
KPATKA XAPAKTEPI,ICTAKA HA IIPOAYKTA

1. r,rME HA JTEKAPCTBEHT4fl rrPOltyKT

Amoksiklav@ tlS mgtZ5 mg film-coated tablets
AuoxcrEuano 875 mg/125 mg QrEnunpanra ra6lerrra
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3. JIEKAPCTBEHA OOPMA

(Dzrunpanu ra6rerrcu

Beru 4o IroqrLI 6ern ennncoBnAHr,r ra6nerrcu cbc cKoceHH pr6one, c AeJrLrreJrHa qepra, c HaArrr{c
875/125 or eAHara crpaHa a AMC or Apyrara

4. KJII,IHIIIIHI4,IIAHHI,I

4.1 TepauenrurrHrr rroKa3an[fl

AnaorcuxraB e rroAxoArrrl 3a JreqeHxe Ha cJreAHr,rre uHQexquu rrpu Bb3pacrnnta Ee\a (ex. rovxz 4.2,
4 . 4  u  5 . 1 . \ :
o Ocrrp 6artepuareHclrHylrr(agennarnoAr.rarHocruqnpan)
o Ocrpo Bb3naneHlre Ha cpeAHoro )xo;
o Ocrpn exeaqep6aquu Ha xpoHr.ueu 6porrxu'r (a4ercnarHo Ar,rarHocruqr,rpau)
o I,IgsrH6oJIHI4r{HanHeBMoHrLs

o IlIacrur
o flaeloHeQpur
o ZHQexqr4v Ha Ko)r€Ta u MeKHTe rbKaHH H no-cflequirnHo rleJrynur, yxanBaHr,rr or norBorHr,r u

Te)KKH AeHTaJTHH a6cqecn c npofpecuparq qerryJrr,rr
o Zn0exquu Ha Kocrlrre H craBlrre, rro-crreqaiurHo ocreoM]reJr]rr

Tpr6ea Aa ce B3eMar noA BHr4MaHrae o$nquarHuTe pbKoBoAcrBa 3a npaBr,r,nHa ynorpe6a na
aHru6anrepu,rJrHlrre cpeAcrBa.

4.2 .{oruponna n Haqrrn Ha [ptrno]KeHrre

Haac.rrcr4e Ao3r{Te ca }ropineHrr rrpe3 orHorueHne Ha c6Atp)r€H}rero Ha aMoKcr{rrr Ju4n/xlany-lanora
KI,IceJII{Ha. .;t- - ,., ,, ,11 -'tr..
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,{osara AuorcuuaB, Korro ce uz6upa3a rreqeHlre Ha orAenHa nHsexqu-r, tpa6-43}'aAq$}iqg4l5i/qt;;,
Karo ce B3eMar npeABHA: 
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flpn ueo6xoAl4Mocr rpxdzaAa ce noMHcJrLr 3a [3noJr3BaHero Ha irJrrepHaruBHlr neKapcrBeHu $opuu
ua Auoxcuuar (uanpurvrep re3LI, [p]I Kolrro HMa no-Br{coKr.r Ao3H aMoKcr4rlrrJrrdrtu/unnpa3nuqHrl
cborHorueHur Ha aMoKcvrrJvurvrr: c KJraByJraHoBa KHceJrHHa) (nx. ToqKlr 4.4 u 5.1).

3a nrspacrnpr v Ae\a > 40 kg, ra:u $oplryna na AnrorclrKJraB rrpeAocraBf, o6ula AHesH a Ao3a or 1750
mg aMoKcHIIunulr'/ZSO mg ruIaByJIaHoBa KnceJrlrHa rrpu [pr4JraraHe Ha Ao3ara ABaftbruAHeBHo u2625
mg aMoKcl,Iqunus 1375 mg KJIaBynaHoBa KLIceJTHHa rrplr npr4JraraHe Ha Ao3ara rplr rrtTtr AHeBHo,
Koraro ce npneMa KaKTo e flpenopbr{aHo rro-Aory. 3a Aerla <40 kg, ra:n $oprwyna na AnaorccrdKJraB
npeAocraBt MaKcHMzuIHa AHeBHa Ao3a or 1000-2800 mg aMoKcLtqwms /143-400 mg KJraByJraHoBa
KaceJII{Ha, Kofaro ce npneMa, KaKTo e nperropbqaHo no-AoJry. Axo ce npneMe, qe e neo6xoAnMa no-
BHcoKa AHeBHa Ao3a aMoKclrqruruH, ce flpenopbrrBa Aa ce ns6epe Apyra $opnaa AnaorcnxlaB c rlen Aa
ce Hs6erHe [pueMa Ha HeIryrKHo Br.rcoKr,r AHeBHv Ao3H KJraBynaHoBa KHceJrHHa (nx. rouxa 4.4 u 5.1).

Ilpo4uxo,tteJlHocrra Ha JreqeHuero rp.a6ea Aa ce o[peAeJrr Bb3 ocHoBa Ha orroBopa Ha rraqueHTa.
Hsron uHQerqnIE (nanpanaep ocreoMueJrrrr) nencnnar no-AbJrru rrepnoAn Ha JreqeHne. Jleqenuero se
rpa6ua Aa rIpoAbJDKaBa rloBeqe or 14 Asu 6es nperne4 (nx. rouxa 4.4 ornocno npoAbJDKr4TenHoro
leqenne).

Btepocmuu
flpenopruurenHu Ao3r, :

- craHAaprHa Ao3a: (sa ncuuxu noxasauux) 875 mg/125 mg ABa rrbru AHeBHo;
- rIo-BHcoKa Ao3a - (oco6eHo npu anQexqur,r Karo orytr, cvfiryvtr, un$exqnr,{ Ha AoJrHr{Te

.qrrxareJrHll rrbrt4rrla u unQexquu Ha nr.rKoqHr4Te urrurqa): 875 mgll2l mg rpr4 nbrn Ha AeH..

Ieqa < 40 kg

,{eqara Morar Aa ce neKyBar c Avrorccnxnar ra6rsrKrr LrJwt c Apyr[ Sopnan Ha xovr6ranaquirra
aMoKcutuliJrun/rcranyranoBa KnceJrHHa Karo cycneH3r,ru EJrH carrrera 3a Aerla. ,{eqa ua nrspacr 6
roAI,IHa I4 no-MzIJrKo e 3a npeAnoql4TaHe ra6rrar JreKyBaHH c aMoKcHrrnnuu.ixlanylaHoBa KHceJrr{Ha
cycneH3l,It Lurvr caLrleTa 3a Aeqa.

flpenopruureJrHpr Ao3r{:
t 25 mgl3,6 mg Ao 45 mgl6,4 m/kg reJrecHo rerno/Aen, p:BrrpeAeJreHn B ABa npueMa.
. Ao 70 mgll0 mgkglgev, pa3rrpeAeJreHu B ABa orAeJrHr,r rplreMa Moxe Aa ce rrpueMe 3a rrflKou

nnQerquu (raro rrsraleHr{e Ha cpeAHoro yxo, cuHyr,rr ra ran$exquu Ha AoJrHr{Te ArlrxareJrHrr
nrrurqa).

H-flNaa KrLrHLrqHId AaHHI,I sa $opun aMoKcnrlrlJrrt/x-uanyranoBa Kr,rceJrr{Ha7:l to orHorrreHve Ha

Ao3H, rro-Br{coKrr or 45 mgl6,4 mg Ha KnrrorpaM Ha AeH npr,r Aeqa noA 2 roAptru.

H.f,Naa KnI,IHI,IT{HH AaHH}r sa Sopvru aMoKcnunJrun/manyranoBa KvceJrHHaT:l npu naqneHTr.r Ha
Bb3pacr noA 2 nreceqa. Ero 3arrlo He Morar Aa ce AaAar [penopbqr4reJrHu Ao3HpoBKr,r 3a ra3r,r
Bs3paCTOBa rpyna.

IlauueHmu e cmapuecxa etspacm
He ce cqpna, ue e Heo6xoAlrMa KopeKrILrJr Ha Ao3ara.

Ifauueumu c 6o6peuuo )tepecrdaue
He ce na,rara KopeKurry Ha Ao3ara rrpu [arrrdeHTu c Kpearr{Hr{HoB K;rr,rpbHc (CrCl)
ml/min). . ' . { . " '

flpn raquenrpr c KpearrdHr.rHoB Kru4pbnc <30 ml/min He ce npenopbqBa ynorpe64t*i1 S.ffitqp\ a i
875 m/l}5 -g tu6rr"rr.", lrft rcaro HrrMa nperopbKr{ 3a n op"."purr" 
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,{a ce npma.u i .ro""-eHo BHuMaHLre H qepHoApo6Hara ,byr*q"r Aa ce rpocJr*"tq{a4,rr'irff? {W
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Ilaqnn Ha rrprrJroxexrre
AuoncnxraB e 3a nepopa-rrna ynorpe6a.

,{a ce npznara B HaqzlJroro Ha xpaHeHero, 3a Aa ce cBeAe Ao MHHr,rMyM noreHrlr{alrHara
raCTpOt4I{TecTIdHULIIHa HeTIOHOCHMOCT LI Aa Ce OnTLIMIt3LIpa yCBO.[BaHeTO Ha
aMoKc r,rrlr4Jrlr u/ wany tauoBa Kr{c eJII{Ha.

Tepannxra Mox(e Aa 3anoqHe [apeHTepiurHo cbrJracHo KXII sa HHTpaBeHo3nrEre Sopuu u ga

npoAbn){(}r c nepopaJreH npoAyKr.

4.3 ffporunonoKa3aHlls

Coptx.ryncrBl,ITeJlHocr KbM aKTHBHT{Te BerrlecrBa, KbM HrKoH or neH}ru}rJrkrHtrre yurvtK:';v^ HrKoe or
IOMOIUHI{TE BEIIIECTBA.

Anananesa 3a rexKa nega6asHa peaKrrr{r Ha cBpbxqyBcrBureJrHocr (Hanp. aua$unaxcut KbM Apyro
6era-larcrauHo cpeAcrBo (Hanp. qeQanocropun, xap6aueHeM r4Jrr{ naono6axmu).
AnaMnesa 3a acoqlll4paHa c aMoKcr{qurnr/xrasyJraHoBa Kr.rceJrvHa xurenuqa"/.repuo4po6uo
yBpexgaHe (nx. rovra 4.8).

4.4 Cneqna;rnn rpeAyrpexAenrrfl rr upeArra3Hrr MepKn npn ynorpe6a

flpegu 3arroqBaHe Ha JrelreHue c aMoKcr,rrlr4Jruy/xnasytaHoBa Kr.rceJr[Ha rpr6na Aa ce HarrpaBlr
BHLIMaTeJIHO 3aAaBaHe Ha BbrrpOCU rO OTHOTUeHHe Ha rrpeAzrrrHll peaKrIHV Ha CBpbXqyBCTBHTeJTHOCT
K:sM neHLIIIIlnunn, qeQaaocroplrHr{ wru Apyrvr 6era-narrauHl,I cpeAcrBa (ex. rouxra 4.3 u 4.8).

Cro6qasa ce 3a cepno3nvr, a rroHrKora lr Jrer,urHr,r peaKrrr{ra Ha cBpbxrryBcrBrdreJrHocr
(aHaQxnaxror{AHa peaxqnu) npu [arIHeHTn, Ha KoHTo ce flpoBex,qarepailvs, c leHlrqunnn. Zrua no-
ror.sMa Bepo.rrTHocT Te3r,r peaKrlllu Ia ce froflBrT IIpI,I [arIHeHTH c aHaMHe3a 3a cBpbxqyBcTBI,ITeJrHocT
KbM IeHr{IIHJII,IH H aronuqHl narlr4eHTu. Axo BI3HI4KHe iuleprur{Ha peaKIILu, Tepanutra c
aMoKcrrrlr4Jrun/xraayranoBa Kr{ceJrr4Harprrdsa Aa ce flpeKparvvr Aa ce Ha3HaqH rroAxoAqrrlo
aJTTepHaTHBHO JreqeHHe.

B crryruafi, qe e AoKa3aHo, qe zn$exquxra ce AbJDKrr Ha qyBcrBlrrenen(-u) KbM aMoKcr{qr4JurH
opraunarnr(-v), rorana rpr6na Aa ce [oMncnr4 3a rrpeMprHaBaHe or aMoKc[qwtuu/rutazytaHoBa
Kl{ceJrr,rHa KbM aMoKcr{rrr4nnH B cborBercreue c oSuqrnilrrHlrTe npe[opbKn.

Tasn lerapcrBeHa Qopua Ha AuoxcnxraB He e noAxoArrrla sa ynorpe6a, Koraro e Hirnaqe Br,rcoKa
creneH Ha pHcK lpeAnonaraeMr,rre [aroreHlr Aa cape3vcreHTHn ruu 6era-raKTaMHv cpeAcrBa,
Koraro riBI,I pesucreHTHocr He ce AbJDKr4 na 6era-rarcraMa3vr, noAarJllrBlr uauwwt6upaHe or
KJraByJraHoBa KnceJrnHa. Tagu neKapcrBeHa $opnra ue rpr6ra Aa ce r{3rron3Ba 3a JreqeHrle Ha
ga6onsealle, npr4rrr,rHeHo or pe3r{creHTHlr KbM rreHnqr4Jrr{H S. pneumoniae.

flpu naqzenru c Hapyrlena 6r6peuHa $ynrcqnr wtur npv rraqlreHTu, Korrro rrpr{eMar BrrcoKrr Ao3Ll
Moxe Aa Bb3HHKHar rbpqoBe (nx. 4.8).

E4norpenaeHHara ynorpe6a Ha irnonypuHoJr rro BpeMe Ha JreqeHue c aMoKcr,rrrnJrlrH
BeporTHocT-ra oT urneprHqHr.r Ko)KHr4 peaKrlHr,r.

flpo4rnxureJrHara yuorpe6a Mo)Ke rroHrrKora.qa AoBeAe Ao cBpbxpacrer( Ha
opraHn3MH.



flossara Ha reHep:rJll4glrpaHa epHTeMa, B Haqanoro Ha JreqeHrdero, npr,IApyxeHa or Br{coKa
TeMneparypa u [posBeHa c [ycryJru Mo)r(e Aa 6rAe cnunroM Ha ocrpa reHepanr,r3[paHa
eK3aHreMaro3Ha rrycryJlosa (AGEP) (nx. roura 4.8). Tasu peaKrlr{Jr r,t3lrcKBa cn}rpaHe Ha npueMa Ha
Auoxcr.rxlaB LI e [pornBonoKiBaH[e 3a nocJreABaqo flpnJror(eHue Ha aMoKcHrIHJrlrH.

,{osrare rrpv [aqr{eHT[ c qepHoApo6no ynpex4ane rpx6na Aa ce onpeAeJrflT c rroBlrrrreHo BH[MaHr4e
(rx. rovxN 4.2,4.3 n 4.8).

Cto6qana ce 3a qepHoApo6uu ct6utus. rJraBHo rrpu M6xe r{ naqpreHTlr B crapirecKa Bb3pacr r.r re
Mo)Ke Aa ce cBbpx€T c npoAbJDrr,rreJrHo JreqeH[e. 3a raxlrsa cr6vrus, ce cro6qana MHofo p{AKo [p]r

AeIIa. Brs BcHvKI,I no[yJlaquu o6nxHoseHo ce [orB.sBar [pH3HarIH H c]rMnroMu no BpeMe :aavrivr
He[ocpeAcTBeHo cJIeA JIer{eHHerO, HO B TUIKOI,I Cry'ail MO)r(e Aa He Ce H3jrBtT AO H{KOJTKO CeAMr,Iq[
cJIeA crlplpaHe Ha reqeHuero. Te o6nxHoseHo ca o6parrun. 9epHo4po6nzre cs6urus Moxe Aa ca
Te)KKH H B I,I3KJrroqr4TeJrHo peAKH crtyrla;v ce cro6qasa 3a cMbprHu crr'".ilav. Te noqru BHHaTH ce
na6mo4anar flpu naq[eHTI{ c rex(Kn ocHoBHrl 3a6oilflBaHvr- lrnn eAHoBpeMeHeH npveM Ha JreKapcrBa,
3a Korrro e H3BecrHo, qe e Bb3Mo)KHo Aa Bb3Aeftc'rsar laaqepHkrs, Apo6 (rx. roura 4.8).

flpu nou'rn BclrqKI4 anru6anrepvaJrnpr cpeAcrBa, BKJrroqrrreJrHo aMoKcuur4nuH, ce cro6ulana sa
KoJII{T, cBbp3aH c npueMa na anrn6r,rornK, Bapr,rparrl Karo rexecr or JreK Ao )rsrBoro3acrparrraBarq.
(nx. rouxa 4.8). 3arona e BUKHo Aa6r4e pa3[o3Hara AnarHo3ara npn narlueHTpr,ttorryaryffr,zr AvrapHA
lto BpeMe Havrrvr cJreA npr,reM Ha KaKbBTo v Aa e aHu,r6uorux. Axo ce ro.sBu KoJrHT, cBbp3aH c
npl,reMa sa asru6uonar, Auorcr.rK;raB rpx6na nega6asHo Aa ce lpeKpatu, rpx6na Aa ce HanpaBn
KoHcynraqrlf, c JreKap u Aa ce 3anoqHe noAXoAf,ilIa reparurr. flpu ra:n cvrya\ut ca
nporuBonoK a3alavr JreKapcrBa, :a6arru1n nepucrzurrnKara.

flpn npo4rnxtlrreJrHo JreqeHrde ce npenoptqBa nepuoAxqHa orIeHKa Ha Ba)KHrr Synnqnu na
opraHH3Ma, BKJrIOtrrlrTeJrHo 6r6peunara, qepHoApo6nara H xeMonoeTuqHaTa aby"*q"".

Prgro ce cro6rqaaa 3a yAbJrx€BaHe Ha nporpou6raHoBoro BpeMe rrpn narrueHTr.r, npneMarqu
aMoKcl{rlr4Jrl*r/xranyranoBa Kr.rceJrr.rHa. Tp.n6ea Aa ce flpaBr{ noAxoA.f,rrlo flpocreA-f,BaHe, Koraro e
npe.{rurcaH eAHoBpeMeHeH npueM Ha aHTrrKoarynaHTr,r. Moxe Aa e ueo6xo.4r,rMa KopeKqlu Ha Ao3ara
Ha rrepopiurHr{Te aHTuKoaryJrar{Tlr, 3a Aa ce rroAAbp}r€ xeJraHoro Hr,rBo Ha aHTzKoaryJraqur (nx.
roqKu 4.5 u 4.8).

flpn naquenru c 6r6peunu yBpex,4aHr,rr Ao3ara rpr6na Aa ce Kopr,rrnpa B 3aBHcHMocr or creneHTa Ha
yBpe)KAaHe (nxc. rovra 4.2).

Mnoro psAKo rrpu narIHeHTr{ c HaM:ureHo orAer.flHe Ha ypr{Ha ce Ha6ruo4aBa Kpncrarryprrfl, rJraBHo
npx [apeHTepiurHa repan[s. flpu npruroxeHue Ha Br4coKr,r AosH aMoKcvillvrt'vrr ce rrpeflopbqBa
nobpx€He Ha 3aAoBoJrHTeJreH rrpueM Ha TeqHocTu pr oTAenrHe HaypvrHa,3a Aa ce HaMairr{
BeporrHocrra or Kpr{crzuryput.flpu [aqueHTlr c Karerbp B nnKotrnr.rrr Mexyp rpt6za Aa ce flpaBr,r
peAoBHa rrpoBepKa Ha npoxoAlrMocrra (nx. 4.9).

flo npeue Ha JIeiIeHI{e c aMoKcLrqpr,Jrun rpx6ra Aa ce r,r3[on3Bar eH3LIMH]r rnroKo3ooKcu4a3HH MeroAtI
BCeKH nbT, KOfaTO Ce npaBr4 IiI3CJIeABaHe 3a HarrHrrr{e Ha rJrrcKo3a B ypldllarA,3arrIOTO HeeH3r,rMHHTe
MeroALr Morar Aa Aa4an Qarunro rroJroxlrreJrHu p$yJrrarr,r.

Harnquero Ha KIraBynaHoBa KI{ceJII{Ha s ANIorccuKJraB Mo}r(e Aa npeAr,r3BaKa Hecnequ$"""o-..,.r-.,,,,..-, -.
cB6p3BaHe na IgG u at6y*ruu c KJrerbqHr{re ueu6panu Ha epr{Tpoqlrrlrre, Koero r,olu lg$,'4iiyq{4pp.;:t'
rroJro)K[TeJreH Tecr na Coombs.

Hrraa cto6rqeHr{E 3a nono}srreJrHn pe3yJrrarn or H3cneABaHvnrra npr{ rtnon3BaHe HaiT$
Laboratories Platelia Aspergillus EIA upu naqlreHrr4, rrplreMarqr aMoKcurlr4nr4
KHceJrHHa, 3a Kordro BnocJreAcrBue e ycraHoBeHo, tre HirMar un$exqu-r c Aspergillus,;
KpbcrocaHr4 peaKrlr{u c ne-Aspergillus norHsaxapurla n nonuQypaHo3r,r npu recra Bi
Laboratories Platelia Aspergillus EIA. flopaart roBa, roJro)KrlTeJrHrre pesyJrraru or



nalrneHTlr, npHeMaIrIH aMoKcprrlr4Jutr/x-naeylaHoBa KlrceJrr,rHarpn5ta Aa ce rbJrKyBar [peAn:BJrrnBo Lr
Aa ce noTBbpArT c ApyrH AvarHocTHlrHr,r Mero.qr4.

4.5 Branuo4eficrBlre c Apyrfl JreKapcrBenu trpoAyKTrr rr Apyrr rfopmn Ha B3auMoAeftcrsre

lf ep op anu u aH muKo crzy n aH mu
IlepopanHure ar{TI4KoaryJIaHTkrvt neHr{rrr4JlrHoBuTe anru6uoruqfi ca rxupoKo r{3rroJr3BaHr{ B
npaKT[Kara,6es cro6uleHnsga nsauuo4eficrrue. BrnpeK]r roBa, B nuTeparyputavrMacrty.ravHa
yBeJrrueHo Me)IqyHapoAHo HopMiurlr3r,rpaHo orHorrreH[e (INR) flpn [aqueHTr4, rroAAbp)KaH[ c
alleHoKyMaporvffIu napSapuu, Ha Kol,rro e rrpeAlr,rcaH Kypc c aMoKcr,rqr4JrrEu. Aro e neo6xogl,rl,ro
eAHoBpeMeHHoro [pI,IJIoxeHIte, uporpou6uHoBoro BpeMe r4Jru MexAyHapoAHoro HopManu3r,rpaHo
orHoIIIeHve (D{R) rpt6na Aa 6r4ar BHI{MareJrHo na6moAanaHu rrprr Ao6ansHero t,rJrrr orHeMaHero Ha
aMoKcI{III4JII{u. OcseH ToBa, Mo)r(e Aa ca Heo6xo4uur4 KopeKrl}lr Ha Ao3ara Ha nepop:rnHuTe
anrr{KoaryJranrn (nx. rorrKu 4.4 u 4.8).

Memompexcam
flenpIqulnnllTe Mo)Ke AaHaMarlr orAeJlf,Hero Ha MerorpeKcar, Koero Aa npnqvHr,r eBeHTyalnHoro
yBenurlaBaHe Ha ToKcI{qHocTTa.

Ilpo6enequd
EgnonpeueHHoro rrpnJroxeHr{e na npo6euerrzr He ce npeflopbvra. flpo6eneqlrA HaMiuuBa
6r6pe.ruara ry6yntara ceKperlur Ha aMoKclrqzlnn. EAHoBpeMeHHara ynorpe6a ua npo6eHeqra4
MOXe Aa AOBeAe AO rroBHrrreHlr KpbBHr{ HUBa Ha aMOKCHTIT{JrHH, HO He H Ha KJIaByJIaHOBa KUCeJrr{Ha.

4.6 Epeuennocr rr KbpMeHe

Epeuennocr
ErccnepuueHTaJrHuTe npo)ArBaHr4r rrpu )cnBorHr,r He rroKa3Bar npflKo LrJrlr He[prKo BpeAHo
srgAeficrene Bbpxy 6peuenuocrra, eu6paonalHoro/$era-uHo pa3Br.rrue, pax.qaHero [rJrr4
rrocrHarzlrrHoro pa3Br4Tr.{e (rx. roqKa 5.3). OrpanutreHnre AaHHH oa ynorpe6ara Ha
aMoKclrrl[nun/xraayranoBa KHceJrLrHa rro BpeMe na 6penaennocr nplr xopa He rroKzrBar [oBarrreH
pHcK or BpoAeHr.{ vra-nQopuaquu. B e4no npofrBaHe npra )KeHr{ c npexAeBpeMeHHa pynrypa Ha

Qera,rHara ueru6paHa ce cro6ruasa, ue npoSuraKTuqHoro JreqeHr,re c aMoKclrqrr.Jrun/xlanyranona
KI,IceJIHHa Mo)r(e Aa 6rge cnrp:aHo c [oBr4rrreH pr{cK or HeKporlr3r4parq eHTepoKoJrnr npr.r
HoBopoAeHlrre. Ynorpe6ara rro BpeMe na 6pelreHnocr rp.r6na Aa ce zs6.f,rBa, ocBeH aKo JreKaprr He
cM.f,Ta, lle T,'I e H:Ino)KI,ITeJIHa.

Krpuene
lI 4nere BerrlecrBa ce orAerqr B KbpMara (ne ce 3Hae Hr4rqo sa ersAeficrBuero Ha KJraByJraHoBara
KI,IceJIrIHa Bbpxy xrpua.rero). CreAosareJrHo, rrpt4 KbpMaqero ca Bb3MoxHvr Arz'aplar u ru6uqna
nn$erqnr Ha Jrr{raBrlrlnre, TaKa qe Moxe Aa ce Hanoxr.r KbpMeHero Aa 6rAe npeKpareHo.
Auotrcnquruu/xnarryrl'aHoBa Kr{ceJrnHa rpx6na Aa ce u3noJr3Bar no BpeMe Ha KbpMeHe caMo cJreA
orIeHKa Ha csoTHorueHr.rero noma/pncx oT cTpaHa Ha JreKyBaruns fleKap.

4.7 EQercrn Bbpxy cnoco6nocrra ra ruoQupaHe rr padora c MarrrrrHrr

Ikua npoyrBaHlur sa eQenrnre Bbpxy cnoco6soclra sa uoQupaue a pa6ora c MarrruHri..
O6aqe Mo)Ke Aa Bb3HLrKHar He)KeJraHH peaKrlr{u (naup. aileprur{Hn peaKrlr.rr{, 3aMasHocr ra rup.rooe),
KoLITo Morar Aa iloBrrvtrxr na cnoco6Hocrra :a uroSnpane u pa6ora c MarulrH?r (ex. rog;a4.Q-i':-:.-..

, . '  . , , . i  i i ._t i_i i ; jna\.
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4.8 rrencerann JreKapcrBerrr peaKrlrr .' ,ait"t 
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Hafi-qecrure He)r(erraHrd rreKapcrBeHa peaKrrrdu (HnP) caAv rpvs., raAej{e u nonprlq}nb*ll$.n.sl#rj 

$ jl
HJIP, norryveHr{ or KJrr.rHr.rr{Hr.r r,r3rrurBaHu.f, n [ocrMapKeruHroBoro Ha6moAenue, *dfipeffiffi.,y#j,t 

; /il'rlJl-li, rroJrJrqeHr{ oT KJrr.rHr{qHr.r v3frvtrBal{I4s. n [ocTMapKeTHHroBoTo HaoJrroAeHr{e, qo{pQF€q6ffi,; , 
/, ; /j

cr,rcreMo-opraHHr,rre KJracoBe Ha MedDRA, ca us6poeHr.{ no-Aony. '.ir. '.;....-_ 
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Zgnongrana e cJreAHara repMuHonof vra 3a KracvtQaqupaHe Ha Bb3H[KBaHero Ha He)r(eJraHu peaKrlr,ru:

Mnoro qecru >1/10
9ecru (>l /100 Ao <1/10)
Heqecru (>li I 000 Ao <1/100)
PeAru (>l/10 000 ao <1/l 000)
Muoro peAru (<1/10 000)
c neussecrHa trecrora (or naruvnure AaHHH He Moxe Ea 6tl.e HanpaBeHa oqeura)

Ilndenqnu n nn0ecraunn

Koxlro-rur aBvlrqHa KaHAlI.qo3a 9ecru
Crprxpacrex Ha HeqyBcrBlrreJrHrr opraHv3Mrr C neussecfi{a qecrora

HapyrueHuq Ha KDrnra ll rfiprdHara cncretvra

O6parnnaa neBKoneHrrfl (nurcuurelno ueyrpouennr) PeAxra

Tpovr6oquroneHuJr PeArra
O6paruua arparryJroquTo3a C HezssecrHa qecrora

Xeuonr,rruqHa aHeMr4x C neragsecrHa qecrora

yABJIxcaBaHe Ha BpeMero Ha KbpBeHe Lr [porpoM6unosoro epe*re ' C nengsecrHa trecrora

Hapymennq Ha lrMynnara c[creMa'u

AnruonenporuqeH oroK C Heu:eecrHa rrecrora

AHaQruaxcu-r C neugsecrHa qecrora

Cun4porvr HanoAo6.flsarq cepwHa 6olecr C neugsecrHa qecrora

Areprzven BacKynrlT C nezgsecrHa qecrora

IfaDyuren[q Ha HeDnHara c[crepra

3anlafieaHe Heqecru
fraeo6orHe HeqecrH

O6parunra xr{rrepaKTuBHocr C HeussecrHa qecrora

frpuone' C Her.rgsecrHa qecrora

Cromaurno-qDenn[ napyruen[s

luaput Mgoro qecrli

fagene' I{ecrz

llonprrqane I{ecru

Hapyneno xpaHocMr4JraHe Heqecnr

Kor*tr, cBbp3aH c rrpueMa Ha aHTlr6nornK " C nengsectHa rlecrora

9epeu,,KocMar" e3HK C HenseecrHa r{ecrora

Xenaro-6llruaDnlr HaDymen[q

flosullreuue ua AST ulwtu ALT' Heqecru

Xenarpn C HenssecrHa qecrora

Xoaecrarnqga xlrteuuua" C Heussecrua qecrora

Hapy[tenlts Ha Kormara u norrcoxHara rrraH' -.t.-.

KoxeH o6pun Heub.cril):- l'. :'1r,-^\,

flpypnr Hes-eEr ru r'"**?-S;)r, ::\'? \

Yprvtxapux Iluyqctq. 1irr-i,:;t$.:,t, ] g
Epureua vrynruQopue Pefr+fi' :-r;6c{i;.tfif}' "
Cl*rgpou na Stevens-Johnson Clretajtecr:aa w{r.&/i
Toxcuqua erruepMaJrHa HeKpoJrH3a C Hexi!-66iilrofrbDida



Eylosen encQolnaruBeH AepMarlrr C HersaecrHa qecrora

Ocrpa reHepzlJrr,r3rrpaHa eK3aHTeMaro3Ha rrycryJro3a (AGEP| C Hen:secrHa qecrora

HaDyurennq Ha 6r6peuure lr n[KoqHure nrrrlua
I4nrepcruqualen neSpur C nerlseecrHa qecrora

Kpucranypnx " C HengeecrHa qecrora

I Braxre roqna 4.4
2Bnxre roqxa 4.4
3 faAenero no-qecro ce cBbp3Ba c rro-BlrcoKrr nepop:urHlr Aosl,r. Aro croMarrrHo-qpeBHr,rre peaKrlr,rlr ca
oqeBHAHI4, Te MOraT Aa6rAar HaMiureHlr, xaro Anaoxc[ruraB ce rrpveMa B HarrtuloTo Ha xpaHeHeTo.
4 BxnrcqnreJrHo nceBAoueu6pano3eH KoJrLrr H xeMopaf[treH KoJrrrr, (nx. roura 4.4)
5 3a6enseano e yMepeHo froBktrrreHue na AST ulwm ALT npz ila\uHTvq neKyBaHr c 6era-rarraunu
anrn6uornqn, Ho 3HaqeHlrero Ha re3lr p$ynrarlr He e rinBecrHo.
6 TesH cr6vnus, ca na6moAaBanrvr flpkt Apyru rreHrdqu;rrHra n qe$anocnop]rHn, (rx. roura 4.4).
7 Axo BI3HHKHe :rreprrureH AepMarvr, JreqeHnero rpt6sa Aa ce npeKparu (nx. ro.rxa 4.4).
8 BrExre roqxa 4.9
9 Buxre roqra 4.4
10 Buxre roqKa 4.3..4.4

4.9 ilpeqornpaue

CatvrnroNrra u nDragnaulr na npe,uogr,rpaHe

Moxe ga ce na6moAaBar croMarrrHo-trpeBHn cnMrrroMt4 rd HapyrxaBaHe Ha eJreKTponr,rrHr4Jr 6atal:'c u
6atanca Ha rerrHocrrr. Ha6nro4anaHa e Kprncrurypvt Ha aMoKcrrqr4JrlrH, Korro B HJrKon cr}^ran BoAH

4o 6r6pe.rHa HeAocralbqHocr (nx. rourca 4.4).

flpu naquenru c Hapyuena 6r6pevHa QyHrqu-r wrvilpvr fraqneHTu, Kolrro [pneMar BHcoKn Ao3rr
MO)Ke Aa BS3HEKHaT rbpqoBe.

Cro6qaea ce, qe aMoKcr4rIr4JrLrH ceyra\Ba B Karerpr4 Ha nr{KotrHlrrr Mexyp, [peAr,rMHo cJreA
[HTpaBeHo3Ho npnror(eHze Ha foJreMH 4o:n. Tpa6na lace rpaBl{ peAoBHa rrpoBepKa Ha
rrpoxoAlrMocrra (nx. rovra 4.4)

Jleqenne Ha npe.aoszpaHe
Crouaruuo-qpeBH[Te clrMnroMlr Morar Aa ce JIeKyBar cnMrrroMarr.rrrHo, Karo ce o6rpne BHvMaHlre Ha
BoAHo-eJreKTpoJrHTHLrr 6alanc..

Anrorczqmuw/rcatues KJraByJraHar Mofar Aa 6r4ar orcrpaHeHu or opraHr{3Ma qpe3 xeMoArrturll3a.

5. @APMAKOJIOTFTHI4CBOIICTBA

5.1 Oapuano4rrnaMrrrrnrr cnoftcrna

OapruaxorepaleBTutrHa rpyla: 6era-raxrauun anru6axrepvurlr.kr cpeAcrBa; nou6nnaqnn sa
rreHlrrlr{rrlrHonu anru6norHrlH c 6era-larraMa3HH unxu6uropu
ATC ro.q:J0ICR02

Mexanuru na.ueftcrnue

Auoxcnqu-nlrH e norrycnHTerflqeH neHLrrIr4JruH (6era-rarrauen anru6norm), ts;?ffiq
HJrH rroBeqe eH3HMlr (uecro Hapv.<anvr [eHnrllrJrr,rH-cB6p3Balrlu rporel{Hu, ncn}:q tr3HJrH rroBeqe eH3HMlr (uecro Hapv.ranv [eHnrllrJrr,rH-cB6p3Balrlu rporel{Hu, llUf I)'q nFO
rrbr Ha nerrruAofJruKaHa Ha 6arcrepuure, rofiro e lrHTerpuureH crpyKrypen rovrnofieFl



creHa Ha 6axrepnure.Ilruxu6upauero Ha nerrruAorurvKaHoBrdJr cLrHTe3 BoAr,r Ao orcla6nane na
rurerbtrHara creHa, Koero o6uxHoseHo ce cneABa or pa3naA Lr KJrerBqHa cMbpr.

AuoncnqrulrH e qyBcrBI4TeJIeH KbM pa3fpa)q4aHe qpes 6era-larraua3a, npoH3BeAeHH or
pe3I,IcreHTHu 6ax"repuu rI 3aroBa cneKTbpbr ua Aeficrnue Ha aMoKcrrq[nrrH caMocrorreJrHo He
BKJIIOqBa OpraHLI3MlI, KOLITO npOIBBeXAaT Te3u eH3I{MlI.

Klanylanonara KLIceJII{Hau*ra6era-.naKTaMeH npbcreH, crpyKTypHo rrprrcbrrl Ha neHl,Irlr4Jrustne.Ts
TIHaKTI{BLIpa HjIKoLI 6era-laxrarua3H}r eH3HM*r v 3au\vffaBa aMoKctrrIr4JrHH or r{HaKTLrBr4paHe.
Klanylanona KI,IceJr[Ha caMocrosreJrHo He oKa3Ba KTI,IHHqHo rroJre3eH anru6arcreputureH e$enr.

(DMA Bpb3na
Bpenaero HaA MrrHrlMzriluaranrxu6r4parqa KoHrleHrpaqur (T> MIC) ce c"rvra3a ocHoBeH Qarcrop,
olpeAeJrrrq eQuxacnocrra npn aMoKcvl\wrr4H.

Mexan[sM[ Ha p$rrcrenTnocr
.{rara ocHoBHH MexaHLt3MI{ Ha pe3ncreHTHocr K6M aMoKcnrllrJrur/xlaeylanoBa KHceJrr{Ha cai

o IlrraxruBllpaHe or re3LI 6axrepuaruu 6era-larraua3vr, KoHTo caMr,r He ce nnxu6npar or
KJraBynaHoBa KaceJlr,tHa, BKJrIorInreJrHo tr KJrac B, C r,r D.

. Ilpona.f,Ha na fICfI, Koero HaMaJrrBa a$raHurera na anru6arrepnaurntrs. areHT K6M MnrxeHara.
HenponuqaeMocrra na 6arcrepuure vurr e$ryrcc rroMla MexaHr,r3Mlrre Morar Aa [pI{qHHJrr vtrrv Aa
AonpuHecar sa 6arcrepua-uHara pe3ricreHrHocr, oco6eno upu fpau-orpr{rlareJrHr{Te 6anrepnu.

fpanuquu crofinocru
fpanuvuure croftnocru na MIC 3a aMoKcr{rrustuu/rutazynaHoBa KnceJrr.rHa ca re3r,r na Erporeficrcux
KoMr4Ter 3a onpeAeJrfl He Ha aHTuMmpo6nara qyBcrBr4reJrHocr (EUCAST).

'l
Ha pe3'creHrHocr e cro6uleHo, qe ca pe3'creHrHr.r. .i ; i,,.'FjhHft-iF il* jl
5 fpanuqnNre crofinocra s ra6ruqara ca Ha 6a3a Ha rpaHr,rqHure crofiHocrn Ha 6&rii.u\iii3W$iiiT lo- f,'l

//
PasnpocrpaHeHuero Ha pe3r{creHrHocrra Moxe Aa BapvpareorpaQcru r{ BbB BpeMerii[:id'tlWt/

' .i.;-.-__*-/-l/

OpraHuar*r fpaHnuHlr ctoftnocrz Ha qyBcrBlrreJrHocr

(uelml)

(,
@

9yncrnnremrz MexauHHr,r Pegrac'reHrHu

Haemophilus infl uenz ael < l > 1

Moraxella cataryhalis| <1 >1

St aphyl oc oc c us aur eus 2 <2 >2

Koaryraso-HeraruBHr,r craQzloroxu 2 < 0,25 > 0,25

Enterococcusl <4 8 >8

Streptococcus A, B, C, Gs <0 .25 > 0.25

Streptococcus pneumoniae3 < 0.5 t-2 >2

Enrepo6anrepuu lr4 >8

f pau-orpuqareJrHrr aHaepo6a I < 4 8 >8

f pana-noroxareJrHn auaepo6u I < 4 8 >8

fpanuvnu ctofiHocu, HecBbp3aHr.r c suAoeerel <2 4-8 >8

1 flocoqeHure crofinocru ca 3a KoHrreHTparlur4 Ha aMoKcr4rrunun.3a rir3cneABaHero Ha
qyBcrBl,ITenHocrra, KoHlleHTpaqwffalaa KJraByJraHoBa KuceJrvHa e Qurcnpanar,a2 m
2 flocoqeHure crofinocrra ca 3a KoHrIeHTparIuu Ha oKcarlrurr,rH..

Ha pe3HcTeHTHOCT e C6OoIIIeHO, qe Ca pe3HCTeHTHI,r. '.- \ )J;
5 fparuEquNre crofinocra s ra6rnqara casa6aza Ha rpaHr,rqHure crofiuocrr,r sa 6&ri

i-..\



BvAOBe I,I e t(enareJrHo Aa r.rMa MecrHa nHoopMarlns 3a pe3HcTeHTHocTra, oco6eHo nplr JreqeHr,re Ha
TexKH nHQeKq[Il. Ilpra Heo6xoAr,rMocr rpr6na Aa ce nor]pcr4 cbBer or eKcfrepr, Koraro MecrHure

AaHHI,I 3a pe3l,IcreHTHocrra ca raKLrBa, qe n3rroJr3BaHero Ha anrnurxpo6Hvr areHT nprc HrrKort
znQexqua e cnopHo.

O6[rnoseno qyBcrBureJrHrr BrrAoBe

@

fpau-uoroxuremru aepo6pr
Enterococcus faecalis
Gardnerella vaginalis
St ap hy l o c oc c us aur e us (naeruqulun-vyncruurenuu) f,
Koaryraso-HeraruBHlr cra$ulonoru
Streptococcus agalacticae
Streptoc oc c us pn e umon i ael
Str ept oc occus pyo gen e s v Apyrv 6era-xeuonvrvrqHvr crperrroKoKu
Str eptoc o ccus v ir idans rpyra

fpau-omnqaremrn uuxpoopranuguu
Capnocytophaga spp.
Eikenella coruodens
Hae mophil us infl uenzae2
Moraxella catarrhalis
P asteurella multocidct

Anaepo6nu nruKpoopraHprsMr,r
Bacteroides fragilis
Fus obacterium nucleatum
Prevotella spp.

BHAoee,3a KoHTo tpnlo6urara pe3ficreHTHocr Moxe Aa 6rAe npo6leuHa
Aepo6nu fpaM-nonoxnrennra vrzxpoopraHusrvrpr
Enterococcus faecium $

Aepo6H[ fpaN{-orpzuarerHu ruuxpoopranraslrz
Escherichia coli
Klebsiella oxytoca
Klebsiella pneumoniae
Proteus mirabilis
Proteus vulgoris

Pegncrenrnr,r MHKDooDT aHv3MA

Aepo6nu f pau-orpuuarenHra umpoopranu:uu
Acinetobacter sp.
Citrobacter freundii
Enterobacter sp.
Le gione lla pneumophila
Morganela morganii
Providencia spp.
Pseudomonas sp.
Serratia sp.
St enotr ophomonas malt ophil i a

Apyru nauKpooDranusN,rr,r
C hlamydophil a pneumoniae
C hl amydophi I a ps ittac i
Coxiella burnetti

. _ . . - - - - - - - . J . , - . .
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Mycoplasma pneumoniae

$ EcrecrseHa cpeAHa rryBcrBuTeJrHocr npu Jlunca Ha npugo6nr MexaHr.r3bM Ha p$r{creHTHocr.
f, Bcuqrua Mer[III{JIHH-pe3}IcreHTHra craSwroroKn ca pe3ucreHrHra KbM aMoKcurlr4Jrun/r-nanyraHona
KUCEJIHHA

I Streptococcus pneumoniae xouro ca pe3ncreHTHn Ha neHr{rrr4nr,rH, He rpx6ea Aa ce neKyBar c ra3vr
JIeKapcrBeHa Qopua Ha aMoKclrqusmy/rutazytaHoBa Kvrcerruna (nx. rovru 4.2 u 4.4).
2 Cto6qasa ce ga uIaMoBe c HaMaJreHa qyBcrBvrenHocr B H-sKoH crpaHr,r na EC, c qecrora no-BLtcoKa
or l0Yo.

5.2 OapuaroxrrHerrrrrHrr cnoft crna

Perop6qnr
Anaoncuqml{H rI KJIaBynaHoBa K[ceJr[rHa HarrbJrHo ce Arlcoqnupar BbB BoAeH pa3TBop npu

Qz:nororu.*ro pH. Z gnere KoMrroHeHTu 6rpso n 4o6pe ce pesop6r.rpar rrpu nepopa.nHo
[pI4JIox(eHI{e. Peeop6qnrra Ha aMoKcut\uttuslxnaBynaHoBa KHceJrr4Ha ce orrrr4Mrd3Hpa, Koraro ce
npueMa B HauaJloro Ha xpaHeHero. Cre4 rrepopaJreH rrplreM 6nonarzqnocrra Ha aMoKcHrIkLnHH H
ruIaByJIaHoBa KI4ceJIlrHa e oKoJro 70%o.flmsueHrrre npoQunll Ha ABara KoMnoHeHTa ca nogo6Hlr u
BpeMero Ao nLIKoBara rrJra3MeHa KoHrleHTpaqnr (Tmax) BbB BceKlr crry.raft e oKoJro eAHH qac.

@apnaaxoxuHerlrqHnre pe3ynrar[ or H3nI4TBaHe, npn Koero aMoKclrqu,Jrvn/xrauyranoBa KHceJrHHa
(875 mg /125 mgta6retxn, rplleMaHr,r ABa rrbru 4nenno) e rpr4naraH Ha uraAHo Ha rpyrrrl or 3ApaBr{

4o6pororqu, ca [peAcraBeHr,r no-AoJry.

CpeAnu (+ SD) SapruaxoxuHerllqHll napaMerpl,I

flpunoxeno(-n)
arrnnHo(-u)
eeqecrao(-a)

,{oaa Cmax Tmax * AUC (0-
24h)

T t n

(mg) (p/ml) (h) ((pg.h/ml) (h)

AnaorcuquluH
AMX/CA
875 mg/125 mg

875 1I,64
+2,79

1,50 (1,0-2,5) 53,52
+12,31

l , l 9
+0,21

Kranyranona KHceJrHHa

AM)VCA
875 mgll25 mg

125 2 ,18
+ 0,99

1,25 (1,0-2,0) 10 ,16
+3,04

0,96
+0,12

AMX - aMoKcurlr4nun, CA - KJraByJraHoBa KrlceJrr4Ha
x MeAnana (auana:on)

Cepyunure KoHrreHTparIr{H Ha aMoKcvt\vtxwtr Lr KJraBynaHoBa KlrcenlrHa rrocrr,rrHaru c
aMoKclrrlr4nr4r/uaeynaHoBa K[ceJrLrHa ca noAo6nvlc,are3v) noJD/qeHn IIpn caMocrorreJrHo
nepop:urHo rrpllJlox(eHlle Ha eKBHBaneHTHrr Ao3H aMoKcuIJWtvrH rr KJIaByJIaHoBa KucenlrHa.

Parnpegelenue
Oxolo 25Yo or o6ulara rrJra3MeHa KJraBynaHoBa KvceJrHHa u l8%o or o6rqu-fl rrJra3MeH aMoKcI4IIrirJn4H ca
cBbp3aHI{ c nporer,rHn. flpurn4naxr o6en Ha pa3rrpeAeJreHue e oKoJro 0,3-0,4 llkgza aMoKcnrlkurLtH H
oKoJIo 0,2 Ukg 3a KJraByJraHoBa KnceJrrrHa.

.  ' . -" ' : - - : '  - -
Cre4 nnrpaBeHo3Ho npruro)KeHlre, aMoKcHrIrl,Jrr{H rr KJraBynaHoBa Kr{ceJr}rHa ce orKpr,rBajp€?{qqftr{eH- - '

rpboHaqHoMo3SqHaTa TeqHocT.

Or npoyrnaHvrflTa rrpu )rs,rBorHr.r He cbqecrByBar AoKasareJrcrBa 3a 3HaqrdreJrHo
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Ha Bel{ecrBa, rroJryqeHlr or JreKapcrBoro, 3a BceKu or KoMrroHeHTr{Te. Auoxcnqunuhrr
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or TIeHHIII4nLIHI, Mox(e Aa6.1bIle orKpr4T B KbpMara. Cteliw or KJraBynaHoBa K[rceJrr,rHa Morar Aa61b$ar
orKpurlr B KbpMara (nx. rourca 4.6).

,{orasaHo e, qe u aMoKcHIII4JrrrH, }r ruraByJlaHoBa KilceJrr,rHa npeMr4HaBar rrnaqeHTapHara 6apnepa (nx.
roura 4.6)

Mera6oJrllsrDr
AuorccuqulfiH qacrl{qHo ce orAeJIr BypkrHura Karo HeaKTr{BHa neHnrlr4nuHoBa KHceJrHHa B
KonuqecrBa, eKBIBZLIIeHTHU na 10 rc 25Yo oT nbpBoHaqrlJlHara 4osa. K-rranylaHoBara KrrceJrr{Ha ce
Mera6orusupa eKcreH3HBHo rrpu qoBeKa H ce eJrr4MlrHupa c ypnHara u Sexalnure n Karo BbrnepoAeH
Ar,roKctrA B H3 AVtrrIaIlI1s, BbsAyX.

E.nuunnnpaue
OcnosHl,Itr rlr'r Ha erwrv,prr;.npaHe Ha aMoKcr{rrr4naH e npe: 6t6peqzre, a Ha KJraBynaHoBara KlrceJruHa
e KaKTo upes 6r6peuHr{, TaKa r,r qpe3 He6r6peuHu MexaH}r3M}r.
Auorccnquauultctal'-y:l.aHoBa KlrceJruHa r.rMa cpeAeH eJrLrM[HauuoHeH noJry)KuBor or oKoJro eAuH rrac

I4 cpeAeH o6111 rnzprnc oKoJIo 25 llh npu 3ApaBH vHAr4BvrAr4. flpu6ruaurenuo 60 lo 70%o w
aMOKCIIIIITJII4I u npU6nU3HTeJrHO 40 lO 65%o OT KJraBynaHOBa KHCeJrlrHa Ce eKCKperupxr HelpoMeHeHH
Byputi'ara rlpe3 [bpBI,ITe 6 qaca cneA eAHoKparHo npr4JraraHe Ha aMoKcr{rlriJrrru/xranylanona
KLIceJIIIHa ra6lerxz 250 mg/125 mgwm 500 mg/125 mg. PasluuHrr r,r3cJreABaHr4fl coqar, lre
orAeJl{Hero lF.aypu]F^ura e 50-85% 3a aMoKcr{qvxtuHvt MexAy 27 u 60%o 3a KJraBynaHoBa KrceJruHa 3a
nepHoA o't 24 qaca.3a xlanylanoBaTa Kl,rcenuua, uafi-roJr.f,Moro KoJrlrqecrBo Ha JreKapcrBoro ce
orAeJrr rrper nbpBnre 2 qaca cneA nplreMa.
E4noapeueHHoro nprdJroxreHue Ha npo6euequ,4 sa6ae.s orAer.f,Hero Ha aMoKcurlr.r,Jrr,rH, Ho ne sa6as.s
6r6pevHara eKcKperlu;r Ha KJraByJraHoBara Kr{ceJrzna (nx. rovxa 4.5).

Brrpacr
ElnuunaquoHHl4[T noJr)rysrBor Ha aMoKcr{qvrJrvtH e cxoAeH npv Aerla Ha Bb3pacr or oKoJro 3 ueceqa

Ao 2 roAunu H no-roJreMr,r Aerla H Bb3pacrHrd. flpu unoro MuurKH geqa (nxnroqraTeJrHo HeAoHoceHr.r
HoBopoAeHH) npes nbpBara ceAMnrla or xuBora uHTepBzurbr Ha rrpr{JraraHe ne rpr6na Aa HaABr{rxaBa
lp[JlaraHe ABa nbrlr AHeBHo, [opaAr{ He3prnocr na 6r6peunvr ilTT Ha erruMvrHvtpane. Trft Karo r.rMa
lo-ror.flMa BepotrHocr naqueHTuTe B crapqecKa Bb3pacr Aa lrMar HaMaJreHa 6r6pevna Qy"*q"",
rpx6ra Aa ce BHnMaBa npu us6opa Ha Ao3a u Mo)Ke Aa 6r4e none3Ho Aa ce cJreAr{ 6r6peunara

Qyuxur.rx.

IIo.n
Cle4 nepopaJlHo npHJIolKeHHe Ha aMoKcl,rqutmu/xtanytaHoBa KlrceJrriHa npr{ 3ApaBH Mbxe rd )r(eHr,r,
rIoJIsT IUIMa 3HaqItTenHO SrgAeftCrS[e Bspxy QapUarCOnUHeTUKaTa Ha aMOKCUqVETl,1llF.Vt KJraByJraHOBa

KI{CEJIHHA.

Br6pequo vspeiluaHe
O6rqu.gr cepyMeH KJrr.rpbHc Ha aMoKcr{qpr,Jruu/xtasytaHoBa Kr,rceJrr4Ha HaMirJrrBa [ponopq]roHaJrHo c
HaMtLIItBaHero na 6r6peqHara ,by"*q"r. Handar-f,eaHero Ha KJrnplHca Ha JreKapcrBoro e rro-u3pineH
npl4 aMoKcrIquJILIH, orKoJlKoro npn KJraByJraHoBa K[ceJIuHa, rrfi rcaro ro-roJltMa vacr or
aMoKcI{III4nuH ce orAeJIr upee 6r6pequre. Cre4onareJrHo Ao3r,rre npn 6r6peuHo yBpex.qane rp.r6na

Aa npeAoTBpa.rflBur npeKurneHoTo HaTpynBaHe Ha aMoKcrr\krrvrH, KaTo eAHoBpeMeHHo ce noA,qbpxar
aAeKBarHH HHBa Ha KJraByJraHoBa KuceJrvHa (nx. rovxa 4.2).

5.3 Ilpe4rc.rnnurrHrr AarrHrr sa 6esonacnocr

l l



flpoyueanntffa 3a roKcliFlHocrra cJreA MHoroKparHo npr4Jro)r(eHr4e, npoBeAerrurrpu Kyqera c
aMoKcllqu,n[u/rcnanytauoBa K]rceJII{Ha noKa3Bar ApiBHeHe Ha croMaxa u noBpbrqaHe H norbMHf,Jr
e3lrK.

He ca nponexAaHl{ npoJABaHLLf, 3a KaprlktHoreHHocr c aMoKcrrqrr.Jrutt/rcnanytauoBa Kr,rceJrnHa.

6. (DAPMAIIEBTI{IIHI4 AAI{HII

6.1 Cnncrrc Ha noMorrlnrrre BerrlecrBa

CrpuesnHa: KonoI,IAeH 6essoAeH cr4Jrr,rqr{eB A}roKcr,rA, KpocnoBr,rAoH, KpocKapMetozauarpuit,
MarHe3[eB cTeapaT, Mr,rKpoKpucT:rnHa qeJryJro3a.
OmMogo norpurue: xll,4poKculpolr4nqeJryJro3a, er[JrrreJryJro3a, noJrkrcop6ar 80, rpuerurrrrlTpar,
TarrK, TlrraHon guoxcng E 171

6.2 llecrnuecrrrMocrrr

FLsMa r,rssecrHn.

6.3 Cporc Ha roAHocr

2 roI.urru
Jlerapcrnoro He rpx6na Aa ce ynorpe6.flna creA [3TuqaHe cpoKa Ha roAHocr, o3HaireH Bbpxy
OTIAKOBKATA.

6.4 Cnequa;rnn ycroBrrq Ha cbxpanenrre

.{a ce crxpaHxBa rrpH TeMneparypa lo 25 oC, saulureu or BJrafa.

.{a ce crxpaHrrBa B opurr{HzlJrHara orraKoBKa

6.5 .{annu 3a orraroBKara

AVAI6rucreprl B oraKoBKr4 or 10 (2 x 5)

6.6 Cueqna.nnn npeAna3uu MepKrr [pH rr3xBbprqHe ll pa6ora

Hxua creqnuurHu )rKzBaHHrr

7. IIPI,ITE}I(ATEJI HA PA3PEIIIEHIIETO 3A YIIOTPEEA

Lek Pharmaceuticals d.d. VerovSkova 57, Ljubljana, CroeeHr.lfl

8. HOMEP(A) rrA PA3PETITEHIIETO 3A yrrOTpEEA

20010161

g. AATA HA rrbPBO PA3PEIuABAHEIIIOAEOB,flBAHE HA pA3pErlfr
YIIOTPEEA ,
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10. IATA IIA AKTyAJII43I4PAHE HA TEKCTA

12/2009


