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1. HMME HA JEKAPCTBEHWSA IIPOAYKT | 1k h& me

HAyomoke 500 mg nucneprupaw ce TabieTku
Hyomoxc 750 mg aucneprapaumi ce TabneTku
Hyomoke 1000 mg aucrieprupaiun ce TabneTkn

Duomox 500 mg dispersible tablets
Duomox 750 mg dispersible tablets
Duomox 1000 mg dispersible tablets

2. KAYECTBEH H KOJTHMECTBEH ChCTAB

500 mg oucnepzupauu ce mabnemxu
Beska gucneprupaia ce TabneTka ChAbPKA aMOKCHLIWIMH TPHXHAPAT (amoxicillin
trihydrate) exBupanenTen Ha 500 mg aMOKCHLIANHA,

750 mg oucnepzupawiu ce mabremsu
Bcedka aucrieprupaiua ce tabneTka ChabpKa aMOKCHUMIIME TPHXBAPAT {amoxicillin
trikydrate) exBuBanenTen Ha 750 mg aMOKCHIMITHH,

1000 mg ducnepzupawu ce mabnemsu
Beska nucneprapaina ce tabnetka chabpika aMOKCHUWIMH TpHXuApar {amoxicillin
trihydrate) expupanented Ha 1000 mg aMOKCHUKKH,

3a NBIHMA CIIHCBK HA NTOMOILHUTE BEIECTBA, BHXTe Touka 6. 1.

3. JIEKAPCTBEHA ®0PMA

500 mg oucnepzupauiu ce mabnemxu

Jucneprupania ce Tabnetka

TabnerkuTe ca che CBETNO KpeMaB UBAT 1 OBaNHA opMa, ¢ nedaT GUPMEHO JIOro U Kog, 234.
Or apyrarta crpaHa Ha TaGneTKaTa HMa felUTelHa yepTa. JenHUTenHaTa yepTa He e
NpefHa3HAYEHA 3a pa3fensHe Ha TabieTkaTa Ha PABHH J103H, 4 € CAMO 33 €CTETHKA.

750 mg oucnepzupawiu ce mabremxu

Hucneprupaiiia ce Tabiaerka

TaGnerxure ca chbe CBETIO KpeMaB LIBAT H OBATHA opma, ¢ nevaT GHPMEHO oro H kox 235.
Ot npyrara cTpana Ha TabneTkara MMa JeIHTENHA YepTa. Je/IMTENHATA YePTa He €
npeaHa3HaueHa 3a pa3jensHe Ha TabieTKaTa Ha paBHH JIO3H, 4 € CAMO 3@ CCTETHKA.

1000 mg ducnepzupawyu ce mabnemxu

Jucneprupaia ce Tabnerka

Tabnerkute ca cbe cBeTNIO KpemaB LBAT K OBaNHA HopMa, ¢ neyaT GHPMEHO J1oro H Koa 236.

Ot apyrata cTpaHa Ha TablieTkaTa HMa fenuTelHa yepra. JleNdTeNnHaTa yepra He €

npeJHA3HAYCHA 3a pa3fenaHe Ha TabNeTKaTa Ha paBHYM J03H, a € CAMO 33 €CTeTHKA. _.-o=it.
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4. K/IHHHYHH JAHHH

4.1 TepaneBTHYHM NOKA3AHHS



AMOKCHUHITHH € NIOKa3aH 34 JIe4eHHe Ha ClIeaAHHUTe HHGEKLMH MNPH BB3PacTHH U Aella
(Bx.Touku 4.24.4 u 5.1):

Octbp 6axkrepHasieH CHHYHT

OcTBp OTHT Ha CPEAHOTO YXO

OCTBp CTPENTOKOKOB TOH3WIHT U hapHHIUT
OcTpH ex3anepbalui Ha XPOHHUEH GPOHXHT
ITHeBMoHHA NpHAOGHTA B 06IIECTROTO

OCTBp UHCTHT

bescumnToMHa fakTepuypus 110 Bpeme Ha GpEMEHHOCT
Octop nHenoHePpUT

Tugonnna n napatudoungHa Tpecka

Abcuec Ha 3p0UTe ¢ pasnpocTpaHABaL Ce LEMyJIHT
Hudexumn crea ctaBHO npoTe3upane

Epaymxauus Ha Helicobacter pylori

Jlafimcka 6onect

AMOKCHLIMITHH € TIOKa3aH ChILO 32 MPOdHIAKTHKA HA €HAOKAPIHT.

Tpabra na ce oObpHe BHUMaHHE Ha OQMUMAIHMTE YKa3aHHd 33 MpaBHHaTa ynorpeba Ha
aHTHOaKTepUaHH CPEACTRA.

4.2 [To3MpoBKa H HATHH HA NPHIGKERUE

HOBHEOBKB

3a n36opET Ha A03aTa Ha AMOKCHLIIIHH 3a Jle4eHHe Ha OTAenHaTa HHekuus Tpsbea a ce
HMAa NpeBKI;
*  OuakpaHHTE NATOreHH H BEPOATHATA HM YYBCTBHTENIHOCT KbM aHTHOAKTEPHAIHE
cpeacrea (B¥. To4Ka 4.4)
*  TexectTa M MACTOTO Ha HHEKLHATA
*  Bw3pacrra, Ternoto u 656peunara GyHKUMA HA NALHEHTA, KAKTO € TIOCOYEHO NO-
it
TIpOoABIKATENHOCTTA Ha JleMeHHeTo Tpa0Ba Aa ce ONpeens OT BHAA HA WHEKIIMATA H OT
MOBJTHABAHETO HA MaLMeHTa, H oOnuaiino Tpabea na Obae Bb3MOXHO Haii-KkparTka. Haxou
HH(MEKUHH HATaraT mo-ro1samMa NpoABLIKHTENHOCT Ha JIEYeHHeE (BK. ToUKa 4.4 OTHOCHO
NPOABLJDKHUTETHA TeParuA ).

Brnipactan u gena >40 kg

Iloxazanne* No3za*

Octop GakrepHaned CHHYHT

BescMMNTOMHa GaKTepHYpHS MO BpeMe
Ha OpeMeHHOCT

OcTep nHenoHedpHT

A6cuec Ha 3p6UTE C pasnpocTpaHaBany
ce LieSly T

OcTbp 1MCTHT

250 mg no 500 mg na Bcekw 8 yaca wim 750
mg Ac 1 g va Bcekn 12 yaca

Ipu Texxku uudexunn 750 mg go 1 g Ha
Bceku 8 yaca

OcThbp UMCTHT MOXe 12 ce JIeKyRBa ¢ 3g npa
I'bTH JHEBHO B IIPOABKEHNE HA €UH JeH

OcThLp OTHT Ha CPEAHOTO YXO

OcTBp CTPeNTOKOKOB TOH3MJIMT H
dapuHruT

OcTpH ex3auepOallH Ha XPOHHYECH
Gponxur

500 mg na Bcekn 8 vaca, 750 mg no 1 g Hp e
BeekH 12 vaca -

MMpu Texxku wHpeknun 750 mg no 1 g Ha
BCEKH 8 yaca B Mpoab/okeHHAE Ha 10, mmf
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[TheBMoHuA, npuaoSuTa B 061ECTROTO

500 mg no 1 g Ha peexu 8 yaca

TudongHa u napatudongHa Tpecka

500 mg no 2 g Ha Bcexn § yaca

HHpeximn cnea cTaBHO NpoTesHpane

500 mg no 1 g Ha BeekH 8 Haca

[TpodmnaxTHka Ha eHAOKAPAHT

2 g nepopallHo, eqHokpaTHa no3a 30 go 60
MHHYTH peiH NpoleaypaTa

Epanukauus va Helicobacter pylori

750 mg no 1 g ABa ETH AHEBHO B
KOMOHHAUWA ¢ HHXHOKUTOD HA NPOTOHHATA
nomita (Harp. OMenpasoll, JaH300pa3on) U
JApyr aHTHOMOTHK {(HAIp. KJIapHTPOMHLHH,
METPOHHAA301) B MPOAB/DKEHHE Ha 7 THH

Jlatimcka Gonect (Bk. Touka 4.4)

Panen ctagmii: 500 mg no 1 g Ha Bcexd §
4aca 10 MAKCHMYM 4 g/THEBHO, pa3neNieH: Ha
otaenau no3u 3a 14 aun (10 po 21 aun)
KBcen crannii (CHCTEMHH YBpeXKRaHHs):

500 mg no 2 g na Beeky 8 Yaca 5O MaxCHMyM
6 g/nneBHO, pa3icieHH Ha OTAENHH JO3H B
npoabikedne Ha 10 no 30 aHu

* TpabBa na ce 0OBbpHE BHUMaHHE Ha OPULIMATHHTE YKA3AHKA 33 JIEUCHHE 3a BCAKO

NOoKa3aHHe

Heua <40 kg

Heuara Morart aa 6baaT NeKyBaHH ¢ AMOKCHLUMTHH KANCYJHH, AUCIIEPTHpatiy ce TabneTky,

CYCINCH3HH HITH calleTa.

Amokcuunnid 100 mg/ml npax 3a nepopanHa cycnen3us ce npenopbyuea npH geua noj 6-

MECCYHA BBL3pacT.

[Ipw nena ¢ TenecHo Terno 40 kg niu noBeye TpaGBa Aa ce IpeANUCEa A034TA 33 Bb3PACTHH.

lpenopouumenu dozu:

Hoxazanne+

Joza+

Octop GakTepHaneH CHHYHT

20 no 90mg/kg/nnerHo, pazaeneHH Ha

OcTBbp OTHT Ha CPETHOTO YXO

OTOEHH q03H*

IlsepMoHHA npHAoOuTa B 06IIECTBOTO

Ocrep HHCTHT

Octop nuenonehpur

LE/TYJINT

A6cnec Ha 3p0HTE C pasnpocTpaHsBal ce

OCTBp CTPeNTOKOKOB TOH3UAUT H GapHUHTHT

40 no 90 mg/kg/nHeBHO, paseNieHH Ha
OTHAENHH A03H*

Tudouara n napaTudonaHa Tpecka

100 mg/kg/nHeBHO, pa3aeNeHH Ha TPH
OTAENHN JO3H

IpodunakTka Ha eHAOKAPAUT

50 mg/kg nepopanHo, eaHOKpaTHA 1034
30 no 60 MuHYTH npeAn npoueypara

Jlafimcka Gonect (Bx. Touka 4.4)

Panen craamii: 25 no 50 mg/kg/nHeBHO
pasaereHH Ha TPH OTAENHH 034 B
npoab/ukenue Ha 10 10 21 aum

100 mg/kg/aneBHo, pasaeneHu Ha FpH:- .
OTISITHH A03# B NIPOABIKEHHE HA' 1@ s
30 ouu i 1

TNOKa3aHHe.

+ Tpabsa na ce 06bpHe BHHMaHNe Ha OQHIIMATIHMTE YKa3aHUA 3a JeUeHHE 32 Bcﬂko

Kncen cragnii (cucTeMHR prex(.uaH/eulj‘ A RF




*CxeMH ¢ nipKnaraie ABa MbTH AHEBHO, TPAOBa 1a ce OOMHCIAT, CaMo KOraTo 103aTa € B
ropHaTa rpaHHLaA.

Crapuecka BB3pacT

He ce cuura 32 HeoGXoauMO KopurHpaHe Ha 103aTa.

bnlpewno yBpexiane
CxopocT Ha BuapacTau u neua > 40 kg JNena< 40 kg’
rJIOMepY.JIHA PHATPANHSA
GFR (ml/min)
Ho-Buecoka ot 30 He ce nanara xopurupase He ce nanara
KOpHTHpaHe
10 no 30 MakcHmyM 500 mg aABa mbTH 15 mg/kg
JHEBHO MPHIIOKEHH 1B
ITETH IHEBHO
(Makcumym 500 mg
JBa METH AHEBHO)
ITo-umeka or 10 Maxcumym 500 mg/aHeBHO. 15 mg/kg
NPHACKEHH KaToO
€/IHOKpaTHa JHeBHA
Jo3sa (MakcEmMyM 500
* me)
ITpH no-roasaMa 4acT OT CIYHAHTE CE NPEANOYHTA [IAPEHTEPATTHO JICUEHHE

IIpu nayuenmu na xemoduanusa
AMOKCHIIWIHH MOXKE [1a C€ OTCTPaHH OT KPbBOOOPALIEHHETO YPe3 XEMOIHANHAA.

XeMOIHAJIH3A

BuapacThu n nena > 40 kg 15 mg/kg/nHeBHO, MPHNOKEHH KAaTO €AHOKPATHA
JHEBHA 11034.

I1peau xemonuanuza TpAbBa Aa ce NPHIOKM eaHA
JombjiHHTenHa no3a ot 15 mg/kg. C uen na ce
BB3CTAHOBAT LIMPKY/IATOPHUTE JIEKAPCTBEHH HUBA,
TpsAOBa Aa ce MPWIOHKH OlLle eaHa a03a or 15 mg/kg
clie], XeMOAHANH3ATS.

Ilpu nayuenrmu na nepumoneanna duarnuza

Makcumym 500 mg aMOKCHLINHH AHEBHO.

YeproapoGuo yBpekaaune

Tpabsa na ce n03upa ¢ MOBHILIEHO BHUMAHHE H Ia € MOHMTOPHpa PENOBHO YepHoApoGHaTa
tbyHkums (Bx. ToukH 4.4 1 4.8).

Haumn Ha npHiIckeHue

AMOKCHIHITHH € TIPpSAHa3HAYEH 3a MepopaHa ynoTpeba.

Abcop6LiaTa Ha aMOKCHUMITHH He Ce MOBJIHABA OT XpaHa.
f
i

JlevenueTo MOXe 1a 3aM04HE NAPEHTEPAIHO CHITIACHO MPENIOPLKHTE 3a I03MpaHe Ha!
MHTpaBeHO3HATa (POPMa H 12 TIPOABILKH ¢ NEpopaiHa GopMa.




Tabnerkara ce noctaes B 4aia BoJa H ce pazobpkea 400pe JOKATO c€ CMECH PABHOMEPHO.
CMecTa ce norTella BeJHara.

4.3 IIporuBomoka3anusg

CBpbXUyBCTBHTETHOCT KbM AKTHBHOTO BELIECTBO, KbM HAKOH OT NEHULIIHHHTE HITH KbM
HAKOC OT NOMOLLHUTE BelllecTBa, H3GpoeHH B Touka 6.1.

AHaMHe3a 3a TeXKa He3abaBHa peakupA Ha CBPbXYYBCTBHTENHOCT (Hanp. aHA(QHIaKCHA) KEM
OeTa-1aKTaMHO BelecTBO {Hanp. LedanocnopHH, KapbaneHeM WM MOHODAKTaM).

4.4 Crennagnu npeaynpe:kieHHs H NPeANa3HH MePKH npu yonoTpeda

PeakliH Ha CBPBXYYBCTBHTETHOCT

[Mpeau 3anouBaHe Ha JIEYEHHE ¢ AMOKCHIMITHH, NAUMEHTHT TPAORa Ja Ovie pasznuTaH
BHHMATEIHO 32 NPEIHLUHH PeaKIIHH HA CBPBXYYBCTBHUTEITHOCT KbM MNEHHLMIHHH,
nedaloCoOpHHH WiH ApYrH GeTa-nakTaMHM npoayKTH (BxX. ToukH 4.3 1 4.8).

CepHO3HHM M MOHAKOr'a ¢ IETAJIEH H3XOJl PeaKLMU Ha CBPBXTYBCTBHTENHOCT (BITIOYUTEITHO
aHA(UIAKTOHIHA H TEXKH KO)KHH HeXENaHH peakL#) ca ChoDIaBaHW [IPH MAlMEHTH Ha
Neyerne ¢ neHutmaud. [Io-BepoRTHO € Te3u peakiivm 13 Ce NOABAT NPy NAUKEHTH ©
aHaMHe3a 3a CBPBbXYYBCTBHTE/IHOCT KbM NIEHHLMIMH K aTOMAYHY nauueHTH. [1pn noasa Ba
aneprivHa peakijys, JSYEHHETO ¢ AMOKCHUIIHE TpsaOBa na Ob/ie NPeKpaTeHo U Aa ce
Ha3HAYH NOAXOAALIA AITEPHATHBHA Teparnus.

CEpPBLXYYBCTBHTENHOCT CRBP3AHA ¢ OCTBD KOopoHapeH CHHAPOM

B peakn ciyyad no BpeMe Ha JieYEHHME ¢ AMOKCHIHMIHH ca CcHoOIABaHH peakid Ha
CBPBEXYYBCTBHUTENHOCT (OCTBpP KOpOHapeH CHHAPOM, CBBP3aH ChC CBPBXYYBCTBHTENHOCT, BiK
Touka 4.8) u TpaGpa fa ce MMa NpeaBHI CHOTBETHO JIEUEHHE.

He- UYBCTBUTEIHH MHKPDOOPraHH3IMH

AMOKCHUMWIHH He € MOAXOAAIL 32 IeUeHHETO HAa HAKOM BHIOBE HH(EKLIWH, OCBEH aKO
MPUHHEHHTENAT € Beue YCTAHOBEH H € M3BECTHO, Y€ € UYBCTBHTE/IEH MM HMa MHOTO MOsaMa
BEPOATHOCT, Y€ MATOreHbT Lie Oble NOAXOAAN] 32 JeYeHHE C AMOKCHLIIIHH (BX. Touka 5.1).
Tosa raxku ocobeHo, koraTo ce 0OMKCIIA ieyeHHe Ha MALMEHTH ¢ MHQEeKUHH Ha NHKOYHHTE
ObTHILNA H TEXKH UHGEKLUMH HA YLHIUTE, HOCA M IbPJIOTO.

I'vpuose
ITpx nauueHTH ¢ HapylieHa Ou0peuHa QyHKIMS WIIH NPHA TAKUBA, IPHEMALIH BHCOKH NO3H

WIH MIPH NIALUMEHTH ¢ TIpeapa3snonarami GakTopH (Hamp. aHaMHe3a 3a IbPYOBe, JIEKYEaHa
eNHIENICHS WIH MEHHHI'CANIHH HapyLeHHA (BK. Touka 4.8)), Moxe na ce pasBUAT IbPHOBE.

Bu0peuno yBpexaane

IIpn nauuenTu ¢ 6b6peuHo yBpekaHe, 103aTa TPAORA A4 C€ KOPHTHpA B 3aBnch0¢r o‘r, " _
cTemeHTa Ha yBpexade (Bxk. Touka 4.2). (
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KoxHu peakuuy



IIpy 3ano4yBaHe Ha TEUSHHETO, MOABATA HA MEHEPATH3NPAH EPHTEM, CHIPOBOAEH OT TPECKa H
NYCTYJIH, MOXe ia € CHMITTOM Ha OCTpa FeHepalli3HpaHa ek3aHTeMHa ryctyiiosa (AEGP, Bx.
TouKa 4.8). Tazu peakuus Hanara cnapase Ha ISYEHHETO ¢ AMOKCHUMITHE H €
NPOTHBOTIOKA3aHHE 33 NOCTEABALL NPHEM.

JlevenueTo ¢ amoKcHItTHH TpAGRa na ce H30ArBa [P CEMHEHHE 32 HHQEKIHO3HA
MOHOHYJ/IK€03a, Thil KaTo MpH ToBa 3abonaBane cieq NpHIOKEHHUE HA AMOKCHLUAIHH €
Habmonasana noAeara Ha MopbwindopmeH obpuE,

Peakuma na Jarisch-Herxheimer

Peaxumsta Ha Jarisch-Herxheimer e nabniogaBana cnen neuenue Ha Jlaiimcka Gonecr ¢
aMOKCHUIHIMH (BK. Touka 4.8). T4 ¢ npAk pesyarar or aHTHOaKTEPHANIHTA AKTMBHOCT HA
aMOKCHLW/THH BupXy OakTepHHTE, NpHYHMHATENH Ha JlaiiMcka Gonect, cupoxerara Borrelia
burgdorferi. IanmenTure TpsOBa 1a ObaaT yBepeHH, Ue TOBA € YECTa H OOHKHOBEHO
CaMOoOrpaHHuaBalla ce Nocjae/MLa oT aHTHONOTHYHOTO JleveHue Ha JlaliMckara Gonect.

CBQ’BX[!&CTB)K Ha HEYYBCTEUTEIIHH MUKPOOPTraHH3IMH

lIpoasmkuTenHaTa ynorpeba MOHIKOra MOXKE 114 IOBEAE 10 CBPHLXPACTENK HA
HEYYBCTBUTE/HH MHKPOOPFaHH3MH.

AHTHOHOTHK-aCOLIMMPaH KOJIMT € ChoOIIABaK NPH MOYTH BCHMYKH AHTHOAKTEPUAITHY CpeCTBa
H MO3Ke 113 BapHpa Mo TEXECT OT JIEK J0 XUBOTO3acTpaiuasauy (Bx. Touka 4.8), ITo Tazu
NpHYMHA, NIPH NAUHENTH ¢ IHAPHA IO BPEME HA WIIH cief ieueHHe C aHTUOHOTHLIM, € BAKHO
Na ce MMa NPEABHA Ta3d QHArHo3a. AKo ce NOoABH AHTHOHOTHK-aCOLMHPAH KOJIHT, IEYEHHETO
€ aMOKCHLIUTHH TpA0Ba He3abaBHO 1a ce MpeyCTaHOBH, Ja C€ HANpPABK KOHCY/ITALMA ¢ AeKap
H J1a ce 3aMoy4He MOAXOAANIO IeueHHe, B To3H cyyaii ca npoTHBONOKa3aHH
aHTHIIEPHCTAITHYHH NIEKAPCTBEHH NPOAYKTH.

HponsmkurenHo Jeyenue

[lo BpeMe Ha NIPONLILKHTENHO NIEYEHHE € MPENOPRYNUTENHO NEPUOAMUHO A C& OLCHARAT
OpraHHHTe, CUCTEMHH (DYHKUMH, BKIIIOUHTEAHO OhOpeyHaTa, yepHoapoOHaTa 1
xeMmonoeTdyHaTa GyHkuua. ChoblaBaHy ¢a NOBHILICHH HHBA HA YePHOAPOCHHTE SH3HMMH M
NPOMEHH B KpbBHATA KapTHHA (BX. Touka 4.8).

AHTHKOAryIaHTH

CrobiasaH ca peKH CITyyad Ha YABIDKABAHE HA MPOTPOMOHHOBOTO BPEMe NPH NALIMEHTH,
NIeKyBaHHU ¢ aMOKCHLMIMH, [IpH eIHOBPEMEHHO MpPHIIOKEHHE ¢ AHTHKOATYJIAHTH C€ Hanara
OOOXOASALIO NpocnensBaHe. Moxke na € HeoOX0AMMO KOPHTHpaHEe Ha 03aTa Ha MePOPANHUTE
AHTHKOAryIaHTy 3a NOAABPKAHC HA 2KeJIAHOTO HMBO HA aHTHUKOAl'YITAHTHO AcHCTBHE (B)K.
ToukH 4.5 u 4.8).

Kpucranypus

Ilpu nanmenTH ¢ HamaneHo OTAENSAHE HA YPHUHA MHOTO paaKo € HabmogaBana Kp}{CTa.nypml
[TaBHO OpH mapeHTepanHo aevenue. [lo BpeMe Ha MpHIAraHETO HA BUCOKH JO3M
AMOKCHLIM/IHH C€ NPEenopbyYBa NOAIEDKAHETO HA ANCKBATCH NPHEM Ha TEYHOCTH H on;eqsaé _ ke
Ha YpHHATa, ¢ LUeN Ja ce HaMaTH BE3MOXKHOCTTA 38 AMOKCHLHIHHOBA KPHCTANYPHA. l'Ipi»r
NaLUMEeHTH ¢ KaTeThp B MAKOYHMAA MEXYP TpaORa fa ce npopexia peaoReH KOH'I‘pOI[ Ha
NMpOXOAHMOCTTA (BXK. ToMKa 4.8 1 4.9). i

[TpoMeHH Npu ARArHOCTHYHH H3CTIEABAHUS




TloBHUIEHH CEepYMHH HMBA H MOBUILICHH HHBA B YPHHATAE HA aMOKCHLIWTHH € BEPOATHO Ja
[OBIHAAT ONpeae/cHH NabopaTopuu HicaeneaHus. [Topaau BHCOKHTE KOHIIEHTPALIMH HA
AMOKCHLHJIHH B YPHUHATA, IIPH XHMHUYHHTE METOJH 4ecTo HMa GaslliHBO [TONOXKHTETHH
PE3YITaTH.

I'lpenopbqsa CE€ NPH H3CNCABaHE 33 HANHYHE HA INIOK03a B YpPHHATA 110 BpEME HA JICYEHHE C
AMOKCHIHIIHAH, Ja C¢ H3MNOA3BAT [NTHKO300KCHAAZHHTE METOIH.

HamuneTo Ha aMOKCHLUIME MOJKe 13 NPOMEHH PE3yNTaTHTE OT H3CTIEBAHETO 3a ECTPHON
nph OpeMeHHM KEHH.

4.5. BsaumojeiicTBHe ¢ APYrHE JIeKAPCTBEHH NPOAYKTH H APYrH GOPMH Ha
B3aHMOJeHcTBHe

Npobenenmn

EnHoBpeMeHHaTa ynotpeba Ha npoGeHea He ce npenopbusa. [pobeHea Hamanssa
OnOpeynaTa TyOyiHa cexpeups Ha aMokcHLuwTHH. EnHoppemeHHarta ynorpeba na
npoGeHenna MoXe Aa JoBele 0 NOBHIIEHA HHBA HA AMOKCHLWIHH B KPBBTA 32 NO-IBIbI
NEPHOA OT BpeMme.

Anonypunon

EnnoBpemennaTa ynorpeGa Ha aJIONYPHHO 110 BpEME Ha JiedeHHe ¢ aMOKCHLIMITHH MOXKe Ja
YBEIHYH BEPOATHOCTTA OT KOXKHH alIEPrHYHH peaKLiiH.

TeTpauHKivay

TeTpauMknHHK B ApYrH GaKTEPHOCTATHYHH JIEKAPCTBEHM NPOJYKTH MOTAT Ja NOBHAAT Ha
BaKkTepHLNAHNHTE eeKTH Ha AMOKCHIIHTHH.

Ilepopaay anTHKOAryI2HTH

[epopanHuTe aHTHKOATY/IAHTH H IEHHLWIHHOBHMTE AHTHOHOTHLIM Ca U3MI03BAHH IIHPOKO B
npakTukara He3 cbobLieHns 3a B3aHMoaeHCTBHA. Bbllpeky ToBa B IHTEpaTYpaTa uMa
OMIMCAHH CIIyYaH Ha TIOBHLIEHO MEXAYHAPOIHO HOPMATHIHPAHO CHOTHOLIEHHE NPH
NANHEHTH Ha aLEHOKYMapoJ WiH BapdapuH | neKyeanu ¢ amokcuumunuy, [pu
HeOOXO0AMMOCT OT eAHOBPEMEHHO MPUIIOKEHHE TPAGBA BHUMATENHO A4 CE MPOC/IesSBaT
NpOTPOMOMHOBOTO BPEME HITH MEKIYHAPOJHOTO HOPMAITMZHPAHO CHOTHOLLEHHE NPH
A00aBAHETO HITH CNMPAHETO HAa AMOKCHIUUIAH. OCBEH TOBa MOXKe JIa C& HANOXKH KOPEKUHs Ha
J103aTa Ha NePOPATHHTE AHTHKOArYJaHTH (BK. ToukH 4.4 u 4.8).

MeTtoTpekcar

HEHHH,HJ'IHHHTG MOXE N1a HAMAJAT CKCKPELHATA Ha METOTPEKCAT, ﬂpH‘[HHﬂB&ﬁK}I
NOTEHLUHAITHO MOBHITABAHE HA TOKCHUHOCTTA.

4.6. ®epTHIHTET, GpeMEHHOCT H KbpMENe

BpemeHHocT




TIpOyyYBaHuA MpH >KHBOTHHA He NOKA3BAT MPEKH WIH HENMPEKU BPpeAHH eeKTH N0 OTHOILEHHE
Ha PeTIpOlyKTHBHATA TOKCHYHOCT. OrpaHHUYeHH JaHHH 32 ynioTpedaTa Ha AMOKCHLMAKH N0
BpeMe Ha OpEMEHHOCT MPH XOpa He MOKA3BAT NOBHLIEH PUCK OT BPOAEHH MandopMaLHi.
AMOKCHIHIHH MOXKe Ja Ce [IPHIAra 1o Bpeme Ha 6peMEeHHOCT, KOTATO MIOTEeHUHAIHHTE NO/3H
HaJIBMINABAT NMOTEHLMATHHTE PHCKOBE, CBBP3aHH C JIEYEHHUETO.

Knpmere

AMO](CPI[_J,I_H_!HH CE CKCKPETHPA B KbpMaTa B MAJIKH KOJIHYECTBA C BE3MOMKEH PHCK 33
cencuﬁunnaagm. Cnegonareuo €a Bh3MOXHH JHAPHA H rebHvHa HHQCKQH’[ Ha JHTABHIIHTE

OPH KEPMAYETO, KOSTO MOXKE A3 HaJIOKH NPEYCTAHOBABAHE HA KbPMEHETO, AMOKCHLIMWIHH
TpaGka a ce M3MONM3BA 10 BpeMe Ha KbPMEHE camo clie] NIPeLIeHKA OT JeKYBallis JIeKap Ha

CHOTHOLICHHETO MON3a/PHCK.

DeprunuTeT

Hama JaHHH 33 edexTHTe Ha aMOKCHLMIVH 10 OTHOIEHAE Ha GepTIIMTETA IPH XOopa.
PenposykTuBHHTE OpOYYMBAaHKA IPH XHBOTHH HE ca NoKazank eekTu Bepxy deprinprera.

4.7. EdexTn BbpXY criocoGHOCTTa 34 miodupane H pabora ¢ MAIIARH

He ca npoBexaani npoy4eanus 3a edexrure BupXy cnocobHOCTTa 32 wodupane u pabora ¢
MAIIHHH. Berpeky ToBa MoraT fia ce NoABAT HeXelaHH peakuvH (Harp. aleprayHH peakiH,
3aMaiBaHe, FbPYOBE), KOUTO MOTAT Aa IOBAHAAT CNOCOOHOCTTA 38 WogupaHe v pabota ¢
MALIMHH (B, Touka 4.8).

4.8. He:xxenanu TexapcTBeHn peakuns

Haii-yecro crobliaBanuTe Hexkenanu nekapeteenu peakuud (HIP) ca auapus, ragene m
KOXKHH OOpHBH.

HJIP, nony“eHn OT KIMHMYHH M3MHTBAHUS U IOCTMAPKETHHIOBOTO HaBIONEHHE C
AMOKCHUK/IHH, MPEACTAREHH 110 CHCTEMO-oprateH knac 1o MedDRA, ca u3bpoenu no-nouy.

,I[a,ueHaTa Mo-A0ny TCPMHHONOIHA € H3NON3BdaHA 38 macn¢ﬂunpaﬂe Ha 4ecToTaTa Ha
HEKC/TAHHTE JICKAPCTBCHH pCaKlUH.

MHoro uectH (>1/10)

Yecrn (>1/100 no <1/10)

Heuectn (=1/1,000 no <1/100)

Penxu (>1/10,000 no <1/1,000)

Muoro peaku (<1/10,000)

C HeM3BeCTHa YecToTa (0T HaJIMYHHUTE JaHHH He MOXKe Ja ObJe HanpaBeHa OLeHKa)

Hudexknnu u undecrannn

MHOro peixH | Kanpunosa Ha KoXaTa H JIMraBHIMTE
HapyweHns HA KPLBTA B JHMOHATA CHETEMA —
MHoro peakH OGpaTtuma neBkoneHHs {BKTIOYHTENHO TEXKKA e

HEYTPOTICHHSA WIH arpaHynouMTosa), obpatuma
TPOMOOLMTOMEHHSA H XEMOJIMHTHYHA aHEMHA.
YawkaBaHe Ha BpeMeTo Ha KEPBEHE M Ha
NpoTpPoMOKHOBOTO Bpeme (BK. TOUKa 4.4)

HapymieHHA Ha HMYHHATA CHCTEMA




Muoro peaxn Texxkn anepruunu peakivy, BRIKOUMTENHO
AHTAOHEBPOTHYEH OTOK, aHaHIaKcHA, cepyMHa
6onect U XHITepCeH3HTHBEH BACKYIMT {BiK. TOUKA 4.4).
C HeH3BECTHA YECTOTA Peakuma Ha Jarisch-Herxheimer (e, Touka 4.4) u
OCTBP KOPOHAPEH CHHOPOM, CBBP3aH CbC
CBPBXYYBCTBHTENTHOCT (cHHAPOM Ha Kounis) (Bk.

Toyka 4.4).

Hapymennst Ha HePBHATA CHCTEMA

Muoro peakn XunepkuHe3Ha, 3aMadgHOCT H KOHBYJICHH (BIK. TOUYKH
4.41u4.9)

C HeusBecTHaA 4ecToTa ACENITHYEH MEHHHIHT

CTomMamHo-4peBHH HADYIIEHAS
Havnu om xnunuunu npoyueanus

*Uectn Ju1apua u ranene

*HeuecTu [Toeprinane

Hocmmapxemunzoeu dannu

Muoro penkx AHTHOHOTHK-acOLNHPAH KOAHT (BKITIOYHTETHO
ncesroMeMOpaHO3€EH KOIMT A XeMOparHieH KOJTHT, BiK.
Touka 4.4)

YepeH ,,kocMaT” €3MK

OupeTaBaHe Ha MOBBEPXHOCTTA Ha 3B0MTE

XenaToOnIHapEs HAPYNICHHA
MHoro penku XenaTHT W XOecTaTHYHA XBITEHHLA, Y MepeHO
nosuinapade Ha AST w/nnu ALT.
Hapyuwenusa HA KOXKATA H NOAKOKHATA ThKaH

QHHU O KRUKUYHU NDOYYEaHUS

*JectH KoxeH obpHB

*Heuectu YprHkapHua H cepbex

flocmmapremunzosu dannu

MHoro penku KoxHH peakuun KaTo epaTeMa MyaTHGOpMe, CHHIPOM

Ha Stevens-Johnson, TokcuuHa enuaepMansa
HEKponH3a, 0ynoseH u ekcgoaraTHBEH NEPMATHT,
0CTpa reHepalM3HpaHa eK3@HTEMO3Ha ITyCTYN03a
(AGEP) (Bk. Touka 4.4) ¥ IeKapCcTBeHa peakLiua ¢
€03HHOG(MIHA W ccTeMHEH cEMIToMH (DRESS).
Hapymenns Ha 6bipennre H NHKOYHHTE NLTHINA

Muoro penku: HuTepecTHUHaned HegpuT

Kpuctanypus (mx. Toukd 4.4 u 4.9)

* YecroTaTa Ha TE3H HexKeNaHH ChOHTHA € NOTy4YeHa 0T KJIMHHYHK [POYyYBaHHA,
BEJTFOYBaLIM 0010 okono 6 000 Bp3pacTHH H MEAHATPHYHH NALKEHTH, NpUeMallH
AMOKCHIIHITHH.

OugeTsaBsane Ha NOBEPXHOCTTa Ha 3b0HTE ce cbobLaBa npH neua. JJobpara xurieHa Ha
YCTHaTa KYXHHa MOXe J1a MOMOTHe 3a [IPeJOTBPATABAHE HA IPOMAHATA B UBSTA HA
3b0HTE, ThH KaTO OOMKHOBEHO MOXKE 12 CE OTCTPAHH Ype3 M3MHBAHETO MM,

Croflapate Ha M0/103HPAHH HEXKETAHH PEaKLHH

Crobmapanero Ha Nono3MpaHH HeXENaHH peakUMM CAel paspeluaBate 3a ynotpeba Ha -
JIEKapCTREHHA NPOAYKT € BKHO. Topa N03B0NABa Ja NPoALIKH HAONASHHETO HA ,—“ :
CLOTHOLIEHHETO NOJI3a/PHCK 32 JIEKaPCTBEHHA NPOAYKT, OT MEAHLMHCKHTE cneunannc'm:ce-" o
M3HCKBA 2 ChOOIIABAT BCSIKA NOZ03MPaHa HEXENaHa peakums upes Manbaaurenna are e
no Jekapcrearta yi. ,,Jlaman ['pyer” Ne 8, 1303 Codus, Ten.: +35 928903417, yeﬁcaﬁf;_
www.bdabg. '



4.9. [Ipenoanpane

CHMMOTOMMW H NPH3HALIM Ha NpeAO3HpaHe

Moske na ce HabmoaaBaT cToMaltHO-IPEBHH CHMIITTOMH ( KaTO rajieHe, NOBphLIAHE H
JIHapHA) H HapyLaBaHe Ha BOAHO-eNeKTponuTHHA Gananc. HabmonasaHa e aMOKCHIIMNKMHOBa
KPHCTaypus, B HAKOH ClTyuaH Bojeia no oubpeuna vegoctaThunocT. [Ipu nauvenTH ¢
yBpeaeHa Op0peyuna pyHKUMA HITH TIPH TAKHBA, TIOJYYABALLK BHCOKH J03H MOTAT Aa ce
Pa3BUAT repuOBE (BK. TOUkH 4.4 u 4.8).

JleueHHe HA MHTOKCHKAIIMS

CuMnTOMHUTE OT CTPaHa HA CTOMALIHO-YPEBHIA TPAKT MOTAT Aa Ce JIEKYBAT CHMITOMATHYHO,
KaTo ce o0bpHE BAUMAHHE Ha BOAHO-ENIEKTPOMTHHSA OallaHe,

AMOKCHLIWITHH MOXE JIa Ce OTCTPaHH OT KPLBOOGPALIEHHETO YPE3 XEMOAHAITH3A.

5. ®APMAKOJIOTHYHH CBOHCTBA
5.1 ®apmakoqHHAMHYHH ¢BOHCTBA

@apMakoTepaneBTHYHa IPyNa: IIEHHIAAMHA ¢ LIMPOK CeKTsp Ha aelicTere; ATC xox:
JO1CAQ4,

MexaHn3isM Ha feiicTBUE

AMOKCHUHIHH € NOTYCHHTETHYEH NEHHIIHH (GeTa-naKTaMeH aHTHOHOTHK), KOHTO
HHXHGH])& £1HH HJH MOBEYS €H3UMH ('JBCTO HapH4YaHH NEeHUH/IHH-CBEP3BallIH [IPOTEHHH
PBP) B nporieca Ha GHocKHTe3a Ha GaKkTepHANHMA MENTHAOITMKAH, KOHTO € ChIIECTBEH
CTPYKTYPEH KOMIMOHEHT Ha 6aKkTepHalHaTa KIeThbuHa creHa. MHXHOHpaneTo Ha CHHTe3a Ha
NENTUOOTNMKAHA BOAH A0 OTciabBaHe HA KEThYHATA CTeHa, KoeTo 00HKHOBEHO e Nocneasa
OT KJIETLYHa K34 H CMBPT.

AMOKCHUHMIIHH € UYBCTBHTEJIEH KbM PasrpaskaaHe oT GeTa-1akTaMasiTe, NpoAyLHPAHH OT
pe3ucTeHTHHTE GAKTEPHH, NOPALH KOSTO, CIIEKTLPLT My Ha JCHCTEHE He BRMOYBA
MHKPOOPTaHH3MH, KOHTO NPOH3BENAAT TEIH €H3IHMH,

(I)apmaxoxﬂﬂe'mqna/ anpmaxognHaMHqHa BpB3IKA

BpemeTto cnea munMManHaTa HExuOHpala koHueHTpauus (T>MIC) ce cumTa 2a OCHOBHHAT
onpezenaly GakTop 3a edHUKACHOCTTA HA AMOKCHLIAIUH,

Mexann3mu Ha pe3UCTEHTHOCT

OCHOBHHTe MEXAHH3MH Ha PE3HCTEHTHOCT KbM aMOKCHIHJIHH Ca:
* HunakTuBnpane ot GakTepuanHHTe GeTa-nakraMasy.

* Hamenenve Ha PBP, xoero HaMansBa ahuHHTETA HA AHTHOAKTEPHANHUA nponym;

KBEM TapreTa.

Jluncata Ha nepmeaGHIHTET Ha GAKTEPHHTE WIH MEXaAHH3MHTE Ha eIyKC nomna‘r#! Mora'r ,r[a
NPUHMHAT MNH 1a JOMHPHHECAT 33 GaKTepHanHaTa pe3HCTEHTHOCT, 0COOEHO NpH Fp'aM- -
OTPHLATEIHUTE DAKTEPHH. '




I'paHHYHH CTOHHOCTH

I'paumunuTe cTofinoct Ha MUK 3a aMOKCHUHIHH ca Tesn Ha EBponiefickus koMuTeT o
H3MHTBaHe Ha AHTHMHKpOOHaTa yyBcTBHTENHOCT (European Committee on Antimicrobial
Susceptibility Testing (EUCAST)) Bepcus 5.0.

MHEKPOOPranH3bM | MUK xpurnyHa rpanana (mg/L)
YyscTBHTEHH < PesncrenTan >
Enterobacteriaceae 8 8
Staphylococcus spp. Beneskka’ Bereskia
Enterococcus spp. 4 8
Crpentoxokn rpymi A, B,Cu G | penexia Benexka
Streptococcus pneumoniae Benexka Benexka
I'pyna Ha cTpenTtokokyc Bupuaasc | 0.5 2
Haemophilus influenzae 2 2
Moraxella catarrhalis Benexka Benexkka
Neisseria meningitidis 0.125 1
I'paM mosIOKHTENHE aHaepobu Ge3 | 4 8
Clostridium difficile
I'paM OTpHLIATENHH aHAEPOOH 0.5 2
Helicobacter pylori 0.125° 0.125
Pasteurella multocida 1 1
KpuTrauay rpaHunu HecBbp3aHH 2 8
BHJIOBO

'Jupust wam Enterobacteriaceae e KaTETOPH3HPAH KATO YYBCTBHTENIEH KbM
aMHHONEHHIITHHK, HAKOU CTpadH [IPeANOYHTAT 2 KATETOPH3HPAT AWUB THIT H30JIATH HA
E. coli u P. mirabilis kato unrepmeanepun. Korato ciyuast € Takbe, Tpabsa aa ce
u3non3Bar MHK rpannyna ctoiiHoct 8 < 0,5 mg/L

‘TloBeueTo CTAMIOKOKM NPOAYLMPAT IEHHLIIA3A W 4 PESHCTEHTHH KBM AMOKCHLULTHH.
MeTHUMITHHPE3HCTEHTHHTE W30JIATH €2, ¢ HAKOJIKO M3KIHOYEHHS, YCTOWYHBH HA BCHYKH
OeTa-1aKTaMHH JIEKAPCTBEHH NIPOIYKTH.

‘OT YyBCTBHTENHOCTTA KbM AMITAUMITHH MOXKE [Ia C€ MPABH 3AKIIOYEHHE 32
4yBCTBHTEJIHOCTTA KbM AMOKCHLMITHH.

‘3a 4yBCTBHTENHOCTTA HA CTPENTOKOKH IpymH A, B, C i G KbM NEHALMWINH ce NpaBH
3AKTIOYEHHE OT YYBCTBHTEHOCTTA HA OeHIHANEHHWITHH.

"KpHTHYHHTE rPaHHMIii Ce OTHACAT CAMO 33 HEMEHHHTHTHH M30NATH. 3a H30NATH,
KaTeropH3UpaHu KaTo HHTEPMEAHEPHH KbM aMIUIHIMH, TpaOBa na ce u3barea
MIEPOPATHO NIEYEHHE C AMOKCHITWIHH. HyBCcTRHTEHOCT 3aKnodeHa o1 MUK na
aAMITHLUHIIHH.

"KpUTAYHHATE rpaHHLM Ce OCHOBABAT Ha MHTPABEHO3HO IpHIoKeHne. Beta-naxramasnu
TIO3HTHBHH H30/1aTH TpaA0Ba Aa ce NOKIAABAT KATO PE3HCTEHTHH.

Bam*epnme npoayuupany Gera-nakTaMasa, TpGBa Ja ce NOKIAIBAT KATO PE3SHCTEHTHH.
"3a qyBCTBUTENTHOCTTA KEM aMOKCHIIFITHH MOXKE [d CE MPABH 3aK/TIONEHHE OT
YYBCTBHTENIHOCTTA KbM OSH3HANESHHLMITHH.

"KpHTHYHHTE rpaHuLy ca 6a3upaHM Ha eMIEMHUOIOTHYHH TPaHH4YHH CTOHHOCTH
(epidemiological cut-off values (ECOFFs)), kouTO oTAHYaBaT AMB THI H30J4TH OT
TaKHBA C HAMAJICHA YYBCTBHUTEIHOCT,

/,_..

"HeBMAOBO CHLPIAHUTE KPHTHIHY TPAHHIM ca Oa3upanu Ha ao3u ot nowe 0,5 gx 3 mf)l JA I

4 nos3u aserHo (1,5 1o 2 g/nHeBHO). G




PaSHp()CTpaHeHHeT O Ha pE3HCTCHTHOCTTA MOXKE Ia BApHpa reor pac])cm{ H BBB BPEMETO 34
OTIpe/ICTIeHH BUI0BE W € JKENATENHO A2 UMa JoKaiHa HEGOpMaLns 3a pe3rCTeHTHOCTTa,
0CcoBeHO NpH NeveHHe Ha TeXKH HHGekusn. [1pn HeobxoauMocCT TpaGBa Na ce IOTBPCH
CbBETa HA EKCNEPT, KOTaTo JIOKATHOTO pa3NpoCTPaHEHHE Ha PE3HCTEHTHOCT € TAKOBA, Ye
No3aTa OT NEKAPCTBEHNAA NPOIYKT NPH [IOHE HAKOH BUAOBE HH(EKLMH € TIOA BbIIPOC.

In vitro Y¥YBCTBHTEJAHOCT HA MHKPOOPraHHIMHE KM AMOKCHIIHJIHE

MuxkpoopranH3Mu, KonTo 06H4alHO C2 YYBCTBHTE/IHH

AepoOHH I'paM-NONOKUTETHH MHKPOOPTaHH3MH:
Enterococcus faecalis

Beta-xemomuTHyHE cTperrrokoku {rpynu A, B, C u G)
Listeria monocytogenes

BuaoBe, npH KOHTO APRIOGHTATA PEIHCTEHTHOCT MOXeE Aa e IpobJiem

Aepobuu I'paM-0TpHLATEIHH MUKPOOPTAHHIMH:
Escherichia coli

Haemophilus influenzae

Helicobacter pylori

Proteus mirabilis

Salmonella typhi

Salmonella paratyphi

Pasteurella multocida

AepobHH I'paM-nonoxkHTeHH MHKPOOPTraHH3MH:
Koarynasa-weraTHBHH cTaHIMKOKH
Staphylococcus aureus’

Streptococcus pneumoniae

I'pyna Ha CTpenTOKOKYC BHPHAAHC

AHaepo6HH ['PaM-NIOIOKUTETHH MHKPOOPTraHU3MM:
Clostridium spp.

AHaepobuu ['paM-0TPHLIATENTHH MUKPOOPIaHK3MH:
Fusobacterium spp.

Hpyru:
Borrelia burgdorferi

MHKPOOPI‘&HEI’MH C NpHCLINA pemc'ren'rnoc*r'

Aepobuu I'paM-TIONOKKUTETHH MUKPOOPTAHHIMH:
Enterococcus faeciumt

Aepobuu I'paM-OTPHLIATEIHH MEKPOOPraHH3MH:
Acinetobacter spp.

Enterobacter spp.

Klebsiella spp.

Pseudomonas spp.

Anaepobuu I'pamM-0TpULIATENIHH MHKPOOPTAHH3MH:
Bacteroides spp. (MHoro mwamoBe Bacteroides fragilis ca pe3HCTEHTHH).

Jpyru:
Chiamydia spp.
Mycoplasma spp.
Legionella spp.

=
EcTecTBeHa HHTEpPMEAHEPHA TYBCTBHTENHOT B OTCHCTBHETO Ha NPHAOOHTH MEXAHIIMH
Ha PE3HCTEHTHOCT.

l'Iot{Tu BCHUKH S.qureus ca Pe3HCTEHTHH KBM aMOKCHLIMIIHH, NOPaIH npo;lyunpane';d
Ha MeHuUUnasa. B nonbiHeHne BCHYKH METHHHTHH-DE3HCTEHTHH 1UAMOBE ¢a
€3MCTEHTHH KbM AMOKCHIMIIHH. jone

L
R




5.2. ®apMaKOKHHETHYHHE CBolcTBa

AGcoplOums

AMOKCHUMITHH C€ IHCOLIMMPA HAITHIHO BBB BOACH pasTBop ¢ uzuonorauno pH. AGcopbupa
ce 61p3o u nobpe cien nepopanHo npuwioxkenne. Clea nepopanHo HPUWIOKEHHE
GHOHANMYHOCTTA HA AMOKCHLUAUTHH € NIpHOnH3HTenHo 70%. BpeMeTo 3a OCTHIAHE HA TMKOBA
N1a3MeHa KOHUEHTpALHA (Tm) e NPUOITHINTENHO eAHH Yac.

[lo-foity ca npeacTapeHy GpapMaKOKUHETHUHHTE PE3YJITATH OT EAHO NMPOYUBAHE, IPH KOETO
AMOKCHLMJIMH B 1032 250 mg TPH IMTH AHEBHO € NPHTaraH Ha MaJHo NpH rpyma 34pasd
A00poBOILH.

Cm T.,..,' AUC oo T
(ug/ml) (h) ((pgVml) (h)
331,12 1,5 (1,0-2,0) 26,7 + 4,56 1,36 0,56
*Menuana (06xear)

B unTepsana 250 no 3000 mg 6HoHANMYHOCTTA € NHHEHO MponopUHOHATHA Ha 03aTa
(n3mepena karo C_ n AUC). AGcopOumsTa He ce NOBIKABA OT eIHOBPEMEHHHA NPHEM Ha

XpaHa.
Moxe n1a ce H3N0/I3BA XEMOJHATH3A 32 €IHMHHHPAHE HA AMOKCHLIMIIMH.

Paznpenenenne:

Oxono 18% ot 0010TO KONMHYECTBO HA AMOKCHLEUTHH B [LU1a3MaTa € CBbP3aHO C MPOTEHHH H
NpUBHIHUAT obeM Ha paznpeaenenne e oxono 0,3 no 0,4 lkg.

Cnen MHTpapeHO3HO NPHIOKEHHE, AMOKCHLHIIHH C€ YCTRHOBABA B ¥UTBYHHA MEXY],
KOPeMHATa ThKAH, KOJKaTa, MaCTHATa ThKaH, MyCKYJIHHTE ThKaHH, CHHOBHAJIHATA H
NIEPHTOHEANHATA TEUHOCTH, HKIbYKATa H THOHTa. AMOKCHUMITHH HE Ce pasnipeaens
NOCTATLYHO B nepefpocnHHaTHATa TeYHOCT.

Ot npoy4BaHHATA NPH XKHBOTHH HAMA I0KA3ATE/ICTBA 38 3HAYMMO 3abpXKaHe B TEKAHHTE Ha
ChEAHHEHHS, MPOM3BOAHH HA JIEKAPCTBOTO. AMOKCHLIWIHH, MOJOGHO HA [IOBEUETO
NEeHHIWIHHH, MOXE Aa ce OTKpHE B KbpMaTa (BiK. Touka 4.6).

Hokasano e, ye aMOKCHLIWIMH NIpeMyHaBa [Ipe3 ulaneHTapHaTa Gapuepa (B, Touka 4.6).

buotpanchopmauns

AMOKCHUHIIHH YaCTHYHO Ce EKCKpPeTHpa B YPHHATA KATO HEAKTHRHA MEHMIHIOSEA KHCETHHA
B KONHYECTBA, €KBHBANETHO H Ha 10 g0 25% oT HauyatHaTa nosa.

Ennmunupane

OCHOBHHMAT BT HA EJHMHHHPaHE Ha AaMOKCHLIJIHH € nipe3 GuOpeuHTe.

AMOKCHUMITHH HMA CPeJIeH eJIMMUHALIMOHEH TIONY)KHBOT NPUGIM3NTENHO eI Yac népe;;zﬂ
00w, KNHPbHC npHOHsuTenHO 25 /uac npu 3apasH anua. [Ipubausutento 60 go 70,%0r -
AMOKCHLIMITMH C€ eKCKPETHpa HENPOMEHEH B YpUHATa Mpe3 NbpBHTE 6 Haca cned | S
OPHNIOKEHHE Ha €MHKYHa no3a 250mg unu 500 mg aMoxcHunnmH. Criopen paanqHH
NMpOoYYBaHHA YpHHHaTa eKcKkpeLua € 50-85% 3a aMOKCHLIMNHH 3a nepHoj oT 24 vaca.



ExxoBpeMeHHOTO npunoxeHre Ha npobeHeln] 3a6aBsA eKCKpeLHATa Ha aMOKCHLIMIIHH (B3X.
TOoUKa 4.5).

Brapact

EnvMHHAIHOHHHAT NONYKHBOT Ha AMOKCHITHIMH € NMoA0GEH NpH Jiela Ha Bb3PacT okono 3
Mecena 10 2roHHH M MPH No-FONEMU felia ¥ BL3pacTHU. [lpu MHOTO ManxuTe aeua
(BrIOUHTETHO NpexIeBpeMeHHO polenH Gebera) npe3 MbpBaTa CeAMHMLA OT XKHBOTA
HHTePBANLT HA NpHiaraHe He TpAOBa Aa HAAXBBPNA MPHIAraHe ABa ITBTH JHEBHO MOPANH
HE3pANOCT Ha 6bOpevHns BT Ha enMMuHApaHe. Thil KaTo NP NaLMEeHTHTE B CTapuecKa
BB3PACT CHUIECTBYBA 110-ro/IAMa BEPOATHOCT Ja HMaT HamaneHa Ob0peuna dyHkuus, e
HeoGXxoquMo BHMMaHHE NPy H360pa Ha 103aTa K MOXE [ € MOJIe3HO Aa e IPOoCieasBa
610peynara ¢yakums.

Ion

Cnen NepopanHe NPHIOKEHHUE HA AMOKCHLURAITHH [IpH 3APABH MBKE H JKCHH, TTONET HE €
OKa3ajl 3HAYHMO BTHAHHC BbPXY tbapmalcomnemka'ra Ha aMOKCHLIHTHH.

buOpeuno yBpeknane

OBuAT cepyMeH KAHPBHC Ha AMOKCHLYIHH HAMAISBa NPONOPHHOHATHO ¢ HAMANABAHETO Ha
O6rGpeunara QpyHKkunA (Bk. TOUKH 4.2 ¥ 4.4),

Yepuonpobxo yepexnane

Ho3dpaneTo npu NauMeHTH ¢ YepHOAPOOHO yBpexaaHe TpabBa f1a ce HIBBPIUBA ¢ BHHMAHHE
H yepHoapoOHaTa dyHkpa TpaOBa na ce npocne/ifBa HA paBHU HHTEPBANM OT BpeMe,

5.3. lpeqnuanYHE AAHAN 32 Ge30MacHOCT

HexIHHHYHHMTE JaHHH He MOKa3BaT 0coBeH PHCK 3a Xopa Ha 6azaTa Ha (apMaKoNOrHUHHTE
npoy4BaHHs 3a 5€30NacHOCT, TOKCHYHOCT NPH MHOTOKPATHO NPHIAraHe, FTeHOTOKCHYHOCT H
PenpoIyKTHBHA TOKCHYHOCT U TOKCHYHOCT 33 Pa3BHTHETO.

He ca [IpOBEXKAAHH H3INHATBAHUA 34 KapLUHHOIMCHHOCT ¢ aMOKCHLIMIIHH,

6. PAPMAIEBTHYHH JAHHM

6.1 Cnecbx HA TOMOIMHHTE Bell[ecTBA

KapboxcumeTunora uenynosa (E466)
MukpokpucTanHa uenynoza (E460)
Kpocnosugaou (E1202)

Marnesnen creapar (E470B)
Ecenums BaHunMH

Eceniua numon

Ecenuva manaapuHa

3axapuH (E954)




6.2 HecnBMecTHCTH

Henpunoxamo.

6.3. Cpok ma roasocT

5 ronunu.

6.4. CnenHa/IHH yC/IOBHA 32 CbXpAHEHHE

Ha ce cexpanssa nox 25°C.

6.5. Bua B chALPAKAHHE HA ONAKOBKATA

Anymuunii PVC 6nucrep. Biuerepute ca onakoBaHH B KapTOHEHA KYTHS.
OnakoBkH 0T 20 TaGneTkn

6.6. Cnennann npenasHn MepKH UpH H3XBLPISAE H paboTa

HeuanonspaHusaT NekapcTBeH NPOLYKT KM OTIAABLYHHTE MATEPHAIH OT Hero, TpsOBa aa ce
H3XBBPIIAT B CHOTBETCTBHE C MECTHHTE H3UCKBAHHS.

7. HPHTEXATEJ HA PASPEIIEHUETO 3A YIIOTPEEBA

Astellas Pharma d.o.o.
Smartinska cesta 53,
1000 Ljubljana
Cnoeenus

8. HOMEP(A) HA PASPEIIEHHAETO 3A YIIOTPEBA
Duomox® 500: 9800267
Duomox® 750: 9800266
Duomox® 1000: 9800265

9. JATA HA ITBPBO PA3PE3NIABAHE/MOAHOBSIBAHE HA
PA3PEIIEHHUETO 3A YIIOTPEBA

Jlata Ha mepERO pazpemarsane: 24.08.1998 r.
INopxosasaHe Ha paspeeHHeTo 3a ynorpeda: 08.12.2010.

10. [ATA HA AKTYAJIM3HPAHE HA TEKCTA




