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1. HME HA JTEKAPCTBEHMSA ITPOAYKT BG/MA/MP -

wdbrittasranapnsnsnennttiisansrnaf susratanaenairrarraeraitriren.-

Ocnamoxkc 500 mg pumMupaHu TabeTKH
Ospamox 500 mg film-coated tablets

2. KAYECTBEH H KOJIHYECTBEH ChCTAB

Besaxa punMupana Tabnerka chabpxa 574 mg aMOKCHIDUIME TPHXHIPAT, KoiiTo chorBercTBa Ha 500
mg aMOKCHIIHIIHH (amoxicillin).

3a TEIHEA CIHCHK Ha IMOMOHIHHTE BEIIECTBA BHXKTE TOYKa 6.1

3. JEKAPCTBEHA ®OPMA
DunMHpany TableTkH.

OunmupanuTe Tabnerky ca 6enu o 61e10ABITH, OBAAHH, ABOHHO WINBKHANH, C ACIHTENHA YepTa oT
BCAKA CTpaHa.

TaGnerkara Moxke na OnIe pa3ejicHa Ha IB€ paBHH INOJIOBHHH.

4. KIMHUYHHA JTAHHH
4.1 TepaneBTHYHH NOKAAHAS

OcnaMoKc e oxa3aH 3a JieYeHHe Ha CIIeIHHTE HHPEKIMHA IIPH Bb3PAcTHH ¥ Jena (Bxk. Toukn 4.2, 4.4 u
5.1): ' ' '

OcTrp HakTepHalieH CHHYHT .
OcTBp OTHT Ha CPETHOTO YXO
. OCTBp CTPeNTOKOKOB TOH3MWINHT H (hapHHTHT
Octpu exzanepbauny Ha XpoHH4EH OpPOHXHT
ITueemMonud, npunoOHTa B 00INECTROTO
OcThp uucTHT
Bescumnromna axtepuypus no BpeMe Ha SpeMeHHOCT
Octep nuenonedprT
Tuadouana u napatudougHa Tpecka |

e o & & & & & » »

Abcuec Ha 3p0HTE ¢ PasMIpPOCTPAHABAL C& LEITYIIHT
Hadexnmu cie CTaBHO NPOTE3APaHES

Epanuxaims va Helicobacter pylori

Jlaiimcka Gomect

OcnaMokc e moxazaH CBHIIO 33 npod)mlama_]ca Ha eHAOKapIHT.

Tpabsa na ce o0bpHe BHUMaHHE Ha OQHIMATHITE YKa3aHUA 33 IPABWIHATA VII
aHTHOaKTepHANHH CPEeCTBa.

4.2 JI03HpOBKA H HAYHH HA HPHJIOACHHE



O3MPOBKa
3a w3bopa Ha no3ara na OcaMoKc 3a TedeHHe Ha OTIE/THATA HHEKIHA TPAOBA Ja Ce MMa TIPe/IBH:

. OYAKBAHHTE [IATOTE€HH M BEPOATHATA MM YyBCTBHTEIHOCT KbM aHTHOAKTEPHANHH CPelcTBa (BK.
Touka 4.4)
TEXKECTTa H MACTOTO Ha HHeKHATa
BB3pAcTTa, TErNoTo M 6B0peuHara QyHKUMA Ha TIANHEHTA, KaKTO € MOCOYEHO I0-Iomy

Ipoab/mKHTETHOCTTA HA NeUSHHETO TPAORA A ¢ ONPEAEsA OT BIIA HA HH(EKIHATA H OT
MOBMMABAHETO HA NAlMEHTa, W 00HYaiiHO TpsOBa 13 Ohe B3MOKHO Hali-kpaTka. Hakon vHbeKInH

HANAraT no-rojisMa NPoAKDKHTENHOCT Ha JleueHue (Bi. To4ka 4.4 OTHOCHO npollm(m‘efma

Tepars). ’

BrapacTan B aeua > 40 kg

IHokazanne*®

Hoza*

OcTsp GakTepHaneH cHHYHT

bescAMIITOMHA DakTepHypHa IO BpeMe Ha
OpeMeHHOCT

OcTtbp nuemonedpur

Abcuec Ha 3p6HTE ¢ pa3npocTpansBall ce
UENTYJIHT

Octop mucTHT

250 mg a0 500 mg Ha Bcexu 8 yaca wiH 750 mg
mo 1 g Ha Boekd 12 qaca '

Tpu Texxkn undexuun 750 mg 1o 1 g Ha Beeku 8
yaca

OCTBpP WHCTHT MO3Ke Ja ce JIEKyBa ¢ 3 g JiBa TbTH
IHEBHO B NIPOBIDKECHHE HA €(HH JICH

OCTBp OTHT Ha CpeAHOTO YXO

OcTBp CTPENTOKOKOB TOH3HIHT H apHHruT

OcTpu exzanepbalyy Ha XPOHAYEH OPOHXAT

500 mg Ha Bceku 8 waca, 750 mg no 1 g Ha BcekH
12 uaca .

Tipu Texxu mudexan 750 mg go 1 g na seekn 8
vaca B npo;mmce}me Ha 10 gum

ITHerMoOHNA, TpHaoOuTa B O0LIECTBOTO

500 mg no 1 g Ha BcekH 8 Jaca

Tudonana u mapatucoraHa Tpecka

500 mg o 2 g Ha Bcekn § Jaca

Hudexupm cnej cTaBHO NPOTE3HpaHe

500 mg no 1 g Ha Bcexu 8 yaca

IMpodunakTixa Ha eHAOKAPAUT

2 g nepopanHo, eaHoxpaTHa Ao3a 30 a0 60
MHHYTH IIpeIH Ipoueaypata

Epapuxanns Ha Helicobacter pylori

750 mg no 1 g 1sa METH QHEBHO B KOMOHHALMA ¢
HHXHOWTOp HA NPOTOHHATA TIOMIA (Hamp.
OMENpaz0Jl, TAH30NPA30N) H APYT AaHTHOHOTHK
(Hanp. KJIapUTPOMHLIMH, METPOHH/IA301) B
NPOIBIDKEHHE HA 7 JHH

Jaiimcka Gonect (B Touka 4.4)

Panen cranmii: 500 mg fo 1 g Ha Beexu 8 yaca 1o
MAKCUMYM 4 g/AHEBHO, pa3lieieHy Ha OTAEIHH
703 3a 14 nuua (10 go 21 axm)

Knbcen cramuii (cncTéMHH yBpexaanna): 500 mg

Ao 2 g Ha BCEKH 8 9aca JIo MAKCHMYM 6 g/nHeRHoO,

pa3fieNneHn Ha OTACTHH J03H B IIPO, Ha
10 1o 30 nguu ]&ﬁ&nﬂ no,

* Tpadsa aa ce 0ObpHe BHMMaHHE HA OHIMATTHATE YKAa3aHHA 32 JICYECHHE 33 chccﬁ

N

Jena <40 kg

Jenara MoraT na GbJIAT JIEKYBAHH ¢ AMOKCHITHIHH KATICYJIH, JHCTICPrHpaLH ce 4

HJTH caurera.
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OcnaMokc NeHaTPHYHA CYCTICH3HA Ce IIPENopBHBa PH Jeua noj 6-MeceqHa Bb3pacT.

1Ipu gena ¢ TenecHo Terno 40 kg win nosede TpaGra Aa ce NpeAMCBa 403aTa 33 B3PacTHH.

Hpenopvuumennu do3u:

Hokazanne* Hdoza®

Octop bakTepuaneH CHHYHT 20 no 90 mg/kg/nHesHO, pasneneHy Ha OTAETHA
OCTBp OTHT Ha CPETHOTO YXO no3u*

TIHeBMOHHA, NPHAOGHTA B 0GMECTBOTO

OCTEp IHCTHT

OcTHp nHenoHedpuT
Abcuec Ha 3u0MTE ¢ pasnpoCTpaHABAL C&

UEITYJHT _ 7
OCTBp CTPENTOKOKOB TOH3HITHT U (hapHHIHT | 40 no 90 mg/kg/mHenHo, pasneneny HA OTIOCITHA
' nosu*
Tudounxa u napatudonnHa Tpecka _ 100 mg/kg/nHeBHO, pa3gencHH Ha TPH OTAEIHH
aosu*
Mpodunakrika Ha eHAOKAPAKUT 50 mg/kg nepopanHo, exHokpartHa ao3a 30 no 60
_ MHHYTH OpEan npolenypara ]
Jlafimcka Gonect (Bik. Touxa 4.4) Panen ctaamii: 25 no 50 mg/kg/mueBHo, ‘

pa3/iclICHH Ha TPH OTJC/IHH J03H B IPOABLKEHAE
Ha 10 mo 21 mum

Kncen cranmnii (cHeremnd yBpexxgarmi): 100
mg/kg/nHEBHO, pas/ie/icHH Ha TPH OTACTHH J03H
B mpogb/pkenne Ha 10 go 30 nxu

+ Tpabea na ce 06bpHe BHHMaHHe HA OQHLMATHHTE YKA3aHHA 32 NTeUeHHE 3a BCAKO NoKazaHue,

* CxeMH ¢ MpHAaraHe ABa ITbTH JHEBHO, TpAOBa 1a ce 0OOMHCAT, caMO KOraro /103414 € B ropHaTa
I'paHMLIA.

Crapuecka BEIPACT

He CC CHHTA 34 Heo0X0IHMO KOpHTHPaHE Ha J03aTa.

BrnOpeuno yepexaane
Cxopoct Ha BuapacTus 1 gena > 40 kg Jlena < 40 ke"
TIOMepyJaHa
. pHATpauRA
(GFR)
(ml/min)
no-pacoKa o1 30 HE C¢ Hayara KOpHrupaHe HE Ce Hajlara KOpHrupaHe
10 1o 30 makcumyMm 500 mg npa et | 15 mg/kg, mpunoxenn fBa HTH JHEBHO
IHEBHO (MakcumyM 500 mg ABa ITHTH JHEBHO)
no-pucka ot 10 MakcumyM 500 mg/nuesHo 15 mg/kg, MpHNOXKEHH KATO €IHOKPATHA
: : HOHEBHA 1033
(maxcumMyM 500 mg)

# IIpu no-rongmMarTa 4acT OT CIAYYAHTE C€ NPEANOYNTA NAPEHTEPAITHO JICUCHUE.
Ipu nayuenmu na xemoduanuza

AMOKCHIIMAHH MOXKe JIa ce OTCTpaHH OT Kp’]:BOOﬁ]JaIHeH]{eTO Hpe3 XeMOZHaH34a.

| I Xemoanaan3a




| Bu3pacTaa H aena >40 kg 15 mg/kg/nHEEHO, MPHIOKEHH KaTO SJHOKPATHA JHSBHA [03a.

Tpenn xemonuaiuza TpAOBa Na ce IPHNOKH €HA AOMLIHHTETHA
no3a ot 15 mg/kg. C uen ga ce BR3CTaHOBAT IHPKYJIATOPHHTE
NeKapCTBEHH HUBA, TPAOBA 12 ce NPHIOKH Ole eHa A03a oT 15
mg/kg clel XeMOAHAIH3AaTA.

IIpu nayuenmu na nepumoneania Ouanuza
Makcumym 500 mg aMOKCHIIMIHH JHEBHO.

Yepuo HO VB aAHE

Tpabea na ce 103upa C MOBHLICHO BHUMAHHE H A C6 MOHATOPHPA PeAOBHO YepHoApoOHaTa PyHKIHA
(k. Touxa 4.4 u 4.8).

Haumyi #a npunoxkeHue
Ocnamokc e npeqHa3HaveH 3a nepopaiHa ynorpeba.
Abcop6unara Ha OcnaMokc He ¢e TIOBJIMABA OT XpaHa.

JleueHHETO MOXKE A2 3aMOYHE MAPEHTEPAIHO CHINIACHO MPEMOPBKHTE 3a JOUpPaHe Ha HHTPaBeHO3HATA
dopma ¥ a IPOXKIDKH ¢ nepopanHa hopMa.

ITornbmaitre TabneTkHTe LeNH Ge3 /1a 'A CUYKBATE HIH CABBKBATE.
Ipuemaiire Tabnerkure ¢ Boga Ges Ja ce CABBKBAT.
43 IIpoTHBOROKAZAHHAN

CBpPBXUYYBCTBHTEIIHOCT KbM aKTHBHOTO BEILIECTBO, KbM HAKOH OT NEHHLIWITHHITE HIH KEM HAKOE OT
MOMOINHHTE BemecTBa, H30PoeHH B Touka 6.1,

AHamuesa 3a TeKKa He3afaBHA peaKIMA Ha CBPBXIYBCTBHTEHOCT (HaIp. aHaIaKCHA) KbM JIPYTO
feTa-TaKTaMHO BeLIecTBO (Hanp. uedanocnopuy, kapbaneHeM Wil MOHOOaKTam).

4.4 CrengBajBn npexynpexkiedns H Npelna3Hd MePKH NPH yOOTpeba

Peaxipin Ha CBpBXUVBCTBHTEIHOCT

TIpenn 3anmouBaHe Ha JICUEHHE ¢ aMOKCHLFIHH, MalMeHTHT TPAOBa fa Oblie paslHTaH BHHMATEHO 33
NpeIHIUHH PeaKi[HH Ha CBPBXYYBCTBHTENHOCT KbM NEHHIIHAH, HedanocnopaHy Kk apyru 6era-
JIaKTaMHH NPOAYKTH (BAK, ToukH 4.3 1 4.8).

CeprO3HH H NOHAKOra (aTaTHA PEAKLHHA HA CBPBXUYBCTBHTEHOCT (BKTIOYHTETHO aHadHIAKTOMTHH
M TeXKKM KOXKHH He)XeNaHH PEaKumM) ca Cho0IABAHM NPH MALMEHTH, JIEKYBAHH ¢ NEHHIUTHH.

. BB3MOXKHO € ChINO peaKiHuTe Ha CBPBbXMYBCTBHTENHOCT 1 POrpecHpar 10 CHEAPoM Ha Kounis —
CEpPHO3HA ATICPTHYHA PeaKLIi, KOATO MOXKE Aa noBeae 10 HHBApKT Ha MHOKapaa (Bx. Touka 4.8). [To-
BEPOATHO € TE3H PEAKIHH 2 C¢ MOABAT IIPH JTHIA ¢ AHAMHE3a 32 CBPBXIYBCTBHTE/IHOCT KbM
NICHAIWINH WIH NIPH aTonuuHu una. [Ipn nodsa Ha anepruuna peakiHd JICUSHHETO ¢ AMOK
TpabBa Ja ce NPeyCTaHOBH H Ja e Ha3HAYM MOAXOAAINA AITEPHATHBHA TEpaIHs.

Hma cBoOIeHA 33 SHTEPOKOIHMTEH CHHAPOM, NPeIHIBHKAH OT TIPHEM Ha JIeKap
enterocolitis syndrome — DIES), rnasro npu iena, mpH KOHTO ce€ NPAIara aMoKc || _ @m ToYURa
4.8}. DIES € aJiepruvHa Peakia ¢ BOJEI CHMIITOM NPOABIKMTENHO MoBpLIaHe (] 2= 4 4

) i
NpHUEM Ha JIEKaPCTBOTO) bes ANePryyHHy KOXEH HITH peClEpaTOPHH CHMITTOMH. I[O Yo AHNTONS




CHMIITOMH MOTaT J1a GbaT Gomka B KOpeMa, THApHA, XHIIOTOHHS WIHM JEBKOLMTO32 C HEYTPO(HIIHA.
HMa TeXKH CyqaH, BKTIOYHTEHO ¢ IPOTPECHS A0 LIOK.

HeuyBCTBHTEIHH MEKPOOPraHH3MHU

AMOKCHLIIIHH HE € [TOMXOIALL 33 JEUCHHETO Ha HAKOH BHAOBE HHEKUUK, OCBEH KO IPHYHHHTE/IIT
€ Beye YCTAHOBEH M € H3BECTHO, 9 € UyBCTBHTENIEH HWIH HMa MHOTO TOIAMA BEPOATHOCT, 4e
MAaTOreHbT Wie OBE MOAXOIMAI 34 JICYEHHE ¢ AMOKCHIMIHH (Bxk. TO4UKa 5.1). ToBa Baxku ocobeHo,
KOTaTO c€ OGMHCIIS IEYCHHE Ha TIALHEHTH ¢ HE(EKINH Ha TMKOYHHTE ITHTHINA H TE)KKH HHEKUHH Ha
YIIHTE, HOCA H I'BPJIOTO.

I'npuose

Tlpu namMeHTH ¢ Hapyuiena Os0peusa GyHKIM UITH TIpH TAKKBA, IPHEMAI[H BUCOKH JO3H WITH MPH
NalMEHTH C NpeApasfiofaralny GpakTopH {Hanp. aHaMHE3a 3a TEPYOBE, JIEKYBAHA SITHIICTICHA HITH
MEHHHTCAJTHH HapymeHnd (Bxk. Touxa 4.8), MOXe I1a ce pa3BHAT I'bpP4OBe.

brbpeuno ED. oK IaHE

[Tpa naumenTy ¢ 6B6peaHo yBpexaane, 103aTa TpA6Ba 1a ce KOPHTHPA B 3aBHCHMOCT OT CTETIEHTA Ha
yBpexane (Bx. Touka 4.2).

Koam peakiim

IIpu 3amouBane Ha NEYEHHETO, MOABATA HA FEHEPAIH3INPAH ePHTEM , CBIIPOBOEH OT TPECKA H
HyCTYJIH, MOKE 1a € CHMITTOM Ha OCTpa I'eHepalH3npaHa ek3aHTeMHa ImycTynosa (AGEP, Bx. Touka
4.8). Ta3u peaxiyis Hanlara CiupaHe Ha JTEHEHHETO auoxcuunmm ¥ € POTHBONIOKA3aHHe 32
NOCIeABALL IPHEM.

JeyenneTo ¢ aMokcHipmHE TpsGBa Ja ce H3GATBa NPH ChbMHEHHE 32 WHQEKIHO3HA MOHOHYK/I€033,
TBH KaTo IIpH TOBa 3abonABaHe cies NPHIOKEHHE HA AMOKCHIMITHH € Haﬁmonana}la NoABATA HA
MopGrmHbopMeH 06pHB.

Peaxuua Ha Jarisch-Herxheimer

Peakuuata Ha Jarisch-Herxheimer e Habmopasana cien nevenne Ha JlaiMcka Gonect ¢ aMOKCHEMITHH
(8. Touka 4.8). Ta € NpAK Pe3yTAT OT AHTHOAKTEPHMANTHATA AKTMBHOCT HA AMOKCHIIHH RBEPXY
Gaxrepure, npuauHETe M Ha JlaliMcka Gonect, ciupoxerara Borrelia burgdorferi. [laupenture
TpAGBa Na 6BJaT yREePOHH, 4€ TOBa € HeCTa H OOHKHOBEHO CaMOOrpaHKYaBallia ce OCHEAHLA OT
aHTHOHOTHYHOTO NeveHue Ha JlafiMckara Gonect.

CBQ&X&C’I’G)K Ha HEYYBCTBHTEIHH MHKQOOQ[‘&H]‘ISMH

Hponmmnna'ra ynorpea NoHAKOra MOIKE [a OBEAS AC CBPLXPACTEXK HA HEUYBCTBHTEHN
MHKpPOOPraHH3MH.

AHTHOHOTHK-aCOLMHpaH KOJHT € chO0LIaBaH PM MOYTH BCHYKH a}m-lﬁalcrepna.mn CPEACTBA H MOXE
Zia BAPHPA 10 TEXKECT OT JIEK 0 XHUBOTO3acTpamagaml (BK. Touka 4.8). [lo Tasn npuymHa, npu
Hai[HCHTH C THAPWA [10 BpeME Ha HIH CJIe] NEYCHHE © aHTHGHOTHHH, € BKHO Oa ¢¢ HMa mpeIBHA TasH
ARArHO3a. AKO ce MOABH AHTHOMOTHK-ACOLMHPAH KOJIKT, JICYeHHETO C AMOKCHIDUIHH TpabBa
He3abaBHO Aa ce IIPEYCTAHOBH, J1a ¢¢ HallpaBH KOHCYJITAIlHA ¢ JICKap H Ja ce 3all0YHe IMOAXOIAIIO
neuycHHE. B To34 ciy4aif ca npOTHBONOKA3aHH AHTHIICPHCTANTHYHH JIEKAPCTBEHH IPO

IpoARIDKATETHO JIeUeHHe

ITo BpeMe Ha NPOOBLIBKUTENHO JICUEHHE € MPENOPBHYUTENHO IEPHOAHMYHO Na ¢
CHCTeMHH QYHKITMH, BKMIOYHTeNHO 6E0peuHaTa, yepHORPOGHATA H XEMOI



Cho011aBani ca NOBHINIEHH HUBA HA YePHOAPOGHMTE eH3MMH H IPOMEHH B KPbBHATA KapTHHA (B,
TouKa 4.8).

AHTHKOATYIaHTH

CrobimasaHH ca peaKu clydad Ha yXb/DKaBaHE Ha NPOTPOMOHHOBOTO BpeMe NPH NMAalHEHTH,
JIEKYBaHH ¢ aMOKCUITMITHH. I1pH eJHOBpPEMEHHO MPHIMKEHHE ¢ AHTHKOATYIaHTH ¢ Hajara
NOAXOMAINO NIpocneaiBare. Moxke na ¢ HeoOX0AMMO KOPHTHPAHE Ha 103aTa HA [IEPOPAITHUTE
AHTHKOATY/IaHTH 3a MOJBPIKAHE Ha XKEIaHOTO HEBO HA AHTHKOATY/IaHTHO AeHcTBHe (BK. TouKa 4.5 H
4.8).

Kgncm- s

TIpH NaNKMERTH ¢ HAMATEHO OTENAHE HA YPHHA MHOTO PAIKO € HAOMOABaHA KPUCTAIYPHA
(BKJIFOUMTENTHO OCTPO GEOPEUHo yBpexkaane), NABHO NpH napeHTepanHo gevcHue. ITo Bpeme Ha
MPHJIAraHeTo Ha BHCOKM 03H aMOKCHILUAIHH C€ TIPENophiBa MOLAIBPKAHETO HA 4/ICKBATSH NIPHEM Ha
TEYHOCTH M OTAENAHe HAa YPHHATA, ¢ el A& CE HAMaJli PHCKBT 33 AMOKCHLHJIMHOBA KPHCTATYPHSL.
[Ipy nauveHTH ¢ KATeThp B MAKOYHHA MeXyp TPAGBa /la ce NpoBeka peJoBeH KOHTPO Ha

. IpoxoauMocTTa (BX. Touka 4.8 1 4.9).

HQOMEH?_] INPH THATHOCTHYHH H3CIC/IBAHWS
TlopumeHte CCPYMHE HHBA H NOBHINECHH HHEA B YPHHATA HA AMOKCHIIHIIHH € BEPOATHO Ja MOBJIHAAT

onpezeneHH 1abopaTopHu u3cnenBanu. [Topajii BUCOKATE KOHLIEHTPALIMH HA AMOKCHITHJTHH B
ypuHaTa, IPH XUMHYHHTE METO/IH YECTO HMA (JANIIABO MONOXKHTE/IHH PE3yIITaTH.

[Ipenoprra ce Mpu H3cieABaHe 32 HUTNYHUE HA ITIOKO3a B YPHHATA TI0 BPEME HA JICUeHHE
AMOKCHIIHTHH, A4 C€ H3MOI3BAT €H3HMHHTE TIOKO300KCHIA3HI METOAM.

HanuumeTo Ha aMOKCHITHTHH MOKe 1 MPOMEHH PE3yIITATHTE OT M3CMEIBAHETO 32 CCTPHOI NMPH
OpemMeHHH ey, .

ToBa nexkapcTBO ChABPKa MO-MaNko oT 1 mmol HaTpuii (23 mg) B eana Taﬁne'nca, T.€. MOJKE /13 C€
Kake, Je MPaKTH4ECKH He ChABbPKA HATPHH.

4.5 Bsaamogeiicrere ¢ Apyrd NexapCTBeHH NPOIYKTH H APYrH (JOPMHE HA BIaUMOoJeHCcTBHe.

IIpobeneumn

He ce npenopruea comreTeTBaina ynorpeba Ha npobeneuns. [IpoGenennn namanasa 6u6peunarta
TyGy7iHa CEKpelUs Ha aMoKcHIpuTHH. ChITbTCTBalaTa yrioTpeba Ha mpobeHeMA MOXE 1a JOBEAE 110
MOBHIIEHa KOHUEHTPAIlHA H NIO-TIPOXBIDKHTENHO NPHCHCTRHE HA AMOKCHIKIIHH B KPBBT,
AnoaypuHon

EnHospeMem{aTa yrlcrrpeﬁa Ha aJIOIyPHHOA IO BpeMe HA JIEYCHHE ¢ AMOKCHITHITHH MOXKE /13 YBCTHYH
BCPOATHOCTTA OT KOXKHH AJICPIrHYHH PeAKIHH.

Terparpinmnn

Terpaumranan 1 APyTH 6axfepnoc1‘amquu JIEKapCTBEHH NMPOAYKTH MOTAT Aa MOBIHAAT HA
GakTeprumaHATE eeKTH HA AMOKCHIIHIIHH.

[lepopanun aHTHKOATYIAHTH

[lepopansnre aHTHKOATYIAHTH ¥ NEHUNMNIMHOBWTE AaHTROROTHIIM Ca W3TION3BAHN
npakrykara 6e3 cxolmmeHns 3a B3aHMOoACHCTBHA. Brnpexky TORa B IHTEpaTYypara



Ha MOBHINCHO MEXKTYHAPOAHO HOPMAJIM3HPAHO OTHOIIEHHE ITPH NALMEHTH Ha alleHOKYMapo/i HH
Bap(hapHH U NEKYRaHH ¢ aMokcHuwIAH. [Ipi Heo6XOMMMOCT OT eIHOBPEMEHHO NpIIoKeHHe TpA6Ba
BHHMATEJTHO /1a C& MPOCIIEIFBAT TPOTPOMGHHOBOTO BpeMe HITH MEXKAYHAPOAHOTO HOPMATH3HPAHO
OTHOIIEHHE TP J00ABAHETO HIIH CIHAPAHETO HAa aMOKCHLITHH. JCBEH TOBA MOXKE /1A C€ HAIO0KH
KOPEKLHA HA 1032TA HA TIEPOPANHNTE AHTHKOATYIaHTH (BXK. Touxy 4.4 w 4.8).

Met KCar

IleHMMNHHITE MOMKE Ta HAMAJIAT €KCKPEeLIMATA HAa METOTpEKCaT H Taka Aa MPHYHHAT NOTEHIHATHO
MOBHINABAHE HA TOKCHYHOCTTA.

4.6 PepraanTeT, GpeMEHHOCT H KbPMeHe

Bpemennocrt

[IpoyusapmA [IpH JKHBOTHH HE TIOKA3BAT TIPEKH HJIH HEIIPEKH BpeIHH ¢exTH 110 OTHOMEHHE Ha
PenpoAYKIHBHATA TOKCHYHOCT, OrpaHHyeHH JaHHK 33 ynotpebara Ha AaMOKCHLIWIHH [0 BPEME Ha
GpeMEeHHOCT NPH Xopa He MOKA3BaT IMOBHILIEH PHCK OT BpoAeHH MAIQOPMALHH. AMOKCHLHIHH MOXe
Ja ce MPUIAra no BpeMe Ha OPEMEHHOCT, KOraTo NOTEHUHAIHHTE MOJI3H HAJIBMIIABAT NOTCHIHATHHTE
PUCKOBE, CBLP3aHH C JIEYCHHETO.

KtpMmene

AMOKCHLIWINH CE EKCKPETHPa B KbPMATA B MA/IKH KOJIMMECTBA ¢ BE3MOKEH PHCK 33 CeHCHOWIH3aMA.
CrienoBaTelHO ca BE3MOXKHM JHAPHA H TbOHMHA HH(EKIHS Ha THIABHIIHTE NIPH KBEPMAYETO, KOSTO
MOXE J1a HAJIOXKH MPEYCTAHOBABAHE HA KEPMEHETO. AMOKCHIWINH TPAOBa J1a Ce H3MOJ3Ba 110 BpeMe

" Ha KHPMEHE CaMO CJIejL IPENeHKa OT JIEKYBAIIHs JIeKap Ha ChOTHOLIEHHETO 110/133/PHCK.

(Dem_ WIET

Hama nannu 3a edeKTHTE HA AMOKCHIMITHH IO OTHOLICHHE Ha QepPTHIMTETa NPH XOpa.
PenponyKTHBHHTE TIPOY<BAHHA [IPH XHBOTHH HE Ca [OKA3ATH eEKTH BHPXY depTinmTETA.

4.7 EdexTh BLPXy cniocoGROCTTA 33 Mopupane B paboTa ¢ MAIIMAH

He ca npoeexpaann npoyusanus 3a eekTuTe BHpXY cnocoOHOCTTA 3a lodupase H paboTa ¢ MALTHHH.
Bonpeki TOBa MOKE 2 C€ NOABAT HEXEIaHH PEaKIMH (HATpP, ATepruvHH peakiluH, 3amMaiisane,
rhpuoBe), KOHTO MOTAT JIa OBIMAAT cIOocOGHOCTTA 3a mwodupade H paboTa ¢ MAIMHH (BX. TOUKA
4.8).

4.8 HexeIaHH JeKapCTBEeHH pealéun_n

Haii-yecto chobuiaBasuTe Hexenanu JiekapeTeen peaxuuu (HIIP) ca Jmapuﬂ rajieHe ¥ KOxKHH
0oOpHBH.

HJIP, TIOMYYCHH OT KITHHWYHH H3IMMTBAHNUT H OT IOCTMAPKETHHIOBOTO HaOmOACHHE ¢ AMOKCHITHIHH,
NpeacTaBeHH 10 CHeTeMo-opraeH kiac o MedDRA, ca m36poenu no-nony.

JaneHara no-Jomy TEPMHHONOTHA € W3NON3BAaHA 33 WiacHGHIMPaHe HA YECTOTATA HA HeXKENTaHMTe
JISKApCTREHH PeaKiyH.

Muoro yectH (>1/10)

Yectu (>1/106 go <1/10)
Heuectn (>1/1 000 go <1/100)
Pemxu (=1/10 000 mxo <1/1 000)
Meoro peaku (<1/10 000)

C mew3pecTHa yecToTa (OT HAJIHYHHTE JaHHH HE Moxe Aa Obae HalpaBeHa OICHKA




Hngexgng A undecrannn

MHoro penku | Kangupgoza Ha KOKaTa H JTHTABHITATE
Hapvmenns Ha KpbBTa B auMpHATA CHCTEMa .
MHoro penxs OGpaTHMa ICBKOTICHHA (BKTFOYMTENTHO TEXKA

HEYTPONEHMS HiIH arpaHyNolHTO3a), obpaTHMa
TPOMOOLUTONEHHS H XeMOTHTHYHA AHCMHA.

VIBDKaBaHe HA BPEMETO Ha KbPBEHE H HA
nipoTpoMBuHOBOTO BpeMe (Bx. Touka 4.4).

ChpAcIHE HAPYIICHHSA

C HemsBecTHa wecTOTA | Cunppom na Kounis

Hapymienss Ha AMYAHATA CHCTEMA ;

MHoro peaxu Texky aneprudHd peakiiBi, BKIIOYHTEIHO
AHTHOHEBPOTHYEH OTOK, aHa(HIIAKCHA, CEPYMHA
GONecT W XHIEPCEH3HTHBEH BACKY/IHT (BXK. TOUKA

. 44).

C HeM3IBeCTHA 9eCTOTA ' Peaxmus ua Jarisch-Herxheimer (8. Touxa 4.4)

Hapymenus na RepBHATA CHCTEMa )

Mnoro penkn XunepkuHesus, 3aMasHOCT H KOHBYJICHH (BXK.
TouKa 4.4).

C HeH3BECTHA YeCTOTa AcenTHYeH MEHHHTHUT

CromMamino-upensn BADYUICHHRR

Hannu om xnunuwinu npoyysanun

*Yect JlHapHd W TajicHe

*Hewectn Tlospritane

TTocmmapxemunzoeu dannu

Muoro peaxu - AHTHGHOTHK-aCOLIHAPaH KONHT (BKIIOMUTETHO

nceBaoMeMOpaHO3EH KOJHT ¥ XeMOparnyeH
KOJTHT, B#.TO4Kka 4.4), YepeH “kocMaT” e3UK

C HeM3BeCTHA UECTOTA EHTEpOKOTHTEH CHHAPOM, IIPCAN3BHKAH OT

TPHEM Ha JIeKapcTBOTO
XenaroOHIHADHE HADYIIEHHS : :
Mmuoro penxu XenaTHT U XO/IeCTATHYHA BITEHHIIA. Y MepeHo
nosHinapate Ha AST wiumm ALT

Hagx NMEHAN HA KOAKATA H NONKOKHATA ThKaH

Hannu om xaunuunu npoyueauwz

*YecTn : Koxen obpHB

*Heyecru - | VprHkapHs H chpbex

Hocmmapremunzosu dannu

MHoro peaxn KosXHH peakiluy KaTo epureMa My nTHhOPME,

crHzApoM Ha Stevens-Johnson, TokcHuHa
enuepMaIHa HEKPOITH3a, OyNO3eH H
eKC(OITHATHBEH IePMATHT, OCTpa
reHepaTHHpaHa eK3aHTEMATO3HA MyCTyI03a
(AGEP) (B:k. Touka 4.4) H ACKapCTBEHA PEAKIMI C
€03MHOMUIAS H CHCTEMHH CHMITTOMH (DRESS)

C Hem3pecTHa YECTOTA Jinneapna IgA Gonect

Hapymienns na 6u6penure B DAKOYHATE NHTHINA
Muoro pegxu: HWnreperuimanen HedpHT

C nemsBecTHa gecToTa Kpucranyprs (BKIOYHTENHO OC
yBpexaaHe) (BK. TOUKU 4.4 1

Ko
ﬁaﬁﬁf

* YecToTaTa Ha TE3H HeXeNaHH chOMTHA € MONyYeHa OT KIHHWIHH TPOY4BaHH,

oxono 6 000 BL3pacTHH M NeIHATPHYHH NAlMEHTH, TPHEMAI{H AMOKCHIIIMH.

CroOiillapane Ha NONO3HPAHI HEKEIAHH PEAKIHH




CrobiasareTo Ha MOJAO3MPaHH HEKETAHN PCAKIMY CIIe] paspeliapane 3a ynotpeba Ha JIeKapCTBeHAS
TPOAYKT € BaxHo. ToBa No3ROIABA 12 IPOFBIDKH HaOMIOAEHHETO HA CHOTHOIICHHETO MOJN3a/PHCK 33
NeKapCTBEHHA MPOAYKT. OT MEIHMLHHCKHTE CIISLMANMCTH C& H3UCKBA A1 ChoOIaBaT BCAKA
NIO/I03HpaHa HeKENIaHa peaKipds Ypes HALIHOHATTHA CHCTeMa 3a chobmasane kpM H3nmanutenHara

i areHIMs 1O NEKapCTBaTa, V1. ,,Jlaman [pyee” Ne'8, 1303 Codus, Tem.: +35928903417, yebeaii:
www.bda.bg .

4.9 IIpenosnpane

CHMITOMH H IPH3HALK HA OpeJo3Hpate

Moxe ma ce HabmogaBaT CTOMAIIHO-YPERHH CHMITOMH (KaTo TajIeHe, ROBpPbINAaHe H THADHA) H
HApyIIABAHE Ha BOJHO-eNekTpoauTHHA Ganasc. Habmoaasana e aMOKCHITMITHHOBA KPHCTATYPHA, B
HIKOH CITy4aH BojicIna Ao 616pedHa HeAoCTaThYHOCT (BK. TOUKH 4.4). [Ipn mauneHTH ¢ yBpeneHa
OB0Opeuna GyHKIMA MK IPH TAKMBA, TIOTYYABaIlH BHCOKH JO3H MOTAT A C¢ Pa3BHAT MEpUOBe (BK.
TOYKH 4.4 1 4.8).

JleueHne Ha HHTOKCHKAITHA

CummroMuTe OT CTpaHa Ha CTOMAIIHO-IPEBHAA TPAKT MOTAT ia Ce JIEKyBaT CHMITOMATHYHO, KaTo Ce
00BpHe BHMMaHHE Ha BOIHO-ENEKTPOIMTHAS GanaHc.

AMOKCHIIWIHH MOX€E Ja ce OTCTpaHH OT prooﬁpamcﬁnem 4pe3 XeMOoOHanH3a.

5. PAPMAKOJIOTMYIHA JAHHHA
51 PapMaKOAAHAMAYTHA cBoiicTBa

PapMakoTepaneBTHYHA TPyTa: IEHHIWIHHH ¢ ITHPOK CTIEKTHP Ha Aeiicteue; ATC Kkox: JO1CA04.

Mexanu3eM Ha neticTere

AMOKCHIIMIIHH € MOTYCHHTETHYeH TIEHHLIAIHH (feTa-NakTaMeH aHTHOROTHK), KoliTo HHXHGHpa euH
HWIH [I0BEYe EH3MMH {4eCTO HApHIAHH TIeHHLILUTHH-CBBp3aly nporentH, PBP) B nponeca Ha
OuocHHTe3a Ha GakTepuauus NENTHAOTIABKAH, KONTO € ChILECTBEH CTPYKTYPeH KOMIIOHEHT Ha
GakTepHanHaTa KIeThuHa cTeHa. HXHGHpaHeTo Ha CHHTE3a HA NenTHIOTTMKAHE BOAH Ao oTcnabsane
Ha KIE€ThYHATA CTEHA, KOeTO OOMKHOBEHO CE MOCICBA OT KIEThYHA JIH3a H CMBPT.

AMOKCHUIIMH € 4yBCTBHTENICH KbM pasrpaxiaHe ot bera-JaKTamasure, IPOAYUHPAHH OT
Pe3HCTEHTHHTE DaKTEPHH, OPAIH KOETO, CISKTHPET MY Ha JIEHCTBHE HE BIUIOYBA MHKPOOPTaHH3MH,
KOHTO IIPOH3BEXAAT TE3N CHIHME.

DapMakoKHHEeTHUHa/ QapMakoaAHHaAMHYHA BDPB3Ka

BpemeTo ciaen MAHEManHaTa naxaOHpaina konuedTpauus (T>MHK) ce cuuTa 33 OCHOBHHA
onpenendl (GaxTop 3a eHHKACHOCTTA HA AMOKCHLWIHH.

MexaHwIMH Ha PE3VCTERTHOCT
OCcHOBHHTE MEXaHH3MH HA pe?-HCTCHTHOCT KbM aMOKCHIIMJIHH Cca:
*  HuakTHBMpaHe oT OakTepHaiHuTe Oeta-naKTamMazy.

* Hamcuenue Ha PBP, xoeto HamasiBa apHHHTeTa HAa aHTHOaKTEPHAITHHA
TApreTa. :




Jluncara Ha nepmeaGHnuTeT Ha HAaKTEPHHTE WM MEXAHH3IMHTE Ha e(IIyKC NOMIMATA MOTat 1a
NPHYMHAT WIH A2 AONPHHECAT 2a GaKTepUaIHATA Pe3UCTEHTHOCT, ocobero npu I paM-orpHuaTenHHTe

OaxTepHu.

I'panuysm croiiHocTH

I'panHuaHKTE CTOHHOCTH Ha MUK 3a aMOKCHLIIMH Ca TE3H Ha EBponefickua KOMHTET 110 H3MHTBAHE
Ha daHTHMHKPOOHaTa YyBcTRHTEMHOCT (The European Committee on Antimicrobial Susceptibility
Testing (EUCAST)) Bepcus 5.0.

MEBKpoopranusnm MHK xpaTHYHA rpanana (mg/T)
YyBCTBHTEIHH < PesacTedTEE >

Enterobacteriaceae 8' 8

Staphylococcus spp. Benexxa’ Benexxa’

Enterococcus spp.> 4 8

Crpenrokoxs rpym A, B, C u Benexxa? - | Benemxxa?

G .

Streptococcus pneumoniae Benexka’® ' Benexka’

I'pynia Ha Streptococcus viridans | 0,5 2

Haemophilus influenzae 28 28

Moraxella catarrhalis Benexka’ Benexxa’

Neisseria meningitidis 0,125 1

T'paM NO/IOKUTENHE aHaepobu | 4 , 8

6e3 Clostridium difficile® '

I'paM-oTpunaTenun aHaepobu® - | 0,5 2

Helicobacter pylori 0,125° o 1 0,125°

Pastewrella multocida 11 |

Kpuriaam rpaﬂmm 2 8

HCCB'LPSaHH 8u71080'°

I[m;m mam Enterobacteriaceae e kateropusupas Kato 9yBCTBHTENCH KbM AMHHONCHUIHHHH.
HskoH cTpaHH NPEANOYHTAT A3 KATETOPU3MPAT KB THIT M30NaTH Ha E. coli u P, mirabilis xaro
HHTepMeaHepHH. Koraro cityuasT e TakeB, Tpabea na ce usnonsear MUK rpannuna ctoiinoct S < 0,5
mg/L

Hone'-le'ro cTaduIOKOKH POAYUHPAT IICHHIMIA3a M ca pesuc*ren’r}m KBM aMOKCHLMITHH.
MeTHIMNHHPE3HCTEHTHHTE K30JIaTH ¢4, ¢ HAKOIKO H3KITIOYCHHA, YCTONYMBH Ha BCHUKH OeTa-
.rIaKTaMHI-I JIEKAPCTBEHH NMPOAYKTH.

OT qyncmmenuoc'rra KBM aMITHIHIIMH MOKE A C€ TIpaBH 2aKIlOYeHHe 3a '-lyBCTBHTCJ[HOC'I"I'a KBM
aMOKCKH}U[HH

3a HYBCTBHTEITHOCTTA HA CTPENTOKOKH TpyniH A, B, C 1 G KbM NISHHIAINHA ¢ NPABH 3aKMOYCHAC
OT YyBCTBHTEAHOCTTA Ha OEH3HIIMEHHIIFTHH.

5

KpHTHYHHTE IpaHMIM Ce OTHACAT CaMO 32 HEMEHMHI'MTHH M30J1aTH. 3a H30J1aTH, KATErOpH3HpaHH
KaTo HHTepMeauepHH KbM aMITHIHIHH, TpOBa a ce H30ArBa NEPOPAIHO JiedeHHE C AMOKCHIIIHH.
YyscTBHTENHOCT 3aknovyeHa oT MHK Ha aMITHIIMIIHH.
6

KpHTHSHMTE TpaHHLM ce OCHOBABAT HA HHTPABSHOIHO NPHITOKEHHE. Be'ra-nalrramaaﬂn TI03HTHBHH
Haona'm TpabEa 1a ce IOKAABAT KaTO PE3HCTEHTHH.

Baxrepnm‘e, npoxynMpamy GeranakraMasa, Tpatea 1a ce JOKIAaBaT KAaTo Pe3HCTEHTHH.
8

3a YyBCTBHTETHOCTTA KBM GMOKCHLIUTHH MOXKE A4 C& MPaBH 3aK/IIOUeHHe OT YYBCTBHTE/IHOCTTA KbM
Gemmmeﬁﬂunnuﬂ :

cut-off values, ECOFFs), K0WTO OT/IHYaBAT AHB THIN H30J1aTH OT TaKHBa, ¢ HAMA
10
HesunoBo cRBp3aHHTE KPHTHYHH TPAHHLM ca GasupaHH Ha J03H oT oHe 0,5 ¢

AuesHoO (1,5 no 2 g/nHeBHO).




PasnpocTpaneHBeTO Ha PE3HCTEHTHOCTTA MOXKE 1a BAPHPA reorpad)CKi H BhB BPEMETO 34 ONpesie)JeHH
BHJIOBE H € JKENaTelHO [1a MMa JIOKANHA HH(OopMalms 3a pe3UCTEHRTHOCTTA, 0CO0EHO MPH JIeueHHe Ha
Texku HHGexumn. [Tpyn HeoGxonumocT TpabBa fa ce MOTHPCH CHBETA HA €KCNIEPT, KOTATO JIOKATTHOTO
pasnpocTpaHeHye Ha PEIHCTEHTHOCT € TAKOBA, Ye NONI3aTa OT JEKAPCTBEHHA NPOAYKT NPH NMOHE HAKOH
BHJ0BE HHEKIHH € IO BRIpPOC.

In vitro uyBCTBHTEIHOCT HA MHKPOOPTaHA3MH KBM aMOKCHIIHH

MuEkpooprann3Mi, XORTQ ¢0HYARHO CA YYBCTBHTE/IHH

Aepobus 'paM-noN0KHTEINE MEKPOOPTAHH3MH,

Enterococcus faecalis
Bera-xemomuTHIHH cTpenTokoku* (rpymH A, B, C u G)

Listeria monocytogenes

Bunose, NpE KOHTO TPHTOOHTATA PeINCTEHTHOCT MOKE ia € np_oﬁ.uem

Aepobau 'paM-0TpHIATENHY MUKPOODIAHHIME

Escherichia coli
Haemaophilus influenzae
Helicobacter p)}lori
Proteus mirabilis
Salmonella typhi
Salmonella paratyphi

Pasteurella multocida

Aepobuu 'paM-D0J0XKHTENHE MHEKPOODTAHHZMH:

Koarynasa - Herarneum cTapHNoKoKH

£
Staphylococcus aureus

Streptococcus pneumoniae

T'pyna Ha Streptococcus viridans

AdaepoOun ["paM-HOTOKHUTETHH MHKDPOODPTAHHUIMHE:

Clostridium spp.

Anaepoduu ['paM-oTpHLIATENHH MHKPOOPTAHH2MH;

Fusobacterium spp.

Hpyru:

Borrelia burgdorferi

MBK@QEI‘&HHC‘ME C IPRCHLINA PEIHCTERTHOCT ]

. Aepo6HH I'pam-[ONQKHTENHNA MHKPOOPTAHHIMH:
Enterococcus faeciumt

Aepobuu [paM-0TpUIIATENHN MUKPOOPTraHH3MH:
Acinetobacter spp. '
Enterobacter spp.

Klebsiella spp.




Pseudomonas spp

AHaepo6uu 'paM-0TpHIIATEIHH MUKPOOPTAHHIMH:

Bacteroides spp. (MHoro mamMose Bacteroides fragilis ca pe3sucTeHTHH).

Chlamydia spp.
Mycaplasma spp.
Legionella spp.

t
EcrectBEeHA HHTCPMEIHCPHA YYBCTBHTE/IHOCT B OTCHCTBHETO Ha ﬂpHJIOGHTH MCXaHH3IMH Ha
PE3HCTEHTHOCT. ' :

4

Ioury Beuun S.gureus ca pe3HCTEHTHH KbM AMOKCHIWIRH, ITOPaIH IPOAYLIMPAHETO Ha
MeHUIIA3a. B TonbiHeHHe BCHUKH METAIMITHH-PE3HCTEHTHH LIAMOBE C& PE3HCTeHTHH KbM
AMOKCHIIHJIHH. '

5.2 PapMakoKHEHCTHIHH CBOHCTBA
Abcopbius

AMOKCHIIMIKHE ce AMCOIHKpa HAITWIHO BEB BOAEH pa3Teop ¢ $puzuonornuno pH. Abcopbupa ce 6pz0
H pobpe cien nepopanno npuioxkenue. CHell MepopalHO NPIIoKeHHe GHOHATHYHOCTTA Ha
AMOKCHUHITHH € mpuomm3uTeHe 70%. BpeMeTo 3a JocTHrane Ha MHKOBA MIa3MeHA KOHLCHTPALIHA
{Tnax) © NPUOTM3ATENHO €OHH Yac.

Ilo-mony ca npefcTaBeHn dapMaKOKHHETHYHHTE PE3YNITaTH OT AHO MPOyYBaHe, NPH KOETO
AMOKCHLIMIHH B 033 250 mg TpH GTH AHEBHO € MPHIAraH Ha MIaHO [IPH IPyNH 34paBH
AOGPORONLH.

Cinax Tmax* _ AUC (gu4n) TW
(ug/ml) (h) ((ug//ml) (h)
3,3+£1,12 1,5 (1,0-2,0) 26,7+ 4,56 1,36 £ 0,56
* Measanua (oOxBar)

B unrepBaja 250 mg g0 3 000 mg GHOHAIMYHOCTTA € TMHEHHO npd{[oplmosla.lma Ha JI038Ta
(u3mepeHa karo Cnax i AUC). ABGcopOumaTa He ce NOBIHABA OT €IHOBPCMEHHHS ITPUEM Ha xpaHa.

Moxe 1a ce H3MON3BA XeMOHATH3A 33 STMMHHEpaHe Ha AMOKCHLIIHH.
Pas EJICHHE

Oxono 18% ot o6WoETO KONHYECTBO HA AMOKCHLIATHH B IUTA3MAaTa € CBEbP3ato ¢ MPOTEHHH H
NPUBHIHUAT 06eM Ha paznpenenenne e oxkono 0,3 no 0,4 Vkg.

Criext HHTPaBEeHO3HO NPHIIOKEHHE, AMOKCHIIWIHH CE YCTAHOBABA B XKThYHMSA MEXYD, KOpeMHaTa
TBKaH, KOJKATA, MACTHATA THKAH, MyCKYJIHHTE TEKaHH, CHHOBHAIIHATA H NEPHTOHECAIHATA T¢THOCTH,
AUTHYKATA B HOMTA. AMOKCHIIUTHH HE Ce pasnpeseis J0CTaThIHO B epedpoCcHHANHATA TEIHOCT.

OT npoy4uBaHMATA TIPH XKMBOTHH HAMA AOKAZATENCTBA 34 3HAYHMO 3abPXKAHE B TBKAHAT
CECAHHCHHA, NPOH3BOAHH Ha JICKapCTBOTO. AMOKCHLIP]IIHH, HOI[06H0 Ha HOBEYCTO
ha ce OTKpre B KbpMaTa (Bx. Touxa 4.6).

Jloka3aHo e, 4e aMOKCHLIITHH NIpEMHHABA Npe3 [UTalleHTapHaTa Hapuepa (Bx.

buorpancdopm:



AMOKC}II.HU]HH JACTHYHO C€ GKCerTHpa B ypm{a'ra KATO HEaKTHBHATA IICHHIIWIOCBA ]{IficeJ'[HHﬂ B
KONMHYECTBA, eKBHBalleHTHH Ha 10 1o 25% oT HavayHaTa mo3a.

Emamunaupane
(/CHOBHHAT THT Ha €IAMHHAPAHE HA AMOKCHIIATHH € TIpes GxGpennTe.

AMOKCHIIHJIHH MMa CpElieH eIHMHHAHOHEH TIONYXHBOT MPHOAM3MTENHO €IHH Yac ¥ cpeieH obi
KIHPBHC NpubIH3uTeHO 25 [/uac npu 3apaeu aua. [Tpubnusutento 60 1o 70% oT AMOKCHIIHIMH C&
€KCKpeTHpa HEMPOMEHEH B YpHHATa Npe3 MbpBMTE 6 4yaca cnea MPHIOKEHHE Ha elMHEYHA 103a 250
mg wiv 500 mg amokcHmumEH. Cnopea pasnHuHH npqu]sanm ypHHHaTa exckperns e 50-85% 3a
AMOKCHIIHIMH 32 TISpHOJ, OT 24 waca.

EXHOBPEMEHHOTO NPWIOKEHHE Ha MpodeHermy 3a0aBA eKCKPELMATA Ha AMOKCHIIMH (B3K. TOUKA
4.5).

Br3pact

ENHMHHALHOHHHAT TIOJTYHEOT Ha AMOKCHITIITHH € Nofio0eH mpH nela Ha BE3pacT OKomo 3 Mecela JI0
2 roJMHH H MPH [O-TONEMH Aella H BB3pacTHK. IIpH MHOTO MalkHTE ACLA (BKIIIOUHTETHO
MpeXISBPEMEHHO polieHH 6eleTa) Mpe3 MEPBaTa CEAMMIIA OT XKHBOTA HHTEPBANILT HA NpHIAraHe HE
TpsOBa Na HAZXBBPIIA NPANATAHE JBA ITHTH AHEBHO [IOPAAM HE3PANOCT Ha OrOpeyHHs BT Ha
equMHHUpaHe. ThH KaTo NpH NAHEHTHTE B CTapYECKa BB3PacT CHINECTBYBA MO-TOJNAMA BEPOATHOCT
A2 UMaT HaManeHa Gu0peuna GyHKUM, € HeobOXoaMMO BHHMaHHe IPH W300pa Ha 103aTa U MOXe [a €
NONE3HO 1A CE MpociIenasa 6nopeunara GyHKIHA. :

Ilon

Crneq nepopamHo NpHIOKeHHe Ha aMOKCHIIHITHH [IPH 3JPABH MEBXE H OKSHH, MONBT HE © OKa3all
3HAYMMO BIIHAHHE BEPXY (apMakOKHMHETHKATA HA AMOKCHLIHITHH.

Bubpeuno yepexnane

OOLHAT cepyMEH KITHPBHC HA aMOKCHLUIAIMH HAMAJIABa NPONOPLIMOHATIHO ¢ HaMAABAHETO Ha
610peunara yHkima (. Toukn 4.2 B 4.4).

YepHozpobho y_nlﬂgane

Jl03MpaHeTO TIPH GALMEHTH ¢ YepPHOAPOOHO YBpek/aHe TpAGBa 1a ce M3BBPIIBA C BHUMAHHE H
gepHOmpoOHaTa (yHKina TpsGRa Ja ce MpOCIe/iABa Ha PaBHA HHTEPBAIIH OT BpEMe.

53 Ipenknuanunn Aanny 3a 6ezonacmoct
HexnuuuvnnTe NaHAH He NOKa3BaT 0Co0eH pucK 3a xopa Ha fa3sara Ha (apMakoXOTHIHH IPOYYBAHHS
3a 6€300aCHOCT, TOKCHYHOCT TIPH MHOTOKPATHO NPHIIATAHE, I'éHOTOKCHYHOCT, penpoz[yKTHBHa

TOKCHYHOCT H TOKCHYHOCT 34 Pa3sBHTHCTO. -

He ca MPpOBCKIAHH H3NIHTBAHHA 3a KaleHHCFeHHOCT C AMOKCHIHIIHH.

6. DPAPMATIEBTHYHH JAHHH
6.1 CnHCchbK HA NIOMOINHANATE BEINECTBA
CrplieBHHA

Marnesnes creapat E470B
TTomusraon (K25) (E1201)




Hatpuer Humecter riankomar (Tun A)
Iemynosa, Mukpokprcransa (E460)

PHNIMOBO IOKpHATHE
Turanos auokcux E171
Tank E553b
Xumpomenosa (E464)

6.2 HechBMecTHMOCTH
Henpunoxumo.

6.3 Cpok "a rogaocr
4 romﬁm.

6.4 Cnennajing yC/10BHA 33 ChXpaHeHHe

Ha ce ceXpaHapa npu TeMneparypa moa 25 °C.
Ja ce cbXxpanaBa B OPHIHHAITHATA OTIAKOBKA, 3a JIa Ce Mpe/inasy oT BIara.

6.5 JIanan 38 ONAKOBKATA

Ocnamoxc 500 mg d)ﬁmmuu mabremxu

bancrepu or PVC/PVDC/AL :

OpHruHa HA ONakoBKa, chabpxama 12 win 24 6p. dunmupann TabneTkd. boaHudHa onakoexa oF
1000 6p. dpunmupann TabneTky.

He scHuku BHIOBE OMAKOBKY MOraT Aa OBJaT ITyCHATH HA T1a3apa.

6.6 Cuennannn npeJNaHa MEPKR HpPH H3IXBLPASHE H paGoTa

Hen3nos3eaHnsT nekapcTReH NMPOAYKT WIH OTHAXBYHHTE MaTePHATA OT HEro TPSGBa Jia ce N3XBBPIIAT
B CHOTBETCTBHE C MECTHHTE H3HCKBaHMA.

7. IPATEXATEJ HA PASPEIIIEHHETO 3A YIIOTPEBA

Sandoz GmbH, 10 Biochemiestrasse, A-6250 Kundl/Tyrol, AscTpas

8. HOMEP(A) HA PA3PE]]IEHIIETO 3A YIIOTPEBA
Per.Ne: 20000299

9. JIATA HA ITbPBO PA3PEIIABAHE/ IOJHOBABAHE HA PASPEIIEHMETO 3A
YIOTPEBA '

Jara Ha mepBO PY: 08.06.2000

JlaTa Ha MOCIEAHO MOAHOBABAHE: 20.09.2011

10. JATA HA AKTYAJIN3APAHE HA TEKCTA

02/2023
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