
KPATKA XAPAKTEPI,ICTI4KA IIA. IP.OAYKTA

1. IIME r{A JTEKAPCTBETTTIg [poAyr{T

Ocuanronc QTIICKTAB, 1000 mg, Axcneprrparrllr ce ra6lerru
Ospamox QUICKTAB, 1000 mg, dispersiLl" tubl"t,
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1r7ot !! ;1, igli

2. KAqECTBEII U KOJIITIECTBETI CbCTAB

ocnauoxc QTICKTAB cbA'pxa aM.K.HIII'LJrH."Tpwxn*pur. cborBercrBarrl Ha r rpau aMoKclrrlrrJrrrH.

3a nrrHus crtacbK Ha rroMorrlHrlTe BerrlecrBa, BH)rKTe roqxa 6.1.

3. JIEKAPCTBEIIA @OPMA

,{ncneprzpaqa ce ra6.nerna.
flpo4utroaara, 4nofiuorBlbKH:ula 6l'ta loxbJrreHu*aBa ra6rerxa, c AeJrnreJrHa qepra.

{elarennara qepra e caMo 3a ynecHJrBaHe Ha cqyrrBaHero, 3a no-JrecHo no'rbulaHe, a He sa AapiBAeJr{ Ha paBHr.r Ao3H.

4. KJITfiIIFIHI4NAHIII,I

4.1 TepanenrutrnrrtroKa3antrfl

ocnauorc QUICKTAB e npeAH:BHaqeH 3a [epopaJrHo JreqeHre Ha cJre.qHure 6axrepua:*rz
aHQercqau rp}rqIrHeHI'I or {yBcrBHTeJrHrd Ha aMoKcHrlrrJrrrH naroreHH (ex. ro.6a 5.l):r I4n0exql.Ir Ha ropHllTe AI'rxareJIHH nbrl{qa, BKJrIor{Barru4 zHQexquu Ha yurure, Hoca H fbpJloro:ocr6p orrITI4c lle4vIs, ocrbp cI{IIy3HT u AoKyMeHTI.{paH crpe[ToKoKoB ToH3lurrrr, [puquHeH orrpyna A 6era-xeuoJrrrrr{r{Ha crperrroKoKu

I4H0ercqrara Ha AoJIHHTe AID€TeJIHH nbrvqa: ocrpa eK3arr eplaqutHa xpoHlrqe' 6porrxur,
npzgo6tna n o6rqecrroro rrHeBMoHzrr
Zn0exrlnr Ha AonHlrre rrr{KorIHH nbrr4llla: qucr}rr
llpo Sr.r-uanr uKa Ha eHAoKapAr.rr
Jleqesae Ha paHo noK:rJII'I3I'IpaHa vrurpaHo AuceM :lllnpaaaJlafinacxa 6orecr, acorluupaHa cerythema migrans (cra.qzfi l)

o EpaAaxa]!|fll Ha Helicobacter pylori: rpl4 noAxoAxrqa rorvr6nn a\ut cApyr anru6aKrep':rneH
areHT A TIOAXOA'Iq [porLtBot3BeH rIpoAyKT rrpr4 Bb3pacrHz rrau]reHTu c H. pylori cBbp3aHH fl3BH.

Heo6xo4I't.to e cro6pas.[BaHe c o0aqua-rrH'Te MecrHr ,,penopbK' (uanp. HaunoHzrJrHLr ,,pe,1op."Kx) 3arrpaBr{nHa ynorpe6a na anua6arr epilur:rtr cpeAcrBa.

4.2 .{ornponra rr Haqlrn Ha rrprrJroxenrre

ctqecrnyran ApyrunpoAyKTr{, cbAbpxarrlu aMoKcr{qLLnuH B Ao3oBH Qopnrz, noAxoA{rqr,r 3a
AO3I,IPOBKI,I NA42 gAHEBHO, KAKTO ]?-TA:K:?IBAB JIEKAPCTBEHU QOPITU, TIOAXOA,XIN 3A,{EUA.

,{osupoKara Ha aMoKcHqunHH saBvtcuor Bb3pacrra, TeJlecHoro rerJro ra 6r6pevHara SynrqHr naraqneHTa' or re)Kecrra H JIoKuuIH3aIIuflTa Ha zuQercqu.ara, KaKTo r,r or noAo3rr paH;11A rdJrr4 AoKa3aH6arrepnaleH rrpatrraHr{TeJr.



Ta6lerxata Moxe Aa ce H3noJ,,Ba uo ABa HaqrHa. Moxe .,6pBo Aa s pa3TBopr4Te B'"B BoAa H cJreAToBa Aa t a3rlllere wru Aa { npHeMere Ar'IpeKTHo c BoAa. Ta6lerrare Morar pa 6raarcrryneHr4, ga AaCE YNECHA IIODIbIIIAHETO LIM.

ocnauoxc QLICKTAB Mo)Ke Aa ce npueMa upeAa, no BpeMe wtur crre.XpaHeHe.

JfeqeH[e Ha rlndexrlrr:
flo npnHqnn JleqeHl{ero rpx6ra Aa npoAbJDr(u2 ro3 4Hu cre4 orrrJrM-flBaHe Ha cr,Mrrouzre. _flpr.ruu0erqun, np[qI4HeH]I or 6era-xenaoJl]rrnr{Hr.r crpenroKoK}r JreqeHnero rpt6na4a npo4rnxa 10AeHa, 3a Aa ce IOCTI,TTHe epaAnKaIII{r.

flapeHrepalHara repa[plfl e noKa3aHa, aKo [epopiuHr.rr 116T Ha npr4no)KeHr{e ce cqura 3aHenpI'rJ'Io)KHM vuut HerIoAXoAtxI ea ynotpe6a pt oco6eno .rp" 
".r"-"o 

JrerreHze Ha re)rffia uneexqnx

o6uqafinara Ao3a o6xnarqa I{HrepB:rna ot-50--g 4o 39 auoxc 'rrwrHHAHeBHo B ABawr.TpurrpueMa.

Cne4uatuu npenopbKu 3a dosupaue
ToHsHnar: I g,4na rIsTI'I AHeBHo. flpo4rnx<zreJrHocrra Ha JreqeHlrero rp.r6ra Aa 6rAe 6 puu.
9"tpu exsaqep6aqr4r Ha xpoHr{.runr 6porrxrr npr4 Bb3pacrHra: I g Ara rrbr' AHeBHo.flpnao6n'ra n o6ulecrsoro rrHeBMoHut: r grpu nbra AHeBHo (na acexz g vaca).Jlafiucxa 6olecr (usonupaua erythema mi!ran$: 500 mg Ao I g rpflnrruAHeBHo B rrpoAbJrx(eHrre Ha14-21 auu.
Epa[urcaqux sa Helicobacter pylori: aMoKcr,rrlr4:rzH I g gra rrbrn AHeBHo, e rona6nn ar\H, cruIapl4TpoMaqutr 500 mg ABa ntru AHeBHo H oMerlpa3ot20 mghJrr,r JraH3onpa3oJr 30 mg ABa.'..'TprAHeBHo B npoAbJDKeHtIe Ha 7 - 14 4na. flpvt norryJlallr4rt c rroBeqe or 20o/oplr""t"*"ocr KBMKJrapr4TpoMr.IqnH rp.r6ra Aa ce o6uracnll arrrepHaruBHo JleqeHr{e.

ffauuenmu e uanDeduana ebsDacm
.{osuponxara e Karo ra3I'I IIpa Bb3pacrHH, OCBeH fipH Hanwrue Ha HapyueHa 6r6pevHa QyHrqz.e.

.{osara rpr6ra Aa 6tAe HaMaJIeHa npu [aqneHTrr c re)KKo yBpex(AaHe na 6r6peuHara QyHxqra.a. IIpuTIaIIHeHTI{ c 6t6peveu KJILIpbHc [o-ManbK ot 30 mvmir, a" ,ri".ropbrrBa yBer'qaBaHe Ha Ao3oBr4rrHHTepBan vrlrr iloHyDKaBaHe cJreABarrlure Ao3rr (nx. rovxa 4.4).
B crYqa; ua 6r6pevua HeAocrarbqHocr He Morar Aa ce ilpw,-ar KparKocporrHr4 TepaneBTHr{H}l
KypcoBe c eAHoKparHa Ao3a or 3 g.

mHu (gKItOUUmenHo I a
KpearuHzuoB KJrrrpbHc
mVmin Aosa I4urepral MexAy

rrpr4JIOXeHHJITa>30 He ce HararaKopeKrlr4;{.

10 -30 flolorr,rnara o:r o6nqafi Hara
.rIo3a. 12h

<10 flonosnFrara or o6nqafi nara
.uo3a. 24h

flpa xeuo4uaJr*3a:500 mg rpt6za pa6'sgar rrp'rror(eHu B Kp.u Ha Avrurvr3*ara nporleAypa.



flpodalaxrura na esaoxaprnr

2 - 3 g aMoKcr{rIr4JrLtH nepopanHo eAr4H qac npeAu xr.{pyprrrecKara nporleAypa.
3a 4onunureJrHl'I le]:afiira (nanp. 3a uocronep arvtBla aHru6norntHa npo6anarrzxa) u onucaHue HapHcKoBnre naqrreHTl'I rpr6ra Aa ce HanpaBH KoHcynrarJHA c MecrHr4Te o$aqaa;rHn rp"rrop"*" runpo$lurarrnKa Ha eHAoK ap ALrr.

4.3 ffpornnonoKa3aHllq

Ocuauonc QUICKTABe nporr{BonoK:BaH npu naq}reHru crc..

Cnprx'ryncru.ITenHocr KbM [eHHIII{JIlru; rpr6na Aa ce vManpeABr.{.q KpbcrocaHa iureprur{Ha
peaKrrnr xrna B-laHrausu a:rtru6vrorvrrrvt raro qe$a,roc[opr{Hx.

cnptxvyrcrB'TeJrHocr KbM HrrKoe or noMorrIHlITe BeluecrBa.

Cneqna.rnu trpeAyrrpexAenrrfl rr rrpe.qfla3nrr MepKr.r npu yuorpe6a

flpe4u 3aloqBaHe Ha JreqeHue c aMoKcLIIII4nnn rp.a6na Aa ce npoBeAe BHr{MarerHo [poyrrBaHe 3a
HacrbrII4rII'I B MI'IHZInOTO peaKIII,IU Ha CBpbxqyBcrBr.rreJrHocr KbM IleHr.rrlzn[Hu n qesaloc[optlHrr.
Tp-n6na Aa ce I'IMa npeABplr KpbcrocaHara cBpbxrf/BcrBr,rreJrHocr (lO % - 15 %) c qe6anocnopgHr.r.
I4rua cro6uleHl{rl 3a cepl{o3Hn It B orAenHH cJrJrqau {ararHz peaKqr,rr4 Ha cBpbxrrytscrBr.rreJrHocr
(aHaQnnaxrozguu) npn naqr{eHrr{Te Ha JreqeHr4e c neHr{ur4nuH.
Tesn pearq[rr HacrrnBar c rlo-roJr.f,Ma Bepof,THocr rrpu naqueHTvre c aHaMHe3a 3a
cBpbxrryBcrBnTeJrHocr runr 6gra-narrauna anrn6 uorvlrJ*t.

flpn naqzeHTr'r c yBpe)KAaHe Ha 6r6pequre, eKcKpeqlrrra Ha aMoKcrl\wrvtH'Ie 6rae sa6aseHa r,r e
3aBl4cllMocr or crelreHTa Ha yBpe)KAaHero Moxe Aa ce Hano)KH Aa ce HaMzuru o6qara AHeBHa Ao3a(nx. rovxa 4.2)

flpo4rmr<rEreJlHara ynorpe6a Ha aMoKcI{Irr{Jrr{H B H{KoLr crr.'. travMoxe Aa AoBeAe Ao cBpbxpacre)r( Ha
HerryBcrBt4TeJrHz MlIKpoopraHI43MH ulu ru6nqxa. CreAosarenHo narlr{eHTure rpr6na Aa6tAar
BHr.rMareJrHo na6aroganaur,r 3a cynep[HQexqua.

9ecrorara ua ana$wtaKTl{rleH IIIoK rI Apyr' Te)KKH iurepr'rr{Hr,r peaKrllru e psAKa cJreA nepopiureH
rIpI{eM Ha aMoKcllqn-nzn. BrnpeKI,I ToBa, [pI,I HacrblBaHe Ha raKrrBa peaKrlr4r.r rpx6va galrgar
rlpeAnpHern noAXOAtIrIlr MepKI4 3a C[errrHo JrelIeHHe: HHTpaBeHO3HO rrpturoxeHlre Ha enuneQpnn,
nocJIeABaHo or aHTrrxllcraMrHoBlr JreKapcrBa, o6euno 3aMecrBaHe H rrpkrJroxeHqe Ha
rnroKoKoprl'IKoHAI{. flaquenrure rpx6na Ea6r[ar [ocraBeHr,r noA crporo na6lro4eHrae u rrpg
neo6xo4nuocr Aa ce rlpurlo)taT AoIrbJIHnreJrHr{ TepaneBT""rr" r"p*" (nsrycrnena 6elogpo6ua
BeHTnJraqtu, xucnopo4).

Haluque'ro Ha BrrcoKa KoHllenrpaqldt Ha aMoKcuwuruHB yp'Hara Mo)r(e Aa rrpvq'H,rnpeqnlr,rraqr4t
Ha rIpoAyKTa B ypHHapHlITe KarerpH. flo tasu rIpHqI,IHa Karerpr.rre rpx6na Ia 6rrar r{3cJreABaH}r
BLl3yilJIHO ilpe3 I,IHTepB:lJrr.r OT BpeMe.

flpu nacoxll 4osn rpr6na Aa ce rIoAABp)Kar aAeKBareH rrpr{eM Ha reirHocr' 14 orAenrHe Haypv*a, sa
Aa ce HaMaJIkt.IIO MI4HI,IMyM Bb3MOXHOCTTa 3a rrpeAu3Br.rKaHa or aMoKchr\wr]s/H KpHCTaJrypHJr.

ocnauoxc QUICKTAB rpa6na Aa ce H3noJI3Ba c loBarrreHo BHvMaHue rrpu nauveHTa c Br{pycHn
uHQexquu, ocrpa nzvrSoql4rHa JIeBKeMLII uru r,rn{exqproHHa uo"ory*nebsa (uopaAra [oBqrrreH pr{cK
or epxreMaro3Hlr Ko)KHr.r o6punz).

4.4



flpu uorna Ha rexcKa I'I repcplcrupan]r- Auapvl-rptlna Aa ce HManpeABHA ucen4oueu6paHo3eH KoJrlrr
(B uoBeqero crrYi€;.ff nprquHeH or Clostridium difficile). B rarana cn,.lrtilnpneMbr aa Ocnauorc
QUICKTAB rpx6na Aa6rre upeycraHoBeH." Aace 3arrorrHe aAeKBarHo JreqeH'e (Hanp.: BaHKoMLrqr,rH
4 x 250 mg nepopa.nno).

Kanro u rrpv ocraHaJrr4Te 6era-lanrau su awru6uorarlrr, B cnryau Ha repailHfl, c Br{coKr{ 4osu rp.n6na
Aa ce MoHuTOpHpa KpbBHaTa KapTr,rHa.

Tepamax c BHcoKH 4osz 6era-laKTaMHu auru6uorugv npr4narIHeHTH c 6r6pevna HeAocrarbqHocr
LrJtLlflpvnaAbIII{ B aHaMHe3ara, KaKTO 14 neKyBaHa enr.rJlencpul H MeHHHrr4T, MOXe B HrKor{ cily\aH Aa
AOBeAe AO nplrnansqu.

Iloseara Ha reHepturl{3upaHa epI{TeMa c rpecKa vryc^tyrrr4B Haqruroro Ha JreqeHuer o rpt6na aa
rIpeAn3BI'IKa CsMHeHxe 3a reHepann3llpaHa ocrpa eK3aHTeMHa rryCryno3a; TaK[Ba Cr]].|litrl]? Hzurarar
[peKparsBaHe Ha repaflvltrra, a 6r4eIqo nplrJlox(eHue Ha aMoKct4rlt4JrrdH e rrportrBo[oKa3aHo.

ocnauonc QLnCKTABcbAbpx€ acrapraM (E951) urpx6eaAa ce H3noJr3Ba c rroBr{rxeHo BH}rMaHEe
IIpu naIIHeHTu c QenalrETolryplrt. IIpu xolroazrorHare naqfler{rpr c Qenurxerorry?r,rJr KoJrrrqecrBoro
na QeurulalaHl{H, Kogro ce AocraBs or acnapraM , rpx6naAa ce BKrrorrBa B H3qr{cJr eHwrra fipn
r,r3foTB.rIHsTO Ha AneTuqHr4fl pex(xM.

flpz e4noapeMeHHl{t ''ptoeM Ha aHT]IKoaryJraHTr,r c aMoKcrrrlr4n'H Mo)Ke Aa ce Hano)Kr{ KopeKrlrr,r Ha
Ao3ara Ha aHTr.rKoaryJraHTvre (nx. rovra 4.5).
Croftuocrure Ha MerorpeKcar B ceprya rpxlnaAa ce MoHrrropupar BHr,rMareJrHo npu
eAHoBpeMeHH|rs W [pveM c aMoKcrrrIHnNH (ex. roqxa 4.5).

4'5 BsallDroAeftcrBlre c Apyrn JreKapcrBeH[ rrpoAyKTrr rr Apyr[ Qopmn Ha B3auMoAeficrnne

Crnrrcrsaq[ reqenrlfl, Korrro He ce nperropbqBar

Auonypuaon
E4HonpeueHHLI-f,T rIpHeM Ha ano[ypaHoJr Mo)r(e Aa AoBeAe Ao nosBa Ha Ko)KHH tureprprr{Hr,r peaKrlr4z Lr
no Ta3U npFrxHa He ce npenopbrrBa.

,Quzorccuu
Btguoxna e rIoBHIrIeHa a6cop6qnr Ha AriloKcHH rrpra eAHoBpeMeHHo npriloxeHlre c aMoKc vrrJvtlvrH vl
KOpeKIIIdI Ha AO3aTa Ha AHTOKcLIH.

Aumuxoaeynaumu
E4nonpeueHHlltr npueM Ha aMoKcuukrJrvrH c aHTr{KoarynaHTH or K).Map}rHoBr.rrr KJrac Moxe .qa AoBeAe
AO YAbJDKABAHE HA BPEMETO HA K6PBEHE. MOXE AA CE HAJIOXH KOPEKIIXq HA AO3ATA HA
aHTI'IKoarynaHTure (mx. rovna 4.4).3uauurenen 6poft cro6uqenur rroKa3Bar noBrrrrreHa
aHTI'IKoarynaHTHa aKTIaBHocr rrpn naqlreHTu, [pneMarqu anru6uo'tlrqu. Zu$ercquo3Hltrr H
Bb3tIzuIHTenHI'Itr npoqec, Bb3pacrra ra o6uloro clcro.f,Hr{e Ha rraqlreHTa ce oKa3Bar pr4cKoBlr $axropu.
flpz reeu o6croqrercrBa e rpyAHo Aa ce olpe.qeJrlr Ao KoJrKo HapyureHlrero sa INR-ce AbJDKr.r Ha
unQexqu.rra u Ao KoJIKo sa HeftHoro JreqeHue. ZseecrHo e, qe npu HrKolr rpy[H anru6uorut\u
Hapy[raBaHero Ha KoaryJralluJrra e no-r,Bpa3eHo, Ha[p. $rryopoxunoJroHr4Te, MaKpoJu4Ar{Te,
TerpaIIHKJrnHlrre, Ko-Tpr,rMoKca3oJr lt Hf, KoH qeQalocnopraHu.

Memompexcam

LIua cto6rqoava 3a nsauuogeficrB[s Me)K.4y aMoKctlrlr4nr4H ri MeTorpeKcar, KoHTo 86A{T Ao
ToKcl4qHocr Ha MerorpeKcar. flpn naqLIeHTLr, Kor,rro rrppreMar eAHoBpeMeHHo aMoKcHIIvrrrHH14



MerorpeKcar, cepyMHI4Te crofiHocrtl Ha MerorpeKcar rp.f,6Ba Aa ce npocnegl1Bar BHr4MareJrHo.
Anaoxcnur'uuH TIoHLDKaBa 6t6pevnur KJIt4pbHc Ha MerorpeKcar, BepoqrHo qpe3 KoHKypeHqr4r 3a
o6qara ry6ynua cacreMa 3a ceKpeqnr (nx. rovrca 4.4).

II ep op atnu xopMoHcuHu KoHmp aqenmunu
Ilpruroxeunero Ha aMoKctrqu,Jrr,rH Mox(e npexoAHo
nporecrepoH H Mox(e Aa noHr.DKH e$nxacnocrra

Aa noHwKr.I rrJra3MeHr{Te HprBa Ha ecTporeHr{ I.{
Ha flepopiurHaTe Koprt4nocrepor{Ari. flo ra":n

4.6

nputlHHa ce npenopbr{Ba Aa ce B3eMar AorrsnHvreJrHr{ HexopMoHzurHH KOHTpaqemHBHpr MepKr,r.

Ipyzu Qopttu ua ezaufitodeilcmeun:
o oopcupaHara ALryp$a BoAr{ Ao TIoHID(aBaHe Ha KoHrleHTpaqur{re B KpBBTa qpe3 noBr{rrreHo

e JIvI0'lIlHVtp aHe Ha aMoKc Lr\lrrrl./.H.
o flpenopbqBa ce npI,I H3ciIeABaHe 3a Harnrrue Ha rJrroKo3a B ypuHara rro BpeMe Ha JreqeHrde c

aMoKcHIIrurr{H Aa He ce IiBnoJr3BaT eH3HMHH IJIIoKo3ooKcuAasHkr MeToAIr. IIopaAz BHcoKaTa
KOHIIeHTpaqvx, Ha aMOKCHIII4JIUH B yp[Hara npu n3noJr3BaHero Ha XLIMHqHZ MeTO,IIII qecro ce
ortrr4rar Sa-uuuno nono)Kr4TeJrHH peyJrrarn.

o Brs Br{coKI'I KoHqeHTpaq[a aMoKcr,rqlrJrrdH Mo)r(e Aa noHrarKn pe3yJrraruTe or z3cJreABaHe Ha
cepyMHr{Te IJrroKo3HLr HUBa.
AuoxcnqulaH Mo)Ke Aa rIoBJIrrJIe recroBere 3a nporel{Hu, Koraro ce r{3rroJr3Bar KoJropxMerpr,rrrHu
MSTOAH.

Epeuennocr rr KbpMeHe

An'roxczqranuH npeMl,rHaBa [pe3 rrJraqeHTara v Qera-ururre [na3MeHH KoHrleHTpaquu ca
npn6lusnre tno 25 -30%o oT rura3MeHr,rre KoHrIeHTparIHr.r npH uaftrara.
[aHHzre or orpaHl{qeH 6pofi eKclo3npaHn 6peuennocrr{ He rroKa3Bar, qe aMoKcuqHJraH oKa3Ba
ne6larolpnxrHo BJIHTHI{e Bbpxy 6peueHuocrravrftr31paBero Ha Seryca/nonopoAeHoro aere. Ao
MoMeHTa HtMa Apyrn peJIeBarrTHI4 erILIAeMlIoJIorHrIHIr AaHlf,u. Excnepuuenr€rJrHxre npoyqBaHvr np*I
)KI'IBOrHI4 He rloKa3Bar rlptKo lrJrr{ Henp.rrKo BpeAHo srgAeficraze B6pxy 6penaeHuocrra,
ena6puonalHoro/Qeranno pa3Brdrpre, porAaHero r{rlr [ocrHaraJrHoro pa3Br4Tue (nx 5.3).
rlpe4lucnauero Ha 6penaennz xeuu rpx6n a ra 6sre c noBurrreHo BHr,rMaHue.

A*roncnqulr,IH ce orAeJlfl B KbpMara. .{ocera ne ca cto6rqaBanvr BpeAHH eQenrz 3a KbpMaqero cneA
npHeMaHe Ha aMoKcI,rq[JIHH or uafixara. AuorcuqlurrH Mo)r(e Aa ce [3noJr3Ba [pe3 nepuoAa Ha
KbpMeHe. flpu norna o6aqe Ha croMaluHo-r{peBHr4 HapyrxeHuJr (Auaput, KaHAlAo3a }rJrr.r Ko)KeH
o6praa) y KbpMaqero, KbpMeHero rpr6na Aa ce npeKparv.

4.7 E$ercrn Bbpxy cnoco6nocrra sa uroQupaHe rl pa6ora c Marrrnnrr

Ocnauonc QLICKTAB He rroBnHJIBa cnoco6nocrra 3a uro$upaHe upa6orac Marrrr.rH]r.

4.8 HexelanuJreKapcrBeHrrpeaKrln[

B rasu roqKa He)KenaH[Te peaKrlr{H sa 4eQuHrapaHlr KaKTo cJreABa:
9ecru: ( >/100 Ao <1/10)
Heqecrn: ( >/1 000 ao <1/100)
Pe4ru: ( >/10 000 ro <1/1 000)
MHoro peAKlr, BKJrroqlrreJrHo Ir3oJrlrpaHu cro6Iqenu.s: (<l/10,000), c neuseecrna qecrora (or
HaJIHqHxre AaHHH He Moxe 4a6rge HarrpaBeHa oqema)

llndenunu n uudecraqnn

Heuecmu



CynepunSeKIIHlI r'I KoroHu3arlns c pe3HcreHTHH MLtKpoopraHH3MH wtu rc6uqxuKaro opaJrHa nng
BarrrHuLIIHa KaHAHAo3a cneA rIpoAbJDKr,rreJrHa Lr [oBTapsqa ce ynorpe6a Ha arvrorccvt\uflrvt1.

Pedxu
EosuHo$rutlrr lr xeMoJrlrrrdqHa aHeMr,rJr.

Muozo pedxu
JlesrconeHut' HeyrporleHl{t, rpal{yJIoIII{ToneHr.IrI, rponr6oqnro ileHyIg, [aHrlr{ToneHr4r , a:r,e.,.llvly.,
Mllenocynpecldfl, arpaHyIroIII{TO3a, yAbJDKaBaHe Ha BpeMero Ha KbpBeHe }r yAbJDKaBaHe Ha
nporpona6uHoBoro BpeMe. Bcnqxu re ca o6parunrnpvrrpeKparrBaHe Ha JreqeHlrero.

IfaDymen[q Ha [MyHHara cflcreMa

Pedrcu
Orox Ha napl4HKca, cepyMHa 6orecr, aleprr{rreH BacKyJrr{T r.r ana$ara61raqeH rrloK.

IIaDymeH[s Ha Hepsnara cncreMa

Pedrcu
E$erra or crpaHa na I-fic BKJrroqlrre:rHo xx[epKHHe3vr*,3a*aflHocr u
ce flosBrr npx naq]reHTu c HapyxeHa 6r6peuHa $ynxqzr, eflvrrerrcua,
naIIpIeHTI,ITe, KOI{TO noJryr{aBaT BHCOKIT AO3I,I.

CroMamuo-qDesH[ naDvureHuq
Vecmu

fapqoBe. frpvorere Morar Aa
MEHI,IHII,TT HNI/ilPI{

OmaxsaHl,It or crpaHa Ha croMaxa, ra(eHe, sary6a Ha arrerur, noBpbrqaHe, QraryreHqurr, M9KH
LI3[pzDKHeHLtt, Alrapv9., eHaHTeM (oco6eno s o6racrra na ycrara), cyxora B ycrara, Hap)rureHr4;r Ha
BKyca. Tesn eSercur Bbpxy racrpol4rrrecrrlH€lJrHara cncreMa B foJlf,Ma crerreH ca JreKH fro rexecr H
qecTo orlrryMtBar rlo BpeMe Ha JreqeHuero Lr MHoro cKopo cJreA 3aBbprlBaHe Ha reparrr{lrra.
9ecrorara Ha re3n He)I(eJIaHI,I peaKlrnrr Mo)Ke Karo rrrno Aa ce HaMaJrr{ rrpe3 [pHeMaHe Ha
aMoKcHqLrJrlrH no BpeMe Ha xpaHeHe.

Pedxu
Oqretrnanero Ha noBbpxHocrra na sr6r,rre (oco6eno rpLr Lr3[on3BaHe Ha cycrreH3r4rra) e prAKo.
O6arHoseHo rrpoM.f,Hara B rlRe'ra Mo)r(e Aa ce [peMaxHe qpeg rd3MHBaHe Ha sr6nTe c qsrKa.

Muozo pedxu
flpu no.ana Ha nepcucrl{pau\a AHapHA rpx6na4a ce o6cr4lr MHoro prAKara Bb3Mo)KHocr 3a
nceeAoMeN,I6paHo3eH KoJII{r. Ilpluarauero Ha neKapcrBa [orucKarrlfi repncranrr{Kara e
npoTr4BorroKa3aHo.
flovepnxaaHe Ha e3uKa.

Xenaro6n.nnaDnu naDvurenus
Heuecmu
Vuepeuo x npexoAHo noBurrraBaHe Ha r{epHoApo6nure eH3HMH.

Pedxu
Xenarur H xoJlecrarr{qeH L.IKTep.

HaDyurexus Ha roxara rl uoaKoxxara rrKag
Vecmu
KoxHI'I peaKIILIH Karo eK3aHTeM, npyprrryc,yprvKapua; xapaKTepHuxr naop6uruQopueu eK3aHTeM
HacrbrlBa 5 - I I aena cJIeA HaqaJloro Ha JrerreHuero. Hesa6aBHara rto.flBa Ha ypruKapr{Jr e 6erer sa



iulepr[qHa peaKrIIiJI KbM ,IMOKCHIII,HIIH In IIo Ta3u nplrqHHa JretreH]reTo Tps6BA Aa ce IIpeycTaHOBH.

Pedxu (ecrc. cuuqo mouxa 4.4)
AHrIaoe4eu (elena Ha Krunxe), epl{reMa uynru$opnae eKcyAarHByM, ocrpLt reHep:rnu3rrpaHLI
rrycrylrpr, CuH4pou na Lyell, CuH4porvr na Stevens-Johnson, ToKctrqHa enurepMiurHa HeKponr{3a u
6yloseH n excSoruaraBeH AepMarnr.

HaDyurenuq Ha 6r6peu[re
Pedrcu
Ocrrp ur{repcrlrqr{anen HeSpur. Kpzcrarrypar.

O6ttlu naDynren[s tl edenu Ha prscroro Ha nD[roxeHne
Pedrcu
Jlerapcrnena rpecKa.

4.9 rIpe4osnpaxe

CrEunroir,rrE na upe.{ogr.rpane :
Auorccnqull{H Karo IIrJro He e cBbp3aH c ocrpr,r roKcr{qHu eSexru Aopr{ npu cnyuafiHo rrpueru
BlIcoKH 4osu. flpe4o3upaHero Moxe Aa AoBeAe Ao clrMnroMu Karo croMatrrHo-qpeBHlr, 6r6pe.rHu u
HeBpo[cI4xlrqHI'I Hapy[IeHIu H HapyueH 6alasc Ha reqHocrLr lr eJreKTpoJrr,rrn. flpu naqueHTu c re)rcKo
yBpeAeHa 6t6pevHa $y"*urut MacHBHoro npeAo3HpaHe Mo)Ke Aa AoBeAe Ao 6eresz Ha 6r6peuna
TOKCHqHOCT; Bb3MO)KHa e fro.sBa Ha KpHcTarryp[s.

JleqeHrae na nDenosupaHero:
Hxua cuequQaueH aHTr,rror 3a rrpeAo3rrpaHe c aMoKcw\vtrvrH.
JleqeHero ce cbcron Ha lrbpBo M.scro B [pu,naraHe Ha aKTHBeH Bbr.lreH (o6uxHoneHo He ce H:urara
croMalrlHa npouuaxa), I4Jrt4 clrMrlToMarlrrrHo reqeHue. Oco6eno BHrrMaHlre rp.n6na 4a ce o6rpne Ha
BOAHT.TS H eJreKTponr,rTen 6alauc Ha [arI]reHTLrTe.
Auorcaqr.ullH Moxe Aa ce enHMHHHpa qpe3 xeMoAnanrasa.

5. OAPMAKOJIOII4TIHII CBOIZCTBA

5.1 Oapuarco4llHaMtrqxrr cnoficrna
ATC xoc: J01CAO4
OapnaaxorepaneBTutrHa rpyna: B-narcraruHr,r anru6axrepvralrHvt cpeAcrBa

O6ruu csoficrea
Auoxcnqull{H e aMl4Ho6ensurueHlrrlprJrr{H, rofiro uua 6arrepurrurHo geftcrrue vpes unxn6rpaHe Ha
clrnTe3a Ha 6axrepua-lHara KJrerbqHa creHa.

Mexagugtnr ua pegucrenurocr
Eanrepnure Morar lLa6TAar pegHcreHTHH K6M aMoKcr4rlr4Jrlrn (a rara cGrrlo Lr KbM aMrrr,rrrr4JrprH) rrpe3
npoAyqupaHe na 6era-laKTaMa3LI, Kolrro xHIpoJrH3I4par aMllHorreHurJvrnvmvtre (xzgponusa, Korro
Mo)Ke Aa 6tae ut+xu6vpalaa or KJIaBynaHoBa Kr.rceJruHa), upes npoMeHH B neHlruzJrr{H-cBbp3Barrlure
IpOTeHHLI, nOpaAH HenpOlycKJII'IBocT 3a JIeKapCTBOTO IIJIH B p$yJITaT Ha MeXaH}I3MI,I, r.I3XBbpJItIIIv rO
or ruIerKara. B egun MI{KpoopraHH3bM Moxe Aa cbrrlecrByBar eAHoBpeMeHHo e1n:r-1urunoBeqe or
Te3I4 MeXaHI{3MI4, KOETO BOAII AO [pOMeHJruBa H HelpeAcKa3yeMa KpbcrocaHa pe3r,rcreHTHocr KbM
Apyrl4 6era-nartanau u alrrn6axrepanHr.r neKapcrBeHr4 cpeAcrBa oT ApyrH KJracoBe.
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Ifaroren fpannqn Ha qyBcrBrrrerrHocr
Enterococcus 4/8
Apyrn crpenroroxn 0,5/2
H. influenzae 1/ l
M. catarrhalis r/1
N. meningitidis O,I2/ I
Gr C) aHaepo6n 0,512
Gr (+) anaepo6ra 4/8
HecsrpaaH[ c olpeAeJreH BHA rpaH]rrlr4 z/8
9yscrsr,rrerHocr:
PasnpocrpaHeHrrero Ha pe3ucrerrrHocrra Mo)Ke Aa ce npoMeHr c reorpaScxoro rroJro)KeHue H
BpeMero 3a H3onllpaHnre 6axrepnanHu IrIaMoBe H 3aroBa e Heo6xo4llMa JroK€urHa uu$opuaqnx sa
pe3HcreHTHocrra' oco6eno npureqeHlie Hare)KKrI uHSercquz. flpra ueo6xo4rrMocrrpx6na Aa6r1e
[orbpceHa eKcrleprHa KoHcyJITaqvt Koraro noKzlnHoro pa3[pocrpaHeHile Ha pe3HcreHTHOCT e raKOBa,qe ron3ara or JIeKapcrBeHHs npoAyKT npa rroHe HflKonKo Bvra uH$enqnu e [ocraBeHa noA Bbnpoc.

MnxpoopraHtr3Mlr, Kolrro o6nrnoneno ca qyBcrBrrreJrnrr
Aepo6nn fpau-noloxrareaspr
Bacillus anthracis
C orynebac terium diphteriae
E nt e r o c o c cus fa e c a li s$
Listeria mono cytogenes
Streptococcus agalactiae
Streptococcus bovis
Streptococcus pyogenes *
Aepo6sz f pau-omnuarelnu
Helicobacter pylori
Neis seria meningitidis
Anaepo6un
Peptostreptococci
.Ilpyru
Borrelia
MutcpoopraH[3Mn' rrplr Kolrro npuAodnrara pe3rrcreHTHocr Morr(e Aa rrpeAcraBJrflBa npo6;reu
Aepo6sz f pana-noloxuremru
Corynebacterium spp
Enterococcus faecium$
stap hy lo co c cus aureus (uerzqrurrEn-rryBcrBr{TeJr Hvt vtxr* pesncreHruu) *

Streptococcus pneumoniae * *

Streptoco ccus viridans
Aepo6su f pana-orpuuaremrpr
Escherichia coli
Haemophilus influenzae *

Haemophilus para-influenzae *
Moraxella catarrhalis*
Neisseris gonorrhoea
Proteus mirabilis
Asaepo6nu
Prevotella



Fusobacterium spp.
Mnxpoopranrr3Mtr c rrbpBrlqua pe3rrcrenTuocr
Aepo6Hu fpau-orpuuarelna
Acinetobacter spp
Citrobacter spp
Enterobacter spp
Klebsiella spp
Legionella
Morganella morganii
Proteus vulgaris
Providencia spp
Pseudomonas spp
Serratia spp
Asaepo6sa
Bacteroides fragtlis
.IIpyrn
Chlamydia
Mycoplasma
Rickettsia
* Knrlnuquata e0uracnocr e 6rua AeMoHcrplrpaHa npn H3oJrnpaHure qyBcrB[renHn KyJrrypr{ 3a
o4o6peHra KJIr{HlIrIHr.r noKa3aHns
* CreneHra Ha pe3rrcreHTHocr Ha naroreHllTe e > 50 %o
$ EcrecrseHo HHTepMe Ar'ep:alz uIaMoBe 6es onpegereH MexaHr.r3bM Ha pe3gcreHTHocr

5.2 tDapuarcorcrrHerrrrrnrr cnoficrsa

Pesop64un

A6comornara6uortanu'aHocr Ha aMoKclrrlr4nuH 3aBr{c[ or Ao3ara u e B uHTepBzura or 75 u9|yo.B
Ao3oBI{{ IlHrepB:uI or 250 mg Ao 1000 mg 6uonaruqnocma (napauetpu: AUC u Cmax) e JrvHepaHo-
[polopqLIoHuLIIHa Ha Ao3ara. IIpu no-ancoKn Ao3I,I crerreHTa na pesop6qvr ce noHu)KaBa.
Peaop6qaxra He ce noBJII{rIBa or eAHoBpeMeHHr,rJr rrpueM Ha xpaHa. flepoparuroro npLrJroxceHge Ha
eAHoKparHa Ao3a or 500 mg aMoKcHIII{,JrrIH BoAH Ao rrJra3MeHlr KoHrleFrrpa\vpt or 6 - 1l mgll. Cneg
npuno)I(eHl'Ie Ha eAHoKparHa Ao3a or 3 g aMoKcltqLrJrHH, IrJrzBMeHure KoHrIeHTpa\vM Aocrv1.1ar 27
mgll. flnxonlire ITJIIBMeHI{ KoHlleHrpaqu}r ce ua6rrcganar npu6rusarenno l-2 qaca creA
lp[Jro)KeHr,reTo.

Pasnpedeneuue

Cntpsnanero c nporenHuTe 3a aMoKclrrlrrJrzn e npu6rusureJrHo lTYo.TeparteBTuqHuTe JreKapcrBeHH
HLlBa ce Aocrnfar 6rpso B cepyMa, 6elo4po6nara rBKaH, 6porrxualHu.r ceKper, TeqHocrra B
cpeAHoro )rxo' )IiJlbtlKuravypvHa:ra. flpn 3ApaBu MeHlrHrr4 aMoKcr4rlr{,n[n grQyHAnpa cra6o e
qepe6pocuutH:urHnrl JII{KBop. Bts srsnaneH}r MeHIIHTH KoHIIeHTpa\wffaMox(e Aa AocrgrHe
npn6lzsurenno 20 o/o or ronqeHTpall[tra B KpbBTa. Auoxcnqulr,rH npeMI4HaBa ruraqer{Tara Lr B
MZIJI6K rrpOrIeHT Ce eKCKpeT[pa B KBpMara.

Euompauc QopMor4un u eruJvtuHupaHe

frasHntr nBT Ha eKcKpeIII{JI Ha aMoKcLrquJrHH e vpes 6r6pequre. flpx6ln3}rreJrHo 60-80% or
lepopaJrHara Ao3a aMoKcLnIlrnI4H ce eKcKperripa B HerrpoMeHeHa aKTHBHa $oprvra B ypr{Hara B
paMKI{Te ua 6 'laca or IrpHeMa H MzurKa qacr ce eKcKperrlpa B x;rbrrKara. flpu6nnsuremro 7 - 25%o or
rIpI4JIo)KeHara Ao3a ce Mgra6orl,Blrpa Ao HeaKTHBHa neHurlr4noeBa Kr.rceJrr4Ha. Cepyruuu-ar uony)Kr,rBor
npn naquerrrH c HopMuIJrHa 6r6peuua Symqur e uprE6lusarelHo I - 1,5 vaca. flpu naqnenrn c



6t6peuna HeAocrarbrlHocr B KpaeH cr4uitr [oJr]DKr.rBorbr e B raHTepBaJra or 5 lo 20 qaca.
B eulecrroro ce orcrpaHrBa qpe3 xeMoArrulJrr.r3a.

5.3 ilpeqnnnnnqHrr AaHHrr ga 6esonacHocr

Her<:rranr,rqnnTe AaHHH He rIoKzBBar oco6eH pLrcK 3a xopara ua 6aza Ha KoHBeHrlr,roHuurHlrre
Qapuanonorar{Hl,I It3nIaTBaHvIA sa 6egonacHocr, ToKcnqHocr rrplr MHoroKparHo rrprrnaraHe,
reHoToKcrrqHocT, KapquHoreHeH [oTeHqHiL]r, pe[poAyKTHBHa TOKCHqHOCT.

6. OAPMAIIEBTI{IIHI,IAAHHI,I

6.1 Cnncrx Ha troMorug[Te BerrlecrBa

flpacnoaeuo-xaft cI,tes npaxoo6paseH apoMar]Barop
floproralor npaxoo6pa:eH apoMarv3arop
Marnegr.ree creapar (847 0b)
Acnaprau (E951)
Kpocnapuelosa uarpufi
Manuror (E421)
Tanx (E553b)
Cmzquen AHoKcr,rA KoJroHAeH 6essoAeH (E551)
MnnpoxpncrirrrHa rlerryno3a (E460)
MalrogencrpuH
Pasrropunao Hurxecre
Tzrauor AuoKcr4A (El 71 )

6.2 HecrnuecrtrMocrrr

Henpuloxnnao.

6.3 Cpon ua roAnocr

3 ro.4usa

6.4 Cneuna.nnn ycJroBlrfl Ha cbxpaueHrre

,{a ce crxpaH-ana nog 25oC

6.5 .I[annn 3a orraKoBKara

OnaxosKlr or 2,6,8, 70, 12, 14, 16,20,24,30, 100 z I 000 ra6nerru e PVC/PVDC/Arryl,rruruespr
6nucrepu (npospavna).
He scuqxu Br,rAoBe onaKoBKH Morar la6tlLar rry/cHaru n npo4ax6a.

6.6 Cneqna;rnn [peArra3nrr Mepnrr [prl rr3xBbpJrflHe rr padora

HsN,ra cnequilrrHl4 H3HcKBaHurr.

7. IIPIITEX(ATEJI HA PA3PEruEHI{ETO 3A YIIOTPEEA
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