KPATKA XAPAKTEPACTHKA HA NPOJYKTA



1. HMME HA JEKAPCTBEHHUA MPOIYKT

AyrMenTa ES 600 mg/42,9 mg/S ml npax 3a nepopanHa cycnenzus
Augmentin ES 600 mg/42.9 mg/5 ml powder for oral suspension

2. KAYECTBEH H KOJIHYECTBEH CbCTAB

Cnen npurotssHe, BCEKH ml OT NepopaiHaTa CyCIeH3Hs ChIbPKa AMOKCHLUMIHH TPHXHAPAT
(amoxicillin trihydrate), ekBuBanenren va 120 mg amokcuumnud (amoxicillin) ¥ Kanues knaBynaHar
(potassium clavulanate), ekBuBanenren na 8,58 mg knapynasosa kucenuHa (clavulanic acid).

IToMOLIHO BEILIECTBO ¢ H3BECTHO JICHCTRHE

Bcexn ml ot nepopanHaTa cycneHsus cbabpxka 2,72 mg acnapraM (E951). EceHumsTa B AyrMeHTHH
ChABPKA MANTOAEKCTPHH (IrNI0K03a) (BXK. TouKa 4.4).

3a NBJIHHA CIIUCHK HA TOMOLIHWTE BEIeCTBa BMKTE Touka 6.1.

3. JEKAPCTBEHA ®OPMA

[Ipax 3a mepopasina CycneH3Hs.
[ToutH 6an npax.

4. KJUHHYHH JAHHHA

4.1 TepaneBTRYHH NOKA3ZAHAL

AyrmenTHH ES e nokasaH 3a neycHue Ha ClieqHHUTE HHpEeKHA NPH Aela Ha Bb3pACT HaH-MalKo
3 Mecelia ¥ ¢ TeNeCHO Terao no-Manko ot 40 kg, KOHTO ca IPHYMHEHH M CE CUHMTA, Y€ € Bb3MOXKHO
Aa Ca NMPHYMHEHH OT NEHHLMIHH-PE3UCTEeHTHH Streptococcus pneumoniae (Bx. TOMKH 4.2, 4.4 n 5.1):

¢ OCTBP OTHT HA CPEAHOTO YXO
. ITHEBMOHHS, IPHAOOHTA B 00111ECTBOTO.

TpsabBa na ce o6bpHe BHHMaHKe Ha OQHIUMATHHTE YKa3aHHA 33 NpaBWIHaTa ynotpeba Ha
aHTHOAKTECpHa/ITHHTE CPEACTRA.

4.2 J103MpOBK2 H HAYHH HA NPH/IOKEHHAE

ﬂOSH@BK&

J03MpOBKKTE ca MpeacTaBeHH ChOGPa3HO ChABPKAHHETO HA AMOKCHLIMJIMH/KNaBy/1aHOBA KHCEJTHHA, ¢
M3KITIOYEHNE Ha CNIyYaHTe, KOTaTo JO3UTE Ca AaACHH MO OTHOLIEHHUE HA OTAC/IHATA ChCTABKA.

3a u3bopa Ha xo3ata Ha AyrmenTHH ES 3a neuenue Ha oTae/iHaTa uHpekuus, TpAOBA Ja Ce UMaT
NpeaBHA;

. OMaKBAaHHTE MATOTCHH H BEPOATHATA HM YYBCTBHTEJIHOCT KbM aHTHOAKTEpHAIHHA CPEACTBA
(BkK. TOUKa 4.4)

. TEECTTa U MACTOTO HA HHGEKLHATA
° BB3PAcTTa, TENECHOTO TErN0 H Ob0peuHaTa GyHKIMA Ha MAUMEHTA, KaKTO €
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Jleyennero ne TpabBa aa npoabikasa noseue ot 14 aHu 6e3 NOBTOPEH nperaes (OTHOCHO
MPOABJDKHTENHA TEPAIIHA BXK. TOUKa 4.4).

Bv3pacmuu u deya 2> 40 kg

Hsama onut ¢ npunoxennero Ha AyrmMeHTuH ES npu pn3pactau W aeua 2> 40 kg 1 nopaau razu
NPUYHHA HE MOXKE Ja Ce Npenopbsya J03HPaHE.

Heya < 40 kg (na ev3pacm > 3 meceya)

[IpenopwvunTenHaTa nosa Ha AyrmeHTH ES e 90 mg/6,4 mg/kg/aHeBHO, B ABe OTAEIHH A03H.

Hama KIMHHYHH JaHHK OTHOCHO NpHaoXeHHe Ha Ayrmentud ES npu fena Ha pw3pacT noa 3 Meceua.
bvbpeuno yspescoane

He ce nanara xopurapate Ha 103aTa nIpH NaLMEHTH C K]SeaTHHHHoa knupsac (CrCl) saa 30 mi/min.

[Ipu nauxeHTH ¢ KPEATHHHHOB KNMPBHC oA 30 ml/min, He ce NpenopLYBa NMPUCKEHHE HA
AyrMeHTHH ES, Thi kaTo HAMa HAIHYHHU TIPENOPBKH 32 KOPHIHPAHE HA N03aTA.

Yeproopobro yepexcoane

TpnGea 1a ce noO3upa BHUMATENHO ¥ Ha PABHA HHTEPBAIH OT BPEME Ja Ce MPOCAeAnBa YepHOIpobHaTa
bynrimsa (Bx. Toukn 4.3 u 4.4).

HaynH Ha npunoxenue
AyrMmenTan ES e 3a nepopainHo npuaoxeHue.

AyrmeHTHH ES TpsabBa na ce npHeMa no BpeMe Ha XpaHeHe, 3a CBEXKIaHEe 0 MHHHMYM Ha
Bb3MOXKHATA CTOMAIIHO-YPEBHA HEMOHOCHMOCT.

byTunkara TpaGBa na ce paskiarH, JOKATO MPaxbT BETPE 3aMOYHE [1a CE ABHKH CBOGOIHO.,

TpaGpa na ce npuGasu Heobxoanmus o6eM Boaa cnopes ykazaHHATA, Ja ce obbpHe ByTHiIKaTa U 1a ce
pa3KiaTH aobpe.

bytunkara Tpabea aa ce pasknatu nobpe npead npHeMase Ha BCAKa A03a (BK. Touka 6.6).

3a yKa3aHHA OTHOCHO NPHIOTBAHETO Ha JIEKAPCTBEHHS MPOAYKT NPeAH NPHIIOKEHHE BHKTE TOUKA 6.6.

4.3 IlporuBonoKkazanmuA

CBPBXUYBCTBHTENHOCT KbM aKTHBHHTE BEUIECTBA, KbM KOHTO M A4 € OT NEHHLMWIHHHTE HITH KbM
HAKOE OT MOMOIIHUTE BEIECTBA, H30poeHH B Touka 6.1.

AHaMHe3a 3a TeXkKa He3abaBHa peakips Ha CBPBXYYBCTBHTENHOCT (HATIp. aHa(pHIaKCHs) KbM IpYT
GeTa-nakTramed NpoOyKr (Hamp. uedanocnopun, KapbaneHeM WM MOHOGaKTaM).

AHaMHe32 32 WHITCHHLA/MEPHOAPOOHO YBPEXKAAHE, IB/DKALIEN Ce HA AMOKCHLIHITHH/KAaBYTaHOB
KHCEIHHA (BK. TO4YKa 4.8). -
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4.4 Cpenda/HB NpeAyNpeXACHHA H NPeANA3HH MEPKH NPH yHoTpeda

Hpenu 3anouBaHe Ha eveHHe ¢ aMOKCHLIAIMH/KIABYTAaHOBA KHCEIHHA, NALMEHTLT TpsafBa aa ce
pasnuTa BHUMATETHO MO OTHOLIEHHE Ha MPSIHLIHA PEaKLIHH HA CBPbXYYBCTBHTENMHOCT KBM
MEHALMNHHH, LUe(DaTIOCTIOPHHK WITH APYTH OeTa-NakTaMHM IPOAYKTH (BXK. ToukH 4.3  4.8).

Cepuossn 1 MOHAKOTa aTaNHH PEaKUMH Ha CBPBLXUYBCTBHTENHOCT (BKIIOYHTENHO aHAQHIAKTOMAHW
H TEXKKH KOXKHH HEXKCIIAHH peakliuK) ca Cho0IaBaHy NPH NaLKMEHTH, JIEKYBaHH ¢ NEHHUWITHH,
B13MOXHO € CBUIO peakLIHHTE Ha CBPBXYYBCTBATEIHOCT Zia IPOrpecHpar Ao ciHapom HaKounis —
CCPHO3HA anepruyHa peaxiHs, KOATo MOXe Ja NOBeAe A0 HH(papKT Ha MHOKapaa (BX. Touka 4.8).
[To-BepoaTHO € TE3H peakLMH na ce MOABAT MPH JMLA ¢ AHAMHE3A 34 CBPBXYYBCTBHTENHOCT KbM
MEHULMIUH WIH OpH aTony4HH nuua. Mma ceobiieHns 3a eHTEPOKOIMTEH CHHAPOM, NMPEAH3BUKAH OT
MmpHeM Ha jiekapcTBoTO (drug induced enterocolitis syndrome — DIES), rnasHo npu aena, pH KOUTO
Ce MpHJlara aMOKCHLIWIHH/KNIaRyTaHOBA KMCeNthHa (8. Touka 4.8). DIES e anepruuna peaxius ¢
BOACLI CUMITTOM NPOABLIDKMTENHO NOBPbIAHE (1 — 4 waca ciiesl MPHAOKEHHE HA IEKapCcTBOTO) O€3
AIEPTHYHA KOKHHA WITH PECTIHPATOPHH CUMNTOMH. {ombaHUTE1HH CHMITTOMHM MoTaT fa Obaar Oonka B
KOpeMa, AHapus, XMOOTOHWA WIH JIEBKOLHTO3a ¢ HeyTpoduang. UMa TeKKH Cny4ad, BKIHFOYHTEIHO C
nporpecus a0 Wok. IIpu nossa Ha anepruyHa peakiHd JeUYSHHETO ¢ AMOKCHIIWIHH/K1aBpyJ1aHOBA
KHCeNHHa TpaOBa 1a ce NpeyCTAHOBH M [1a C€ HA3HAYM NOAXOAAILA ANTEPHATUBHA TEPANHA.

B cnyuait ye ce nokaxe, ye HHPEKUUATA C& JBIKH Ha AMOKCHLWIHH-YYBCTBUTEHU
MHKPOOPraHH3MH, TpAOBa Aa ce 00ChLAN NPpeMUHABAHE OT AMOKCHIIWIMH/KIIaBYIAHOBA KHCEITHHA Ha
AMOKCHLUFUTHH B CHOTBETCTBHE C O(PHLIMATTHHTE YKA3AHHA.

[Ipu naumenty ¢ yepeneHa GuOpeuna PpynKuMA UNM NpH TaKHBA, NPHEMALIH BHCOKH JI03H, MOXE J1a Ce
NOABSAT CbPHOBE (BXK. TOukKa 4.8).

JleueHneTo ¢ aMOKCHIIMANA/KNABYIAHOBA KHCE/IMHA TPA0Ba 1a ce H30ArBa NpH ChMHEHHE 34
HH(EKLHO3Ha MOHOHYKI€03a, Thif KATO MpH TOBa 3a60NABaHe C/e NPHIOKEHHE HA AMOKCHLIWIIHH €
Ha0monaBaHa nosBaTa Ha MOpGHIHGOPMER 06pHB.

EnHoBpeMenHa ynotpefa Ha aionypHHOI N0 BpEMe Ha ICUESHHE C AMOKCHLIHIHH MOXE 1a YBETHYH
BEPOATHOCTTA 3a ANCPruvyHH peakuMu OT CTPaHa HA KOXKaTa.

IpoaswkuTenHara ynorpefa mOHAKOra MoXKe Aia JOBEE O CBPBXPACTENK HA HEYYBCTBUTETHH
MHKPOOPIraHH3MH.

[losBaTa Ha CHNHO 3aUEpPBEH I'eHEPANH3HPAH ePHTEM, CHNIPOBOACH OT IYCTYNA, B HAYANOTO HA
NICYEHHETO MOXKE 112 € CHMITTOM Ha OcTPa reHepaiu3ipaHa ekzaHTeMHa nycrynosa (AGEP) (Bx.
Touka 4.8). Ta3u peakuns Hanara cnupase Ha JieueHHeTo ¢ AyrMeHTHH ES u e npotuBonokasaHue 3a
nocjeAsall NPUEM Ha aMOKCHIIIIHH.

AMOKCHUWINH/KNaBYIaHOBA KHCeMUHA Tps6Ba Na ce Ipuaara BHUMATENHO NPH NALHEHTH C JaHHH 33
YepHOAPOOHO yBpexaaHe (BX. Touku 4.2, 4.3 u 4.8).

C10uTHA OT CTPaHa Ha YepHH ApoS ca choOIaBAHH NPEIMMHO NPH MbXKE H NPH MaLHEHTH B
CTap4yecka Bb3pacT, H MOXE a ca CEBbP3aHd C IPOIbIKHTENHO JieUeHHe. Te3n cabnuTHg ca
cBOOIABAHH MHOMO pAAKO npu Aeua. [TpM BCHYKH NOMyauMH, NPU3HALKTE H CHMIITOMHTE
oOHKHOBEHO ce HabmoAaBaT N0 BpeMe Ha HIH MAMKO CJIE/L TeUeHHE, HO B HAKOM CJTyMan MOXE Jia HE
C€ H3ABAT N0 HAKOJIKO CCAMHMIA Cle NPEYyCTAHOBABAHE Ha JieueHHeTo. Tean chOuTHI OOMKHOBEHO ca
obpatHMH. UepHOAPOOHHTE CHOUTHA MOKE a Ca TEXKU H B IKMOYHTERHO PEAKH CYUau C3.
AOKJIaIBAHA CMBPTHH CiTy4ad. Te3n cbONTHA OYTH BHHATH ca HAOMIOZAaBaHH NIPH T '
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CEPHO3HO MOAJIEXKAILO 3a60N9BaHe UM NPHEMALLH €AHOBPEMEHHO JIEKAPCTRA, 38 KOMTO € H3BECTHO,
4€ UMAT TNIOTEHLHA 34 YEPHOAPOOHH edekTH (BK. Touka 4.8).

Konut, cBbp3aH ¢ NPWIOKEHUETO Ha AHTHOHOTHLIM, BKJTIOUHTEIHO aMOKCHULIAIHH, € choOILaBaH Npu
MOYTH BCHYKHM aHTHOAKTEpUaNHH NPOAYKTH U MOXKE 12 BapUpa 10 TEKECT OT NieK A0
KUBOTO3acTpaluaeaul (k. Touka 4.8). [1o Ta3zn npuunHa, Npy NALMEHTH ¢ AHAPHA IO BpeMe Ha HJIH
CIIEA NEUEHHE C aHTHOHOTHLIN, € BaXKHO [a C€ HMa NMpPEABH] Ta3H AHarHo3a. AKO ce MosgBH KOJHT,
CBBP3aH ¢ NPUWIOKEHHETO HA AHTHOMOTHUH, JIEYEHHETO ¢ AMOKCHLIAIMH/KNaBYIAHOBA KHCETHHA
He3abapHO TPAOBa Na ce MPeyCTAHOBH, Ja CE HATIPaBH KOHCYJITALUNA ¢ JIEKap M Ja Ce 3afo4He
NOAXOMAIIO JieueHNe. B To3u cmyuaii ca NpoTHBONOKAa3aHH AHTATIEPACTAJITHYHH JIEKAPCTBEHH
MPOMYKTH.

[To Bpeme Ha NPOABLIKHTEITHO JieHeHHE € IPEMOPLUMTENHO NEPHOIUYHO I C€ OLICHABAT OPraHHHTE U
CHCTeMHM (QYHKLMH, BIUTIOYMTENHO OBOpeuHaTa, YepHOApOOHATA H XeMOMNOETHYHATA HyHKIML.

Chobiapanu ca peikH cny4au Ha yan/KaBade Ha IPOTPOMOHHOBOTO BPEME NPH NMALHEHTH,
NEeKYBaHH ¢ AMOKCHUHWIIHH/KJIaBY/IAHOBA KMCeuHA. [1pH €IHOBPEMEHHO MPHIIOKEHHE C
AHTHKOATYNaHTH C¢ Halara NoAxoaao npocieaasare. Moxe na € Heo0XoauMO KOpUrdpaHe Ha

A03aTa Ha NEPOPATIHHTE AHTHKOAryJIAHTH 33 NOAXEPXKAHE Ha XKEJAHOTO HHBO Ha aHTHKOAaryjiauus (Bx.
TOYKH 4.5 1 4.8).

[Ipy nalMeHTH ¢ HaMaleHo OTAENSHE HAa YPHHA MHOMO PSKO € HabMIoAaBaHa KPHCTAYpHS
(BrIOUMTENHO OCTPO 6BOPEUHO yBpekaate), rIaBHO NPH NapeHTEPaHoO JdeueHHe. ITo BpeMe Ha
NMpujlarane Ha BUCOKH JA03M aMOKCHLHJIHH C€ MPEnopbYBa NOAABPKAHE Ha AOCTATHYCH NMPHEM HA
TEYHOCTH M OTACNAHE HAa YPHHa, ¢ LIEA A C€ HaMalM PUCKBT OT AMOKCULILWTHHOBA KpucTaypHi. I1pn
NAalEeHTH C KATETEP B MHKOUYHHA MeXyp TPA0Ba a ce MTPOBEkKa PEAOBCH BH3YAJICH KOHTPOA Ha
NMPOXOAHMOCTTA (BXK. TOYKH 4.8 1 4.9).

[1o Bpeme Ha eveHHE ¢ AaMOKCHUMIHH TPAOBA 1a ce U3NON3BAT EH3HMHH ITIOKO300KCHIa3HH METOAM
NPA H3CAEABAHE 32 HATHYHKE Ha [IOKO3a B YPHHATA, Thil KaTO ¢ HEEH3HMHHA METOAH MOXE Na ce
nonyy4at GanliHBoO NONIOKUTENIHH PE3yJITATH.

Hanuuuero Ha KiaBynaHOBa KucenuHa B AyrMeHTHH ES MoXke a NPHUKHH HecTieLinHuHO
cBbpaBane Ha Igl n anbymuHa ¢ MeMOpaHHTe Ha YepBEHHTE KPHBHH KIETKH, BOAELIO 10 (PallinBO
nonoxwureneH tect Ha Kymbe.

Hma crobiueHns 3a NONmKHTENHH Pe3yATATH OT TECTa, NPH H3Moa3BaHe Ha Platelia Aspergillus EIA
TecT Ha Bio-Rad Laboratories npu nauueHTH, npreMaliy aMoxcHUWIHH/KIABY/IaHOBA KACENHHA, 32
KOHTO Clie]l TOBA € YCTAHOBEHO, Ye HAMAT UHPeKIMA ¢ Aspergillus. Cro01araHu ca KpLCTOCAHH
peakuuH ¢ He-Aspergillus nonusaxapuau n nonudypatosu ¢ Platelia Aspergillus EIA Tect Ha Bio-
Rad Laboratories. CneioBaTeHO nofosKMTENHKH Pe3yITaTH OT TECTa MPH NALMEHTH, NpHeMaLIy
AMOKCHLIMJTHH/KNIAaBYIAHOBA KHCENHHA, Tpa0Ba Aa 64T TEIKYBAHH BHUMATEJIHO H Jd C€ NOTBLPAAT
ype3 APYru AMArHOCTHYHN METOAH.

Ayrments ES npax 3a nepopanHa cycneHsus chabpxka 2,72 mg acnapraM (E951) na ml, xoifro e
M3TOYHHK Ha QeHHnanaHyn. To3u nekapcTBEH MPOAYKT TpAGBRa 1a C¢ NPHAAra ¢ BHHMAHHUE MPH
NMALHEeHTH ¢ PEHHNKETOHYpHs. JIMNCBAT KAKTO KIHHHYHH TaKa K HEKTHHHYHU J3HHM 33 ynotpebara
Ha acnapraM NpH KbpMadeTa noa 12-ceqMHUYHA BB3pacT.




4.5 BianmopelicTBRe ¢ APYIH JeKAPCTBEHH NPOAYKTH H APYrH opMH HA B3anModelicTBHe

[lepopaiiHy aHTHKOAryJIaHTH

[lepopanHuTe aHTHKOAryIaHTH M NEHHLMIMHOBHTE AHTHOHMOTHIH Ca H3MO3BAHH LUIHPOKO B
npaKkTrKara 6e3 ¢hobimeHus 3a B3anMoneiicTeHe. Bunpekn ToBa, B NMTepaTypaTa HMa ONMCaHU
CIIy4aH Ha NOBHILICHO MEXKAYHAPOIHO HOpManu3upaHo ¢boTHOWERKE (INR) npH naumedTH Ha
MOAIBLPAKALIO JIEUYEHHE ¢ AUEHOKYMAapOJ WM BaphapHH H HA3HAUSHO NIeYeHHue ¢ aMOKCHLIWNKH. [Ipn
HeOOXOMMOCT OT €THOBPEMEHHO NMPUHIOKEHHE TpAOBa BHUMATEIHO Ja C€ MpOCIeAIBaT
MPOTPOMOHMHOBOTO BpeMe HIIH MEXAYHAPOAHOTO HOPMAJIH3HPAHO CHOTHOUICHHE NMPH 100aBAHE HITH
CNMUpaHe Ha aMOKCHUHIHH. OCBEH TOBa, MOXKE 1a € He0OX0AMMO KOPUIrHpaHe Ha Jo3aTa Ha
NEPOPAITHHTE AaHTHKOAryNaHTH (BXK. TOUKH 4.4 v 4.8).

MeTorpekcar

[TenuuMnUHKUTE MOXKE A4 HAMAIIAT EKCKPCLIMATA HAa METOTPEKCAT, KOCTO [a A0BCAEC 10O Bb3MOKHO
NOBHILNABAHE HA TOKCHYHOCTTA.

[TpobSenennn

EnHoBpeMeHna ynotpeba Ha npobenenna He ce npenopwusa. [Ipobeneuya Hamanssa 616peyHara
TyOynHa cekpelms Ha aMOKCHIMIKH. EaHoBpeMenHa ynorpe6a Ha npoGeHenna MOXe Aa 10BeAE 10
YABDKaBaHE HA HATHYHETO H MOBMIIABAHE HA HABATa HA AMOKCHLIWIMH B KPBBTa, HO HE H Ha
KJ1aByJIaHOBATA KHCEIHHA.

Muxkodenonar moderun

IIpu naunenTn, npueMaiin MuxodeHonat ModeTnn, ce chob1aBa 33 HaMANABaHe Ha MPEAAO30BaTa
KOHUCHTPAUMs Ha akTHBHUA MeTabonuT Mukodenonora kucenrHa (M®PK) ¢ npubausutenno 50%,
CJIe]l 3ar04YBaHe HA JICUCHHE ¢ NEpopaIeH aMOKCHLIMIHMH TUTIOC K1aBylaHOBa KHeeNHHa. IIpoMaHaTa B
NPeAn030BOTO HUBO MOXKE J1a HE NPEACTABA TOYHO NIpOoMeHHTE B o0uiaTa excrniozuuna Ha MOK.
[lopaau ToBa, OOMKHOBEHO He € HeOGX0/1MMa NMPOMAHA B 03aTa HA MHKOgeHO AT MO(ETHI NIpH
JUNCa Ha KTHHUYHA JaHHH 34 HapylueHa PyHKUMA Ha npyucankaTa. Buipekn ToBa, TpaOBa aa ce
H3BBPLIBA BHUMATEJIHO KAMHHYHO NPOCACRABaHE N0 BpEME Ha ISYEHHETO ¢ KOMOHHALMATA H MAJIKO
Clie/l 3aBbpIIBaHE HA AHTHOUOTHYHATA TEpanuA.

4.6 @eprTHINHTeT, GPEMEHHOCT H KLPMEHE

bpeMeHHOCT

IIpoyuBaHHA MPH )KHBOTHH HE NOKA3BaT NPEKH HIIH HETIPEKH BPEIHH BB3ICHCTBHSA BBPXY
OpemenHoCTTa, eMOPHOHATHOTO/GETANHOTO Pa3sBHTHE, PAKAAHETO HIH MOCTHATAIHOTO Pa3BUTHE
(BK. Touka 5.3). OrpaHn4eHH JaHHH 3a YTIOTpedaTa Ha AMOKCHILIHIHH/KIIaBy/IAHOBA KHCETHHA IO
BPSME Ha OPEMEHHOCT MPH XOpa He MOKa3BaT NOBHILIEH PHCK OT BpoAeHH Mandopmaumu. [Tpy
Npoy“BaHE [IPU XEHH C NPEATEPMHHAIIHA NIPEXKACBPEMEHHA pyNTypa Ha (peTanHaTa MeMOpaHa ce
CpOOIaBa, Ye NPOPHIAKTHHHOTO JIEYEHHE ¢ AMOKCHLIWIHH/KIaByIaHOBa KHCEJTHHA MOXE Jia ObJe
CBBP3aHO C NOBHILICH PHCK OT HEKPOTH3HpALLl EHTEPOKOAUT NMPH HOBOpoAcHH. [IpunoxeHuneTo Ha
aMOKCHLIIMH/K/IaByJIAHOBA KHCETHHA 110 BpeME Ha OpeMEHHOCTTa TpA6Ba Ja ce H30ATBa, OCBEH aKo

JICKapAT HE MPELIEHM, Ye € HeOOXOIUMO.
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KHCEJIHHA BEPXY KbpMaueTo). Beneacreue Ha ToBa, ca 8b3IMOXKHH AHapHa M reOHYHa nHekuua Ha
JIHFABHIINTE TIPH KbPMA4€TO, KOETO MOXKE A HAIOMKH MPEYCTAHOBABAHE Ha KBPMEHETO.
B13MOXHOCTTA 32 MOBHIIABAHE HAa YyYBCTBHUTENHOCTTA TPAOBA 1a ce BIEME MOl BHHMAHHE.
AMOKCHUMIHH/KITABY12aHOBA KHCEIHHA TPAOBa 14 Ce H3MON3Ba MO BPEME HAa KbPMEHE CaMo cel
MPELEHKA OT JIEKYBALL[HA JI€Kap Ha CLOTHOILICHHETO T10/133/PHCK.

4.7 EdexTn Bbpxy cnocoGHoCTTA 32 Wodapane B paboTa ¢ MAIIAAN

He ca npoBexaaHu npoyysaHns 3a epexTHTE BHPXY CNOCOGHOCTTa 3a WodHpane ¥ paboTa ¢ MALIKMHH.
Bbnpekn ToBa MOXeE J1a ce NOABAT HEXENAHH PeakLMH (Hamp. alepriuHy Peakuny, 3aMaiisane,

IbPUOBE), KOUTO MOFaT Aa MOBNHAAT cnocobHOCTTa 3a modMpane d pabota ¢ MaHHH (BXK.
TOuKA 4.8).

4.8 Hexenaln JJeKapCTBEHHA peaknuyd

Haili-uecto cro01uaBanuTe HexxenaH1 JICKApPCTBCHH pPCaKLHH Ca NHapHi, raAcHec H NOBPLLIAHE.

HexenaHuTe eKapcTBEHH peakUHH, NOAYYEHH OT KITHHHYHH MPOYYBaHHs H OT NIOCTMAPKETHHIOBOTO

Habmonenue ¢ Ayrmentun ES, ca n3bpoenn no-aony H ca kateropusxpans ceriaacHo MedDRA, no
CHCTEMO-OpraHeH Kiac.

HManonspana e cnegHaTa TepMHUHONOrKA 3a KNaCHHIMPAHE Ha YECTOTATA Ha HEXKCJIAHWTE
NEKapCTBERH PEaKLIMH.

Msoro yectu (21/10)

Hectu (=1/100 no <1/10)

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

Penxm (=1/10 000 oo <1/1 000)

Muoro peaxn (<1/10 000)

C HEH3BECTHA YECTOTA (OT HATMYHHUTE JaHHU HE MOXE Na HbJe HanpaBeHa OLIEHKa)

Hngegm} H nﬂgecmguu

KaHaumo3a Ha KOKATa H JIHraBULINTE YectH
CBpbxpacTex Ha HEYYBCTBUTECIIHM C HeW3BeCTHA YecToTa
MHKPOOpraHn3MH

Ha €HHA Ha KPLBTA M TUM(PHATA CUCTEMA

ObpaTnma neBkoneHHA (BKAIOUHUTEIHO Peaxu

HEVYTPONEHHS )

TpoMOouHTOnEeHUA Penku

ObparnMa arpaHynouuTO3a C Hen3BeCTHa YeCcTOTa
XeMOMHTHYHA aHEMHS C HeHM3BecTHa Yecrora
YIBIKaBaHE Ha BPEMETO HA KBPBEHE H Ha C HeH3BeCTHA YecToTa

npoTpoMOUHOROTO BpeMe!

Hapyuienus Ha HMyHHaTa cHcTeMa’

AHI'HOHEBPOTHYEH OTOK C Heu3BeCTHA YeCTOTA
AHajHnaKkcHa C HeU3BEeCTHA HYECTOTA
CunapoM, nogobeH Ha cepyMua 6onect C HeM3BecTHa yecToTa
XHNEePCEH3UTHBEH BACKYJIHT C HeusBecTHa yecTOTa

Hapviienus Ha HEPBHATA CHCTEMA

3aMaftHOCT Heuvectu
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['napobonue

Heuectn

ObpariMa XxunepakTHBHOCT

C HeH3BeCTHA YecToTa

Mepuose!

C HeuzBeCTHA YeCToTa

AcernTH4YeH MEHHAHTUT

C HEM3BeCTHa YecToTa

Cbggetmu HapyWIECHHS

Cuuapom Ha Kounis

C HeusBecTHA YECTOTA

CTOM&HJHO-‘IEEHH HApYLICHHS

Jnapus YecT
lanene? YecTn
[loBpbInaxe Yectu
Hapyiueno xpaHocmunane Heuectu

Konurt, ¢cBbp3aH C MpHIOKEHHETO Ha
AHTHOHOTHLM®

C Heu3BeCTHA 4ecToTa

EnTepokoniTeH CHHAPOM, NMPEAH3BHKAH OT
MPHEM Ha JIEKApPCTBOTO

C Heu3BeCTHA YECTOTa

OcTbp NaHKpeaTHT

C HEeH3BEeCTHA YECTOTA

HepeH , kocmat” e3uk (black hairy tongue)

C HeM3BeCTHA YeCToTAa

[TpoMsaHa B 1{BeTa Ha 3nOUTE?

C HEHZBECTHA YeCTOTAa

XenaToOHIHADHH HAPYILIEHH

ITospwapane va AST wwma ALT?

HeuecTu

Xenatut®

C Heu3BeCTHA 4eCcTOTa

XosecTaTHYHa XBJITeHHA®

C Heu3BecTHa 4ecToTa

HapyiiieHns Ha Koxkara W DOAKOXKHATA ThKaH’

Koxken o6pus HeuecTn
Copbex HeuectH
Y pTHKapHA HeuectH
Epnrema mynrudopme Peaku

Cunapom Ha CTHBBHC-XOHCHH

C HEU3BECTHA YeCTOTA

TokcHYHA enuaepMaiHa HEKPOIK3a

C Hen3BeCTHA YeCcTOoTa

bynozen ekchonHaTHBEH ASPMATUT

C HeH3BECTHA YeCcTOoTa

OcTpa reHepanM3uipaHa ek3aHTEMHA
myctynosa (AGEP)!

C HeH3BEeCTHA YECTOTA

MenuxameHTO3Ha peakius ¢ €03HHOPWIMS U
cucteMun cuMnTomu (DRESS)

C Heu3BecTHA YecTOoTa

Jluneapua IgA Gonect

(C HEH3BECTHA YeCcTOTa

Hapymienus Ha ﬁhﬁgegme M HKOYHHTE NHTHLIA

HurepcTHiManeH Hedput C HEeW3BECTHA YECTOTA
Kpucranypus (BIUIIOYMTETHO OCTPO C HeM3BeCTHa YecToTa
6n6peuso yBpexnane)®

'Bx. Touka 4.4

DAHH Upe3 MHEHE Ha 3h0UTe.

* [NosiBaTa Ha razicHe € NO-YECTO MPU NepopasieH MPHEM HA BHCOKH A03U. AKO Ce TMOABAT
pe€akuun OT CTPaHa Ha CTOMAIIIHO-UPEBHUAS TPAKT, T€ MOTAT Ja C€ HAMAJIAT ¢ NPHEM Ha
aMOKCHLIH/THH/KJIaBYJIAHOBA KHCEJIMHA 110 BPEME HA XPaHEHE.
? BKJIIOUMTENHO NMCeBAOMeGPAHO3eH KOIUT 1 XeMoparuuet konuT (BxkK. Touka 4.4)

4 MHOro paako e cho6IIABAHO 32 IOBBPXHOCTHA NPOMsIHA B LIBETA Ha 3b0HTE NpH Aela.
HoOpara xurveHa Ha ycTHaTa KyxHHa MOXe 1a IPENOTBPaTH NPOMSHATA B LIBETA Ha
Thi KaTro Tasn npoMsaHa 0OHYANHO MOXE fa ce OTC
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> ¥Mepeno nosumasase va AST w/umu ALT e ycTaHOBEHO NpH NaUHEHTH, IeKYBaHH ¢ Gera-
JIAKTAaMHH aHTHOHOTHLM, HO 3HAYEHHETO HA TE3H NPOMEHH HE € H3ACHEHO.

®TakHBa peakuuu ca YCTAHOBEHM H CJiE/l TIPUIOKCHHE HA JPYTH MEHUIMUIHHH 1
nedanocnopuny (BK. Touka 4.4).

7 AKO ¢€ MOABH ajlepryyed JSPMATHT, NedYeHUeTo Tpabea qa ce MpeycTaHOBH (BXK. TOUKa 4.4).
* Bx. Touka 4.9

?Bx. touxn 4.3 n 4.4

CrolilaBate Ha NIOAO3HpPAHH HEXENAHH PEAKLIHH

CovobmapaHeTo Ha NOAO3UPAHH HEXENAHH PeaKLUMY cliell paspelliaBaHe 3a ynorpeba Ha JIeKapCTBEHUS
MPOAYKT € BaXXHO. ToBa 11030482 Aa NPOABIKH HAOMIOAEHHETO HA CHOTHOLICHHETO MO3a/PUCK 32
NEKapCTBEHNI NPOAYKT. OT MEJULIMHCKHUTE CNIEHHANNCTH Ce H3UCKBA Ad ChoOLIaBAT BCAka
NOI034paHa HeXKENMaHa peaklMa Ha:

HanmennuTeNHa areHUMA no JeKapcTBaTa

yi. ,,Jdaman ['pyes” No 8

1303 Codusa

Ten.: +359 2 890 34 17

yeOcaiiT: www.bda.bg

4.9 [Hpepozupane

CHMIOTOMH H MPH3HALIKA Ha npeao3rupaHe

Moxe na ce HabmonaeaT CTOMALHO-YPEBHH CHMIITOMH M HapylIaBaHe HA BOAHO-CJIEKTPOITHTHHSA
Ganaxc. HabatonapaHa € aMOKCHLIWJIMHOBA KPHCTANYPHA, B HAKOH ciyuaH Bofelia ao 6u6peuna
HEAOCTAThYHOCT (BXK. Touka 4.4).

Moxe aa ce HabnoaaBart rep4yoBe Npy NALMEHTH ¢ HapylweHa ObOpeuHa GyHKLMS WIH NPH TE3H,
npHeMally BUCOKH AO3H.

HMa cpolluenus, Ye aMOKCHLIMITHH CE YTasBa B KATETHPA HA NMUKOYHHUS MEXYP, OCHOBHO Cle]
HHTPABECHO3HO NMpHJIaraHe Ha BHCOKH N03H. Tpabsa na ce npoBeKaa peJOBEH BH3YAJICH KOHTPOJ!

(BX. TOuka 4.4).

JleueHHe HA HHTOKCHKALIUS

CHMNTOMHTE OT CTPaHa Ha CTOMALIHO-YPEBHHA TPAKT MOTAT J1a CE IEKYBaT CHMITOMATHYHO, KaTO Ce
0OBpHE BHHMaHHE HA BOAHO-ENEKTPONHTHHA GanaHc.

AMOKCHIIH/IMH/KJIaBYTAHOBA KHCENNHA MOJKE 1A C€ OTCTPAHH OT KPbBoOGpalEHHETO vpe3
XEMOJHANH3A.

5. ®APMAKOJJOI'HYHH CBOMCTBA

5.1 ®PapmakogRHAMHYHE CBONcTBA

PapmakoTepaneBTH4HA rpyna; KoMOHHALMS OT NEHAUWIHHY, BKIIOUMTENHO DeTa-naKkTaMa3zHu
uHxuburopu; ATC koan: JO1CRO2.

MexaHH3bM Ha AcHCTBHE




AMOKCHLIWIHH € NIOJYCHHTETHYEH NEHHLWIHH (OeTa-nakraMeH aHTHOMOTHK), KOWTO HHXHOMpa eAuH
WJIH MOBeYe €H3HMH (YECTO HapHYaHH NEHULMJIHH-CBBLp3BallK npoTeMHH, PBPs) B nuTs Ha
6HocuHTe3aTa Ha DaKTepHANHHUA NIENTUAOIIHMKAH, KOHTO € ChLIECTBEH CTPYKTYPEH KOMITOHEHT Ha
OaxkrepuanHarta KieTb4Ha creHa. MHXHOHpaHeTO Ha CHHTE3aTa Ha MEMTHAOIIHKAHA BOAH A0

0TCJIadBaHE Ha KIIETHYHATA CTEHA, KOETO OOMKHOBEHO C€ NTOCNIEARA OT KJIETHYHO PasrpaXaaHe v
CMBPT.

AMOKCHUMWIHH € YYBCTBHTE/IEH KbM pasrpakAaHe oT OeTa-nakramMasure, MpoayLHpaHH oT
PE3HCTEHTHHTE DaKTepHH, NOPAAH KOETO, CHEKTHLPHT My Ha JeiiCTBHE He BKIIOYBa MHKPOOPTaHH3MH,
KOHTO MPOH3BEKAAT TE3H SHIUMHU.

KnaBynaHoBaTa KucennHa e 6eTa-nakraM, CTPYKTYPHO CBbP3aH C IEHHLITHHNHTE. T4 HHAKTHBUPA
HAKOH DeTa-NaKraMa3HH ¢H3UMM, KaTO N0 TaKBB Ha4HH NPEIOTBPATABA HHAKTHBHPAHETO Ha

aMOKCHLIMNTHH. KnaBynaHoBaTa KMCETHHA CAMOCTOATENIHO HE NPOABABA KJIHHUYHO NOJE3eH
antubakTepyaieH edexr.

Bpo3ka ¢papmakokHHeTHka-dapMakoHHAMHKA

BpeMeTo Hal MHHMMAaJIHAaTa NOTHCKaa KoHuenTpauus (T>MIIK) ce cumTa 3a OCHOBHHA ONpeaensin,
(axTop 3a e(PUKACHOCTTA Ha AMOKCULIWIHH.

MexaHu3MH Ha Pe3UCTEHTHOCT

,I[BaTa OCHOBHH MCXaHH3IMa Ha PC3HCTCHTHOCT KBEM aMOKCHl.[HJ'IHH){ KJIaBYNaHOBa KHCEJINHA Ca.

. HuaxTuBHpaHe ot Te3u Gakreprantu GeTa-nakramasy, KOMTO He ca HHXHOHpaHH oT
K/1aByJlaHOBAaTa KMCENHHa, BKAKYHTENHO Knac B, C u D.
. HsmeHenne na PBPs, koeto HaMansBa adHHHTeTa HAa aHTHOAKTEPHAJIHHA NPOAYKT KbM Taprera.

JInncara Ha nepmeabunuTeT HA GaKTEPHHUTE MM MEXaBH3MH Ha €PITYKC MOMIIATA MOTAT A2 OPUYHHAT
WJTH J]a NONpHHECaT 3a DakTepUanHaTa Pe3HCTEHTHOCT, oco0eHo npu I pam-oTpHuaTenHuTe SaxkrepuH.

["‘pannunu croiHOcTH (Breakpoints)

['pannunnTe croliHoctn Ha MITK (MIC breakpoints) 3a aMOKCHUWIHH/K1aBYJJaHOBA KHCEJTHHA ca Ha
EBponeHckya XOMHTET MO H3NHWTBAHE 3a YYBCTBHTEIHOCT KbM aHTHMHKpOGHHU cpeacTea (European
Committee on Antimicrobial Susceptibility Testing — EUCAST), Bepcus 12.
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MukpoopraHyusMH ["panuunu croiinocTy Ha MIIK (mg/l)
YyBCTBHTENHH < Pe3uCTEHTHH >
Enterobacterales npu HeycnoxHeHw 32! 32!
HHOEKLHH Ha MUKOYHHTE IThTHILA
Staphylococcus spp. 3abenexxa’>* 3abenexka’!
Enterococcus spp.? 41 g6
Crperrrokoks ot rpyni A, B, Cu G’ 3abenexxa® 3a6enesxka®
Streptococcus pneumoniae’ 0,5 1!
CTpenTokoky ot rpyna viridans’ 3abenexka’'? 3abenexka’'”
Haemophilus influenzae 0,001 2]
Moraxella catarrhalis 1! 1’
Pastewrella multocida 1! 1!
Burkholderia pseudomallei 0,001° 8
He-BHp0BO OTHacAIIH ce rpaHUYHA 21 8!
CTOHHOCTH

' 3a neANTE Ha H3NWTBAHETO HA YyBCTBHTETHOCTTA KOHLIGHTPALIMATA HA K1aBYJAHOBATA KMCEIHHA €
dukcHpaHa Ha 2 mg/l.

2 [ToBeyeTo S. aureus ca NPOYLECHTH Ha TICHHLIWIHHA3A H HAKOH CA METHLIITHH-PE3HCTEHTHH. U
ABaTa MEXaHH3Ma 'K NPaBAT PE3UCTECHTHH KbM OE€H3UNEHUHWINH, PEHOKCHMETIINCHRLHIHH,
aMIULUKITHH, AMOKCHI[WIHH, MHNEPaLWIHH H TUKApLUuauH. M3onaTuTte, KOUTO NPH H3NUTBaHE Ca
YYBCTBMTEJIHH KbM OE€H3WINECHHLWIHH H LIEQOKCHTHH, C& OTHHTAT KATO YYBCTBHTEJIHH KbM BCHUKH

‘neHHUIHHA. H3onature, KOMTO Npu M3NATBaHE ca Pe3UCTEHTHH KbM OEH3AINECHHLIINH, HO
YyBCTBHTEIHH KbM LIePOKCHTHH, Ca YyBCTBHUTEIHU KbM KOMOHHALMK OeTa-naKkTaM/HHXHOHTOP Ha
Oetra-nakTamasi, H3OKCA3ONHATICHHLIUTHHH (OKCALIMIHH, KIOKCAUMIHH, QHKTOKCALIMIUH H
Gyknokcalnii) H HapLwinH. [Tpy NekapcTBeny NPoayKTH, NPHEMaHK NEPOpaHO, Tpsabaa Ja ce
00bpHE BHHMaHHE Ha TOBA Aa C€ MOCTHIHE R0CTATbYHA eKCNO3HLUHMA HA MACTOTO HA HH(EKLIMATA.
HM3onaTuTe, KOMTO NMpPH U3NHTBAHE Ca PE3UCTEHTHH KBM LISPOKCHTHH, Ca Pe3HCTEHTHH KbM BCHYKH
NMEHHUUIHHA.

* [ToBeyeTo CTadUIOKOKH Ca HPOAYLIEHTH Ha NEHHLHIMHA3A H HAKOH Ca METHLUMIHH-pe3ucTenTHH. W
ABATa MEXaHHU3MA I} MPABAT PE3HCTEHTHR KbM OEH3UNTICHHLIMIHH, (PSHOXCHMETHINEHHLIANUH,
AMITHLIAITHH, aMOKCHIWJIHH, MMUIISPALMIHH H THKapUMNKH. KM HacTos1IUa MOMEHT HsiMa METO,
KOHTO MOXKE HAAEKAHO Ja OTKPHUBA MPOAYKIHA Ha MNEHHUWINHA3A BbB BCHYKH BHAOBE
CTaUIOKOKH, HO PE3UCTEHTHOCTTA KbM METHLHIIHH MOXKe Ja ObJie OTKpHTA C H3MO3BaHE Ha
HePOKCHTHH, KAKTO € ONHCaHO.

* UyBCTBUTENIHHTE KBM aMITHIBUIAH WAMOBE .S, saprophyticus ca mecA-oTpulIATEIHH U

YyBCTBHTC/IHH KbM aMITHLIWIIMH, AaMOKCHLITHH M munepaumivH (Cbe Wi 6e3 MHXuOUTOp Ha Oera-
NaKTaMasH.

> I'paHUUHUTE CTOMHOCTH 33 AMHHONICHUIWANHY NIPH SHTEPOKOKA CE OCHOBABAT HA MHTPABEHO3HOTO
UM npunoxeHHe. [1pu nepopaneH npueM rpaHHYHHTE CTOHHOCTH ¢a TIPHIIOKMMH CaMo 32
HH(PECKLHH Ha MHKOYHHUTE ITHTHINA.

® YyBCTBHTENHOCTTA KM aMITHLIKIMH, aMOKCHLIHITHH 1 nHMEpPaLWinH (Cb¢ HWIH 6e3 HHXHOMTOD Ha
bera-naKkramasu) Moxe Aa €€ OTUETE MO YYBCTBHTE/IHOCTTa KbM aMITHUMIHH. PE3UCTEHTHOCT KbM

aMITHLHIIHH Ce cpetlla HeuecTo npu E. faecalis (TpaGera aa 6bae notebpaena ¢ MITK tect), a ripu
E. faecium e obHuaiina.

" oGaBAHETO Ha HHXHOUTOP Ha GeTa-NaKTaAMa3H He HOBHLIABA KIMHHYHATA e
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KbM NEHHUWNHHHA CE OTYKTA N0 UYBCTBUTENHOCTTA KbM OeH3WINEHHLIANH, C H3KIIOMEHUE HA
(peHOKCHMETHINEHULIWIMH B H30KCA3OHINECHHLUWIHHHTE NPH CTPENTOKOKK OT rpyna B.

Pe3HCTEHTHOCT KbM OeTa-JlakTaMH NpH CTPENTOKOKH oT rpyna viridans. M3onatHre,

CTOMHOCTH (BKITIOYHTEITHO TE3H CbC ,,3abenexka”). M3onarHre, KATETOpU3IHPAHH KaTo

KBM OTAEAHHTE OeTa-1aKTaMy WM Aa ObAAT OTUETEHH KATO PE3HCTEHTHH.

MIIK < 0,25 mg/l) uyBCcTBHTETHOCTTA MOXKE /18 C€ OTUETE MO YYBCTBHTEMHOCTTA KbM
OEH3HINCHHULMIHH WTH aMITHLIWIMH, 33 H30/1aTH C NONOKATENECH CKPHHHHTOB TECT ¢
OeH3HNMEeHULIWINH (30Ha Ha 3aappKKa <18 mm wim MIIK > 0,25 mg/l) uyBcTRUTENHOCTTA Ce
OTYHTA 110 9YBCTBHTETHOCTTA KbM aMITHIIHJIHH.

*TIpH NOKa3aHHs, Paz/IMUHU OT MEHHHIHT, YyBCTBHTETHOCTTa HA CTPENTOKoKH ot rpynu A, B,Cu G

? Benswinenuunud (MITK unu RuckoBo-aHdY3HOHEH TECT) MOXKE /1 CE M3MO/I3BA 32 CKPHHHHT 3a

KaTeTOPU3HPaHH KATO HErATHBHH NPH CKPUHHHIA 33 PE3UCTEHTHOCT, MOXKE 113 € KOKIa/BaT KaTo
4yBCTBUTENHH KbM O€Ta-1aKTaMHHTE aHTHOHOTHLH, 33 KOHTO ¢a M30POECHH KNHHHYHH MPaHHYHH

NONTOAKHTENHH MPH CKPHHHHTA 332 PE3UCTEHTHOCT, TPAOBA Aa OLAAT TECTBAHH 32 YYBCTBHTEIHOCT

"9 3a u3onaTu ¢ OTPHLIATSNCH CKPUHHHIOB TecT ¢ OeH3MINEHHULMNHH {30Ha Ha 3aApbKKa > 18 mm HiH

Pa3npocTpaHeHneTo Ha pe3sHCTEHTHOCTTA MOJKe Aa BapHpa reorpa)ckit H BbB BPEMETO 33 ONpEACIEHH
BHOORC H € XKCIAaTeNHO Ja HMAa JTIOKaHA HHli)OpMaLlHﬂ 34 PE3UCTCHTHOCTTA, ocobeHo TMPH JCUCHUC HA
TeXKH uHbexunn. [Ipu neobxoaumoct TpaGBa Aa ce MOTLpPCH CHBETA HA EKCTIEPT, KOTATO JIOKAJTHOTO
pa3npOCTpaHEeHUE Ha PE3UCTEHTHOCT € TAKOBA, Y€ MOM3aTa OT JICKAPCTBEHUSA MPOAYKT MPH MOHE HAKOH

BUAORE HHDEKIMHK € IO, BBIPOC.

MMUKPOOPraHH3MH, KOHTO 00HYaHHO ca YYBCTBHTEIHH
AepoOuu ["'paM-noI0KHTENHH MHKPOOPraHH3MH

Staphylococcus aureus (meThumnur-gyBcTBUTENCH)S
Streptococcus pneumoniae’
Streptococcus pyogenes n npyrn 5eTa-XEMONUTHYHH CTPENTOKOKH

Aepobnu 'pam-oTpHilaTenHu MHUKPOOPTraHU3MH

Haemophilus influenzaé’
Moraxella catarrhalis

Buznose, npu KOUTO npHaoduTaTa PE3UCTEHTHOCT MOXeE /13 € ripobJiem
Aepobun I pam-oTpHIIaTETHY MUKDOOPraHH3MH

Klebsiella pneumoniae

MHuKpOOprasnIMH ¢ BPOJCHA PE3UCTEHTHOCT

AepobHu I pamM-0TpHLATENHH MHKPOOPTAHHIMH
Legionella pneumophila

Jpyru MHKpOOpPraHH3MH
Chlamydophila pneumoniae

Chlamydophila psittaci
Coxiella burnetti
Mycoplasma pneumoniae

$ Beuuki METHUMIHH-PE3UCTEHTHH CTAQWIOKOKH €A PE3HCTEHTHH KbM
aAMOKCHLIHIHH/KNIABYJ1aHOBA KHCENHHA.

' Tazu popMa Ha AMOKCHLMIIMH/KIIaBYIAHOBA KMCETHHA € TIOAXOANIA 32 JICYCHUE H
Streptococcus pneumoniae, KOUTO ¢a PE3UCTEHTHH KbM NEHULIWIMH CaMo 33 0100
nokasaHHusa (BX. Touka 4.1).
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2 [TlamoBe ¢ HaMaNEeHa YYBCTBHTEAHOCT €a AOKNAABAHH B HAKOH ctpanu B EBponieickus cbio3
¢ yecToTa no-eHcoxa ot 10%.

5.2 PapMakoKHHETHIRH CBOlCTBA

Abcopbuus

AMOKCHIIMIHH H KJIaBYJ1aHOBATa KMCEITHHA C€ IMCOLMHPAT HAITBJIHO BBB BOJCH pasTEOp ¢
(puznonornyno pH. J{Bere akTHBHH BewecTBa ce aGcopbupar 6Bp30 1 J0Ope cnea nepopaiHo
npunoxenue. Cien nepopanto npuiokeHne SHOHANMYHOCTTA Ha AMOKCHLIIIHH M Ha KN1aBy/1aHOBaTa
Kucen#Ha € npubnnsurensao 70%. [DiasmeHHTe npoduns Ha ABETe AaKTUBHH BELIECTBA Ca CXOAHM H
BPEMETO 3a JIOCTHFaHe Ha BbPXOBA IIa3MeHa KOHLUEHTPAUHA (Tmax) H IPH ABETE € NPHOIHUIHTEIHO
€IH1H Yac.

[lo-pony ca npeacrasenu cpeaum (+ SD) papMakokuHeTHunu napaMeTpu 3a AyrMeHTHH ES,
NpUIOXKCH B A03a 45 mg/3,2 mg/kg Ha Bcexu 12 yaca npu neaHaTpHYHH NALIHEHTH.

JlexapcTBeHa Crnax Tonax * AUC g9 T1/2
$opma (ug/ml) (h) (ug./ml) (h)
AyrMmentsl ES AMOKCHIHJIMH

B 1034 15,7 2,0 59,8 1,4
45 mg/kg + 7.7 (1,0-4,0) + 20,0 + 0,33
AMXn 3,2 KnaBynanosa kucenuta

mg/kg CA Ha 1,7 1,1 4,0 1,1
BCEKHU 12 daca +0,9 (1,0-4,0) +1,9 + 0,29
AMX - amokcnunnnH, CA ~ KJIaBYJIaHOBA KHCE/HHA

* Meanana (oOxaar)

CepyMHMTE KOHLIEHTpalMK Ha aMOKCHIIMIHH H KIABYJIAHOBATA KHCEIMHA, JOCTHIHATH C
AMOKCHLIW/IMH/K/IaBY1aHOBA KHCEJIMHA, Ca CXOIHH C TE3H CeJl EPOPAIHO MPUIIOKEHHE Ha
SKBHBANICHTHH JO3H OT CAMOCTOATENHO MPWIOKEHH AMOKCHLIMITHH M/TH KJIaBYJIAHOBA KHCE/THHA.

Paznpenenenne

Oxono 25% oT 0610To KONHYECTBO HA KIABYNAHOBATA KHCENWHA B Iasmata 1 18% ot obmoro
KOJIHYCCTBO Ha aMOKCHLIH/IHH B IJIa3MaTa ¢a CBbpP3aHH C NpoTeuHH. [TpuBuaHuaT obem Ha
pasnpeaenenue ¢ okono 0,3-0,4 Vkg 3a amoxcuinui 1 okodo 0,2 kg 3a K1aByaHOBaTa KUCEHHA.

Chnen HHTPaBEeHO3HO NPWIOKEHHE, AMOKCHLIMJIUH H K/1aBY/TAHOBA KHCEJIHHA €€ YCTAHOBABAT B
AUTBYHHA MEXYP, KOPEMHATA ThKaH, KOXAaTa, MACTHATa TbKaH, MyCKYJIHHTE¢ ThbKaHHW, CHHOBHANHAaTa U
NEPUTOHCATHATA TEUHOCT, XUTHYKATA H THOHTA. AMOKCHLIWIHH HE ¢€ Pa3peaeas AOCTATbYHO B
HepeOpocIHHAIHATA TEUHOCT.

OT npoy4BaHHs NpH MBOTHH HAMA J0KA3ATE/ICTRA 32 3HAYMMO 3abpXKaHe B ThKAHHTE Ha
JIEKapCTBCHO-TIPOH3BOJHH BEWIECCTBA 32 HUKOA OT JBeTe ChCTaBKH. AMOKCHLIMWIKH, ToAOOHO Ha
MOBEYETO NCHULIWINHH, MOXKeE 1a C€ YCTaHOBH B KbpMara. CiieaM OT KIaBYJIaHOBAa KHCEIHHA CHILLO
MOraT Ja C€ OTKPHUAT B KbpMata (BiK. Touka 4.6).

JlokasaHo €, Ye aMOKCHLIWIMH W KJIaByNaHOBaTa KHCEIMHA NPEMHHABAT NPE3 MalleHTapHaTa GapHepa
(8XK. TOuka 4.6). |
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buorpancgopManus

AMOKCHLIWIHH €€ KCKPETHpA YaCTHYHO B YPHHATA KaTO HEAKTHBHATA NMEHHUANOSBA KHCE/IHHA B
KOJIMYeCTBA, eKBHBANCHTHH Ha 10 1o 25% ot HavanHara no3a. KnaBynaHoBaTa KHCeJIMHA Ce
MeTa00IH3NPA €KCTEH3NBHO TPH YOBEKA H CE OTAEIIA B YPHHATA M H3NPAKHEHHATA, A KATO
BBbINIEPOACH AHOKCH B M3WIIBAHKA BBL3AYX.

EnuMuHrmnpane

OCHOBHHAT ITHT HA €IMMHHUPaHE HA aMOKCHLIW/IMH € npe3 GbOpennTe, A0KATO KIaByIAHOBATA
KUCENIHHA Ce e/IAMHHAPA KaKTO N0 ObOpeUYHH, TaKa 1 1O HABBHOBOPEUHH MEXAHH3MH.

AMOKCHUHIHH/KNABY/IaHOBA KHCEIHHA HMA Cpe/ieH eIMMHHALMOHEH NONYKKBOT OT NPHONH3UTENHO
€AHH Yac H cpeficH ofll KWiHpkHC npubnuzuTento 25 I/h npu 3apasn naua. Mpubansurento 60 oo
70% oT aMOKCHUHIHH H TpHOaM3HTENHO 40 10 65% OT KNaByJIaHOBATA KHCEJIHHA C€ EKCKPETHpaT
HENPOMEHERH B YPHHATA Mpe3 TbPBHTE LLECT Yaca chel NpunoxkeHue Ha eAHHHYHA 1032

AyrMeHTHH 250 mg/125 mg unu Ayrmentun S00 mg/125 mg tabnetku. B HAKOMKO Npoy4BaHui €
YCTaHOBEHO, U¢ YPHHHATA eKCKpelrs € 50-85% 3a aMOKCHUMIHH H Mexay 27-60% 3a KiaBynaHoBaTa
KHCEJIMHA 3a NepHOA OT 24 yaca. 3a KIaBYJIAHOBATA KHCE/THHA, HAM-TOJIAMO KOJIHYECTRO OT |
NIEKAPCTBOTO ¢€ €KCKPETHPA Npe3 bPBUTE ABA 4aca Cllel NPHIOKEHHE.

ENHOBpEMEHHOTO NpHIOKEHHE Ha Npo0eHeUMl 3a0aBa EKCKPELMATA Ha AMOKCHIIIIKH, HO He 3a0aes
OBOpeyHaTa eKCKpELHA Ha Ki1aByIaHOBATa KHCENHHA (BXK. Touka 4.5).

Bn3pact

EM{MHHALMOHHHAT NONYKHBOT Ha aMOKCHLIWIHH € NoA00EH NPA ACLA HA BB3pacT OKOMo 3 Meceua 1o
2 TOJIHHH H AIPH NO-TOJIeMH Aela H Bb3pacTHY. [Ipy MHOTO MankuTe fena (BKIIOUHTENHO
pekaeBpeMeHHO poieHH OebeTa) npes mepBaTa CeAMULIA OT KHBOTA HHTEPBAILT HA MpUIaraHe He
Tpa0Ba Aa HAOXBBPJIS NPUIAraHe JBa MbTH JHEBHO MOPaAM HE3PATIOCT Ha GBOpeuHHs MbT Ha
CITHMHHHpaHE. ThH KaTo NpH NaLMEHTHTe B CTApYecKa Bb3PAcT CHLIECTBYBA N0-TOMAMA BEPOATHOCT
Aia UMaT HaMajleHa OB0peuHa PyHKUUA, € HeoOXOAHMO BHHMaHHE NPH H300pa Ha K03aTa H MOXKeE J1a €
MONE3HO Aa ce npociaeasasa 0x0peuHaTa GyHKLHA.

[lon

Cnen NCpOopalHO NPHUIIOKCHHUE HA amoxcnunmmfmanynaﬂona KHMCEJIHHA IipH 3JpaBH MbKE H JKCHH
NOJdBT HC € OKa3all BHAYHMO BJIIHAHHE BbHPXY (])apMaKOKHHET HKaTa, HUTO HAa aMOKCHIIHJIHH, HUTO HA
KJIABYNaHOBaTa KHCCIIHHA.

brOpeunHo yBpexkaaHe

OBHAT cepyMeH KIHPBHC Ha aMOKCHLIMIMH/KIaBYJIAHOBA KMCE/THHA HAMAIABA NPONOPLHOHAIHO C
HamansBaHeTo Ha OBOpeunaTa pyHkuua. TloHHXKaBaHETO Ha JIEKAPCTBEHHA KIHPHHC € MO-H3pa3eHo 3a
AMOKCHLM/THH, OTKOJIKOTO 33 KJI8BYJIAHOBATa KHCENWHA, Thil KaToO MO-rOJsMa 4acT OT aMOKCHLHITUH C€
ekckpeTHpa npe3 61x0peunte. [Topaau Tasu npuuKHa Ao3HpaHeTo npH 6uOpeyHo yBpexkaaHe Tpabea
Aa [peNOTBPATH NMPEKOMEPHO HATPYNBAHE HA AMOKCUIIWINH, KATO €AHOBPEMEHHO C€ MOAAbPXKAT
MOAXOJASIIH HHBA Ha K/IaByJIaHOBATa KUCE/IHHE (BXK. Touka 4.2).

YepHonpoOHO YRpeXIaHe e

Jo3upaneTo Npu MaUHEHTH ¢ 4ePHOAPOOHO YBpeXaHe TPAOBA 1a ce UIBHPILIBA aHHe M~ - O, \
uepHOAPoOHaTa GYHKLNA Aa Ce Npoc/eaBa PEAOBHO. ’
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5.3 HpeaxkiRHHYHH JANRH 3a {e300aCHOCT

HexknMHuYHUTE JaHHM HE TIOKa3BaT 0COOEH PHCK 3a X0paTa Bb3 OCHOBA Ha NPOYYBaHMs 3a
¢apmakonoryuHa 6€30NacHOCT, FEHOTOKCHYHOCT W PENPOAYKTHBHA TOKCHYHOCT.

npﬁquﬂHHﬂ 34 TOKCHYHOCT IIPH MHOTOKPAaTHO NpUJlaraHe, mMpoOBCACHH NMPH KYYETa, €
amokcnuﬂnuﬂfmasynaﬂom KHCCIIHHA NOKa3BaT CTOMAaIHO ApasHeHe H MOBPBUIAHE, KAKTO H ITpOMAHa
B LIBCTA HA C3HKA.

He ca npoBexaaHu npoyuBaHus 33 KAPLUHHOTEHHOCT C aMOKCHLIMIHH/KNABYIAHOBA KHCENMHA.

6. DAPMAIIEBTHYHH JAHHHA

6.1 ChnHehK HA IOMOIMHHTE BelleCTBA

Acnapram (E951)

Kcanranosa rymMa

CHNHLKEB AHOKCHA

Kononaen 6e380aeH CHIMIIHER AHOKCHA

HarpHeBa kapObokcHMeTHmienynosa

H3kycTseH apoMaT Ha CMETAHEHO-ArOA0B KpeM (CLABP:Ka MAITOACKCTPHR)

6.2 HecneMecTHMOCTH

Henmpunoxumo.

6.3 Cpok ua roguocr

[Ipax 3a nepopanHa cycneHsus: 2 roaWHH

Cnen npHroTesHe, cycneHsuaTa Tpatpa na ce coxpasasa npu 2°C — 8°C (o 6e3 na ce 3aMpa3aBa) B
pamMkuTe Ha 10 aHM.

6.4 CpoennanEu YCIOBHA HA ChXPaHEHHE

[a ce cbxpaHsBa B OpMrHHaNHaTa ONAKOBKA, 3a Aa ¢e Npeanasy oT eaara. J[a He ce cbxpaHaBa

nan 25°C.

3a yCNOBHATA HA ChXPaHEHHE HA NIPHIrOTBEHATA CYCTIEH3HA, BXX. TOUKa 6.3.

6.5 Baa H chIbpKAAHE HA ONAKOBKATA

byTHNKH OT MpO3payuHo CTHKIIO, ChabpKalliM npax 3a npuroreaxe Ha 50 ml, 75 ml, 100 ml wau 150 ml
nepopanHa CyCneH3ud, ¢ ITacTMacoBa 3alMTEHa OT ACUA Kanayka H ¢ OTCTPaHABALLO ¢ 3aleyarBaHe,
MOKPHTO ¢ QosIio, BEPXY 0TBOpa Ha OyTuikata. OnakoBkaTa MOXKe Jia ce JOCTABA C MIaCTMacoBa

- MEPHTEJIHA JTHKHYKA,

He BcHUkH BHIOBE 01aKOBKH MoraT Aa 6baaT mycHaTH B mpoaakoa.

6.6 Chnennajnu NpeANa3HK MepKH NPH HIXBLPJIAHE H patoTa

[Ipean ynotpeba nposepere aanu 3ane4aTBaHETO, MOKPUTO ¢ (POTHO, BBPXY O
€ Hapyiueso. I1pu npuroteaHe paskiarere OYyTHIKATA, AOKATO NPAXET BETPE
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cBODOIHO M OTCTpPAHETE 3aMeYaTBaHeTo OT OTBOPA Ha OyTHnkaTa. [Tpnbasere HeobxoauMus obem
BOJIA (KAKTO € NOCOYEHO Nno-A0iy). 3atsopere GyTHiIKaTa, OOLPHETE 4 M 4 paskiarere a00pe.

KonuyecTBO Ha aKTHRHOTO ObemM Bona, KoiTO 113 ce KpaeHn o6em Ha npuroreeHara
BELIECTBO B 1030BA npubaBy IpH DPUrOTBAHE HA nepopansa cycnensus (ml)
EAUHNLA cycneHzuaTa (ml)
50 50
600 mg/42,9 mg/5 m] ;g 17050
135 150

Jpyr HauHW Ha NPUIOTBAHE € Aa HAITBIHHTE HYTHAKATA ¢ BOJA MAJIKO MOJ O3HAYEHHETO BHPXY
€THKeTa Ha OyTHnKara. 3aTBopete OyTHIKATa, 0OBpHETE A W A pasknarere noope. Cnea ToBa
JAOITBIHETE C BOJAA TOYHO JIO O3HAYEHKUETO. 3aTBOopeTe OyTHNKaTa, o6bpHETE 1 U OTHOBO 4 pa3KiaTeTe
nodpe.

PasknaTere OyTHikata nobpe npeaw npHeM Ha Bedka 1034,

HeusnonssaHMAT EKapCTBEH NPOAYKT WM OTNAABYHHUTE MATEPUAITH OT HEro TpAOBA a ce U3XBBHPIAT
B CbOTBETCTBHE C MECTHHTE H3HCKBAHHA.

7. IIPHTEXATEJI HA PASPEINIEHUETO 3A YIIOTPEBRA

GlaxoSmithKline Trading Services Limited

12 Riverwalk,

Citywest Business Campus,

Dublin 24,
Hpnanans

8. HOMEP(A) HA PAZPEIIIEHUETO 3A YIIOTPEBA

Per. Ne 20050447

9. JATA HA ITBPBO PA3SPEIIABAHE/TIOAHOBABAHE HA PASPEINIEHHUETO 3A
YIIOTPEBA

JaTa Ha mepBo paspemasane: 23 asryer 2005 r.
JaTta Ha nocneaHo nogHosasane: 21 maii 2015 r.

10. JOATA HA AKTYAJIM3UPAHE HA TEKCTA
06/2023
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