHIOBOTO

HabnioneHHe ¢ AyrMeHTHH, ca H3bpoeHH no-Aony H ca kareropusupaHH ceriacHo MedDRA, no
CHCTEMO-OPraHeH KJac.

HM3non3sana e cienHaTa TepMHHOMNOrHA 32 KITaCH(MLHPaHe HA YeCTOTATA HA HEXKENIAHHTE
JIEKAPCTBEHH PEaKIIHH.

MHoro secth (=>1/10)

Yeeru (21/100 go <1/10)

Heuectu (=1/1 000 no <1/100)

Penxu (21/10 000 ao <1/1 000)

Meoro peaxu (<1/10 000)

C Hen3BecTHa YecToTa (OT HATHYHHTE JAHHH HE MOXKe Aa Obae HanpaseHa OLCHKA)

Huadekuun M MK H
- Kananaosa Ha KOYKaTa ¥ MTUraBULMTe YecTH

CBpBXpacTexk Ha HEYYBCTBHTE/THH C Heu3BECTHA YECTOTA
MHKpPOOPraHH3MH

Haggmeﬂﬂﬂ Ha KPbBTA H HHMQHaTa CUCTEMA

OGparuma nepxoneHus (BKIIOYHTENHO Peaku
HEYTPONCHHSA )

TpombouuToneHus Peakn




O6paTtuma arpaHysioumrosa

C Heu3BeCTHa YecToTa

XEeMOJIUTUYHA aHEMHUS

C Heu3BeCTHa 4yecToTa

Yab/nKaBaHe Ha BPEMETO Ha KbpPBEHE U Ha
NPOTPOMOMHOBOTO Bpeme'

C HeW3BeCTHa YyecToTa

Hapyiuenus Ha uMyHHata cuctema®

AHTMOHEBPOTHYEH OTOK

C Heu3BecTHa YecToTa

AHadunakcus

C Heu3BeCTHa YyecToTa

Cunapom, nonobeH Ha cepymna Gonect

C Heu3BeCTHA 4ecToTa

XHUIMEPCEH3UTUBEH BACKYJIUT

C Heu3BeCTHA 4YecToTa

HapyuieHus Ha HEpBHATa CUCTEMA

3aMasiHOCT HeuecTu
['naBoOonue Heuectu
Obparuma XUnepakTHBHOCT C Heu3BeCTHaA 4YecToTa
["bpuose’ C HeM3BeCTHA 4ecToTa

AcCenTHyYeH MEHUHIHUT

C HeMu3BeCTHA YecToTa

Cbggeqmd HapyLIEHUSA

Cunapom Ha Kounis

C Heu3BeCcTHa YyecToTa

CTOMalIHO-YPEBHH HAPYILEHUs

Hnapus MHoro yecTu
["anene’ Yectu
[loBpblane Yectu
HapyiieHo xpaHocMuiaHe HeuecTH

Konurt, cBbp3aH ¢ NpHIOKEHUETO HA
aHTHOMOTHLIM®

C Heu3BeCTHa 4ecTOoTa

EHTEpOKONUTEH CUHIPOM, MPEIU3BUKAH OT
MPHEM Ha JIEKApCTBOTO

C Heu3BeCTHA YecToTa

OcTbp NaHKpeaTuT

C Heu3BeCTHa YecToTa

Yepen ,,kocmat” e3uk (black hairy tongue)

C Heu3BeCcTHa yecToTa

XenaroduauapHu HapyLLIEHUS

[TosuiuaBaune Ha AST w/uwmm ALT?

HeuecTH

XenaTur

C Heu3BeCTHA 4YecToTa

Xo0J/leCTaTHYHA KbJITEHHLIA

C Heu3BeCTHAa YecToTa

HapyiueHus Ha KOaTa U NOAKOMKHATA ThKaH®

KoxxeHn oOpuB Heuectu
CopOex HeuecTn
Y pTukapus Heuectn
Eputema myntudopme Penku

Cunapom Ha CTHBBHC-J[KOHCHH

C Heu3BeCTHa YyecToTa

Tokcuyna enuaepmanta HekposiM3a

C Heu3BeCTHa 4ecToTa

bynoseH excdhonuaTrBeH nepmaTuT

C HeM3BeCTHA YecToTa

OcTtpa reHepanu3upaHa eK3aHTEMHa
nyctynos3a (AGEP)'

C Heu3BecTHA yecToTa

MeaMKaMeHTO3Ha peakuus ¢ €03MHODHIIUSA U
cucteMHu cumntomu (DRESS)

C Heu3BeCTHA YyecToTa




Jluneapna IgA Gonect C Heu3BecTHa 4yecToTa

Hapyuienus Ha Gbﬁgegme ¥ MHKOYHMTE ITbTHULIA

MHTepcTuumaner Hedpur C Heu3BecTHa yecToTa
Kpucranypus (BKIOUHTETHO OCTPO C Heu3BecTHa 4ecToTa
O6bOpeuno yBpexnane)’

' Bk. Touka 4.4

* TlosiBaTa Ha rajieHe € Mo-4ecTo NPH MepopasieH NMpHeM Ha BUCOKH J03H. AKO Ce NOSBAT
P€aKLUHH OT CTpaHa HAa CTOMALLIHO-YPEBHHUA TPaKT, TC MOrarT aa ¢c€ HaMaJiiaT C IMPpUEM Ha
AMOKCHLIMJIMH/KJIaBYJIJaHOBA KUCEJIMHA 110 BPEME Ha XPaHEHE.

* BKJIIOYHTENIHO NceBOMeOpaHO3eH KOTUT W XeMOpariueH KOJHT (BxK. Touka 4.4)

* Vmepeno noeuwasaHe Ha AST w/unu ALT e ycTaHOBEHO MpPH MALMEHTH, JIEKYBaHH C
OeTa-nakTaMHH aHTHOMOTHLIM, HO 3HAYEHUETO HA TE3W MPOMEHH HE € M3ACHEHO.

> TakuBa peakLnK ca yCTAHOBEHH M CJie/l NPUIIOKEHHE HA APYTH NMEHHLMIMHH U
uedanocnopuHu (Bx. Touka 4.4).

® AKO ce MOsIBH peakiius Ha a/lepruyeH 1epMaTHT, JICYEHHETO TPSIOBa 1a ce MpeyCTAHOBH
(BXK. TOuka 4.4).

" Bsk. Touka 4.9

* Bk. Toukn 4.3 v 4.4

CbobOliaBaHe Ha MOI03UPAHH HEXEIAHH peakLuH

CpobluaBaHeTo Ha MOAO3MPAHK HEXKEJIaHH PEaKLMKU Cliejl paspelnaBaHe 3a ynorpeba Ha jieKapCcTBeHUs
MPOAYKT € BaxKHO. ToBa no3soJifABa Aa npoab/uky HabJIIO1EHHETO HAa ChOTHOLLIEHUETO 11013a/pUCK 3a
JIEKapCTBEHHUA NPOAYKT. OT MEAHUMHCKUTE CNELMAIMCTH Ce M3UCKBA J1a ChOOLIaBaT BCAKA
NMOA03HpaHa HeXeJlaHa peaKLms Ha:

M3nbanuTeIHA areHums no JiekapcTpara

yi. ,Jamsau ['pyes™ Ne 8

1303 Codus

Ten.: +359 2 890 34 17

yebcait: www.bda.bg

4.9 Ilpeno3upane

CUMNTOMM M NpU3HALIK Ha npeao3upaHe

Moske na ce HabnroaaBaT CTOMALLHO-YPEBHH CUMITTOMH M HapyLIaBaHe Ha BOAHO-EJIEKTPOJIUTHHS
Oananc. HabnonaBaHa € aMOKCHLIMIIHHOBA KPUCTAYPHS, B HAKOM Clly4yaM Bojewa 10 Ob0peuHa
HEIOCTATBYHOCT (BXK. To4Ka 4.4).

Mosxe na ce HabnroaaBaT rbpyOBE NMPH MALMEHTH C HapylleHa Ob0peuHa QYHKLMA WK NPH TE3H,
MpUEMALLH BUCOKH J103H.

HMma cbo0uieHus, ye aMOKCHLIMIIMH Ce yTasBa B KATETbPa Ha MUKOYHHS MEXYP, OCHOBHO CJiejl
WHTPaBEHO3HO MpuUaraHe Ha BUCOKM A03U. TpadBa aa ce npoBexkaa peloBEH BU3YaJIeH KOHTPOJI
(BkK. TOuka 4.4).

JIeueHHe HAa HHTOKCHKALIUS P

y
CHMNTOMHTE OT CTpaHa Ha CTOMALLIHO-YPEBHMS TPAKT MOraT J1a Ce JIEKyBaT cumnmmﬁ'mtmo Ka'm ce
00bpHEe BHUMaHWE Ha BOIHO-EJIEKTPOJIMTHHUS OasaHc. '
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AMOKCHLIMITHH/KIABYIAHOBA KHCEJTMHA MOXKE JIa C€ OTCTPaHH OT KPhbBOOOpALIEHHETO Ypes
XEMOAMANTH3A.

5. ®APMAKOJOIHMHH CBOUCTBA
5.1 d@apmakosEmaMuuRE cBolicTBa

PapmMakoTepanesTU4Ha rpyna: KoMOHHALHS OT NEHHLMIHHH, BKTIOYHTENIHO HHXHOHTOPH Ha beTa-
nakramasu; ATC kon: JOICRO2.

MexaHn3sM Ha AeHcTBHE

AMOKCHUWIKH € NOTYCHHTETHYEH NEHRIMIMH (Oera-naKkTaMeH auTHOHOTHK), KOHTO HHXHOHpA eIHH
WJIH NOBeYe CH3HMH (YECTO HApHYAHH MEHHLHIIMH-CBBP3Baly npoTerHd, PBPs) B nbTa Ha
GHOCHHTe3a Ha GaKTepHAHHA MIENTHAOTHMKAH, KOHTO € CHIIECTBEH CTPYKTYPEeH KOMMOHEHT Ha
bakTepranHaTa KieThuHa cTeHa. MHXHOMpaHETO Ha CHATE3a Ha MENTHIOTIAKAaHA BOAH 10 OTC/labBaHe
Ha KICTHYHATA CTEHA, KOETO OOMKHOBEHO Ce MOCNEABa OT KNETHUHO pasrpaxkaaHe u CMbPT.

AMOKCHLIWIHH € YyBCTBHTENEH KbM pasrpakaaHe oT OeTa-JaKTaMasuTe, NpoayLHpaHH oT
PE3UCTEHTHHTE DaKTepHH, NOPaaH KOETO, CNIEKThPBT My Ha JeHCTBHE He BKIIOYBA MHKPOOPraHM3MH,
KOUTO NPOM3BEXKAAT TSI CHIAMM.

Knaeynanosata kucenwHa e Gera-y1akTam, CTpYKTYPHO ¢BbP3aH ¢ NEeHAUWIHHATE. T3 uHakTUBHpa
HAKOH OeTa-NlaKTamMa3HH €H3HMH, KaTO M0 TaKbE HAYHH IPEAOTBPAaTABa HHAKTHBUPAHETO Ha
aMOKCHUHWITHH. KNIaByNaHOBaTa KHCENHHA CaMOCTORTENTHO HE MPOABABA KNTHHHUYHO NOJIe3eH
anTHOaKTepHalleH edexT.

Bpbika papMakoxkMHeTHKa-bapMaKoAWHAMMKA

BpemMero naa MHHMManHaTa notuckaiia koHueHrpauus (T>MIIK) ce cunTa 3a OCHOBHHA onpeaensiil
dakTop 3a e(pHKACHOCTTA HA AMOKCHIHIIHH.

MexaHH3IMH Ha PE3HCTEHTHOCT

JlBaTa OCHOBHH MEXaHH3Ma Ha PE3HCTEHTHOCT KbM aMOKCHLIMJIHH/KJIABYIAaHOBA KHCENHHA ca:

* HuakTrBHpaHe OT Te3u OakrepHaHM GeTa-nakTaMasH, KOHTO He ca HHXHOHpaHH oT
KNaByJIAHOBATa KHCEIMHA, BEJTIOYHTENHO Knac B, Cu D.
. Hamenenune va PBPs, koeto Hamansea apuuuTeTa Ha aHTHOAKTEPHANIHHKS NIPOAYKT KbM TapreTa.

JInnca Ha nepMeabuanTeT Ha OaKTEPHHTE MM MEXaHH3MH Ha e(TyKC NIOMNATa MOTAT Ja PHYHHAT
WITH 1a AONpHHECAT 33 GaKTEPHATHATA PE3HCTEHTHOCT, ocobeno npu I'pam-oTpHLaTenHHTE GaKTepuH.

I'pannynM croiftnocT (Breakpoints)

I'pannynuTe cToiiHocTH Ha MITK (MIC breakpoints) 3a aMOKCHUMAMI/KTaBYTaHOBA KHCEHHA Ca TE3H
Ha EBponeickusa KOMHTET 1O M3NKUTBaHe Ha aHTUMHKpoOHaTa vyscTBHTeNHOCT (The European
Committee on Antimicrobial Susceptibility Testing (EUCAST)).
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MuKpoopraHu3Mu ['paHMuHM CTOHHOCTH Ha YyBCTBUTEIHOCT (pg/ml)
UyBCTBUTEJIHH Pe3ucTeHTHH

Haemophilus influenzae <0,001" > 21

Moraxella catarrhalis = q! > ]!

Staphylococcus spp. 3abenexka’? 0.4 3abenexka’™ **

Enterococcus spp.’ <4!.3 > §h?

CrpenTokoku ot rpynu A, B, C, G %68 3abenexka’® 3abenexka’’

(MOKa3aHWs, pa3jIMuHU OT MEHUHTUT)

Streptococcus pneumoniae® <0,5"¢ S L

EntepobakTepuu npu HeyCa0KHEHH <32 =3

HHOEKLMU HA MUKOYHHUTE IMbTHLLA

['pamM-oTpHLIaTEIHK aHAEpOOH <4! > 8!

["pam-nonoxuTenHu anaepobu <4! > 8!

(¢ uskmouenue Ha Clostridioides difficile)

He-BHMAOBO OTHacALIM ce rpaHHYHU < 2! > 8!

CTOMHOCTH

Ctpentokoku ot rpyna Viridans® 3abenesxka’™” 3aGenexka’

Pasteurella multocida <] > 1!

Burkholderia pseudomallei < 0,001 > 8!

' 3a uenMTe HAa H3CIEABAHETO HA YYBCTBUTETHOCTTA KOHLIEHTPALIMATA HA K/IaBy/1aHOBATa KHCETHHA
€ (pukcupaHa Ha 2 mg/I.

2, w )
“ I'paHnvnunTe CTOWHOCTH B TabnuuaTa ce Gasupar Ha rPaHUYHHMTE CTOMHOCTH Ha
OeH3WNNEHUUMIIMH. YyBCTBUTETHOCTTA CE OTYHTA 110 YYBCTBHUTEIHOCTTA KbM GEH3MIINEHULIMTHH.

** [1p1 nokasaHusi, pa3iM4HK OT MEHHHIHT, YyBCTBHTETHOCTTA HA CTPENTOKOKH OT rpynu A, B, C
H G KbM NEHHLMIIHHH CE OTYMTA 110 YYBCTBUTEIHOCTTA KbM OEH3UINEHULMIIMH, C U3KITIOUeHHE Ha
(HEHOKCHMETHIINEHNLIMIIMH U H30KCA30IHIINEHHLIMTMHUTE NIPH CTPENTOKOKHM OT rpyna B.

* ToBeueTo cTagMIOKOKH ca NPOYLEHTH Ha IEHHIUMIMHA3A U HIKOM €A METHLIMIMH-PE3UCTEHTH.
M nBara MexaHW3Ma rv NpaBsT Pe3UCTEHTH KbM OEH3UINEHULIMIMH, (PEHOKCHMETHIINEHULIMIIHH,
AMIMHLMWJIMH, aMOKCHLIWJIWH, NMUINIEPALMINH U TUKapUHIUH. CTadHIOKOKH, KOUTO Ca YyBCTBHTE/THH
KbM O€H3WINEHULIMIHH U LUe(OKCHTHH, CE OTUMTAT KATO YYBCTBUTEIHH KbM BCHUKHM NMEHULIMIIMHM.
CTadMnoKOKH, KOUTO Ca Pe3UCTEHTHH KbM OEH3MIINEHNLIMIIUH, HO YYBCTBUTEIHH KbM
LE(POKCHTHH, Ca YyBCTBHTEIHH KbM KOMOMHALIMK ¢ MHXMOWUTOPHU Ha OeTa-aKTaMasH,
M30KCa30/IMINCHULIMIMHH (OKCALIMITMH, KJIIOKCALIMIWH, THKIIOKCALIMIIUH W (IYKJIOKCALIMIIMH) 1
HaunIKH. [Ipy ekapcTBeHU NPOIYKTH, IPHEMAaHH NEPOPAIHO, TPAOBa N1a ce 00bpPHE BHUMAHHE
Ha TOBa /1a C€ JOCTUIHE JI0CTAThYHA €KCMO3ULIMA Ha MACTOTO Ha HHpekuusaTa. CtadunokokuTe,
KOMTO Ca Pe3UCTEHTHH KbM LIE(DOKCUTHH, Ca PE3UCTEHTHU KbM BCUYKH MNEHULIWINHHU.

** [NoBeueTo Koarynasa-oTpULATETHH cTahUIOKOKH ca MPOAYLIEHTH Ha NEHHLIAIMHA3A M HAKOH ca
METHULIHITMH-PE3UCTEHTHH. M 1BaTa MexaHU3Ma ru nNpaBsT PE3UCTEHTH KbM OEH3UITNEHULIMIIHH,
(heHOKCHMETHIINEHULIMIIMH, AMNULMIIMH, AaMOKCULIMIIMH, MTUNEPALMIMH ¥ THKapLMInH. KbMm
HaCTOSALLHUA MOMEHT HSIMA METOJl, KOMTO MOXe HaJAEK/IHO 1a OTKPUBA NMPOAYKLHS Ha
NEHWLMJIHHA3a B KOAryJia3za-oTpyLATENHU CTAQUIIOKOKH, HO PE3UCTEHTHOCTTa KbM METHLIMJIMH
MOJKe J1a Ob/ie OTKpHUTa C Le()OKCHTHH, KAKTO € OMMCAHO.

* UyBCTBHTEIHHTE KbM aMIMUMIMH S. saprophyticus ca mecA-OTPHLATETHN W Uy BCTBHTE A KBM.-

AMIMHLHK/IHH, aMOKCHLIUJIIMH U NMUNEPALMINH (CBC MK 0€3 HHXHOUTOP Ha ﬁefra-namamﬁn).

-
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> YyBCTBMTEJIHOCTTA KbM AMMULIMAMH, aMOKCHLIMJTHH M TUNEPALIAIHH (CbC WK 6e3 MHXMOUTOP Ha
OeTa-1aKTamMa3v) MOJKe /1a Ce OTYETE M0 YyBCTBUTEIHOCTTAa KbM aMNMIMINH. Pe3ucTeHTHOCTTA
KbM aMITHLMIIKH € YecTa 3a E. faecium, nokato npu E. faecalis Bb3HHUKBaA psaKo v TpsOBa n1a Obae
norebpaeHa ¢ MIIK tect

* JInckoBO-11y3HOHHHUAT TecT ¢ | ng okcauuauH uau MIIK tecTbT ¢ O€H3UINEHULIMIIWH Cce
W3M0JI3Ba 32 YCTAHOBABAHE HAJIMYMETO HA MEXAHU3MH 3a PE3UCTEHTHOCT KbM OeTa-1aKTaMH.
KoraTo CKpHHHHIOBUST TECT € OTpHLATE/IEH (30HaTa Ha 3aApbKKa OKOJIO IMCKA OKCALIM/IMH €
2 20 mm unu MIIK Ha Genzunnennunnus e < 0,06 mg/l) Bcuuku GeTa-nakTaMHH JieKapCTBEHH
MPOAYKTH, 32 KOUTO HMa KJIMHUYHH FPAHHYHH CTOWHOCTH, C€ J10KJIa1BaT "UyBCTBUTEIHH " Oe3
NOMBJIHUTETHO TECTBAHE.

" I'paHHYHHTE CTOHHOCTH 32 aMMHONEHHLMITMHH NIPH EHTEPOKOKHM Ca OTMpe/Ie/IeHH Bb3 OCHOBA Ha
MHTPAaBEHO3HO npuiioxkeHue. [Ipu nepopanen npyuemM rpaHUYHUTE CTOHHOCTH Ca MPUIIOKHUMHU CaMO
3a MHPEKUMH Ha nuKkouHuTe nbTUa (UIIIT).

8 IlobaBsHeTO Ha MHXHOUTOp Ha OeTa-naKkTamasu He NMoaoOpsiBa KIMHHYHATA €(DEKTHUBHOCT.

’ bensuwnnennunnud (MIIK unm 1uckoBo-1udyy3HOHEH TeCT) MOJKe J1a ce H3MOJI3Ba 3a OnpeesHe
Ha PE3UCTEHTHOCT KbM O€Ta-lakTaMu Npu cTpenToKoku oT rpyna Viridans. U3onature,
KaTEropu3WpaHHu KaToO HEraTMBHHU IPU ONPEAEIIAHETO, MOXKE 1a C€ A0K/Ia/ABAT KaTO 4yBCTBUTEIHH
KbM OeTa-JlaKTaAMHHMTE JIEKAPCTBEHU MPOAYKTH, 32 KOUTO ca H30POEHH KIIMHWYHW MPaHUYHH
CTOMHOCTH. M30n1aTHTE, KaTeropuaupaHu Kato NnoJIOYKUTEIHH MPH OnpeaesisHeTo, TpadBa na Obaar
TECTBAHH 32 YYBCTBHUTE/IHOCT KbM OTAE/THUTE JIEKAPCTBEHH NPOAYKTH. [Ipy HEraTUBHHU KbM
OeHsuneHuunauH usonatu (MIIK < 0,25 mg/1) 4yBCTBUTETHOCTTA MOXKE /1a CE OTYETE M0
4YBCTBUTEJIHOCTTA KbM O€H3WINEHULIMITMH WIH aMNULWIKH. [1pH NONIOKHUTETHH KbM
6ensunnennumnauH usonatu (MIIK > 0,25 mg/l) 4yBCTBUTENHOCTTA C€ OTUMTA MO
YYBCTBHUTEJIHOCTTA KbM aMITHLIMJIHH.

Pa3npocTpaHeHHeTo Ha Pe3UCTEHTHOCTTA MOJKE /1a Bapupa reorpad)ckKu U BbB BPEMETO 3a ONpe/ieNeHH
BH/IOBE M € XKE€aTeNHO /1a MMa JIOKaIHa HH(POPMAaLIMA 3a PE3UCTEHTHOCTTA, OCOOEHO MpH JIEYeHHE Ha
TeXKKH HHPeKuuu. [1pn HeobxoaumMocT TpsOBa Aa ce NOTLPCH ChBETA HA EKCNEPT, KOraTo JIOKATHOTO
pa3npoCTpaHEHHE HA PE3UCTEHTHOCT € TAKOBAa, Y€ 0J13aTa OT JIEKapCTBEHHUs NPOAYKT MPH MOHE HAKOH
BH/10BE MH(EKLIMU € MO BBIPOC.

MHKPOOPraHu3MH, KOMTO OOMYaHHO ca UYBCTBUTEIHH

AepoOHu ['paM-ToI0KHUTEIHH MUKPOOPraHW3MH

Enterococcus faecalis

Gardnerella vaginalis

Staphylococcus aureus (MeTULIMIMH-YYBCTBUTENEH )£
Koarynasa-HeraTuBHH cTaHIIOKOKH (METHLIMIHH-UYBCTBHTE/IHH)
Streptococcus agalactiae

Streptococcus pneumoniae’

Streptococcus pyogenes w apyru 6eTa-XeMOJIMTHYHH CTPENTOKOKH
| pynara nHa Streptococcus viridans

AepoOHu I pam-oTpULIaTe/THH MHKPOOPIraHU3MH
Capnocytophaga spp.

Eikenella corrodens

Haemophilus influenzae’

Moraxella catarrhalis

Pasteurella multocida
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AHaepoOHH MUKPOOPraHHW3MH
Bacteroides fragilis
Fusobacterium nucleatum
Prevotella spp.

BraoBe. npu KOWTO nMpuao6MTaTa PE3UCTEHTHOCT MOXKE /12 € Npod.eM

AepoOHH [ pam-1onoKHTETHH MUKPOOPTraHU3MH
Enterococcus faecium $

AepoOHH ['paM-0TpHLIATEIHH MUKPOOPraHU3MH
Escherichia coli

Klebsiella oxytoca

Klebsiella pneumoniae

Proteus mirabilis

Proteus vulgaris

MHKEDOEF&HHZ}MH C BPOJIEHA PE3UCTEHTHOCT

AepobHnu ['paM-oTpHULIaTEIH MUKPOOPraHU3MH
Acinetobacter sp.

Citrobacter freundii

Enterobacter sp.

Legionella pneumophila

Morganella morganii

Providencia spp.

Pseudomonas sp.

Serratia sp.

Stenotrophomonas maltophilia

&E! 'M MUKPOOPraHu3MH

Chlamydophila pneumoniae
Chlamydophila psittaci
Coxiella burnetti
Mycoplasma pneumoniae

$ EcTecTBeHa MHTepMeAMepHA YYBCTBHTEIHOCT MPH JIMIICA HA NPUIOOMT MEXaHH3bM Ha
PE3UCTEHTHOCT.

£ BCHYKH METHUMITHH-PE3UCTEHTHH CTaUIOKOKH Ca PE3UCTEHTHH KbM
aMOKCHLIMJIMH/KJ1aBYJ1aHOBA KUCEJIHHA.

' Streptococcus pneumoniae, pe3NCTEHTHH KbM NEHULIIMH HE TpsAOBa 1a ce JIeKyBar ¢ Tas3H
(popma Ha aMOKCHLMIHH/KJIABYIaHOBA KHCeNHHa (BK. TOUKH 4.2 1 4.4).

*11lamoBe ¢ HamMasleHa YyBCTBUTEHOCT Ca JOK/IAABAHH B HAKOM cTpaHu B EBponenckus cbio3
C yecToTa no-sucoka ot 10%.

5.2 ®dapmMakOKHHETHYHH CBOHCTBA

AbcopOLus

AMOKCHLIMIIMH W KJ1aBYJIaHOBaTa KMCEJIMHA CE IMCOLIMMPAT HaMb/IHO BbB BOJIEH Pa3TBOP C
¢uzuonoruuno pH. Jlsete akTrBHM BewiecTsa ce abcopOupar Gbp30 u 106pe cien nepopmno

[MPHUJTIOKEHHE. Cnen NEPOPATHO NPHITOKEHHE OMOHaJIMYHOCTTA HA AMOKCHLIMJIHH H Ha KHHB}'HEIHOB&TH
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kHcenrHa € npudausurenHo 70%. [nazmenure npodwin Ha ABeTe aKTHBHH BELIIECTBA €A CXOHHU H

BPEMETO 3a NOCTUraHe Ha BbPXOBa I1a3MeHa KOHUEHTpaUMS (Tmax) U NpH aABeTE € NMPUOIU3ZUTENHO

€J1HH 4ac.

[To-nony ca npeacraBenn hapMakKOKMHETHYHUTE PE3YJITATH OT €IHO MPOYYBAHE, MPH KOETO
aMOKCHUMJIMH/KNaByJ1aHOBa K1cenuHa (Tabnetku ot 500 mg/125 mg Tpu nbTH THEBHO) € NMPHIIOKEH
Ha r71aJIHO MK IPYIH 31paBy A0OPOBOJILIH.

Cpennu (+ SD) papmakokuHeTHYHH napamMeTpH

* MenuaHa (o6xBar)

AMX — amokcnumnun, CA — Ki1aByslaHOBa KUCEJIMHA

[1punoxeHo (u) Ho3a Ciiiz i T AUC 0-24n) T1/2
aKTHUBHO (M) (mg) (ug/ml) (h) (ng.h/ml) (h)
BELLECTBO (a)
AMOKCHUHWJIUH
AMX/CA 500 7,19 15 33,5 1,15
500 mg/125 mg + 2,26 (1,0-2,5) + 8,87 + 0,20
KnasynaHoBa kucenuHa

AMX/CA 125 2,40 L5 15,72 0.98
500 mg/125 mg + 0,83 (1,0-2.0) + 3,86 0,12

CE]J}‘MHHT& KOHUCHTpPAUHH HA AMOKCHLIUJTHH U KJIABYJIAHOBATA KHCEJIHHA, 1OCTUI'HATH C
amoxcuumuﬂfmasynaﬂcma KHUCEJIMHA, Ca CXOIHH C TE€3HU CJIe NEPOPAJIHO IMPUJIOKEHHUE HA

CKBHBAJICHTHH J103H OT CAMOCTOSATETHO MPHUIOKEHH AMOKCHIIH/ITHH HJTH KJTaBYJIAaHOBA KHCECJIMHA.

Pa3znpeaeneHue

Oko0:10 25% 0T 00110TO KOTHYECTBO Ha KJ1aBYJIaHOBATa KMCEJIMHA B Miasmara v 18% ot o0uioro
KOJIM4ECTBO Ha aMOKCHLMJIMH B IJla3MaTa ca CBbP3aHH C MPOTEUHH.
[IpuBuaHHAT 06eM Ha pasznpeznenenue e okoso 0,3-0,4 1/kg 3a amokcuumans v okosno 0,2 I/kg 3a

KJIaBYyJIaHOBATa KHUCEJIUHA.

Cnen HHTPABCHO3HO NMPHI0KECHHUE, aMOKCHLIMJIHH H KJIaBYJIAHOBA KHCECJ/IMHA C€ YCTAHOBABAT B
AJTbYHHA MEXYP, KOPEMHATA ThKaH, KOXKaTa, MacTHaTa ThKaH, MYCKYJIHUTE TbKaHH, CHHOBHAJIHATA H

NEpPUTOHEAaIHAaTAa TEYHOCT, XKJIbYKaTa U THOWTa. AMOKCULIHJIMH HE ce pa3rpe/esis A0CTaTb4yHO B

LiepeOpocnHaIHATa TEYHOCT.

Ot MPOY4YBAHHUATA NMPH )KUBOTHH HAMA N0Ka3aTe/ICTBA 3a 3HAYUMO 3abpPKaHEC B TbKAHHUTC Ha
JIEKAPpCTBEHO-IMPOH3BO/IHH BELLECTBA 32 HUKOA OT JIBETE ChCTABKU. AMOKCHLIUJIHH, l'[O,EI,OﬁHD Hd

MOBEYETO NEHUUHUIIUHHU, MOXKE /14 CE YCTAaHOBH B KbpMara. Cneaum ot KJ1aBYJIaHOBA KHCECJ/IHHA ChLI0

MOraT /1a C€ OTKPHAT B KbpMara (BxK. Touka 4.6).

Jloka3aHo e, ye aMOKCHULIMJIMH U KJ1aBYJIaHOBAaTa KHCEIMHA NPEeMUHABAT Npe3 nJjaleHTapHara dapuepa

(BK. TOYKa 4.6).

buorpanchopmarius

AMOI{CHLI,HJ'IHH C€ CKCKpETHpaA YaCTHYHO B YpUHATA KaTO HEAKTHBHATA NEHHULIUI0EBA Kﬂceﬂﬂﬂ_ﬂ_ﬂ _.

KOJIH4eCTBa, eKBHBaIeHTHH Ha 10 10 25% ot Havanuata no3a. KnaBynaHoBara kucenuta ce



MCT HGOJTHBH])& CKCTCH3HBHO ITPH YOBEKA H CC OTACAA B YPHHATA H H3MPAXHEHHUATA, H KaTO
BBIVICPOACH NHOKCHI B H3AHIIBAHHA BHE3OYX.

EnuMunHpane

OCHOBHHAT NBT HA €THMHHHPaHE Ha aMOKCHLWIHH € fpe3 6u0peunTe, J0KaTo KiaByJaHoBaTa
KHCEJINHA CC eNUMHHHPA KaKTo 1o 6b0peuHH, Taka H N0 U3BBHOBOPEUHH MEXaHH3MM.

AMOKCHUWIHH/K/IaBYJIAHOBA KHCE/IHHA HMa CPe/IcH €JIMHMHHALIMOHEH NOMYKHBOT OT NPHOJIM3UTENHO
eAHH Yac H cpelieH odIm KaupbHC npubnusurendo 25 I'h npu 3apasu smua. [pubnusurento 60 1o
70% ot amMokCHUWIME K npubnuznTento 40 10 65% OT KNaByRaHOBATA KHCE/IMHA C& EKCKPETHpAT
HEMPOMEHEHH B YpUHATa NPe3 IMbPBUTE LWHECT Yaca CAe NpUAoKeHHe Ha eAHHHYHA A03a

AyrmentyH 250 mg/125 mg win Ayrmentis 500 mg/125 mg Tabnerkd. B HAKOJIKO npoyyuBaHUs €
YCTaHOBEHO, Y€ YpHHHaTa ekckpeuma e 50-85% 3a amokcHuMnuH B Mexay 27-60% 3a xnaBynatHoBara
KHCENTHHA 3a NIEpHOJ OT 24 yaca. 3a KnasylaHOBATA KHCEAMHA, HAH-TONAMO KOJHYECTBO OT
NEKapCTBOTO CE CKCKPeTHPA Mpe3 ITbPBHTE JBA Haca Clie NPIIOKESHHE.

EnnoepeMeHHOTO npritoxkeHne Ha MpoGeHelH 3a6aBs eKCKPELHMATA Ha AMOKCHLIATHH, HO He 3a0aBs
ObOpeynaTa eKCKpeLHs Ha KNaByJ1aHOBATa KHCEHAA (BXK. ToUKa 4.5).

Bw3pact

ENHMHHALMOHHHAT NOTYXKHBOT Ha aMOKCHLIWIIMH € Noao6eH NpH Jenua Ha B3pacT OKOoJ0 3 Mecela 10
2 ronuHH M MPH NO-TrOJIEMM Jiella ¥ Bb3pacTHU. [IpH MHOTO MankMTe AeLa (BIUTIOUHTENHO
npexyieBpeMeHHO poaesn Oebeta) npe3 mbpBaTa CeAMHLIA OT JKHBOTA HHTEPBAILT HA MIPUAATAHE HE
Tpa0Ba 1a HAAXBHPIA NPHIAraHe JBa MbTH AHEBHO NIOPAaAH HE3PAIOCT Ha 6E6peunUs MyT Ha
eMUMHHHpaHe. Thil KaTo NPH NALMEHTHTE B CTAPYECKA BL3PACT CHUIECTBYBA MO-TONAMA BEPOATHOCT
Aa UMaT HamasieHa OboOpeuHa GyHKIMA, € HeoGXoAMMO BHHMaHKE npu KW360pa Ha 1033 W MOXKeE 1A €
MONIe3HO Aa e npocnenssa 6u6peuHara GpyHxums.

Ilon

Cnea nepopanHo NPHIOKEHHE Ha AMOKCHLIMTHH/KJIABYIAHOBA KHCEIHHA TIPH 3ApaBH MbKE H HKEHH
NOJILT HE € OKA3AN 3HAYHMO BITHAHME BbPXY (papMaKOKHHETHKATA HHTO HA aMOKCHLW/IHH, HUTO Ha
K/1aBYJIAHOBATA KHCEITHHA.,

b1OpeuHo yBpexaane

OOUMAT CepyMEH KITMPBHC Ha aMOKCHIH/THH/K/IABYTAHOBA KHCE/THHA HAMANABA IIPONOPLIHOHAITHO C
HaMaiaBaHeTO Ha OLOpeuHarta ¢pyHxuns. [loHMKaBaHETO HA NEKAPCTBEHUS KIHPBHC € M0-H3PA3CHO 32
AMOKCHLATHH, OTKOJIKOTO 32 KJIaBYJ/IaHOBaTa KUCEIHHA, ThH KATO MO-TojAMa 4acT OT AMOKCHLIMIIMH Ce
eKkckpeTupa npe3 GuGpeunre. [Topaau Tasu npuyKHa ao3upaxeTo NpH 6B6pedHo yBpeKaaHe TpAOBa
Aa NPEAOTRPATH NPEKOMEPHO HATPYNBAHE HA AMOKCHLIMJIHH, KATO €AHOBPEMEHHO CE MOANbPKAT
NOAXOAAIIH HHBA HA KIABYNAHOBATA KHCEJMHA (BK. TOUKA 4.2).

Hepronpobuo yBpexknae

HAo3upaHeTo NpH NAUKEHTH ¢ YePHOAPOGHO YBpexkaaHe TPAOBA 1a CE HIBLPIIBA ¢ BHUMAHHE U
uepHOAPOOHATA PYHKUHA Aa ce NPociedra pEAOBHO.

5.3 Ilpenx manunH AaHuH 33 GezonmacHoCT
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HeknMHWYHKTE 1aHHM He NoKa3BaT 0COOEH PUCK 3a XOpaTa Bb3 OCHOBA HA MPOYYBAHHS 3a
(hapmakonoruyHa 6€30MacHOCT, FeHOTOKCHYHOCT M PENPOAYKTHBHA TOKCHYHOCT.

HpO}"iBﬂHHH 3@ TOKCHYHOCT NPH MHOIOKPATHO NMpHUJaraHe, npoBeCHH MNMPH Ky4eTa, C
EIMDKCHLIHHHH/KJIHB}’JIEIHOBH KHCCJIHHA TMOKa3BaT CTOMALUHO APa3HCHE U MOBPBbLIAHE, KAKTO H NPOMAHA
B LIBETA HA €3HKaA.

He ca npoBexxaaHu npoyuBaHus 3a KapLUMHOTEHHOCT ¢ aMOKCHLIWJIMH/KJIaBYJIAHOBA KMCEJIHHA.

6. DPAPMAILEBTUYHMU JIAHHU
6.1 ChoHCbK HA TOMOLIHHTE BeleCTBA

Aopo na mabremrxama

MarHesues creapar

HaTpues HuwecTeH raMkonar tvun A
CunuuueB IHOKCHA, KOJIOUAEH Oe3BOIeH
MukpokpucTanHa uenynosa

Duamo6o nokpumue na mabnemkama
Turanor auokcun (E171)
Xunpomenosa

Makporon (4000, 6000)

JIMMETHKOH

6.2 HecbBMecTHMOCTH

Henpunoxumo.

6.3 Cpok Ha roasocr

...... ————

mutmesn Grncrepw (CFB) M ik

6.4 CpoeunajiHu yc/IOBHSI HA CbXpaHEHHE

[la ce cbxpaHsaBa B OpMrMHAIHATa ONAKOBKA, 3a J1a C€ Npe/Anasy OT Bjara.
Jla He ce cbxpaHsaBa Hajg 25°C.

6.5 BuawucbabpxanHe HA ONMAKOBKATA

bauctepu ot PVC/Anymunuii/ITonnamua 1aMuHaT ¢ noKpuTHe OT aTyMHHUEBO (OIHO, HApeHeHH
cTyaeHo ¢popmosanu anymunuesu 6inctepu (CFB), chabpkawmu 4, 10, 12, 14, 16, 20, 24, 30, 100 wan
500 Tabnetkw.
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He BCcUukH BHOOBE ONAaKOBKH MOTaT a ObjaT NMycHaTH B npoaaxda.
6.6 Creunannn npeANaAIEN MEPKH NPH HIXBLPJAAHE B paboTa

Hen3noa3sBaHHAT AeKAPCTBEH NPOAYKT HIIM OTNaXbYHHTE MaTEPHANH OT Hero TpAOBa Aa ce U3XBBLPAAT
B CBOTBETCTBHE C MECTHUTE W3IHCKBAHHA.

7.. IIPHTEXATEJ HA PAZPEHIEHHETO 3A YHOTPEBA
GlaxoSmithKline Trading Services Limited

12 Riverwalk,

Citywest Business Campus,
Dublin 24,

Hpnanans

8. HOMEP(A) HA PASPEIEHHMETO 3A YIIOTPEBA

Per. Ne 20000314

9. BATA HA ITBbPBO PABPEHIABAHE/TIOTHOBABAHE HA PASPEIIEHHUETO 3A
YIIOTPEBA

Hata Ha mepBo paspeinaBaHe: 29 HoeMBpH 1994 .
JlaTa Ha nocaeaHo noaHoBsBane: 14 nexkemspH 2015 r.

10. XATA HA AKTYAJIH3UPAHE HA TEKCTA
06/2023
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