
KPATKA XAPAKTEPI4CTI4KA

I,IME HA JIEKAPCTBEIII{fl IIPON)TKT

Anaorczqulus CaHIog 500 mg/5 ml npax 3a rrepopirJrHa cycrreH3lrt
Amoxicillin Sandoz 500 mgl5 ml powder for oral suspension

KOJIAITECTBEH II KAIIECTBEH CbCTAB

Anorccut4uuuu Caudos 250 mg/5 ml npax sa nepopalrHa cycneH3un
Bcexu 5 ml or npnrorBeHara nepopanHa cycrreH3lrr cbA6p)r€T 250 mgaMoKcr.rrrr4Jrr{n (raro
aMo Kc H ulrJl r4u rpwxra4par).
flouorqHra BerrlecrBa: acnapraM (E591): 8,5 mg

At'toxcuqunuu Caudos 500 mg/5 ml npm 3a nepoparHa cycneH3ut
Bcercu 5 ml or np[rorBeHara nepopiurHa cycneH3rs cbAbpxar 500 mg aMoKcrxlrr.Jr]ur (xaro
aMoKc l,r rrr4Jr HH rp rxngpar).
flouorqnu BeqecrBa: acnapraM (E591): 8,5 mg

3a ntffru-fl cnucbK Ha noMorrlHr,rre BerrlecrBa, Br,DKTe ro.rxa 6.1.

JIEKAPCTBEHA @OPMA

flpax sa nepop:rJrHa cyclen3r4tr.
Bxr go cra6o )r(bJrreHr4KaB rrpax c Mr,rpnc Ha rrJroAoBe.

KJII4HI,ITIHII NAHIII,I

Tepanenruqnrr rroKa3aHns

Anroxcl.lqluuH e noKa3aH 3a [epopaJrHo JreqeHue Ha cJreAH]rre 6anrepzalnu vHQerqnu,
npuquIUIBaHH oT aMOKCLtrIr4nr{H TIyBCTBT,TTeIHH rIaTOreHH (nnXte rOvra 5.1.):

I4n$eruur.r Ha ropHr,rre AaxareJrHr.r rrbrtrrqa: ocrbp orrrr Ha cpeAHoro )xo, ocrbp cr.rHy3HT
(upanrutno AltafHocrl4llupau) lr AoKut:aH ToH3r4rrlrr, rrpr{quHeH or rpyna A 6era-xeuoJrr{T}rrrHu
crperlTKoKkr. ZnSerqzu Ha AoJrHr{Te AuxareJrHlr nbrr,rula: ocrpa ercsaqep6aqlrfl Ha xpoHtrqeH
6porrxnr, npra4o6rara n o6ulecrnoro rrHeBMoHkt r.
I4nQercqan Ha AoJrHr.rre rrr{KotrHn ntTnrrla: rlncr}rr.
EH4orapgur: npo$u,raxrrdKa Ha eHAoKapAura.
JleqeHue Ha Har{zLIIHa, JroKaJr}r3}rpasa Jlaftucxa 6olecr, cBbp3aHa c erythema migrans (cragufi 1).
Epa4ultaqua sa Helicobacter pylori'. B noAxoAsrla nou6ltraqrur c Apyro auru6anrepn:urHo
cpeAcrBo I{ noAxoA.slqo nporuBor3BeHo cpeAcrBo npn Bb3pacrHt4 rrarlueHTrl cbc cBbp3aHu c H.
pylori nenruqHr{ r3BH.

Tpr6ra Aa ce r{Mar npeABr,r,q o$nqlralnure MecrHH HacoKr,r (nanp. HarIHoHarJrHHTe
npaBl4rrHara ynorpe6a na aHrz6arr epnaJrHvr cpeAcrBa.
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4.2 {osuponra rl Haqlln Ha nprfJrorr(eHrre

.{oszponrcara Ha aMoKcIdIII{,JrHH gaBvrcvt or Bb3pacrra, TeJrecHoro reruro n 6r6pevnara rpyuxryrx na
flaqrleHTa, or re]I(ecrra I,I JroKiurr43aqvtra Ha I,IuQexqzxra, vr or orIaKBaHI,IrI vltpt roKa3aH rlpHqvHl,rreJr.

Haqnn ga npraloxenne:
JlercapcrneruflT [poAyKT ce npl4nara nepop:r.JrHo c MepureJrHa JrbxraqKa. Mepuremrara Jrb)KnqKa e
BKIIIoqeHa B orlaKoBKara. forosara sa ynorpe6a cycneH3llfl rpr6na Aa ce npneMa c qauJa BoAa.

Pesop6qz.ara Ha aMoKct4rlrrJrr,rH He ce noHrDKaBa or npr{eMa Ha xpaHa.

flpzloxenue npl4 KspMaqera: flpegnucauara ro3a ce npr4nara Hepa3peAeHa Ha KbpMarrero Karo cneA
tona rpr6na Aa ce AaBa MJrrKo ustv'aaia.

Jleqenze Ha prudercuuu:

flo npanulo repanl{tra rpr6na Aa rrpoAbJDKu 2 Ao 3 4uu cneg orlryM.flBaHe Ha cuMnronaare. flpu
un$exquu c 6era-xeuorvrrurlr:r'n crperrroKoKH npoAbJDrs4TeJrHocrra Ha repanrlrrarpx6za Aa6rle 6-
l0 4uu, 3a Aa ce [ocrr{rHe epaAzKarlr4r Ha Mr,rKpoopraHr43Ma.

flapeHrepzurHara repanruI e rroKa3aHa, aKo nepopanHr{rrr 116T ce npr4eMe 3a HerrpaKTHqeH }rJrH
HerroAxoAflr{, r.r oco6eno 3a cnerrrHoro JreLIeHHe Ha re)KKr.r uH$exquu.

fozupoexa npu s'Bpacmnu (erouoqumerHo xopa s uanpeduana mspacm)
O6nqafisara Ao3HpoBKa e B rpaHxqr4Te or 750 mg Ao 3 g auorczqvJrprH AHeBHo, pa3AeJreHu B ABe Ao
Tpr.r Ao3r,r..

fiozupoexa npu deqa (nod 40 kg)

,{HerHara Ao3r{poBKa rrpr{ Aeqa e 40 - 90 milkglrc:a, pa3AeJreHr.r B ABe Ao rpu gosu* (ne
HaABI4rIIaBaIqz 3 g/aeH) B 3aBl4clrMocr or rroKtBaHHero, Te)r(ecrra na sa6or.f,saHero H
tryBcrBzrenHocrra Ha npl,rquHlrrerx (nnx cneur4:urHrrre Ao3oBr,r rrperropbKn no-Aony urout<*t 4.4,
u 5.2).
*OapuanorHHerHaIHHTe/ 

Saprraaxo4vrnauvrqnvrre.qaHHu noKa3Bar, qe rpr.rKparHoro np[no)KeHr{e Ha
AeH e cBbp3aHo c [oBHIIIena eQurcacHocr, AoKaro AByKparHo npr{JraraHe ce npenopbqBa caMo Koraro
Ao3ara e B no-Buconn ctoftnocra.

,{eqara c rerJlo ua1 40 kg rpx6ra Aa [oJrfraB ar o6u'aaiftrara Ao3HpoBKa 3a Bb3pacrHn.

Cnequanuu npenopbKu za dosupaue
Tosamzr: 50 mg/kg/aeH, pa3AeneH B ABa rrplreMa.
Ocmp orHT Ha cpeAHoro yxo: B pafiotu c rut4poKo pa3flpocrpaHeHr.re Ha rrHeBMoKoKr4 c HaMirJreHa
tryBcrBvrenHocr KbM neHnqu,JrlrHrd, Ao3oBHrr pe)<r,rM rp.r6na Aa ce cbrnacyBa c HaquoHanHzre/
MecTHlr pSKoBoACTBa.

Haqa-rsa Jlafinacna 6orecr (zsorupaua erythema migrans): 50 mg/kglrcH, pa3AeJreHH B Tpr{ Ao3u 3a
14-21wm.

.lIozupoexs npu vepedeua 6T6pevua dvuxuun
,{osnpoarcararpt6ta Aa ce HaManflBailpv [aqpreHrr,rre c re)KKo yBpeAeHa 6r6peuna Qynxqur. flpu
laqneHTl,lre c 6r6peuen KJILIpBHc uol 30 mVmin ce npenopbqBa yBen[qaBaHe Ha Ao3oBtrrr HrrrepB:rn
rI IroHIDKaBane Ha o6rqara AHeBHa 4oea (rnxre roqKa 4.4 u 5.2).

-!!ry'Ya

Brspactru (enmo.rnrelHo narrueHTr.r B HanpeAHala rrspacr) : \\wt
KpearrzHzHoB KJu4pbHc

ml/min ,{osa
HHrepea'n-"^"149'ffi.3]$

> 3 0 He e neo6xo.rluMa KopeKuurr. : 1 t ".;_tfr,]'i:r:-

10 -30 500 ms 12'rz *. \.(.ip:€:';;+-t:;'
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<10 500 24'aaca

B cny'raft Ha xeMoArr:rJrzsa: 500 mg rpr6na Aa ce rrpr4narar B Kpaf, Ha rrporleAypara.

Eo6peauo yepetrcdaue npu deqa nod 40 kg;

.Ilosunoexa npu vepedeua qeoaodnodHa dvuxuus
He e Heo6xoALIMo HIIKaKBo [oHI,DKeHr4e Ha Ao3ara, AoKaro 6r6pevHara ,by"*tr"" He e yBpeAeHa.

If o o d uryaxm uxa u a e u do xap d um
flpularar ce 2-3 g aMoKcr,rqr,rJrr{H nepopirJrHo B qaca npeAr,r xupyprnqHara HaMeca.
flpu Aeqa: 50 mg aMoKcI{III{,JILInlkg rerecno reuro [p]reMaHa Karo eAHoKparHa Ao3a eAHH r{ac npeA}r
xupyprFrHaTa o[epaq[r.
3a gonrmrurenHl,I noApo6uocru u orrucaHr4e Ha pr4cKoBrrre rraqpreHTfi rpx6na Aa ce HMar rrpeABr,rr
o$nqua,rnure HacoKr{ sa npoQznaKTuKa Ha eHAoKapAr,rra.

4.3 lpornnonona3anrrfl

Amoxcuqrur.rH e rrpornBorroKa3aH npu rrarlueHTra cbc:

o Cnprx.ryBcrB[TeJlHocr KbM neHr4rlkuruH, rpx6na ila ce vrv'a npeABr.rr KptcrocaHara areprus
KbM Apyfil 6era-larraur{ Karo qe$arocnopunu.

o Csprx.{yBcrBnreJrHocr KTM }urKoe or noMorrlHr.rre BerrlecrBa.

4.4 Cneqna;rnn [peAyrrpexAeHrq r.l npeAra3nrr MepKrr upu ynorpe6a

flpegu Aa ce 3aloqHe repa[Ir{Ta c aMoncuqzrun rp-r6na Aa ce pmnura BHfiMareJrHo 3a rrpeAxoAHr,r
pearuIHH Ha cBpbxqyBcrBnTeJrHocr KbM neHr{rlr4JrrrHu n qe$anoc[op]rHr.{. Tpr6na Aa ce r,rMa rrpeABHA
Bepo.f,rHocrra 3a KpbcrocaHa cBpbxrryBcrBareJrHocr (10 % - 15 %) c ueQanocnopr{Hu.

Cro6qanar ce cepno3Hl,I, rroHsKora $ara,rnz peaKrltru Ha cBpbxrryBcrBr,rreJrHocr (aHaQra:raxronqnu)
npu [aq]rel{TvIHaTepAtva C IIeHLIqnnnHu. fIo-nepOtTHO e Te3v peaKqlru AaHal'rrlirrrT flpu xopa C
aHaMHe3a 3a cBpbxrryBcrBnreJrHocr KbM 6era-rarrausu anru6uolulqlz'.

flpu naqzenrure c yBpeAeHa 6t6pevHa Qyurqux eKcKpeulilrra Ha aMoKcr4qrurrH ule 6rAe sa6aseHa u
B 3aBHcHMocr or creneHTa Ha yBpexlaHero Moxe Aa e neo6xoArEMo Aa ce noHroiKr,r o6rqara AHeBHa
4oea (nuxre rouxa4.2).

Tpx6ea Aa ce noAxoxAa rIpeArrzBJrHBo KbM npexreBpeMeHHo poAeHr{ KbpMaqera H rro BpeMe Ha
HeoHartLIIHIrlI nepuoA; rpx6ea Aa ce flpocJreA.flBar 6r6peuHara, vepHo4po6Hara lr xeMaroJroruqHara

QyHxqNu.

flpogulxureJlHara ynorpe6a Ha aMoKcr4rlrlrrlrH MorKe noHrrKora Aa AoBeAe Ao cBpbxpacrex Ha
HeqyBcrBl,ITe-nun 6axrepvlkrvlrvt Apox,qr4. 3aroea [aqueHTr{Te rpr6na ga ce Ha6moAaBar BHktMareJrHo

KpearnnunoB KJrrdpbHc
mVmin Aosa

Zurepnar MexAy rrpr4trolr(eHlrJrra

>30 O6prqaftnara Ao3a He e seo6xoAlrMa KopeKrILUr
10 -30 O6nqaftsara rro3a 12'aaca (crornercre a na 213 or 4o3ara)
<10 O6uqafi:c.ara.rlo3a 24 'aaca (crornercrra:aa Il3 or Aosara)

sa cynepnnQeKrlur,t.



HacrrngaHero na ana$nnaKTllqeH IIroK u Ha Apyru re)KKrr zrneprr4rrHx peaKrrr{Lt e prAKo cJreA
[epopiurHo rIp[no)KeHLIe Ha aMoKcI,IIII4II{H. Aro o6aqe Hacrbrurr raKr.rBa peaKrlHr4:rpx6na 4a ce
B3eMar cfrelllHr,r leqe6uu MepKr{.

Haluqzero Ha BlrcoKrl KoHlreHTpaq]rr4 Ha aMoKclr\vffIvrr B ypnHara Mo)Ke Aa rrpuqr,rHn rrpequnrrrarrarr
Ha npoAyKTa B ypHHHLrre Karerpld. 3arosa Karerprrre rpr6na Aa ce flpoBeprBar Br{3ya.nHo npe3
orrpeAeJreHr,r r4HTepBzu[4.
flpu eucorcn gosu rpr6na Aa ce noAAbp)Ka HopMaJreH npxeM Ha rer{Hocrn r,r orAeJrrHe Haypv:aa,3a Aa
ce cBeAe Ao MITHHMyM Bb3MOlI(HOCTra 3a aMoKcr{rlr4JrrrHoBa Kpr,rcTarryplrjr.

AuonczquluH ne rpx6n a Aa ce IlsnoJI3Ba 3a retreHne na 6arrepra"nan uusenqnpr ilplr [aqr{eHT}r c
BHpycHI{ IauQenquu, ocrpa mlu$o6nacrHa neBKeMvrt viln unQexqnosHa MoHorryKJreosa (nopa4ra
[oBlrrrreHrur pr4cK or epr..rreMH]r Ko)KHLr o6punu).

flcee4ouena6paHoonurr KoJrLrr rpx6ea Ia ce lav,a rrpeABuA, aKo Hacrbnr,r rexKa Anapvfl. (n nonevero
crY,€,v rpllqHHeHa or Clostridium dfficile). B rosu cryrait aMoKclrqLlnun rpx6na Aa ce crpe u Aa ce
3arloqHe rloAxoA.lqa reparlkt;{. Ynorpe6ara Ha aHTnnepvarurrrqrtu cpeAcrBa e rrporaBonoKa3aHa.

Kaxro npu ocraHiulure 6eta-laKTaMlr, KpbBHara KaprlrHa rpr6zaAa ce npoBep.rrBa peAoBHo no BpeMe
Ha BI4COKOAO3OBa TepaIIHrr.

BucorogosoBara reparll4t c 6gra-raxraMr.r 3a naIrI4eHTH c 6r6peuua HeAocrarbqHocr rrJrn aHaMHe3a
3a flpplnaAbql,I, JIeKyBaHa efwIJleilcvs. H MeHnHrea]rHo 3acsraHe, Mo)Ke prAKo Aa AoBeAe Ao
npHIIaAbqlI.

floseara Ha reHep:rJrn3vpaH epr,rreM c rroBurrreHa reMrreparypakrrrycrynv B Haqzuroro Ha JreqeHr4ero
[opax,4a noAo3peHl4t 3a reHepaJrLl3upaHa ocrpa eK3aHTeMHa rrycTyno3a, KoeTo Huurara [peKbcBaHe Ha
Tepanl4rlTa H rlpaBu npoTHBonoKa3aHo BcfKo cJreABarrlo [pnno)KeHHe Ha aMoKcrdrl[nrrH.

Bcz.rxu BHAoBe aMoKcHIII4nuH rrp:rx 3a nepopirJrHa cycleH3r{rr cbAbpxar aclapraM (E95 1) urpx6ea
Aa ce I,BnoJI3Bar BHI,IMarenHo rrpn flaquer{Trd c Qenurxerotrypnr.flpn xouosurorHr{Te naur4eHTu c

Qermnneronypl4Jl, KoJluqecrBoro na Seurura-nanvrHa, Koero ce ocuryprBa c acfiaprarra, rpa6ea ga
6rAe sruIloqeHo B ltqldcJltBaHero Ha Al{ervtrHr,rre HopMI{.

4.5 BsanuogeficrBrle c Apyr[ JrenapcrBenrr rrpoAyKTrr rr Apyr[ Qopnrn Ha B3arrMoAeficrnne

He ce rrpeflopbqBa eAHoBpeMeHHara ynorpe6a na:
Aronypunon
EgnonperueHHoro npldJro)KeHue Ha aJrorryplrHoJr Mo)Ke Aa [peAH3BI{Ka HacrbrrBaHe Ha Ko)KHH
iurepnrrrHr,r peaKrlktr4 lI 3aToBa He ce flpenopbrrBa.

.I[urorccns
BrsMoxHo e rIoBrIIrIeHrre na a6cop6qlurra Ha AufoKcr,rH rrpra eAHoBpeMeHHo rrpr,rJro)r(eHlre c
aMoKcl{qrrJrr{n. Moxe Aa e ueo6xoAuMa KopeKuHJr Ha Aosara Ha AHroKcr4H.

Anrraxoarynanrn
E4nonpeueHHoro nprrnolr(eHr{e Ha aMoKcr.rqr4JrrrH r,r KyMapHHoBr.r aHTHKoaryJraHTr.r Mo)Ke Aa yAbJrxfl4
BpeMero Ha KbpBeHe. Moxe 4a e ueo6xoAnMa KopeK\vr[Ha Ao3ara Ha aHTrrKoarynaHTr.rre.
Cro6rqarar ce roJI-f,M 6pofi crryrau Ha rroBr{rreHa aKT[BHocr Ha nepopauruvrr aHTHKoarynaHT rrpu
rIaIIIteHTlrre, noflyr{aBarlu asru6uorr-rqz. l{H$exqHo3Hr,urr H Bb3rrzurlrrerrlflIvtitr KoHTeKcr, Bb3pacrra I,I
o6ulnsr craryc Ha rlaqueHTa ca plrcKoBu Qaxropu. flpu resu o6crosrercrBa e rpyAHo Aa ce
onpeAenlr Aena Ha nuQerquosnoro sa6or.f,saHe v Ha HeroBoro JreqeHr,re 3a HacrtrrBaHe Ha
HapyrleHntra na INR. flpn ruxou KJracoBe anrn6uoruqu o6aqe reen eQexru ca rro-
oco6eno $rryopxunoJroHu, MaKpollurv, qr,rK;rr.tHu, KorprrMoKca3oJr r.r HrKoH



Merorpercar
Cro6rqara ce B3al,IMoAeficrene Mex(Ay aMoKcrdrrnnnH r,r MerorpeKcar, BoAerrlo Ao MerorpeKcarHa
ToKcplqHocr. CepyuHure HItBa Ha MerorpeKcar rpxlnaAa ce flpocJreryBur crporo nplr flaqveHTure,
KoI{To noJrJ laBar eAHoBpeMeHHo aMoKcHrILrtr4Hvr MerorpeKcar. AuoxcuquluH rroHrrDKaBa 6t6peuHux
ruII'IpbHc Ha MerorpeKcar, Bepo.f,THo qpe3 KoHKypeHq[f, sa o6rqara cucreMa zary1ytua ceKperlz;r.

Ilpenoprvna ce [peAnasJrrrBocr, Koraro aMoKcrrqnJr[H ce AaBa 3aeAHo c:
Ilepopa.ruu xoDnronalnu xonmauenrurz
flpuloxtenuero Ha aMoKcHIIr.rnr{H Mo)Ke Aa noH}DKI4 rrpexoAHo rrJIa3MeHHTe HrdBa Ha ecrporeHrlTe ll
nporecreponapl ra orpaHuqu eQuxacnocrra Ha nepopanHr,rre KoHTparlerrruBr.r. 3arosa ce nperroplqBa
Aa ce B3eMaT AO[bJrHHTeJrHLr HeXOpMOHUUTHH MepKr,r 3a KOHTpaqe[qruL

Apyrn Sopn4l{ Ha gsaruuo.{eftcrslr.fl :

OopcupaHara Ar{yp$a BoAH Ao noHLDKeHH KpbBHH KoHrIeHTpaqHu qpe3 3acrrJreHo
eJrHMr,rHupaHe Ha aMoKcvt\vrvtH.

flpenoprvna ce, Koraro ce H3BbprrrBa r,r3cJreABaHe galauwrqvre Ha rJrroKo3a B ypuHara no
BpeMe Ha JIetIeHVe C aMOKCT{Ir4nVtH, AA Ce U3[OJr3Bar eH3HMHr,I MeTOAH C UIIOKO3OOKCHAa3a.
flopa4n BucoKlrre ypI4HHH KoHrIeHTpaqHr,r Ha aMoKcvrr\vrJrur $arururo rroJro)Kr,rreJrHr4Te
pe3ynTaTr4 ca qecTH npr{ Lr3rroJr3BaHe Ha xr4MlrqHr4 MeToAH.
AuoxcuqmzH Mo)Ke Aa rroHLDKr4 KoJrr{qecrBoro Ha ecrpr,ron B ypuHara upu 6peueHHr4 xeHr4.
Btn szcoKfi KoHlreHTpaqnr4 aMoKcr,rqr,urr{H Moxe Aa noHroKrr p$yJrrarr4Te 3alnvrBuraHa
cep)rMHaTa rJrroKo3a.
AuorccuqurllH Mo)Ke Aa rIoBJIr4rIe H3cJIeABaHero sa 6errlbrrv, aKo ce v3rroJl3Bar
KOJrOpHMeTpzlrHu MeToAr{.

Epeuennocr n KbpMeHe

EpeueHnocr
AvrorccuqulllH npeM[HaBa npe3 rrJraqeHTara u SerarHure [rra3MeHlr KoHqeHTpaqv[ ca
npu6rursnre r'uo 25 -30%o or uai.ru nnre rrJra3MeHra KoHqeHTpaqlrv.

,{anunre or orpaHuqeH 6poft eKcno3r{paHn 6peuennocrr4 He rroKzrBar HVKaKBr,r He)KeJraHn peaKrlur,r
Ha aMoKcltqnnl,IH Bbpxy 6peueHHocrrarrr;tur34paBero Ha $erycalHoeopoAeHoro 4ere. !o AHerxHa
Aara JIHlcBar cborBerHa errr{IeM}roJrornrrHu AaHHH. flpoyrnaHu,era nplr )KrdBorHrr He noKa3Bar
AUpeKTHH wlkr prHAHpeKTHr{ yBpexlaulu eQexru fro orHorrreHrae Ha 6peueHHocrra,
eu6puonalnoro/Qera-rrHoro pa3BI{THe, paxAaHero }rJrH nocrHar€rnHoro pa3Burlre. Tpr6na 4a ce
noAxo)KAa rrpeAna3JrlrBo, Koraro ce npeArrucBa ua 6penrenHr.r xeHlr.

Krpuese
AuoxcnqurllH ce eKcKperupa B KbpMara (npu6nusurenno 100% or cborBerHara cepyMHa
KoHIIeHTpaqur). locera He ce cso6ulaBar HVKaKBI4 yBpe)KAarrlu e$ercrn Bbpxy KBpMaqero cneA
npueM Ha aMoKct4llurxu. Anaoxcnrlrlnr4H Moxe Aa ce H3rroJrsBa rro BpeMe Ha KbpMeHe.
Ktpueuero o6aqe rpa6na Aa ce c[pe, aKo y HoBopoAeHoro Hacrbrrrr croMaruHo-qpeBHr,r HapylreHlrt
(Auapua, KaHAHAo3a rJu4 Ko)r(eH o6pun).

4.7 Erfenru Bbpxy cnocoOuocrra:a uroQnpaue rr pa6ora c Marrrrrnrl

AuoxcnqurlaH CaH4os HrIMa HLTKaKBo BJrLrrHr{e Bbpxy croco6nocrra sa ruo$npane a pa6ora c
MAIIII,IHLI,

4.8 Hexelann peanrlrr[

B ragn roqKa He)KeJraHr.ne peaKrIHH ce 4eQrznupar, KaKTo cneABa:
Msoro qecrr{ >/10

a

a
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t{ecru >/100 no <1/10
Heqecrpr
PeArra

X/l 000 no <1/100
X/l0 000 ao < 1/1 000

Msoro peAKr4 <1/10 000
C ner,rgeecrHa qecrora (or naluvnrne AaHHr,r He Mo)Ke 5a 6loge HarrpaBeHa oqeHra)

llnderunu n nndecraunn
Hevecmu
Cyuepnn$eKllrlu rt KoJIoHrBHpaHe c pe3r{creHTHu opraHu3Mr,r rurr,r Apoxqfi Karo opiurHa r4Jrr,r
BarrIHuuIHa KarIAHAo3a cJreA rrpoAtJDK[TeJrHa r,lnu rroBTopna ynorpe6a Ha aMoKcr.rrIHJrHH.

IlaDvuren[s Ha rDrnra rl rtrudHara c[crepra
Pedxu
EosnHo$nnrul r4 xeMoJrHT[qHa aHeMr,rs.

Muozo pedxu
JIesKoneHH.fl, HeyrporIeHHJI, rparryJrorlr{TorreHurr, rpou6oqurorreHr.rJr, naHrIr{TorreHUA) a:neuvrs,
MlleJlocylrpecvs' arparrynoqnro3a, yAbDr(eHo BpeMe Ha KbpBeHe r4 yAbJDKaBaHe Ha nporponr6nnosoro
BpeMe. Bcn.{roa ca o6paruMkrnpu crrupaHe :aarepailuiffa.

IlaDvruen[q Ha []rvHnara c[crepra
Pedrcu
JlapnHreareH oroK, cepyMHa 6onecr, zueprraqeH BacKyJrr4T, aHaQulaxcnx n anaQularrurreH rrroK.

HaDyuren[g Ha HeDeHara cncreMa
Pedxu
E$er<rn Bbpxy ffiC, nxruoLrr.rreJrHo xr{nepKuHe3us, 3aM:urHocr 14 f"bpqoBe. frpuoeere Morar Aa
Hacrbrlf,T rIpH naqr{eHTu c yBpeAena 6r6peuna $ynxqlr.a, eru,Jle[craf,, MeHuHrnr vutuilpvrre3v,
noJryqaBarlkl BLrcoKH Ao3tr.

CroMaruno-qDennu naDvruenng
Vecmu
Cronaarusu oIrJIaKBaHrLr, raAeHe, HaMaJIeH anerl,rr, [oBp6IrIaHe, Qrarylenq]rJr, KaruaB]r tr3rrpuDKHeHrirr,

!.vapvIn, eHarrreMll (oco6eno s o6racrra na ycrara), cyxora B ycrara, HapyrueH[s na nxyca. Te:n
eQexrra Bbpxy croMarrrHo-qpeBHara cllcreMa ca [peAr4MHo JreKI4 r4 qecro or[ryM.f,Bar LIJI]I rro BpeMe Ha
JleqeHxero rlnld MHoro cKopo cneA npI,IKJrror{BaHe Ha repanwrra. flossara Ha re3LI He)KeJraHIl peaKIILIH
no npaBlrno Moxe Aa ce orpaHr4rrr4 qpe3 nplreMaHe Ha aMoKcLrrIr4JrLrH no BpeMe Ha xpaHeHe.

Pedrcu
flonrpxnocrHn [poMeHI.I B rlBera na gr6ure (oco6eno npu cycleHsr.ura). O6uxnoeeHo [poMrHara B
uBeTa Moxe Aa ce oTcTpaHr4 qpe3 r.r3MHBaHe Ha sr6ure c qeTKa.

Muoeo pedxu
Aro ce rrorBlr re)KKa HJrH nepcucrr,rpaqa Avapvn, rpr6na Aa ce HMa rrpeABHA MHoro psAKara
Bb3Mo)KHocr 3a nceBAorueu6panoseH KoJrr,rr. flpornnonoKa3aHo e [pllJro)KeHriero Ha
aIITI{[ep pICTaJITVttIIll"{ JIe Kap CTB a.
flouepnrnane Ha e3rrKa.

Xenaro6nJr[aonfi naDvnren[q
Heuecmu
Yuepeno H rrpexoAHo noBr.rrrreHue Ha rrepHoApo6nrare eH3nMH.

Pedrcu
Xenarnr rr xoJrecraruqHa )rcbJrreHl,Iua.



Ilapyurenlls Ha roxara ll noanoxHara rrrcaH
Vecmu
Koxnu peaKIrI4H Karo eK3aHTeM, npypnTyc,yprvKapul^ rrd[uqHr{rrr uop6ulu$opMeH eK3aHTeM ce
rlo.rBlxBa 5 - 11 anu creA Haqaloro Ha repa[usra.Heza6aB*ara rrpo.flBa Ha yprnKapuJr o3HaqaBa
zrlepfllrrHa peaKrrr,r;r KbM aMoKcr{\vlvtr lr 3aroBa reparrrlrra rpx6na Aa ce c[pe.

Pedxu (rrurre cuqo rovra 4.4)
AnruoHenporldr{eH ororc (e4eru na Quincke), erythema multiforme exsudativum, ocrpa
reHepiurplsupaHa rrycryno3a, cr,rHAporvr na Lyell, cHHApoM ua Stevens-Johnson, ToKcHqHa
enllAepManHa HeKponu3a z 6ylosen z exc$olzaruBeH AepMarHT.

ErdDe.rHH HaDy[renrlq
Pedxu
Ocrrp HHTepcrlrqua-nen ne$pnr. Kpncrarrypnx.

06rrlr saDvruen[q H edenrn Ha mscroro Ha nDllroxeHlre
Pedxu
Jlexapcrnena rpecKa.

4.9 Ilpegorupane

CuMrroMa Ha npe,4ogxpaHe:
flo npanuro aMoKcI{II4nuH He e cBbp3aH c ocrpr,r roKcvqHn peaKrlr{u, AopH Koraro no cnyrafinocr ce
npl4eMe BbB BHcoKI{ 4osu. flpego3upaHero Mo)Ke Aa AoBeAe Ao cHMrrroMH Karo croMarrrHo-qpeBHr4,
6r6pevnu 14 HeBponcnxHrIHH Hapyuenvt v HapyrueHr,rlr Ha BoAHo-eJreKTponnrHoro paBHoBecue.fIpu
naqrIeHTLITe c re)KKo yBpeAeHa 6r6peuHa Qy"*rrnr, Te)r(Koro rrpeAo3r,rpaHe Mo)Ke .qa AoBeAe Ao
nplrcHauu Ha roKclrrrHocr Bbpxy 6r6pequre Karo e B63MoxHa Kpvcranypkrr.

Jleqese na npenognpanero:
H.nua cuequ$uueH aHTHAor 3a npeAo3lrpaHe c aMoKckrr\LtrrnH.
Jleqenraero ce clcrorr ocHoBHo or aKTr{BeH BbrJreH (o6uxHoneuo He e ueo6xo4uua croMaruHa
npouunr<a) lrJILr cnMnroMarr{rrHu MepKr.r. Oco6eno BHr{MaHr4e rpt6r,a 4a ce o6rpne Ha BoAHo-
eneKTpoJrr{THoTo paBHoBeclre Ha naqlleHT}rTe.

AnaoxcnqurnH Mo)r(e Aa ce eJrr{MuHvpa qp* xeMoA}ranr43a.

OAPMAKOJIOII[IHI/I CBOIICTBA

5.1 Oaprrarco4rrHaMrrrrHrr ceoftcrsa

ATC xoa: J01CA04
Oapruaxorepa[eBT[qHa rpyna: B-raxraunu anru6arcrepvaJrnpr cpeAcrBa, rreHurrtlJrr{Hn c rrrupoK
cneKTbp

Mexaunsrna na,[eficrstle
AnrorcuqurllH e aMnHo6ensr.urneHr4r\vlnvrH, noftro npr{Te)KaBa 6axrepnqr.r4Ho 4eftcrnne lopaAr{
uttxu6upaue Ha cr{HTe3a na 6arrepvaJrHara KJrerbqHa creHa.

OapManoxunerr,rqga,/0apMaKo,{[HarauqHa egauMosprgxa
flpz auorccuquJlllH BpeMero naa MIC (DMIC) e KJrroqoB $aprvraroguHaMr{qeH rrapaMerbp npu
npeABI,IxIaHero Ha ycflerxeH KJrr4HHqeH ra 6axrepuonoruqeH pe3ynrar.

Mexanr,rgrnr na pegucreHrnocr
Earcrepuure Morar Aa ca pe3r{creHTHr{ KbM aMoKcr4rlrlJrr,rH rropaAu o6pasynaHero Ha
KOHTO XXApOJil43r,rpaT aMr{HoneHr,rqpr,Jr}rHrrTe, [OpaAlr npoMrHa Ha r]eHHrIr{.JrHH-cB5p3Ba



nOpaAI{ HeIIpOTTCKJIHBOCT 3a JIeKapCTBoTO, I4JIH IIOpa,qH noMrrr,rTe 3a eQJryKc Ha neKapcTBa. EIlnH HnLr
floBelle or re3LI MexaH[3MLI Morar Aa CbrqecrByBaT eAHoBpeMeHHo B CsrUrr OpfaHH3SM, KOerO BOAI4
Ao rIpoMeHJII,IBa I4 He[peAcKa3yeMa KpbcrocaHa pe3r4creHTHocr KbM Apyrn 6era-laxraupr H KbM
anru6arrepvaJrnur JreKapcrBa or Apyrr4 KJracoBe.

fpaHuuu Ha .r_vscrsuterHocr (EUCAST)

MuxpoopraHr{3bM fpaHuurE Ha rryBcrBuTeJrHocr ( us./ ml\
9yecrsnrerHu I4nreD*re.lnepnr.r PesucreHrHr4

Haemophi lus influenzae <1 > 1
Moraxella catharrhalis <1 > l
Enterococcus 4 8 > 8
Streptococcus A, B, C, Gl <0.25 > 0.25
Streptoc occus pneumoniae" <0.5 r-2 >2
Enterobacteriaceae'' > 8
TPAM-OMIUATEJ]HI,I AHAEDOOH <0.5 > 2
rpaM-rroJro)Klrremru anaepo6tr 4 8 > 8
Hecrrpsann c Br.rAa rpaHr.rrlu Ha
iTBCTBilTEJIHOCT

4 4-8 >8

' fpanuqure Ha lryBcrBuTeJrHocr ca 6azupanu Ha re3lr na 6ensHnneHHIIrrJrHH.
'fpanuqnre 

Ha tryBcrBrlTeJrHocr ca 6asnpauu Ha re3ri Ha aMnuqulrdH.
'Croftnocrzre Ha p$r4creHTHocr R>8 mg/L rroKa3Bar, lre BcuqKn r4gorarvr c MexaHH3Mv Ha
pe3vcreHTHocr ca cro6ruenu Karo pe3vcreHTHr4.

9yscrslrrerHocr:
r{ecrorara Ha pe3ncreHTHocrra Moxe Aa Bapupa B 3aBr.rcuMocr or reorpa$crnr perlroH r{ BbB
BpeMero 3a olpeAeJIeHI4 BH,qoBe I{ e )KeJrareJrHo Aa r{Ma MecrHa uuQopuaqux 3a pe3}rcreHTHocrra,
oco6eno npu JIeqeHIte Ha rex(Krr unSercquu. flpu nyxga rpx6ea Aa ce rtpcu cbBer or eKcrrepr,
KOTaTO MeCTHaTa qeCTOTa Ha pe3HCTeHTHOCTTa e TaKaBa, qe nol3ara OT CpeACTBOTO npH H.f,KOH

Br{AoBe nn$ercquu e rroA Bbrrpoc.

O6[.rafi Ho rryBcrB[TerHrr BrrAoBe
fpalr-noloxnrelnu aepo6r
Corynebactierum diphteriae
Entero c occ us faeca I is s

Lis teria monocytogenes

Strepto coccus agalactiae
Streptococcus bovis
Streptococcus pyogenes *

fpanr-orpnuarerurlr aepo6n
Helicobacter pylori

Asaepo6u
Peptostreptococci

.Ilpyrpr
Borrelia
Bn4one, [prr Korrro upuqo6urara

MO?I(e na e II



fpau-noroxurelnu aepo6u
Corynebacterium spp

Enterococcus faecium 
$

Streptococcus pneumoniae * +
Streptoc occus viridans

fpau-orpuqaremru aepo6u
Escherichia coli +
Haemophilus influenzae *

Haemophilus para-influenzae *

Moraxella catarrhalis f-
Proteus mirabilis

Auaepo6u
Prevotella

MunpoopraH[3Mtr c HacneAcrBeHa

fpau-noloxurensu aepo6n
Staphylococcus aureus

fpau-orpuuaremru aepo6n
Acinetobacter spp
Citrobacter spp
Enterobacter spp
Klebsiella spp
Legionella
Morganella morganii

Proteus vulgaris
Providencia spp
Pseudomonas spp
Serratia spp

AHaepo6u
Bacteroides fragilis

.IIpyru
Chlamydia
Mycoplasma
Rickettsia
x Klunuqnata eSunacnocr e AoKa3aHa 3a qyBcrBrrreJrHr4 r.r3oJrarr4 upu o4o6peHr4 KJTHHT{qHn noKt13Hgrl
+ [aroreHu c qecrora Ha pe3ucreHTHocr > 50yo
$ EcrecrseHo HHTepMeAlrepHr,r Br,rroBe

5.2 @ap*ranoxrrHer[rlHrr csoft crna

Pesop1tyun:
A6comorHara6nonanu,aHocr Ha aMoKcr{rrr4nraH 3aB}rcu or Ao3ara H e B rpaHHqHTe Mex4y 75 u90%o.
B rpaunqnre Ha Ao3I,ITe MexAy 250 mg u 1000 mg 6noHalrar{Hocrra (uaparraerpu: AUC u Cma
rurHeftuo nponopqPIoHiLIIHa Ha Ao3ara. B no-sucorcv Ao3vr crerreHTa Ha peaop6qz-r HaMzur-sBa.
Pesop6qv-ara He ce noBrr4qBa or cbnbrcrBarqur npneM Ha xpaHa. flepoparHoro n
eAuHIiqHa Ao3a or 500 mg aMoKcHUHnI{H BoAH Ao rrJra3MeHr4 KoHueHTpaqru or 6 - ll mgll



[phJIo)I(eHI{ero Ha eAI'IHHqHa Ao3a or 3 g auoxcuqLrJlzH IrJriBMeHara KoHrleHrparlz-f, Aocrara 27 mg/I.flncosare IUIa3MeHH KoHIIeHTpaqpII4 ce orKpnBar oKoJro l-2,aacacJreA npr4Jrolr(eHaero.

Pasnpedeneuue;
Crrpsnaneto c 6elrrqure 3a aMoKckrrrvur:,,rH e npu6tuznremto l7%o. TepanenruvHr.rre Hr4Ba Ha
JleKapcrBoro ce Aocrl{rar 6tpso B cepyMa, 6elure Apo6oBe, 6porrxzarHzre cerpera, TeqHocrra B
cpeAHoro )rxo, )IsrbllKara il ypLrHura. flpu 3ApaBI,I MeHzHrrr aMoKct4rllrnuH TpyAHo 4uSyH4apa eqepe6pocuzHanHara rerlHocr' AnaorczquluH rrpeMr4HaBa rrpe3 rrnarleHTara r{ B MzurbK rrporleHT ce
eKcKpeT}rpa B KbpMaTa.

Euomp anc Q optwaqun u erututuHup aH e :
fraeHH-flr nbr 3a eKcKpeqI'IJI Ha aMoKclrq[nrrH e 6r6perur. Oxolo 60-80%0r nepopiurHara Ao3a or
aMOKoI4III4JII{H ce eKcKpervpur B HenpoMeHeHa aKT[BHa Sopnra B yprrHara B paMKnre Ha 6 qaca cleA
rlpllJro)I(eHuero' a MULIIKa qacr ce eKcKperl,Ipa c xJlbqKara. flpu6tusvnemro 7 - 25% or rrplrJrox(eHara
Ao3a ce Mera6o.ilusfipar Ao HeaKTHBHara neHHIILnoeBa K]rceJrHHa. Cepynnruxr rroJry)Kr4Bor npq
naqHeHTH c HopMirJIHa 6r6peuna ,by"nq"" e npn6luszremro 1 - 1,5 vaca. flpn naqueurqre c
TepMHHirJIHa 6t6peuHa HeAocrarbilHocr cepyMHx:rr rroJryx(HBor e B rpaHurlure na 5 5o 20 uaca.
Berqecrsoro Moxe Aa ce oqrrcrBa qpe3 xeMoAuzL,rlr3a.

II e duampuvH a n ony r at4un
flpa HegonoceHl4 HoBopoAeHu c recrarluoHHa Br3pacr 26-33 cen.vrugvt, o6t4us,TeJreceH KJrr4pbHc cJreA
I'IHTpaBeHo3Ho nprrJro)KeHHe Ha aMoKcr.trlr4Jrr{H, AeH 3 or xr.lsora, c Hr,rBa MexAy 0.75 - 2 ml/min, e
noAo6es Ha KJrIapBHcalnavfirylrur (GFR) B TrBr,r norryJrarlur. Cre4 nepopirJrHo flpl,rnoxeHrre, Harrr{HBT
na a6cop6qus u 6uosasuqHocrra Ha aMoKcr,rqHJrI,IH npu MuurKH Aerra Mo)Ke Aa ce pa3narrraBa or re3rr
npH Bs3pacrHz. Cle4oaareJlHo, nopaAu :aaMare*vrl- rurupbHc (CL), ce oiraKBa eKcno3urlpurra ila e
yBenlrqeHa IIpu Ta3[I rpy[a rIaqI{eIITIt, MaKap r{e ToBa IOBI4IIIeHLIe B eKCIIo3I4IIHJITa Mo)Ke oT qacTH Aa
6r4e nonameHo or HaMaJIeHara 6uoHaruqHocr nopaAr,r [epopa.nHoro rrpr4Jro)KeHge.

5.3 Ilpe4rcnunnqHrr AaHHrr sa 6esonacnocr

HexlunuqnvlTe AalaHvI He rloKa3Bar oco6en pr{cK 3a xopara ua 6aza Ha KoHBeHrIr,roHzurHr4Te
QapnaaxolorpFlHll vsflv:rBa:avtaga 6esoracHocr, ToKcr{qHocr rrpn MHoroKparHo [p[naraHe,
TeHOTOKCLFIHOCT lI pe[pOAyKTHBHa TOKCrrqHOcT.

oAPMAqE B TIFIHTI IAIIHT,I

Cnncrm Ha noMorrlnrrre BerrlecrBa6.1

Jlzuonena KuceJrlrHa, 6esno4na
Harpuee 6eHsoar
Acnaprau
Ta-rrx
Tpunar-puen quTpar, 6ereogen
fyap ra-naxroMaHaH
CHr[qHes AHoKcr{A, npequnr,rrrapaH
Jlunaoneua eceHrlur, Ha npax
Eceuqux or rrpacKoBa-xaitcut, Ha rrpax
floproxaloaa eceHrIHJr, Ha rrpax

6.2 IfecrsMecrrrMocrrr

Heupuloxzrr,ro.

E330
EzII
E95l
Ess3b
E33 I
E4t2
E55l

6.3 Cpon na roAuocr



flpax sa lepopiurHa cycrreH3lrrr:
Pasrnopena cycneH3r4lr :

3 ro4uuu
74 mu

6.4 Cneqta.nnn ycJroBrrfl 3a cbxpanenrre

flpax sa nepopanHa cycneH3r{rr: .{a ce crxpautzanop,25"C

Pa":reopeua cycneH3r4;r :

crxpauanafire onaKoBKara rrJr'THo 3arBopeHa, 3a Aa ce npeAna3r4 or
BJIAIA

,{a ce crxpanrna no4 25oC

6.5 ,{annu 3a orraKoBKara

Eyrznrur or MaroBo crbKJIo (run III) or 60 ml c noJrunpo[rureHoBa, 3arrIHTeHa or Aeua KarraqKa Ha
uunr (HarucHu u saerpru)
Eyrulxu or MaroBo crtK.no (run III) or 100 ml c lonznporrureHoBa, 3arrlureHa or Aerra KarraqKa Ha
raur (narucuz n sampru)

Auoxcuqrarzu cangoa 250 mgl5 ml npax 3a rrepopuurHa cycrreH3nJ{
OnarosKu or: 6,60 g npax sa 60 ml nepoparrHa cyc[eH3r,r,
I I,00 g npax 3a 100 ml repopa.nHa cycneH3rlrr

Auoxcr,rquluu Cangos 500 mgl5 ml npax 3a nepop:rnHa cycrreH3v,r
OnarosKz or: 12,00 g npax sa 60 ml repop:urHa cycneH3rq
20,00 g npax 3a 100 ml [epopa.nHa cycneH3ru

Brnroqenara MeprrrenHa JIb)KlrqKa LLJrr{ clpl,rHrlonxa (c aganrop) IrMa AeneHr,r{ sa 1,25 mJ,,2,5 ml u
5,0 ml I{ e HanpaBeHa cborBerHo or rloJrr{npol]rJreH r4JIL noJlvilporrflneH 'r noJr[erlr,reH.

He ecuqru BHAoBe orraKoBKt4 Morar Aa6r+ar rD/cHarlr a npo4ax<6a.

6.6 Cnequa;rnN rrpeArra3nrr Meprrr rrplr rr3xBbpJrflHe r pa6ora

CreA Ao6aatHe Ha 55/51 ml BoAa Kr'M 6,60112,00 g rpax ce ro.rrJ^raBar 60 ml rorosa aa yuorpe6a
cycneH3l,rq.
CreA ao6an.rrHe Ha 92/85 mIBoAa KbM 11,00/20,00 g rpax ce rroJD/qaBar 100 ml roroBa ca ynorpe6a
cycrreH3l4r.
3a 4a ce npplrorBa cycrleH3l4flTa, HarlsJrHere 6yrrurcara c rtp.f,cHa BoAa Ao upu6rusaren1ro I cm ro4
cborBerHara M'spKa' 3arBopere H BeAHara paKjlarere.4o6pe. Cle4 raro nn:slutae claAHana ce .uo6ars
oTHOBO np.rrcHa BOAa TOqHO AO CbOTBeTHaTa M.f,pKa.
OrHoso pa3KJrarere 4o6pe.
cera 6.flrara Ao cBerno)KbJrreHlrKaBa cycrreH3'Jr e roroBa sa ynorpe6a.
PasKrarere 4o6pe 6yrulxam lpeAn Bc{Ko r{3TerJrrHe.

7 IIPI,ITE}ITATEJI HA PA3PEIIIEHUETO 3A YNOTPEEA
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