KPATKA XAPAKTEPCTUKA HA MPOLYK]

Ospamox® 1000 mg GincTEpCTBo Ha SAPABEONIABARETO

Npanoxenue KoM .
1. THProBCKO UME Ha FIeKapCTBEHUsI NPOAYKT paspewenite 3a ynorpebatt W\ 14003\ (20505

Os.pamox® 1000 myg film-coated tablets
69013407 0
2. KonuyecrseH U KauecTBEH CHbCTaB

1 unmmpaa TabneTka ceabppxa: Amoxicillin (kaTo Tpuxuapat) 1000 mg

[MomoLuHK BelecTea — BWK T. 6.1

3. flekapcTBEHa popma
dunmmpany Tabnetkn. OBanHW, ABOVHO M3mbKHANW, fenn Ao ONepOXBATH, C
pasmepun 10 mm x 22 mm, ¢ AenuTenda YepTa.

4. KnuHWYHYK OaHHM

4.1. MNMokasaHus

Ospamox® 1000 mg ¢unmupany TabneTkn e noaxofsly 3a NeveHue Ha cregHuTe
BakrepuanHu nHbekun, MPUYUHERN oT aMOKCULIMNTNH-YYBCTBUTENHU
FPaMMoSIOKUTENHM U rpaMoTpULaTentn naToreHn (BX. T. 5.1.):

e Ha rOpHUTE AWXaTefHW MbTWULLA, BKMIOUMTENHO OTO-PUHO-NIAPUHIONOTUYHN
WHEKUMM  KaTo OCTPO Bb3naneHhe Ha CPeAHOTO YXO, OCTbD CUHY3UT,
BakTepuaneH apuHruT;

e« Ha [ONHWTE JuXaTenHu nbTUWA: W3OCTPsSHE Ha  XpOHWYEH BPOHXUT,
npugotuTa U3BBLHOOMNHNYHA NHEBMOHWUS,

e Ha QOSHWS YPUHAPEH TPaKT. LUCTUT,

+ npocWnakTMka Ha eHaoKapauT NpY  PWCKOBW  NauueHTh Hanp. [py
CTOMATONOIMUHKA onepauun B yCTHATa KyxwWHa WIIW FopHUTE BB3LYXOHOCHW
MbTULLE;

3a npasvneH u3bop Ha aHTMGakTepwaneH areHT Tpsbsa Aa ce UMaT NPensui

obULManHUTE HALMOHANHKY PBKOBOACTBA/MPENOPBKM.
Mpv BBLIMOXHOCT TPsAGBa Aa ce Hanpasu aHTUOWorpama, BbMPEKN He NeHeHUETO

MOXe na 3anodvle npefn obsApABaHe Ha pe3ynraTtuTe OT Hes.

4.2, OozMpoBKa M Ha4KH Ha MpuUnoxeHue

[ozara Ha Ospamox® ce onpenens B 3aBMCUMOCT OT Bb3PAcTTa, TeNeCHOTO Terno U
6BBpeuHaTa yHKUMA Ha NauueHTa, OT TexecTTa U nokanusauunaTa Ha nHdeKkumaTa,
¥ OT npeanonaraemusa Ui AoKa3aH NpuuuHKTEn.

Hayux Ha npunoxeHus:!

TabneTkuTe MoraT fa 6baat NpMeTy no gea HaumHa, [la ce pasTBOPAT MbpBO BLE
BOA2 M U3NMAT UMM Aa ce norbnHaT JUMPEKTHO C BOAaA. TabneTknTe MoOraTt Aa ce
4ymnAT, 3a é\a ce YNecHu nornblaHeTo.

Ospamox® 1000 mg cdunmupaHu TabneTki Morat Aa ce npuemat npeaun, no speme
Ha WNY cnej XpaHeHe.

TpodBmKUMenHocm Ha nedeHue;
HopmanHo fiedenveTo Tpsbsa Aa npoabidkk 2 o 3 AHW cnelf usdessaHe Ha
CUMMTOMUTE Ha 3abonseaHeTo. (py WHbeKUUK, NpusKHERK OT BeTa-XeMoITuTUYHK




KPATKA XAPAKTEPUCTUKA HA TIPOOYKTA
Ospamox® 1000 mg ctp.2 o1 11

Mpy cReWHo neveHue Ha Texku MHMEeKUUM, Korato nepopasniHua HauuH Ha
NPUNOXEHNE CE CUUTa 3@ HepalMoHaneH 1 HeNOAXOASLL, e NokasaHo NapeHTepanto
fieyeHue,

Bnapacmuu (eKmioyumenHo nauuedmu_s HanpedHana -eb3pacm) u Oeua Had 12
200UHU;

CraHaapTHaTa go3vposka e 750 mg — 3 g aMOKCUUMIIMH OHEBHO, pasfaencHi B TpU
npuema. Mpu Hsxom cnyyau 1500 mg amoKcuuMnuH OHEBHO, pasfdeneHn B Tpu
npuema ce Npenope4Ba Kato Hal-BMCoKa [03a.

Crneyuandu NpenopbKu npy do3uposkama
Mpu ocTpa eksauepBalyus Ha XpOHWYEH BPOHXUT Npu BB3pacTHU: 1 g ABa MbTH
AHEBHO.

MNauuermu e HanpeoHalia eb3pacm
fpenopbyBa ce CTaHhapTHaTa A03WPOBKa 3a Bb3PAacTHW, ako HAMa yBpexpaaHe Ha
BvbpeydHaTa MYHKUMA.

Hoazuposka npu nauueHmu ¢ HapyueHa 6vbpeyHa dyHKUuA:

Mpu nauueHTH C TEXKO HapyweHa ObbpeuHa dyHKuMs, [o3aTa Tpabea pa ce
Hamam. Mpu naumeHTn ¢ 6bbpeveH kupbHG nog 30 ml/min ce npenopbysa
HamarsBaHe Ha 403aTa Unu YAbIHKasaHe Ha [030BWA MHTepsan (BUX T. 4.4),

Mpu naumeHTy ¢ GbubpeyHa HEAOCTATLYHOCT He TpsibBa fa ce npunara KpaTtkuAaT
KypC Ha NevyeHne ¢ efuHuyHa fo3a oT 3 g.

Bnapacmiu (6K, nayueHmu 8 HarpedHasa eb3pacm)

KpeaTUHUHOB KIUPBHC Hosa H030B vHTEpBan
ml/min

> 30 craHgapTHa Aosa

10-30 500mg 12 h

<10 500 mg 12 h

Mpu xemoauanuaa: 500 mg Tpsbsa Aa ce HasHaqaT B Kpas Ha npougaypata.

Mpodunakmuka Ha eHBokapdum:

3a npeBeHUWs Ha EHAOKapAWT NpW NauweHTh, nognexatlyn Ha XUpYpru4ecka
uHTepseHumns 6e3 [a ca MNOSNOXEeHU Ha obly aHecTeTMK, ce npunarat 3 ¢
aMoKcuuunuHd 1 Jac npenn onepaumsita U nNpu HeobBxogumocT aonsiHnTento 3 g (6
Jyaca No-KbCHO).

Mpu geua ce npenopwysa aosa 50 mg/kg TenecHo Terno.

3a no-oBCTOMHW AeTaknuM v ONWCaHWs Ha PUCKoBUTE nauveHTw TpnbBa pa ce
KOHCYNTUpaTe C HAaLMOHaNHUTe PHKOBOACTBA 3@ NPEBEHLWS Ha ERAOKApAWT.

4.3, MporHBOnOKazaHus
Ospamox® & NpoTUBONOKa3aHr Npy NauUeHTy c:
e CBPBLXUYBCTBUTENHOCT KbM MEHULMNWH, KPbCTOCAHa aneprua  KihM 3~
naxramtn aHTubroTUUM KaTo LiedanocnopuHi
e CBPBXUYBCTBUTENHOCT KbM HSKOS OT ChCTaBKUTE Ha NpoAyKia
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4.4, CnieuuanHu npepynpexpnenms 3a 6esonacHoct npu ynorpeba,

Heobxogumo e ga ce cHeMe aHaMHe3a 3a CBPbXYYBCTBATENHOCT KbM NEHNUMNNHI U
LiedanocnopuHy NPeay HavyanoTo Ha JIeYeHWEe C aMOXCALMNWH. BeposTHOCT OT
KpbCTOCaHA CBpbXHyBCTBUTENHOCT (10%- 15%) ¢ uedbanocnopuHy Tpabea Aa ce
nMa npeasua.

CepvioaH ¥ B uactHocT pavanHv  (aHadunakTougHu)  peakum  Ha
CBBLXUYBCTBMTENHOCT ca HabmoaasaHu NpU MauueHTu, NeKyBaHu C NeRuuminHu.
Tesu peakuuu ce nposiBsBaT 0-4MecTo NpW nauveHTu ¢ aHamHesa 3a
CBPbXYYBCTBUTENHOCT KbM [B-nakramHy aHTubrnoTuum.

[lauMeHT © TEXKM CTOMAalUHO-YPEBHWU HapylleHus ¢ MOBpblyaHe W auapus He
TpaGea na BvaaT nekyBaMu ¢ Ospamox® 1000 mg ounmupaHn Tabnetkn nopagu
PUCK OT HamaneHa pesopbuus. MNpu Tesn cnydaw ce MNpenopwv4Ba NapeHTepanHo
neYeHne ¢ aMOKCULIMIUH,

Ospamox® 1000 mg punmmpanu Tabnetku Tpsbsa Aa ce nNpunara BHUMaTENHo npu
NaUUeHT C anepryHa guaresa unu acrva.

Mpy nagueHTH ¢ HapyileHa GbBpedHa YHKUMA, eKCKpeuwsiTa Ha amOoKCUUUNWH
MoXe ga H6bae sabaBeHa M B 3aBMCMMOCT OT CTEMNEHTa Ha yBpexpaaHeTo da ce
HanoXW oblaTa QHEeBHa A03a Aa ce Hamanwu (Bx. 4.2.).

Mpy NpogbMKUTENHO W3MON3BaHE Ha aMOKCUUMNWMH € BB3MOXHO pasBuThe Ha
cynepuHbeKkLMY, NPUUMHEHN OT HedyBCTBUTENHM Baxktepuy wiv rsbudku. flopaau
ToBa MauveHTUTe Tpsbea Aa 6bvaaT BHUMaETENHO HabniasaHu 3a nposABa Ha
cyrnepuHdeKLnA.

Mpy nepopanHo NpunaraHe Ha aMOKCULMNWH psgko ce Habniogasa npossa Ha
aHadunakTuyeH LWOoK U ApYTv TexKu anepridii peakuun. Benpeku tosa, B crydait
Ha nposiBa Ha TakWBa peakuuu ce npwnarar CbOTBETHMTE CNEWHW MEepks KaTo.
MHTPABEHO3HG [fipwnaraHe Ha appeHanud, rocneAsaHo OT npunaraHe  Ha
AHTUXMCTaMMHOBM NeKkapcTBa, 06eMHO 3amecTBalllo feueHue W npunarane Ha
rmiokoxkopiukocTeponan. NaupeHtute TpsGsa pa Obgar nNoA  HENpeKkbCHaTo
HaBriofgeHve C FOTOBHOCT, MpU HeoBXOAWMOCT, 3a NpuiaraHe Ha AONbNHWTENHW
MepKM (M3KycTBEHO AullaHe, oBauWBaKe C KUCNOPOA).

HanuuueTo Ha BMCOKV KOHLEHTPpaLMy Ha aMOKCULIMIIMH B ypuHaTa Moxke Aa AoBeAS
[0 KpUCTanuaupane Ha Mpomykra no CTeHWTe Ha ypeTpanHua KareTbp, 3aToBa ©
HeoBXoMMO NocheaHWsl [a ce NpoBepsBa Nepuoan4Ho.

Mpu neveHve ¢ Bucoku gosu Tpabea [a ce noemaTt TEYHOCTH B AOCTaTbYHO
KOMUYECTBO, 38 Aa Ce MOoAAbpXKa AOCTaThuHa Avypesa ¢ Uen Aa ce NpefoTepath
BBIMOXKHOCTTA 38 KpUCTanypua Ha amMoOKCHULUWNWUH.

Ospamox® Tpsibea fa ce npunara ¢ NOBULIEHO BHUMAHWE NPy NauneHTU ¢ BUPYCHA
WHGEKUMM, ocTpa NuMaTiHa NeBKeMUs WM MH(EKLMO3HA  MOHOHYKIIe03a,
nopagn NOBULLIEH PUCK OT epuUTemMaTosHK KoXHY o6puBy.

Texxa wu ynoputa pawapus Tpabea pa
nceegoMemMBpaHo3eH KOMUT (B MOBEYETO Crnydau npu
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B Tesu cny4ayu npueMaHeTo Ha Ospamox® Tpabsa He3zabaBHO fa ce NPEeyCTaHOBN WU
Da ce HasHauu cnelmcnyHo feverue (Hanp. opanHo Vancomycin 4 x 250 mg).

Ospamox® cbabpxka acnaptam (E951) n Tpabea fa ce npunara BHUMaTENHO Opy
NauMeHT ¢ eHUNKeToHypus. [Ipy XOMOBUFOTHM NauMeHT ¢ EeHUNKETOHYPUS,
KONMMYECTBOTO Ha hbeHWnanaHus, AOCTaBEHO OT acnapram, Tpabsa Aa owae
pobaseHo KbM guertara.

Kopurupare posata Ha digoxin moxe Aa e Heobxogumo npu eaHOBPEMEHHOTO MY
npunarare c amoxicillin (. 4.5.).

Kopurvupare [fosaTa Ha aHTukoaryfiaHTute Moxe pJa e Heofxogumo npu
AHOBPEeMEeHHOTO UM nipunarade ¢ amoxicillin (Bx. 4.5.).

Cepymhute HmBa Ha methotrexate tpabsa fa 6boar BHUMaTENHO MOHWTOPWpaHW
npv egHoBpemerHa ynotpeba ¢ amoxicillin (Bx. 4.5.).

4.5. flexapcTBeHM B3aUMOLEHCTBMS

He ce npenopbuBa e[HOBPEMEHHO NpUNarade CbC ClIeRHUTE NPOAYKTU:
Allopurinol

EnHOBpEeMEHHOTO NMpuemaHe Ha anonypuHOn no BpemMe Ha fedeHue ¢ Ospamox®
MOXE [1a NOBULLK PUCKa OT NPORBa HA KOXHKU aneprudH peaxkumu.

Digoxin
Mpn envHoBpemeHHo npunaraHe ¢ Ospamox® € Bb3MOXHO MNOBWWaBaHe Ha
pesopbuusaTa Ha AurokcuHa. BeaMOXHO e ja ce M3UCKBa afantupaHe Ha [03ata Ha
digoxin.

Disulfiram
EnHoBpemeHHoTo npunaraHe ¢ disulfiram e NpoTUBONOKa3aHo.

AHmuroazynasimu

EnHOBpeMeHHOTO npunaradHe Ha Ospamox® v aHTWKoaryNadth OT rpynata Ha
KyMapuHUTE MOXE A3 YALIDKU BpeMeTO Ha KpbBOCHGMpBaHe. Bb3MOXHO € Aa ce
HaNOXW afanTupaHe Ha 403aTa Ha aHTukoarynaHTute (8X. 4.4.).

Probenecid

EnHOBpeMEHHOTO NpueMare ¢ npobeneuns Boan A0 NOjAbBPXKaHe Ha NOCTOAHHW U
BWCOKM KOHLEHTPauuy Ha aMOKCULMIMH B cepyma W XTbdKaTa, AbMKalin ce Ha
noTuckaHe Ha 6bOpevHoTO envMmMHUpaHe.,

Lpyau anmubuomuuyu

Ospamox® He Tpabea ga ce komGuHupa ¢ DakTepuocTaTudHo aercTeaiym
AHTMBMOTULIM/XUMMOTEPANEBTULM KaTo TETPaLMKNVMHK, MaKponuau, cyndoHamman
Unu xrnopamdeHuKon, Toit kaTo ce Habniogasa aHTaroRMcTNieH edexr.

CuHepruyer edexkt ce Habniopasa npu  KOMOWHMpaHo  u3nonasaHe C
8MWHOITMKO3UaW.

Methotrexate

TpaBea na 6bLAAT BHUMAETENHO MOHUTOPMPaHN NPW ef
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amoxicillin. AMOKCULMNWH HamarsiBa peHanHus knuMpbHC Ha methotrexate - Hai-
BEPOSATHO YPEs KOHKYPEHTHO MHXUBUpaHe Ha TyOynHaTta cekpeums.

MpenopbiBa ce MOBUWEHO BHWMaHKE [pH koMBMHUpaHO npMARaradHe Ha
2MOKCHLIMIIMH CbC CriegHUTE NPOAYKTH:

MMepopan+Hu XOpMOHaHU KoHmpauyenmusu

MpunoxenneTo Ha amoxicillin Moxe NPexoAHo Aa MOHWXKM fMnasMeHnTe Husa Ha
eCTPOreHWTE 1 NPOrecTepoHa, U Aa Hamanu edekTa XopMOoHaTHUTE KoHTpalenTnsu.
CrepnoBaTenHo, NpenopbUUTeNiHo e Aa Ce NpunaraTt AOMbAHUTENHU HEXOPMOHAITHN
KOHTpaLenTUBHU MEpPKU.

Apyau chopmu Ha s3aumodelicmeus:

s« OQopcupaHaTa [Juypesa BOAW [0 MNOHWKaBaHe Ha KoHUeHTpauuwTe Ha
aMOKGULUMIMWH B CEpYMa Ypes ycKopsABaHe Ha eNUMUHUPARETO MY.

« T[osBaTa Ha ouapus MOXe Aa Hapylum pesopbuvsaTa Ha apyrn MenkameHT 1
criefoBaTenHo Aa Hamann eekTa oT NpUNaraHeTo UM.

o [lpn nscnenBaHe Ha [FilOKO3a B ypuHaTa ce Mpenopbusa Aa ceé usnonssat
EH3UMHM TTIOKOOKCMAAsHU MeTomu Mo BpeMe Ha neyedue ¢ amoxicillin.
Mopahy BWCOKWTE YPWUHHKM KOHUEHTpauuu Ha amoxicillin, morar ga ce
Habrogasar hanmMeo NONOXUTENHN PesyNTaTn oT XUMUIHUTE METOAN.

»  AMOKCULIMITMH MOXKE Aa MOHWKM CTORHOCTATE Ha ecTpuon 8 ypuhHara Ha
BpeMeHHU KeHu.

» BbB BUCOKM KoHUeHTpauuu, amoxicilin MoXe Aa NOoHWKW pesyntatute oT
U3cneaBaHe Ha CEPYMHUTE MTIIOKO3HW HUaa.

s Amoxicillin MoXe ha NoBnMse TeCToBeTe 3a NPOTeMHW, KoraTo ce nanonasar
KONOPUMETPUYHW METOANU.

4.6. EpeMeHHOCT ¥ KbpMeHe

AMOKCULWIVH NpeMuHaBa Npes niauexTaTta v heTanHuTe rnnasMeni KoHLeHTpaumn
ca npubnuautenHo 25-30 % oT nnasmenuTe KOHUEHTpauuW Ha MaRYUHWUAT
OpraHusLM.

OrpanunyeH 6pon aaHHy 3a yrnioTpebara Ha amoxicillin no speme Ha DpemMeHHOoCT, He
nokassaT Hexenanu edekTh Ha npoAykTa BbpxXy OpemenHocTTa unu BBRXY
3ApaBeTo Ha (eTyca/HoBOpoAeHOTO. HAMa Apyr Hanuybu ervaeMinonormHHi
faHHy pocera. MpoyyBaHWs NMPU XMBOTHWA HE NOKasBaTt AMPEKTEH WU WRANPEKTeH
yBpexaall edeKT 1o OTHOWEHMe Ha DpeMeHHOCTTa, emBpuoHanHoTo/theTanHoTo
passuTUe, paXKAaHeTo UMY NIOCTHATaINHOTO passuTune.

ManckBa ce NOBMILEHO BHMMaHMe MpW HasHauasaHe Ha npoaykra npu GpemeHHY
KEHW.

AMOKCVMLMAMH MpeMUHaBa B MaluMHOTO MAako  (MpubrvsuTenHo 10 % oT
KOHLEHTPAUMATa B CepyMa) n B pefKku Cry4au ToBa BOAU A0 Anapus wunu rebuyHo
KONOHMaVpaHe Ha nuraevuata npu Kepmaderarta. Tpsbsa fa ce uMa npeAsii
BL3MOXHOCTTa 32 CEHCUBUNU3UpaHE Ha KbpMaueTo KbM DeTa-nakramHu nPpoAyKTw.

4,7. EcdbekTH BbpXY cnocobHocTTa 3a mocdupare u pabota ¢ MamuHm
He ca HaBnopasaHu edekTh, KOMTO MoraT fAa 3aTpyfHaT u Aa NoBnuast
crocoBHocTTa 3a Wodupare unu paborara ¢ MaillHn.
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4.8. HexxenaH¥ fiekapcTBeHM peakunm
HexenaHuTe nekapcTeeHn peakuuy ce onpenensT KaTo.

YecTu: <10% u >1%

HevecTun: <1% n>0.1%

Pegku: <0.1% u > 0.01%

MHoro pefiky, BK1. OTAEMHK cny4au:
<0.01%

CynepuHdeKkun 1 pa3pacTBaHe Ha naToreHHKW MUKDoopraHuamm
Hevecmt

FipoABMKUTENHOTO U MHOTOKPaTHO NPUNOXEHWEe Ha NPoRyKTa Moxe fAa Aosele [0
cynepuHdeKumi M KONoHU3aLmsa ¢ Pe3UCTEHTHM MUKPOOPraHusMn 1 MsOudky karto
opanHa v BaruHarnHa kasgmgosa.

Kpse 1 niumdHa crueTema:
Pedry
E03rHODUNUA ¥ XEMONTUTUHHA aHEMUS.

Mrozo pedku

WiMa oTaenHu cboblieHns 3@ NeBKONeHus, rpaHynoumToneHus, TpombouuroneHus,
NaHUWTONEHWS, aHeMWusl, MWENQCYNpecus, arpaHynouuTosa, YAbMKasaHe Ha
BPEMETO Ha KbpBEHE W NpOTPOMBMHOBOTO Bpeme. Tesu nposisu ca obpaTtumu crnepf
npeycTaHoBsABaKE Ha NEYEHNETO.

WmyHHa cucTtema
Pedku
OToK Ha napuHKca, cepyMHa BonecT, anepruyeH BacKySMT U aHauriakTuyer Wok.

Hapyurexuns sepxy LHC

Pedku

HexenaHny nexkapcTseHn peakumu ot ctpata Ha LIHC ce Habmoaaeart pagko. Te ce
uapa3snsaT B XMMEPKWHE3Ws, 3aMasHOCT U kKoHByncuu. KoHByncunTe moraT Aa ce
NPOSIBSAT NPY NaUMEHTW ¢ HapyleHue Ha Bb6pevHaTta (PyHKUMS UnK NPy naumeHT
nonyqasalm BUCOKK A03W,

CromallHO-YpeBHU PeaKUni

Hecmu

CTomaluHy ORfaKBaHWs KaTto rageHe, saryba Ha aneTuT, NOBpbLUGHE, METEOPUIEM,
MEKU W3NpaXKHeHWUs, awapus, Bb3naneHwe (B 4acTHOCT B obnacTra Ha ycrara)
cyXoTa B yCTaTa, Hapylenue BLB BbafpuemMaHeTo Ha Bkyca. Hall-4ecTo Te ca neku
n OBUKHOBEHO OT3BY4aBaT €AHOBPEMEHHO WNu CKOpo cnef npeyCTaHoaﬂBaHe Ha
neyexweTo. NMOHOCUMOCTTa MOXe fa ce Nofobpu ypes npnemare Ha Ospamox® no
Bpeme Ha XpaHeHe,

AKO Bb3HUKHE TEXKa W NepcucTupatlia Ouapus, wma BEPOATHOCT, Makap U MHOTO
pROKC Aa €& acouuuMpada € nceBAOMEMOPaHO3eH  KOMWUT. B TakbB crny4yan
NPUAOKEHUETO HA AaHTUNEPUCTaNTUYHKU NPOAYKTY € NPoTUBONOKa3aHo.

Pedxu
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Muozo pedku
Habriiogaeat ce ThMHY NETHa No e3uka.

Xenatobuavape HapyLUeHUs

Hevecmu

YMEPEHO 1 NPEXoAHO NoKausaHe B CTOWHOCTUTE Ha YepHOAPOoBHUTE eH3UMMN.
Pedku

XenaThT 1 XONecTaTU4Ha XKbNTeHuua,

Koxa v nognexaula TeKkaH

Yecmu

KOXXHW peakuuu KaTo eK3aHTema, ypTukapus M cbpbex. TunuyHa eksaHTeMa OT
mopbunucopMer Tun ce nposesBa noHskora S5 o 11 pHW crieq HavanoTto Ha
neyenneTo. HezabaBHa peakuma ¢ YpTYKapys B NOBEYETO Crydau e nokasaTtenHa sa
aneprua KbM aMOKCULMITUH W Hanara NeYeHneTo ga ce npekpaTu.

Pedku (swx cblyo m.4.4)
+ AHMMoOHeBpOTUYEH efeM (egem Ha Quincke)
» EkcypaTtuBha mynrtucdopmeHa eputema
OcTpa reHepanusmpada nycTynosa
CuHgpoM Ha Stevens- Johnson
TokcuyHa enugepmanHa Hekponnaa
BynoseH 1 excchonuaTueeH aepMaTut

bBubpeum:
Pedxu
B peqxu cnysau Mmoxe Aa ce Habniofasa ocTbp MHTepCTUUMaNeH HegpuT.

061K HapyLleHUs
Pedxu

flekapcrBeHa Tpecka.

4.9. lNpenosupane

CumnToMKM Ha NpenosnpaHe

Jopk M npu cnyy4ailHO nipuemaHe Ha BMCOKM [A03W OT aMmOoKCUUMnMH He Cca
HabrioaaBaHk OCTPU  TOKCMuHM  edekTn. CumnToMUTE Ha MpefosnpakHe ce
NPOSBSBAT KaTo CTOMAlIHO-YPEBHM CUMNTOMKM W HapylleHWe Bbe BOARMA U
enexTponuter GanaHc. Tlpy nauMeHTU C TexXKo HapyweHa GubpeunHa gyHKUmS,
CEepUO3HOTO Npeo3npaHe MoXe Aa AoBese A0 CUMNTOMYU Ha BbOpeyHa TOKCUYHOCT,

Bb3MOXXHA € U KpUcTanypus.

fleweHWe Ha npepoanpaHe
B cnyyali Ha npefo3vpaHe Ha aMOKCUMUMIVH  HAMa cneunchnyeH aHTNEOT.

Tepanusita Ce CbCTOM [MaBHO B NMpUEMaHe Ha axTuBeH BbIMeH (npoMweka Ha
cToMaxa OBWKHOBEHHO HE ce Hanara) Wiu B npeanpueMaHe Ha CUMNOTOMaTU4HO
neyeHve. fleYeHMETO € HACOuEHO MO-CheuManHo KbM NOoAbpKaHe Ha BOAHUA U
enekTponuTeH GanaHc. AMOKCUUMIMH Moxe Aa C¢e OTAenu OT opraHusma “pes
XeMoauanusaa. o
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5. dapmakonorMyHu faHHu
dapmakoTepanesTUYHa rpyna:R-nakrameH aHTUOMOTUK OT FpynaTa Ha NeHnLuiHa,

ATC kop JO1CAQD4

5.1. PapMaKoANHaAMMYHK CBOKCTBA

Qbuu cgoiicmsa

AMOKCULMITVH € aMUHOBEH3URNeHULMINH ¢ BakTepuunaHo penctene. Tol noTMucKa
usrpagaHeTo Ha bakTepuanHaTta KneTb4Ha creHa.

{pamxuuyu Ha YyyecmeaumenHocm

Enterobacteriaceae: S< 8 pg/ml; I= 16 pg/mi; R2 32 pg/ml
Staphylococcus spp.: S< 4 pg/ml; R2 8 pg/ml

Haemophilus spp.: S= 1 pg/ml; Rz 4 pg/mt

Str. Pneumoniae: S< 2 ug/ml; I= 4 pg/mi; R= 8 ug/ml
YyecmeumernHocm

PasnpocTpaHeHVeTo Ha PE3WCTEHTHOCTTa Bapupa reorpadckin v C BpemeTo, U €
XERaTenHo Npu NedeHue Ha TeXkM MHdekuu ja ce Hampasu cnpaeka 3a
PE3VICTEHTHOCTTA Ha HaumoHanHo Hueo. Mpu HeobxoanmocT Tpabea Aa ce NoTepcH
cbBeT OT CreunanucT, KoraTo MECTHOTO pasnpocTpaHeHug Ha pesucTeHTHoCTTa €
TaKoBa, Ye fonaara oT aHTUBaKTepUanHus arexT MpU HAKOW TUNOBE uHdeKLM & oA
BBMpOC.

Creggalyata wHdopmaums pnasa npubrnvavrentu  faHHu 33 BEpPOATHOCTTE
MUKpOOpTraHnaMuTe fa 6b4aT YyBCTBUTESIHK UAW HE Ha amoxicillin.

YyBCTEUTENHMU: YecToTa Ha  pe3sUCTEHTHOCT B
rpavuure Ha EC (ako e >10%)
(KpaitHu CTOMHOCTH)

Ipamnonoxumentu aepobu:

Bacillus anthracis

Corynebacterium spp§

Enterobacter faecalis®

Listeria monocytogenes

Staphycoccus aureus (MSSA) Geta-
nakramazooTpuuaTentu

Streptococcus agalactiae

Streptococcus bovis .
Streptococcus pneumonia_e# 4.6 -51.4 %
Streptococcus pyogenes

Streptococceus viridans

Cpamompuuamennu aepobu :

Brucella species

Escherichia coli* 46.7%
Haemophilus influenzae™ 2-31.7%
Haemophilus para-influenzae 15.3%
Helicobacter pylori*

Neisseria gonorrhoeae§ 12-80%

Neisseria meningitidis#
Proteus mirabilis 34.1%
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Salmonella spp®

Shigella spp

Vibrio cholerage

AHaepobu:

Bacteroides melaninogenicus
Clostridium spp
Fusobacterium spp§
Peptosireptococci

§

Pe3ncTeHTHU:
[pamnonoxumenHu aepobu
Staphylococci (BeTa-nakramasa npoussexnatiu)
Ipamompuyamenyu aepobu;
Acinetobacter spp.

Citrobacter spp.

Enterobacter spp.

Klebsiella spp.

Moraxella catarrhalis

Proteus spp. (MHAOMN NONOXATENHW)
Proteus vulgaris

Providencia spp.

Pseudomonas spp.

Serratia spp.

AHaepobu
Bacteroides fragilis

Apyeu
Chlamydia
Mycoplasma
Ricketisia

8 HenocTosiHHa YYBCTBUTENHOCT, WYyBCTBWTENMHOCTTa € Henpeasuauma  pw
OTCBLCTEME Ha TECT 3a UyBCTBUTENHOCT

3a Tesu 6GakrepuM Bce olue Hama cboblueHus, ye ca GeTa-nakramasa
Npou3BexaaLlu.
* TloTBbpAeHa KNMHUYHA E(MKAcHOCT 3a UYyBCTBUTENHM U30Nati npi A0Ka3any
KMMHWYHA MHOUKaLK

MuKpoopraHnaMmTe MoraT fia 6bAaT Pe3UCTEHTHN KbM aMOKCULMIMH (a Taka 1 KbMm
aMNLMAYH) NOpaay NPOAYLMpaHe Ha XPOMO3OMHYM Unu R-NNasMup KoAnpany Beta-
nakramasy, KOWTO XWAPONUaupaT amUHONEHWUMnMHUTE, 4pes npomaHa B
NEeRVULMMMH-CBBP3BALLMTE NPOTeUHK, YPes HenponycKNMBOCT Ha KneTkbyHara cTeHa
Ha MVYKDOOPraHW3Ma KbM NekapcTBOTO Wrv upe3 edrlyKe MexaHUsmi. EguH vnw
foBEYe OT T3y MeXaHU3MKu MoraT Aa NpPUchCTBaT B AadeH MUKPOOPraHUsbM, KOETO
BOOM A0 paanuuHa v Hermpeasuanma KpberocaHa pesucTeHTHOCT KbM APy beta-
fnakTaMHy adTubuoTuuw (Uedanocnopuin) U KbM aHTUbakTepuarnku npofykT Ot

OPYIM FPynu.
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5.2, ®apMaKOKMHETUMYHKM CBOUCTRA

Pesopbyus:

AbBconioTHata BUoHanMYHOCT Ha aMOKCUUMMH 3aBUCK OT Ao3aTa 1 Bapupa Mexgy
75 u 90 %. lNpu gosa B pamkute Ha 250 mg u 750 mg GuonanuyHocTTTa (AUC
napameTbpa W/Wny oTKpUBaHe B ypuHaTa) e NMMHerHa, nponopuuoHariia Ha gosara.
Flpy BMCOKU A03M cTeneHTa Ha pesopbuus Hamansasa. Pe3opbunaTa He ce nosnusasa
OT NpuemaHe Ha XpaHa. [nasmeHuTe KOHUEHTPaUuK cnep nepoparnHo npunaraxde Ha
enHokpatHa fosa o7 500 mg ca 6-11 mg/l. lNnasmeHnTe KOHLIEHTpauun cnep
nepopanHo npunaraHe Ha efHokpartHa fosa oT 3 g amoxicillin gocturar 27 mg/l
MakcumanHuTe NNasMeHyu KOHLEeHTpauuu ce goctvraT 3a okono 1-2 4aca cnep
NPUNaraHeTo Ha aMOKCULIUIIMH,

Pasnpedenerue:

Cebp3BaHeTO C NnasmeHnTe npoTemHW sa amoxicillin e npubnuautenHo 17%.
TpanesTUHYHM KOHLEHTpaUun OT NpoAyKra ce AgocTurat 6bp3o B cepyma, benusaT
Ap0oB, BPOHXMANHUA CeKpeT, CPEefHOTO YXO, XTbuKaTa K ypuHara. [1py HEBB3Nanexu
MeHuHrY, amoxicillin aucyHaupa nowo B UepebpocnuHanHaTa Te4YHOCT. [lpu
Bb3naneHn MeHudrn amoxicilin moxe ga gocturHe npwubnusutenso 20% ot
KPHBHWTE KOHUEHTpauuu. AMOKCULIMAMH NpemuHaBa npes3 nnaueHtaTa v Manku
Konu4yecTsa ce OTAENAT B KbpMaTta.

Euompancgopmayus u enuMuHUpaHe:

AMOKCULIMITMH € 0TAENA OcHOBHO npes 6ubpeumre. Okono 60-80 % OT nepopanHo
npunoxXeHaTa [03a amOKCULMIMH Ce OTAens B ypuHata B HenpomeHeHa dopMa
cnen 6 Yaca W Manka YacT ce oTAens ypes xnbukarta. Mpubnusutento 7-25 % ot
npunoxeHaTa noza ce Mmetabonuavpa A0 HeakTUBHaTa MNEeHMUMNoeBa KUCeINUHA.
CepyMHUST TIONYXMBOT Mpu Xopa C HopmanHa dyHkumus Ha Oubpeuute e
npubnusvtento 1 -1,5 vaca. flpy nauMeHTN ¢ aHypus, NONYXUBOTHLT € B PAMKUTE Ha
5 po 20 yaca. CyBcTaHumATa Noanexu Ha Xemoguanusa.

5.3. MpepknUHUYHK AaHHK 3a 6e3o0nacHocT

ObuyaitnTe Npoyysanus Ha BesonacHocTTa He nokassaT cnelnguyHa onacHocT 3a
xopata. [py MHOrOKpaTHO NpunaraHe He ca yCcTaHOBEHW KaKBMTO M A& Ga8 TOKCUYHM
eeKTH, reHOTOKCUMHOCT UMK PENPOAYKTUBHE TOKCUYHOCT.

6. DapmaleBTUYHM AaHHW

6.1. CnUCHK HAa NOMOLLHMTE BellecTBa:
Peach-Apricot Flavouring, powdered
Orange Flavouring, powdered
Magnesium stearate E470B
Aspartame E951

Croscarmellose Sodium

Mannitol E421

Talc E553b

Silica, colloidal anhydrous E551
Cellulose, microcrystalline E460
Malto dextrin

Starch, soluble

Titanium dioxide E171
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6.2. DUINKO-XUMKKYHK HECTHLBMECTHMOCTHL
Hama nasecTHW.

6.3. CpoK Ha rogHOCT:
4 rogvHu,

6.4. CneunanHy yCcHoBus 32 ChXpaHeHKe:
HsMa Takuea.

6.5. iaHHK 33 onakoBKaTa

Bructepu ot PVC/PVDC/AL

OpwriHanHa ofakoBka, CbAbpxawia 12 6p. dunmupasu Tabnertkn. bonHWyHa
onakoBka ot 1000 &p. dunmmpann TabneTku.

6.6. MHCTpYKUMK 32 ynoTpeba:
Hsma cheumanty n3nckeaHus.

7. Mputexaren Ha pasplieHUeTo 3a ynotpeba:
Sandoz GmbH, 10 Biochemiestrasse, A-6250 Kundl/Tyrol, ABcTpus

8. PerncTpaumoner Homep B Perscrbpa:
20000298

9, lata Ha nbpBO paspewagaHe 3a ynorpeba Ha NekapcTBeHUs NPOAYKT:
08.06.2000

10. Oarta Ha akTyanM3auus Ha TekcTa:
Hekemepu 2003




