KPATKA XAPAKTEPHCTHUKA HA ITPOAYKTA
AMOPEN CAPSULES 250 MG u 500 MG

1. THPTOBCKO UME HA JJEKAPCTBEHM IIPOOYKT
AMOPEN

2. KOJIAYECTBEH H KAYECTBEH CHbCTAB

JlexapcTBeHO BEMIECTBO B €IHA Kamcyla Amopen 250 mg: Amoxicillin trihydrate,
exBuBangeHTeH Ha Amoxicillin 250 mg.

JlexapcTBEeHO BEIECTBO B €fHA Kamcyia Amopen 500 mg: Amoxicillin trihydrate,
ekBuBaneHTeH Ha Amoxicillin 500 mg.

HHECTEPCTRO HA 3OPAREONAZBARETO:
3. JEKAPCTBEHA ®OPMA

TipsaoaHie KoM (11206
Kancynu. - paspeteie 3 ynotpea e ({ L {syas.
4. - KIVHAYHE JTAHHI FOF/24. (-0 (M
4.1. Hoxkazamust '

Amopen e TOKa3aH 3a Jie9eHHe Ha CiefHWTe WH(EeKIMM, IPHYHHEHH OT IpaM-
TIONIOXKUTENTHM ¥ TPaM-OTpHIATENHE GaKTepHy, YyBCTBHTENIHHE Ha amoxicillin:

e Wudexiui  HA  TOPHWTE  OWXATeNHW  OBTHINA,  BRIEOYUTENHO
OTOPHHONAPHHTOIOTHYHA HHQEKIHY, KaTo OCTPO BBL3NANEHNE HA CPENHOTO
VX0, OCTBp CHHY3HT ¥ GapUHTHT WMk TOHSHINT;

e HMubexruu Ha KOIHWTE OHXaTEIHM THTHINA: OCTEP H 000CTPEH XPOHHUEH
OponxuT, wuHbGEKTHpaHM OpOHXWEKTasuW; npuAobHTra H3BBHOONHHYHA
TTHEBMOHNS;

e udexmuu Ha racTpO-HHTECTHHAIHI TPAKT, BKIFOUUTENHO A3BeHa 00IECT 1
XPOHIYHHE TaCTPOAYONCHHTY, 3a epamuKanus Ha Helicobacter pylori;

e Heycnoxuenn nadeKINA HA YPO-TeHUTATHES TPaKT: WHCTHT, IHEJIOHeQpHT,
aCHMIITOMHA GaKTepHypus, aJHEKCHT, IEPBHUIAT, EHAOMETPHT, HEYCIOKHEHA
rOHOpes;

» Undexnuy Ha Ko)KaTa U MEKUTE ThKAHH;

e DaxrepmaneH eHAOKApAUT: Amopen KalCylH MOXeE Ja Ce M3NOoi3Ba 3a
IpeBeHIA Ha OaKrepueMysi, acoluUpaHa ¢ PpasiuyHH CTOMATOJOTHYHE
nponeaypH (Hamlp. 350HM €KCTPaKIKu) IPH HAIUEHTH C PHCK OT Pa3BUTHE Ha
faxTepHales eHAOKapIuT. Amopen MOXe Ja Ce M3II0J3Ba 32 MPOABDKaBaHe

Ha IBPBOHAYATIHO JAPEHTEPAIHO JIEUSHNE Ha SHIOKAPIUT. m

IIp¥ BB3MOXHOCT, IIpefd 3amo4BaHe HA Tepaiuara, TpsOB qg‘a Ce,
apTrOnorpamMa (3a onperengHe Ha WHOEKIHOSHHI IPHIHH
IeYCHUETO MOXKE [a 3aTI0UHAe Ipeft HoilydaBaHe Ha Pe3ylITaTuTe




4.2. Jlo3upoBKa H HAYHH Ha ynoTpeda

Tlozata Ha Amopen 3aBHCH OT YyBCTBHTEIHOCTTA HA IPUIMHHUTEINTE 1 TEKECTTA Ha
[IPOTHYAHE Ha HHpEKITIITA.

Hauun na npunoosicenue

Ilo mexapcko IpeATHcanue.

Amopen Karicylli ce IIPHEMAT IIepOPanHo, HE3aBHCHMO OT npnema Ha XpaHa, 0e3 fa
¢e JbBYAT, C JOCTaThUHO KOJHYECTBO TEYHOCT.

Ipodeascumenrnocm Ha NeyeHUemo

HOpMaJIHO nedeHreTo TpAOBa JHa NpombIDKEM MuHEMyM 48 mo 72 waca CItes,
OT3BY9aBaHe Ha KIVHMUHHTE CHMITOMH WM [0 IONydYaBase Ha OTpHIIATENHA
GaxrepuasiHa Haxoika. Ilpy uHOeKmHW, NIPUHHHEHH OT [B-XeMONUTHIHK
CTPENTOKOKH, IEYSHNETO TpAOBa a NpOABILKY Hak-Manko 10 mHH, 32 IOCTUraHe Ha
epafHKals Ha GaKTepHaiHusl IPHYHHETEN.

Oougaiiuy Ao34:

Buwspacmuu u nodpacmsaugu ¢ meano Hao 40 kg:
CragpapTHaTa Jo3upoBka e 750 mg — 3.0 g (cpemno 1.5 g) aMOKCHUIUINY JHEBHO,
pasfeneHa B TpY IPHEMA.

Jeya ¢ mezno 0o 20 kg:

TIpenopsuntensa nosa — 20-40 mg/kg nresHo, pasneneHo B 3-4 mpuema.

IIpu xppMadera ¥ Felia ¢ Terno nox 20 kg e momxozsmio Ja ce Ipuiara Amopen
TIepOpalHa CyCHeH3HI.

3a neuerue na 2onopes:

ITpu BE3pacTHM Ce Ipmiara efHOKpaTHa nosza oT 3.0 g Amopen (Moxe u B
xomGuHamua ¢ 1.0 g npobSeHenux).

ITpu pena B mpexpnybeprera — 50 mg/kg emHOXpaTHO (MOXE M B KOMOMHAIMA C 25
mg/kg npobenernnun).

3a npodrunaxmuxa Ha baxmepuaner eHOOKQPOUM.

Be3pacThu — eOHOKpaTHa mepopamHa nosa oT 3.0 g, 1 wac npemu pHCKOBATa
TipOHeRypa.

Jlenia — emmokpaTHa IepopamHa nosa oT 75 mg/kg, 1 dwac mpemu puHCKoBaTa
Ipoienypa.

Ipu s36ena Gonecm u xponuder zacmpodyodenum 3a epaduxayus na Helicobacter
pilory:

Amopen o 1.0 g 1Ba TETH [OHEBHO, B xoMOmHamma ¢ Metronidazole 500 mg nga
IHTH gHeBHO 1 Omeprazole 20 mg [Ba IHTH J(HEBHO, B IPONBIKEHHE Ha 7 THA.

Jo3uposxa npu nayueHmu ¢ Hapyuterna 60peuna QyRKyusL:
ITpw mammenTH ¢ TEXKO HapylieHa ObOpedna (yHKUWA, Kosara TpsdBa fa ce
HAMAIH, KATO C& HPOMEHS CIIOpe [ CTOMHOCTHITE Ha KPEaTUHMHOBHA KITHPBHE:

>30 ml/min — 6e3 IpOMAHA B JOUPOBKATA;

Ot 10 go 30 ml/min — % ot obmyalisaTta 1032, IPUIOKEHa Ha 12 Jacy
<10 ml/min — ¥ ot oduualinara J{03a, IpuloKena Ha 24 gaca.

IIpu nanpenTty ¢ 6p0peuHa HENOCTATHYHOCT He TpAOBA ja ce Ipui
HA JISUeHKe ¢ efHIYHA 1o3a oT 3.0 g.




4.3. IlporuBonoxasaHHs
Amopen & OpoTUBOIIOKA3aH NPH:

® [AMEHTH C M3BECTHA CBPBEXYYBCTBHTENHOCT KbM AMOKCHIWINH MIH KBbM
JpYTH TEHUIWIAHOBH WM IehanocopiHOBY aHTHOMOTHIME, KAaKTO H KbM
HAKOE OT [TOMOIIHATE BEIIeCTRa Ha KalICYIHTE;

® TAMHCHTH C BHPYCHH HH(eKIMu, WHpEeKIHo3Hd MOHOHYKIE03a HIH OCTpa
nuMdposeBKo3a (Opail NOBHINEH PACK OT €PUTEMATO3HHE KOXHY O0pHBH).

4.4, CpenHanHg NPOTHBONOKAIANAS H CHENHAJHE IpPeAyNpeXNeHHs IPH
ynorpeda

BE3MOXHA € II0ABaTa Ha MO-NeXd (OPME Ha aNepris — KOXCHU 0OpUBU, DUHUM,
6ponxocnasem. [IpH Hamuwe Ha TaKKBa CUMITTOME JIedeHHeTo ¢ Amopen Tpabsa ga
ce MpeyCTAHOBM W J]a c€ HasHa4W NoAxofsma Tepanwd. Llpm meuenwe ¢ Amopen
PAAKO MOTrar JZia ce IIOSBST CepHO3HM aleprHyH¥ peaxkuyy, BKIIOUHTEIHO
apadmnakcyd. TaxkuBa peakuuu OOHKHOBEHO C€ HPOABSBAT V IAUMEHTH C
YCTAHOBEHA aNeprusi KbM IeHuIwmHY. 1Ipy caysan Ha CBPBXUYBCTBUTEHHOCT KBM
nedanocHOpHHA € BBE3MOXHA KpbCTOcaHa aneprud. [Ipd DanueHTH ¢ aleprudgHa
Iparesa € HeoOXommMo 0co0eHO BHMMAHYE TIpY NPUTaraHeTo Ha aHTHOHOTHKA. IlpH
OSBA Ha medcka aHaduiakmuHa peakyus GONHWAT He3zabaBHO Tpabsa [a ce
TpeTHpa ¢ HOpaJpeHaluH, UHTPABeHOSHA CTeponAH, O0AHINBaHe ¢ KACIOPOM, MpH
HyKAa — HRTYOays.

PasBuTHe Ha ncesdomembpano3en xonum MOXe Na ce HaOMIofasa IPH JEYCHHE C
MOBEYETO aHTHOAKTepWATHA areHTH, BIHOUYNTeNnHO amoxicillin m moxe ma Bapupa
[0 TeXEeCT OT JIEKO HM3paseHa OO JKMBOTO3acIpailaBamia ¢opma. Tasdw Amarsosa
Tpg0Ba Ha ce ¥WMa Upe[IBHA UpH [AHHEHTH, pasBUBAIOM [UapHs BCIENCTBHE
npunoxenero Ha Amopen. Ilpu ycrapoBsBage Ha IICEBAOMeMOpPAHO3EH KOJMT
Tpa0Ba Ha ce B3eMaT momxonamyl Mepku. Jlexuwre ciayuan K3UCKBAT OOMKHOBEHO
CaMO TPEKHCBAHE Ha JIEUEHWETO ¢ aHTHOMOTHKA, a IIPH CPENHO TEXKUTE ¥ TeHKU
dopmMad — BNMBaHE HA BOIHO-CICKIPOJHIHKM  pPa3TBOpH, TPOTEHHH U
anruOaxkTepyalnHu cpenctra cpelny Clostridium difficile.

Ilpuemanero Ha anTHOAKTEepHANHA CpeICTBa MOXE J@ JHOBeAe OO II0fgBa Ha
cynepunpexyus ¢ MUKOTHYHN WIN HEUYBCTBUTEIHY OaKTEPHAIHH HATOTCHH.

[Ipw riosBa Ha CyHIepHH(EKIN ISICHIeTo ¢ anTHOHOTHKA TpIOBa Jia Ce IpeKpaTy 1
Jla ce Ha3HaYy OPYro MOAXOIAINO JieYeHHe.

ITpn Gomam ¢ Texka OBOpeYHa HEZOCTATHRYHOCT BPEMETO 3a elVMUHMpaHe Ha
Amopen ce yABIDKaBa, KOETO Hanara CXeMara Ha HO3HpaHe fa ce KOpHrupa Clopen
CTOMHOCTHTE HA KpeaTHHUHOBMS KiupbHC. Ilpn Mpoms/uKUTeNEH KypC Ha JEYCHUE
TpaGBa fa ce clensT OpOpeuHara, yuepHONPOOHATA H XeMOTIOeTHYHA QYHKIHY.
Hanyypero Ha BECOKM KOHIIEHTpAIMK Ha aMOKCHIMIAMH B YPHHATA MOXKE Jla MOBEHE
IO KpHCTIM3UPAHETO My IIO CTCHHTE Ha YpETpallHusi KaTeTsp, NOpany KOeTo &
HEOOXOAMMO NOCIENHMS i ce TIpOBEpsBa nepuoauyro. IIpu ieuenne ¢ BECOKY JO3U
TpabBsa Ja ce NONHBPXKa MOCTarpYHa Jmypesa ¢ Wel nma ce
BEPOSTHOCTTA OT KPHCTALYpHS Ha aMOKCHIKIHH.

Tepammara ¢ aMOKCHITHIME MOXe Ja fajfe (QajllilBoO IOIOXKHTEN
3aBUOICHM DE3YNTaTH IpH TECTORETe C MeneH cyladaT 3a rimo
DanmuBo HONOKATENHA Pe3yITaTH MOraT Ja ce nosydar i mpu Co




TIpoiykTHT ChABpPKA azoonBeTrurenure- E110, E122, xouTo Morar jAa NpHYMHAT
allepTH9eH THII PeaKiyy, BKJI. acTMa. PHCKET OT ajlepIdM € MO-TOMAM [IPH allepridHr
KBM aCHHAPUH HAIAEHTH.

4.5. JlexapcTBeHH M APYrH B3aHMOAeHCTBHS

Anronypunon
EngoBpeMeHHOTO TIpHEMane Ha aloIypHHOI 110 BpeMe Ha Jiedenue ¢ Amopen Moxke
Iia MOBHUIM PUCKA OT I105Ba Ha KOXKHU allepIHYHy PeaXLin.

Juzoxcum
Ilpr eZHOBpeMEHHO IIpHiaraHe ¢ Amopen € BBE3MOXKHO IOBHINABAHE Ha
pe3opOrusTa Ha JUTOKCHH.

Anmurxoazynanmu '
EmsoBpeMeHHOTO IIpHjarage Ha Amopen ¢ aHTHKOarylaHTH OT IpylnaTra Ha
KyMapHHUTE MOYKE Aa MIOBHINK PUCKA OT JI04BaTa Ha KEPBEHE.

Ipobeneyuo

ENsoBpeMEHHOTO IipHeMane ¢ NpoOeHelyy BOOH A0 MOARBDKAHE HA NOCTOSHHA ¥
BHCOKM KOHIIEHTPRUWH Ha aMOKCUIMINH, FBIDKAIM ¢€ HOoTHCKaHe Ha 0x0peuHoTo
SIUMUHYpaHe. '

Hepopanuu xoumpayenmugu
AMOKCHIHAKH MOJXE [a B3auMOZeHCTBA C €CTPOTEH CHIBpIKAIINTES OpallHH
KOHTpAITSTITHRY, KOSTO BOAHM OO HaMalltBaHe Ha edexra uM.

Memompexcam
TlepununuHrTe HamMariBar TyOyiaHaTa CeKpelis Ha METOTpeKCaT, KOeTo HaBa
BB3MOKHOCT 34 3aCHIIBAHE HA TOKCHYHOCTTA MY .

Jpyzu anmubuomuyy

BakTepHOCTaTHYHWTE aHTAOHOTHIN (TeTPAMKIMHY, MAKPONHIHM, CYnQOHAMUNM,
xnopaMDEHUKON) MOTar Jia BE3UPCIATCTBAT  OaxTepHUMAHEHA e(QeKT Ha
TCHUITIMHNTE. KoMmOwpMarnuara Ha  aMOKCHUWIMHE ¢ OaKTepHoCTaTHIHy
AHTHOMOTHLIN TPA0Ba a ce H30ArBa.

Cunepruger edexr ce Habmozasa IIpd KOMOWHHpaHO M3ION3BaHE C
AMUHOTIHKO3HLH.

4.6. BpemeHHOCT H KbpMeHe

IIpoy4Banust BEPXY PEUPOMYKTHBHATa (YHKIMA IPH XXHBOTHA HE C2 IIOKA3alH
eMOpHOTOKCHYEH, TepaToreHeH e(eKT WiH yBpekhaHe Ha Qeprunarera. JIMmcsaT
nobpe KOMTpONMpaHK IpOyYBaHusi Npu OpeMEHHH JKeHH. Amopen MOXe Ja e
npHiara 10 BpeMe Ha OpeMeHHOCT IpH HANMdMe Ha CTPOTH DOKa3aHWs, KOraTo
TOTEHTIHAITHATA IIOJ3a OT yHoTpebaTa My HalBHIIaBA IIOTCHITHAIIHHTE PHCKOBE.
AMOKCHITMAME  NpeMHHasa IUjallcHTapHaTa Oapuepa ¥ €  BE3MOXHO
cepsuOMIM3Mpage Ha Imoja (mpe3 BTOpaTa IONOBMHA Ha OpeMeHH




4.7. EdexTa Bppxy cnocodHoCTTA 32 modHpaHe H padoTa ¢ MAINHHA
Hama manmv 3a BivsHEe Ha Amopen KalCyiiu BspXy clocoOHOCTTA 32 modupase U
patoTa ¢ ManmHA.

4.8. Hexenanu JeKapCcTBeHH PeakNuu

Hati-uecmo cvobuasanu HexCcelaHu NReKAPCMEEHU PeaKyuu ca pearyuume Ha
CBPBXYYBCHIBUIMENHOCH.

Cropern yecToTaTa Ha HaOlx0JaBaHe Te ce IOApas3(endT Ha:

Yecro vabmomaranu (>1% - <10%)

Koxum peaxnuu, KaTo €K3aHTEM, YpTHKapus, chpOex. THlMUeH ex3aHTeM OT
Mop6unudopMeH THI ce IposBsBa IOHAKoTa 5 fo 11 muw crnep HaganoTo Ha
nedenneTo. He3abapHa peakiidd ¢ yPTHKApHs B IIOBEYETO CIyJYad ¢ IOKa3aTeiHa 3a
alleprud KeM aMOKCHITWIFH U Halara JeYeHHeTo Jia Ce MPEKpaTH.

Pagxo vabmopapanu (>0.01% - <0.1%)

e AnrmonenpoTiuel eneM (oTox Ha Quincke);
ExcynatmsHa MyITHOOPMEHA epUTEMA;
Cuanpom Ha Stevens-Johnson;
Eoapnodumns;

JlexapcTBena TPECKa,;
Otox Ha TapuHKCa;
Cepymna Gonect;
XeMOmuTHIHA aHeMH,
Alneprages BacKyJIUT;
WaTepcTunyianes Hehpurt;
AHapuIaKTHYEH IUOK.

Xemamonozuunu HapyuieHA

Wma penkd cpoOUIEHEMsS 32 HpPOMEHW B KphBHAaTa KapTHHA, H3PascHH KaTo
JIEBKONEHYS, TPAHYJIOLKTONEHN, TPOMOOIUTONCHN)S, HAHIMTOIICHHS, AHEMMS HITH
MHETIOCYTIpECHs, AarpaHyJOUWTO3a, YABIKapaHe Ha BpPEMETO Ha KbPBEHE H
mpoTpoMOMEOBOTO Bpeme. Te3w MposBH ca OOpaTHMH CleJ NPEYCTAHOBIBAHE HA
JeUeHHETO.

Tacmpounmecmunannu:

Yecro Habmoxasanu (>1% - <10%)

Tanene, moBpEIaHe, METEOPU3BM, IHAPHS, OpalHa KauAU03a, MPpOMAHa BEB BKyCa.
Haii-gecTo Tesn peakmum ca ek ¥ OOMKHOBEHO OT3ByYaBaT €IHOBPEMEHHO MWK
CKOpO CHefl peyCTanoBaBane Ha Jedenwero. IToHOCHMOCTTa MOXKE Ja ce nozobpy
ype3 IIpHeMaHe Ha Amopen IIo BpeMe Ha XpaHeHe.

CuMmrToMyTe Ha ricepmoMeMOpaHO3eH KOIHT MOYaT fa Ce IOABST IO BpeMe HIIH
Cllell JI€IEHHETO C aHTHOHOTHKA. '

Muoro pagko Habmonasany <0.01%)
IlogBa Ha TEMHE TI€THA 10 €3MKA.

Yepenr opob:
Hewecto nabmopapauu (>0.1% - <1%)
VYMepeHo u oGpaTHMO TOKAYBAHE B CTOHHOCTHTE Ha T-IepHOLIpo

..rzv"-z/ xl. r-d
T s
NIRRT



Panko Habmonasaru (>0.01% - <0.1%)
XernaTiT 1 XONecTaTHuHa JKBITEHHNA.

bvbpeyu:
Panxo mabmomapanu (>0.01% - <0.1%)
OcCTHp HETEPCTULIHANESH HEDDUT.

Henmpanna nepsua cucmema:

Panko mHabimonaganu (>0.01% - <0.1%)

HexxenaHu J1exapcTBeHH peakiiun ot cTpaHa Ha IJHC ce mabmopnasar paznxo. Te ce
H3Pa3gBaT B XMIISPKHHE3Ms, 3a8MasHOCT M KOHBYJICHH. KOHBYJICHHTE MOraT [a ce
HpOSIBST IIpH TANMEHTH ¢ HapymeHa OnOpeuna (QyHKIHA HIM IpU IalHeHTH
TIpHeMAITy BUCOKH JO3K OT IPOAYKTa..

Lpyzu Hedxcenany neKapcmeeHy peaxKyui. _

TIp¥ TpOOEMKUTENHO W YECTO IpHeMaHe Ha JEKApCTBEHM IPOMYKT MOrar fa ce
PasBUAT CYNEPHHPEKUMH ¥ KONOHM3AIMA C PE3HCTEHTHH MHKPOOPTAHH3MY H
TEOHYKY, KaTO OpaliHa i BarvHalHa KaHIun03a.

4.9. TIlpeposmpane

Cumnmomu Ha npedo3uUpaHe

Hopm m mpH cnygafiH0 TOTMBINAHE HA BHCOKH [MO3K aMOKCHIIMH He ca
HabmomaBapy ocTpy TOKCHUHY edekrn. CHEMITOMUATE Ha IEPOPANHO IpeNo3HpaHe
MOTaT fa BKIIOYBAT FafieHe, MOBpbHUiaHe, SHUTacTpaileH JUCKOMGopT, IWapui H
HapylIeHVs BHB BOJHUA U eNekTpoinuTeH 6ananc. [Ipn nalyeHTH ¢ TEXKO Hapyllesa
Op0pedHa QYHKIHA, IpPEHO3UPAHETO MOXKE Ja JOBeAS [0 Mpu3Hauy Ha
HeDPOTOKCHIHOCT.

Ilosedenue npu npedosupare

Hama cuenu@uyeH aHTHAOT. Tepalyira ce ChCTOM B IPHEM HA AKTHBEH BEHIVICH,
NPOMMBKA Ha CTOMAXa H CHMITTOMAaTHYHO IedeHme. JIeUeHHeTO ¢ HacOYeHo IIo-
CIIeIMAIHO KBM HOILEBPIKAHE HA BOTHUA M €NEKTPOINTeH OajaHc. AMOKCHIMIHE
MOXKE J]a Ce OTCTPAHU OT OpPTraHM3Ma Ype3 XeMOoJHaIu3a.

5. GAPMAKOJOIHyHA JAHHHA

5.1. ®PapmaxofHHAMHYHH CBOHCTBA

ATC Kox — J01C A04

Amoxicillin e m@poxocnexTEpes OakTepUIHIACH IIOIYCHHTCTUUCH NEHUIUNHH OT
rpynara Ha aMugonenuaumnrayre. Toll nExutupa 6uOCHHTE3aTa Ha MyKONCHTHANTS
B KIEeThYHATa CTe€H4. 1oBa MHxuOMpade BOAM OO OTcnabsaHe Ha OaKTepHanHaTa
KIEThYHA CTEHA, OKOHYATENHO JH3NPAHE H KIEThYHa CMBPT.

Muxpobuonozus

Amoxicillin mMa agTubaxTepHaneH CHEKTBP CXONEH ¢ TO3W Ha Jpyrure
aMUEHOTIeHWOWTHHE. ToH € aKTHBEH eNHOBPEMEHHO cpenty Gr(+)-MHUKpOOpraHu3My K
Gr(-) wuxpoopramusmu: PaslpocTpaHenweTo Ha pesﬁcrenmwm

TeOrpadCcKi B BBB BPEMETO, NOPAMH KOETO € JKENATEelHO IPH Jeqgii® J
nudeKIun Ia ce HapaBy CIPaBKa 3a Pe3HCTEHTHOCTTa Ha HAHOH




IITamose obuyaiino wyscmeumennu na Amoxicillin ¢ nogexwe om 90%: Streptococcus
A, B, C, F, G; Sireptococcus bovis, Enterococcus faecalis, Peptostreptococcus sp.,
Streptococcus pneumoniae (NeHWIFUTHH-YyBCTBUTENHH), Actinomyces, Listeria
monocytogenes, Corynebacterium diphtheriae, Neisseria meningitidis, Borrelia,
Bordetella pertussis, Clostridium sp., Leptospires, Helicobacter pylori;

Ifamose, pezucmenmuu na Amoxicillin 6 nati-manxo 50%:

Staphylococcus, Branhamella catarrhalis, Klebsiella pneumoniae, Enterobacter,
Serratia, Proteus vulgaris, Yersinia enterocolitica, Pseudomonas, Acinetobacter,
Chlamydiae, Legionella.

Ilamose ¢ nenocmoanna wyscmeumentocm kem Amoxicillin:
Enterococcus faecium, Escherichia coli, Proteus mirabilis, Shigella, Haemophilus
influenzae, Neisseria gonorrhoeae.

MUKpOOpraHH3MHUTE MOrarT Ja OpjaT pPesHCTEHTHH KbM aMOKCHUMINH, IOpaIH
mponynupasne Ha GeTa-IaKTaMasy, KOMTO XHAPONUAHpAT aMEHONCHUIMIMHITE Upe3
IpoMAHA B IEHHIMIMH-CBBP3BAIIUTe INPOTEHHE, 4Ype3 HEIpOIyCKIMBOCT Ha
KHeThYHATA CTeHa Ha MUKpPOOpraHH3Ma KbM JIEKApCTBEHOTO BEMIECTBO MM 9Upe3
ednykc Mexapmsmu. EIuH MM IToBede OT TE3M MEXaHU3MM MOIAT a IpPHCBCTBAT B
OajeH MHKpOOPTaHH3BM, KOETO BOAW A0 PasiuyHa M HEIpeJBUIWMa KphCTOCaHA
PE3UCTEHTHOCT KBM ApYyTH Gera-jiakTaMHE aRTHOMOTHIM H KBM 2HTHOAKTepHAIHA

TIPOAYKTH OT OPYTH IPYIIH.

5.2. ®apmMaKoKHHETWIHH CBOHCTBA

Pezopbyus:

AGcomoTHaTa OHOHANHYHOCT Ha aMOKCHIWIIMH 3aBHCH OT LO34Ta W BapHpa MEexIy
75 1 90%. Ilpu mosa B pamiute Ha 250 mg m 750 mg, GHOBANNIHOCTTa € THHEeHHa,
TpOTIOPIMOHATHA Ha HpUeraTa mo3a. IIpH BYCOKM HO3H CTENEHTa Ha pe3opOimi
HaManssa. PesopOmmara He ce [IOBIHIBA OT IppeMa Ha Xpawa. Ilmasmenmre
KOHNEHTpanuy ciel mepopansa mosza or 500 mg ca 6-11 mg/l. Ilnasmennre
KOHIIGHTPAIIMM CIlef [epOopaiHo IpdlaraHe Ha efHokparHa poza of 3.0 g
aMOKCHITINIMH mocturaT 27 mg/l. MaxcumangnTe IUla3MEeHM KOHIIEHTpanuy ce
IOCTUTAT 3a 0K0JIo 1-2 gaca clep mpHiarageTo Ha aMOKCHITHIIHH.

Pasnpedenenue:

CpBp3BaHero ¢ IUIA3MEHUTE IPOTEHHM Ha aMOKCHITMNHMH € npubmusurenHo 17%.
TepanmeBTHuHH KOHIEHTpallud ce mocturar OBp3o B cepyma, Oemms papod,
OpOHXHMAIHMA CEKper, CPeNHOTO YyXO0, JKNbYKaTa ¥ ypumara. IIpw BB3IaneHn
MEHHHTH, aMOKCHIWIMH MOXe 2 IpeMuHe B NepebpocrnuHagHaTa TEYHOCT.
AMOKCHIIMIMH MpeMHUHABA MIpe3 TINalieHTaTa ¥ MAalKH KONWJIeCTBa ¢ OTHENAT B
KppMaTa.

Buompancgopmayua u enumunupane:
AMOKCHIIWIHH & OTHENA OcHOBHO npes 0s0penure. Oxono 60-80% o




5.3. IlpeaxanHHYHH XAHHH 3a Ge30MacHOCT
Amoxicillin e mpakTIecKn HETOKCHIEH aHTHOHOTHX, KAKTO Clel eHOKPaTHO, TaKa
¥ CJIef] MHOTOKPATHO TpHIIaraHe.

Ocmpama  moxcuuHocwm, OUpeAeleHa TNp¥ MHIIKH M IIBX0BE  CIeT
VIHTpALIepHTOHEANHO ¥ IIepOPATHO TIPHATafe IIOKasBa BHCOKA OWOJOTHYHA
nonocmmocT (LDs > 5000 mg/ke T.r. mpu nepopanmo BeBeXxHaHe B LDsy > 3000
mg/kg T.T. Tip¥ BHTPAICPHTOHEANHO BEBEKIAHE).

Xponuunomo (30-Onesro u 90-Onesro) nepopanro npunazane Ha amoxicillin B5pXy
IIBXOBE HE 'BOOHE 10 MPOMEHH B DOBSJICHHETO WIH CMbpTHOCT. IIpH
XUCTONOrHYHMTE M3CNEOBAHHA HE Ca YCTAHOBEHMU IIATONOTHYHM H3MEHEHMI BBB
BETPEIIHATE OPraHHt, KOSTO XapaKTepHU3upa TO3H aBHTUOMOTHK KaTO HETOKCHICH.

Penpooyxmuena moxcuynocm. He € yCTaHOBEHO HHKaKBO YBpeXKAaHe Ha
depTannTeTa, HITO eMOPHOTOKCHYHY MK TSPATOTEHHM eheKTH.

6. PAPMAIIEBTUYHHA JAHHU
6.1. ChnHcBK Ha TOMOIXHHTE BellecTBAa

Capsules 250 mg 500 mg
Sodium Lauryl Sulphate X X
Colloidal Anhydrous Silica X X
Croscarmelose Sodium X X
Microcrystalline cellulose X X
Magnesium stearate X X

Kancyauo cLabprkaHne

Kanax

Quinoline yeliow E104 X X
Carmoisine E122 - X
Brilliant blue E133 - X
Titanium dioxide E171 X X
Sunset yellow  E110 X -
Methyl Paraben X X
Propyl Paraben X X
Gelatin X X
Tano

Sunset yellow El10 X X
Quinoline yeillow  E104 X X
Titanium dioxide E171 X X




Methyl Paraben X X
Propyl Paraben X X
Gelatin X X

6.2. OH3EKO-XUMHYHH HECEBMECTHMOCTH
He ca #3BECTHH.

6.3. Cpox Ha rogaoct
2 (mBe) roxpAM OT JaTaTa Ha HPOH3BOACTBO.

6.4. CpoenmaJHau ycIOBHS Ha CHXpaHeHHe

be3 cnenpanyay ycinoBusa Ha ChXpaHEeHHe
Ia ce cpxpangBa Ha MACTO, HENOCTHIHO 3a Jenal

6.5. Jlawnu 332 ONaKOBKATA

ITo 10 xancynu ca omakoBan B Onmcrep ot PVC/PVDC anymumnmeso donumo. ITo
JiBa OnucTepa B KyTHA.

6.6. TIipenopbku npu ynoi"peﬁa
Bwx 1. 4.2.

7. UME U AJPEC HA IPHUTEXATEJY HA PA3PENIEHHUETO 3A
YIHOTPEBA

"Axrtasuc" EAJL,

byn. "Kasrumns Mapus Jlynza" Ne 2

rp. Codus, brarapus

8. PETHCTPAITAOHEH HOMEP B PETHCTBHPA IO YIL28 OT
3JJAXM
250 mg: 20011009

500 mg: 20011010

9. ITATA HA OBbPBO PA3SPEIIABAHE 3A VYIIOTPEBA HA
JIEKAPCTBEHUA IPOAYKT
15.10.2001 r.

10. JATA HA (JACTHYHA) AKTYAIM3AIIMAA HA TEKCTA
Oxtomapu 2006 1.




