
I 

3BMPEH H3BEIIITAJ 3A OCOI>MHMTE IIA JIEI\OT 

1. MME HA ME)l,MU:MHCKMOT llPOH3BO)l, 

CO-ALMACIN ®/KO-AflMAL{I1H 400 mg/ 57 mg/5 ml npalllOK 3a rrcpopanna cycncmHja 

2. KBAJIMT A TMBEH M 1\BAHTMT A TMBEH COCTAB 

5 mJ (1 O.LI:MCpna ITa>I<HYKa) rrpHTOT13CHa cycnell3Mja CO.ll:p)l<M aMOI<CHL{HJIHH TpHXH)(paT 

eKBH13aJJeHTCH Ha 400 m g aMOKCHL(HJIHII H I<aJJHYM KJianyJiaHaT CI<J3HBruTCHTCTI na 57 mg 

KnaBynar-IcKa Kacemma 

IToMorniTH cycnTaiiJlHH co noTnp.n:cno .~tejcmo: caxapo3a H IIaTpwyM 6cmoaT 2,071 mg/5ml. 
3a l{CJIOCHaTa JIH.CTa Ha IIOMOUIIIHTC cyrrcTaHUHH BH.LI:CTe fO .LI:CJIOT 6.1. 

3. <I>APMAU:EBTCKA <I>OPMA 

* ITpaUIOK 3a ucpopaJma cycnemHja. 

ITpaUIOKOT 3a npHroTnynarr,e ITa nepopannaTa cycneH3aja e xoMorcii, 6cJioKpc:-.1an upamoK 

CO MHpHC Ha MrulHlfa. 

ITpHroTBeHaTa nepopamra cycucmaja e xoMoreHa, 6enm<peMana cycueii3Hja co MHpHc 11a 

MaJJHHa 

4. KJIHHMqKJII OCOI>EIIOCTM 

4.1 TcpancBTCKM MHJ{Micai{HH 

Ko-AnMaumr e HII.l\HL\Hpan 3a Tcparmja Ha cne.n:tmTe ancjJCKUHH Kaj B03paciJH 11 Kaj J\CT{a 

(BH.ll:CTe rH .ll:CJIOBHTC 4.2, 4.4 H 5.1): 
ai<yTeH 6awrcpHCKH CHIIYCHTHC ( COO.ll:BCTHO )l.HjariiOCTHUHparr); 

aKyTCH OTHTHC MC)(I1ja; 

ai<yTHa Cf3auep6al{Hja II a XpOHH'iCII 6pOHXHTHC ( COO.ll:BCTI!O J(HjanrOCTHitHpall); 

TIHCBMOHHja; 

l{HCTHTHC; 

TIHCJIOHCQlpHTHC; 

HHqJCKI.(HH IIa KQ)KaTa H na MCKHTC TKHBa OC06CHO UCJIYITH'l'HC, J<acrrynarha O)l )KHBOT!IH, 

TCUIKH CTOMaTOJIOIITKH a llCT(CCH CO UIHpCH>C T-Ia UCJIYJIHTHCOT; 

HHqJeKL{HH Ha KOCKHTC H ITa 3rJI060BHTC, OC06CHO OCTCOMHCJIHTHC. 

IToTpe6Ho e .n.a ce 3eM'aT npe.n.nH.n: OQlHUHjanHHTe nacoKH 3a coo.n.BcTna yuoTpcc 
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}:(03HTC CC H3pa3CIIH rrpCKY CO.Jtp)KHIIa ITa O.LI:HOCOT aMOI<CHUHJ!HII/ KJiaByJiaiiCKa f~·~~rf' 
OCBCH KOra JJ:03MTC CC HaBC)1CJIH Kai<O TIOCJJ:HIPilla KOMTTOHeTITa. 



llp11 M36Mpa1hC ua ){033'1'3 Ko-/\JIM3UI1H 33 neKyB31f,e na CCKOja riOC,TU111CYII3 I1IIcpCKUHj3 
Tpc6a )(a 3CMC I!pC,UBI1Ll CJIC,UJ!OTO: 
' O'-lCKYB31UI li3TOI'Cill1 11 HI113IIaT3 13CpojaTIIa OCCTJ111130CT Jla aii'rH63KTCp11CKI1 JlCKOBH 
(m:t).lCTC 1'0 ) (CJIOT 4.4); 

' TC)l<I1LJ3 M MCCTO II3 11IIC}JCI<U11j3T3; 
' B03paCT, TCJICCIIa TC)I<11lla 11 peHaJIIIa cpyHKUHj3 H3 naUHCHTOT, K3KO lllTO e 
np11Ka)I<allO llO)lOJIY. 

3a B03pacuM 11 33 JlCJ{3 ~ 40 kg K o-AnM3UHII ¢HJIM-o6JIO)KCIIa T36JICT3 o6e36e.uyn3 BKynHa 
)l,llCBIJa ) (033 0)( 1 750 mg aMOKCHU11J111H/250 m g KJ13BYJ13IICI<a KI1CCJ!11IIa CO L(03Hpal-be 
J(BanaTM. )(IICBIIO M 2 625 mg aMOI<C11UHJ111H/375 m g KJ13Bynal!CI<a K11CCJIHlla CO .U03Hpal-be 

-rpHnaT11 l liiCBHO, Kora ce npHMcnyna KaKo wro e rrpenopaYaHo rro,uony. 3a .ueua < 40 k g 
npamm<OT 3a ncpoprum a cycnemHja Ko-AnMaU11II o6e36e.uyna BI<ynna ,uHenHa .U03a o.u 1 000 
- 2 800 mg aMOKC11UHIT11III144 - 400 m g I<nanynancKa I<11CCJmna, I<Ora ce rrpHMeHyna I<aKo 
JUTO c upcuopayauo no;(oJiy. 

BpcMcTpac!hCTO ua TcpanHjaTa Tpc6a .ua ce YTBP.UH cnope.u O!(ronop na nau11eiiTOT Ha 
TepmmjaTa. HeK011 11W).JCI<UI111 (ua rrp11Mep, OCTCOMHCJIHTHC) 6apa3T flO)lOJlr rrcpHO)J. Ha 
JICKyBaihC. TpcTMaiiOT He Tpe6a .ua rpae rro.uonro o.u 14 .ueua 6e3 nperne; ( (n11.uerc ro .uenoT 
4.4 BO BpCKa CO llpOJIOIIrHpaua TepanHja). 

Bo3paciiM M JlC!!a > 40 kg 
llpcuopaY.aiiH }(0311: 

' CTaii)lapJ(IIa )(03a: (3a CI1TC 11H,UI1KaUH11) 875 mg/125 m g ,UBanaTH IIa )WH; 
' llOI"OJICMa 1l03a ( OC06Cll0 3a 111IqJCKU1111, KaKO lllTO OTHTHC MC)J.I1j a, CHIIYCHTHC, HlHlJCI<l\1111 
11a L(OJUII10T pCCIIHpaTopeH TpaKT 11111IqlCI<UHH Ha ypHHapll110T Tpai<'f): 875 mg/125 m g 
TpMIIaTH Ua }(Cil. 

}lena < 40 kg 
..QcnaTa MmKc ; (a 6111laT TpeT11pmm co cpHnM-o6nmrceii11 Ta6neTH Ko-AJIMaU11H 11 co npawOI< 
3a 11cpopaJu1a cyciJCII311ja Ko-AnMaU111I. 
ripcuopaYaHH ){0311 : 
· 25 mg/3,6 m g/kg/;(ell no 45 mg/6,4 mg/kg/.ueH ce .uana I<aKo W3C no)l,CJICIII1 .U03H; 
' 1\0 70 mg/1 0 mg/kg/tlCil CC )laBa Kai<O )J.BC flO)lCJICIIH JJ:0311 3a IICKOH HH<peKU1111 (Kai<O 
OTHTHC MCJ(Mja, CI1HYCHTHC 11 11IICpCKU11Hlla )J.OJIHI10T pecrmp3TOpC11 Tp3I<T). 

IIcMa KJII1IIMYKH II0)\3TOUH 33 ¢opMyJI3UHH aMOKCHL(I1J111IIIKJi anyJianci<a I< 

7 : 1 3a uanHciiTI1 ua B03p3cT no.u 2 MeceuH. 3aToa, I<aj onaa nonyJJ3U11ja II 
naup3BM upc11opaYa!lo 1\03Hpaibe. 

llocTapH JII1I\a 
llpHCliOC06yBarbC ll3 )(033T3 ce CMCT3 3a HCflOTpe6no. 

Pcmuuro ouiTCTynaihc 
Kaj Hal(I1Cl!TH co KpcaTHHHII KnHpeuc (CrCl) rroroneM OJJ: 30 m l/min nee noTpe6uo 
11pMC110C06yHaiJ~C IIa ;\03aTa. 
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Kaj nau.wewm co KpcaTHIIHII KnwpcHc noMan o.u 30 ml/min y noTpe6aTa n a q10p MyJia T{HH 

aMOKCHU.HJIHH CO KJianynaiTCKa KHCCJlHHa BO O)lHOC 7 : } He CC npenopal.fyBa, 6 H} (Cji(H 

npenopaKH 3a npwnaro; wnarhc na f.{03aTa HeMa Ha pacnonaran,e. 

XenaTamiO OlliTeTynafhe 

Kaj nau.weHTH co xenaTaMiro OlllTeTynaae noTpe6no e .ua ce f{0 3Hpa nnwMaTcJm o 11 ; ta cc 

CJlC)lH cpyHKU.HjaTa rra 1.\piiHOT .Up06 BO pe.!{OBIIH 111-ITCpnamf (BH.!{CTC f H ).1CJJOBHTC 4.3 11 4.4) . 

1-Ial.JMH Ha ITQMMCIIa 

3a HHCTp)'KU.HHTC 3a pCKOTJCTHTYI.{Hja Ha 11pOM3BO,!{OT npe.!{ ,!{a CC y n OTp C6M, BH} (CTC 1'0 } (CJlOT 

6.6. 
CycneH3HjaTa e 3a nepopamm upwMena. 

MepHaTa na)J<M'H<a (5 ml) c npcnnw,!{ena co lllHllleTo 3a .ua on03MO)KH npamum o Jl03Hpmr,c. 

3a )laCe MHIIMMM3Hpa MQ)KIIOCTa 0 ):( raCTpOMIHCCHHiamra JieiTO.!{ITOCJIMBOCT, Tp C6a } {a CC 3CMa 

Ha ITOl.JCTOKOT 0):( o6pOKOT. Bo TOj cnyqaj aMOKCMIJ.HJIHH!J<nanynanci<aTa KHCCJmlla 

onTHMaJmo r<e ce pcco6Hpa. 

4.3 KonTpaun):(Iucai~HH 

Xwnepcen3HTHBIIOCT ITa aKTHBIIHTC cyncTaHU.HH, Ha r<oj 6Hno n e HHU.HJIHH w; m IIa KOH 6HJIO 

COCTaBI-IH KOMITOHCIITH Ha upenapaTOT. 

I1cTopwja Ha TClllKa nenocpe):(IIa xwnepceiT3HTHBIIa pear<u.wja (Ha np. anacpm mr<ca) Ha n p yr 

6eTa-naKTaMCKH mrm6woTHK (rra np. u.eclJanocnopm·r, Kap6anencM HJIH MOHo6mnaM). 

I1CTOpHja Ha )J(QJITHI(a/ xenaTanHO OlllTCTyBal-hC nopa.!{H aMOKCHIJ.HJlHIT/ KJiaByJia!ICI<a 

KHCCJIHHa (BH,!{CTC ro )lCJlOT 4.8). 

4.4 Tiocc6nu upcAynpcL~yBan,a u MCpicH na npcTnaJJmnocT 

fipe.!{ OTITOtUiyBaH, CTO 11a TCparmjaTa CO aMOKCHIJ.HJIHII/ KJiaByna!ICKa KHCCJIH 11a, Tp c6a } (a CC 

nanpaBH BHHMaTCJllla HCTpara 130 BpCKa CO npeTXO,!{IIH p eaKU.HH ITa ripCOCCTJIHBOCT 11 a 

ITCI-IHU.HJIHTIH, IJ.CCpaJIOC110pH1-IH l1Jll1 .Z:lPYrH 6eTa-JiaKTaMCI<H JICKOBM ( BH}(CTC 1"11 } (CJIOBHTC 4.3 
11 4.8). 

CepH03HM 11 noiTei<oralll cpaTrumM xMnepcemMTHDHH peai<U.HM (m<HYT.Jyn ajr<w 

aHactmrrai<TOM):(IIH 11 CCp1103IIH J<O)KIIH pcaKIJ.HH) CC npwjaBCHH Kaj IIai{I.1CTITH 11a 

ITCHHU.HJIHIICKa TepanHja. fiorOJieMa e nepojaTHOCTa OBHC pea KU.HH .z:ta CC j aBaT Kaj J!HU.a CO 

HCTOpHja 3a 11pCOCCTJ111130C'(Ha riCIIHIJ.HJIHTJ H r<aj aTOITHl.JIIH JlHIJ.a . .[(OKOJIKY CC IIOj aBH 

arreprHCKa peai<u.Hja, TcpamrjaTa co aMOKCHU.MJIHII/ Knanynaiicr<a KHCCJIHHa Tp c6a ; {a cc 

npei<H]-TC l1 )l.a CC npHMCIIH COO}..lBCTIIa MTCpHaTHBIIa TepanHja. 

Bo CJiyT.Jaj I<Qra e ):(OI<a)KaiiO Jl.CKa HIIcpCI<U.Hja Ce ):(OJDKH Ha OCCTJlHBH MHKpoopra m f3MH 11a 

aMOI<CMIJ.HJIH_H, 130 COrJiaCIIOCT CO oclmqHjMHMTC HaCOKH, Tpc6a ):(a CC p a.1MHCJIH 3a 

npecllpJiyBaH,e IIa TCpanHjaTa 0):( aMOKCHU.HJIHH/ KJiaByJiaHCI<a KHCCJIHHa !Ia aMOKCHl(HJIHIJ. 

Ko-AJIMaU.HH IIC C riOf0).1Cll 3a ynoTpc6a KOra ITOCTOH BHCOK pH3HK Jl.CI<a n ajncpoj aTIIHOT 

naTOreH C pC3HCTCHTCil IIa 6eTa-nar<TaMCKH JICKOBH KOH TIC CC ITOCpe)l.yBai iH 0 }( 6cTa

Jiai<TaMa3M OCCTJlHBH rra HITXH6HHHja 0)1. I<JlaBynaiiCKaTa T<HCCJIHJia. 0 13aa cpopMyJiaT(Hja TIC 

Tpe6a .!{a ce I<OpHCTH 3a ncKynarr,c Ha HHcpCI<IJ.HH npe.!{H3BHr<aiiH O.!{ S. PneutJH.m:t~~ 

pC3HCTeHTeii Ha TICIII1U.HJIHIJ. ~c'O'+-

KoHnymHH Mmr<aT .z:ta cc nojanaT Kaj nau.HeHTH co OlllTCTCI!a 6y6 pe)KII 

OHHe KOH npHMHJlC BHCOKH ,!{0311 (BH):(CTe ro ):(CJIOT 4.8). 

~ 

~ 
~II Jl~ j 
~ ~ ~., -.,f6 

YoCKO!\~~· 
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AMOKCMJlMJ11111h<JTanynaHcKa I<Mcenmra Tpe6a .ua ce M36crnyna aKo e cycnei<THa 11HcpeKT1113Ha 
MOHOIIYK11C03a 6M){ejKM nojanaTa Ha MOp611JlH(llOpMe.H 11CMTI e TIOBp3aira CO Ol3aa COCTOj6a no 
yuoTpc6aTa ua aMOKCHI~MJ111II. 

HcToBpcMcna ynoTpc6a IIa anonypmmn 3a 13peMe Ha TepaimjaTa co aMOKC11U.11fl11II MO>I<e .ua . . . 
Ja 3J'OJ!CMM BepOJaTHOCTa O.U HOJaBa na anepr11CKM peaKU.M11 Ha KO>r<aTa. 

Tipo; (omKciJa ynoTpc6a no13peMeiio MO>I<e .ua pe3yJITMpa co npei<yMepeH pacT Ha neoceTnMI311 
opr aJJM3M M. 

TiojanaTa, ua JIOl.J.CTOKOT na TpeTManoT, Ha rpo3H11l.J.al3a rencpan11311pana ep11TeMa no13p3aHa 
co nyCTyna MO>KC .ua 611.ue CMMllTOM na aKyTHa renepan11311parra er3aiiTeMaT03Ha nycTyn03a 
(AGEP) (BMJ\CTC ro J(CI!OT 4.8). Onaa peaKU.Mja 6apa npCI<11II Ha Tcpan11jaTa co Ko-AnMau.mr 
11 CCJ<Oj a 110CJIC)(OBaTCJ1Ba Tip11Meiia IIa aMOI<CHIJ.l1fl11Il 611 611na KOII'rpa11II.lJ.HU.11paua. 

AMoi<c11qMJmu/KJianynaucKa 1mcen11na Tpe6a .ua ce ynoTpe6yna co npeTna3nHI30CT Kaj 
Ual(MCIJTH CO J\OI<a>I<aiiO xenaTMilO OILITeTyBaibe (BH)].CTC f'H )J.CflOBHTe 4.2, 4.3 11 4.8). 

XcnaTaJIIll1 nacTaiiH 611ne np11janen11 npeTe>KIJO I<aj Ma>K11 11 Kaj rrocTapH nau.11enT11 11 MO>I<e 
.na 6H.Il.aT nonp3aiJ co npo.uomi<eii TpeTMaH. Omre nacTaHH ce Mnory peTI<O np11janen11 I<aj 
)\CUaTa. Bo CHTC nonynau.1111, 3HaU.H 11 C11MTITOM11 0611'-!.110 ce jal3ynaa:r 3a 13peMe Ha MI!11 
I<paTKO no TpCTMaiiOT, no 130 HeK011 cny4aM .uypH IIei<oni<y He;J.en11 no npecTaiiyl3aae Ha 
JLCI<ynaJhCTO. 06w·l110 cc pc13ep311611mm. XenaTanii11Te HaCTaiiH MO>I<C .n.a 611.uaT TeiLII<11, 11 130 
CKCTpCMIIO pCTKH CJly':laH 611ne np11ja13eH11 11 CMJYfHI1 11CXO,[(I1. 01311e pe4HCI1 CCKOf'alll Ce 
janynaaT Kaj IJal(MCIIT11 CO CCp1103Ha OCI1013Ha 6oneCT 11fll1 np11 11CT013peMeiia Tepan11ja CO 
JlCKOBH 3a KOHJIJTO e I103IIaTO .Uei<a 11MaaT llOTeiiU.11jan 3a xenaTMIII1 .uejCTI3a (B11.UeTe fO 
)(CJIOT 4.8). 

KoJIHTHC upc; ~113B11KaH OJJ. aHT116110T11U.11 e rrp11ja13en co pet.J.HC11 C11Te mrm6ar<Tep11CI<11 
JICKOBH, BI<JIY4YBajKI1 aMOKC11U11fli1II, 11 ITO cepH03HOCTa MO>Ke ,ua CC ,[(1311)1<11 0)1. 6rrar .UO 
OllaCCII ITO >KI1BOTOT (BH)(CTC f'O .lJ.CIIOT 4.8). 3aTOa, 13a>Kll0 C .ua Ce pa3rrre.ua Ol3aa )J.I1jarH03a 
Kaj Uai(HCllTI1 co Hl1japcja 3a upeMe na 11IIM no np11MenaTa ua I<Oj 611110 anTI16110T11K. AI<o ce 
uoja1m I<OJJI1THC up11JWY>KCII co npHMeiia na airm6110T11UM, yrroTpe6aTa IIa Ko-ArrMaUMH 
Tpc6a nc; ~uaiJJ ; ta cc npeK11ne, Tpc6a na ce IIanpan11 I<oncynTaU11ja co .UOKTOpOT 11 .ua ce 
IJOYUC COO)\BCTIIa Tcpan11ja. AIITI1-I1Cp11CTMT11U11Te Ce KOIITpaHII)111IJ.11paHI1 130 Ol3aa 
CI1Tyai(M J a. 

3a npeMc ua npo; torr>I<CIIaTa Tepan11ja ce npenopaqyna nep110.U11YIIO npou.eua Ha cp)'HKIJ.HHTe 
na opraHCKHTC CMCTCM11, 13KIIY4YI3ajK11 6y6pe>I<Ha, xenaTanlla 11 XCMaTOilOCTCI<a (pyHI<U11ja. 

llpOJJOIJI'11paibC ua 11pOTpOM611HCKOTO BpeMe e peTKO npHjaBCIIO Kaj TiaiJ.I1CIIT11Te 1<011 
up11MaaT aMOI<CHI{11Jll1Hir01anyrrm-Ici<a K11cerrmm. TioTpe6uo e coo,nl3eTHO crre.ueae 1-ra 
IIai(I1CILTOT I<ora 11CTOBpCMCHO ce nponmnarm aHTI1Koaryrraiicl1. rip11cnoco6y13albe Ha .uo3aTa 
ua opaJilli1TC aiiT11I<oarynaiiCM MO>I<e .n.a 611.ue noTpe6no 3a .ua ce o.n.p>rm rrocaKyBaHoTo H11130 
ua anTI1KoaryJiaU11ja (u11.ueTe m .uerrOI311Te 4.5 11 4.8). 

Kaj um~HCHT11 co 6y6pc>I<IIO OlllTCTynmc~>e .uo3aTa Tpc6a .ua ce np11cr10co611 err 
ua OIIITCTyBalhCTO (nfi.heTC ro )(eJIOT 4.2). ! 

"' c; 
4. 

K aj nru(I1CHTI1 co HaMancuo 113IIat.J.yBaae ypmra MHory peTJ<o c 3a6ene>I<ana 
upcTc>l<HO up11 uapcuTcpaniia Tepan11ja. 3a 13peMe na np11MeuaTa ua UHCOK11 .u 
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aMOKC11UIUIHH, rrpenopa'-umno e 11a ce onp)l<yna coonneTen mrec rra Tel.IJIOCTI1 11 nopMruma 
1111ype3a, co uen na ce uaManl1 Mmi<TIOCTa on rrojana Ha r<pHcTanypHja. Kaj uaq11CIITH co 
I<aTeTep no MOl.JIIMOT Meyp Tpc6a na ce npanaT penomm rrpernenH rra rrpoow rocTa (n11;-~;cTe ro 
nenoT 4.9). 

3a BpeMe Ha TepanHjaTa CO aMOI<CHU11JIHH Tpe6a na Ce I<Op11CTI1 en3HMCI<a MCTO)(a 3a l'J II1I<03a 
oKcMna3a ceKorarn Kora cc nponcpyna npHcycTBOTO Ha rrmr<o3a no ypmraTa, 6H;tcjKH JJa)Krro 
Jl03HTMBHM pe3yJITaTH MO)KaT JJ;a ce ITOjanaT CO He-eii3HMCI<I1 MeTOnH. 

ITpHcycTBOTO Ha r<nanyJmncr<a K11CeJmHa no Ko-AnMaU11H MO)I<e na rrpemnm{l(a 
Hecrreum})W:fHO Bp3ynan,e na l gG 11 an6yMI1H CO MeM6paiiH na UpBCIIWJ'C I<pBTIH 3p11Qa UITO 
nosenyna no na)T<Ho rro3HTHBeH Coombs-on TeeT. 

I1Ma H3BeUITaH 3a ll0311T11BHH pe3yJITaTH Ha TeCTOBHTe CO IIOMOU1 Ha bHO-paJ{ JTa6apaTOpHja 
Plateli4 Aspergi llus EIA TeeT Kaj rrartHCIITH KOH npHMaaT aMOI<CHL{HJmrr/T<JranyHatrci<a 
r<HceJIHHa, KOH rroToa 611no nponaj.n:eHo .n:er<a ce ocno6oneHH on HIIcper<ItHja Aspergillus. l)Hsrc 
rrp11janen11 BKpc·rerm peaT<t{HH co He-Aspergillus rronHcaxap11JJ;H H nomHpypano3H co l)Ho-pa;t 
na6apaTopHja Plate li4 Aspergillus EIA. 3aToa, rro3HTHBHI1Te pe3yJTTaTI1 na TCCTOBHTC Kaj 
nau;HeHTH K011 llpHMaaT aMOKC11QHJII1Hfr<JiaByJiaJ-ICI<a K11CeJ1HTia Tpc6a )(a CC TOHKynaaT 
rrpeTITa3JII1BO H na Ce UOTBp.[{aT H CO npyrH .[{11jan-IOCTHl.JI<H MCT0.[{11. 

ITauHeHTHTe co peTKHTe xepe;J;HTapHH rrpo6neMH 111-ITOJieHal{Hja Ha cppyKT03a, rnyi<o3a
ranai<T03a Manancoprn{Hja mm mrcyc}mttHenuHja na caxapo3a-H30MaJITa3a rre Tpc6a ; (a ro 
3eMaaT onoj ner<. 

Osoj JICI~ co.n:p~H noMam~y OJJ. 1 mmol (23 mg) naTpHyM no 5 ml T.e 611 MmKCJIO J(a ce 
I<a)I<e 6e3 HaTpHyM. 

Onoj ner< co).{p)I<H 2,07 1 mg naTpHyM 6en3oaT no 5 ml paCTnopcua cycrrcii3Hja. I IaTPHYM 
6eH30aT MQ)I<e na ja 3f0JICMH )l<OJITHl{aTa (Il0)l<0JITYI38H>e na I<O)I<aTa H Ol.JHTC) Kaj 
nonopo.n:eHl.JI1I-ha (.n:o 4 ne; (eJIH cTapoCT). 3roneMerraTa 6HnHpy6HHCMHja r<oja IIaCTanyna 110 
HCTHCHynai-UeTO Ha 6HJmpy6HIIOT Bp3aH 3a an6yMHHOT MO)I<e .[{aja 3fOJICMH IICOIIaTaJI!IaTa 
)I<OJITHl{a I<oja Mmr<e na ce pa3nHe BO I<epiiHI<Tepyc (neno3HTH na ner<OujyrHpaii 6mmpy6Hn 
BO M030l.JI-IOTO TI<MBO). 

4.5 lfnTCpai~UHH CO .n:pyni MC.[{HUHIICKH npOH3BO.[{H H .n:pyrH cpopMH na HIITCpai~UIIja 

OpaJmH aiiTHimaryJi aiicu 
Opanmne anTI1I<oarynaiiCH H neiiHQHJIHIICT<HTe aHT116HOTHl{H cc rnHpor<O r<OpHCTCIIH no 
rrpai<THI<aTa, 6e3 H3BeurraH 3a HITTepai<l{Hja. Cerrai<, BO JIHTepm·ypaTa llOCTOjaT CJiyt.IaH IIa 
3roneMet-r INR (MefyHapOJ(eTI HOpMaJIH3Hpan coo.n:IIoc) r<aj rrau;Herrm I<OH cc o;(p)KynaaT 11a 
au;eHoKyMapon HJIH Ha Bapcpapmr H Ha I<OH HM e rrporrHrnan I<ypc co aMOKCHQHJIHTI. Ar<O 
11CTOBpeMeHaTa yrroTpc6a C HCOIIX0)1IIa, npOTpOM6RHCI<OTO BpeMC HJlli fNR Tpc6a Jta 6H)(aT 
BTIHMaTeJII-IO CJTenenH CO )10,[{aBaThe HJIH CO 0)13CMaibe na aMOI<CHUHJIHIIOT. TloKpaj TOa, MO)KC 
.n:a ce rrojanH rroTpc6a 3a rrpHcnoco6ynarhe na J103aTa na opanrrwre aiiTHKoaryJiaiiCH (BH)teTc 
rH nenoBHTe 4.4 11 4.8). 

McTOTpei~CaT 

I1eHHl(HJlHHHTe Mmi<e )taja IIaMaJ!aT ei<CKpeu;HjaTa Ha MCTOTpCKCaTOT I 
l10TeHl{l1jamro 3fOJl CMY13aTbe 11a TOI<CHl.JT!OCTa. 
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IlpOOCIICI~H)( 

.YkronpcMCIIa ynoTpe6a Ha npo6eHeUH.D. ne ce npenopa'-l.yna. Tipo6cneuH.D.OT ja HaMa.nyna 

peuamraTa Ty6ynapaa ceKpemrja Ha aMOI<CHUHJIHHOT. 

J1CTOBpCMCl!aTa YllOTpc6a IIa npo6eHCUH)J. MO)KC ,D.a pe3yJITHpa CO 3f 0JICMCHH H npO)J.OJI)KCIIH 

KOJIQCII"I"panHH na aMOI<CHUHJIHII BO KpBTa, IIO IIC H I-ia I<JiaByJiai-JCKaTa I<HCCJIHHa. 

MHKod>cHoJraT Mo<J>cTHJI 

Kaj llai~MCJITHTC KOH npMMaaT MHKOcpCHOJiaT MOC(pCTMJI npMjaBClla C pe,D.yKUI1ja Ha )J.03HaTa 

KOIIUCIITpauHja ua aKTHBHaTa cyncTaHI . .(Hja MHI<OqJCHOJIHa KHCCJIMIIa (M<l>K) O)J. 11pH6JIH>I<HO 

50 % 110 OTIIO'-l.IIYBalbC Ha Opa.nua TCparrHja CO aMOI<CHUHJIHH BO KOM6HHau!1ja CO 

I<Jrany; rallcJ<a I<Mccmma. TipoMeHaTa no Jl03aTa cei<oraru ue ja rrpeTcTasyna TO'-l.HaTa 

H3JJO>I<CIIOCT Ha MHKO(pCIIOJIIIa KMCCJIHI-Ia. Tiopa)lH TOa, npOMCIIa 130 lW3aTa I-Ia MHI<OcpCI-IOJiaT 

MOCcpCTI1Jl 06l1Y.ll0 IIC e Il0Tpe6I-Ia BO OTCYCTBO 1-Ia KJIHHH'-l.KH )l0Ka311 3a JlHCq>yHI<UHja Ha 

rpa(}HOT. Ho CCllaK, 11 llOKpaj TOa, 110Tpe6eH e KJIHH11Y.KH MOIIHT0p1111f 3a BpCMC Ha 

KOM611HaUHjaTa 11 IICITOCpC)lHO llO TpCTMaHOT CO aHT116HOT11U11. 

4.6 JipCMCIIOCT H JlOCibC 

HpeMe11ocm 
CTYJlHHTC HaupaBClll1 u a )I<HBOTHH He YKa)KyBaaT Ha ;.mpei<TI-111 11JIH na HII.D.Hpei<THH ruTeTHH 

l lCjCTBa BO O}lliOC Ira 6pCMCIIOCTa, eM6pHOHa.JlHHOT/cpeTaJIIIHOT pa3BOj , nopo,D.yBalhCTO l1Jll1 

IIOCTIIaTaJillHOT pa3130j (BH)J.CTC fO )J.CJIOT 5.3). OrpaHH'-l.CH 6poj ITO)laTOUH 3a ynoTpe6a Ha 

aMOKC11Hl1JIMIJ/ KJlaByJJaiiCKa K HCCJIHHa 3a BpCMC Ha 6peMCIIOCTa I<aj nyfeTO IIC yKa)KyBaaT Ha 

3roncMCII pH311K Ol l KonreiiHTa.JliiH Ma.ncpopMaUHH. Bo CJliia CTYJlHja Kaj )KCHH co 

JJPCl1BPCMCIJO, upcMaTypno npcKaibe na cpeTa.nHaTa MeM6pana 6.11no o6jaseuo JlCKa 

1Ip0(p11JiaKTI1'-IKl1 TpCTMaii CO aMOKC11U11JI11HfKJiaByJiaiiCI<a KHCCJI11Ha MO)J<e )J.a 6H)J.C TIOBp3aHO 

CO 3l'OJ!CMC1i p113HK 0 ).{ HCI<p0311pa'-l.K11 CHTCpOKOJ111T11C r<aj IIOl30p0JlCHH ;~cua. HeronaTa 

npHMCIIa Tpc6a ; ~a CC 1136CniyBa 3a BpCMC Ha 6peMCIIOCTa, OCBCII aKO }lOKTOpOT HC npOUCHH 

) ~CI<a C IICOJIXO) ~UO. 

f!.oeTbe 
)J;BCTC cyuCTalJI {H11 CC H3Jia'-l.yBaaT 130 Maj'-111IIOTO MJICI<O (H11lliTO IIC CC 3Hae 3a eqJCKT11TC O)l 

J<JlaByJJa llCJ<a KHCCJIH ua Kaj JlCUaTa 1<011 Ce )J.OjaT). 

KaKo pe3yJJTaT ua Toa, I<aj IIOl3opo)J.eHY11IhaTa KOH ce )lojaT MO)Kl!H ce .nHjapeja 11 ra6HYHa 

11Wl>CI<l{Hja u a CJIY31111I(a:ra, TaKa lliTO JlOClhCTO M0)KC611 KC Mapa ,Qa Ce npCK11HC. 

/\MOKC111(11JII1IJ!J<JiaByJiaiiCI<aTa I<11CCJIHHa Tpe6a )la ce I<OpHCTH 3a BpeMe IIa )lOCibC OTI<aKO 

) (OI<TOpOT J(C ro npOl(Cll11 O)J.liOCOT I<OpHCT- p11311I<. 

4.7 BJmjauuc np3 cnoco611ocTa 3a n03Cit.e u 3a paKynait.c co MamHHH 

He cc 113BCJlCII11 CTY/~1111 3a )J.ejcTJJOTO 13p3 crroco6HOCTa 3a B03Cibe 11 3a pai<yBai-be co Maru11HH. 

C cnaK, MO)I<C ; ~a cc uojaBaT nccai<aii11 )lejcTBa (ua npHMep, a ncpr.HCK11 peai<U11H, 

npTornaJmi(a, I<01myn31111), I<OHlliTO MO>Ke )la BJI11jaaT na cnoco6uocTa 3a l303elhe 11 3a 

pai<y HaibC CO Mallli1Ill1 (!3l1}leTC fO )J.CJIOT 4.8). 

4.8 llccaKan.H J.r.cjcTna 

HajY:CCTO np11janyllaiiH uecai<aH11 peaKU1111 ua nei<OT ce Jl11japeja, ra,D.eir,e 11 no 

H cca Kamrrc pcaKI.{1111 I<OH np0113neryn aaT OJl I<JI11H11'-l.I<HTe cTy)J.H11 .11 OJl rrocTM eT 
J. 

CTYJ~HH co aMOI<CHUHHHIIII<nanyJiaiiCI<a I<HCCJI11Ha, ce copT11paJIH no McdDRA-
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OpraHCKHTe CHCTCMH ce nane,ueHH no.uony. 
HHnHaTa qecToTa e .uecpHIIHpaHa cnope.u cne.uHaTa KnacHcpHKaQHja: 
MHOry 'IeCTH (> 1/1 0); 

LJeCTH (~ 1/100 ,UO < 1/1 0); 
He MHory LJeCTH c~ I /1 000 }~0 < 1/1 00); 
peTKH (~ 1/1 0 000 }_(0 < 1/J 000); 
MHOry peTKH (< 1/J 0 000); 
Heii03IIaTH (He MO)KaT ,ua 6H}..(aT IIpOl(CIICTH O,U ,UOCTaiifiHTC IIO}{aTOl{H) . 

11nffieKQHH H HHdJeCTaUHH 
qecTo: MyKoKyTana Kai-r.UH.UHja3a 
Herro3HaTo: npei<YMepcrr pacT na neoceTnHBH MHKpoopranH3MH 

Hapyurynarba Ha Kpwra H na nHMCbHHOT CHCTCM 
PeTKO: penep3H6Hmra neyr<aneHHja (nrmyqynajKH HeyTponeHHja), TpoM60I{HTOIICIIHja 
Herr03HaTo: pesep3H6HJllla arpanynOL(HT03a, xeMOJIHTH'Ir<a ancMHja, npOJlOmKynalhC 11a 
npeMeTo na Kpnai3CJbe H na npoTpoM6m-ICKOTO npeMe1 

Hapyurynai-ba na HMynonouri<HOT CHCTeM10 

I-Ieno3HaTo: anmOirenpOTCI<H e,ueM, anac}mnar<ca, CHH,UpOM KojmTo IIaJIHI<yna ua ccpyMcKa 
6onecT, XHnepceil3HTHBerr BaCKYJlHTHC 

HapylllynaiLa Ha rrepnrmoT CHCTeM 
TioManr<y qecTo: BpTOrJJaBHt(a, riJano6oni<a 
Hen03naTo: pencp3H6Hmra xHnepaKTHBHOCT, KOHBYJ13HH2

, acenTH'Ieii MerrHlll'HTHC 

facTpOHHTeCTHIIaJIIIH I-rapymyBaiha 
Mnory LJecTO: ,uHjapeja 
qecTo: Ma'-mmra3

, nonpafcar r,e 
TioMani<y qecTo: nomo napcrr,e 
Herro3HaTo: KOnHTHC nonp3aii co aHTH6HOTHI<4

, upH nnaKnecT j a3HK, rrpoMcua na 6ojaTa na 
3a6HTe11 

XerraT06MJmjaprm napyurynan~a 
IToMani<y qecTo: nmmwynarbe na AST HIHJIH Ha ALT 5 

Herro3naTo: xerraTHTHc6
, xoJrccTaTcKa )I<OnTHqa6 

HapylllyBaH>a na KO)l<aTa H na IIOTKO)KIIOTO TKHBO 7 

f10MaJ1I<y 'IeCTO: KO)I<eii HCHII, rrpypHTyc, ypnmapHja 
PeTI<o: epHTeMa MYJlTHq)QpMc 
Herro3naTo: Stevens-Johnson-on cmr.upoM, TOI<CH'IHa enH,uepManna nei<pOJIH3a, 
ei<c¢oJmjaTHnen-6yHo3eii }..{CpMaTMTHC, ai<yTIIa reHepanH3HpaHa er3eMaT03Ha nycTyH03a 
(AQEP)9

, peai<qHja na Jiei<OBH rrpH,upy)I<eHa CO e03HHOCpHnHja H CO CHCTCMCI<H CHMIITOMH 
(DRESS) 

Ey6pe)I<IIH H ypHHaprm HapylllyBarba 
Herro3HaTo: mnepcTMUMjancn nccppwnrc, KpHCTanypHja8 

1 BH.UeTe ro .uenoT 4.4 
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4 
BKny4yBajK11 fiCCB,[lOMCM6paii03CH KOni1THC H XCMOparH'iCII KOnHTHC (13HnCTC ro nenOT 4.4) 

5 Y Mcpcll 110pacT ua J\ST HI HJTH ua AL T e 3a6ene)I<aua Kaj nauHeiiTH TpCTHparm co 

6cTaJi aKTaMCKH aiiTH6HOTHL{H, HO 3H3'1ClbCTO Ha OBHC uaon 11 IIC C I103JiaTO. 
6 

01311C l!aCTalJI.1 CC 3a6cnC)I<aiiH CO npym llCHHL{HnHIIH H L{C(lmnOCOOpHIIH (DHnCTC rO n enOT 

4.4) . 
7 

J\KO CC IIOjaBH IICI<Oja Xl10CpCCII311THBHa nepMaTHTHC peaKL{Hja, TpCTMaiiOT Tpe6a na CC 

ripCKHIIC (B11}{CTC ro )J.CJIOT 4.4 ). 
8 

BH} {CTC ro / {CJIOT 4.9 
9 

BH}(CTC ro } {CJIOT 4.4 
IO BI1} {CTC 1'0 } {CJJOT 4.3 11 4.4 
11 

Cyncp(jmi(HCJilla npoMe !Ia na 6ojaTa Ha 3a611Te e 3a6ene)r<ana Muory pcTKO I<aj neua. 

LJ:o6paTa opaJilla XI11'11CIIa CO p enOBHO l.fCTI<ai-bC Ha 3a6HTC MO)KC n a ja COpC'-IH DaKBaTa 

npOMClla na 6oj aTa na 3a6HTe 

4.9 Hpcno3HpaJbc 

CHMfiTOMH 11 31lai\H na rrpc.U0 3HpaH>e 

racTpOHI!TCCTI1li3JIIIHTC CHMITTOMH 11 uapymyuai-bCTO IIa 6anaiiCOT na TC'-IHOCTHH Ha 

CJlCKrpomrTH MO)Ke )(a 6M)l.aT OLIMrneniiH. 3a6en e)l(aiia e nojaua 11a KpHcTanypMja on 

aMOKCHI{HJIHil, KOja BO IICKOH CJiyLiaH )J.OBCJia .IJ.O peuamra HIICy(pHUHCill{Hja (BH.Il.CTC r o .IJ.CJIOT 

4.4). 

KormyJr311H MO)KaT J(a ce nojanaT Kaj nauHeHTH co omreTen a 6y6pc)I<Ha (PYHKUHja HJIH Kaj 

0III1C K011 IIpHMHJIC BHCOI<H .IJ.03H. 

rJpHjaBCIIO C ){CKa aMOI<CHl(HJIHIIOT C03n ana npeL{HllHTaTH BO ypHIIapiiHTC KaTCTCpH, 

upcTC)J<IJO no HIITpancuci<a annHI<auHja n a BHCOKH no3H. floTpe6no e ,z:(a ce npan11 penon.Ha 

UpOBCpKa II a llpOO/ {llOCTa (BH.D.CTC ro .IJ.CJIOT 4.4) 

Tcpau11 ja na MIITOI<CHKauHha 

racTp011I!TCCTI1 JlaJill i1TC CHMllTOMH MO)KC .IJ.a Ce TpCTHpaaT CHMriTOMaTCKH, CO BHHMaHHC Ha 

paMIIOTC)KaTa ua BO){a - CJICI<TpOJIHTH. 

J\MOI<CHI{I1J111IlfKJiaByJlaJICI<aTa KHCCJIHHa MO>I<e ,Ua CC OTCTpaHH on UHpi<ynaL{Hj aTa CO 

XCMO){Hj aJ1.113a. 

5. <l>APMAKOJIOlllKH CBOJCTBA 

5.1 <l>apMaiW}J.HIJaMCJCH CBOjCTBa 

<l>apMaiwTcpancnTCKa rpyna: KOM6MIIaL{Mja Ha n eiiHUHJIHIIH co B-JraKTaMaJa HHXH6HTOpH, 

ATC KO/t: J01CR02. 

McxaiiH3aM 11a JJ,CjCTBO 

J\MOI<CHllHJIHIIOT C llOJIYCHIITCTCI<H llCHHL{HJ111H (6eTa-naKTaMCI<l1 arrm6HOTHI<), KOj ~==~ ...... 
HllXI1611pa CJ(Cll HJilillOBCKC CH3HMH (LICCTO CC IIapei<yBaaT I<aKO llCHI1L{HJII1H-Bp3yOO~H\ 

upoTCHJIH, PI3Ps) no 6 HOCHIITe3aTa Ha 6aKTepHCKHOT nenTMnornHI<an, I<Oj mTo CT -

CTpyKTypiia KOMllOIICil'_ra IIa 6aKTCp11CI<HOT I<JICTO':ICII SH,[(. J1IIXH6HUHjaTa Ha CH ~3 
llCI!THL(OrJIHKallHTC )10Be.IJ.yBa no CJia6eei-bC Ha KJICTO':IHHOT SHn, IllTO 06J1llli0 n o 

KJICT04fta Jll13a H J(O CMpT. 
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AMOI<CHL(HJlHIIOT C ITO.UJlO>Keii ITa ,L(erpa.L(al(Hja O,L( CTpai-Ia Ha 6cTa-nar<TaMa3H llp0H313C)(CIIM 0)( 

pe3MCTeHTHM 6aJ<TCpHM M 3aTOa CITeKTapOT Ha ,n:ejCTBOTO Ha aMOKCHL(HJlMH TIC BKJiy'-lyBa 

o praiiH3MH KOH rwupoH3nc.uynaaT Ol3ac eH3HMH. 

KnaBynm-IcKaTaTa I<HceJmHa c 6eTa- Jiai<TaM cTp yKTypHo cnwiCil co IICJIHL(HJJHHHTC. Taa 

ImaKTHBHpa HCKOH CH3HMH 6eTa- Jlai<TaMa3a H Ha TOj Ha•.:mH cnpc'-!yBa HIIai<'n1BaL(Hja Ha 

aMOKCHUHJlHHOT. K.nanynaiJCT<aTa KHCCJlHHa HCMa KJlHHH'-IKH KOpHCITO aiint6al('fCpHCKO 

,n:ej CTBO. 

PK/PD nonp3aHOCT 

BpeMeTO Ha).l MHIIHMaJlliHTC HIIXH6HTOpHH KOIIUCHTpal(HH (T > MJ1K) CC CMCTa 3a J'JJaBila 

Jl:CTCpMHHaHTa 3a CCpHI<aCTIOCTa na aMOI<CHL(HJlHHOT. 

Mexai-IH3MH na pe3HCTCIII!Hja 

,[(BaTa rnaBHH MCXaiiH3MH IIa pC3HCTCIIL(Hja Ha aMOKCHL!HJlHHfi<nanynaHCKa T<HCCJJHIJa CC: 

' HHai<THBal(Hja 0)( CTp ana Ha 6ai<TCpHCI<HTC 6eTa-naKTaMa3H, KOH IIC CC HIIXH6HpaaT 0 ) ( 

cTpaHa Ha Knanynancr<aTa ImceJmna, BKny'-!ynaj K:w Knaca :6, l( H ,[( 

' npOMeHa Ha rreiiHUHJlHH-Bp3yBa<n<H rrpOTCHHYl, KOj a fO HaManyBa actmnHTCT Ha 

aHTw6ar<TepwcKH Jl er< 3a ucnTa. 

HenponycTnwnocTa Ha 6arcr epwaTe mm Mexana 3MHTe na c¢nyr<c nyMHa MO>I<C Jl a 

npe,n:H3BHr<aaT wna JJ.a npw.uon ccaT 3a 6ar<Tepwcr<a pe3aCTCHTIIOCT, oco6cno Kaj rpaM

neraTHBHHTe 6ar<TCp11H. 

fpai-IYl'-11-111 Bpe)JIIOCTH 

fpaHH'-IHHTC npe,n:IIOCTH na MJ1K 3a aMor<CMUHJlHII/r<nanyn aiici<a KHCCJmrra cc OIJHC IIa 

EBpOnCKHOT I<OMHTCT 3a TCCTHpalbC na aHTHMHI<p06HaTa OCCTJlHBOCT (EUCAST) 

Mm<ooprmm3aM 

Haemophilus injluenzae 1 

Moraxella catarrhalis' 
Staphylococcus aureusL 
Koaryna3a-rreraTHBim 

CTacPHJIOKOKH
2 

Enterococcus 1 

Streptococcus A, B, C, G) 
Streptococcus pneumoniaej 
E nterobacteriaceae ' 

4 

' 

rpaHH'-IHH npC).!I!OCTH l!a OCCTJIH BOCT 

(~Lg/ml) 

OCCTJlHBH 

< 1 
<2 

:::; 0,25 

< 4 
< 0,25 
:::; 0,5 

yMepcno 

OCCTJIJ1BH 

8 

1- 2 

pC3HCTCIITilH 

> I 
> 1 
> 2 

> 0,25 

> 8 
> 0,25 

>2 
> 8 

fpaM-HeraTMBIIH anaepo611
1 < 4 8 > 8 

fpaM-n03HTHBI-II1 anaepo6H
1 

:::; 4 8 > 8 
fpai-IH'UIH Bpe,L(HOCTH KOJ1 He CC ITOBp3ai-IH S 2 4 - 8 > 8 

I 
co np~T~ - ~ ~e:.L"~~~~--l 
1 

ITpMJ ai3enMTe npeJlliOCTH ce 3a I<oHueriTpal\HH Ha aMOKCHl\HJIMIIOT. 3~'mT ~:;~a 
OCeTJJHBOCTa, KOHL(CIITpal(HjaTa IIa I<JlaBynaiiCI<a KHCeJIHHa e cPHKCHp1~ II / 1. ~ 
2 

ITpMjaBeHHTe npemtocTH ce I<OIIUeHTpal\HH Ha OI<Cal\MJIHir. \ ~ , , ~) 
3 

fpai-IH'lHHTC Bp CJlliOCTH BO Ta6cnaTa CC 6a3HpaiiH J-Ia rpa1IH'-IIII1Te np'~c· H a~!!; 
....... .....~ .... 

aMITHQHJIHH. *CKonJ~ •" 
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"fpanHYIIHTC npc;~IIOCTH 3a pe3HCTeii~Hja R > 8 mg/1 ocHrypynaaT ~ci<a CH're H30JiaTH 

CO MCXaiiH3MH 3a pC3HCTCIIUHja CC npHjaBCHH pe3HCTCIITHH. 
5 

fpaiiHYJIHTC BpCJJIIOCTH 130 Ta6eJiaTa Ce 6a3HpaiiH rpaHHYIIHTC BpC)tllOCTH 3a 

6CJI3HJillCIIHilHJIHII 

OccTJIHBOCT 

f1pcBaJJCIU~aTa IIa CTCJ<JiaTaTa pC3HCTCHTHOCT MO)KC .n.a BapHpa rcorpacpCI<H H CO TCKOT Ha 

BpCMCTO 3a O}~pe~eiiH l3H)J.OBH llO)I<Cni-IH Ce H JIOI<aJIHH HHCpOpMaUHH 3a pe3HCTCHTHOCT, 

oco6cno upH TcparrHja ua TCWI<H mrcper<UHH. AKo e rroTpe6n o, Tpe6a ; ~ace 6apaaT cTpyY:HH 

COBCTH, I<Ora JIOI<aJiliaTa npeBaJICJIUa Ha pe3HCTCIITHOCT e Tar<Ba WTO 110JIC3IIOCTa O)J. JICKOT 3a 

JICI<OH THUOBH HIICpCI<l\HH C ITO)_~ 3Hai< npaWaJIHHI<. 

1-la ·~ICCTO OCCTJUIBU Hli)J.OBU 

J\.epo6rm rpaM-II03HTHBHH MHI<OporaiiH3MH 

Enterococcusfaecalis 
Gardnerella vagina/is 
Staphylococcus aureus (MCTHUHJIHH-oceTJIHBH) 

Coagulase-negative staphylococci (MeTH~HJIHH-oceTJlHBH) 
Streptococcus agalactiae 
S 

. I treptococcus pneumomae 
Streptococcus pyogenes 11 ~pyr11 6eTa-xeMOJIHTHYIIH cTpcJITOKOI<H 

Streptococcus viridans rpyna 

/\.cp06JIH rpaM-llCraTHBIIH MHI<OOpraiiH3MH 

Capnocytophaga spp. 

Eikenella corrodens 
Jlaemophilus in.fluenzae2 
Moraxel!a catarrhalis 
Pasteurella multocida 

/\.nacpo6r m MHr<poopranH3MH 

Bacteroides Jragif is 
Fusobacterium nucleatum 
Prevotella spp. 

BH)lOBH 3a KOH CTCKII3'J'3 C3UCTCIITIIOCT MO:IKC }l3 6H}lC ll 06JICM 

J\.cpo6JIH rpaM-ll03HTHBJIH MHI<OporaHH3MH 

Enterococcusfaeciums 
J\.cp06JIH fpaM-lleraTHBJIH MHI<OOpfai-Il13MH 

Escherichia coli 
Klebsiella oxytoca 
Klebsiella pneumoniae 
Proteus mirabilis 

J\.ep06JIH rpaM -IIeraTHBIIH MHKOOpraHH3MH 

Acinetobacter sp. 

Citrobacterfreundii 
Enterobacter sp. 

Legionella pneumophila 
Morganella morganii 
Providencia spp. 

Pseudomonas s . 
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Serratia sp. 
Stenotrophomonas maltophilia 
IIpyrw MHI<ooprarm3MH 
Chlamydophila pneumoniae 
Chlamydophila psittaci 
Coxiella burnetti 
Mycoplasma pneumoniae 
$ IlpHpO,UI-IH yMepeiiO OCCTJIHBH no OTCYCTBO Ha CTCT<HaTH MCXaiiH3aM ITa 
pe3HCTCIU~Hj a 
£ CHTe MCTHUHJJHII-pe3HCTCITTIIH cTa¢HnOKOKH ce pe3HCTCIITIIH na 
aMOKCHUHJIHI-IfKJiany JTaTJCKa KHCCJ! HI-I a 
1 Streptococcus pneumoniae, pe3HCTCIITIIH I-Ia nei-IHUHJTHII ne Tpe6a .na cc TpCTHpaaT 
co 
aMOI<CHUHJIHII/KJianyJTai!CKa J<HCCJIHJia (BHJ{CTC fH .[(CJIOBHTC 4.2 H 4.4). 
2 COCBH CO HaMaJICT!a OCCTJIHBOCT, BO IICKOH 3eMjH no EY 6HJIC rrpHj anCIIH 
CO (ppeKBCIII.~Hja IIOl'OJICMa 0 ) ( 10 %. 

5.2 <J>apMaKOICIUICTCim CBOjCTBa 

Ancopnuwja 
AMOI<CHUHJTHH w I<nanyJmnci<a KHcenm-ra, ce uenocno .nHcouHparm no no.ncn pacTnop rrpH 
cpH3HOJIOUJKa pH npe.nnocT. JJ:ucTe KoMnoncnTH 6p30 w .uo6po ce aHcop6HpaaT rro ucpopruma 
rrpHMCHa. AncopiTI(HjaTa na aMOKCHUHJIHHJr<JianyJiaiiCKa I<HCCJIHIIa C OTITHM113Hpaua I<Ora 
JICKOT ce 3CMa na 110'-fCTOKOT 0/l o6pOKOT. Ilo nepopam-ra rrpHMCJia, 6HopacllOJ!Q)KJIHBOCTa Ha 
aMOI<CHIJ,HJlHIIOT H ITa I<JTaByJlaiiCKaTa I<HCCJlHHa e npH6JTH)I<HO 70 o/o. IlJla3Ma-upo(l)HJIOT Ila 
.[(T3CTC KOMIIOITCHTH e CJlH'-ICII H BpCMCTO .[{a Ce .[{OCTHfHC MaKCHMaJ!IIaTa I<O!II(CI!Tpal(Hja BO 
rrJTa3MaTa (Tmax) H no J1BaTa cny'-laH e npw6nmKHO e.neH 'lJac. 

Ilo.nony ce npe3eiiTHparm c!JapMai<or<wrreTCKHTe pe3ynTaTH o.u cmra CTYJ(Hja cupoBCJlCHa I<aj 
rpyna 3,UpaBH .uo6poBOJHU1 na I<OH na rna.uno HM 6Hna ).(aBana aMOI<CHUHJIHJJ!r<JiaByJiaiicT<a 
I<l1CCJll1Ha BO .[(03a 875 mg/125 mg Ta6JICTH .[{BarraTH .UHCBHO. 

--
Mean (± SD) (!JapMaKOKHIIeTCI<H napaMeTpH --
IlpHMCI-Ia .[(03a Cmax Tmax * A UC T 1/2 
aKTHBHa (0 - 24 h) 
cyrrcTar-n~Hj a(H) 

(mg) (J..Lg/m l) (h) ((J..Lg.h/ml) (h) 

AMOKCHUHJIHH 
AMX/CA 875 875 11 ,64 1,50 53,52 1, I 9 

mg/125 mg ± 2,78 (I ,0 - 2,5) ± 12,3 I :L 0,2 1 

KnaBynai-Ici<a KHCeJmi-Ia 
AMX/CA 875 125 2, 18 1,25 I 0,16 0,96 

mg/ 125 mg ± 0,99 (1,0 - 2,0) ± 3,04 :L O, IL 
~y.,KAI~ 

AMX - aMOI<CHUHJll1II, CA - T<nauynm-Ici<a I<HcenHHa ,.~~~~ 
* cpe.n:eH ( orrcer) ~ ~ 

I.e S J \ ,. J 
't.-,.. ~~ 

•cKonJE. .-. 
-
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Ccp y MCKHTC KOilllCHTpau1111 na aMOI<C11U:11mniOT 11 ua I<nauyJraucr<aTa I<11CCJ1HIIa nocTI1rHaTI1 

CO aMOKCI1 fli1Jli111/ KJJaByJJaiiCI<a K11CCJ1HIIa CC CJ111'-IIII1 I-Ia OIIHC 1<011 CC ,ll06I113aaT IIO nepopanHa 

npHMCila I Ia CKB11BaJlCIITIII1 )].0311 Ha aMOI<CI1U,I1Jli1H 11Jll1 IIa I<JJauynaiiCI<a I<HCCJIHIIa CaMI1. 

Il11CTp 116yq11ja 

0I<OJIY 25 o/o 0 ) ( BI<YHHaTa KJianyn aUCKa K11CCJIHIIa 130 IIJla3MaTa 11 18 o/o O,lli3KYIIH110T 

aMOI<CI1lli1Jl l111 no n na3MaTa ce np3aiiH 3a npOTCHI-111. Bon)'MCHOT na ,lli1CTp116yu.11ja e OKony 

0,3 - 0,4 ]/kg 3a aM OI<CI1U,l1J111HOT 11 OKOJly 0,2 1/kg 3a KJJaByJlaiiCI<aTa I<I1CCJIH1Ia. 

flo Hirrp a BCIICI<a y n OTpe6a, 11 aMOKCI1U,l1Jli1110T 11 KJlanynaiiCI<aTa I<I1CCJII1Ha CC nponaj,llCI-111 no 

)J<OJlYIIOTO I(ccc, no a6.llOM HIIaJ1HOTO TKI1BO, no I<O)l<aTa, no MacTa, BO M YCKYJJHOTO TI<I1no, no 

Cl1110 BI1jamraTa 11 riCp11TOJICaJUiaTa TClfHOCT, no )l<OJl'-IKaTa 11 130 l'HOjOT. AMOKC11U:l1JJHHOT IIC 

CC Tli1CTp 116y11pa a) {CI<BaTl!O BO u,epe6pOCrii11IaJlllaTa TC'fliOCT. 

IIcMa JlOI<a311 n o CTYJll111Te HanpaneHI1 Ha )l<HnOTHI1 3a 3Ha'fajHI1 3a,llp)Kynarba na Koja 611no 

KOMIIOIICIITa BO TK11130TO. AMOKCI1U,I1Jli1II , Kai<O 11 IIOBCKCTO IICI111lll1Jll1lll1, MO)I<C ,lla ce OTKpHe 

BO MajlfHilOTO MJLCI<O. K JJanynaHCI<aTa I<l1CCJII1Ha, HCTO TaKa, MO)KC .ua CC OTKp11e 130 

MajYHJJOTO MJICKO BO MaJ111 I<OJII1Yl1HI1 (B11,llCTC ro ,llCJlOT 4.6). 

J(BCTC I<OM llOIICIITH, 11 aMOKC11U.l1Jli1110T 11 KJiaByn aiiCI<aTa KHCCJIHHa, M O)I<C )].a ja rrpeMHHaT 

IIJial(Cl!Tapn aTa 6ap 11cpa ( n11,llCTC ro ,llCJIOT 4.6) . 

.bHOTp anc dlOpMa!(Hj a 

AMOI<CI1!l11Jll1IIOT r tcnyMHO c e ei<ci<pCT11pa no yp1111aTa I<aKo neaKT11Blla neHI1U.I1JJOI1lfHa 

KHCCJJ11 JJa no KOJ1 11Y11Hl1 c )].naKB11 .llO 10 - 25 % O.ll llO'iCTHaTa )].03a. K n auyna:ucr<aTa I<McenHHa 

o6HMIIO cc MCTa6onl1311p a no lfOBei<OT 11 ce CJJ11Ml1IIHpa co ypMHaTa 11 co cpeu:ecoT 11 I<aKo 

JarncpOJ(Cll J' I10KCI1n BO CKCII11p11paiii10T 1303)].yX . 

EJmM HIIal!l1j a 

r Jial3Ji l10T HaT Ha CJ111M l1Ha l(Hja 3a aMOKC11U,11Jll1II e npei<y 6 y 6 pC311TC, JJ.On ei<a 3a 

KJiaBYJia iJ cKaTa KHCCJLHua eon cTpaua u a )].BaTa peHaJ111Hl1 nep cHanHH MexaHH3MI1. 

AMOKC111(11J1Hllf KJJaBynau cKaTa KI1CCJ111I-Ia 11M a cpeneu IIOJly )l<HBOT na CJ1l1MI1HaU,11ja 0 )]. 

I!p116Jil1)KIIO C}(Cll Y:aC 11 Cp CJJ.CH BKYIICH KJJ11pCHC O,ll OKOJly 25 1/h Kaj 3Jtpanl1 Jli1U,a. 

llp116mni<IIO 60 - 70 % on aM OKC11U:11JJI1IIOT 11 npH6JlH)I<IIO 40 - 65 % O.ll i<n anynanci<aTa 

K HCCJIHIIa cc H3JiaLry n aaT ncupoMeHCTI1 130 yp11naTa BO TCKOT na npn11Te 6 y:aca no 

c ; tn oi<p aTna y u oTpe6a n a aMOKC11U.11J111III I<n anyn aHci<a I<HCeJmua 250 mg/125 mg 11n11 500 
mg/125 mg Ta6HCTl1. P a31Il1 HCTp a)l<y13aiba IIOI<a)KaJlC y p11Hapna CKCI<pCU11ja O,ll 50 - 85 o/o 3a 

aMOKC111(11Jll111 H liOMefy 27 - 60 o/o 3a I<Jlany JJaHCI<aTa I<l1CCJIHIIa BO TCKOT na C)].CH nep110n O,ll 

24 qaca. K aj KJmnyHaiicKaTa K11CCJIHIIa, najrorreMa-ra KOJII1lfHIIa ua HCI<OT cc 113JiaY:y na no 

TCKOT n a upBHTC 2 lfaca no y noTpe6aTa. 
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¢yHI<UHja, Tpe6a ,a:a ce BIIHMana na H360p0T I-Ia ,0:03aTa, I1 MO)JCC ).la 6HJ{C KOpHCIIO )(a CC CJICJ(H 

6y6pC)KHaTa <pyHKl(Hja. 

II on 

ITo nepopanHa ynoTpe6a n a aMOT<CHUHnHIII Knanynanci<a KHCCJmiia Kaj 3) (paBH Ma)KH 11 )J<CIIH, 

llOJlOT HCMa 3IIaLJ:ajiiO BJmjarme Bp3 cpapMai<OKHHCTHICaTa Jia aMOKCHl(HJlHIIOT HJ!l1 lla 

I<nanynaHci<aTa I<Hcenmra. 

PeHanHo ornTeTynarr,e 

BI<yiTHHOT cepyMCI<H KJ1HpC1IC Ha aMOI<CHUHJlHHfi<naBynaHCKaTa KHCCJIHIIa CC naManyBa 

nponopuHoHamro co HaManynaihC na 6y6pe)KnaTa cpyni<uHja. HaM~UiynarbCTO n a tomp ciiCOT 

Ha JlCI<OT C llOH3pa3eiia 3a aMOI<CHUHJlHI-1 OTKOJlKY 3a KJlaBynaiiCI<aTa KHCCJJHI!a, 6 HJ(CjJ(H 

noroneM ,a:en 0):( aMOKCHl(HJIHIIOT ce H3JiaLJ:yna rrpeKy peiianen naT. 3aToa, rrp11 ) (03HparhCTO 

Kaj 6y6pe)KHH OlliTeTynat-ha Mopa J.la ce crrpeLJ:H HerroTpe6HaTa ai<yMynaqHja na 

aMOI<CHQHJlHH, ):(O,O:CI<a KJiaByJiaiiCI<aTa I<HCCJIHIIa Ce O):(p)KyBa na COO):(BCTIIO 1111130 (BH)(CTC 1'0 

):(CJIOT 4.2). 

XenaTanno OlliTeTynarhc 

Kaj nauHenTHTe co xenaTamro oruTeTynaibe Tpe6a ):(a ce .U03Hpa co rrpcTIIa3JmnocT 11 

xenaTani-IaTa cpyHI<UHj a Tpe6a ):(ace cne):(H no pe):(OBHH mrrepnanH. 

5.3 IlpCTKJIHIIH1H~H 110)-(aTOI.(H Ja 6c36C)).IIOCTa na MC).(Hl(HIICI~HOT 11p0113 BOH 

Hei<JIHHHLJ:KHTC rro):(aTOL(H IIC noi<a)KynaaT rroce6eH pH3HK 3a nyfcTo np3 ocHOBa ua CTYJlHH 3a 

cpapMaKOJIOrHja 3a 6e36CJ{IIOCT na JICICOT, I'CIIOTOKCHLJ:IIOCT H perrpOJ(YKTHBlla TOKCH'-JHOCT. 

CTy.QHHTC Ha TOKCH'-IIIOCT co HOBTopynarm ,a:o3H H3Be,a:erm Ha I<Y'-IHTha co 

aMOKCHUHJIHHII<nanynaiiCT<a KHCeJmna nOJca)l<ane racTpHqua H:pHTaUH:ja H n onpafcal hC, 11 

o6e36oeH j a3HK. 

CTyJlHH 3a KauqeporeiiOCT co aMOKCHL(HJIHIII T<nanynaHcKa T<HcenHna n c 6.HJrc cnponcJ(CIIH. 

6. <I>APMAQEBTCKM OCOEEHOCTM 

6.1 JIHCTa Ha UOMOlllllH cyucTaiii~UH 

JIHMOHCI<a I<HCCJIHI Ia, 6C3B0) (£Ia 

IIaTpHyM UHTpaT ):(HXHJ(paT 

II6aTpHyM 6ernoaT 

MHI<poi<pHcTann a rtenyJJ03a co naTpHyM Kap6oi<CHMCTHn uenyJio3a 

I<CaHTaH ryMa 

I<OJIOH,a:anei-I CHJIHL(HYM ).(HOICCH).l 

CHJ!HUHYM ):(HOKCH)l 

apoMa Ha Mamma 

caxapo3a 

npoqHcTeHa BO):(a , 

6.2 MnKoMnaTH6HJIHOCTH 

He e npHMeHnHno. 
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6.3 PoK na y uoTpc6a 

4 (4CT11p11) 1'0/0,11111. 

IlpHrOTBcuaTa cycncmMja e CTa6Mmra 7 .ueua aKo cc '-ryna no cppmi<H;~ep (2 ° C - 8 ° C ) .. 

6.4 Ila'lnii na '-IynaibC 

IlpalilOKOT 3a upHroTnynau,e Ha rrepoprumaTa cycnen311ja Tpe6a .ua ce '-ryna Ha TeMrrepaTypa 
no;~ 25 °C, no opHr HnaniiOTO nar<yBalbe. 
l1pHrOTBCHaTa cycncmMja e cTa6Mnna 7 .uena aKo ce LJ.yna no cppmrm.ucp (2 ° C - 8 ° C) .. 

6.5 H3I "JICJl n COJW:tKnna na naKynaibCTO 

KyrMjaTa co;~p)I<M e.uno CTaKneHo rn11rne co 17,5 g npalilOK 3a npHroTnynarbe Ha 70 ml 
cyCIICII3Mja, O}~MCpna Jia)l<H.l.J.l<a l1 yna.TCTBO 3a 11aiJ.l1eHTOT. 

6.6 llocc6nu MCpl~H 113 npCTfl33JlHBOCT npn OTCTp a n y n a i i.>C ua IICHCI~OpHCTCIIHOT JlCI~ 

H llpH y uoTpC6a 113 JlCKOT 

HcMa nocc6u11 6apau,a. 
IICI1Cl<Op11CTC!ll10T npOI13BO.[( MJIH OTHa.[(IIHTC Ma:repMjaJlM Tpc6a ,Ua Ce OTCTpaiiaT 130 
cornacnocT co 3aKOBCKMTe 6aparba. 

llpuzomayaatbe 110 cycne113ujama 
IlcpoprulllaTa cycuc11311ja Ko-AnMaumr Tpe6a .ua ja npMrOTBH (l)apMaucrrr uenocpc.uHo rrpe.u 
ynoTpc6aTa. IDMmcm~eTo co rrpalllOKOT Tpe6a Hajrrpno .ua ce rrpoTpecc. Tpe6a .ua ce o.uMepaT 
58 ml npO'-II1CTeua no.ua. Bo lllMllleTo co rrpalllOK ce .UO}..(aBa OI<ony nonOBMIIa o.u o.uMepeH.aTa 
BO}..(a, 1106po cc npoTpecyBa 11 ce ocTaneTe .ua CTOH OI<OJ1Y 5 MMIIY™· lloToa ce .uo.uana 
llpCOCTallaTOTO KOJIM '-ICCTBO BO,Ua .11 HOBTOpiiO Ce IIpOMelllyBa. llpMfOTBCIIaTa cycrreH3Mja 
Tpc6a ; ta ja ;~OCT.H rnc CTpem<aTa I<ojalllTO e 03HaLiena na eTMI<CTaTa. 
IlpHrOTBCIJaTa ncpopruma cycneH3Mja e xoMorer-m, 6eJ!OI<pCMana cycncmHja co MMpHc Ha 
MaJmHa 
llpcr-t cci<oj a yuoTpc6a UIHillCIIUCTO co cycnCH3Hja Tpe6a .uo6po .ua ce np01·pece! 
IlpMrOTBcnaTa cycncn311ja ce .U0311pa co cneuMjanna rpa.D.yHpana JJa)I<M'-II<a. 

7. llPOI13BO,[(l1TEJI M HOCMTEJI HA PEUIEHHE 

AJIK/\JIOI1}l, /\}1, CI<onjc 
6yJI. A JICI<caJJJlap Mai<e.D.OHCI<H 12 
1 000 CKonjc, Pcny6Jmi<a Mai<e.uormja 
TCJI. +3 89 2 310 40 00 
www.alkaloid.com.mk 

8. Iii> OJ l1 ,[(A TYM HA PEUIEHMETO 3A llPOMET 
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9. )J;ATYM HA llPBATA PErMCTPAI{liiJA I OBHOBATA IIA PErMCTPAI~M.JA 

10. )J;ATYM HA PEBI13MJA HA TEKCTOT 

,l(ei<eMBpH, 2018 r. 

:' " 
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