AyrmenTuH ES 600 mg/42,9 mg/5 ml npax 3a nepoparnHa cycneHsus
[ara Ha nocneaHo opo6penue Ha KXIT ot perynatopHus oprat:20.06.2018 r.

KPATKA XAPAKTEPUCTHUKA HA ITPOJAYKTA



1. UME HA JIEKAPCTBEHUS MPOAYKT

Ayrmentus ES 600 mg/42,9 mg/5 ml npax 3a nmepopaiiHa cycreH3us

Augmentin ES 600 mg/42.9 mg/5 ml powder for oral suspension

2. KAYECTBEH 1 KOJIMYECTBEH CBbCTAB

Crien npuroTBsiHe, BceKl ml OT mepopaiHaTa CyCleH3Hs ChAbPKa aMOKCUIIMIMH TPUXUAPAT
(amoxicillin trihydrate), ekBuBanenten Ha 120 mg amokcummus (@amoxicillin) u kanue kinaByaanat

(potassium clavulanate), exuBanenteH Ha 8,58 mg kiaBynaHoBa kucenuHa (clavulanic acid).

IToMOIIHO BELIECTBO ¢ U3BECTHO ACHCTBUE
Coaspxa 2,72 mg acnaptam (E951) na ml.

3a IIBJIHMS CIIMCHK Ha IIOMOIIHHUTEC BCUICCTBA BUIKTC TOYKA 6.1.

3. JIEKAPCTBEHA ®OPMA

[Ipax 3a mepopaiHa CycreH3usl.

[Touru 051 mpax.

4. KJIMHUYHU JAHHHAU

4.1 TepaneBTUYHM NOKAZAHUS

AyrmentuH ES e mokasad 3a JieueHIE Ha CICAHUTE WH(DEKITUU TpH JeIa Ha Bh3PacT Hal-MaJIKoO

3 Mecella | ¢ TeIecHO Teriio mo-mainko ot 40 kg, KonTo ca MpUYHHEHH UK CE CUUTA, Y€ € BH3MOKHO

Jla ca IPUYMHEHH OT MEHHUITUITNH-PE3UCTEHTHH Streptococcus pneumoniae (k. touku 4.2, 4.4 u 5.1):

o OCTBP OTHT Ha CPEHOTO YXO
o MHEBMOHHS, MPUIOOUTA B OOIIECTBOTO.

Tps6Ba na ce 00bpHE BHUMaHKE Ha OQUIMATHATE yKa3aHUA 32 IpaBUiIHATA yHOTpeba Ha
AHTHOAKTEPUAIHUTE CPEACTBA.

4.2 Jlo3UpoOBKa U HAYMH HA NPWIOKEHUE
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Jlo3upoBKHUTE ca MpeCcTaBeHH ChOOPa3HO ChABPIKAHUETO HA aMOKCHUIIMIIHH/KIIaBYIaHOBA KUCEIIMHA, C
M3KIIIOYEHHE Ha CIIyyauTe, KOraTo JO3UTE ca Ja/IeH! 110 OTHOIIEHHE Ha OTAeNHATa ChCTaBKa.

3a u3bopa Ha no3ata Ha AyrMeHTHH ES 3a jneyenne Ha oTaenHaTa nHQeKnus, TpsOBa 1a ce uMat
MpEeABUL:

o OYaKBaHHTE MATOTCHU M BEPOSITHATA UM YYBCTBHTEITHOCT KbM aHTUOAKTEPUATHU CPEJICTBA
(Bk. Touka 4.4)

o TEXKECTTa ¥ MACTOTO HA HH(EKIUATA

o BB3paCTTa, TEJICCHOTO TEerio U ObOpeuHaTa (pyHKIMS Ha MAIUeHTa, KAKTO € TOCOYEHO MO-I0ITy.

JleyenueTo He TpsAOBa Aa NPOIBIDKaBa moBeue oT 14 gHu Oe3 MOBTOpEH nperie] (OTHOCHO
MPOABIDKUTENHA Tepanus BXK. Touka 4.4).



Bu3pactau u nena > 40 ke

Hsima onut ¢ npunoskenrero Ha AyrmentuH ES npu Bp3pacThu U nena > 40 kg u mopaau ta3u
IPUYKHA HE MOXKE J1a Ce IIperopbya J03UpaHe.

Jlemna <40 kg (ma Bp3pacT > 3 mMecera)

[Ipenoprunrennara go3a Ha Ayrmentud ES e 90 mg/6,4 mg/kg/nHeBHO, B IBE OTICIHU JI03H.
Hsma KIMHWYHY JaHHM OTHOCHO TpHIIokeHune Ha AyrmentrH ES mpu geria Ha Bb3pacT 1o 3 Mecera.

Bbr0Opeuno yBpexxaane

He ce nanara kopurupane Ha g03aTa npu nanueHTy ¢ kpeatuauHoB kiaupbHC (CrCl) Hag 30 ml/min.

[pu naumeHTH ¢ KpeaTHHUHOB KIUpBHC 1o 30 ml/min, He ce MpenopbUBa NPUIIOKEHHE HA
AyrmenTuH ES, Thif KaTO HAMa HaJIMYHU MPENOPHKH 32 KOPUTHPaHEe Ha J103aTa.

YepHOoAPOOHO YBpEXKIaHE

Tps0Ba 1a ce 1O03Mpa BHUMATETHO M HA paBHU MHTEPBAJIH OT BPEME Jia Ce MPOCIeAsBa YePHOAPOOHATA
¢yskuus (BX. Touku 4.3 u 4.4).

Haunn Ha npuiioxeHue

AyrMenTuH ES e 3a nepopaiiHo NpuUi1oKeHHeE.

Ayrmentut ES TpsiOBa na ce mpueMa 1o BpeMe Ha XpaHEHe, 3a CBEXIaHEe 10 MUHUMYM Ha
BB3MO)KHATa CTOMAIIHO-4YpEBHA HETTOHOCUMOCT.

ByTunkara TpsiOBa 1a ce pa3kiaTH, IOKATO MPaxbT BHTPE 3all0YHE J1a CE ABHKH CBOOOIHO.

Tps6Ba na ce mpubaBu HeoOXOAMMUS 00EM BOJa CHOpE] YKa3aHHUATa, Ja ce 0ObpHe OyTUIIKaTa U Aa ce
paskiartu noope.

ByTunkara TpsiOBa aa ce paskiaTa 40Ope Mpeau MpreMaHe Ha Besika 103a (BXK. Touka 60.6).

3a yKa3aHusi OTHOCHO MPHUTOTBSHETO HA JICKAPCTBEHUS MPOAYKT MPEIN MPHIOKESHUE BIKTE TOUKa 6.6.

4.3 IIpoTuBomoka3aHusi

CBp’BX‘IYBCTBI/ITCJ'IHOCT KbM aKTUBHUTEC BCIICCTBA, KbM KOHITO U Ja € OT ICHUIIUWJINHUTC UJIN KbM
HAKOC OT ITIOMOITHUTEC BCIICCTBA, I/I36p06HI/I B Touka 6.1.

AHamHe3a 3a Te)KKa He3a0aBHa peakiis Ha CBPbXYYBCTBUTEIHOCT (HAIp. aHAQHIAKCHsI) KbM IpyT
Oera-JakTaMeH MPOIYKT (Hamp. HedalloCIoprH, KapOarieHeM WK MOHOOaKTaM).

AHaMHe3a 3a XBITCHUIIA/YePHOAPOOHO YBPEKAAHE, ABIDKAIIN CE HA aMOKCHIIAINH/KIaByJIaHOBA
KHCcenrHa (BX. Touka 4.8).

4.4 CroeuuajHu npeaynpe:kIeHusi U NpeAna3sHu MepKH NPH ynorpeda
[Tpenu 3amouBaHe Ha Je4eHHE C aMOKCHIIMIIMH/KIIaByJIaHOBA KHCEJINHA, TAIIUCHTHT TPsIOBa 1a ce
pasnrTa BHUMATCIIHO IO OTHOMICHUE Ha MPEANIITHN pCaKIMKU Ha CBPbXYYBCTBUTCIHOCT KbM

NEHUIUINHHY, [1e(aIOCTIOPUHN WIN APYTH OeTa-TaKTaMHH MPOAYKTH (BX. Touku 4.3 u 4.8).

Cepro3HH 1 MOHSKOTA (haTaHN PEaKMH Ha CBPHXUYBCTBUTEIHOCT (BKJIIOYUTEIHO aHA(DHUIAKTOUTHH
Y TeKKH KOXKHU HE)KEJTaHU Peaklin) ca ChOOIaBaHU MPH MAaLMEHTH, JEKYBaHHU C MeHuImInH. [lo-



BCPOATHO € TC3U PCAKIIUU A CC MOABAT IIPU JIMIA C aHAMHE3a 3a CBPbXUYYBCTBUTCIIHOCT KbM
TNEHUIWINH WX NIPU aTOIINYHU JIMLA. HpI/I MosgBa Ha aJICpruvHa peakius, JCUCHUCTO C
aMOKCI/I]_[I/IJ'II/IH/KJ'IaBYJ'IaHOBa KHUCCIINHA Tp}l6Ba Ja CC NMPCYyCTAHOBU U 1a CC HA3HAYX NOAXOAAIIa
AJITCPHATUBHA TCpaIlK.

B cnyqaﬁ € CE€ JOKaXeE, 4c I/IH(l)eKLII/ISITa CC ABbJIKM Ha aMOKCUIIMIINH-9YBCTBUTCIIHA
MUKPOOPIraHHu3MHU, TpH6Ba Ja ce 06C’B,Z[I/I MNPEMUHABAHC OT aMOKCI/II_II/IJ'II/IH/KJ'IaBy.TIaHOBa KHUCCIIMHA Ha
AMOKCHUIIWJINH B CbOTBETCTBHUE C O(I)I/II_II/IaHHI/ITe YKa3aHus.

[pu nanmenTy ¢ yBpeneHa 0b0pedHa (GYHKIUS WM IPU TaKWBa, IPHEMAIIU BUCOKH JIO3U, MOXKE JIa ce
MOSIBAT T'bpUOBE (BXK. TOUKa 4.8).

JleyeHnETO C aMOKCHIIVITHH/KIIaBYJIaHOBA KUCEITUHA TPSAOBA Ja ce N30srBa Mpy ChMHEHHE 32
UH(EKIIMO03Ha MOHOHYKJIC03a, ThI KaTo MPH TOBa 3a00JIsIBaHE ClIe/l IPUIOKEHHE Ha aMOKCHUIIHIIVH €
HaO0JIF0/TaBaHa MMosBaTa Ha MOpOMIH¢OopMeH 00pPHB.

EnnoBpemenHa ynorpeba Ha ajorypHuHOI 10 BpeMe Ha JIedeHHe ¢ aMOKCHITMIINH MOXKEe Ja YBEINIH
BEPOSTHOCTTA 32 aJIepTHYHU PEaKkIlii OT CTpaHa Ha KOXKaTa.

[IpogpmxuTrennara yrmorpeda MOHAKOTa MOXKE Jia OBEJE /10 CBPHhXPACTEX Ha HEUyBCTBUTEITHH
MUKPOOPTaHU3MH.

[TosiBaTa Ha CHITHO 3a4epBEH TeHEPATN3UpPaH epUTEM, CHIIPOBOJICH OT ITyCTYJIa, B HAYaJIOTO Ha
JICYCHUETO MOJKE J]a € CHMIITOM Ha OCTpa reHepaln3upana ek3anTeMna myctyiosa (AGEP) (Bx.
touka 4.8). Ta3u peaknus Hajara CriipaHe Ha JedeHHeTo ¢ AyrMeHTHH ES u e mpoTHBoOIIOKa3anue 3a
ToCTIeIBall] MpHUeM Ha aMOKCHIIMIJIHH.

AMOKCHITMITUH/KIIAaBYJIAHOBA KHUCEITMHA TPsOBA Ja ce Mpuilara BHUMATEIHO TP TAIUSHTH C JTaHHH 32
4epHOAPOOHO yBpexkmane (Bx. Touku 4.2, 4.3 u 4.8).

Cp0uTHA OT CTpaHa Ha YepHHS Ipod ca ChOOIIaBaHM MPEANMHO ITPH MBXKE U TIPH MTallHCHTH B
CTapuecka Bb3pacT, U MOXKe Jia ca CBbP3aHH € MPOBIKUTETHO JieueHune. Te3n chOuTHsI ca
ChOOIIABaHU MHOTO PSJIKO TIpH Jena. [Ipu BCHYKH MOy Ialliy, IPU3HAIUTE U CHMIITOMHUTE
O0OMKHOBEHO ce HAOI0/IaBaT Mo BpeMe Ha MM MAJIKO cJIe]| JIeYeHHe, HO B HIKOH CITydar MOXe Jia He
Ce M3SBAT JIO HAKOJKO CEJIMUIIM CJIC/ IPEyCTaHOBSABAHE Ha JICUCHUETO. Te3u chOnTHsI 0OMKHOBEHO ca
obpatumu. UepHOAPOOHHUTE CHOUTHS MOXKE Ja ca TEeKKH U B U3KITFOUUTEITHO PEIKH CITydaH ca
JIOKJIAJIBAHA CMBPTHU ciy4an. Te3u chOUTHSI MOYTH BUHATH Ca HAOIOIaBaHH MPU TAIMEHTH ChC
CEPUO3HO IMOJUIeXKANI0 3a00JIIBaHE WK MPUEMAIN ¢THOBPEMEHHO JICKapCTBa, 32 KOUTO € U3BECTHO,
4ge UMaT MOTEHITHANI 3a YepHoIpoOHN edekTH (BXK. Touka 4.8).

Komwur, cBbp3aH ¢ MpUIIOKEHNETO HAa aHTHOMOTHIIN, BKIFOYHTETHO aMOKCHITHIIMH, € ChOOIIIaBaH Ipu
MOYTH BCUYKH aHTHOAKTEPUATHYA IPOAYKTH M MOXKE J]a Bapupa MO TEXKECT OT JIeK 70
JKUBOTO3acTparraBam] (Bx. Touka 4.8). [1o Ta3n nmpuyunHa, Ipy NAIMEeHTH ¢ JUapys 10 BpeMe Ha W
CclIe]] IeYeHre C aHTHOMOTHIIN, € BaYKHO Jia C€ MMa MPeIBU Ta3! ArarHo3a. AKO ce MOSIBH KOJIHT,
CBBP3aH C MPUIOKEHUETO HAa AHTHOMOTHIIN, JICYCHHETO C aMOKCHIIMIIMH/KJIaByJIaHOBA KHCEIIIHA
He3a0aBHO TPsIOBa J1a ce MPEYCTAHOBH, J1a CE HAIPaBH KOHCYJITALMS C JIEKap 1 Ja ce 3alovYHe
MOJIXOISAINO JieueHue. B To3u ciydaii ca mpOTHBOIIOKAa3aHU aHTUTIEPHUCTAIITHYHH JIEKAPCTBEHH
MPOAYKTH.

[To BpeMe Ha POIBIKUTEITHO JICUSHHUE € MPEMOPHUNTEITHO MIEPHOJINTHO J]a Ce OIICHSABAT OPraHHUTE U
CHUCTEeMHU (YHKIINU, BKIIIOUNTETHO ObOpedHaTa, 4epHOAPOOHATA W XEMOITOCTHYHATA (DYHKITHS.

CroOmaBanu ca peKy cIydyan Ha yIbJDKaBaHe Ha MPOTPOMOMHOBOTO BpeMe MIPH MAINEeHTH, JIEKyBaHH
C aMOKCHITWIIMH/KJIaByJIaHOBA KrcennHa. [Ipu enHOBpeMEeHHO NPUIIOKEHHE C AHTUKOATyJIaHTH Ce
HaJiara MmoJaxo/sII0 pocieasBane. Moxke a € Heo0X0ANMO KOPUTHPaHe Ha J103aTa Ha TIepOPATHATE
aHTUKOATYJIaHTH 3a TOIbprKaHe Ha JKEeJaHOTO HUBO HA aHTUKOATyJaIus (BX. TOUKH 4.5 u 4.8).



[Ipu nauneHTH ¢ HamMaJeHO OTAEINSHE HA YpUHA, MHOTO PS/IKO € HaOIrojaBaHa KpUCTalypHs, TIaBHO
IIpU MapeHTepaIHo JedeHue. [1o BpeMe Ha npuiiarane Ha BUCOKH /1031 aMOKCHLIMIIMH CE MPENopbyBa
MOJIbp)KaHe Ha JOCTAThUEH NMPUEM Ha TEUHOCTH M OTHAEISHE HA YPHHA, C 11e] HaMallsiBaHe Ha
BB3MO)KHOCTTA 32 aMOKCHUIIWJIMHOBA KpucTanypus. [Ipu manueHT ¢ KaTeTbp B MUKOYHUS MEXYD
TpaOBa Ja ce MPOBeXJa PEIOBEH BU3yaleH KOHTPOJ (BXK. Touka 4.9).

IIo BpEMCE Ha JICUCHHUEC C aMOKCULIUIINH Tp)l6Ba Ja C€ MU3II0J3BaT CH3MMHHU I'JITFOKO300KCHUJa3HU MCTOANU
IIpu U3CJICABAHE 3a HAJIMYMEC HaA I'TIFOKO34a B YpUHATa, ThH KaTO C HECH3UMHH METOIU MOXKE Ja ce
nojgyvar (ba.]'IIJ_II/IBO MOJIOXKUTCIIHU PE3yJITaTHU.

Hanuuuero Ha knaBynaHoBa kuceianHa B AyrmeHTHH ES Moxke na npuunHu HecrielupuaHO
cBbp3Bane Ha IgG u anbymuHa ¢ MEMOpaHUTE Ha YEPBEHUTE KPHBHU KIIETKH, BOJCIIO JI0 (DaIImnBo
noJioxkuTelneH Tect Ha Kymoc.

Nma choOiieHus 3a MOIOKUTENHN pe3yaTaTh OT TecTa, Mpu u3noi3Bane Ha Platelia Aspergillus EIA
tect Ha Bio-Rad Laboratories npu nanueHTH, nprieMaliy aMOKCHIMIMH/KIaByJIaHOBA KHCEINHA, 32
KOHTO CJIe]] TOBA € YCTaHOBEHO, ue HAMaT nHdpexus ¢ Aspergillus. CpobaBanu ca KpbCTOCAHU
peaxnuu ¢ He-Aspergillus monuzaxapunu n nonugypanosu c Platelia Aspergillus EIA tect Ha Bio-
Rad Laboratories. CneoBaTeIHO TOJIOKUTEITHA PE3YJITATH OT TeCTa MPU MaLUEHTH, TPUEMaIH
AMOKCHIIMJIMH/KJIaBYJIaHOBA KUCENNHA, TPsIOBa 1a ObAAT THIKYBaHW BHUMATEIHO | Ja C€ MOTBBPIAT
4pe3 Ipyrd AUAaTHOCTUYHHU METOMM.

AyrmentuH ES npax 3a nepopanna cycneHsus cbabpxa 2,72 mg acmapram (E951) na ml, koiito e
M3TOYHMK Ha (peHMnananuH. To3u JekapcTBEH NMPOAYKT TPsOBa a ce mpuiiara ¢ BHUMaHue MpH

NannucHTH C (beHI/IJ'IKCTOHypI/IH.

AyrmentuH ES mpax 3a nepopaiina cycneH3us ChIbpka MalTOASKCTpUH (TI0Ko3a). [Tanuentu ¢
psAKaTa IIII0KO30-TajJakTo3Ha ManadcopOuus He TpsiOBa Aa MpueMar ToBa JIEKapCTBO.

4.5 Bs3aumopeiicTBUe ¢ APYId JeKAPCTBEHU NPOAYKTH U APYTrH (pOPMHU HA B3auMoOeiicTBHe

IlepopajiHu aHTUKOATyJIaHTH

[lepopamHuTe aHTHUKOATYJIAHTH W IEHALIWIMHOBUTE aHTHONOTHIIN Ca U3TIOI3BAHH IHMPOKO B
mpakTHKara 6e3 choOIIeHNs 3a B3anMOoIeCTBIE. BBITpeKn ToBa, B TUTEpaTypara MMa OIHCaHN
CIIydyau Ha IMOBHINEHO MEXITyHAPOIHO HOpManu3npaHo croTHomeHue (INR) mpu narmuenTn Ha
MOJITBPIKAIIO JICUYSHHE C alleHOKyMapoil MK Bap(hapiH 1 Ha3HAYEHO JieueHne ¢ aMoKcuwivH. [lpn
HEOOXOAMMOCT OT €THOBPEMEHHO MPUIIOKEHNE TPSIOBA BHUMATEITHO 1A CE TIPOCIIEsIBAT
MPOTPOMOMHOBOTO BpeMe HITH MEKIYHAPOAHOTO HOPMAIM3UPAHO CHOTHOIICHNE TIPH T00aBsSTHE WK
cnipaHe Ha amokcunuianH. OCBEH TOBa, MOXKE Jla € He00X0IMMO KOPUTHpaHe Ha /1o3aTa Ha
MIEPOPATHATE aHTHKOATYJIaHTH (BX. Touku 4.4 1 4.8).

MeroTtpekcat

ITeHUIUITUHUTE MOYXKE 1a HAMAJIAT €KCKPEIUATa Ha METOTPEKCAT, KOETO Jia TOBEIE 10 BH3MOKHO
[MOBUIIIABAHE HA TOKCUYHOCTTA.

IIpoGenernmn

EnnoBpeMenHa ynorpeba Ha mpoOeHeu He ce pernopbuBa. [Ipodenernn HamansaBa 00pedHaTa
TyOyJHA CeKpelys Ha aMOKCHITITUH. ETHOBpeMeHHa yrnoTpeba Ha MpoOeHEI T MOXKeE Jia JIOBEJIE JI0
yIBIDKaBaHe Ha HAJMYMETO W MOBHUINABAHE HA HUBATA HA aMOKCHIIWIIMH B KPHBTA, HO HE M HA
KJIaBYJIAHOBATA KUCEITUHA.



MukodeHosnar MobeTHI

[Tpu manuenTH, npuemainy MUKoQeHoaT ModeTu, ce chro0IIaBa 3a HaMallsIBaHEe Ha MPEe/030BaTa
KOHIICHTpAIlUs Ha aKTUBHHS MeTabonuT Mukodenonosa kucenuHa (M®K) ¢ npubimsurenno 50%,
cJe]l 3aloYBaHe Ha JISYCHHE ¢ MepopaieH aMOKCUIIWIIMH TUTIOC KiaByJaHOBa KucenuHa. [IpomsHaTa B
MPEZI030BOTO HMBO MOXKE JIa HE MPECTaBs TOYHO MPOMEHUTE B 00mIara excrio3urus Ha MOK.
ITopanu ToBa, 0OOMKHOBEHO HE € HEOOXOMMa MTPOMSHA B J103aTa Ha MUKO(EHOIAT MO(ETHII pu
JIUIICA HA KIIMHUYHU JaHHU 32 HapylleHa QyHKIUS Ha npucaakara. Bernpeku ToBa, TpsiOBa 1a ce
W3BBHPIIBA BHUMATEITHO KIMHHYHO MPOCIIC/SBAHE 10 BpEMe Ha JICUCHUETO ¢ KOMOMHAIUATA U MAJIKO
Ccie]] 3aBbPIIBAaHE HA AHTUOMOTUYHATA TSPAITHS.

4.6 @epruauTeT, GPEMEHHOCT U KbpPMEHe

Bpemennoct

[IpoyuBaHwus pH KUBOTHH HE MOKA3BAT NMPEKH WM HETPEKH BPEIHHU BH3JICHCTBHS BBPXY
OpeMeHHOCTTa, eMOPHOHAITHOTO/(PETATHOTO Pa3BUTHE, PAXKIAHETO WIIH ITOCTHATATHOTO Pa3BUTHE
(Bx. Touka 5.3). OrpanuyeHr JaHHM 3a YIoTpedaTa Ha aMOKCHITMIIMH/KIIaByJIaHOBA KUCETHHA 10
BpeMe Ha OpeMEHHOCT MPH XOpa He TIOKa3BaT MOBUIIICH PUCK OT BpojeHH Mandopmanuu. [Tpu
NpOyYBaHE MPH KEHU C MPEATSPMUHAITHA TPEXKICBPEMEHHA PYNITYpa Ha (eTaHaTa MeMOpaHa ce
chOoOIIaBa, Y€ MPO(PHIAKTHIHOTO JICUCHUE ¢ aMOKCHITHIINH/KJIaByJIAaHOBA KACETMHA MOXe 1a ObIe
CBBP3aHO C MOBHIICH PUCK OT HEKPOTH3HUPAIIl CHTEPOKOJIMT MPU HOBOpoaeHU. [TpuinokeHrero Ha
aMOKCHIIMINH/KJIaByJIaHOBA KHCEIIMHA 10 BpeMe Ha OpeMEeHHOCTTa TPsOBa 1a ce M305ATBa, OCBEH aKo
JIeKapsT HE MPELeHH, Y€ € HE0OXOIUMO.

Kwpmene

JIBeTe akTHBHU BEIIECTBA C€ EKCKPETHPAT B KbpMaTa (He ca yCTaHOBEHH e(eKTHUTE Ha KIIaByJIaHOBaTa
KHCEeNNHA BBPXY KbpMadeTo). BenenacTBre Ha TOBa, ca BB3MOXKHY TUapus U rb0NIHa WHPEKINS Ha
JUTaBUITUTE TIPH KbPMAUETO, KOETO MOXKeE J]a HaJIOXKH MPEyCTaHOBABaHE HAa KbPMEHETO.
BBp3MoXHOCTTA 32 TTOBHIIIaBaHE HAa TyYBCTBUTEITHOCTTA TPSAOBa Jla ce B3eMe T10J] BHUMaHHE.
AMOKCHITIITIH/KJIaByJIaHOBA KHCENIMHA TPsIOBa Jja ce M3IM0JI3Ba M0 BpeMe Ha KbpMEHE CaMo CIIe/
MIpeleHKa OT JIEKYBaIIHs JIeKap Ha ChOTHOIIEHUETO TI0J3a/PHCK.

4.7 EdexTn BbpXy crioco0HOCTTA 32 iodupaHe U padoTa ¢ MAIIUHU

He ca npoBexnanu npoy4yBaHus 3a epekTuTe BbpXy CIOCOOHOCTTA 3a modupaHe 1 paboTa ¢ MallIuHH.
Brrnpeku ToBa MOKe J1a ce MOSBST HEKEJNIAHH Peakluy (Harp. alepriyHy Peaklluy, 3aMmaiiBaHe,
T'BPUYOBE), KOUTO MOTAT Jia MOBJIHSAT CIIOCOOHOCTTA 32 MmodupaHe 1 paboTa ¢ MaIIuHA (BK.

Touka 4.8).

4.8 Hexenanu JekapcTBeHH peaKIMH
Haii-gecto cho0maBanuTe HEXENIAHN JICKAPCTBEHU PEAKLUH ca AUApUsi, TaJIeHE 1 MOBPBILAHE.

Hesxxenanure iekapcTBEHN PEaKUH, TIOIYYEHH OT KJIMHUYHHU MPOYYBAHHUA U OT IOCTMapKETHHIOBOTO
Habmonenne ¢ AyrmeHTuH ES, ca n30poenu mo-noiny u ca katreropusupanu ceriracio MedDRA, o
CHCTEMO-OpraHeH KJIac.

W3non3BaHa e crnemHaTa TEPMUHOJOTHS 32 KIACH(PUIIUPaHEe HA YeCTOTATA HA HEKETAHUTE
JICKapCTBEHU PEaKIINH.

Mmoro yectu (>1/10)

Yectu (21/100 mo <1/10)

Heuectu (=1/1 000 mo <1/100)

Penxu (=1/10 000 go <1/1 000)

Mmoro penxu (<1/10 000)



C Heu3BeCTHA YecToTa (OT HaJIMYHUTC JaHHW HC MOXEC J1a 6’[;}:[6 HaIlpaBCHa OI_ICHKa)

Nudexunu u nadecranuu

Kanzumor;a Ha KoXXaTa 1 JIUT'aBUIUTC

Yectn

CBp’bXp ACTCXK Ha HCUYBCTBUTCIIHU
MUKPOOPTaHnu3MHn

C HeHn3BeCTHA YECTOTA

Hapymenns Ha kpbpBTa ¥ auM@HAaTa cUcTeEMa

OO0paTuma JeBKOMEHUS (BKIFOUUTEITHO Penku
HEYTPOIIEHUS)
TpomborToneHusl Penxn

OOpatuma arpanyJIonuTo3a

C HeHn3BeCTHA YECTOTA

XeMOJIUTHYHA aHEeMUS

C HeHn3BeCTHA YECTOTA

VIbKaBaHe Ha BPEMETO Ha KbPBEHE M Ha
IPOTPOMOUMHOBOTO BpeMe'

C HeHn3BeCTHA YECTOTA

Hapyiienus Ha uMyHHaTa CI/ICTeMa11

AHI‘I/IOHCBpOTI/I‘lCH OTOK

C HeHn3BeCTHA YECTOTA

Anadunaxcus

C HeHn3BeCTHA YECTOTA

Cunapom, moJjo0eH Ha cepyMHa bosiecTt

C HeHn3BeCTHA YECTOTA

XI/IHCPCCH3I/ITI/IBCH BACKYJIMT

C HeHn3BeCTHA YECTOTA

HapynieHus Ha HepBHaTa cUCTEMa

3amassHOCT Heuectu
I'nmaBoOosue Heuectu
O0paTnMa XUIepaKTUBHOCT C Heu3BeCTHA YeCcToTa
I quO}se2 C Heu3BeCTHA YeCcTOoTa

AcenTtuyeH MEHUHTUT

C HeHn3BeCTHA YECTOTA

CTOMaLHHO-‘IDeBHI/I HApYIICHUA

Hwuapus Yectu
Iajene’ Yectu
IToBpbIane Yectu
HapymeHo xpaHocMuiiane Heuectu

Konut, cBBbp3aH ¢ MPUIIOKEHUETO HA
aHTHOMOTHIH

C HeHn3BeCTHA YECTOTA

YepeHn ,,kocmatr” e3uk (black hairy tongue)

C HeHn3BeCTHA YECTOTA

HpOMSIHa B IIBCTA Ha 31;6I/IT65

C HeHn3BeCTHA YECTOTA

XenaToOWwiMapHu HapylIeHUs

IMosumasane va AST w/mu ALT®

Heuectu

Xenatut’

C HeHn3BeCTHA YECTOTA

XoecTaTU4Ha )K’bHTGHI/IL[a7

C HeHn3BeCTHA YECTOTA

HapynieHus Ha Ko)kaTa U IMOJKOKHATA ThKaH
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Koxxen o6pus Heuectn
Cupbex Heuectu
Yprukapus Heuectn
Eputema myntudopme Penku

Cungpom Ha CtuBbHC-/[’KOHCHH

C HeHn3BeCTHA YECTOTA

ToxkcuuHa CIIMACPMAJIHA HCKPOJIM3a

C HeHn3BeCTHA YECTOTA

Bynosen exc¢onanaTHBEH AePMAaTHT

C HeHn3BeCTHA YECTOTA

Octpa renepanu3upana eK3aHTEMHa
nyctynosa (AGEP)"

C HeHn3BeCTHA YECTOTA

MeaukaMeHTO3Ha peakius ¢ €03UHODUIHS U
cuctemuu cumntomu (DRESS)

C HeHn3BeCTHA YECTOTA

Hapyimienus Ha 6’B6DCL[I/ITG 1 MMKOYHHUTC IIbTHUIIA

WnTepcrunmanen Hegput

C HeHn3BeCTHA YECTOTA

Kpucranypus’

C HeHn3BeCTHA YECTOTA

' Bsk. Touka 4.4
2 Bk. Touka 4.4




? TNosiBaTa Ha rajieHe e Mo-4eCTo TIPH MepopaneH MPHEM Ha BUCOKH J03H. AKO Ce MOSBAT
peakuuu OT CTpaHa Ha CTOMAILHO-YPEBHUS TPAKT, TE€ MOTaT J1a C€ HaMaJIAT C MPUEM Ha
AMOKCHIIMJIMH/KJIaBYJIaHOBA KUCEIMHA TI0 BpeMe Ha XpaHeHe.

4 BKmIounTeHO MceBa0MeOpaHO3eH KOTUT M XeMOpParkueH KOTUT (BK. Touka 4.4)

> MHOTO psIKO € ChoOIIaBaHo 3a HOBBLPXHOCTHA ITPOMSHA B 1IBETa Ha 3b0UTe MpH JIela.
JoOpara xurueHa Ha yCTHaTa KyXrHa MOKe Jia TPeJOTBPaTH MIPOMsIHATa B [[BETa Ha 35OUTE,
THH KaTO Ta3W NPOMsSIHA OOMYaiHO MOXKe Jja C€ OTCTPaHHU Ype3 MHEHE Ha 3b0uTe.

% Vmepeno nosumasane Ha AST u/umu ALT e ycTaHOBEHO NPH NALMEHTH, JTeKyBaHH ¢ GeTa-
JaKTaMHH aHTHOMOTHLIM, HO 3HAUEHUETO Ha TE3U MPOMEHH HE € M3SICHEHO.

" TakuBa peakivy ca yCTAaHOBEHH M ClIeJl IPHIOKEHHE Ha JPYTH TEHULMIMHHE 1
nedanocnopunu (Bx. Touka 4.4).

¥ AKo ce MOABY aNeprudeH AepMaTHT, IeYeHHETO TPAOBA [1a ce MPEyCTaHOBH (BXK. Touka 4.4).
? Bk. Touka 4.9

" Bx. Touka 4.4

' Bk Touku 4.3 u 4.4

Cpo0111aBaHe Ha MOJ03UPAHH HEXEIAHU PEAKIIUN

Cro011aBaHeTo Ha TIOJJO3MPAHH HEXEIIaH! PEaKIuy CJiell pa3pellaBaHe 3a YIoTpeda Ha JIeKapCTBEHHUS
MPOAYKT € BakHO. ToBa M03BOIIsABA 1a MPOABIKA HAOIIOACHUETO Ha ChOTHOIICHUETO TI0J3a/PHCK 3a
JIeKapCTBEHUS MPOIyKT. OT MEIUITUHCKUTE CIEINAIIUCTH C€ H3MCKBA J1a ChOOIaBaT BCIKa
MOJI03UpaHa He)KeNaHa peakins Ype3 HallMoHallHA CHCTeMa 3a ChOOIIaBaHe:

WznbnHUTENHA areHuus 1o JeKapcTBara
yi. ,,Jlamsan I'pyes” Ne 8

1303 Codus

Ten.: +359 2 890 34 17

yebcaiiT: www.bda.bg

4.9 TIlpeno3upane

CuMnToOMHU M OpHU3HalM Ha IMPEaO03UpPaHe

Moske a ce HaOJIIoIaBaT CTOMAITHO-YPEBHU CHMIITOMH U HapYIIaBaHE HA BOIHO-CICKTPOIUTHHS
Oanmanc. HabmoaBaHa € aMOKCHITMIIMHOBA KPUCTAITypUs, B HIKOU CIIy4ad BOJEIIA 0 ObOpeyHa
HEJOCTaTHYHOCT (BK. Touka 4.4).

Moxe na ce HabIIOAaBaT I'BPUOBE NPU MALUEHTH ¢ HapylieHa ObOpeyHa GyHKIUS W [IPH TE3H,
MIpUEMAII BUCOKH JI03H.

Mma C’LO6I_LICHI/I$I, Y€ aMOKCUIIWIIMH C€ YTasABA B KaTCThpa HAa MUKOYHUA MCXYP, OCHOBHO CJIC
HWHTPABCHO3HO MpUJIaraHe Ha BUCOKH OO3U. Tp;16Ba Ja CC MpPOBCKJa pSA0OBCH BU3YAJICH KOHTPOJI

(Bk. TOuKka 4.4).

JIeueHne Ha HHTOKCUKAITUS

CuMnTOMHUTE OT CTpaHa Ha CTOMAIIHO-YPCBHUA TPAKT MOraT Aa CC JICKyBaT CUMIITOMAaTU4YHO, KATO CC
O6”pre BHHUMAHHUC HAa BOAHO-CJICKTPOJIMTHHUA Oananc.

AMOKCI/II_II/IJ'II/IH/KJ'IaBy.TIaHOBa KHCCJIMHA MOXKC 1a CC OTCTPAHU OT Kp’BBOO6paH.ICHI/ICTO upe3
XeMoauaian3sa.



5. ®APMAKOJIOTMYHU CBOMCTBA

5.1 @®apmakoaMHAMUYHM CBOMCTBA

dapmakoTepaneBTHyHa rpyna: KoMOuHaIMst OT MEHUIMIINHH, BKIIFOUYUTEIHO OeTa-TakTaMa3Hu
unaxudutopu; ATC kox: JOICRO2.

MexaHu3bM Ha JEUCTBUE

AMOKCHIIITUH € TT0JTyCHHTETUYCH MeHUIWINH (OeTa-IakTaMeH aHTHOMOTHK), KOWTO WHXUOUpA euH
WM TIOBeYe eH3UMH (4eCTO HapU4yaH! MEeHUIMINH-CBbp3BaIiy nmpoteray, PBPs) B mb14 Ha
OnocuHTe3aTa Ha OaKTEepUATHUS MENTUIOTINKAH, KOUTO € ChIIECTBEH CTPYKTYPEH KOMIIOHEHT Ha
OakTepuasHaTa KJIeThbuHa cTeHa. IHXuOupaHeTo Ha CMHTEe3aTa Ha MENTHOTIIMKaHa BOIU 10
oTciabBaHe Ha KJIeTbuHATa CTE€HA, KOETO OOMKHOBEHO CE€ II0CIEABA OT KIEThUHO pasrpakJaHe U

CMBPT.

AMOKCHITIIIMH € 9yBCTBUTEIICH KbM pa3rpaxKaane oT Oera-iIakTamMasuTe, IpOAYIHUPAHU OT
PE3UCTEHTHUTE OAKTEPHH, TIOPaIU KOETO, CIIEKThPHT My Ha JCHCTBHE HE BKIIFOUBA MUKPOOPTaHU3MH,
KOUTO MPOU3BEXKIAT TE3U EH3UMU.

KrnaBynaHnoBara kucenvHa e GeTa-1akTaM, CTpyKTYPHO CBBbp3aH ¢ IEHULWIMHUTE. T MHAKTHUBHpA
HSKOM OeTa-JTaKTaMa3HH €H3MMH, KaTo 10 TaKbB HAYMH MIPEeI0TBpATsIBAa HHAKTUBUPAHETO Ha
aMOKCHIIMINH. KiaBysiaHOBaTa KMCEIIMHA CAMOCTOSITEIIHO HE MPOABSIBA KIIMHUYHO IIOJIE3EH

aHTHOaKTepuaneH eexr.

Bm,31<a CbaDMaKOKI/IHeTI/IKa-d)aDMaKOI[I/IHaMI/IKa

Bpemeto Han MuHuManHaTta nHXuOupata konnerTpanus (1>MUK) ce cunta 3a O0CHOBHHUS
onpenesi hakTop 3a ehUKACHOCTTA HA AMOKCHIIIINH.

Mexanu3Mu Ha pPE3UCTEHTHOCT

HBaTa OCHOBHHM M€XaHHn3Ma Ha PE3UCTCHTHOCT KbM aMOKCI/IHI/IJII/IH/KJ'IaBy.HaHOBa KHUCCJIMHA ca:

. WNHuakTuBUpaHe OT Te3u OakTepruaaHu OeTa-ITaKkTaMasd, KOUTO He ca MHXUOUPAHH OT
KJIaByJIaHOBATa KHCeInHa, BKIIToUnTeNHO kKiac B, C u D.
o Nsmenenue Ha PBPs, koeTo HamansBa adpuHUTETa HA aHTHOAKTEPHATHISI IIPOYKT KBM TapreTa.

Jlurnicara Ha nepMeaOUIUTET Ha OAKTEPUUTE WM MEXaHU3MH Ha e(piyKc moMmara MoraT J1a IpUIHHAT
WIN J1a IOTIpHHEcaT 3a OaKTepraaHaTa pe3UCTEHTHOCT, 0COOCHO pu I'paM-oTpunarenHuTe 6akTepuu.

I'paanunu croinoctu (Breakpoints)

I'pannununte croitnoctrt Ha MUK (MIC breakpoints) 3a aMOKCHITMIINH/KIaByJIaHOBA KHACENIWHA Ca Ha
EBponelickuist KOMUTET 110 U3MUTBAaHE HAa aHTUMHKpoOHaTta gyyBcTBUTeNHOCT (The European
Committee on Antimicrobial Susceptibility Testing (EUCAST)).

Mukpoopranuzbsm I'pannYHU CTOHHOCTH HA YyBCTBUTEIHOCT (pLg/ml)
(Susceptibility Breakpoints (pg/ml))
UyBCTBUTEIHA WNHTepmenuepHu Pesuctentau
Haemophilus influenzae' <1 - > 1
Moraxella catarrhalis’ <1 - > 1
Staphylococcus aureus 2 <2 - >2
Streptococcus A, B, C, G* <0,25 > 0,25
Streptococcus pneumoniage® <0,5 1-2 >2




'Cpo01ennTe cTOMHOCTH ca 33 KOHIEHTPAIMUTE HAa AMOKCHIIIINH. 32 [eIUTe Ha U3CIeABAHETO HA
YyBCTBUTEIHOCTTA, KOHI[CHTPAIUATA Ha KJIaByJIaHOBATA KHCEINHA € PuKcupana Ha 2 mg/l.

2 CHOOIIEHNTE CTOMHOCTH Ca 32 KOHIIGHTPAIIMUTE HA OKCAITUIINH.

3 CTOMHOCTHTE 3a TPAHUYHUTE CTOMHOCTH B TAaOJIHIIATa CE OCHOBABAT HA TPAHMYHHUTE CTOMHOCTH 32
AMIIUIUINH.

* CToifHOCTHTE 3a IPAHUYHHTE CTOMHOCTH B TAOIMIATa ce 6a3upaT HA PAHMYHHUTE CTOHHOCTH Ha
OEH3UIIIIEHULIAINH,

PasnpoctpaneHneTo Ha pEe3UCTEHTHOCTTA MOXe JIa Bapupa reorpad)CKy M BEB BPEMETO 32 OIPE/IeICHH
BUJIOBE U € YKEJIATEeIHO J]a MMa JIOKaTHa WH(GOPMAITHS 32 PE3UCTEHTHOCTTa, OCOOSHO TIPH JICUSHHE Ha
texku nHpexnun. [Ipn HeoOXxoauMocT TpsOBa /1a ce MOTHPCH ChBETa Ha €KCIEPT, KOTaTo JIOKATHOTO
pasnpocTpaHeHHe Ha PE3UCTEHTHOCT € TaKOBa, Y€ M0J13aTa OT JIEKAPCTBEHUS IPOAYKT IIPU TTOHE HAKOH
BUJI0BE HH(EKIINY € MO BBIIPOC.

MukpoopraamusMu, KOUTO 0OOMYaiHO ca YYBCTBUTEIHU

Aepobuu ['paM-TI0I0KHUTETHE MUKPOOPTaHU3MH

Staphylococcus aureus (MeTHIMTHH-YYBCTBUTEICH)$S
Streptococcus pneumoniae*

Streptococcus pyogenes u 1pyru 6eTa-XeMOJUTHIHHA CTPEITOKOKH

AepoOnu I'paM-0TpHILIATETHN MUKPOOPTraHU3MHU
Haemophilus influenzae?
Moraxella catarrhalis

Bugose, npu KouTo HDI/IZ{O6I/ITaTa PE3UCTCHTHOCT MOKE Ja € HDO6HCM

ACDO6HI/I I pPaM-OTpHUIATCIHN MUKPOOPraHu3Mu
Klebsiella pneumoniae

MuKpoOopraHu3Mu ¢ BPOJICHA PE3UCTEHTHOCT

AepoOnu I'paM-0TpHILIATEITHN MUKPOOPTaHU3MHU
Legionella pneumophila

Jpyru MUKpOOPraHu3Mu
Chlamydophila pneumoniae
Chlamydophila psittaci
Coxiella burnetti
Mycoplasma pneumoniae

$ Bcuuky METHIMIHH-PE3UCTEHTHH CTA(QUIIOKOKH Ca PE3UCTEHTHU KbM
AMOKCHIIWJIVH/KJIaBYJIaHOBA KUCEIHHA.

" Tasu opma Ha aMOKCHIMIMH/KIABY/IaHOBA KHCEIMHA € IOAXO/AIIA 32 JIedeHHe Ha
Streptococcus pneumoniae, KOUTO ca Pe3UCTEHTHH KbM MEHHUIIUINH CaMo 33 0JJ00peHHTE
noka3aHus (Bx. Touka 4.1).

21IlaMoBe ¢ HaMaJIeHa YyBCTBUTEIHOCT Ca JOK/IAABAHH B HIKOM CTpaHHU B EBpomeiickus cbio3
¢ uecToTa no-Bucoka ot 10%.
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5.2 ®apMakoKWHETHYHM CBOIicTBa

AOGcopOrtus

AMOKCHITMITUH U KJIaByJlaHOBAaTa KUCEIMHA CE JUCOINUPAT HAITBIIHO BhB BOJICH Pa3TBOP C
tdbm3uonmornyno pH. J/[BeTe akTHBHU BelIecTBa ce abcopOupar Obp30 U AOOpPE Cea mepopaTHo
npuinoxenue. Clies nepoparHo NPUIoKeHHEe OMOHATNYHOCTTA HA AMOKCHITWIIMH U Ha KJIaByJIaHOBaTa
knucenuHa e npubamsutenHo 70%. IlnasmennTe npoduny Ha ABeTE aKTUBHU BEIIECTBA Ca CXOJHU U
BpPEMETO 3a JIOCTHTaHe Ha BhpX0Ba mia3mMeHa KOHIeHTPausl (Tmax) ¥ IPU IBETE € MPUOIN3UTEITHO
€JIMH Yac.

[lo-mony ca npeacraBenu cpexnu (£ SD) dapMakoKHHETHYHU TapaMeTpH 32 AyrMeHTuH ES,
MIPUIIOKEH B 03a 45 mg/3,2 mg/kg Ha Bcekn 12 daca npu nmeuaTpUvHA NAIlMESHTH.

JlexapcTBena Crnax Tiax * AUC 0 T1/2
(opma (ug/ml) (h) (ugh/ml) (h)
Ayrmentus ES AMOKCHULIMIIUH

B J03a 15,7 2,0 59,8 1,4
45 mg/kg +7.7 (1,0-4,0) + 20,0 +0,35
AMXwu 3,2 KnaBynaHnoBa kucenuHa

mg/kg CA Ha 1,7 1,1 4,0 1,1
Beek 12 yaca +0,9 (1,0-4,0) +1,9 +0,29

AMX — amokcurinH, CA — KIaByJIaHOBa KHCEITHHA
* Menuana (oOxBar)

CGPYMHI/ITG KOHOCHTpAallMU Ha aMOKCHUIIUJIMH U KJIaByJIaHOBAaTa KUCCJIMHA, JOCTUTHATH C
aMOKCI/IHI/IHI/IH/KHaBy.HaHOBa KHCEJIMHA, Ca CXOOHU C TE3U CJIC NNE€POPaTHO IMPUIIOKCHUC Ha
CKBUBAJICHTHU 103U OT CAMOCTOATCIIHO MPUJIIOKEHU aMOKCHUIIUIINH WJIN KJIaBYyJIaHOBA KHUCCJIMHA.

PasnpeneneHue

Oxo10 25% oT 00II0TO KOJIMYECTBO Ha KJIaBYJaHOBaTa KUCEINHA B Iu1a3MaTa u 18% ot o01moTo
KOJIMYECTBO Ha aMOKCHUIIMJIMH B IJIa3Mara ca CBbp3aHu ¢ nmpoTenHu. [IpuBuanusT obem Ha
pasmpenenenue ¢ okoino 0,3-0,4 I/kg 3a amokcummun u okodio 0,2 1/kg 3a kiiaBymaHoBaTa KHCEIHHA.

Crnen MHTPaBEHO3HO MPUIIOKEHNUE, aMOKCUIIMJIMH U KJIaBYJIaHOBA KUCEIIMHA CE YCTAHOBSBAT B
JKITBYHHS MEXYP, KOpEeMHAaTa ThKaH, Ko)KaTa, MaCTHAaTa ThKaH, MyCKYJIHUTE ThKaHU, CHHOBUAIIHATA U
MepUTOHEaTHaTa TEYHOCT, KITbYKATa U THONTA. AMOKCHUIIMIIMH HE CE pas3npees J0CTaThuHO B
1epeOpoCMHATHATA TEYHOCT.

OT npoy4BaHMs IIPH KUBOTHHU HSIMa JOKA3aTeICTBA 32 3HAYMMO 3aAbpKaHe B ThKaHUTE Ha
JIeKapCTBEHO-TIPOU3BOIHH BEILIECTBA 38 HUKOA OT JIBETE ChCTABKU. AMOKCUIIMINH, TOZOOHO Ha
MOBEYETO NEHULIMIINHH, MOXKE JIa Ce YCTaHOBH B KbpMaTa. Cienu oT KiIaByJaHOBA KUCEIINHA ChIIIO0
MOrar J1a ce OTKPHST B KbpMara (BXk. Touka 4.6).

JlokazaHo e, ye aMOKCUIIMIIMH U KJIaByJIaHOBaTa KUCEJIMHA MPEMUHABAT TIpe3 IIalleHTapHaTa Oapuepa
(Bx. Touka 4.6).

Buorpanchopmars

AMOKCHIIWIIUH C€ €KCKPETHUPa YACTUYHO B ypHUHATA KaTO HEAKTUBHATA IICHUIIMIIOEBA KUCETTUHA B
KOJIM4ecTBa, ekBUBajeHTHH Ha 10 10 25% ot HavanHaTa go3a. KnaBynaHnoBara kucenuHa ce
MeTabOoJIM3Kpa eKCTCH3UBHO MPHU YOBEKA M C€ OTACIS B YPUHATA U U3MPAKHCHUATA, U KATO
BBIVICPOJICH JUOKCHUJ B U3AUIIBAHUS Bb3AYX.
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EnuMunupane

OCHOBHMSAT ITBT HA CJIIMMUHUPAHC HA aMOKCUIIWJINH € TIPE3 6’b6p€HI/ITe, JAO0KaToO KiIaByJlaHOBaTa
KHCCJIMHA C€ CIIMMUHHUPA KAKTO 10 6’B6p€‘lHI/I, TakKa H I10 I/I3B’LH6’L6PC‘1HI/I MECXaHU3MHU.

AMOKCHIIMITUH/KJIABYJIAHOBA KHCEJIMHA UMa CPEICH eMTMMHHAILIMOHEH TIOTY>KUBOT OT NPUOIH3UTEIIHO
€/IMH Yac U cpelieH o0l KupbHC npubamuzutento 25 1/h npu 3npasu nmna. [pubausurento 60 no
70% oT amokcHIMIMH U puban3uTenHo 40 1o 65% OT KIaByJaHOBAaTa KHCEINHA CE€ EKCKpEeTHpaT
HEIPOMEHEHHU B YpUHATa Ipe3 IIbPBUTE IIECT Yaca ciel NPUIoKEeHNEe Ha eTMHIYHA 1032

Ayrmentut 250 mg/125 mg unn Ayrmentus 500 mg/125 mg Tabnetku. B HsxoaKO poy4BaHus €
YCTaHOBEHO, Y€ ypHUHHaTa ekckperus € 50-85% 3a amokcuumian u Mexxay 27-60% 3a kinaBynaHoBarta
KHCEJMHA 32 TIepuoJl oT 24 Jaca. 3a KJIaByJIaHOBaTa KHCENNHA, HA-TOJIAMO KOJIMYECTBO OT
JIEKapCTBOTO CE€ EKCKPETUpa Mpe3 IbPBUTE /IBA Yaca ClIe]] MPUII0KEHHE.

EnHOBpeMEeHHOTO NMpUIIOKEHHE Ha MpoOeHenn 3a0aBsi eKCKpeLusITa Ha aMOKCUIIMITNH, HO He 3a0aBs
O0BpOpeuHaTa eKCKpelysl Ha KJIaByJJaHOBaTa KUceInHa (BX. Touka 4.5).

Bs3pact

EnuMUHAIMOHHUSAT MOTY)KMBOT HA aMOKCHUIIMIIMH € TI0JJOOCH MPH Jiela Ha Bh3pacT OKOJIOo 3 Mecela J10
2 TOJIMHY | TIPH MTO-TOJIEMH JIella U Bh3pacTHU. [Ipu MHOTO MankuTe Jiena (BKIFOYUTEITHO
MIPEXKACBPEMEHHO pOJIcHN O0e0eTa) mpe3 mbpBaTa CeIMHIIA OT KUBOTA MHTEPBAIHT HA IIPUJIaraHe HEe
Tpsi0Ba J]a HAAXBHPJIIS MPUIIATaHEe J[Ba ITHTU THEBHO MOPAJIH HE3PSUIOCT HA OBLOPEYHHUS BT HA
enuMuHupane. Thi KaTO NPY NAIIMEHTUTE B CTapyecka Bb3PacT ChIIECTBYBA MO-TOJSIMA BEPOSITHOCT
Jla UMaT HamajieHa ObOpeuHa QyHKIMs, € He0OOXOJUMO BHUMaHKE ITpH M300pa Ha J03aTa U MOXKeE Ja ©
MOJIC3HO Ja ce TpociiesaBa ObOpedHaTa QPyHKIIUA.

Ilon
Cren nepopaiHO IPUIOKESHUE HAa aMOKCHUIIMIINH/KIaBYJaHOBA KUCEIIMHA TPH 3PAaBU MBXKE U KCHH
MOJIBT HE € 0Ka3ajl 3HAYUMO BIHUSHHE BHPXY (DapMaKkOKMHETHUKATa, HUTO Ha aMOKCHIIWJIMH, HUTO Ha

KJIaBYyJIaHOBATa KHUCEJIMHA.

Br0Opeuno yBpexnane

OOmumAT cepyMeH KIMPBHHC HA aMOKCHIIMIIMH/KJIaBYJIaHOBA KUCEJIMHA HAMAJISIBA POIIOPLIMOHATHO C
HaMaJsiBaHeTo Ha ObOpeuHata QyHKIus. [loHmwkaBaHETO Ha JEKapCTBEHUSI KIMPBHC € M0-U3Pa3eHo 3a
AMOKCHUIIMJIMH, OTKOJIKOTO 32 KJIaByJIaHOBATa KUCEJIMHA, Th KaTo MO-TOJIsIMa YacT OT aMOKCHLIMIIMH Ce
ekckperupa npe3 0p0penute. [lopaau Ta3u npuunHa 1o3upaHeTo Npu OBOPEUHO yBpexkKaaHe TpIOBa
Ja MIPeJOTBPaTH MPEKOMEPHO HATPyIBaHE Ha aMOKCHILIMIIMH, KATO €AHOBPEMEHHO C€ MOAABPKAT
NOJXOISIIY HUBA HA KJIaByJIaHOBAaTa KUCeInHa (BX. Touka 4.2).

YepHOoAPOOHO YBpEXKIaHE

Jlo3upaneTo npu NaiyMeHTH ¢ Y4epHOAPOOHO yBpekaaHe TpsiOBa J1a ce U3BbPILIBA C BHUMAaHUE U
yepHOApoOHaTa PyHKIMS Ja ce MPOCIIeIsiBa PEAOBHO.
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5.3 IlpeakJuMHUYHM JAHHU 32 0€30IACHOCT

Hexnmuanannre JaHHHW HC ITOKa3BaT oco0eH PHUCK 3a XOpaTa Bb3 OCHOBA Ha IIPOYYBAHHUIA 3a
(bapMaKonoquHa 6630HaCHOCT, TCHOTOKCHUYHOCT U PCIPOAYKTUBHA TOKCUYIHOCT.

HpOyLIBaHI/Iﬂ 34 TOKCUYHOCT IIPpU MHOT'OKPATHO NpUJIaraHe, mpoOBCACHH! IIPpU Ky4de€Ta, C
aMOKCI/IHI/IJ'II/IH/KIIaBy.TIaHOBa KHCCJIMHA IMOKa3BAT CTOMAIIITHO APA3HCHE U MOBPBIIAHC, KAKTO U IIPOMSAHA

B IIB€TA HA C3MKaA.

He ca MPOBCIKAAHU TPOYUBAHUS 3a KAPLUUHOTCHHOCT C aMOKCI/II_II/IJ'II/IH/KJ'IaBy.TIaHOBa KHUCCIIMHA.

6. DAPMAIEBTUYHU JAHHU

6.1 Chnucbk Ha NIOMOIIHHUTE BelIeCTBA

Acmapram (E951)

Kcanranosa ryma

CununmeB JUOKCUT

CununmeB TUOKCU, KOJIOUACH Oe3BOJICH

Kapmernosa narpuit

N3kycTBEeHa €CEeHIUs KpeM sArojia

6.2 HecbBMecTUMOCTH

Henpunoxumo.

6.3 Cpok Ha rogHoCT

IIpax 3a mepopaiHa CycreH3us: 2 TOAUHA

Crnen mpuroTBsiHe, cycrieH3usTa TpsiOoBa na ce cpxpansasa mpu 2°C - 8°C (Ho 6e3 aa ce 3aMpassiBa) B
pamkute Ha 10 gHM.

6.4 CrhenuajaHu ycJ10BHMS HA ChbXpPaHeHUe

Jla ce chxpaHsiBa B OpUTHHAIHATA OMAKOBKA, 3a JIa CE Mpe/na3y ot Biara. /la He ce chXxpaHsBa
Han 25°C.

3a yCIIOBUSATA HA ChXpaHEHHE HA IPUTOTBEHATA CYCIICH3HUs, BXK. TOUYKa 6.3.

6.5 Buau chabpikaHue HA ONMAKOBKATA

ByTunku oT npo3payHo CTHKIIO, ChIIbpKAIIY Tpax 3a npurorssae Ha 50 ml, 75 ml, 100 ml wmm 150 ml
nepopainHa cycnensus. OmakoBKkaTa MOXe Jja c€ JOCTaBs € IJIacTMacoBa MEpUTENTHA JTbKHYKA.

He Bcuuky BUIoOBE OMAaKOBKM MOTaT Aa ObAAT MMyCHATH B IPOJaxoa.
6.6 CrneuuaJjHu Npeanas’Hy MEPKU MPU U3XBBPJIsHE U padoTa
[Ipenu ynotpeba npoBepeTe najiy Kanadkara e 3anedaTada. Paskimarere OyTuikaTa, JOKaTO NpaxbT

BBTpE 3aIll0YHE Ja ce ABMKH cBoOoIHO. [IpnbaBere HeoOXomuMus 06eM Boja (KaKTO € ITOCOYCHO
mo-noiry). O0spHETE OyTHIIKAaTa U pa3KiaTeTe moope.
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KonnyecTBo Ha aKTUBHOTO

O06eM BoJ1a, KOWTO J1a ce

BCIICCTBO B J1030Ba

lT[)I/I6aBI/I IIpH OIPUTOTBAHE HA

Kpaen o0em Ha mpurorsenara
nepopajiga cycnensus (ml)

eIMHALIA cycrensudara (ml)
50 50
600 mg/42,9 mg/5 ml ;8 17050
135 150

D;pyr Ha4Y1H Ha MMPUTOTBAHEC € 1a HAIIBJIHUTC 6YTI/IJ'IK3T3 C BOJia MaJIKO I1OJ] O3HAYCHUCTO BBPXY
CTHUKCTa Ha 6yTI/IJ'IKaTa. O6’LpHCTe 6yTI/IJ'IKaTa " pa3KJIaTeTe )106p€. CJ'IC,E[ TOBa JOIIBJIHETE C BOJA
TOYHO A0 O3HAYCHUCTO. O6’prCTC 6yTI/IHKaTa 1 OTHOBO PAa3KJIaTCTEC }:[06pe.

Pazknarete 6YTI/IJ'IKaTa ,E[O6p€ npeau nMpueMaHe Ha BCAKa A034.

Hewusnon3panusar JICKAPCTBCH MPOAYKT WJIN OTHAABYHUTEC MAaTCpUAIN OT HETO Tpi[6Ba Ja C€ U3XBBPJAT

B CbOTBCTCTBHUEC C MCCTHHUTC U3 CKBAHU.

7. HNPUTEXATEJI HA PASPEIIIEHUETO 3A YIIOTPEBA

I'makcoCmutKnaita EOO/]

oyn. Hapurpaacko moce Ne 115 T

Coodus 1784
bovarapus

8. HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

20050447

9. JATA HA ITBPBO PASPEINIABAHE/IIOJHOBSIBAHE HA PASPEIIEHUETO 3A

YIIOTPEBA

[ara Ha mepBo paspemiaBane: 23 asryct 2005 r.
Jlara Ha mocneaHo mogHoBsiBaHe: 21 maii 2015 1.

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA
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