
KPATKA XAPAKTEPI,ICTI4KA HA IIPOIYKTA

1. r4ME HA JIEKAPCTBEHIIfl trpOAyKT

Amoksiklavt 500 mg/t25 mg film-coated tablets
Auorcnua"@ 500 mgll25 mg $unrraupanu ra6lerxra

)

Bc.f,I<a SuruupaHa ra6rerrca cbAbpx€ 500 mg aMoKcHrIHJrr{n (amoxicillin) no4 Qopuara ua
aMoKcHIIHJTnH Tpr{K.rrpar (amoxicillin trihydrate) u 125 mg KrraByrraHoBa KncerrnHa (clavulanic acid)
no4 Qopuara Ha Kulrrr{eB KJraByJraHar. Crornourenuero e 4:1.

3a nrrHpr-fl crrucbK c rroMorrlHrrre BeruecrBa BLDKTe roqra 6.1.

3. JIEKAPCTBEHA OOPMA

Ouruapanu ra6rerxu

Beru Ao rrorrru 6ern osarHu 6[xonserccnu $urunpanrE ra6rerxra

4. KJII,IHI,ITIHI,I NAHHII

4.1 TepauenrnqHtr rloKalaHrrfl

AnaorcnxraB e noAxoArrrl 3a Jrer{eHr{e Ha cneAHr.rre uHSercquu rrpu Bb3pacrHvt v rer\a (nx. rouxu 4.2,
4 . 4  u  5 . 1 . \ :
. Ocrup 6arrepuarer cvwy,ztT (aAexnaruo AuarHocrrrqupan)
. Ocrpo Bb3n€ureHne Ha cpeAHoro yxo;
o Oc:rpu ersaqep6aqur{ Ha xpoHuuen 6porrxur (a4exratro AnarHocrr{qupaHi)
o I4ssrH6oJrHr{rrHaIrHeBMoHpr{
r Ilucrur
o fluelone<ppur
o ZHQerqI4H Ha Ko)r(ara u MeKr,rre rbKaHr.r u no-cnerlnanHo rIeJryJrr,IT, )rxanBaHr,Ill or xI,IBorHIt I,I

Te)KKr.r AeHTaJTHU a6CqeCv C npofpecaparl rleJrynr4T
o Zntbexqa[ Ha Kocrlrre I,I craBI,ITe, no-cnellnarrHo ocreoMr.renr.rr

Tpr6ra Aa ce BeMar noA BHr{MaHue o$uqua-uHprre pbKoBoAcrBa 3a rrpaBr.rJrHa ynorpe6a na
anru6arrepnaJrHr.rre cpeAcrBa.

4.2 .{oruponna rI Haq[IH Ha rlprlJro?r(eH[e . ,.:___:--rli::q...

o

a

Telxecrra H M.rrcroro na uHQexqnxra
Bl3pacrra, TerJroro u 6r6peunara Qymqux Ha narrueHTa, KaKTo e yKrBaHo rro-AoJry.



fIpN neo6xoAgMocr rpr6na Aa ce noMrrcJrlr 3a r,r3rroJl3BaHero Ha aJITepHarHBHI{ JIeKapcrBeHI{ Qopul't

Ha Auor<cnruran (naupuvrep re3r4, nplr Kolrro HMa rIo-BHcoKH Ao3I'I aMoKcHIII{,nuHWwlvt pa3JII4qH[

cboTHoIrIeHLIt Ha aMoKcvrqiz:Jrvla c KJraByJraHoBa KHceJIHHa) (nx. ToqKI'I 4.4 u 5.1).

3a nr:pacrn;?-.1_ Itet\aZ 40 kg, rasu $opvryna na AuorcuKJraB npeAocraB.f, o6Irla AnenHa Ao3a or 1500

mg aMoKcr,rUwms/3/5 mg KJraByJraHoBa KHceJrLrHa, Kofaro ce trplreMa, KaKTo e npenopbqaHo rlo-AoJry.

3a aeqa <40 kg, m3u $opvryJra Ha AMoKcr{KJraB npeAocraBs MaKcI,IMtuIHa AHeBHa Ao3a or 2400 mg

aMoKcgrlr{,Jrrrn /600 mg KJraByJraHoBa KlrceJrl{Ha, Koraro ce npveMa, KaKTo e npenopbqaHo no-AoJIy.

Ano ce [pl{eMe, rre e Heo6xoAl,rMa no-BncoKa AHeBHa Ao3a aMoKcHIIrtlIHH, ce llpenopbqBa Aa ce

us6epe AuoxcnruraB c Apyra KoHrIeHTpaq[s c rler Aa ce ils6erHe rlpueMa Ha HerryxHo BI{0OKI'I

AHeBHlr Ao3r,r KJraByJraHoBa KHceJIIAHa (eXt. rouxu 4.4 u 5.L).

flpogrlxcureJrHocrra Ha Jrer{eHr,rero rpx6na Aa ce onpeAeJlt 853 ocHoBa Ha orroBopa Ha TIaIII{eHTa.

HcrcoH nnserqun (nanpnrvrep ocreoMueJrr{T) uslEcxnar rro-AbJIfH [ep[oAI,I Ha JIeqeHLIe. Jleqenuero ne

rpr6na Aa rrpoAbJr.?KaBa noBer{e or 14 Ann 6er nperre.4 (nx. roura 4.4 orHocno [poAbnxl'ITenHoro

reqenne).

BrspacrHlr H neua >40 kg

E4ua ra6rerxa (500 m{125 mg Ao:a), npLIeMaHa rplt nbru Ha AeH.

neua < 40 kg
20 m!5 mg/kg/rcn ao 60 mg/15 mg/kglrcu, pa3AerIeHI'I B rpI'I Ao3I4.
,{eqara Morar Aa ce JreKyBar c Avroxcllx.nae ra6rernvlvorv c Apyru JreKapcrBeHu Sopruu na
rcoM6uHarlu-flTa aMoKcr{uulnn/xlanylaHoBa KHceJIHHa Karo cycneH3vlruru caruera 3a Aelra. ,{eqa Ha

Bs3pacr 6 roAnnn Il ro-MaJrKo e 3a npeArroqprraHe Aa6rAar JIeKyBaHu c aMoKc]Illl4rlIln/xlaeylauoea

KHCeJII{Ha CyCneH3r'rS I,'"]|III CArrreTA 3a AeIIa.

H.f,Nla Knr.rHr.rrrHr,r AaHHr,r ga Aruoxcnxnan (tfoprvru 4:1) no oTHoIIIeHI{e Ha Ao3I,I, no-sucoKll or 40

mg/I0 mg Ha Kr4JrorpaM Ha AeH npu Aelra to!,Z ro4urru.

flauuenru e crapqecxa srgpacr
He ce cqura, ue e neo6xoAr,rMa KopeKIII4fl Ha Ao3ara.

flauueHrn c 6r6peqHo yspexnaHe
Kopercquure Ha Ao3ara ca na 6asara Ha MaKcHMuInHoro npelopbquTeJlHo HHBo Ha aMoKcI{III{,JrHH

He ce nzurara KopeKrrr{r Ha Ao3ara npu rrauneHTr,r c Kpearr{HItHoB KJILIpbHc (CrCl) no-rolslvl or 30

ml/min).

Bospacmuu u de_ >40

CrCl: 10-30
ml/min

500 mgll25 mg ABa nbrll AHeBHo

CrCl < l0 ml
/min

500 mgllZi mg BeAHbll( AHeBHo

Xeuoanaruga 500 mg/125 mg Ha BceKH 24 uaca, nnroc 500 mgllZ5 mg ro BpeMe
Ha Ar{zuru3ara, Aa ce rroBTopn B KpaJI Ha rvurnsara (rtft -I9T9..,, -
cepyMHr,rre KoHrleHTpaqvru vr Ha aMoKcr{rIr4JrH", r 

Tq-y3Fx*.H.p,,.Tt
KHceJIfiHa navrar-f,ear) ,'' d'\ - " '" !'itr,

CrCl: 10-30
mVmin

15 ̂ g/3J5 ^g/kgA"^nbru AHeBHo (Ir,raxcnlryYf-pe$ i
.IIBa ttbru aHeeHo), t, , 

'. 'r;ri j?'

CrCl < 10 ml
/min

l 5 m { 3,T 5 mil kg Karo eAHo KparHa AHeB Ha aod:( $49jrryry,.5r.S',
ms1125 me). ',-::-*-'-"^ ":-.4//

\,{eqa < 40 kg
I J
j i



Xeraonxa:rr.rsa 15 mgl3,75 mg/kg Ha AeH BeAHbx AHeBHo.
flpe4u xeMoAnzuusara 15 mgl3,75 md kg. 3a Aa ce Bb3craHoB.flr
rlr4pKynr.rparquTe HlrBa Ha JreKapcrBoro, rp.e6na Aa ce npu,Jro)r(ar
15 mg/3,75 mg Ha kg cnea xeMoAu,uru3ara.

flauueumu c qepwodoodao ynoe;x,nane

,{a ce npurafa c rroBr,rrreHo BHLTMaHT{e n qepHogpo6nara Sy"*q"" Aa ce fipocJre4flBa pe4onHo (nx.

rorrKlr 4.3 u 4.4\.

Ha.r[H Ha rrplrJrollceune
AuorcnxraB e 3a nepopa-rna ynorpe6a.

,{a ce npunara B Harrzuroro Ha xpaHeHero, 3a Aa ce cBeAe Ao Mr,rHr,rMyM rroreHrluzrrrHara
racTpor,rHTecTr,rHzLrrHa HerroHocLIMocT r{ Aa ce onTlrMr,r3}rpa ycBorBaHeTo Ha
aMoKcnrlr4Jrr*r/xranylanoBa KnceJrr,rHa.

Tepanutra Moxe Aa 3arroqHe [apeHTepanHo clrJracHo KXII na r{HTpaBeHo3nure Qopuu u ga

rrpoAsJDKr,r c [epopirJreH rrpenapaT.

4.3 IlporunouoKa3aurlfl

CnprxuyrcrBuTeJrHocr KbM aKTI,IBHIzTe BelrlecrBa, KbM HtKoId or neHHIII.tnvIHvITe I,LJIIT K6M HrIKoe or
[oMorrIHI4Te BerrlecTBa
AnaraHesa 3a rexKa nesa6asHa peaKrllls Ha cBpbxrryBcrBuTeJrHocr (uanp. auaQulaxcu-a KbM Apyro
6era-narcauHo cpeAcrBo (nanp. qeQanocnopr.rn, rap6aneHeM r,rJrr{ uono6axrau)
AnallHesa 3a acoqr.rupaHa c aMoKcr{gutuy/rutavytaHoBa KrrceJrr{Ha xurenuqa./uepno4po6Ho
yBpe)qaHe (axr. rovrca 4.8).

4.4 Cneqna.rnn rpeAyrrpe)r(AeHrrq r rpeAtra3rrn MepKrr upu yuorpe6a

flpe.4r.r 3a[oqBaHe Ha reqeHr,re c aMoKcnrllrJruy/rctazytaHoBa KHceJrHna rpx6ra Aa ce Ha[paBH
BH[MaTeJrHO 3aAaBaHe Ha BbnpOCU nO OTHOrrreHIte Ha [peAr,rrIHr4 peaKrlr{r,r Ha cBpbxrryBcTBHTeJrHocT
KbM rreHr,rrrraJruHu, qeSarocilopnHu prrrr Apyrkr 6era-rarraurtu asru6uoruqu (rx. ToqKr,r 4.3 u 4.8).

Cro6ulana ce 3a cepuo3Hvr, a rloHrlKora v reraJrnvr peaKrllrr4 Ha cBpbxrryBcrBrlTenHocr
(anaQruraxrolrAHr.r pearqnz) flpu [arlueHTr,r, Ha Konro ce npoBe)KAarepanvr^ c neH[Iql4rrlru. I4rraa no-
rOJItMa BepOSTHOcT T$I,I peaKIII{u Ia Ce nof,B.flT IIpH naqllenTll C aHaMHe3a 3a cBpbxtIyBCTBLITeJIHocT
K5M neHr.rqI,IJI]IH r,I aTOnLFIHI4 [aq]rerrTU. AXO Bb3HtIKHe iulepfHqHa peaKIII,IJI, TepAnl,,.sna C
aMoKcl,Iqu,JrHrlxranyranoBa Kr,rceJruHa rpr6na Aa ce npeKparru ra ce Ha3Haqu rroAxoA.f,rrlo
anTepHaTI,IBHO JIeqeHLIe.

B crryvaft, qe e AoKa3aHo, qe uHtfercqurra ce AbJDKt4 Ha qyBcrBr{Teren(-z) KbM aMoKcr{rl[nr{H
opranusrna(-u), rorana rpr6na Aa ce rroMr{cJru 3a npeMnHaBaHe or aMoKcurlu;-ruu/rutasyr'aHoBa
KltceJrr.rHa KbM aMoKcr{qr,uruH B clorBercmrae c oQnqva;rnvrre npenopbKn.



Auorcuquluy/rutanytaHoBa KHceJrHna rpr6na 4a ce us6.nrBar, aKo r.rMa cbMHeHne ra uH$exq[o3Ha
MoHoHyKJreoza, T5.it Karo rlotBara Ha uop6urn$oprrlen o6pun ce cBbp3Ba c roBa cbcro.f,Hne creA
ynorpe6a Ha aMoKctrqarrrdH.

EgHorpeueHHara ynorpe6a Ha irnorrypaHon [o BpeMe Ha JreqeH[re c aMoKc]rrlr4nlrH Moxe Aa yBernrru
BeposTHocTTa oT aJrepfHqHa Kox(HH peaKrlr{n.

flpo4tlxcnreJrHara ynorpe6a Mo)Ke lroH.f,Kola Aa AoBeAe Ao cBp6xpacre)r( Ha HeqyBcrBlrreJrHn
opraHr,r3Mrr.

flosgara Ha feHepanltgvpar'a epI4TeMa B Haqzuloro Ha Jrer{eHnero, rrpu,qpy)KeHa or BIrcoKa
TeMneparypa H nposBeHa c rrycryJrr,r Molr(e Aa 6rAe cprurrroM Ha ocrpa reHepanu3r,rpaHa
eK3aHreMaro3Ha rrycryJlosa (AGEP) (rx. ro.ma 4.8). Ta:u peaKrlns H3ncKBa cnupaHe Ha rrpueMa Ha
Auorcux.uaB lI e nporl,IBorloKa3aHr{e 3a nocJreABarrlo npplJro)ceHze Ha aMoKcHITHJIHH.

Auorcuqulutt/xtatytaHoBa KI4ceJrr{Ha rrpu naqr{eHTn c qepHoApo6Ho ynpex4ane rp.r6ra ga ce
u3noJr3Ba c noBarrreHo BHHMaHlre (nx. rouru 4.2,4.3 n 4.8).

Cro6rqana ce 3a qepHoApo6ru cl,'lvtrus, rJraBHo npu Mbx(e u naqneHTr.r B crapqecKa Bbspacr Lr re
Moxe Aa ce cBtplr€T c rIpoAbJDKHTeJrHo reqeHne. 3a raxusa ct6pnuc, ce cro6rqara MHoro prAKo rrpu
.qeqa. Bts BcI{qKu rIolyJIaIIuu o6r.rrcnoseHo ce rorBf,Bar npr,BHar{pr r,r crrMrrroMl no BpeMe :aavJIH
HerlocpeAcrBeHo cJre.q JleqeHlrero, Ho B HrKoLr cJrrrau Mo)Ke Aa He ce n3.rrBrT Ao HrKoJrKo ceAMr{rlr{
cJIeA crlupaHe Ha reqeHuero. Te o6zrcroseHo ca o6paruuu. r{epno4po6nzre crlvlnus Mor(e Aa ca
Te)KKH H B LBTIIoqLITeJIHo peAKH clrYrav ce cro6qasa 3a cMbprHla cr;1"'imtv. Te noqru BLrHaru ce
Ha6nloAaBar rtpn rIaqneHTH c re)I(Kr{ ocHoBHlr sa6oilrrsankrfl r{,Jru eAHoBpeMeHeH npveM Ha J]eKapcrBa,
3a Konro e H3BecrHo, qe e BB3MoxHo Aa ers.qeftcrBar Ha qepHnfl apo6 (nx<. rovxa 4.8).

flpu lovru BcLIqKIt anru6axrepuarHu cpeAcrBa, BKJrrorrHTeJrHo aMoKcr,IqvurnH) ce cto6rqana sa
KoJrlrr, cBbp3aH c rIpPIeMa na aHru6norl{K, Bapr,rparrl Karo re)KecT oT JreK Ao )ICHBoro3acTpaIIIaBaIrI.
(nx. roura 4.8). 3arona e BuDKHo Aa6r1e pa3rro3Hara Ar{afHo3ara nplr [aqLreHT[r, rroJryr{r{Jrv Auapvy.
no BpeMe Ha vutv cneA rIpIreM Ha KaKbBTo u Aa e aHrr.r6rnorr.rrc. Aro ce [orBr,r KoJrr4T, cBbp3aH c
lpI,IeMa na anrn6uorun, AuorcuruIaB rpx6na nesa6arHo Aa ce lpeKparu,rpt6saAa ce HarrpaBr.r
KoHcyJrrarlur c neKap E Aace 3anoqHe noAxoArrrla repanvfl. flpu ra:a cvryawA ca
rrporr.rBonoKasanu JreKapcrBa, sa6ae.f, rrlu [epncrzurrnKara.

fIpIE npoguxLITeJIHo JretleHue ce npenopbqBa nepuoAuqHa orIeHKa Ha Ba)KHH $ymqr,ru na
opraHl€Ma, BKJTIoqLITeJIno 6r6pevnara, rlepHoApo6na'ra I,I xeMoloeTr{qHara tfymqur.

P.flArco ce cro6ulara 3a yAbJDKaBaHe Ha uporpona6nHoBoro BpeMe rrpu narrueHTr,r, npr{eMarrru
aMoKcl4llt{Jrlln/rclanylaHoBa KI{ceJII4Ha. Tpx6ra Aa ce npaBu noAxoArrrlo [pocJreArBaHe, KoraTo e
npeAnncaH eAHoBpeMeHeH npI,IeM Ha aHrr{KoaryJranrn. Moxce 4a e neo6xoAnMa Kopexrlvlr. Ha Aosura
Ha nepopaJIHLITe aHTuKoaryJIaHTr{, 3a Aa ce noAAbp)rca }KeJraHoro HrrBo Ha aHT}rKoaryJraqur (nx.
ToLIKITI 4.5 u 4.8).

flpu naqlaeHru c 6r6peuHlt yBpexqaHr{r Ao3ara rpx6na Aa ce Kopr4rnpa B 3aBr,rcnMocr or crenerrra Ha
yBpe)qaHe (nx. rouxa 4.2).

flpu naquenrn c HaM:uIeHa Ar{yp$a MHoro psAKo ce ua6noAaea Kprrcrarrypux, npeguM(g.,np",,,,:--f1',a)\
napeHTepaJlHareparrns' flo npeue Ha rrprr.JraraHe Ha Br,rcoKH Ao3r4 aMoKcr,rqr.rJlrH ce npggopr,

- -- - - --ri =l,li r:i:!ii$f,l&.}l.'.:,\ 
'i, 

\'nplleMar AocrarbqHo relrHocrr,r vt v Aa ce IIoAAbpxa a.qeKBarHa Akrype3a, 3a Aa ce naManlr',ri;:..]ji.y{i :gl{' \ .; \
- r-r..-- ^ -.;*:-: -'j.rli':,1;1it:']- i * i

rPnervaL ALrer.rr b{trtr rt',rfruultl n n Aa es rru,lu{.bPrKa ?Ll\vt(}JulHa AnyPe3a, 3a AA Ae U4U4trF:i:;.,,tri.111i.:Vii i = l1
Bb3Mo)KHocrra sa npeAr3BHKaHa or aMoKcuIII4rrr.rH KpHcrarrypHr. flpu naquesrn c ra44$r*):.g1,!*i,l .$ jj
nr.rKorrHHrr Mexyp rpt6B,a Aa ce [paBr{ peAoBHa npoBepKa Ha [poxoAr{MocTra Ha Ka
4.9).



4.5

flo nperr,re Ha JreqeHHe c aMoKCLrrIr4nuH rpr6ea Aa ce u3noJl3Bar eH3LIMHH TJIIOKO3OOKCHAa3HI',I MeTOAH

BCSKLT 11bT, KOIaTO ce [paBI{ I,I3CJI9ABaH9 3a HZUIHtIue Ha |JIIOKO3a B ypI'IHaTa' 3aIqOTO HeeH3I4MHI'ITe

MeroAH Morar Aa AaAAT Qaluuno IIoJIO)KI4TeJIHH pe3yJITarH'

Halnquero Ha KJraByJraHoBa Kr{ceJrr{Ha B AMoKcI,IKJIaB Mo)Ke Aa rIpeALI3BHKa HeclequQnuuo

cBbp3BaHe Ha IgG u al6yuuH c KJrerbqHlrre ueu6pault Ha epnrpouuTltre, Koero BoAI'I Ao Qanruuno

noJro)cHTeJIeH Tecr Ha Coombs.

I4ua cro6q e1vt sanoJroxotreJrHr.r pe3ynrarlr or H3cJIeABaHVtffa npu u3noJI3BaHe Ha recra Bio-Rad

Laboratories Platelia Aspergillus EIA npu raqreHrl,I, npueMalqu aMoKcI{III4JII{wKJIaBynaHoBa

Kr,rceJrr{Ha, 3a Kor{To BnocJreAcrBrle e ycraHoBeHo, qe HtMar nnsexqur c Aspergillus. Cto6rqasa ce 3a

KpbcrocaHr,r peaKur.u4 c ne-Aspergillus noilreaxapv$vrn nonu$ypaHo3ll npn recra Bio-Rad

Laboratories Platelia Aspergillus EIA. flopa4r,r roBa, nono)KHreJIHLIre pe3yJITarI4 or recroBere rlprl

rraqlteHTg, npueMaulu aMoKcrrqanuu I xrrayytaHoBa KLIceJIHna rpr6na Aa ce rbJIKyBar rIpe.4rIa3JIlIBo Ia

Aa Ce noTBbpAsT C Apylu AI{a|HOCTI'IqHH MeTOALI'

BranuoAeficTBlle c Apyrfi JIeKapcTBeHII IIpoAyKTII tr Apyrn Qopuu Ha B3aIIMoAeftcTBre

II e p op anuu aH muKo aeyr aHmu

flepopannure aHTI,IKoaryJraHTVvr neHr{ULTJTHHoBI,ITe anriru6uorutJll ca rrrupoKo I'I3nOJI3BaHI'I B

npaKTnKara, 6eg cro$qenne,3a ssauMoAeficrnue. BrnpeKLI ToBa, B Jll,ITeparyparar4MaclrY{o,vHa

yBenur{ego Mex(AyHapoAHo HopMaJru3r,rpaHo orHorIreHLIe (INR) npIl naIIHeHTI{' noA,{bpxGHLI c

arreHoKyMapoJr r.rJrr,r napQapun, Ha Koprro e rrpeArll{caH Kypc c aMoKcI,IuIiJrun' Axo e neo6xoAlauo

eAHoBpeMelrHoro rrpr4no)r(eHr4e, nporporvr6raHoBoro BpeMe I4nH Mex(AyHapoAHoro HopMzurI'I3I'IpaHo

orHorrreHlre (INR) rpt6sa Aa6r1ar BHr{MareJrHo na6ruoAaeaHn npu Ao6aesHero I4JILI orHeMaHero Ha

aMoKcr{ug,nr{n. Ocnen roBa, Moxe Aa ca neo6xoAt4Mlr KopeKIrI,IH Ha Ao3ara Ha rlepopanHvre

aHrrKoaryJlanru (nxt. ToqKH 4.4 u 4.8).

Memomperccam
I[enuUralusHTe Moxe AalF'aMrarsr oTAer.f,HeTo Ha MeroTpeKcaT, KoeTo AanpwrLlH.vr eBeHTyaJIHoTo

yBeJII,IqaBaHe Ha TOKCI'IIIHOCTTa.

Ifpo6euequd
E4HonpeueHHoro lprdJrox(eHr,re na upo6euequA He ce npenopb.rna. flpo6enelruA HaMzrfl.f,Ba

6r6pevnara ry6ynuara ceKpeqt,rs Ha aMoKcr,rqulun. EAnoBpeMeHHara ynorpe6a na npo6enequg

MOXe Aa AOBeAe AO noBr,IuIeHI,r KpbBHr,r HHBa Ha aMoKCHIIr'LJIIIH, HO He H Ha KJIaByJIaHOBa KI',ICeJIHHa.

4.6 Epeuennocr rr KbpMeHe

Epeuennocr
ErcnepuueHTaJrHnTe rrpofrBaHr{r npn )KrrBorHH He noKa3Bar rlp.f,Ko I{,nI{ HenptKo BpeAHo

srsAeficrsue Bbpxy 6peueunocrra, eu6puouaruroro/QeralHo pa3BI,IT[e, pDI(AaHero I4nH

nocrHaraJrHoro pa3BHTHe (nx. TorrKa 5.3). OrpanuqeHltre AaHHLI sa ynorpe6ara na

aMoKcnrlr4Jrun/rnanynauoBa Kr{ceJrr{Ha no BpeMe na 6peuennocr rlpu xopa He rloKa3Bar noB[IxeH

plrcK oT BpoAeHr.r rr,ranQoprvraquu. B eAno npo)ArBaHe rlpu xeHlt c [pe)q4eBpeMeHHa pyrlTypa Ha

$era.lnara ueu6pana ce cro6qaea, ue npo$uraKTllqHoro JIeqeHIte c aMoKctlunJlur/r,ranylauona

KI,IceJr[Ha Mo)Ke Aa 6r4e cerpsano c noBlrueH pr.rcK or HeKporI,I3LIpaIq enrepoKoJIHT fIpH. .._'..-.."-:.':;;,-,
HoBopoAeHHre. Vnorpe6ara no BpeMe ua 6peuenHocr rp.r6na Aa ce us6.srBa, ocBeH *919.$.ep.$,'%,\

cMtTa, qe Tt e HiuIo)cI,ITeJrHa.

KrprvreHe
V Esere BerrlecrBa ce orAer.flT B KBpMara (ue ce 3Hae Hl{tqo sa srsAeficrBl,Iero Ha rnary,

t ) '

V Esere BerrlecrBa ce orAer-rr B KBpMara (ue ce 3Hae HI{uIo sa srsAefrcrBl,Iero ua xmg-{fp.ffi:.;:ipf' 
, 7t/

Kr{ceJrr{Ha Bbpxy rcrpua.rero). CneAosareJrHo, rpn KbpMauero ca Bb3Mo)I(HIt AI,Iaputh-nG6qT1'-' - ,,_.ro-"7KLICeJILIHa BSpXy KbpMaqeTo). UJIeAOBaTeJIHO, Ilprt KbpMaqeTo Qa B:b3Mo)KtlA A'IaPlr)r'n t*rY4l"o 
_..,..*-*. ,2,,

HH$exqu-s Ha JruraBHrIHTe, TaKa qe Moxe Aa ce HaJro)oI KbpMeHero Aa 6tAe nperparelro:;r:llr1ri, 
i1,,i')'./'

Auorcuqulur/xlarylauoBa Kr4ceJruHarpt6na Aa ce LGnoJI3Ba no BpeMe Ha KbpMeHe caMO qrlg-4, -..-.::'''

orIeHKa Ha cborHollreHl,Iero [oJBa"/pHcK or crpaHa Ha JIeKyBaIq]Ifl neKap.



4.7 EQexru Bbpxy cnoco6nocrra sa ruoQnpaHe rr pa6ora c MaIrIrrHIr

Flaua upoyrBaHlrr aa e$ertlrre Bbpxy cnoco6nocrra ra ruo$upaue n pa6ora c MaIIrlIHIt..

O6aqe Mol1e Aa Bb3HtIKHar Hex(eJraHr.r peaKIIr,rH (uanp. aneprLIrIHI,I peaKql{u, 3aMa.f,Hocr u rrpvone),

Korrro Morar AarroBrrr4lrflr na cnoco6Hocrra sa uro$upane u pa6ora c MaIIILIHI4 (nx. rouxa 4.8).

4.8 HexceranuJreKapcrBeurlpeaKrlrn

Haft-.{ecrure He}rceJraHr.r neKapcrBeHu peaKql{u (HJP) ca Avtapws, raAeHe v [oBpbIIIaHe'

HJIP, norqrveHr,r or KJrr,rHLrqHr{ vt3rrvrrBartvrs. H nocrMapKerl{HfoBoro Ha6lroAenue, rIoApeAeHI'I IIo

clrcreMo-opraHHure KJIacoBe na MedDRA, ca us6poenll no-AoJry.

I,lsnorssaHa e cneAHara repMr,rHonorr4s ga KrracvSnqrnpane Ha Bl3HI{KBaHero Ha HexeJraHLI peaKqI'IH:

Mnoro qecrn >l/10
t{ecrn (>1/100 ao <1/10)

He.{ecru (>1/1 000 ao <1/100)

PeArcu (>l/10 000 ao <1/1 000)
MHoro peAKr,r (<l/10 000)
C HeussecrHa qecToTa (or naluqnuTe AaHHLI He Mo)Ke Aa 6t4e HanpaBeHa oqeHxa)

I{ndercuun u nndecrauun

Koxuo-:ruraBlrrrHa KaHAIlAo3a r{ecrn

Cnprxpacre)rc Ha HeqyBcrBHTeJIHrr opraHI{3MLI C He[ssecrHa qecrora

HaDyruenug Ha rDrsra rl JtnrvrdHara c[creMa

O6parnvra JreBKoneHI4f, (axmounre;uro neyrponenur) PeAKU

Tporra6oqurorreHr,rt Pe.uxu

O6parurraa afpaHyJrouuTo3a C nenanecrHa qecrora

Xeuo.nurr,rqHa aHeMLrt C HengsecrHa trecrora

yAbJDKaBaHe Ha BpeMero Ha KbpBeHe ra nporporvr6l,IHoBoro BpeMe - C HeragsecrHa trecrora

Hapyuenufl Ha trMynHata cncteua t'

Anruonenporr{rreH oroK C nengeecrHa qecrora

AnaQuraxcu-r C neragsecrHa qecrora

Curuporu HanoAo6.f,sarq cepyMHa 6orecr C nenseecrHa qecrora

Arepruven BacKynr{T C neugnecrHa qecrora

IlaDyrnen[s Ha HeDnnara c[ctepra

3auaftnane Heqecrn

fraso6orHe Heqecru

O6parnrvra xprnepaKTnBHocr C Hen:eecrHa r{ecrora

frpvone' C HerassecrHa r{ecrora

Crouaurno-qpeBnu HarlyuleEug

luaput MHoroxbq&- - '  --."+,

fa.reHe' gecrpr',.i-tr',.,...:tliiril;r;r.,.,,

flonprqane 9ecrn :i: ."':aljr:i:iitr;:r ,.

Hapyrueuo xpaHocM nnaHe HeqeCf*t \- i ; . f i , : : . i ;1.:",  .

Kornr, cBbp3aH c npneMa sa arnu6notnx " C HeHs riup'rgg.vecrorzi .;\;

9epeH,,KocMar" e3IdK C ueuseectila,'.lbQtgia.<''
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flosnileHue na AST ulunu AL Heqecru

Xenarur C neussecfiIa qecrora

XonecrarnqHa xbJITeHI{qa C neuseecfiIa qecrora

-
IlaDyruenns Ha rorKara n no.lKoxHara trKaH

Koxen o6pun Heqecru

flpypur Heqecrn

Yprurcapur He.{ecru

Epureua vrynruQopue PeArut

Cungporrl na Stevens-Johnson C nengeecrHa qecrora

TorcuqHa eilHAepMiulHa HeKpoJII'I3a C neusgecrHa qecrora

Eynoseu ercSoluarnBeH AepMarltr C HeragsecrHa qecrora

O"tp" reHepaJlrcupaHa eK3aHreMaro3Ha rrycryJlo3a (AGEP)' C He[ssecfiIa qecrora

IlaDvurennq Ha 6r6Deuure n nuxoqH[re nrrfirua

I,lnrepcruquaneu ne $pur C HeuseecrHa qecrora

fp""ttttypll-r 
t C HeuseecrHa qecrora

I Buxre ro.rxa 4.4
2Bvtt<re ro'ara 4.4
3 faAenero [o-qecro ce cBbp3Ba c [o-Br,rcoKu rrepopiurHl,I Aosu. Aro croMaIrIHo-qpeBHLITe peaKIII'Iu ca

orreBr{AHn, Te Morar Aa 6rAar HaM,ureHu, raro AuottcI4KJIaB ce flpl{eMa B HaqzlJloro Ha xpaHeHero'

4 Bxruo.rurenHo rrceBAoueu6panoaeH KoJIHT LI xeMopafurleH KoJIHT' (ax. rourca 4.4)

5 3a6ensgaHo e yMepeHo floBr{rrreHr{e Ha AST u/unu ALT upra naIII{HTI,I, JIeKyBaHpr c 6era-narraunut

asru6uoruql{, Ho 3HaqeHnero Ha re3u pe3ynrarl'I He e pr3BecrHo'

6 Tesu cr6urus.ca na6moAasa:a:a:aTrp:aApyru rreHI,Iq[nI,IHu u qeQanoc[op]IHl{, (sx' roura 4.4).

7 Axo Bb3Hr{KHe anepfprqeH AepMarr{r, JreqeHnero rpx6na Aa ce npeKparu (rx. rovrca 4.4).

8 Buxre roqra 4.9

9 Bprxre roqrca 4.4

10 Buxre roqKa 4.3.,4.4

4.9 Ilpe4o:npaue

CunnroNll,r u npusHauu Ha npe.uogltpaHe

Moxe Aa ce na6lroAaBar croMalrHo-qpeBHll crrM[ToMLI LI Hapy[IaBaHe Ha eneKTpoJrI,ITHr'll ouuraHc 14

flatanca Ha reqHocrn. Ha6rrcAasaHa e Kpncralrypvr Ha aMoKoI{IIIUTI,IH, Kosro B HtKolI cJryqal'I BoAu

4o 6t6pevna HeAocrarbqHocr (rxt. rourca 4.4).

flpz uaquenrn c Hapyuena 6r6peuHa $ymUnx vtturnpv raqLreHTI,I, KolITo nplreMar BHcoKlI Ao3LI

MOXe Aa Bb3HI{KHar I'6pqOBe.

Cro6qasa ce, qe aMoKcvr\vrJrr4H ce yratBa B Karerpl,I Ha rllrKoqH]rt Mexyp, npeAI'IMHo cJIeA

r{HTpaBeHo3Ho rrprlJroxeHr{e Ha roJreM[ 4osn. Tpx6na Aa ce npaBI,I peAoBHa npoBepKa Ha

rrpoxoAlrMocrra (nx. roura 4.4).

Jleqenue na upe,uosupaHe
Crouaurro-qpeBHuTe cI{MnroML
BoAHo-eneKTp o rrvtrnvlr 6ananc.

AuorcuqmuulKurues KJraByJraHar Moxe Aa 6r4e orcrpaHeH or opraHlr:Ma rlpe3 xeMo
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5.1

<DAPMAKOJIOTAqHII CBOfr CTBA

@apuarogrrH aMIrqH rI cnofi crea

OapuarcorepalleBTl,IqHa rpyna: 6era-larrausn asru6arrepltaJlHll cpeAcTBa; KoMOUHaIIUI'I Ha

rreHLrullJrLIHOeI,I aHrU6norI'IIIH C 6era-larcraMa3Hl{ UrrXU6Uropn

ATC roa: J01CR02

Mexanfigrilr Ha neftcrnue

AvrorcuqullrH e [oJrycHHTerlrqeH [eHrlqr4nllH (6era-larcraueu anru6uorrlr), KoftTo norl'IcKa eA]IH

[flI,r noBerre eH3I,IMr{ (uecro HapI,IqaHLr rreHr4rII,uI,IH-cBbp3BauIH rlporel{Hl'I, nCD s 6uocuHrervFrlJl,a

rrbr Ha nenrr{.qorJllrKaHa Ha 6axrepnure, xoftro e I,IHTeI'paJIeH crpyKTypeH KoMTIoHeHT Ha KJIerbtIHa

creHa Ha 6arrepuure.klttwrfvtpaHero Ha rrenrl{AorJII,IKaHoBI,ts cHHTe3 BOAI'I Ao orcJlaoBaHe Ha

KJreTbqHaTa cTeHa. KoeTo o6[rHoseHo ce CneABa oT p:BnaA I{ KJIeTbqHa cMbpT.

AvoxcuuulgH e qyBcrBHTeJreH KbM pa3rpax.qaHe qpe: 6era-larcraua3n, npoH3BeAeHH or

pe3LrcreHTHH $arrepxn H 3aroBa crreKTt,pr,r na Aeficrnrae Ha aMoKcllrII{,nI'IH caMocro.flTeJlHo He

BKffOqBa OpraHU3MH, KOITTO npOH3BeXIar re3H eH3I',IMH

Klarylanoeara Kr{ceJrlrHauvra6era-.traKTaMeH rrpscreH, crpy(TypHo npucr"ul Ha neHnqlulIauure. Tofi

r,rHaKTr.rBr4pa HrrKon 6era-laxraua3Hu eH3r4MH il 3auIHTaBa aMoKcHqI,IJIIaH or HHaKTI{BI'IpaHe.

Klanylanona KlrceJruHa caMocroqreJrHo He oKa3Ba KJTI,IHI,IqHo rloJre3eH anru6axrepuzllleH eQexr.

OMA Bpb3na
Bpeuero HaA Mr,rHnMzlnnara urrxu6l,tpaqa KoHrleHTpaqut (T> MIC) ce cql{Ta 3a ocHoBeH Qaxrop,
olpeAerrq eQuxacuocrra nplt aMoKcvrlvrvrn.

Mexanr,rsN,ru Ha pe3l{creHTHocr

,{nara ocHoBHr4 MexaHr{3Ma Ha p$prcreHTHocr KbM aMoKcl,Iqurur/xrasyJlaHoBa KHceJrI'IHa ca:

o VnaxruBupaHe or resr{ 6axrepr,ralnr,r 6era-naxraMa3v:, KoHTo caMH He ce urrxa6upar or

KJraByJraHoBa KnceJILIHa, BruIK)IIHTeJIHO H KJraC B, C U D.

flpou*ra Ha fICfI, Koero HaMaJrrBa aQunurera sa anru6arrepuiulHoro cpeAarBo KbM IIeJITa.

HenpoHraqaeMocrra na 6arrepuure vrJrvr eSrryxc rroMlra MexaHH3MLIre Morar.4a flplr.IuHsr vuru la
Aonpr,rHecar aa 6axrepuaaHa p*ncreHrHocr, oco6eHo rrpu fpau-orpuqareJrHl{Te 6arrepuu.

fpasuqnu crofisocru
fpanr.rnure crofiHocru na MIC 3a aMoKcnqusmy/xnazytaHoBa KHceJIuHa ca re3ll na Enponeftcxu.r
KoMr,rrer 3a orpeAenrHe Ha aHTl{Muxpo6nara uyBcrBIareJIHocr(EUCA ST).

, ' i..
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Opranraeru fpaHuunn crofiHocrra na
!ryBcrBr{reJrHocr ( uslml)

I{yacrnuremru Mexaprunra Pegncrenrnn

Haemophilus influenzae I < l > 1

Mor oxe I I o c otqrrhal i s I < l >1

Staphylococcus aureus 2 s2 ,> ?1,,,.,,,),

Koarylaso-Herarr.rBHr{ cra$moxonn 2 <0 ,25

Enterococcusl < 4 8
' - . j

Streptococcus A, B, C, G 5 <0 .25 ,';:ru#si.r.;#
S tr ept o c o c c us pn e umon i ae3 < 0.5 r-2 'C2'
Enrepo6arrepuu lr4 > 8"'

f parra-orpnq tr eJrnu anaepo6z I < 4 8 > 8



f pau-noloxl4TeJrHtt aHaePo6ul < 4 8 > 8

fpaHuunu ctoftttoctu, HecBbp3aHs c suAoserel <2 4-8 >8

i Ioco.te""re croftnoctll ca 3a KoHrreHTpaquu Ha aMoKcl,Iqunup.3a IEcJIeABaHero Ha

rryBcrBlrreJrHocrra, KoHrIeHTpaqvitraHaKJIaByJIaHoBa KIIceJIHHa e SurcupaHaua2 rng/l'

2 flocoqenure croftnocru ca 3a KoHueHTpaquu Ha oKcaqruuH"

3 fpanqvHure croftnocrrn s ra6rraqara caua6aza Ha rpaHLIrIHIEre crofinocrl{ Ha aMIII{III4JTI'IH.

4 fpaHuuna crofiHocr Ha p$ncreHTHocr R>8 mgll rapanr[pa, qe 3a BcntIKI'I I'I3oJIarI'I c MexaHIa3MI'I

Ha pe3r{creHTHocr e cto6uleno, qe ca pe3I'IcreHTHlI.

5 fpanuqHure crofiHocru s ra6rnqara ca:Ha 6asa 
"a 

.pa""q""te cto

pa:npocrpaHeHuero Ha pe3r,rcreHTHocrra Mo)Ke Aa Bapl{pa reorpa$crut I,I BbB BpeMero I4 3a us6paHu

BlrAoBe r,r e )KeJrareJrHo Aa lrMa MecrHa nnsopuaqux 3a pe3vcreHTHocrra, oco6eno npu nerleHne Ha

Te)KKr,r unQercquu. flpra Heo6xoAtrMocr rpx6ra Aa ce norbpcl{ c6Ber or eKcrlepr' Koraro MecrHlrre

EaHHvr3a pe3urcreHTHocTra ca TaKr.rBa, qe H3noJI3BaHeTo Ha aHrIauurpo6Hll-f areHT rIpI'I HtKoIt

uuQeruluu e cnopHo.

O6nrcnoneno qyBcrBIrreJrHlr BrIAoBe

,4

, l

^a.\s
,,/

f pau-noroxr.rremru aepo6u
Enterococcus faecalis
Gardnerella vaginalis
Staphylococcus aureus (ueruquluH-uyncrnuremru) f,
Koarynaso-HerarltBHl,I craQmoroxu
Streptococcus agalacticae
S tr e ptoc oc cus pne u m on i a e I

Streptococcus pyogene s I,I Apyr[ 6era-xeuolvtruqHvr crpe[ToKoKu
Str eptoc oc cus v ir idans fpyra

I'oau-omuuareJr H H MHKDooDfaHH3M H

Capnocytophaga spp.
Eikenella coryodens
Hae moph il us infl uenzae2
Moraxella catarrhalis
Pasteurella multocida

AHaepo6H n Mr,rKpooDfaH H3 MI,I

Bacteroides fragilis
Fus obacterium nucleatum
Prevotella spp.

Brr.uose, 3a KoHTo npnAo6urara pe3ucreHTHocr Mo)I(e Aa6r!,e npo6leuna

Aepo6su lpau-uoroxurerurn uxnpoopranHeun
Enterococcus faecium $

Aepo6nu fpaM-orpuuarenHu LrurpoopranugMu
Escherichiq coli
Klebsiella orytoca
Klebsiella pneumoniae
Proteus mirabilis
Proteus vulgaris

.. 
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Pegrlcrenrnu MHKpoopfaHH3MH

Aepo6gI,t f palr-orpnuarerug r,tuxpooprannsl,Il,I
Acinetobacter sp.
Citrobacter freundii
Enterobacter sD.
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Le gionella pneumophil a
Morganela morganii
Providencia spp.
Pseudomonas sp.
Serratia sp.
St enotr ophomonas mal top hil ia

-Ilovrn Mr,rKDooDraHH3MI,I
C hlamydophil a pn eumoniae
C hlamydophila ps ittac i
Coxiella burnetti
Mycoplasma pneumoniae

$ Ecrecrsena cpeAHa r{yBcrBlrreJrHocr rrpu rrLrilca na upulo6ur MexaHH3sM Ha pe3ucreHTHocr'

f, Bcuqxu Mernrlr4JrlrH-pe3ncrerrrHn cra$ruroroKll ca pe3I,IcreHTHH KbM aMoKcuulrnur/t<rlarylauona

KHCEJII,IHA

I Streptococcus pneumoniae rcouro ca pe3r,rcrerrrHl,I Ha ueHHIIrlIIHH, He rpx6na Aa ce JIeKyBdr cra3vl

neKapcrBeHa Qopvra Ha aMoKclrqustuu/rcta,zynaHoBa KItceJII{Ha (rxc. rouru 4.2 u 4.4).

2 Cro6qasa ce 3a uIaMoBe c HaMaJIeHa qyBcrBr{TeJlHocr B HtKoH crpaH}r Ha EC, c qecrora no-Bl{coKa

or l0%.

5.2 @apuaxorrrHerlrrrHrr cnofi crsa

Pesop6qur
AnnorcnUulr,rH H KJraByJraHoBa Kr{ceJII,rHa HarrbJrHo ce AI{coIIHHpar BbB BoAeH pa3TBop [pLI

$ueuoloruuno pH. H Asere KoMIToHeHTH 6rpso u 4o6pe ce pesop6upar rlpu repopa.nHo

rrpr4JroxeHue. Pesop6quxra Ha aMoKcu\ustuslxnaByJlaHoBa KLIcenItHa ce orrrlrMlt3rlpa, Koraro ce

rrpneMa B HaqaJroro Ha xpaHeHero. CneA nepop:rJreH rrpl,teM 6uonanraqnocrra Ha aMoKoI{III4JIIaH H

KJraBynaHoBaKuaeilu*a e oKoJro TlYo.fhasueHnre npoQnnu Ha ABara KoMfIoHeHTa ca noAo6nn u

BpeMero Ao nr,rKoBara rrJrrnMeHa KoHrleHTpaqra,a (Tmax) BbB BceKI,I crryvafi e oKoJIo eAIdH uac.

OapuaroxuHeruqHr{Te pe3yJrraru or H3rrHBaHe, rrpn Koero aMoKcI4.III4JII{H/KraByraHoBa KLIoeJII,IHa

(500 mg ll25 mgra6rerKu, rrpreMaHu ABa rrbrr.r gHerno) e nplrrlaraH Ha rJIaAHo Ha rpyru or 3ApaBlr

Ao6poeorrlu, ca [peAcraBeHI,I no-AoJry.

CpeaHr'r (+ SD) $apuaxoxuHerl{qHll napaMerpa

flpruroxreno(-u)
arcrunHo(-u)
neqec'rno(-a)

,{o:a Cmax Tmax * AUC (0-24h) T t n

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

Auorccuqulun

AM)VCA
500 mgl125 mg

500 7 ,19
!2,26

1,5  (1 ,0 -2 ,5 ) 53,5
t8,87

1 ,15
t0,20

Krauyranora KHceJrHHa

AM)VCA
500 mell25 me

125 2,40
t 0,83

1,5  (1 ,0 -2 ,0 ) 15,72
13,86

0,98
+0 ,12

AMX - aMoKclrur4Jrun, CA - KJIaByJraHoBa KuceJII4Ha
* MeAuana (4uanason)

Pasnpe4e.nenue

l 0



Oxolo 25%o o.r o6qara rrJra3MeHa ruraByJlaHoBa KHceJILIHa u lSYo or o6qu.s IrJIa3MeH aMoKCI'IIII4ILIH ca

cBbp3aHH c lpore]rHr,r. flpnnugnnrr o6eu Ha pa3IrpeAeJIeHI{e e oKoJIo 0,3-0,4 l/kg ra aMoKcI'IIII4III'IH }I

oKoJro 0,2 lkg 3a KJraByJIaHoBa KHceJrLIHa.

Cleq unrpareHo3Ho rrpr4JroxeHne, aMoKcr4rlr4rrlrH I{ KJIaBynaHoBa KI,IceJrI,IHa ce oTKpI'IBar B xJISqeH

Mexyp, KopeMHa TGKaH, KO)Ka, Ma3HHHLI, T6KaHLI, MyCKynHa T6KaH, cI'IHOBLIanHa lI [epVToHeuIJIHa

TelrHocT, )srbqeH ceKpeT Ia rsoft. AuorccuqralllH He ce pmrtpeAen.s AocTaTbqHo AO6pe B

rpr6Haunouo3trrHara reuHocr.

Or npoyrnanvtffanpv )Kr.rBorHI,I He cbulecrByBar AoKa3areJlcrBa 3a 3HaqI'ITerHo rbKaHHo 3aAbp)KaHe

Ha BerrlecTBa, froJDfqeHu oT JreKapcTBoTo, 3a BceKIa oT KoMTIoHeHTLITe. Auorcuqull,IH, KaTo noBeqeTo

or rreHr.rrIr4JrHHH, Moxe Aa 6tAe orKpr,rr B KbpMara. CreAr,r or KJIaBynaHoBa KltcenuHa Morar Aa6t4at

orKpurr.r B KbpMara (ex. rovrca 4.6).

,{orcasano e, qe r{ aMoKcr{rlr4Jrr{H, Lr KraByJraHoBa Kr,IceJII,IHa npeMl{HaBar lrnalleHTapHara 6apnepa (nx.

rovrca 4.6)

Mera6orlrgrM
Auoxcuqulr.rH qacrr.rqHo ce orAeJIt B ypHHara Karo HeaKTHBHa rIeHHIIl4JIItHoBa KHceJII{Ha B

KoJrr{qecTBa, eKBITBaJIeHTHH Ha Ao l0 Ao 25Yo or nbpBoHaqulJlHaTa Ao3a. KlaaylanoeaTa KI,IoeJI}IHa ce

uera6olprgupa eKcreH3HBHo rrpu qoBeKa H ce eJrr,rMr{Hvpa cypnr'ura u Qercaluure n Karo BbrnepoAeH

AHOKCHA B I,I3AHIIIAHI'II Bb3AYX.

E.rnuunupane
OcHosHpur rrbr Ha eJruMltHlrpaHe Ha aMoKcvtrJrurvH e npe3 6t6peqnre, a Ha KJIaByJIaHoBara KnceJIHHa

e KaKTo upes 6r6pevHlr, TaKa r,r qpes ne6r6peunu MexaHIt3MI{.

Auoxcuqulnu/rcnanytaHoBa KHceJrr{Havrtlr.a cpeAeH eJILIMLIHaIIHoHeH rloJry)o{Bor or oKoJro eAHH qac

n cpe.{eH o6rq xlnpluc oKoJro 25 lft'npu 3ApaB}r vrHrr4Bkr1u. flpu6nuazrelno 60 lo 70%o or

aMoKcr{rlrlrJrr{u u npa6lu3r'rreJrHo 40 lo 65Yo or KJraByJraHoBa KItceJII4Ha Ce eKCKperI,Ipar HenpoMeHeHH

B ypnHara npe3 rrbpBure 6 qaca cJreA eAHoKparHo nppr,JraraHe Ha aMoKcnlrutua/rutazytaHoBa

KuceJrHHa ra6nerxra 250 mgl125 mgvrftr 500mgll25 mg. PasnuvHI,I H3cJIeABaHI4f, coqar, qe

orAeJrrHero :Haypn]Hara e 50-85% 3a aMoKcr{qvrv]Hvt MexAy 27 u60To 3a KJIaBynaHoBa KI,IoeJII'IHa 3a

nep[oA or 24'raca.3a r<laaylauoBara KI{ceJrHHa, Hafi-ror.flMoro KoJIHqecrBo Ha JleKapcrBoro ce

orAeJrfl npe3 nbpBr4re 2'aaca cJreA rrplreMa.
EgnonpeueHHoro [pr4Jrox(eHne Ha [po6eHerruA sa6ass orAersHero Ha aMoKcLIqLIJIHH, Ho He ga6asx

6r6pe.+rara eKcKperln-s Ha KJIaBynaHoBara KIrceJIuHa (nx. rovrca 4.5).

Brrpacr
EmluunaquoHHr,rsr noJrylrclrBor Ha aMoKcl{rlvurvrla e cxoAeH rlplr AeIIa Ha B63pacr or oKoJIo 3 ueceqa

Ao 2 ro4unu u no-roJreMlr Aerla lr Bb3pacrHu. flpu uHoro MzurKI,I geqa (nxruoql{TeJlHo HeAoHoceHI{

HoBopoAeHn) npe: flbpBara ceAM]rrra or xs{Bora rlHTepBulJrbr Ha rIpIiJIaraHe ne tpr6na Aa HaABI,IIITaBa

[pr.r,JraraHe ABa nbru AHeBHo, nopaAlr Heep.srocr Ha 6r6pevuaf, rlbr Ha eJII,IMLIHIipaHe. Trft Karo LIMa

no-roJrsMa Bepo.flTHocr rrarlueHTlrre B crapqecKa Bb3pacr ra lav'ur HaMaJIeHa 6r6peuHa $yn*q"",
rpr6na Aa ce BHHMaBa npu us6opa Ha Ao3a r{ Mox(e .qa 6rle noJIe3Ho Aa ce cneALI 6r6peunara

Qy"*q"r.

rIor
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Aa rrpeAoTBpaTsBaT rrpeKzureHoTo HaTpynBaHe Ha aMoKcIIIII4JII,IH, KaTO eAHOBpeMeHHO Ce nOAAbp)KaT

aAeKBarHrl HI{Ba Ha KJIaByJIaHoBa KlrceJIHHa (ax. rovxa 4.2).

rlepnogpo6Ho yBpexAane

,{osure npu narlneHTr,r c qepHoApo6no yepex4aHe rpr6ra Aa ce oupeAer-sr BH[MareJIHo I'I

vepno,4po6nara $yHItqlrx rpt6za Aa ce npocJleryBa peAoBHo.

5.3 llpegrclnnnqHlr AaHHI ga 6esonacnocr

Heunnuqnr,rre AaHHlr He [oKa3Bar oco6en plrcK 3a xopara na6aga Ha KoHBeHIILIoHzInHI'ITe

{aprvrarcOnOrnqHr,r r{3rrr{TBaHa[ ga 6eSOnaCHOCT, |eHOTOKCI{IIHOCT It pe[pOAyKTLIBHa TOKCI'IqHOCT.

flpoyunauuflTa 3a roKculrHocrra cJreA MHoroKparHo rIpIdJIo)I(eHHe, rIpoBeAeHLI rrpu Kyqera c

aMoKctrqu,nan/xlanylaHoBa KnceJrHHa noKuBBar ApuBHeHe Ha croMaxa n floBpblrlaHe I{ rlorbMHflJr

E3HK.

He ca npoeex.4aHu rrpo)^{BaHr{Jt 3a Kaprlr,rHoreHHocr c aMoKcl{qnJlzIr/x-narylaHoBa KHceJIIrHavuIr4

KOMrrOHeHTr,rTe My..

6. @APMAIIEBTI,TTIHII AAIililI

6.1 Cnncrn Ha noMorrlHrrre BerrlecrBa

CrpuegHHa: KoJIoH,qeH 6eesoAeH clrJlr{rlveB AHoKclrA, KpocloBHAoH, KpocKapMelosa Harpuft,
MaIHe3LIeB CTeapaT, MIIKpOKpI'ICTaflHa qeJryJIO3a.
@rannroso uoxpr,rrne: xrr,4poKct4rrporrr4nrleJryJro3a, erl{,JllreJryno3a, IroJrl{cop6ar 80, TpI,IerI4JIIILITpar,
TULlrK, Tr{TaHos Ar.rorccLrA E l7l

6.2 IlecrnuecrrrMocrrr

Hxrvra.

6.3 Cporc Ha roAHocr

2 ronun*t
Jlerapcrnoro ue rpx6ra Aa ce ylorpe6.ssa creA r,r3TurraHe cpoKa Ha roAHocr, o3Har{eH Bbpxy
onaKoBKaTa.

Cneqna;rnn ycJroBrrfl

MepKI| trpII rr3xBbpJrflHe I| paoora

6.4

IIPI,ITE}KATEJI HA PA3PEIIIEHI4ETO 3A YIIOTPEEA
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Lek Pharmaceuticals d.d. Verov5kova 57, Ljubljana, CroeeHut

8. HOMEP(A) HA PA3PEIIIEHT,TETO 3A. yTTOTPEEA

20010 I  73

9. .IIATA HA fIbpBO PA3PETTIABAHEiTIOAHOBSBAHE HA PA3PEIIIEHI,IETO 3A
YIIOTPEBA

29 .0 | .200 | I 02.0 5 .2006

10. AATA HA AKTYAJII43IIPAHE HA TEKCTA

12t2009
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