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AmoxcuumnaH Cagzos 500 mg ¢rnmMupans Taﬁ.IIETKH - [] '} -4]2 2|]]g
Amoxicillin Sandoz 500 mg film-coated tablets ~ 77 e e

AMOKCHLIWIHH CaH,r_[oa 1000 mg dbummupann TabieTku
Amoxicillin Sandoz 1000 mg film-coated tablets

2. KOMMYECTBEH H KAYECTBEH CHCTAB

Amorcuyunun Canoosz 500 mg ruamupanu mabremsu
Bcaxa gpriMupana TabneTka chabpxa 574 mg aMOKCHIWIHH TPHXHIPAT, eKBHBaNIeHTHH Ha 300 mg
aMOKCHLIWIHH (amoxicillin).

Amoxcuywiun Candoz 1000 mg gurmupanu mabremuu
Bceska gunMHpasa TabneTka ceaspxa 1148 mg aMOKCHIUTHE TPHXA/IPAT, CKBHBACHTHH Ha 1000 mg
aMOKCHLIWIHE (amoxicillin).

3a TEIHMA CIHMCHK Ha MOMOITHMTE BEHISCTRA, BMXKTE TOUKA 6.1,

3. JEKAPCTBEHA ®OPMA

Dunmupann TabNeTKY.
Amoxcuyunun Canooz 500 mg urmuparu mabremxu
dunmupanuTe Tabnerku ca Heny 1o KpeMaBH, MPOABITOBATH, ABOHHO H3NTHKHAIH, ¢ ASITHTETHA YePTa

OT JABETE CTPAHH.

Amoxcuyunun Canooz 1000 mg gurmupanu mabremru
OunMupaHuTe TabaeTku ca 6ed [o KpeMaBH, KPBIii, ABOHHO H3ITBKHAIIH, C ASTHTC/IHA YepTa OT ABETE

CTpaHH.

Tabnetkara Moxe na Gble paszgencHa Ha JBE SHAKBH AO3H.

4. KJIMHAYHHA JAHHHA
4.1 TepaneBTHUHA NOKAZAHAN

Amoxcuimnie CaHzo3 e oKasaH 3a JIeUeHHMe Ha cliefHuTe MH(EKLIHH NIPH BB3PAaCTHH U Aeria (BIDKTE
Touki 4.2, 4.4 1 5.1):

OcTbp HakTepHATIEH CHHYHT

OcTBp OTHT Ha CPEJHOTO YXO

OCTBp CTPEIITOKOKOR TOH3MIHT ¥ PapHHIHT

OcTpH ek3aniepOanyy Ha XpOHUUYCH OpOHXHT
ITaeBMOHKA, MpUAOOHTA B OOIECTBOTO

OcTbp LHCTHT

BeacumirroMHa HakTepHypHs 1o BpeMe Ha GpeMeHHOCT




Ocrbp nmuenoxedpur

Tudonana u naparudouaHa Tpecka

Abcuec Ha 3n6HTE ¢ pasnpocTpaHABaI ce LETYTHT
Hndeximu cnes cTraBHO MPoOTE3UpaHe

Epanukauma na Helicobacter pylori

JlatiMcka Somect

AMokCHIIMIHH CaHZ03 € NoKa3aH CHINO 3a NPOQHIAKTHKA HA €HAOKAD/IMT.

Tpabpa pa ce 06spHe BHMMAaHKe Ha OQUIHAIHATE YKa3aHH4 33 DPABAIHATA yNoTpe6a Ha
aHTUOAKTepHaIHH CPE/CTBA.
4.2 JO3HPOBKA H HAYHAH HA NPHIOKCHHE

EOBE POBKa

3a u3dopa Ha no3ara Ha AMokcHIWIHH CaHIo3 3a JieYeHHe Ha oTAe/HaTa HH(leKiHs Tpa6Ba a ce
HMa [PeABH;

. OYaKBAHMTE MATOT¢HH H BEPOATHATA MM YYBCTBHTENHOCT KbM AHTHOAKTEpUAIHH CPENCTBA
(BrDKTE TOUKA 4.4)
TEKECTTa H MACTOTO Ha HH$pEKLUMATA

. BB3pAcTTa, TEroTO ¥ O0peuHaTa GyHKIMA Ha MALMEHTa, KAKTO € IIOCOYEHO MO-A0TY

[IpoabmkuTENHOCTTA Ha NiedenneTo TpAGBa Aa ce onpesesd OT BUAA Ha HHPEKIMATA B OT
NOBAWABAHETO Ha MALIHEHTA, H 0OHYaiHO Tpsa6Ba na Obae BE3MOXHO Haii-kpaTka. HaKon undexuun
HanaraT no-roinsMa NpoAb/LDKHTENHOCT Ha JISYEHHE (BIDKTE TOUKA 4.4 OTHOCHO MPOIBIDKHTEIHA
TEpanus).

BwuipacTnn B Acna > 40 kg

Ilokazanme* Joza*

OcThp DakTepHaNeH CHHYUT 250 mg go 500 mg Ha Bcexu 8 yaca wiu 750 mg

beacumnromua SakTepuypris no BpeMe Ha no 1 g Ha Bcekd 12 gaca

OpeMeHHOCT

OcTep nHenoHedpHT I[Tpu rexxxu wHPekHm 750 mg 1o 1 g Ha Bcexu 8

AGcuec Ha 3B6MTe ¢ pasmpOCTPaHABALL Ce 4aca

LEJTYTHT

OcTp LMCTHT OcThbp LHACTHT MOXKeE Ja CE NeKyBa ¢ 3 g IBa ITHTH
JHEBHO B MPOABIDKEHUE HA €OUH /1EH

OCTEHp OTHT Ha CPEAHOTO YXO 500 mg na BcekH 8 waca, 750 mg o 1 g Ha Bcexu

OcThp CTPENTOKOKOB TOH3WIHT H (PAPUHTHT 12 gaca

IMTpw Texxxn nupexm 750 mg a0 1 g Ha BcekH 8

Octpu exsauepbaumy Ha XpoHHYEH OPOHXHT 4aca B IPOAB/DKEHHME Ha 10 JHH

IInepMoHws, Ipu100KTa B 061UIECTBOTO 500 mg o 1 g Ha BcekH 8 yaca
TudonaHa u napamadorgHa Tpecka 500 mg no 2 g Ha BcekH 8 yaca
Hudexur cren cTaBHO IpoTe3Hpane 500 mg no 1 g Ha Bcekn 8 yaca
[IpoduiiakTika Ha eHNOKapUT 2 g nepopanHo, €AHOKpaTHa 0323

MHHYTH Opedy npoueaypara .~ W<

Epanuxaiwms na Helicobacter pylori 750 mg 110 1 g ABa MBTH Mﬂﬂb@F\HK W6y anK
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IHoxkazanne*®

Ho3a*

OMEIpasol, JaH30Npa3on) 1 Apyr AHTHOHOTHK
(Hamp. KNapUTPOMHLIMH, METPOHHAA3ON) B
NOAB/DKEHHE HA 7 NHH

Jlaiimcka GomnecT (BHXKTE TOUKA 4.4)

Panen craamii: 500 mg z0 1 g Ha BcekH 8 yaca xo
MaKCUMYM 4 g/nMHEBHO, pa3/ic/IcHH Ha OTHENHH
Ao3u 3a 14 aau (10 no 21 aum)

Kncen craqmii (cucremun yepexczanus); S00 mg
1o 2 g Ha BcekH 8 yaca 10 MakCHMYM 6 g/THEBHO,
pa3feIeHA Ha OTASNHHU AO3H B NMPOABIDKEHHE Ha
10 no 30 nuu

* Tpabpa na ce 00bpHE BHUMAHKHE HA ODUIMAITHUTE

YKa3aHHg 34 JICYCHHE 3a BCAKO ITOKA3aHHUE

Jena < 40 kg

Alenata Morar 12 ObAaT JIEKyBaHH ¢ AMOKCHIUANIMH KaICY/H, AHCNEPTHPaliH ce TableTKH, CyCIeHs

HIIH CAllICTA.

AMokcHinuH CaHfI03 NeIMaTPHYHA CYCTICH3HA Ce NPEeNopbyBa IIPH Jena Mox 6-MEceqHa Bh3pacT.
[Ipu neua c TenecHo Terno 40 kg win noseue Tpabea Ja ce NpeANHCBa 103aTa 32 BE3PACTHH.

Ilpenopvuumennu dozu:

Hoxazanne' Ho3a"

Octpp 6akrepuaneH CHHYHT 20 mo 90 mg/kg/nnerHO, pa3AereHH HA OTAEIAHU
OCTBp OTHT Ha CPEIHOTO YXO nosu*

IlneBMOHMS, TpHAOOHTA B 00ILECTBOTO

OcTep IMCTHT

Octhp muenonedpyr

Abcuec Ha 3E0HMTE ¢ pasnpocTpaHaBall ce
LCITYITHT

OCTbp CTPENTOKOKOR TOH3HIHUT H (papHHIHT

40 no 90 mg/kg/nHerHO, pasgelleHH Ha OTNENHH
Ao3u™

Tudonana 1 mapaTHPOHIHA TPECKa

100 mg/kg/nHeBHO, pasaeneHn HAa TPH OTACIHA
ao3u™

IlpodunakTika Ha eHAOKAPIHT

50 mg/kg nepopanHo, ennokpatHa no3a 30 mo 60
MHHYTH [IPEIH MPOLECAYpATA

JlaiiMcka Gonrect (BIDKTE TOUKa 4.4)

Panen crammii: 25 no 50 mg/kg/anerHo,
pasaeneHd Ha TPH OTACIHH J03H4 B NIPOXB/LDKCHHE
Ha 10 o 21 aun

KnbceH cranwii (cucremnn yepexaannd): 100
mg/kg/nHeBHO, paifeneHd HA TPH OTAEJHHE KO3H
B npoAs/bkeHue Ha 10 xo 30 num

+ Tpabea ga ce 06bpHEe BHHMaHHE Ha OHLHATHITE

YKA3dHHUA 34 JICYCHHC 3a BCAKO IMOKa3aHHE.

* CxeMH ¢ IpHIarane Jsa MbTH IHEBHO, TPAGBA 1a ce OGMMCIIAT, caMo KOTATO 03aTa € B TOpHATa

rpaHMIa.

Crapuecka Bh3pACT

He ce cunTa 3a He0DXOAMMO KOPHIHpaHE Ha 103aTa.

bLOpeuno yBpexaaHe




Cxopocr Ha BrapacrHE H xena > 40 kg Jena < 40 kg"
raoMepyJIHa |
dHaTpANEA
(GFR)
(mi/min)
no-BHCOKA oT 30 HE C¢ Hajlara KOpHIrupaHe He ce Hajlara KOpHrHpaHe
10 no 30 MakcHMYM 500 mg aBa npTH 15 mg/kg, npinoxeHn ABa IETH AHEBHO
JHEBHO (MaxcumMyM 500 mg n1Ba IbTH JHEBHO)
no-gacka ot 10 makcuMyM 500 mg/nHeBHO 15 mg/kg, npunoxeHH KaTo eHOKPATHA
IHEBHA [034
(MaxkcuMyM 500 mg)
# 1Ipu MO-ro/IAMaTa JacT OT CIyYaHTe Ce IIPEANIOUHTa IAPEHTEPAIHO JEUEHHE.

IIpu nayuenmu na xemoduanuza

AMOKCHIIHITHH MOJKeE JIa C€ OTCTPAHM OT KPhBOODPAIIIEHHETO ype3 XeMOOHAaIH3a.

XeMOAHAIA3A

Bripacran 1 xena >40 kg 15 mg/kg/nHeBHO, MPIWIOKEHH KATO € JHOKPATHA THEBHA 034.

IIpeau xemoananusa TpAOBA [ig e MPUNOKH €1Ha JOMbIHWTENHA
no3a ot 15 mg/kg. C uen aa ce Bp3CTAHOBAT HHPKYIATOPHHUTE
NCKapCTBEHH HUBA, TPAOBa Aa ce MPHIOKH Ol €OHA 034 OT 15
mg/kg cnen xeMoauanm3ara.

Hpu nayuenmu na nepumoneania Ouarusa
MaxkcamyM 500 mg aMOKCHIIME JHEBHO.

Hepnoapobuo yepexnane

TpabBa na ce no3upa c NoBHIIEHO BHUMAHKE M 112 C& MOHUTOPHpA PeaOBHO YepHOOApOoOHATa (PYHKIA
(ByxTe TOuKa 4.4 1 4.8).

HauHH Ha mpHIoXeHHe
Amokcuiue Canfios e nmpeqHasHadeH 32 Nepopaina ynoTpeta.
AbcopbumsaTa Ha AMokcHIUTHH CaHZ03 He Ce MOBIHARA OT XpaHa.

JleueHHETO MOXKe Mla 3aN0YHE NAPEHTEPATHO CHIVIACHO MPENOPELKHTE 3a J03MpaHe HA MHTPABEHOZHATS
¢opMa H na npoaBIKH ¢ mepopaiHa GopMma.

Hornasmatire Tabnerkure uean 6e3 Ja I'M CIyKBaTe HITH CABBKBATE.
4.3 IIporaBonoxazanns

CBpPBXYYBCTBHTEMHOCT KbM AKTHBHOTO BELIECTBO, KBM HAKOH NEHUUMIHHHTE WIH KbM HAKOE OT
MOMOIMHHKTE BEllecTBa, H30poeHH B Touka 6.1.




4.4 CnenmaiBH npexynpexieHns H NpeANa3HH MEPKH HPH yHoTpeda
Pe Ha CBPBXYYBCTBHTEIHOCT

[Ipenu 3anouBaHe Ha NEYCHHE ¢ AMOKCULIMIMH, NTAUMEHTHT TpA0Ba Aa Ob/e pa3nuTaH BHHMATEIHO 33
NPCAMIIHY PEaKUHH HA CBPBXYYBCTBHTEIHOCT KbM ITEHHLIWINHH, LE(DaNocHOpHHH WM APYTH GeTa-
JIAKTaAMHH POAYKTH (BHXKTE TOUKH 4.3 1 4.8).

CepHO3HH H MMOHAKOTA ¢ JICTANeH H3X0 PeakUHH Ha CBPLXUYBCTBHTENIHOCT (BIJIFOUMTEIHO
aHA(HIAKTOHIHM M TEKKH KOXKHH HEXKENAHH peaKkiMK) ca ChoOIIaBaHy TIPH TAIMSHTH HA JICHEHHE C
NeHHUMIHH. [10-BEPOATHO € Te3H peaKkuH Ja Ce€ NOABAT MIPH NMALIHEHTH ¢ aHAMHE3a 32
CBPBbXYYBCTBHTETHOCT KbM NEHHIWIHH H aTONMHYHH nateHTd. [1pH nosea Ha aneprudHa peakuus,
JICYSHHETO ¢ AMOKCHIWIHH Tpa0Ba fa Ob/1e peKpaTeHO H Aa ce Ha3HauH MOAXOAAINA aTepHATHUBHA
Teparus.

HeuyBCTBHTENTHH MEKPOOPraHH3MH

AMOKCHITMTHH HE € MOIXOIAIL 3a JIEYEHHETO HA HAKOH BHOOBE MHGEKUMH, OCBEH aKO MPHYMHATEIAT
€ BCYC YCTAHOBEH U € H3BECTHO, Y€ € YYBCTBHTEICH WM KMa MHOTO IojiiMa BEPOATHOCT, Y€
NaTOTEHBT Hie ObJC NOAXOAIN 32 JIeUeHHE ¢ aMOKCHIIMIHH (BIDKTe Touka 5.1). Tosa Baxu ocobeHo,
KOraTto ce¢ OOMHC/A JIeYeHHe HA MAMEHTH ¢ HHPEKHH Ha NMKOYHHTE ITBTHILA H TexXKH HHEKIHY Ha
YIIHTE, HOCA U I'BPJIOTO.

I'spyose

[Tpu naumesTH ¢ HapymeHa 6b6peuHa GYHKLMS MK PH TAKHBA, IPHEMALIH BUCOKM JO3H HIIH NPy
MALMEHTH ¢ NpeApasnosiaray gakropH (Hanp. aHaMHe3a 3a FbPUORE, IEKYBaHa eMAWICTICHS HITH
MEHHHTeATHH HAPYIUCHUS (BIDKTE Touka 4.8), MOKe J1a ce Pa3BHAT I'EPUYOBE.

brOpeuno yBpexcate

[Ipn nanuentu ¢ 66pedHO yBpexkaaHe, 103aTa TPAOBA 1a ce KOPHIHPA B 3aBHCHMMOCT OT CTEIIEHTA Ha
yBpexaaHe (BHKTE TOuUKa 4.2).

Koxnu peakuyu

IlpH 3anouBaHe Ha NIEYSHACTO, MOABATA HA TEHEPAIH3HPAH €PHTEM , CHIIPOBOJACH OT TPECKA H
IyCTYJIH, MOXE Aa € CHMITOM Ha OCTpa IeHepaiu3upaHa ek3aHTeMHa nycryno3a (AGEP, sikTe
TO4Ka 4.8). Tazu peakups Hanara cnupaHe Ha NEYSHUETO ¢ AMOKCHITWAKH ¥ € NPOTHUBOTIOKAZAHHE 34
HOCJICBAlI [IPHEM.

JleueHueTo ¢ aMOKCHITHIHH TpAOBa a ce H30ArBa NMpH CEMHEHHE 3a HH(EKIHO3Ha MOHOHYKE034,
ThH KaTO IpH TOBA 3a00NABaHE Clie] IPAICKESHHE Ha aMOKCHLIAIHMH € HabonapaHa nosBsaTa Ha
mopbwmcopmes 0OpHB.

Peaximns ya Jarisch-Herxheimer

Peakimara Ha Jarisch-Herxheimer e HaGmonapana ciie neuenne Ha JlaiiMcka Sonect ¢ AMOKCHIWIMH
(BukTe Touka 4.8). Ta e npsx pesynrar or aHTMGaKTEpHATHATA AKTHBHOCT HA AMOKCHIMIHH BBPXY

6axrepuure, npuunHUTeNH Ha JlaliMcka Gonect, cniupoxertara Borrelia burgdorferi. FIHTES
TpsGBa Na ObAAT YBEPEHM, Ye TOBA € 4ecTa ¥ OOHKHOBEHO caMOOrpaHW4aBaINa ce )
AHTHOHOTHIHOTO JicueHHe Ha JlaliMckara 60ecT. y




CBpBXpacTex HA HEYYBCTBHTENHH MHKPOOPraHH3MH

[IpogsmxurenHara ynorpe6ba NOHAKOra MOXKe Ja NOBEJE IO CBPLXPACTEX HA HEUYBCTBUTEIHHA
MHKPOOPraHH3IMH.

AHTHOMOTHK-ACOLIHMPAH KOJIHT € ChOOIIABAH NPH [IOYTH BCHYKM aHTHOAKTEPHMAITHH CPEJICTBA M MOXE
Aa Bapupa o TEXECT OT NeK A0 JKUBOTO3acTpalasall (BiokTe Touka 4.8). Io Tasy npHyHHa, mpy
NAUMEHTH C AHAPHA 110 BpeMe Ha WIH CIe] ISYCHHE ¢ aHTHOHOTHITH, € BAXKHO /1a C€ HMA MPESABHL
Ta3H AMATHO33. AKO Ce MOSBH AHTHOHOTHK-aCOIMHPAH KOJIHT, JEUEHHETO ¢ aMOKCHLIIHH TpAOBa
He3a0aBHO Na C€ NPEYCTAHOBH, Ja Ce HANpPaBH KOHCY/ITALMA € JIEKap ¥ []a Ce 3aII04He NOAXOAIIIO
nedeHHe. B To3H ciyuail ca IpOTHBOIOKA3AHH aHTHNECPHCTAIITHYHH IEKAPCTBEHH IMPOLYKTH.

IIpOABIKHTENHO I€USHHE

Ilo BpeMe Ha NPOABIKUTENHO JICYEHHE € MPENOPHLUHTENHO NEPHOAHTHO A Ce OLICHABAT OPTaHHHTE,
CHCTeMHH (PYHKLHH, BKIIOUHTENHO OBOpeunHara, yepHOAPoOHATA H XEMONOETHYHATA (PyHKIMA.
Cro0asany ca NOBHINEHH HHBA Ha YEPHOAPOOHHTE €H3MMH M [IPOMEHH B KPBBHATA KAPTHHA (BHOKTE
TOuKa 4.8).

AHTHKOArvJIAHTH

Chobmasanm ca peAxy Cydal Ha yIb/DKaBaHe HAa POTPOMOMHOBOTO BpEME IIPU MALIMEHTH,
JICKYBaHH ¢ aMOKCHUMMKH. ITpH e1HOBpEMEHHO NpHIIOKEHHE C AHTHKOATY/JAHTH ¢ Hanara
TOXOAAILO npocnenssane. Moxe ga e HeofXxoaUMMO KOPHIHpaHe HA J034Ta Ha MEPOPATHHTE
aHTHKOArynaHTH 32 NOAAbPXKAHE HA JKEJIAHOTO HHBO HA AHTHKOArylaHTHO AeHCTBHE (BIDKTE TOUKA
4.5 u 4.8).

Kpucrarypus

IIpu namyeHTH ¢ HAMATICHO OTAEIAHE HA YPHHA MHOTO PAAKO € HabMio1aBaHa KPHCTATYPHS, TTIABHO
NPH NapeHTepaTHo NeucHHe. [1o BpeMe Ha NpHIIAraHeTO HA BUCOKH 103H aMOKCHIIWIHH Ce
Npenoprysa NOAIBPKAHETO Ha AIEKBATECH IIPUEM HA TEMHOCTH M OTJENAHE Ha YPHHATA, C IIeJ 11a ce
HAMaJIH BB3MOXKHOCTTA 38 aMOKCHLIATHHOBA KpucTamypus. [Ipn naneHTs ¢ KaTeTsp B IMKOYHHA
Mexyp TpAOBa ja ce MpoBeXIa pe/IOBEH KOHTPOJ Ha IPOXOAUMOCTTa (BIKTE Touka 4.8 1 4.9).

IIpoMeHH NpH AHATHOCTHYHK H3C/IC/IBAHMA

IoBumenuTe cepyMHH HHBA W TIOBHIIICHH HHBA B YPHHATA HA AMOKCHIIWIMH € BEPOSTHO Ja [TOB/IHIAT
onpeneneHy nadopaTopHu uscneaApaHHa. [lopaan BUCOKHTE KOHIEHTpalLMH HA AMOKCHITHIHH B
YPHHaTa, NpH XUMHYHHTE METOIH YECTO MMa (GaTHBO NONOKHUTEIIHH PE3YJITATH.

IIpeniopbuBa ce NpH H3CNEABAHE 3a HAJIHUME HA [JIOKO3a B YPHHATA IO BpEME Ha JIeueHHe
AMOKCHUMIIHH, 13 C€ H3MIO/I3BAT CH3HMHHTE MTIOKO300KCHAA3HH METOJM.

Hanwuuero Ha aMOKCHIIHIIMH MOXE [ia IPOMEHH PE3YITATHTE OT H3CASABAHETO 38 €CTPHOJ MPH
OpeMeHHH KEHH.

4.5 B3amMoneiicTBHE ¢ APYrH 1eKAPCTBEHH NPOAYKTH H APYrH ¢opMu Ha BlanMoaeHcTBHE

Ilpobenenmn

_1_._.0-.—--““.

EnxospeMeHHa ynotpeba Ha npobeHenua He ce npenoppusa. [IpoSenemun Hauanaggsﬁggﬂqj P
TyOynHa cekpelma Ha aMOKCHLMIHH, ExqHoBpemennaTa ynotpeba Ha npoﬁeneun,w

[IOBHIICHH HHBA H& aMOKCHIIHTHH B KPBBTA 34 NO-ABJALT NePHOI OT BpEME.

.




AJIOTTYpPHHON

EnHospeMeHHaTa ynotTpeGa Ha alonypHHON HO BpeMe Ha JIEYCHHE C AMOKCHIHITMH MOXeE Jja YBSJIUYH
BEPOATHOCTTA OT KOXKHH JICPrHYHH PEAKIHH.

Tetparmncriiy

Terpaumknnnu u Apyru GaKTepHOCTATHYHH JICKapCTBEHH MPOAYKTH MOTAT Aa DOBJIUAAT HA
OakrepHUHAHHTE eEeKTH HA AMOKCHITAINH.

Ilepo AHTHKOAryJIAHTH

IlepopanHuTe aHTHKOAry I2HTH U NEHULMAWHOBUTE AHTHOHOTHLIM €4 H3MIO/I3BaHHU IIHPOKO B
TIpaKTHKATa 6e3 ¢Ho0ueHus 3a B3aUMOAEHCTRHA. BEIpexH ToBa B IHTEpaTYPaTa MMA ONHCAHH
Ciiydad Ha MOBHIICHO MEXIYHAPOJHO HOPMAIIH3HPAHO OTHOLIEHHE NPH MALMEHTH HA allEHOKYMAapOT
WIH BaphapuH M TEKYBaHH ¢ aMOKCHLIMIHH. [1py HeoBX0MHMOCT OT €XHOBPEMEHHO NPHIOKEHHE
Tps0Ba BHUMATEJIHO Jia C€ MPOCIEAIBAT NPOTPOMOHHOBOTO BpeMe HTH MEXKIYHAPOTHOTO
HOPMATH3HPAHO OTHOIIECHWNE HIPH A00aBAHETO WIH CIIMPAHETO HA aMOKCHIDUIMH. OCBEH TOBa MOXKE J1a
€€ HAJIONH KOPEKIHA HA J03aTa Ha NIEPOPATIHHTE aHTHKOAryJaHTH (BIDkTe ToukH 4.4 1 4.8).

MeroTpekcar

[TeHmypuTHHATE MOXE Ja HAMAAT EKCKPELATA Ha MCTOTpEKCaT, IPHIHHABAHKH HOTESHIHAIHO
NOBHILIABaHE HA TOKCHYHOCTTA.

4.6 DepTHANTET, GPEMEHHOCT H KLPMEHE

bpemeHHoCT

lipoyuBanns npu KMBOTHH He MOKA3BAT MPEKH HIH HENPEKH BPeaHH eeKTH IO OTHOLICHHE Ha
PeIPORYKTHBHATA TOKCHYHOCT. OrpaHU4eHH JaHHH 3a YNIOoTpeGaTa HA AMOKCHIHITHH IO BpeMe Ha
GpeMeHHOCT NpH XOpa He MOKa3BaT NOBHIIEH PHCK OT BPOJSHH ManpopMaLHi, AMOKCHLMIHH MOXKE
Aa C¢ NpHiiara no BpeMe Ha OPEMEHHOCT, KOraTo MOTEHIMANIHATE NOJI3H HaABUINABAT NIOTEHIHATHHTE
PHCKOBE, CBLP3aHH C JICUCHHETO,

Ktpmene

AMOKCHIIIIMH C€ €KCKPETHpPa B KbpPMaTa B MAJIKH KOJMYECTBA C Bh3MOKEH PHCK 32 CCHCHOHMNH3aIHA.
Cnenoarenso ca BE3MOXKHH AHAPHA M MbOHYHA HHDEKIIHE HA NHraBUITHTE [IpH KEPMAaveTo, KOETO
MOZKE /1a HANIOXKH NPEYCTAHOBABAHC HA KbPMEHETO. AMOKCHIMINH TpA6Ba 1a ce M3NOI3Ba IO BpeMe
HAa KbPMEHE CaMO CJICA NPEHeHKa OT JICKYBAIIHA JICKAp HA ChOTHOIIEHHETO MON3a/PUCK.

DepTHIHTET

Hama nattH 3a epekTrTe Ha AMOKCHLIAIAH 1O OTHOIIEHHE Ha DEPTHIATETA NpH Xopa.
PenponyxrienuTe NpoyuBaHKs NPH XXHBOTHH HE CA TOKA3A)TH e(heKTH BBPXY ¢beprunuTera.

4.7 EdexTa pbpXy cnocobHocTTa 32 moupane B paGora ¢ MamIMER

gy L,

He ca npoBexxaann npoyusanud 3a edekTHTE BBPXY CIIOCOOHOCTTA 32 iogupaHe u pabora C MATH
Brupeku ToBa MOXe Ja ce MOABAT HEXENaHU peaxiuH (Hanp. aIepruvHH peakiuy, 3amaﬁp@¢,‘cf&w

FBPY0BE), KOMTO MOTAT 12 NOBJIMAST CNOCOGHOCTTa 32 IoHpaHe H paboTa ¢ MALIMHA (B
4.8).
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4.8 Hexenann peakiun

Hali-uecto chobmaBaHuTe Hexkenanu ekapcTsend peakipa (HJIP) ca quapus, rafieHe i KOXHE

OOpHBH.

HJIP, momyueHH OT KIMHHYHH W3MHTBAHHSA M OT IOCTMAPKETHHIOBOTO HaOMIOCHHE ¢ aMOKCHLWIHH,
NpeACTABCHH IO CHCTEMO-opraHeH kinac no MedDRA, ca 3bpoenu mo-foiy.

Hanenata mo-nomy TEPMHHONOTHA € M3ION3BAaHA 3a KIACHQHMIMPAHE Ha YECTOTATA HA HEXKEJIAHHTE

JIEKAPCTBEHH PEAKIHH.
Mroro gectH (=1/10)

Yectu (>1/100 no <1/10)
Heuectn (=1/1 000 no <1/100)
Peaxu (>1/10 000 go <1/1 0600)
Mpnoro peaxu (<1/10 000)

C HeHM3BECTHA 4eCTOTA (OT HUIMYHUTE JaHHH HE MOXeE [a GbJe HalpaBeHa OLIEHKA)

Hadexnun n HudecTANNA

MBHoro peaxu Kanuaosa Ha KoxKaTa H TMIraBHLIMTE

Hapymenns B KPLBTA H JaMbHATa CHCTEMa

MHoro penku OOpaTHMa NeBKONEHHS (BKIIIOUHTETHO TEXKKA
HEYTPOIICHHA WM arpaHy/IoLHUTo3a), 0OpaTHMa
TPOoMOOLHTONEHNA H XeMOIIMTHYHA AHEMHA.
YAb/DKaBaHe HA BPEMETO HA KBPBEHE H Ha
npoTpoMOHHOBOTO BpeMme (BIKTE ToukKa 4.4).

Ha CHHE HA HMYHHATA CHCTEMA

MHoro peaxu TexKn anepruyiH peakiiH, BIIOYHTEIHO

AHTHOHEBPOTHYEH OTOK, aHaQHIAKCHA, CEPYMHA
OollecT H XMITEPCEH3UTHBEH BACKY/IHT (BIDKTE
TouKa 4.4).

C HEeH3BECTHA 4eCTOTa

Peaxuus na Jarisch-Herxheimer (Buxre TOUKa
4.4)

Hapymenus Ha HEPBHATA CHCTEMA

MBHoro peaku

XHITEPKHHE3HA, 3aMasHOCT ¥ KOHBYJICHH (BHXKTE
To4Ka 4.4).

CToMamno-YpesHn HADYIICHHAA

Hannu om xaunuyRu npoyyeanusn

*YecTH Jlapui B rajeHe

*Heuecrn [loBpbInaHe

Hocmmapremunzosu oanuu

Mnuoro penxu AHTHOHOTHK-aCOLIAHPaH KOJMHUT (BKIKOYATEIIHO

[ICEBAOMEMOPaHO3EH KOJIUT H XeMOparudeH
KOJIHT, BIDKTETOUKA 4.4).

Yepen “kocMat” €30k

Xenaro0naHapHu HADVIICHHAS

MHoro penku

XenaTuT H XOJIECTATHYHA I
nosuaBaHe Ha ACAT w/min,

Hamennﬂ Ha KOXKATA H HOAKOKHATA ThKAH




ALlannu om knunuinu npoyyeanus

*Yectu Koxen o0puB

*HeuecTn YpTHKapusa H ¢epOek

Hocmmapkemunz08u dannu

MHoro peaxu KoXHH peakiHH KaTo epuTeMa MynTHopMe,

CHHApPOM Ha Stevens-Johnson, TokcHIHA
eIMMICPMAaTHA HEKPOJIH3a, OYJI03€H H
¢Kkc(oNHaTHBEH ACPMATHT, OCTPA
reHepalu3HpaHa ex3aHTeMHa myctyno3a (AGEP)
(BokTE TOUKA 4.4) U JlekapcTBeHa peaKLMs ¢
eozuuounua u cicremun cuMrromMu (DRESS).

Hapvymenns na OblpennTe H NHKOYHATE ObLTHINA

MHoro peakn: HurepctuumaneH nedpput

Kpucranypus (srxre Touku 4.4 u 4.9
[Ipenosupane)

¥ Yecrorara Ha Te3u HexKeIaHH CHOUTHS € NOMyyYeHa OT KIMHHYHH [IPOYUBAHMS, BKIFOYBAIIM 0610
oko110 6 000 pB3pacTHH H NEAHATPUYHH MALMEHTH, MPHEMALIHA AMOKCHIIHIIHH.

Crobimapate Ha IOI03MPAHH HEXENAHNA peakuuu

CpobLiaBaHeTo Ha MOAO3MPAHN HEXEIAHHM PEAKLMH CJIe/l paspelIaBaHe 3a ynoTpe6a Ha JeKapCTBeHHS
MPOIYKT € BaXKHO. TOBa 103B0/1ABA 1a MPOARDKH HAGMOAEHHETO HA CHOTHOIEHHETO MION3a/PHCK 3a
JICKAPCTBEHHA MPOAYKT. OT MEHITHHCKHTE CIIEIHANICTH C¢ H3UCKBA Aa CHOOIABAT BCAKA
NOAO3HPaHa HEXKEJIaHa peakIKd Ypes HALMOHAIIHA CHCTEMA 3a ¢ho0IaBane koM M3mbanurendara
arc¢HUHA 1o JIeKapcTeaTa, yi. ,,Jlamad I'pyes” Ne 8, 1303 Codma, Ten.: +35928903417, yeGeaitr:

www.bda.bg

4.9 Hpegozupane

CHMIOTOMH M IPU3HAIM HA IPeAO3HpaHe

Moske na ce HabmonaraT CTOMAITHO-YPEBHH CHMITTOMH (KATO rajieHe, NOBPBIIAHE H aHapus) |
HapyIiaBaHe Ha BOAHO-eNEKTPOIHTHHS Oananc. HabmonaBana e aMOKCHIIMTHHOBA KPHCTATYDHA, B
HAKOM CTyqaH BojeHIa no 6s0peyHa HenocTaThuHocT. [IpH naiyenTy ¢ yepeneHa 66peuna GpyHKIpA
HJIH TIPH TAKHBA, MOTy4aBalld BHCOKH 103U MOTAT 2 € PA3BHAT I'bpuoBe (BIDKTE TOMKH 4.4 H 4.8).

JleueHNe Ha HHTOKCHUKALIMA

CHMIITOMHTE OT CTpaHa HA CTOMAINHO-YPEBHMA TPAKT MOTAT Ja e JEKYBAT CUMITTOMATHYHO, KATO CE
00BpHE BHHMaHHE Ha BOJHO-EIEKTPOHTHHS GanaHc.

AMOKCHIHITHH MO¢ /1a ¢€ OTCTPAHH OT KPBBOOOPAILICHUETO Ype3 XeMOIHAH3A,

5 ®APMAKOJOI'ATYHHA CBOHUCTBA
5.1 PapMakoaAREAMHYHEA CBolicTBa

DapMaKOTepaneBTHIHA IPYTIA: NEHHIMIHHH ¢ LIUPOK CEKTEP Ha ackcTere; ATC xon: JO1CAM4,
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AMOKCHIIWIHH ¢ NOJYCHHTETHYCH NeHUIWIHH {6eTa-IakTaMeH aHTHOHOTHK), KOMTO HHXHOMpa €HH
WM TIOBEYe €H3HMH (Y€CTO HapH4YaHH NEeHUIMINH-CBBP3BAIM poTeHHH, PBP) B nporneca Ha
OHocHMHTE3a Ha DaKTepHATHHA NENTHACIIMKAH, KOHTO € CHIIECTBEH CTPYKTYPEH KOMIIOHEHT HA
GakTepHanHara KIeTbYHa cTeHa. MHxuOupaHero Ha CUHTE3a HA IENTHIONIMKAHA BOIH JO OTCHa0BaHe
Ha KJIEThYHATA CTEHa, KOETO OOMKHOBEHO ce HOCIeABa OT KJIEThYHA T34 H CMBPT.

AMOKCHIIIHH € 9yBCTBHTE/ICH KBM pasrpaxjaHe oT feTa-nakraMasure, NpOoAyLHPAHH OT
Pe3HCTEHTHUTE GakTepHH, NOPATH KOETO, CNEKTHPBT My HA ACHCTBHE HE BKIIOYBA MHKPOOPTaHH3MM,
KOHTO MIPOHM3BEKAAT TE3H €HIAMH.

QapMaKOKHHETHYHA/ DAPMAKOIMHAMHYHA BPh3Ka

BpeMero ciien MUHMManHaTa HHXuOHMpama konuenTpauus (T>MUK) ce cunTa 3a OCHOBHUA
onpeaenam gakrop 3a eHPUKACHOCTTa Ha AMOKCHIIHIHH.

MexaHU3MM Ha PE3UCTEHTHOCT
OCHOBHHTE MEXaHH3MH Ha PE3UCTEHTHOCT KbM aMOKCHI[HIIHH Ca:

« HMHuakTuBHpaHe OT HaxTepHaHUTE OeTa-NaKTaMasy.

* Hsmenenue Ha PBP, xoero HamansBa aduHnTeTa HA aHTHOAKTEPHANHHA MPOAYKT KEM

Taprera.

JInncara Ha mepMeaGriInTeT Ha OaKTEPHHTE HWIH MEXaHM3MHTE Ha eqUIYKC TIOMIIATa MOTAT A3
NPHYHHAT WIH Ja NONPHHECAT 3a OaKkTepuanHaTa pe3UCTeHTHOCT, ocobeHo npH ['paM-oTpHiaTeHATE

OaxTepuH.

I'paHu4HM CTORHOCTH

I'pannunure crokiHocTH Ha MHK 3a amokcumwiH ca Te3u Ha EBponiefickia KOMHTET 110 H3IHTBAHE
Ha aRTUMHMKpOOHaTa gyBcTBHTENHOCT { The European Committee on Antimicrobial Susceptibility

Testing (EUCAST)) Bepcus 5.0.

Mukpoopranuibsm MUK xpaTHuBa rpasnna (mg/l)
YyscrBHTENHE < Pe3ncTenTHR >

Enterobacteriaceae 8 8

Staphylococcus Spp. Benesxa’ Benexka

Enterococcus spp. 4 8

Crpenrokokn rpynn A, B, C u Benexka’ Benexxka®

G .

Streptococcus pneumoniae Benexka® Benexxa’

I'pyna Ha Crpenrrokokyc 0,5 2

BUPHAHC

Haemophilus influenzae 2° 2

Moraxella catarrhalis Benexxa’ Benexxa’

Neisseria meningitidis 0,125 1

['pam nonoxurenHu aHaepobu | 4 8

6e3 Clostridium difficile’

[ pamM-OTpHLIATEIHH aﬂaﬂpﬂﬁns 0,5 2

Helicobacter pylori 0,125° 0,125°

Pasteurella multocida 1 ]

KpHTHYHM I'paHHIH, 2 8




HECBBP34HU BHIOBO

1 _
Hueuar mam Enterobacteriaceae e kaTeropHnpaH KaTo YyBCTBHTENICH KBM aMHHOMEHUITHITHHH.

HsAKoH cTpaHH NMpeAnoYNTAT Ja KaTErOpH3HpaT AUB THI U3onatd Ha E. coli u P. mirabilis xato
HHTEepMeauepHH. Koraro ¢irydadr e Takbe, TpaOpa na ce uinomssatr MUK rpanuura croiaoct S <0,5

malL

IToBeweTo cTapUNIOKOKA OPOAYLIHPAT NEHULIKIA3a H ¢4 PE3UCTEHTHH KbM aMOKCHLUATHH.
MEeTHLIAAHHPE3HCTEHTHUTE H30J1aTH €4, ¢ HAKOIKO H3KIIOYEHM, YCTOMYHBH HA BCHUKH GeTa-

JIAKTAMHH JIEKAPCTBEHH NPOAYKTH.
3

Ot YYBCTBHTENHOCTTA KbM 2MITMIHIHH MOXe Ja CE NPABH 3aKII0YEHHE 33 UYBCTBUTEIHOCTTA KM
AMOKCHITHTHH.
4

3a 4yyBCTBHTENHOCTTA HA CTPENITCKOKH TpyTH A, B, C H G KbM NEHHITHHH Ce IIPABH 3aKTIOYCHHE

OT YyBCTBHUTEIIHOCTTA Ha OCHIMITIEHUITMINH.
5

KpuTiHunHTE rpaHALIM c€ OTHACAT CaMO 3a HEMEHHHIHTHM H30JIaTH. 32 M30JIaTH, KATETOPH3NPAHH
KaTO HHTepMEAHEPHH KbM aMITHLIWIHH, TPAOBa Aa ce H30Area nepopaiHo JECYEHHE ¢ AMOKCHINIIHH.
YyeerBuTenHOCT 3akmoueHa oT MUK Ha aMnuipuiHH.

6

KpHTHYHHTE rpaHulIMd ce OCHOBABAT Ha HHTPABCHO3HO NpHIIOKeHHe. bera-TakTaMa3sHH 103U THBHU

H30J1aTH TpAOBa Aa Ce JIOKIANBAT KATO PE3HCTEHTHH.
7

bakrepuure, npoayumpalu SeranakTamasa, TpAGBa 1a ce JOKIAABAT KaTO PE3HCTEHTHH.
g

3a 9yBCTBHTEIHOCTTa KbM AMOKCHLIWIHH MOJXKE A2 C€ TMPABH 3aKJIOUCHHE OT YYBCTBHTEIHOCTTA KbM
OCH3HIIMEHHULIIHNH.
9

Kpurriunute rpanaum ca 6asHpaHy Ha eNMAEMHONOrHYHH IPaHHYHH cTofiHOCTH (epidemiological

cut-off values, ECOFFs), KOHTO O'T/IHYaBaT AHUB THII H30JATH OT TAKHBa, C HAMAJIEHa YYBCTBHTE/IHOCT.
10
HeBHAOBO CBBp3aHMTE KPHTHYHH TPaHULM ca 0asHpaHH Ha J03H oT noHe 0,5 g X 3 wiH 4 103H

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

PasmpocTpaHeHneTo Ha pe3HCTEHTHOCTTA MOXE Jia BApHpa reorpadcku H BB BPEMETO 32 ONpeaeNeHu
BHJIOBC H-€ JKENATC/IHO Ja HMa JIOKAIHa HHpOpMAaLHA 3a Pe3UCTEeHTHOCTTa, 0COOEHO NpH JieueHHe Ha
TeKKH HApekiuH. [Tpu HeobxoauMocT TpaGBa 1a ce MOTHPCH ChBETA HAa EKCTIEPT, KOTATO JIOKAJTHOTO
Pa3npoCTpaHEHHE HA PE3UCTEHTHOCT € TAKOBA, Y€ MI0JI3aTa OT JICKAPCTBSHUA MPOAYKT IIPH IIOHE HAKOM

BHIOBE HH{(eKIH € Noj BEIpOC.

In vitro uyBCTBATEIHOCT HA MHKPOOPTAHAZMHE KbM 2MOKCANHJIME

MHEKPOOpPraHuIMHE, KOUTO 00Hualno ca S YBCTBHTEJIHH

Aepobnn ['paM-noroxUTeTHH MUKPOOPTAHH3MH:

Enterococcus faecalis
bera-xeMoMMTHYHHU cTpenTOKOKH* (rpymu A, B, C u G)

Listeria monocytogenes

BraoBe, NpH KOHTO NPHIOOHTATA PEe3HCTEHTHOCT MOKE Aa e mpobJem

Aepobnu ["paM-oTpHIIaTETHH MHKPOOPTAHUIMH:

Escherichia coli
Haemophilus influenzae
Helicobacter pylori
Proteus mirabilis

Salmonella typhi




Salmonella paratyphi

Pasteurella multocida

Aepo6uu I'paM-NONIOKHTETHA MUKPOOPraHH3MH:

Koarynasa - Heratueuy cTadMIOKoKH

£
Staphylococcus aureus

Streptococcus pneumoniae

I'pyma Ha CTpernrrokokyc BHpHAAHC

Anaepo6Hu ['paM-noacKUTEIHH MHKPOOPraHW3MH:
Clostridium spp.

AHaepoOHH I' pamM-oTpHilaTeIHH MHKPOOPTaHM3MH:

Fusobacterium spp.

Apyru:
Borrelia burgdorferi

MuKDOOPrannIMe ¢ NPHCHLINA PEIACTENTHOCTT

AepobHu ["paM-nonoKHTETHH MHKPOOPTraHH3MH:

Enterococcus faecium?

Aepobup ["paM-oTpHLATETHI MUKPOOPraHH3MH:

Acinetobacter spp.
Enterobacter spp.
Klebsiella spp.

Pseudomonas spp

AHaepo6uu ['pamM-0TpHIATENHH MHKPOOPraHW3MH:
Bacteroides spp. (Maoro mamose Bacteroides fragilis ca pe3ucTeHTHH).

Hpyru:
Chiamydia spp.

Mycoplasma spp.
Legionella spp.

1
EcrecTBeHa uHTEpMeaMEpHa YYBCTBHTENHOCT B OTCHCTBHETO HA MPHIOOHMTH MEXAHM3MH HA

PE3HCTEHTHOCT.
£

IToury Bewuku S.qureus ca pe3UCTEHTHH KbM aMOKCHIIMH, TOPAH MPOAYLHPAHETO Ha
neHUIgUIasa. B aombnHeHye BCHUKM METHIMIHH-PE3HCTEHTHH IAMOBE Ca PE3HCTEHTHH KbM
AMOKCHITHJIMH,

S.2 DapMAKOKHBETHIHH CBOlicTBA

AGcopbimg

- AMOKCHIMITHH C€ THCOLMMpA HAITHIIHO BB BOJEH PA3TBOP ¢ DH3HOJOTHYHO pH. AGc ) A
U fo0pe cnex mepopainto npunoxenye. Clex NepopatHo MPIIoKEHHE Gnoﬂannqﬂﬂcrfa Ha




aMOKCHLWIMH ¢ npubausurenHo 70%. BpemeTo 3a mocrurane Ha NUKORA IUIA3MEHA KOHLICHTpALIAA
(Thax) € NpUOIM3HTENHO €JHH Yac.

[lo-noxy ca npeacTaBeHH $papMakOKHHETHIHHTE PE3YIITATH OT €IHO NPOYYBAHE, IPH KOETO
AMOKCHLWIHH B 1032 250 mg TPH TTH AHEBHO ¢ NPHJIarad Ha TJIAJHO MPH IPYIH 3ApPaBH
Ao6poBOIIH. -

Cinax Tonax™ AUC 04m T
(pg/ml) (h) ((ng/.h/ml) (h)
3,3+1,12 1,5 (1,0-2,0) 26,7+ 4,56 1,36 £ 0,56
* Meananna (oOxaar)

B unrepnana 250 mg go 3 000 mg GHOHANMYHOCTTA € JTHHEHO NPOMOPLMOHANHA Ha JO34TA
(u3mepeHa Karo Coec v AUC). AGcopGumaTa He ce NOBHAB2 OT eAHOBPEMEHHNIS [IPHEM HA XpaHa.

Moxke Ad CC M3NON3Ba XEMOQHMaN3a 3a CIUMHHHAPaHE HA aMOKCHLIHJIHH.

Pasnpeaenenue

Oxono 18% ot 061I0T0 KONMYECTBO HA AMOKCHLIAIHH B IUIA3MATA € CBBP3aHO C MPOTEHHH M
NpUBHAHUAT 00EM Ha pasnpenenenue ¢ okono 0,3 o 0,4 I’kg.

Cnen uHTpaBeHO3HO NPIICKEHNE, AMOKCHITIIIHH CE YCTAHOBABA B HUTHIHHA MEXYp, KOpPeMHATa
ThKaH, KOXaTa, MaCTHATA ThbKaH, MyCKY/IHATE ThKAHH, CHHOBHAIHATA H NEPHTOHCAIHATA TEYHOCTH,
JUTHYKATa H THOWTA. AMOKCHIIHIIHH HE Ce pasmpeaens JOCTATBYHO B LEpeOPOCIHHAIHATA TEUHOCT.

OT npoy4saHHUATa NIPH XMBOTHH HAMA IOKA3aTEJICTBA 32 SHAUHMO 3aJbPKaHe B THKAHHTE HA
ChCIHHECHMSA, TIPOM3BOAHU HA JIEKAPCTBOTO. AMOKCHIIHIIHH, TOAOOHO Ha M0BEYETO MEHULWIHHH,
MOXe Ja C€ OTKpHE B KbpMaTa (BHXKTe TOUKa 4.6).

Hoxasano e, ue aMOKCHUIHH [IPEMHHABA Mpe3 [UIalleHTapHaTa GapHepa (BIKTe Touka 4.6).

buorpanchopManis

AMOKCHITMITHH YaCTHYHO C€ eKCKPETHPA B YPHHATA KATO HEAKTHUBHATA MEeHHUIHIOSBa KUCETHHA B
KOITHYECTBa, ¢KBHBaAIICHTHH Ha 10 no 25% ot HayanHaTta 103a.

Enumunnpane

OCHOBHHMAT BT HA CNIMMHHIPAHE Ha AMOKCHUMIIHH € Tipe3 Gp0pelinTe.

AMOKCHIIWIHH MMa CPEICH eMMHHALMOHEH MOMYXHBOT IPHOMM3HTENHO €HH 4ac U CPefeH obm
KIMpBHC npubauzuTento 25 1/9ac mpy 3apaeu suua. Tpubmusurento 60 1o 70% oT aMOKCHITHIHH &
€KCKPETHPa HEIPOMCHEH B YPHHATA MIpe3 MbpBUTE 6 HYaca cliell NPHIOKEHNE Ha eOMHUYHA 1038 250
mg unH 500 mg amoxcHuWIMH. CriopeR pasiM4HM NpOy4YBAHHA YPHHHAT2 ekckperma € 50-85% 3a
aMOKCHLIWIMH 3a IIepHOJ OT 24 Yaca.

EnHoBpeMeHHOTO NpuiicxeHHe Ha NpobeHern 326aBs eKCKpElMaTA Ha AMOKCHIIIIHH {BIDKTE TOUKA
4.5).
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MPEKAEBPEMEHHO poAeHH OedeTa) Npe3 rbpBaTa ceIMMLIA OT KHBOTA HHTEPBANLT HA IIPHIATAHE HE
TpA0Ba 1a HAAXBBPIIA NPHIATaHe JBA TBTH JHEBHO MIOPAIH HE3PIOCT HA OROpEUHMS TBT HA
eMMMHHHpPaHe. Thi KaTo NPH NalMEHTHTE B CTapYeCcKa BB3PAcT CHUIECTBYBA MIO-TOJAMA BEPOATHOCT
1a uMaT HamasneHa ObOpeyHa GyHKuMA, ¢ HeoOXOAUMO BHUMaHHE TIPH W360pa Ha A03aTa H MOXKe 71 €
NOJNE3HO Aa ce mpocieasasa OnOpeunara GpyHKIHA.

Ion

Crnep nepopanHo NpHIoKeHHe Ha AMOKCHIIIHH ITPH 3PaBH MBXKE H KEHH, OJNBT HE € OKa3aJ1
3HAYHMO BIHAHHE BBPXY (apMAKOKHHETHKATAa HA aMOKCHLIMIHH.

br6peuno yepexaane

OGmUAT cepyMeH KIMPBHC HA AMOKCHIIFUTHH HAMAJIABA TIPONOPLHOHANHO ¢ HAMAISBAHETO HA
0B0peynaTa pyHkuus (BrokTe TOukH 4.2 U 4.4).

HepHoapoOHO YRpeKIaHe

Ho3upaHeTo NMpH MAIMEHTH ¢ YepHOAPOGHO yBpexaane TpAGBa Aa ce U3BBPIIBA C BHUMAHHE H
"epHOAPOOHATa PyHKIMA TpAOBa Aa ce Npocneasnsa Ha PaBHH HHTEPBAIH OT BPEME.

3.3 IpeaAxMHEAYHA JAHHH 32 0€30MaCHOCT

Heknunuanure JaHHH He M0Ka3BaT ocoGeH PHCK 3a Xopa Ha Ga3aTa Ha dapMaKoJOTHIHHTE
NpoyuBaHus 3a 6€30MACHOCT, TOKCHYHOCT NMPH MHOTOKPATHO NpHiarade, FeHOTOKCHYHOCT M
PENPOAYKTHBHA TOKCHYHOCT H TOKCHYMHOCT 32 Pa3BHTHETO.

He ca npopexkgaHu H3NHTBAHHUA 33 KAPIMHOTEHHOCT ¢ aMOKCHLIFUTHH.

6 QPAPMAINEBTUYHH JAHHHA

6.1 CIECHK HA2 DOMOIMHATE BemecTBa

Aopo

Maruesues creapar (E470b)

IloBuaon (K25} (E1201)

Harpues ammecren rnuxonat (Tun A)
MHxpokpucTanHa uemynosa (E460)

Duamupaujo noxpumue
TuranoB quokeng (E171)
Tank (E553b)

Xumnpomenosa (E464)

6.2 HecnLBMeCTHMOCTH

Henpunoxxumo.

6.3 Cpok na rognoct /,,:.::-::.\\ |
7w g
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6.4 Coennanng yc/ioBHA 38 ChXpPARCHHE



Ha ce cexpansgsa noa 25°C
ChxpansBaiiTe B OpHTHHATHATA OIIAKOBKA, 34 12 c€ MPEANAa3H OT Biara.

6.5 BHA B ¢CbABPKAHHE HA OHAKOBKATA
PVC/PVDC/anymunuer 6nucrep

Amoxcuyunun Canoos 500 mg unmupanu mabremxu
Onakosku ot 7, 10, 12, 14, 16, 20, 28, 30, 100 u 1000 TabneTku

Amoxcuyunun Caroos 1000 mg unmupanu mabremxu
Onakoeku ot 7, 10, 12, 14, 16, 20, 28, 30, 100 u 1000 TabneTxu

He BcukH BHOOBE ONAaKOBKH MOrar Ja Gbaar IMycHaTH B fipoaaxoa.
6.6 CoenHamu npenna3HH MepKH OPH A3XBLpagHe H paGora

HaMma cneuManHy M3HCKBaHuA.

7. IIPUTEXATE.T HA PABPEINIEHHUETO 3A YIIOTPERA
Sandoz d.d.

Verovikova 57, SI-1000 Ljubljana
CnoeeHus

8. HOMEP HA PA3SPEINEHHUETO 3A YIIOTPEBA

Anmoxcuyunurn Canoos 500 mg ¢punmupanu mabremxu: 20100050

Amoxcuyunur Candos 1000 mg puwimuparu mabremxu: 20100051

9, AATA HA ITBPBO PASPEMIABAHE/TIOTHOBSIBAHE PA3SPEIIEHHETO 3A
YIIOTPEBA

Amoxcuyunun Canoosz 500 mg drunmupanu mabnemru: 03.02.2010

Amoxcuyunun Canoos 1000 mg gpuimupanu mabremxu: 03.02.2010

10. HATA HA AKTYAJIM3HPAHE HA TEKCTA

08/2017




