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1. NME HA JIEKAPCTBEHUH IIPOJAYKT R '29 ﬂﬂ- M |

Ocnamokc 500 mg puimupanH TabneTku
Ospamox 500 mg film-coated tablets

Ocnamoxe 1000 mg punmupanu TabaeTku
Ospamox 1000 mg film-coated tablets

2, KAYECTBEH H KOJIMMECTBEH CBCTAB

Ocnamokc 500 mg punMupanu TabAETRH
Beska ¢puiMupaHa TabneTka cbabpka 574 mg aMOKCHITWIMH TPHXHAPAT, KOWTO CHOTEETCTRA Ha 500

mg aMOKCULWIIUH (amoxicillin).

Ocnamoke 1000 mg puaMupanu TabneTkn

Besgka punmMupana Tabnerka csaepka 1148 mg aMOKCHIWINH TPUXHAPAT, KOWTO ChOTBETCTBA Ha
1000 mg aMokcuumnuN (amoxicillin).

33 NBEAHHA CITUCHK HA NOMOLIHHTE BENIECTBa BUKTE ToUuka 6.1

3. JEKAPCTBEHA @OPMA
OunmupadHid TableTKH,
Ocnamoxce 500 mg hurmupanu mabremicu

OunMHpaHHTe TadaeTky ca 0enu 10 61e 0K EBNTH, OBATHH, ABOHHO M3ITbKHAJIN, C JA/IMTENHA YepTa OT
BCSAKA CTpaxa.

Ocnamoxc 1000 mg gpuamupanu mabremxu

OunMEpadnTe TabneTKH ca 6enu 10 ONeN0KBITH, OBAJIIHH, ZBOHHO H3MBKHAIM, C JACJIUTENIHA MEpTa OT
BCAKA CTpaHa.

TabnerkaTta Mmoxke ga Obae pazaesieHa Ha ABE PaBHH IMOJIOBHHH.

4, KIMHUYHHU JAHHU
4.1 TepaneBTHYHHE NOKA3ARHS

(OcnaMokc € MOKa3aH 3a JISUSHHE Ha CIICTHUTE HHOEKIUH NPK Bh3pacTHH U Aena (BK. Touku 4.2, 4.4
H35.1):

OcTpp DaxTepHaneH CHHYHT

OCTBp OTHT Ha& CPEOHOTC ¥XO

OCTBP CTPENTOKOKOB TOH3WIMT M (hapuHrUT .
OctpH ex3aniepdalviy Ha XPOHHYEH OPOHXHT f.ﬂh S8 gy

[IHeBMoHu4, npuaodura B 00111eCTBOTO PG
OCTBp LHCTHT S
BescumiromHa GaxTepHypHs TI0 BpeMe Ha OpeMEHHOCT HIERE
OcTep nuenoHedpur A
Tudounna 1 napatndouniHa Tpecka R |
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HHpexuuu cnen craBHO NPOTE3UPAHE
Epanuxaums Ha Helicobacter pylori
JlafiMcka Gonect

Abcuec Ha 3B0HTe ¢ PASMPOCTPAHABALL C& LICTYJIHT

OcnaMoKe € TOKazaH CBIIC 33 HpOd]HJIaKTHI{a Ha CHOOKAPAOHT.

Tpabea na ce o6ppHE BHHMAaHUE Ha OPHLMaNHUTE YKa3aHHS 3a NpaBliHaTa ynorpeba Ha

aHTHOAKTECPHAITHU CPEICTBA.

4.2 Jl03npoBKa H HAYHH HA NPHIIOKEHHE

Jo3upoBKa

3a u3bopa Ha gosata Ha OclIaMoOKC 3a IEYEHHE Ha OTAENHATa HHOEeKIHA TpAOBA Jja & HMa NPeaBu;

i OUAKBAHHTE MATOT€HW M BEPOATHATA KM YYBCTBHTEIIHOCT KBM aHTHOAKTEpHAIIHH CpeicTBa {BiK.

TOYKa 4.4)
TEKECTTA U MACTOTO Ha HHpEKLUsSTa

» BB3PACTTA, TEIIOTO H OBOpeuHaTa PyHKLHMS HA NalHeHTy, KAKTO € TMOCOYEHO0 OOy

TIpOaBRIMKUTETHOCTTA HA ICYeHHETO TpAOBa fja ce ONpeens OT BUAA Ha HH(PEKUHMATa U OT
[TOBJIHABAHETO HA MAllMEHTa, U 0DKyaitHO Tpabea na O0bae Bp3IMOXKHO Hall-kpaTka. Hakon ungeximu
HANArar 1no-rojisaMa npoOAbIKUTEIHOCT Ha nedeHue (Bk. ToYKa 4.4 OTHOCHO NMPOABIDKHTEHA

TEPanus).

BoipacTHH u gena > 40 kg

Ioxazanne*

Joza*

OcTpp OaKTepHANIEH CHHYHT

bescuMnTroMHa GakTeprypHa no BpeMe Ha
OpeMeHHOCT

OcTBp NUENOHEPPUT

Abcuec Ha 3p0HTE ¢ pasnpocTpaHsBaill ce
LIEJLYIAT

Oc¢Thp LIUCTHT

250 mg go 500 mg Ha BcekH 8 yaca wiu 750 mg
no 1 g Ha Bceku 12 uaca

[Tpu Texxxu uHGexunn 750 mg a0 | g Ha Bcexw 8
yaca

OCTHp LUCTMT MOXKE fa ce JeKyBa ¢ 3 g ABa ITbTH
IAHEBHO B MPOABKEHHE Ha €IMH AeH

OCTbp OTHT Ha CPEAHOTO YXO

OCTEp CTPENTOKOKOB TOH3MIIUT H (PaPHHTUT

OcTpu exk3auepOallME HA XPOHHUEH OPOHXUT

500 mg Ha Bceku 8 yaca, 750 mg 1o 1 g Ha BeekH
12 yaca

[1p# rexkn nudekinn 750 mg 1o 1 g Ha BcekH 8
yaca B nMpoabnkeHue Ha 10 aHH

[THesMOHHA, NpUAOOHTA B 0OIIECTBOTO

500 mg no | g Ha Bceku 8 yaca

Tudounna n napathgouana Tpecka

500 mg 1o 2 g Ha Bceky 8 uaca

HudexiiH ¢nea cTaBHO NIPOTE3UpaHe

500 mg 0o 1 g Ha Bceku 8 uaca

[TpodumaxTHka Ha eHAOKAPAHT

2 g nepopajiHo, eAHOKpaTHa 4033 30 o 60
MHMHYTH NIPEAM NPOLEeNypaTa e e

Epaguxauus Ha Helicobacter pylori

=

750 mg 1o 1 g 1Ba BTH I[H&BMWE}HRC

HHXUOUTOpP Ha MPOTOHHATA TN a-(rHanpo-. ,;,:?;\\1
OMENpa3zoJl, TAH30MPa3oN) i Il,p)(i‘ gu-smﬁﬂomk
(Hamp. KIAPUTPOMHLHH, ]
NPOABDKEHHE HA 7 JHY -‘.,‘=. .
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IHokazanme*

Hoza*

Jlaiimcka GomecT (Bxk. Touka 4.4)

Pauen cragmii: 500 mg mo 1 g Ha Bceku 8 4aca 1o
MakcuMyM 4 g/IHeBHO, pa3ieNeHH Ha OTAEJIHH
no34 3a 14 gun (10 no 21 gum)

Kwcen craguit (CHcTeMHHU yBpexaanus): S00 mg
no 2 g Ha BCekM 8 yaca 10 MaKCHMYM 6 g/aHeBHo,
pasdeneHH Ha OTAEHH JO3HM B MPOAB/KEHHE Ha
10 10 30 ogumn

* Tpabsa ga ce 0ObpHe BHIMAHWE HA OQHLIHAIHATE YKa3aHUA 32 JICUCHHE 33 BCAKO MOKAZAHUE

dena < 40 ke

Jenara morart Aa 6baar N1eKyBaHH ¢ aMOKCHIDAIHH KalCyM, JHCTIEPrHpalili ce TAONETKH, CYCIEH3HH

WK CalIcTa.

Ocnamokc neiMaTpuyHa CyCTICH3MA ce NPENopLYBa [IPH JeLa 110 6-MeCceuHa BL3PacT.

[Ipu neua ¢ tenecHo Terno 40 kg win noseve Tpadea Aa ce MpeanHUCcBa 103aTa 33 BL3PACTHH.

Hpenopwvuumennu oozu:

IMokaszanue’

Hosa®

OcThp HakTepHaicH CHHYHAT

OCTEp OTHT Ha CPETHOTO YXO

ITHeBMOMMY, TPUAOOHUTA B 00ILECTBOTO

OCcTBp IMCTHT

OcThbp NHETOHEPHT

Abcuec Ha 3p0UTE ¢ pasnpocTpaHsBal Ce
LETYITHT

20 1o 90 mg/kg/nHeBHO, pasgenedHd Ha OTAEHH
a03u*

OCTBpP CTPENTOKOKOR TOH3MIUT M (hapHHIHT

40 no 90 mg/kg/aHeBHO, paszgeneHH Ha OTAEIHH
no3H*

Tudouana v naparudonaHa Tpecka

100 mg/kg/nHeBHO, pa3aeneHH Ha TPH OTASNHH
Ao3u*

[TpodunakTrika Ha eHIOKAPAUT

50 mg/kg nepopanuo, enHokparaa xo3a 30 go 60
MHHYTH NpeAM NpoLeaypara

Jlalmcka Gonect (Bik. Touka 4.4)

Panen crapmii: 25 no 50 mg/kg/nuesHo,
pasfiesieHd Ha TPH OTHE/IHN JO3H B MPOALIKEHHE
Ha 10 no 21 gHHK

Kbcen cTagmit (cHeTeMHAH yBpexcaanns): 100
mg/kg/nHeBHO, pa3e/ieH! Ha TPH OTICTHH JO3H
B poasmKeHue Ha 10 go 30 nuu

+ Tpabpa na ce 00ppHe BHWMAaHHe HA OPULIHATHMTE YKA3aHHS 34 JIEYEHHE 32 BCAKO MTOKA3aHHE.
* CxeMu c mpyiarase aBa MbTH IHEBHO, TPAOBa Ja ce OOMUCIAT, CaMO KOraro /103aTa € B TOPHATA

rpaHuLIa,

Crapuecka BB3pacT

He ce cuura 3a HeoOX0AMMO KOPHIHpaHe Ha J03aTa.

bu0peuno yBpexaane

Cxopocr na
rJAoMepyJiHa

Bnipacrnu ¥ neua > 40 kg




puaTpanns
(GFR)
B (ml/min)

mo-BHCOKA oT 30 HE CE Hanara KOpUrHpaHe HE ¢€ HAlara KOpUIrHpaHe

10 no 30 Makcumym 500 mg aBa bTH 15 mg/kg, NnpyuaoKeHH ARa TETH JHEBHO

NHEBHO (Makcumym 500 mg 1Ba TETH JHEBHO)
no-gucka or 10 MaxkcuMyM 500 mg/nneBHo 15 mg/kg, npunoxeny KaTo enHOKpaTHa
IHEeBHa 1034
(mMakcuMyM 500 mg)

# [Tpn mo-ronsmara $act oT CAYYAHTe Ce NPEANOYHTA MAPSHTEPATHO JISUEHHE.,

Ilpu nayuenmu na xemoouanusa

AMOKCHUHJIHH MOXE /Ia ¢€ OTCTPAHH OT KPBBOOOPALIEHHETO UPE3 XEMOIHAIH2A.

XeMoaHANHZA

Boipacrum 1 geua >40 kg 15 mg/kg/nHesHOo, NPUIOKEHH KATO € JHOKPATHA JHEBHA 034,

IIpeay xemonpnanusa TpsaOra aa ce MpUIoKH eAHA JOITBIHHUTEMHA
no3a ot 15 mg/kg. C uen ga ce BL3CTaHORAT IHPKYAATOPHHUTE
JIEKAPCTBEHH HMEA, TpaOBa Aa ce MPHIoKH Olle eJHa D033 oT 15
mg/kg cnen xeMoauasi3aTa.

Hpu nayuenmu na nepumoneanna ouaruzd

Maxkcumym 500 mg aMoKcHUWIMH JHEBHO.

HepHoapobuo yBpeXKIaHE

T'psa6Ba Aa ce A03MPA C MOBHINEHO BHHMAHHE H [1a C€ MOHHTOPHPA pefoBHO YepHoapobHaTa Gy HKIHA
(Bx. Touka 4.4 1 4.8).

Ha4ud Ha npunoxkeHue

OcnaMoKC e npe/THA3HaYeH 3a nepopaiHa ynorpeba.
Abcopbuusita Ha OcriaMOKC HE C€ TIORJIUABA OT XPaHa.

JIEUEHHETO MOXKE J1a 3AMOYHE TIAPEHTEPANTHO CBLIMIACHO APENOPBKUTE 3a IO3UPAHE HA HHTPAaBEHO3HATa
dopMa ¥ Aa npoALLKY ¢ nepopanHa Gopma.

[MTorseinaiite Tabnerkure e 63 1a MM CUYKBATe WIIH CAbBKBATE.
Ilpunematite Tabnerkure ¢ Boaa Oe3 ga ce cALBKBAT.
4.3 IIpoTHBOIOKA3aAHNA

CBPBXYYBCTBUTETHOCT KbM aKTUBHOTO BEILIECTBO, KBM HAKOH OT MEHHIMIHHHTE HITH KBM HIKOE OT
NOMOLIUTE BEIeCTBa, N3bpoeHu B Touka 6.1,

., ~
AHaMHE3a 3a TeKKa HezabaBHA peaKlMs HA CBPBXUYBCTBUTENHOCT (HaIp. aHAGHIaRSHRN I ﬂﬁﬂﬁ
OeTa-NaKTaMHO REIECTBO {Hanp. ueaJIoCmoOpHH, KapbaneHeM Wi MOHODaKTaM); e

ff £
4.4 Cnenuannd npeayupexienns H NpeAnazHE MepKH IpH ynorpeda i( |



Peakiiuy Ha CBPBXYYBCTRBUTEIHOCT

[Ipenu 3anouBane Ha JIEYEHHE C AMOKCHIIWIINH, IALUEHTHT TPIOBa Ja ObJAe Pa3NUTaH BHHMATEITHO 3a
NpeAHIIHN PEAKIIMY HA CBPBLXYYBCTRHTENTHOCT KBM NEHWIWIWHY, He(aTocnopyHy HIIH Apyry OeTa-
JIaKTaMH# MTPOAYKTH (BAK. TOUKH 4.3 1 4.8).

Cepu0O3HHK K MOHAKOra ¢ JIETANCH H3X0J peaKlHH Ha CBPbXYYBCTBHTEMHOCT (BKIIOUHTETHO
AHA(PUITAKTOMIHH U TEXKH KOXKHH HEXENTAHH PEaKLMH) ¢a CHOOIABAHM NPH MALIHEHTH Ha JICYSHUES ¢
AeHULTHH, [ o-BEpOATHO € Te3H peakilul a ce NOsBAT MPH NalHeHTy ¢ aHaMHe3a 3a
CBPBXYYBCTBHTENHOCT KbM NEHHIIMTHH H aTONHYHM NMAl{HEHTH.

[1pu nosea Ha ajepruvHa peakLus, JCUeHHETO ¢ AMOKCHIIMINH TpA0Ba 1a 0bI¢ IPEeKpaATEeHO U A ¢¢
Ha3HAYH NOAXOMALIA aNTEPHATUBHA TEparu.

HeuyBCTBUTENIHH MUKPOOPraHU3MH

AMOKCHIIMAMH HE € TIOJXOMAII 33 IeHeHHETO Ha HAKOH BHAOBE HHPEKUHH, OCBEH 4KO MPHUKHHTEAT
¢ BeU€ YCTAHOBCH H € H3BECTHO, Ye € YYBCTBHTENIEH WM HMA MHOTO TONIIMA BEPOATHOCT, He
MATOredET e Ohe MOAXOAIN 3a JICUEHHE C AMOKCHITMAHH (BxK. Touka 5.1). Tosa BaxH ocobeHo,
KOrato ¢& oOGMMCHs NeYeHHe Ha NalMEHTH ¢ HH(EKITHH Ha THKOYHUTE IIBTHINA M TEXKM HHOEKIMH Ha
YILMUTE, HOCA H TEPAOTO.

I ppuoBe

[Tpn nauuenTy ¢ Hapymera OLOpeyHa GYHKIMS WK NpH TAKHBA, MPHEMALINA BUCOKH JI03H HIH NIPH
MalHEHTH ¢ IPeApasnoaraly (pakropy (Halip. aHaMHE3a 3a IbPUYOBe, JeKYBaHa eITHIETICHA WITH
MEHHHTea/IHH HAPYIICHHA (BXK. To4Ka 4.8), MOKe 71a Ce pa3sBHAT I'bPYOBE.

bsbpeuHo yBpexkaHe

IIpy naumenty ¢ 6LOpeyHo YBpexaaHe, 103aTa TpAOBa Ja ¢ KOPHTHpa B 3aBHCUMOCT OT CTeNeHTa Ha
yBpexxaane (Bx. toyxa 4.2).

KOXHU peakIiHH

[Ipw 3amo4yBane Ha JICUYCHHETO, MOABATA HA FEHePATHIUPAH SPHTEM , CHIIPOBOJIEH OT TPECKA U
JIYCTYJIH, MOXK€ a € CHMITTOM Ha OCTpa NeHeEpanu3vMpada eK3aHteMHa nyctyiiosa (AGEP, Bx. Touka
4.8). Tasu peakuus Haslara ciMpaHe Ha TEYEHHETO ¢ AMOKCHITWIHH U € IPOTHBOTMOKA3aHHE 3a
NOCACSABAL MIPHEM.

JleueHHETO ¢ AMOKCHLIWIKH TPsAOBa Aa ce W30ArBa Npu ChMHEHHME 32 HHPEKITHO3HA MOHOHYKJIIE034,
Thi KaTO IIpH TORa 3a00nABaHe clie] PHIKeHHe Ha AMOKCHLIWIHH € HA0II0aaBaHa nosBaTa Ha

MOpOHTHGOPMEH OOPHE,

Peakima Ha Jarisch-Herxheimer

Peakumsra na Jarisch-Herxheimer ¢ nabmonasana cien nevensie Ha JlakiMcka 60/eCT ¢ aMOKCHUMIMH
(Bxk. Touka 4.8). T4 e npsak pe3ynrar OT aHTHOAKTEPHATTHATA AKTURHOCT HA AMOKCHLHITHH BhPXY
Oakxtepuure, NpuuuHuTeNH Ha Jlalimcka Gonect, cnupoxerara Borrelia burgdorferi. ITaunenture

TpAbBa na ObaT YBEPEHH, He TOBA € 4eCTa H COHKHOBEHO CaMOOrpaHHYaBalia ce H(}CH/B}EBH%%TE;HH |
w L. ! l..,\ .
aHTHOHOTHYHOTO JledeHue Ha JlaiiMckara Gonect. RN T

CBpbXxpacTesk Ha HEYYBCTBHTERHH MHKPOOPTaHHIMH




[poabmxurenyaTa ynorpeda NOHAKOTa MOXKE Ja JI0Bee JI0 CBPBXPACTEX HA HEUYBCTRHTEIHH
MUKPOOPTraHU3MH.

AHTHOHOTHK-4COLMUPAH KONHT € CROOMIABAH MPH NOYTH BCHYKH AHTHOAKTSPHATHH CPEACTBA H MOXKE
1A BapHpa 1o TeXKEeCT OT JIEK A0 KHBoTo3acTpaiuasail (Bxk. Touka 4.8). 1o tasu npyiuHa, npu
MalHSHTH ¢ AHAPHA 10 BPEeME Ha WU CJIe JIEUCHHE ¢ ANTHOMOTHUIIM, € BASKHO A Ce HMa npeJIBHL
Ta3W AHArHo3a. AKO C¢ IOABH aHTUOHOTHK-aCOLIMHPAH KOIHT, JIEYEHHETO C aMOKCHLMWIMH TPAOBa
He3a0aBHO 214 Ce MPEYCTAHORH, 1a CE HANpaBH KOHCY/ITAIHA C NeKap U Ja ¢e 3alOYHE NMOAXOAALL0
jiedeHne. B To3u cnyvak ca NpOTHBOMOKA3aHN aHTUNEPHCTANITHYHH JIEKAPCTBEHH IIPOTYKTH.

[TponbAkKUTENHO JEUESHHUE

[To BpeMe Ha IPOAB/DKHTEHO JIEUECHHE € IPENOPBUMHTENIHO MEPHOUYHO 14 Ce OLCHABAT OPraHHHTE,
CHCTEMHH (PYHKUHH, BRIOUHTEIHO GB0peyHaTa, YepHOQpoOHATA H XEMONOSTHYHATA (DYHKIINS.
CrobuiaBaHy ca TOBHIICHH HHBA Ha 4€PHOJPOOHHTE €HIUMHU ¥ IIPOMEHH B KPBHBHATA KapTHHa (BK.
TO4Ka 4.8).

AHTHKOAryJ1aHTH

CrobiiasaHu Ca pefikd CIyuaM Ha YAb/DKaBaHe Ha MPOTPOMOHHOBOTO BpeMeE MIPH MALUEHTH,
JIEKYBaHH ¢ aMOKCHIHIIHH. [Ipy eAHOBpEeMEHHO NPWIOXKEHHE C AaHTHKOATYIaHTH C€ Hajlara
MOAXOAANLIO npocneasBaHe. Moxe na e HeodXoauMO KOpUTHpaHe Ha J03aTa HA NEPOPATHHTE

AHTHKOAryidHTM 33 MOJAALPXKAHE HA KEMAHOTO HHBO HA AHTHKOATYTAHTHO AeHCcTBHE (BXK. TOUKA 4.5 |
4.8).

Kpuctanypus

[Ipy manMeHTy c HaMANEeHo OTENSHE HA YPHHA MHOTO PAAKO € HAOMIONABAHA KPHCTANYPUI, [TIABHO
MNpH NapeHTepanHo jJeyeHue. [1o BpemMe Ha IpUaraHeTo Ha BUCOKH JO3H AMOKCHIIMITHH Ce
NPETNOpPbYBA NOAIBPKAHETO HA A/IEKBATEH [IPHEM HA TEUHOCTH H OTAENAHE HA YPHHATA, ¢ LIEN Aa ce
HAMAJIH BE3MOMHOCTTA 34 aMOKCHLIWIHHOBA KpyUcTanypHa. IIpy nanueHTH ¢ KaTeThP B THKOYHHA
MeXYp TpAOBa Aa ce NpPOBEkKAA PEIOBEH KOHTPO HA MPOXOAUMMOCTTA (BK. Touxa 4.8 u 4.9).

[IpoMeny OpH MArHOCTUYHNA U3CIENBAHNS

[loBHieHHTE CepYMHH HHBA H ITOBHILIEHH HHBA B YPHHATA Ha aMOKCHUMIIHH € BepOSATHO Ja MOBIUAAT
onpeacaeHu nadopatopHu HicneasaHnd. [lopanu BUCOKHTE KOHUEHTPALMH HA AMOKCHLHIHH B
ypHHaTa, IIpH XHMHYHATE METOAH YECTO UMA (PaTiIUBO [IOJIOKHTEHHA PE3YITTATH.

HPEHOIJ'I:'-IBEI CC IIPH H3CICABAHE 38 HATUYHC HA TMIOKO3a B YPHHATA IO BPEME Ha JIEHeHUE
AMOKCHIHJINH, 1a CC H3IIOJ3BAT CH3UMHHTE I'NTFOKO300KCHAA3HH MCTOH.

HanuuueTo Ha aMOKCHLIMIIMH MOXE /1a NPOMEHH PE3YJITaTUTE OT H3C/IEABAHETO 32 SCTPHOI [IPK
OpeMeHHH >KEeHH.

Tosa nexapcTeo cbABPKA MO-Manko ot 1 mmol HaTtpu#t (23 mg) B enHa TabnieTka, T.€. MOXe Ja ce
KaXe, ue MPakKTHIECKH He CBABPXKA HATPHH.

4.5 B3aumogeHcTBHE ¢ APYIH JIEKAPCTBEHH NPOAYKTH H APYrH GOopMH HA
B3aHMO/AeHCTRHE. e

ZC LN
[IpoSenerwn AT H_Sr.k\

EnnospemenHa ynotpeba Ha npobenennn He ce npenopbura. [lpodenennn Hamaﬂﬂna ﬁaﬁpeqﬂaTa - "'*"i-?; ¥
TyOyJIHa CeKpelHd Ha aMOKCHIIWIMH. ETHOBpeMeHHara ynoTpeda Ha npoGeHenu I Mcsme ,u.a noﬂe,[{e.ﬂt} Y
[IOBUILIEHN HUBA HA AMOKCHMIIWIMH B KPBBTA 3a TIO-ABILI IEPHO OT BpEME, o RS



AJIOTYPHUHO

EnnoepemMeHHara ynorpeda Ha aoTypHHOI N0 BpeMe Ha IeUeHHe ¢ AMOKCHITHIIHH MOXE 1A YBETHYH
BEPOATHOCTTA OT KOXHM aJICPTUUHU PEaKLHH.

TeTpallMKnMH4

TerpaumisivHH ¥ ApyTrH GAKTEPHOCTATHYHH JICKAPCTBEHH [IPOAYKTH MOTAT Aa MOBJIHAAT HA
DakTepUiMAHMTE e(DEKTH Ha AMOKCHILIMIIHH.

[lepopaHK AaHTHKOATYIAHTH

I1lepopanHuTe aHTUKOATYNAHTH M NEHHIIWIHHOBUTE AHTHOHOTYLIH ¢4 H3MON3RAHH IMPOKO B
npaxTukata 06e3 CrobuleHns 3a B3aMMOIeHCTBHS. BBIIpexy TOBA B INTEPATYPaTa HMA ONIMCAHH
ClTy4au Ha [OBHIICHO MEXIYHAPOAHO HOPMAIIH3HPAHO OTHOLIIEHME [1pH ITAIIMCHTH Ha alleHOKYMapos
WM BappapuH 4 NeKYBaHH ¢ aMOKCHUIIUH. [Ipr HeoOX0MUMOCT OT eaHOBPEMEHHO NPHIOKEHHE
TpA0BA BHUMATEHO 14 CE NPOCIEASBAT POTPOMOHHOBOTO BPEMeE IITH MEXIYHAPOAHOTO
HOPMaK3APAHO OTHOLLIEHHE NPy A0OABIHETO HIIM CTIUPAHETO Ha aMOKCHLIHTHH., OCBEH TOBA MOXKE 44
C€ HAJIOXKM KOPEKIIAS Ha J03aTa HA NEPOPATHHTE aHTHKOATyIaHTH (BXK. TOUKH 4.4 1 4.8).

MeToTpekcar

[ leHMIMITMHATE MOXKe Aa HAMAJIAT EKCKPELIUATA HA METOTPEKCAT, IPHUYHHABANKH MOTEHLHAIHO
MOBUIIABAHE HA TOKCHYHOCTTA.

4.6 DepTHINTET, OPEMEHHOCT H KhPMEHE

bpeMeHHOCT

[TpoyuBanuns npH >KHBOTHH HE NMOKA3BAT [IPEKH HITH HEMPEKH BPeAHH e(PEKTH 10 OTHOUIEHHE Ha
pPenpoOayKTHEHATA TOKCHYHOCT. OrpanvyeHy JaHHU 3a ynoTpedara Ha AMOKCHIMIHH IO BPEME Ha
OpeMEHHOCT MPH XOpa HE NOKa3BAT NOBHILIEH PUCK OT BPOJEHH MalIhOopMaliii, AMOKCHLMIMH MOMKE
Aa ¢e IIpHIara no BpemMe Ha DPEMEHHOCT, KOTaTo NOTSHIMAIENTE TION3H HAABMIIABAT MOTEHIUAIHHTE
PHMCKOBE, CBBP3aHH C JICYCHHETO.

KspMeHe

AMOKCHUHJ/IHH C€ €KCKPeTHPa B KBPMAaTa B MAJIKH KOJIIMUECTBA ¢ BB3MOKEH PHCK 3a ceHCUOHnu3anus,
CrnenoBaTeHo ¢a RE3MOXKHH AHAPUS ¥ IEOWYHA HHOEKUUI HA JTMTABHIMTE NPU KBPMA4€eTOo, KOeTO
MOXKC Jla HATOXKH [IPEYCTAHOBABAHE HA KBPMEHETO. AMOKCHLIMIHH TpAOBa [1a ¢ WATION3BA TIO BPEME
Ha KbPMEHE caMO cie]] MIPELEHKA OT ICKYBALMA JIeKap Ha CLOTHOLIEHHETO TI0N3a/pHCK.

QDepTHIAMTET

Hama nanHHM 3a eeKTHTe Ha AaMOKCHIIMIMH TI0 OTHOILEHHE Ha (PpepTUIMTETA NIPH XOpa.
PenpomykTHBHHTE npOYYBAHHA IPH KHBOTHHU HE €A MOKA3aTH e(heKTH BbpXY PepTUIHTETA.

4,7 E¢hexkTE BLpXy cN0c0oDHOCTTA 32 wodupaHe u pabora ¢ MAIIMHH

.-—""F.-—"'"
He ca nposekAaHu Npoy4BaHus 3a €PeKTHTE BbpXy CIOCOOHOCTTA 2a odrpaHe H paboTa qmaumﬂm
Brrpeku ToBa MOXe fia C€ MOABAT HEXENaHH peaklMH (Hamnp. aleprydHu peakuuH, 3 wﬂaﬂ'@“‘“ 5 \\'*\-.,,
IBPUYOBE), KOMTO MOTaT a NIOETUSST CIocoOHOCTTA 3a mogupane 1 padora ¢ MaLHI-iHHJ(B/}I{ TOYKA" 1_’ _#'-. v
4.8). O R
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4.8 Hexe1anH J1€KAPCTECHH peaKIHi



Haii-yecto chobiaBanmnre vexenanu tekaperseny peaxuyuy (HJIP) ca nuapus, rajene M KOXKHH

OOpPHBH,

HJIP, nonyuenu OoT KIMHYYHH H3NMTBAHKA U OT IOCTMAPKETHHIOBOTO HAOMIOACHHE ¢ aMOKCHIHIIHH,
IIPEICTaBEHH MO CHCTeMo-opraded knac 1o MedDRA, ca u3bpoenn no-moiy.

HaaeHata po-nosty TEPMHUHOJIOPHS € M3N0JI2BaHa 32 KIacH(HIMPAHE HA YECTOTATA HA HEXKEIaHHTE

TEKAPCTBEHH PEAKLIHH.
MHoro gectH (=1/10)

Yectu (=1/100 o <1/10)
HevecTu (=1/1 000 ao <1/100)
Peaxu (>1/10 000 go <1/1 000)
Mmuoro peaxu (<1/10 000)

C nenapecTHa 4ectoTa (OT HAIM4HHTE JAHHH HE MOXKe Ja ObJe HAalIpaBeHa OLEHKA)

Hﬂggelcgnﬂ H HH$eCTAIINH

MHOI 0 peaku

KaHaumo3a Ha KoXKaTa W JIMraBHLIATE

Hapyiyenud Ha KPLBTAa H JuMpHATA CHCTEMA

Muoro peaku

(O0paTtuma nepkoneHns (BKIFOYHATEIHO TEXKKA
HEYTPOTICHUS WIH arpaHyNoLuTo3a), o0pariMa
TPOMOOLIMTONEHHA H XCMOJTUTHUHA aHEMHA.

VY ABKaBaHE HA BPEMETO HA KbPBEHE M HA
IPOTPOMOUHOBOTO BpeME (BXK. TouKa 4.4).

HapylueAns Ha HMYHHATa CHCTEMR

MHoro pegxu

TexKkd anepri4iM peakuyH, BKIIOYHTENHO
AHTHOHEBPOTHUCH OTOK, 8HADHITAKCHS, CEPYMHA

OonecT U XUNEPCEH3UTHBEH BACKYJTHT (B3K. TOYKA
4.4).

C Heu3zsecTHA 4eCTOTa

Peaxing Ha Jarisch-Herxheimer (8. Touka 4.4)

HapyiuenHsa HA HEPBHATA CACTEMa

MHuoro peaku

XHNepKyHEe3Hs, 3aMagHOCT H KOHBYJICHH (BiK.
TO4Ka 4.4).

C »Hen3BeCcTHA 4eCcToTAa

AcenTUyeH MEHUHIUT

CroMamHO-YpeBRHA HADYIIEeHHS

Hannu om xnunusnu npoyueaniis

*YecTn

JHapud u ragede

*HedecTH

[Torpbiiane

Hocmmapremunzosu oaunu

Muoro peaku

AHTHOMOTHK-2COLIMHPAH KOJIUT ( BRIFOYHTEIHO
TCEBAOMEMOPAHO3EH KOJIUT U XeMOparuucH
KOJIMT, B3K.TOUKa 4.4), uepex “kocMaTr” e3HK

XenaroORTHADHH HADYIICHUSA

MHuoro penku

XenaTuT M X0NeCTaTHYHA KBITCHHIA. Y MEPEHO
nopuitaatde Ha AST w/umm ALT

Hapywenns Ha KOXKaTa B NOAKOKHATA ThKaH

Hannu om krunudty npoyysarus

CHHApOM Ha Stevens-J ohnsmil }'oxcﬂtma
SMUJcpMaJiHa HEKpOAKN3a, 6}{31036H R
eKCHONUaTHBEH JEPMATHT, ocha

T€HEpATH3NpaHa eKS&HTEMaTOBH%t

iy

*UecTH KoxeH o6puB R e—
*HeuecTn VpTHKapus u cepiex A w o .
TTocmmapremunzosu Oannu S e ” f,*._ [
MHoro peaku KoXHH peakiyu KaTo epuTe)

&iyﬁmcbopmm '



(AGEP) (k. Touka 4.4) 4 nekapcTBEHA peaKIls
C €03HHOGWIHA U CHCTeMHH cHMIITOMH (DRESS).

Hapvmensns na 6L0peunTe n NHKOYHHTE nLTHEFa

MHoro peaku: HHuTepcTuiManed HeQpuT

Kpuctanypusa (BxK. Touku 4.4 » 4.9 Tlpenosupane)

* YecroTaTta Ha Te3m HexemaHl cuOMTHA € moTydeHa OT KIIHHHYHH [IPOYYBAHU, BIUTIOYRAIIY OO0
okono 6 000 pp3pacTHH U IEAMATPUYHH MALMEHTH, PUEMallli aMOKCHIIM/IHH,

CoDiHaRaHEe HA NOAO3HPAHH HEXENAHH DESKIHH

CbobmaBaHeTo Ha HOLO3HPAHH HeXKEIAHH PeaKiliy Cliell pa3pellaBaHe 3a ynorpeda Ha JieKapCTBEHMSA
MPOAYKT € BaxkHO. TOBa NI03BONABA A3 NPOABIHKH HAOTIOAEHHETO HA CHOTHOILEHHETO MON3a/PHCK 324
JIeKapcTBEHUA NPOoNYKT. OT MEJHIIHHCKUTE CIIEHAIMCTH C& M3KCKBA J1a CHhOOIIABAT BCAKA
[IO03MPaHa HEXKEIAHA PEaKIIUA dYpe3 HalMOHATHA CHCTeMa 3a ¢boOImarane kbM MankaHutenHaTa
arcHLMs Mo Jiekapcrsara, yi. ,JJaman I'pyer™ Ne 8, 1303 Codma, Ten.: +35928903417, yebeaiir:
www.bda.bg

4.9 IIpexo3npane

CHMITTOMH H NPU3HALH HA TIPE03UpaHe

Moske aa ce HaOmogapaT CTOMALHO-4YPEBHU CHMIITOMH (KaTo raficHe, NOBPhIIAHE H AHAPHA) H
HapymaBaHe Ha BOJHO-CIEKTpOoNHTHHA Oananc. Habnmonapana e aMOKCHIMIIHHOBA KPUCTATYPHSL, B
HAKOH CITyYan Boaewa 1o 6s0peuna neoctaTpuHocT. [1pu maienTn ¢ yspeaeHa Ob0peyda QyHKIA
WJIH NPH TaKKBA, [0NYy4aBalli BUCOKH TO3H MOraT J[a € PasBHUAT FepUOBE {BK. TOUKU 4.4 H 4.8).

JleyeHHe HA HHTOKCHKALIHA

CHMIITOMHTE OT CTPaHa Ha CTOMAIIHO-YPEBHHA TPAKT MOTAT Ja C¢ ACKYBaT CHMITTOMATHYHO, KATO CE
00bpHEe BHUMaHHE Ha BOOHO-EIEKTPOJIMTHHA DanaHc.

AMOKCHIIHITHH MOXKE 13 C& OTCTPaHHU OT KPBBOOOPAILCHHETO Upe? XeMOAHanu3a.

5. PAPMAKOJIOT'HYHH NAHHH
3.1 PapMaKoIMHAMAYHHE CBOHCTBA
@apMaKkoTepaneBTHYHA IPyna: IeHHUHIWHH ¢ HIMPOK clekThp Ha aelctsre, ATC xoa: JO1CAQ4.

MexaHHu3bM Ha JielHCTRHE

AMOKCHUWIHH € MMOTYCHHTETHYEH NMeHULMNUH (OeTa-TakTaMeH aHTHOHOTHK), KOHTO MHXMOUpa eIUH
WJTH TIOBEYE eH3UMH (MECTO HApHiaHU NEHULUIHH-CBBp3BalM npoTedHd, PBP) B npoueca Ha
OHMOCHMHTE3a Ha DAKTEPHAIHUS MENTHIOTIHKaH, KOUTO € ChIIeCTBeH CTPYKTYPEH KOMIIOHEHT HA
OaxkTepHanHata K1eThb4Ha creHa. MHXxuOHpaneTo Ha cHHTE3a HA TIENTHAOTIMKAHA BOIOH 10 OTciabraHe
Ha KIETBYHATA CTEHA, KOETO OOHKHOBEHO €€ IIOCIEIBA OT KJIEThbUYHA /14348 H CMBPT.

AMOKCHUMIIHH € YYBCTBHTENICH KbM pasrpaknaHe oT 0eTa-n1aKkTaMa3uTe, NpoayLUHpaHH OT

PE3UCTEHTHHTE OAKTEPHH, TIOpaH KOETO, CTIEKTHPET MY Ha ACHCTBUE HE BKIIOYBA MH! W
KOHTO TPOH3BEXKIAT TE3H EH3UMH. W -?;;%)« ~
S e N

(DapMakoKHHeTHUHA/ papMaKOAMHAMHYHA BPh3Ka

T
Bpewmero ciien MunrmMantata uHxnonpawa xoHueHTpauus (T>MUK) ce cunra 3a t\.\oyd’nﬂﬂﬂ .
onpeaens dhaxrop 3a eGUKACHOCTTA HA AMOKCHLIMIIUH. A
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MexaHu3MU Ha pE3UCTEHTHOCT

(OCHOBHMTE MEXAHH3MH HA PE3UCTCHTHOCT KBM AMOKCHL{WIIHH Ca;

»  HuaxTusupane ot OakTepnanHute O€Ta-nakramasu.
* HsMeHenue Ha PBP, koeTo HamansBa ahuHHTETA HA aHTUOAKTEpUATHHA POIYKT KBbM
Taprera.

JInncara na riepmeabinurer Ha OAKTEPHUTE UM MEXAHH3IMHTE Ha eJIyKe IIOMIaTa Morar 1a
[IPHYHHAT KK Ja JOMPUHECAT 3a DaKTeprHalHaTa pe3UCTEHTHOCT, 0c00eHo TpH [ paM-OTPpHIUATETHHTE

bakTepumu.

[ paHHYHH CTOWHOCTH

I'panmnynpre crofinocTy Ha MUK 32 amokcniMnugy ca re3y Ha EBponelickua KOMHTET 110 M3IHTBAHE

Ha aHTUMUKpOoDHaTa dYyBcTBUTeniHOCT { The European Committee on Antimicrobial Susceptibility
Testing (EUCAST)) Bepcusa 5.0.

MukpoopraHazbsM MUK xkpaTHuHa rpanada (mg/l)
HyBCYBHTCNHHA < Pe3ncrenTHn >

Enterobacteriaceae 8! 8

Staphylococcus spp. Benexka’ Benexka

Enterococcus spp.” 4 8

Crperrroxkoku rpynu A, B, Cu | Benexka® Benesxka®

G

Streptococcus pneumoniae benexka’ Benexxka’

['pyna na Streptococcus 0,5 2

viridans

Haemophilus influenzae A 2

Moraxella catarrhalis Besjexka’ benexka’

Neisseria meningitidis 0,125 |

['paM rmonoxurenHu aHaepodu | 4 8

6es Clostridium difficile®

['paM-oTpuiaTenHH aHaepobu® | 0,5 2

Helicobacter pylori 0,125° 0,125°

Pasteurella multocida 1 1

KpuTiuH# rpasvim, 2 8

HECBBP3aH BHAOBO |

1 ) '
JHBHAT 10aM Enterobacteriaceae e KATETOPH3IHPAH KATO YYBCTBUTEICH KbM AMWHOTIEHULMINHHY,

HAKOH cTpaHH NpeAnOMUTAT [a KaTerOpU3HpaT AMB THII M301aTH Ha E. coli u P. mirabilis xato
HHTEpMeaHepHy. Koraro cny4dasar € Takss, Tpadsa aa ce n3nonzpat MUK rpanuuna crofinoct 8§ < 0,5

mg/L.
2
[ToeeueTo cTaQMIIOKOKH MPOAYUHHPAT MEHULMIIA3A ¥ Ca PE3HCTEHTHH KbM aAMOKCHLIMIHH.

MeETHLHWIMHPE3HCTEHTHUTE U30JIATH Ca, C HAKONKO U3KJTFOUEHMA, YCTOMYHBHA HAa BCU4KH GeTa-

NAKTaMHH JIEKapPCTBEHH NMPOAYKTH.
3
OT 4yBCTBHTENHOCTTA KBM AMIHLAIHH MOJKE /1a € IIPABH 3aKTIOYEHHE 38 YYBCTBUTENHOCTTA KBM

HMOKCH[IHI[HH

’_, “___,,,“ --.u...__._

AR ﬁr}
3& 4YBCTBHTENHOCTTA HA CTPenToKOKU rpymk A, B, C U G KbM NEHHLMIHHE ce npa?/ A
&

DT 4yBCTBHTEJIHOCTTA Ha OEH3MIMEHHLIAIHH. oy
-

A
KpHTH‘iHHTE FPaHHLH Cé OTHACAT CaMoO 32 HEMEHHHTUTHH M30J1aTH. 3a U30N1aTH, Kﬁ*reropmﬂpaﬂu
KaTO HHTEPMEAMEPHH KbM aMITMLWIHH, TPSOBa Aa Ce M30ATBA MEPOPATHO JieueHu e & ElEIGKCHIIHJ‘[HH

YyBCTBUTENRHOCT 3aKNioveHa or MHK Ha aMnuiminmH.
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6
KpHTUUYHHTE rpaHHiM ce OCHOBABaT Ha MHTPABEHO3HO MpHiIoxkeHHe. beta-1akTaMa3sHU MO3MTHBHE

H30J1aTH TpsADBa Ja ce QOKJIAABAT KATO PE3HCTEHTHH.
?
bakrepurre, npoayudpaiy Oeranakramasa, TpaOBa na ce AOKIAABAT KATO PEIUCTECHTHH.

8
3a YYBCTBUTCITHOCTTA KbM AMOKCHLMIHH MOXE J1a C€ MpaBH 3aKINKOUCHUE OT HYBCTBHUTETHOCTTA KbM

OEH3IUITICHULMITUH.
9
KpHTH4YHKTE rpaHAlH ca ODa3MpaHU Ha eMUAEMMOJOTHYHH TpaHu4HH ¢ToiHOCTH (epidemiological

cut-off values, ECOFFs), koWTo oTaM4YaBaT HB THI U30J1aTH OT TAKHBA, ¢ HAMAJIEHA YyYBCTBUTEIHOCT.
10
HeBunoBo CRBEpP3aHHUTE KPUTHYHH FPAHHLIM Ca 6a3HPaHH Ha 403H OT MoHe (0,5 g x 3 wu 4 103w

aaesHo (1,5 po 2 g/aHeBHO).

PaznpocTpaHenneTo Ha pe3aUCTEHTHOCTTAa MOXKe Ja BapHpa reorpaCckl U BBB BPEMETO 23 ONPEACICHH
BHIOBE H € JKEJIATSJTHO 1a HMAa NOKAJIHA HHPOPMAIHA 3a PE3UCTEHTHOCTTA, 0COOEHO MPH JICUEHHE HA
TeXKH MHPEKIHH. [Ipu HeoOxoauMoCT TpsaOBa Ja ce NOTHPCH CHBETA HA €KCTIEPT, KOTaTo JIOKATHOTO
Pa3spOCTPaHEHHUE HA PE3UCTEHTHOCT € TaKOBA, Y€ [10J13aTa OT JIEKAPCTBEHUA [IPOIYKT MPH IOHE HAKOH
BUAOBE HHPEKIMH € MO BBIIPOC.

In vifro wyBCTYBUTETHOCT HA MHKDOOPIraHH3MHE KbM AMOKCHIH/IHH

MHKpPOOPTraHAIMHE, KOHTO 00HYAHHO ca YYBCTBHTEIHHA

Aepobnu 1 pamM-noNOKUTETHA MUKPOOPTraHH3MH:

Enterococcus faecalis
beta-xemonuruyHi cTpenrokoku®* (rpynu A, B, C u )

Listeria monocytogenes

BujioBe, IpH KOHTO NPAAOOHTATA PEIHCTEHTHOCT MOKe 13 € PODJIeM

AepoOnu | paM-oTpHIATETHH MUKPOOPTaHU3MH:

Escherichia coli
Haemophilus influenzae
Helicobacter pylori
FProteus mirabilis
Salmonella typhi
Salmonella paratyphi

Pasteurella multocida

AepolHu [ paM-nonokKUTeIHH MUKPOOPraHU3IMH:

Koarynaza - HeraTMBHH CTapUIIOKOKH

£
Staphylococcus aureus

Streptococcus preumoniae

['pyna Ha Streptococcus viridans

AHaepoOHM I paM-NONOKUTENHM MHKPOOPTaHWIMH: eI
PATTINN
Clostridium spp. T WV T S
N -\‘ ‘V(T.\

AHaepobun I paM-OTPHLIATEIHU MHKPOOPFraHW3MH:

Fusobacterium spp.

o
]
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Borrelia burgdorferi

MHKDPOOPIaHH3IMH € NPHCHINA PEIHCTEHTHOCT

Aepobuu | paM-TIONOKHTENHH MUKPOOPraHH3IMHU:

Enterococcus faeciumt

Aepobnu ['pamM-oTpuliaTeHd MUKPOOPTraHH3MH:

Acinetobacter spp.
Enterobacter spp.
Klebsiella spp.

Pseudomonas spp

AHaepoOuu |'paM-0TpuuATETHH MUKPOOPraHHIMU:

Bacteroides spp. (MHoro mwamoBe Bacteroides fragilis ca pe3sHCTEHTHH).

Jpvru:
Chlamydia spp.

Mycoplasma spp.
Legionel{a spp.

T

EcTecTBeHa unTepMeIMEpHA UYBCTBUTEIIHOCT B OTCHCTBHETO HA TIPHAOOHTH MEXAHUIMH Ha
PE3HCTEHTHOCT.
£

[Toutu BoHuku S.aureus ca pe3MCTEHTHH KEM aMOKCHLWIIMH, IOPAAH MPOAYHUPAHETO HA

neHMiiiIaza. B 1onbaHeHHe BCHUKH MEeTHIWUTHH-PE3UCTEHTHH IIIAMORE ¢4 PE3UCTSHTHH KbM
AMOKCHLIHIMH.

5.2 PapMAKOKMHETHYHH CBOHCTBA

Abcopbuus

AMOKCHUHIHMH C€ JHCOLMUPA HAITLAHO BbB BOJACH pa3TBop ¢ ¢uznonoruydo pH. AGcopbiipa ce 6Bp30
H foOpe cnen nepopanHo npunoxkenne. Cnea nepopaiHo IpHIoKeHue OMOHATHYHOCTTA Ha
AMOKCHUMIKH € IpuOmsuTenHo 70%. Bpemero 3a nocTurade Ha MHKOBa I1a3MeHa KOHLIEHTPALMS
(Tmax) € NpUOIU3HTETHO €AWH Yac.

[lo-nony ca npeAcTaBeHH (PAPMaKOKMHETHYHUTE PE3YJITATH OT €JHO MPOYYBAHE, NIPH KOETO
AMOKCHLMJIHH B 103a 250 mg TpH O'bTH AHEBHO € NIpWIaraH Ha rMagHo [Py CPYTM 3paBH
T0OpOBOILIM.

Cinax Tmax* AUC (O-24k) T,
(ug/ml) (h) ((ug/-/m) (h)
33+1,12 1,5 (1,0-2,0) 26,7+ 4,56 1,36 = (,56
* Mexguanna (obxBar)

B unreprana 250 mg no 3 000 mg GuoHaMYHOCTTa € NTHHEHHO MPONIOPLIHOHAIHA HA A03aTa

e et
-
-

Moxe Aa ce U3N013Ba XeMOAHAIIN3A 3a CIMMHHHPAHE HA aMOKCHLIMMNYH. AN R

Pasnpenenerue (A R



Oxono 18% oT 001I0TO KONHYECTBO HAa AMOKCHIIH/IMH B MIa3MaTa € CRBP3aHO C NPOTEHHH U
MPUBHAHKAT 00eM Ha pasnpeaeienue ¢ okono 0,3 no 0,4 Vkg.

Cnen MHTPABEHOZHO MIPHICKEHHE, aMOKCHLIMIIMH C€ YCTAHOBABA B SKITBUHHA MEXYp, KOpeMHaTa
THKaH, K0aTa, MaCTHATA THKaH, MyCKYJIHHTE ThKaHH, CHHOBHAJIHATA M [IEPHTOHEATIHATA TeUHOCTH,

AUTBYKATa W THOMTA. AMOKCHITMIIHH HE C€ Pa3pPeaess AOCTaTbYHO B USPEOPOCTIHHAIHATA TEYHOCT.,

Ot npoyyBaHHMATA TIPH >KMBOTHH HAMA JOKA3aTENICTBA 32 3HAYHMO 3abPXKAHE B THKAHUTE Ha
CheAHHEHHA, IPOM3BOAHM HA 1EKAPCTBOTO. AMOKCHULWIHH, TTOACOHO Ha MOBEYETO MEHBLIMITHHH,
MOJKE J1a Ce OTKpPHUE B KbpMara {Bx. Touka 4.6).

HokazaHo e, ye aMOKCHLIWIMH IIPEMUHABA [Tpe3 IaueHTapHara dapuepa (BxK. Touka 4.6).

buotpancdopmariug

AMOKCHIIMIIHH YaCTHYHO C€ €KCKPCTUPA B YPUHATA KATO HEAKTUBHATA IICHHIIMIIOEBA KHCEIHHA B
KOJTMYECTBA, eKBUBaA1eHTHH Ha 10 no 25% oT HayanHarTa no3a.

EJqnMuHUpaHE

(OCHOBHMAT BT HAa €AMMHHUPAHE HA aMOKCHULIWIHH € Tpe3 OnOpenHTe.

AMOKCHIMIIMH KMa CpefieH €IMMHHALMOHEH NOMYKHBOT MpUONAHM3MTETHO €AMH Yac U cpefeH obuy
KIMPBHC tpubausuTenno 25 l/uac npu sapasn muua. [pubmisurentno 60 no 70% or aMOKCHLIWIMH Ce
CKCKPETHPA HEMPOMEHEH B YPHHATA OPe3 MbpBUTE O Yaca crmea NPHAOKEHHE Ha eJUMHHUYHA 103a 250
mg Wik 3500 mg amokcuuunud. Criope pazTuvyHHA NMPOyYBaHHd YpHHHATA ekcKpeuus e 50-85% za
AMOKCHULIMIHH 3a nepuoj ot 24 Jaca.

EAHOBPEMEHHOTO NMPHIOKEHHE Ha npodeHeuu  3a0aBd eKCKPeLHATa Ha aMOKCHIIWIIMH (B, TOUKA
4.5).

Bws3pact

EnuMUHALMOREHHEAT MOTY)XHBOT Ha aMOKCULM/THH € IOA0OSH NpH AcHa Ha BE3PacT OKOJIO 3 Meceua jo
2 TOAMHH W TIpH [0-TOJIEMH eLa H BL3PacTHH. [Tpu MHOTO Mankute acua (BKIIOYHTENHO
MpexkAEBpeMEHHO poicHH GebeTa) npes mepBaTa ceAMMUA OT KHBOTA HHTEPBATET HAa IPHIAraHe He
TpAOBa Ja HaAXBBPIIs PWIaraHe JBa TbTH JHEBHO MOPaIH HE3pAIOCT Ha ObOpeyHHs bT Ha
SMTHMHHHPaHe. TBH KaTO NPH ITAUHSHTHTE B CTAPYECKA BB3PACT CRIUIECTBYBA MO-OAAMA BEPOATHOCT
Na uMat HamaneHa OrOpeuna QyHkMA, € HeoOX0AMMO BHHMAHHE NPH H300pa Ha A03aTa H MOXKE 14 €
1I0JIe3HO Ja ce npochenapa OxOpeudara PyHkuus.

[ion

Crnexn nepopaiHO NPHIGKEHHE HA aMOKCHLIMJTHH TPH 3/IpaBH MBXE 1 JKEeHH, TIOJIBT HE € Okazal
3HAYHMO BITHAHUE BbPXY (PapMaKOKHHETHKATE HA AMOKCHLIMJIHH.

bnOpeyHo yRpesKIaHe:

OBIIMAT CEpyMeH KIMPBHC Ha aMOKCHIIWIHH HaMalisiBa NPONOPIHOHATIHO C HAMAIABAHETO Ha
0L0peuHara QpynruMA (Bx. Touxkd 4.2 u 4.4).

Yepaoapobuo yBpexaaHe

Jlo3upaHeTo NpU MauMeHTH ¢ YepHONpoOHO YBpekaaHe TpAOBa 1a ce U3BBLPILRA ¢ p
yepHoApoOHaTa QyHKiMA TPAOBA fAa ce NMpOCaeAABa HA PABHH HHTEPRAIHA OT BpeMé
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53 [IpeakAMHAYHA JAHHH 33 GE30MACHOCT

HexMMHMYHMTE AAHHU HE MoKa3BaT ocobeH pHCk 3a Xopa Ha 0a3aTa Ha GapMaKONOrHyYHU NPOYYBaHKSA
3a HE30NACHOCT, TOKCHYHOCT MPH MHOIOKPAaTHO NpUIIaraHe, reHOTOKCHYHOCT, PEeNPO yKTHEHA
TOKCHYHOCT U TOKCHYHOCT 34 Pa3BHTHETO.

He ca [IPOBCAKAAHN H3IMMATBAHHKA 34 KapUUHOI¢CHHOCT ¢ aMOKCHLIMIIAH,

6. ®APMAIIEBTHYHH JAHHHA

6.1 CnHchX HA NOMOUTHHTE BellecTBA

CupueBHHA

Maruesues creapat E470B
ITomaeuaon (K25) (E1201)

Harpues nuiecteH rmuxonat (Tun A)
L{emynoza, MuKpoKpHCTaaHa (E460)

OUIMOBO TTOKPHTHE

‘TuranoB anokcua E171
Tank E553b
Xunpomenosa (E464)

6.2 HecnBMecTHMOCTH

Henpunoxumo.

6.3 Cpox Ha rogHocT

4 roguHM.

6.4 CroenHajHH yci0BuS 33 ChXpaneHHe

Ja ce cuxpandBa Ipy Temreparypa nona 25 °C.
Ja Ce ChxpaHsiBa B OpMIHHAIHATA OLIAKOBKA, 3a Ja CE Npena3u OT BJiara.

6.5 JAHHH 32 OMAKOBKATA

Ocnamore 500 mg ghurmupanu mabaremxuy

bmucrepu ot PVC/PVDC/AL

OpHruHaida oNMakoBKa, ceAbpikama 12 wid 24 op. dunmupanu TabreTki. BolHWYHAa onakogka oT
1000 6p. dunmupanu rabnerku.

Ocnamoxc 1000 mg gpunmupanu madnremru

bauctepu or PVC/PVDC/AL

OpuryHaiHa OIaKOBKa, ChAbpKamia 12 unu 24 Op. ¢puiMmupanu TabneTku. boiHU4Ha ONAKOBKA OT
1000 6p. punMupanu TabACTKH.

He BcHYKH BHIOBE ONAKOBKM Morat aa §bAaT MycHATH B npoaax6a. e
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HeHu3non3BaHUAT JIEKAPCTBEH MPOAYKT HIH OTHAALYHHTE MATEPHAITH OT HETO 6]535)1& ce. HBXB’I:]}.USIT |
B CBOTRETCTBHE C MECTHHTE H3UCKBAHHA.



7. IIPUTEXKATEJI HA PAZPEIIEHUETO 3A YIIOTPEBA

Sandoz GmbH, 10 Biochemiestrasse, A-6250 Kund!l/Tyrol, ABctpus

8. HOMEP(A) HA PA3PEINEHUETO 3A YIIOTPEBA

Ocnamoxc 300 mg unmupand Tadnerkr Per.No: 20000299

Ocmamoke 1000 mg dwimupanu Tabmetka Per.No: 20000298

9. JATA HA ITHPBO PASPEIIIABAHE/ IIONHOBABAHE HA PAZPEHIEHHETO 3A
VIIOTPEBA

[Ivpeo PY: 08.06.2000

[TocneaHo nNoJHOBSABAHE: 20.09.2011

10. JATA HA AKTYA/IM3UPAHE HA TEKCTA
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