KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA

| UBNLIUTENHA ATEHLIAS 110 JIEKAPCTBATA

1. HME HA JJEKAPCTBEHHSA MPOAYKT Kpamka xapaxmepucmuka na npogyxma Mpuroxente 1|

Amoxkcurnas 125 mg/31,25 mg/5 ml npax 3a nepopajiHa CycrneH3us
Amoksiklav 125 mg/31,25 mg/5 ml powder for oral suspension

2. KAYECTBEH H KOJIMMECTBEH CbCTAB

Bceku 5 ml ot Amokcuknas 125 mg/31,25 mg/5 ml nepopanta cycnensus ceappxa 125 mg
aMmokcHLIHH (amoxicillin), non gopmara Ha aMokcHLIMH Tpuxuapar (amoxicillin trihydrate), u
31,25 mg knaBynaHosa kucenuHa (clavulanic acid), non ¢opmara Ha kanuer kiaBynaHat (potassium
clavulanate) — croTHOIIEHHME 4:1.

[ToMOILIHO BELECTBO ¢ U3BECTHO ICHCTBHE: acmapTamM, HaTPHi
3a MbJIHUA CIIUCHK Ha MOMOILHHUTE BELIECTBA, BUXKTE TOYKa 6.1.

3 JEKAPCTBEHA ®OPMA

[Tpax 3a nepopayiHa cycneHsus (641 10 61e10KBIT KPUCTANEH Mpax).

4. KJIMHUWYHH JAHHHA
4.1 TepaneBTHYHH NOKA3AHHH

AMOKCHKJIaB € MoKa3aH 3a Jie4eHHe Ha clieJHHTe HH(EKLMHA NPH Bb3PACTHH M Jiena (BXK. TOUKH 4.2,
44u5.1.)

e  Octbp OakTepHaieH CHHYHT (aIeKBaTHO AMATHOCTHIIMPaH)

OcTpo BB3NaJieHHe Ha CPEHOTO YXO

Octpu ek3anepbaliy Ha XpOHHYEH OPOHXHT (aJ€KBATHO AHArHOCTHLIMPAH)
N3BBEHOOMTHMYHA THEBMOHHSA

[uctur

[Tuenonedpur

HHbekmu Ha koXkaTa U MEKHTE ThKaHH KaTo LIENTYJIHT, yXarnBaHHUA OT XXMBOTHH H TEXKH
JeHTaIHH abCLeCcH ¢ nporpecupaiy LeJTyJ T

o HMHdekunu Ha KOCTHTE U CTABHUTE, MO-CIELMATHO OCTEOMHENTUT

Tpabsa na ce chobpa3seat opuLMATHHTE MECTHH PbKOBOJCTBA 3a NPaBWIHa yroTpeba Ha
aHTHOAKTepHaJIHMTE CPeCTBa.

4.2 Jlo3npoBKa H HAYHH Ha NPHJIOKeHHE

Hagcakbae no3ure ca H3pa3CHH Ype3 OTHOLICHHETO Ha amoxcnumnn/masynanona KHCEJIHHA, OCBCH
KOraro ao3uTe ca roCo4€HH no OTHOLIECHHUE Ha OTACICH KOMIIOHEHT.

Jlozata AMOKCHKJIaB, KOATO ce M30Hpa 3a JieueHHe Ha OTaenHa HHpeKkiys, TpaOBa 1
KaTo ce B3eMaT NMpeBH:

N
® OYaKBaHWTE MATOr€HH W BEPOATHATA MM YYBCTBHTEIHOCT KbM aHTHOAKTE \\"9 )
(Bk. TOuKa 4.4) , ) 1
5 m |
®  TEXECTTa H MACTOTO HAa HHpEKUHATA CIES }
BB3pacTTa, TerJoTo U 6b0peuHara GpyHKUMS Ha MALMEHTA, KaKTo € yKasa / 5?//
il
IR
93 y/d
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ITpu HeobxoxgumMocT TpaGea Ja ce UMAT MpeJBHJ ANTEPHATHBHH JieKapcTBeHH (POpMH Ha AMOKCHK/IaB
{HanpuMep Te3M, MPH KOUTO MMa NMO-BHCOKH JO3H AMOKCHIIWIMH H/HIIH Pa3THYHH CHOTHOIEHHA Ha
aMOKCHLIMJTHH C K/IaBYJIAHOBa KMCENTHHA) (BX. TOYKH 4.4 1 5.1).

Ilpu BB3pacTHH H Aena > 40 kg Tasu dopmMa Ha AMOKCHKIIAB NPEJOCTABA MaKCHMANHa AHEBHA 1034 OT
1500 mg amokcHUMNHE/375 mg KNaBynaHOBA KHMCeJIHHA, KOraTo € NpHeMa KakTo € MPenopbs4aHo Mno-
nony. 3a nena <40 kg, Ta3u gopMa Ha AMOKCHKNIAB MPEAOCTaRd MAKCHMANIHA THeBHA A03a ot 2400
mg aMOKCHLIWINH/600 mg K1aBy/IaHOBA KMCE/IHHA, KOraTo ce MpHeMa KaKTo € NPenopLyaHo no-Aoy.
Ako ce npueme, ye e He06X0AMMa MMO-BHCOKA NHEBHA 4034 AaMOKCHLIWIHH, CE MPENopbYBa a ce
n3bepe apyra ¢opMa Ha AMOKCHKIIAB € Lie Ja ce H30erHe mpHeMa Ha HEHY)KHO BHCOKH JHEBHM JO3H
KI4BY/NaHOBA KMcennHa (BX. Touku 4.4 n 5.1).

IMpoabmxuTenHocTTa Ha TeyeHHeTo TPAORA a ce Onpeaens Bb3 OCHOBA Ha OTrOBOPA Ha MALMEHTA.
Hskoun HH&)exunn (HanpuMep OCTEOMMENNT) H3UCKBAT MO-ALJTH NEpHOAM Ha nedeHHe. JleueHHeTo He
TpabBa Ja ce MPOTB/DKABA NMOBEYE OT 14 nuu Oe3 npernen (Bxk. Touka 4.4 OTHOCHO NMPOIBLIKHTETHOTO
neveHHe). ‘

Bw3pacmuy u deya > 40 k

Enna mosa 500 mg/125 mg, npueTa TpH IMLTH Ha JIEH.

eua < 40k
20 mg/5mg/kg/nen ao 60 mg/15 mg/kg/nen, pasnencHu Ha 3 npuema,

I[eua'ra Morar aa obaar JEKYBAHH CBC CYCIICH3HA, TabneTKH MK callleTa 3a fiela
AMOKCH HH/ KIaBy1aHOBA KHCCJIHHA, 3a OpCATIOYHTAHE € ACLA HA BB3IPACT OT 6 TOQHHH HIH TIO-
MAaJIKO na 6’!:}18'[‘ JIEKYBAHH CBC CYCIIEH3HUA WIH Callle€Ta 3a acua.

HaMma knMHMYHM naHHH 3a GopMH AMOKCHKIAB 4:] 1o OTHOLIEHHE Ha A03H, N0-BHCOKH oT 40 mg/10
mg Ha KHIOIPaM Ha eH NpH feua noa 2 roaHHH.

Hayuenmu 6 cmapvecka svapacm
He ce cu ye € HeoOXOAMMA KOpeKLIUs Ha 103aTa.

Hayuenmu c 6vbpeynu napyuenus
KopeKuMHTe Ha 03aTa ¢€ OCHOBABAT HA MAKCHMAIHOTO NPENOPBYHTETHO HHBO Ha AMOKCHLUMITHH.
He ce Ha.naTa KOpPeKIIHA Ha J03aTa [pH MalHeHTH ¢ KpeaTHHHHOB KiuphHe (CrCl) mo-ronam or 30

ml/min.

Buvapacmuu u deya > 40 kg

CrCl: 10-30 ml/min 500 mg/125 mg nBa METH AHEBHO

CrCl < 10 ml /min 500 mg/125 mg BeAHBX AHEBHO

ce MOBTOPH B Kpad Ha JBaIN3aTa (Thiif KaTo cepyMHHMTE KOHLIEHTPALMH H Ha
| aMOKCHIMIIHH H Ha KJIABYJIAHOBA KHCEIHHA HAMAJIABAT)

Xemopuanmza 500 mg/125 na Bceku 24 vaca wiroc 500 mg/125 mg no BpeMe Ha auanu3ara, aa

Hdeya < 40 Iég
CrCl: 10-30 ml/min 15 mg/3,75 mg/kg nsa meTH aHeBHO (MakcHMyM 500 mg/125 mg nsa meTH

JIHEBHO)

Xemoauanisa 15 mg/3,75 mg/kg Ha ACH BeAHBK JHEBHO.
IMpenu xemonuanusara 15 mg/3,75 mg/kg. C uen aa ce 8pac
LIMPKY/THPAINTE HUBA HA JIEKAPCTBOTO, CIIEA XEMOIHATH
npuaarat 15 mg/3,75 mg Ha KMIOTpaM.

CrCl < 10 ml /min 15 mg/3,75 mg/kg xaTo enHOKpaTHA AHEBHa Jo3a (MakcuMyM 500 mg/125 mg).

Hayuenmu c uepnodpobny napyuenusn
Ja ce npunara ¢ noBHIIEHO BHAMaHKE. YepHoapoOHata yHKUHA TpAGBa aa ce

(k. Touku 4.3 1 4.4).




Hauun na npunoscenue
AMOKCHKJIAB € 3a nepopaiHa ynorpeba.

[Mpencprunrento ¢ AMOKCHKIAB J]a C€ [TPHEMA HENOCPEeACTBEHO NIPEAH XpaHeHe, 3a [1a ¢€ HamalH
BB3MOMKHA FACTPOHHTECTHHAIHA HEMOHOCUMOCT M /1a C& ONTHMM3HPa YCBOABAHETO HA
aMOKCHLIIWTHH/KJIABYJIaHOBA KHCEJTHHA.

Tepanuara Moxke ga 3anouHe napenrepatHo cbriacHo KXIT Ha uRTpaBeHo3HuTe GopMU H da
NPOABKH C MEPOPaNcH NPOAYKT,

Pa3zknama ce, 3a fa ce pa30He npaxsT, 100aBs ce BOa, KAKTO € YKa3aHo, 00pbIla ce H ce pa3Kiallia.
Bytunkara TpabBa Aa ce pazkiawa go6pe npeaM BeAka ynoTpeba. 3a MPUrOTBAHETO Ha NEpopajiHa
cycrieH3Hs {(MHCTPYKLIMH 3a pa3pex/iaHe), BIbKTe TouKa 6.6.

4.3 IIporEBONOKAZAHHA

CBp‘bX'{YBCTBHTe.ﬂHOCT KbM aKTHBHHTE BeLIECTBA, KbM HAKOH OT NICHHIIHIHHOBHTC AHTHOHOTHIM HAK
KbM HAKOC OT MOMOIUHHKHTE BCLICCTBA.

AHaMHe3a 3a Texxka Obp3a peaklMs Ha CBPLXUYBCTBUTEIHOCT (Hanp. aHaduAaKkCHsA) KbM Apyro Gera-
AaKTAMHO BelllecTBO (Hamnp. uedanocnopus, kapbaneHeM WIH MOHOGaKTaM).

AHaMHe3a 3a aCOLIAMpaHH C aMOKCHLWIHH/K/IaBY/1aHOBa KHCETHHA XCBIITEHHIIA/uepHOAPOoOHO
yBpexxaaHe (Bx. Touka 4.8).

4.4 Chenuanen npexynpexacHAS H NPEeANA3HA MEPKHE NpH ynorpeba

IIpenu 3amovBaHe Ha JleueHHE C aMOKCHLIMTHE/K/aBY/IaHOBA KHCE/IHHA TPAOBa 1a ce HanpaBH
BHHMATC/IHO 3aJlaBaHE Ha BBIIPOCH IO OTHOWIEHHE HA NPEAHIIHH PEAKIHH HA CBPBEXYYBCTBHTCTHOCT
KBbM NEHHIMTHHH, Le(aloCIOPHHM WIH ApYTrH (eTa-TaKTaMHH aHTHOHOTHIM (BXK. ToukH 4.3 1 4.8).

CepHo3HH H NOHAKOra daTaNHU peakiMH HA CBPBXUYBCTBHTEIHOCT (BKIIOUHTEHO aHADHITAKTOUIHH K
TEIKKH KOXHH HEXENAHH PeaKiHH) ca ChoOIIaBaHK NPH NALHEHTH, JICKYRaHH ¢ NEHHIDUTHH. BB3MOXHO
€ CBILO PEaKIMHTE Ha CBPBXYYBCTBHTETHOCT Aa MpOrpecHpar oo cHHApoM Ha Kounis — ceprosHa
alepryyHa peakiys, KOSTO MOXeE Aa JoBeae A0 HHhAapKT Ha MHOKapa (B, Touka 4.8). ITo-pepoaTHO €
TE3M PEAKLHHM [a C€ TIOABAT MPH NALMEeHTH ¢ aHAMHE3a 3a CBPBXYYBCTBHTENHOCT KEM NEHHLIHIIMH HITH
NpH aToMHYKH nuua. [Ipy nossa Ha anepruvHa peakuMs JEUEHHETO ¢ AMOKCHLIIHH/KITaBY1aHOBA
KHceTHHa Tpa0Ba ka ce MpeycTaHOBH H Aa ce Ha3HAYH TOAXOAIa ANTEPHATHBHA TEPAITKA.

B ciy4aii, ye e noxa3aHo, ye HHQEKIMATA Ce ABJDKHM Ha YYBCTBHTENECH(-H) KbM AMOKCHLITHH
OpraHH3bM(-H), Torapa TpsOBa jja c& NOMMCIIH 34 IPEMHHABAHE OT AMOKCHIM/TMH/KJIABYJIAHOBA
KHCEJIHHA KbM AMOKCHIIM/IHH B CEOTRETCTRHE ¢ OGHLMATHHUTE NMPENOPHKH.

Ta3su nexkapcTeena dopma Ha AMOKCHKITAB He € NOAX0AA1Ia 32 YnoTpeba, KOraTo € HUIMIE BUCOKa
CTEMNeH Ha PHUCK NMPEANOSAraeMHTE NATOrEHH Ja Ca Pe3HCTEHTHH KbM 0¢Ta-TaKTaMHH BellecTRa,
KOraTo Ta3H PE3HCTEHTHOCT HE CE IB/DKH Ha 6eTa-akTaMasH, MOAATNHBH HA MHXMOHMpaHe OT
K/1aByJ1aHOBa KucenuHa. TasH nekapcTBeHa popMa He TpaOBa Aa ce HIMOJM3BA 33 JICUEHHE HA
3abongBaHe, MPHYHHEHO OT PE3UCTEHTHH KbM NEHUILUTHH S. pneumoniae.

MO3Ke Ja BB3HUKHAT rbpyoBe (BxK. Touka 4.8).

AMOKCHIIMIMKE/KNaByIaHOBa KHCENIHHA TpAOBa Na ce u30Area, ako HMa CEMHe
MOHOHYKJICO3&, T KaTo ciell ynotpe6a Ha aMOKCHLMIIMH Ce MOABA MOPOIIH



EnHoBpeMeHHara yrnoTpefa Ha aloypHHO 110 BpeMe Ha JIeueHHe ¢ AMOKCHLWIMH MOXeE /18 YBeIH4IH
BEPOATHOCTTA OT AIEPTHYHH KOXHH PeaKLyH.

[TponbmxkurenHata ynotpeba Moxe NOHAKOra Aa A0BEAEC 0 CBPBXPACTekK Ha HEUYBCTBHTE/THH
OpraHHU3MH.

INTosBaTa Ha reHepaiM3upaHa epUTEMa B HAYAJIOTO Ha JIEIeHHETO, MPHAPYIKEHA OT BUCOKA
TEMIIEPATYPA H MPOABEHA ¢ MyCTYJIH, MOXe Ja ObJie CHMITTOM Ha OCTpa reHepaJin3HpaHa
ex3aHTeMaro3Ha myctyno3a (AGEP) (ex. rouka 4.8). Tasu peakuus H3HCKBa criHpaHe Ha pHeMa Ha
AMOKCHKJIa8 U € NPOTHBONOKA3aHHE 33 NoceBaIlo MPWIOXKEHHE Ha BMOKCHIIMIHH.

JoaxTe nNpn mayHeHTH ¢ 4epHOAPOOHO yBpexknaHe TpAOBa f1a ce ONpeleNaT ¢ NOBHILIEHO BHUMAHHE
(Bx. Touku 4.2, 4.3 u 4.8).

CrofiuaBa ce 3a uepHoApoOHH cHOMTHA TITABHO NPH MEXKE H MALMEHTH B CTapyecka BB3pacT H T¢
MOXE /2 C€ CBBhPKAT ¢ MPOABL/DKUTENHO eveHHe. 3a TAKUBA CEOHTHSA ce choBILAaBa MHOTO PAIKO NPH
Jena. BLB BCHNKH MOMyAalid 0OHKHOBEHO C€ MOABABAT [PHU3HALM H CHMITTOMH IO BpeMe Ha WIH
HEMOCPEOCTBEHO CIIEH NEYEHHETO, HO B HAKOH CITyYaH MOXKE Ja HE Ce W3ABAT A0 HAKOMIKO CeAMHIA
clleqy ciMpaHe Ha JieueHHeTo. Te oGHKHOBeHO ca obpatumu. YepHoapoSuute cuOHTHA MOXE Aa ca
TEXKH H B M3KTIOYHTETHO PEIKH CITy4aH ce chobInapa 32 CMEPTHH C/Ty4aH. Te MOYTH BHHATH C&
Ha0IONABAT NMPH NALMEHTH C TEXKH OCHOBHH 3a00NABAHHA WIH C €HOBPEMEHEH NMPHEM Ha
JIEKAPCTBA, 33 KOMTO € W3BECTHO, Ye & BE3MOXKHO J1a Bh3AeiicTBar Ha uepaua Apob (Bx. Touka 4.8).

ITpu NOYTH BCHUKH aHTHOAKTEPHATHH CPEACTBA, BICTIOYHMTEIHO AMOKCHLIWIHH, ¢e ChoO1IaBa 32 KOJIHT,
CBBp3aH ¢ NPHeMa Ha aHTHOHOTHK, BAPHPAIll KATO TEKECT OT JIEK [0 AKHBOTO3ACTpalIaBall. (Bx. ToUKa
4.8). 3arora ¢ BaxxHO Aa ObOC pa3no3HaTa JHArHO3aTa NPH MALMEHTH, MOTYYHIH JHapHs [0 BpeMe Ha
HIIH Chaen HPHBM Ha KAKBBTO H 114 © aHTHOMOTHK. AKO Ce [TOSBH KOJIHT, cm:paaﬁ c npnema Ha
aHTHOHOTHK, AMOKCHKINIaB Tpa0Ba He3abaBHO a ce MPEKPaTH, TPAOBA a ce HAMpaBH KOHCYITALMA C
NieKap ¥ [a ce 3arovHe MOAXOAAIA Tepanud. IIpH Ta3u CHTYaIMa ¢a MPOTHBOMOKA3aHU CKapCTRa,
3a0aBAIIM NEPHUCTANITHKATA.

HmMa cpobilieHns 32 eHTePOKONIMTEH CHHAPOM, NPEAM3BHKAH OT NpHEM Ha JiekapcTeoTo (drug induced
enterocolitis syndrome — DIES), rmaBHo nipH Aeua, IpH KOHTO ¢ MpHIara aMOKCHIIWTHH/KNaByIaHAT
(k. Touka 4.8). DIES e anepriuyna peakuus ¢ BOAEL] CHMITTOM NPOSB/DKHTENHO noBpbiaHe (1 — 4
Yaca Clie/| PUEM Ha JIeKapcTBOTO) 6e3 aepriuyHM KOXKHH WIH PECIIHPATOPHH CHMITTOMH.
JIOITbJTHHUTETHH CUMITTOMH MOT2T Jia 6baaT GoNKa B KOpeMa, THAPHS, XMIOTOHHA HIIH JIEBKOLMTO3a ¢
HeyTpoduia. MMa TeXKH clTy4an, BTIOUHTEHO ¢ MPOTPecHs AC LIOK.

Ip1 npoABDKHTENHO NIEYSHHE CE MPENOPHYBA NMEPHOAMYHA OUECHKA HA BAXKHH (YHKLMH Ha
OpraHH3Ma, BKIIOUHTENHO 630peuHaTa, uepHoapobHaTa H xemMonoeTHyHaTa GyHKIHS.

Panxo ce crobiapa 3a yARDKaBaHe Ha MPOTPOMOUHOBOTO BpeMe NPy NIALHEHTH, IpHeMalH
aMOKCHIWIHH/KIIABYIaHOBA KHCENTWHA. TpabBa Aa ce mpaBH NOAXCAAIIO MpoceaaBaHe, KOTaTo €
TNpeANncaH eJHOBpEeMeHeH NPHEM Ha aHTHKOaryJlaHTH. Moxe na e Heo6xonuma KOpeKIMs Ha A03aTa
Ha NepopaHHTE AaHTHKOAry/IaHTH, 33 Aa c€ MOAAbPHKA XKENaHOTO HHBO HAa AHTHKOATyJIalMA {BXK.
TOUKM 4.5 1 4.8).

IMpH mauueHTH ¢ 6B6peuHn yBpexkaaHua no3ata TpAOBa la ce KOPHTHPa B 3aBMCHMOCT OT CTENEHTa Ha
yBpexaaHe (Bk. Touka 4.2).

IpH manMeHTH ¢ HAMIEHO OTIENAHE HA YPHHA MHOTO PAAKO € HabmolaBaHa KpH ==
(pmounTenHo octpo 6u6peyno yBpeXkaaHe), IMaBHO [IPH NAPEHTEPATHO JIEYEHHE. )
. .

TIPHIIATAHETO HA BHCOKH J03H aMOKCHLIIMH Ce Mpenophysa NoANbpKaHe Ha aje age}rmgemm %,
TEUHOCTH H OT/E/IAHE Ha YPHHATA C Ile]1 Aa C& HAMANH PHUCKBT OT AMOKCHLUATHH a‘=‘1<
NAalHEHTH ¢ KaTEeThP B MHKOYHHA MeXyp TpAOBa la ce NpoBekAa penoBeH BH3Y:
NpoxXoAUMOCTTa (BK. ToukH 4.8 1 4.9).




ITo BPEME HA NICUCHHE C aMOKCHLIWIHH TPHGBB Ja C¢ H3MON3BaT €H3HMHH ITIOKO300KCHAAIHH METOAH
BCEKH ITLT, KOraTo C€ NMpaBH H3ICNEABAHC 3a HATHYHEC Ha [NTIOKC34 B YPHHATR, 3alll0TO HCCH3IHMHHTE
METOAH MOraT Aa xagar (lJED'll.l.lldBO TNONCKHTCITHH PE3YNTATH.

Hanuuuero Ha KNTaBy1aHOBA KHCEIHHA B AMOKCHKIIaB MOXKe Aa TIIpeaU3BAKa HeCl'le].lH¢)Pl"-IHO
cBbp3Bare Ha IgG u anbyMuH ¢ KieThuHHTE MeMOpaHH Ha ePUTPOLIMTHTE, KOETO BOAHM A0 (anmmueo
nosnoxHreNeH Tect Ha Coombs.

Hma crobliieHHs 3a NONOKHUTENHH pe3yNITaTH OT H3C/IeABaHHATA NIPH H3NON3BaHe Ha TecTa Bio-Rad
Laboratories Platelia Aspergillus EIA npn nauxeHTH, npHeMaliy aMOKCHIIWIWH/KIaBy1aHOBA
KHMCENIMHA, 33 KOHTO BIIOCNEACTBHE € YCTAHOBEHO, Ue HAMAT HHpeKLus ¢ Aspergillus. Cuobluasa ce 3a
KPBCTOCAHH pPeakuuy ¢ He-Aspergillus nomusaxapuan W nonugypaHosu npd tecta Bio-Rad
Laboratories Platelia Aspergillus EIA. Tlopaau ToBa NONOKHTETHHTE PE3YNITATH OT TECTOBETE NMpPH
NaLHEeHTH, NMPHeMAaLliH AMOKCHLIATHH/KIaBY/IaHOBA KHCEIHHA, TPAOBA 1a ce THIKYBAT NpeAna3HBO H
Jia ce MOTBBPAAT C APYTH AMArHOCTHYHH METOMH.

To3u nekapcTBeH NPOOYKT ChAbPKA HATPHIA, Kaynii W acnapraM. B cheTapa Ha apoMara ce ChABPKA

0,1% mponunenrnuxon H 0,024 % GeH3WIOB AIKOXO0I.

Topa nexapcTBo chabpxkKa no-Matko ot 1 mmol atpuii (23 mg) 8 5 ml 1.e. NpaKTHYECKH HE CBABPXKA
HaTpHI.

ToBa nexapcTBo chaAbpAKa Kanuh, no-manko or I mmol (39 mg) 8 5 ml, T.e. npakTH4YECKH He CHABPkKA
KaUTHIA.

Tosa nexapctBo cpabpxa 8,32 mg acnapram BBB BeekH 5 ml. AcnapTaMsT € H3TOYHHK Ha
¢deHwIanaHuH. ToBa € OT 3HAYECHHE 3a MAUMEHTH ¢ (EHWIKETOHYpHI.

Toga nexapctBo chanpxa 0,1% npomaneHrnukon B 5 ml, [Ipn HOBOpOAESHH Ha Bb3pacT noa 4
CEIMHLIH, € HeOOX0AUMO NOBHIICHO BHUMaHHE, 0COGEHO aKo Ce MpHIaraT APYTH JIeKapcTBa, KOHTO
ChABPAKAT NPOTIHIICHIJTHKON WIH €TaHO/.

Tosa nexapctBo chabpxka 0,024% Gerzwios ankoxon B 5 ml. BeH3IUIOBHST aTKOX0/ MOXKeE J1a
NPHYHHH aJePTHYHH PeaKlMH. beH3WIOBHAT anKOX0N ce CBBbP3Ba ¢ PHUCK OT TEXKH HEXXEJIaHH
peaKLiH, BKTIOMHTENHO MpobaeMH ¢ AHIIaHeTo {(HApeYeHO “CHHIPOM Ha 3aOyllaBaHe™) PH Manku
Aena. Jla ce nprtara npu HOBOpOJeHH (Ha BB3pacT J0 4 ceAMMLIM) CaMo MOJA IEKapcKo HabmoneHue.
IIpu GpeMeHHOCT WM KbpMeHe, 3abonABaHe Ha GBOpeLTE HIH YepHUA APOG, FONeMH KONHYECTBA
GeH3ITOB aNTKOXOM MOTAT ia Ce HATPYNaT B OpraHH3Ma H Aa NPHYMHHAT MeTaboNHTHA aLH/03a,

4.5 B3anmogelicTBHe ¢ APYTH 1eKapCTBEHH NPOAYKTH H APYrH POPMH HA BIAAMOJelicTBHE

Ilepopannu armuxoazyianmu
ITepopanHy aHTHKOAryJIAHTH H NICHHLIATHHOBH AHTHOHOTHLM Ca MIMPOKO H3MON3BaHH B NPaKTHKATA,

6e3a crob1meHns 3a B3anMoelicTBHE. BBIpeks TOBa B NHTepaTypaTa HMa CIyYaH Ha YBETHYEHO
MEXTYHapOaHO HOpMATH3HpaHo oTHoweHHe (INR) npH naumesTH, NOLTEPXKaHH ¢ ALIEHOKYMapon
WIH BapapuH, Ha KOHTO € MPEANHCaH Kype ¢ aMOKCHLUATHH. AKO € HeoOX0AMMO eJHOBPEMEHHOTO
NPUHIOKEHHE, NPOTPOMOHHOBOTO BpEME HITH MEXTyHAPOJHOTO HOPMaIH3HPaHo oTHoleHKe (INR)
TpaAOBa na ObAAT BHHMATENHO HaOMOAaBaH! NpH JOGABAHETO Ml OTHEMAHETO HA AMOKCHIIWIIMH,
OcpeH ToBa MOXe a ca HeoGXOHMH KOPEKLMH Ha 103aTa Ha NEPOPAJIHHTE AHTHKOAryNaHTH (BXK.
TOYKH 4.4 1 4.8).

Memompexcam
[TeHMMIHHATE MOXE 1a HAMATAT SKCKPELMATA HA METOTPEKCAT M TAKA 1a IPHYHHAT [TOTEHIHAHO
MOBHIIABAHE HA TOKCHYHOCTTA.

Ipobeneyud
He ce npenopruea cemeTeTRama ynoTpeSa Ha npobeHelma, [TpoSennuun Hamanss

TyOy/THa cexpetus Ha amokcHInH. CBITbTCTBaIIaTa ynioTpeba Ha npobenenm @S JoBe
NOBHILIEH& KOHLIEHTPALHA H NO-NPOAB/DKHUTENHO NPHCHCTBHE HA AMOKCHLIWIHH B KI8T "~ 5
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[pu naumenTH, npuemMamu MukodeHonar Modetni, € crobmeHo 3a npudmu3KTeaHO 50% pemyxuns
Ha NPEeA030BaTa KOHLEHTPAllHA Ha aKTHBHHA MeTabonuT Mukodenonosa kuceniHa (M®K) cren
3a1c4BaHe Ha NMEPOPAJICH aMOKCHLWIHHE ¢ K1aByNIaHOBa KycenuHa. [IpomaHata B npenno3oBata
KOHLIEHTpALMA MOXe J1a He OTpa3gBa TOYHO MPOMEHMTE B LLUTOCTHATA eKcno3Hiua Ha MPK. 3arosa
0OHKHOBEHO He € HeoOX0AMMa KOPeKLHA B 503aTa Ha MHKO(eHONIaT MOQEeTH, aKO JIHNCBAT KITHHHYHH
JAaHHH 33 AMchYHKIMA HA npHcaakata. HyxHo ¢ obaue knuHMyHO HabmoaeHHe oTOMH30 IO BpeMe Ha
€IHOBPEMEHHOTO MPHIOKEHHE U B KPATHK NEPHOA Cliei aHTHOHOTHYHHA KypC.

4.6 @epTRIHETET, OpeMEHAOCT H KbPMeHe

Bpemennocm
EKcniepMMeHTATHHTE NMPOYYBaHHA ITPH XKHBOTHH He MOKA3BAT NPAKO HIH HETIPAKO BpeJHO

BB3ACHCTBHE BEPXY OpeMEHHOCTTa, eMOPUOHAITHOTO/ETANTHO pa3BUTHE, PAXKIAHETO HITH
HOCTHATATHOTO pasBHTHE (BXK. Touka 5.3). OrpaHu4eHHTe JaHHH 3a ynotpefata Ha
aMOKCHLUWTHH/KNaBY/IAHOBA KHCEJIMHA 10 BpeMe Ha OPEMEHHOCT IpH XOpa He MOKA3BaT NOBYLICH
PHCK OT BpolieHH MandopMalui. B eqHo npoyusaHe NpH XeHH ¢ TIpexXIeBpeMeHHa PyIITypa Ha
deranHaTa memOpaHa ce cbo01aBa, Ye MPOQHIAKTHYHOTO JICHEHHE C AMOKCHLIM/IHH/KIaBy1aHOBA
KHCeJIHHA MOXe Ja Ob/ie CBBP3aHO ¢ MOBUILEH PUCK OT HEKPOTH3HUpAIll eHTEPOKONHT NpH
HOBOpoAeHHuTe. YnoTpebara o speMe Ha GpeMeHHOCT TpAOBa Aa ce M30ArBa, OCBEH aKo JIEKAPAT HE
CMSATa, 9€ TA € HaJIOKHTETHA.

Kopmene

H ABETE BCIICCTBA CC OTHACNAT B KbpPMATA (He C€ 3Ha¢c HHIIO 3a B'b3J.'l.eﬁCTBHBTO Ha KJIABYJIAHOBATA
KHCEJIHHA BBPXY KbpMayeTo). CreoBaTeHO NPH KbpMaueTo ca Bb3MOKHH AUapus ¥ re0HuHa
HH}eKUHMA Ha JIMTABHLMTE, TAKA Y€ MOXe Aa C& HAMOXKH KbpMEHeTO Aa Obje mpeKpaTeHo.

TpsGBa Aa c¢ B3CMC MpeABHA BE3IMOXKHOCTTA 34 CeHCHOMTH3AIA.

AMOKCHLMIHH/KIABYTAHOBA KHCENMHa TPAORa Aa ce M3MOoN3BAT N0 BpeMe Ha KbPMEHe CaMo cnef,
OLICHKA Ha CHOTHOLIEHHETO M03a/PHCK OT CTPaHa Ha JEKYBalllus NeKap.

4.7 EdekTn B1pxy cniocobnoctTa 3a modEpane H pabora ¢ MAIIHAR

Hsama npoyusaHus 3a edekTHTE BBPXY CNIOCOOHOCTTA 3a WodHpaHe H pabora ¢ mawnnu. Obave,
MOXe /13 Bb3HMKHAT HEXKENAHH PeaKLMH (Halp. alepruyHy peakiuyH, 3aMasHoCT H MbPY0OBE) KOHTO
MOTAT Ja BJIOLIAT cniocobHOCTTA 32 wodupane U 6esonacua pabora ¢ MalmHHK (Bxk. Touka 4.8).

4.3 Hexenann JexapcTBeHH peaAKIHA
Haii-uecto crobiaBaHuTe HeXKenaHH nekapeTeeny peakumn (HJIP) ca ragene, nospbilaHe B AHAPHA.

HJIP, momyJyeHn OT KIWHHYHH H3IHTBAHHA U NOCTMapKETHHTOBOTO HabMoAeHHe, NoApeAeHH No
CHCTeMO-OpraHHnTe Kiacose Ha MedDRA, ca w3Gpoenwu no-goiy.

HanompaHa € clieqHaTa TepMHMHONOTHA 3a K1acH(HlMpaHe Ha Bb3HHKBAHETO HAa HEXKeJIaHH edeKTH:
Muoro yectu (21/10)

Yectu (21/100 mo <1/10)

Heuectu (21/1 000 a0 <1/100)

Penkn (21/10 000 po <1/1 000)

Mbuoro peaxu (<1/10 000)

C Hew3BeCTHA 4YecToTa (OT HAMTMYHHTE JaHHH He MOXKe a Ob/le HanpaBeHa OUEHKA)

Hucbexyuu u uncbecmaryuu

Yecrn KOXKHO-JIHF'aBHYHAa KaHOIHA03a
C HeW3BECTHA YECTOTA CBPBXPACTCX HAa HEUYBCTBHTCIIHHA OpraHHZMH

Hag@enwz HA Kpvama u JJMM@HGMG cucmema




Penku o0paTHMa JIEBKONEHHA {BKITFOYHTENHO HEYTPOIICHHA)
TpoMOOLIHTONEHHA

C HeusBecTHa yecToTa  OOpaTHMa arpaHymoLMTO3a
XEeMOJIMTHYHA aHEMHA
yIObJ/DKAaBaHE HAa BDEMETO Ha KbpPBEHE H IPOTPOMOHHOBOTO BpeMe
{BxK. TOUKH 4.4 ¥ 4.5)

Crpdeunu napyuienus.
C HeusBecTHa yectora CuHapom Ha Kounis

Hapyviwenus na umynrama cucmema (BK. Touku 4.3 u 4.4)

C HEeHM3BECTHA YeCTOTA  AHTMOHEBPOTHYEH OTOK
aHa(duIakcHa
CHHApPOM, HanoaoGABaul cepyMHua 6onect
allepriyeH BacKy/JTHT

Hapywenus na nepenama cucmema

HeuecTtn samaiipaHe
rnasobonue

C HeH3BeCTHa YecToTa  OOpaTHMa XHIEPAKTHBHOCT
rbpUORe (BXK. TOMKa 4.4)
acenTHYeH MEHUHTHT

CmoMaiuno-4pesny Hapywernun

Yectu rageHe (Mo-4ecTo ¢e CBbP3Ba ¢ NO-BHCOKM [IEPOPATTHH JA03H). AKO
CTOMANIHO-YPEBHHTE PEAKI[HH Ca OUEBHAHH, T€ MOraT 1a Obaar
HaMaJICHH, Karo AMOKCHKNAB Ce IpHEMa B HAYaJIOTO HA XPAHEHETO.
MOBpPBILAHE
JHapusa

Heuectn HapyIIEHO XpaHOCMHIaHE

C HeH3sBeCTHA YeCcTOTa  KOJIMT, CEBP3aH ¢ NpHeMAa Ha aHTMOHOTHK (BKJHOYHMTENIHO
MCeBAOMEMOPAHO3EH KOJIMT M XEMOPAarH4eH KOJNHT, BHXKTE TOUKA
4.4),
4YepeH ,,KOCMaT” €3HK OUBETABAHE Ha 360HTE. 3a MOBBPXHOCTHO
oLBeTABaHe Ha 3p6UTE ce cHOOIABA MHOTO PAIKO NPH Jelia.
Jo6para XHrueHa Ha yCTHATA KyXHHA MOXKE Ia TIOMOTHE 3a
MpeJOTBPATABaHe Ha OLBETABAHETO HA 3B0MTE, THEI KaTo
0OHKHOBEHO TO MOXe Ja ObJe OTCTPAHEHO ¢ YeTKa
EHTEepOKONIHTEH CHHAPOM, NIPeAH3BHKAH OT NPHEM Ha JIEKAPCTBOTO

OCTBp NaHKpeaTHT
XenamoburuapHu HapyuieHus
Heuectn nosumeHus Ha AST w/uu ALT (3abenszano e ymepeHo noBMILeHHE

MpH NaLHEHTH, 1eKyBaHH ¢ feTa-TaKTAMHH aHTHOHOTHLR, HO
3HAYEHHETO HA TE3H PE3YJITATH HE € H3BECTHO)

C Heu3BecTHa WecToTa  XE€MATHT, XOMECTATHYHA XKBIITCHHIIA (Te3H CEOMTH ¢a HabmoaBaHH
H NPH APYTH NEHHIHIHHH H 1e(aJoCnOpHHH, BHXXTE TOuKa 4.4).

Hapywenus na xosicama u noOxoxcHama mbvxau
AKO BE3HHKHE a/ICpPTHUYEH JIEpPMAaTHT, JIeueHHeTo TpabBa fia ce npekpaTtH (BX. Touxa 4.4).

Heuectn KOXeH oOpuB
ApYPHTYC
YPTHKapHA

Penxu epHTEMa MyaTH(OPME

C HeH3BecTHA YecToTA CHHIPOM Ha Stevens-Johnson
TOKCHYHA elTUIepMAlTHAa HEKPOIn3a




OynozeH exconHaTHBEH ASPMATUT

OCTpa reHepali3upaHa ex3aHTeMaTo3Ha myctynosa (AGEP), (Bxk.
Touka 4.4)

JICKAPCTBEHA peakLia ¢ €O3MHODHINA H CHCTEMHH CHMATOMH
(DRESS)

CHMeTpHYeH, IEKapCTBEH MHTEPTPHIHHOIEH H QIIEKCYPEH eK3aHTEM
(cuHapoM Ha naeuaHa) (Symmetrical drug-related intertriginous and
flexural exantrhema - SDRIFE)

JInHeapHa IgA 6onect

Hapviuenua na 6vbpeyume u nuxoynume nomuwa
C HeM3BECTHA YECTOTA  HMHTEPCTHLHANEH HepHT

KPHCTATYpus (BKIOHHTEHO ocTpo H50peyuHo yBpexaaHe)
(Bx. Touka 4.9)

Crobwasane Ha NOOG3UPAHU HENCERANY PeaKyuu

CrobmaBaHeTo Ha MOJO3HPaHH HEXENTAaHH peakLMH CIGA pa3pellaBaHe Ha yoTpeba Ha IeKapCTBEHHA
NPOLYKT € BaxkHO. ToBa M03BOJIABA /1a NPOAB/DKY HabIOASHHETO Ha CHOTHOILEHHETO [ON3a/PUCK 32
JIEKApCTBEHHA NPOAYKT. OT MEMIIHHCKHTE CTIELHATMCTH C€ H3HCKBA Ja ChoOIIABAT BCAKA
MOJO3HPaHa HEXEJIAHA PeaKLUMA Ypes HaAlMOHATHA CHCTeMa 3a cho0marane KbM HanmsnnuTenHata
areHiMs 1o JieKapeTeara, yi. ,Jlamsan I'pyes”, Ne 8, 1303 Codmus, Ten.: +359 2 890 34 17, yeGcaiir:

www.bda.bg.

4.9 Ilpenozmpane

Cumnmomu u npusrayy na npedosupare

Moxe na ce HabmoaaBaT CTOMAaLIHO-YPEBHH CHMIITOMH H HapyIlaBaHe Ha eNeKTPOIuTHHA GanaHc U
Gananca Ha TeqHocTH. HaGnmonaBaHa € aMOKCHUMWITHHOBA KPUCTATYDHSA, B HAKOM CITy4Yau BOAELIA 110
616peuHa HeaoCTaTHYHOCT (BX. TOUKA 4.4),

Ilpu naumenTH ¢ HapymeHa 60peyHa PYHKUMA WIH IPH MAITMEHTH, KOUTO NIPHEMAT BHCOKH J03H,
MOXKE Ja BB3HMKHAT IbpUOBE.

Crob1asa ce, 4e aMOKCHIIWIMH e YTaABa B KATCTPH HA MMKOYHUA MeXYD, NPEAHMHO ClIej
HMHTPaBEHO3HO MPHICKEHRHE Ha roieMH 103W. Tpabea 1a ce npaBH peaoBHa npoBepKa Ha
MpoXoauMocTTa (BK. Touka 4.4).

Jeuernue na npedozupane
CromanHo-4peBHHTE CHMITTOMM MOTT Ja C€ JIEKYBAT CHMITOMATHYHO, KaTO Ce OOBbpPHe BHHMAHHE Ha

BOJHO-€JICKTPONIHTHHA fastaHc.

AMOKCHLUUTHH H K1aByJIaHOBA KMCEJIHHA MOTaT a GbAAT OTCTPAHEHH OT OPraHH3Ma upes
XeMOAuaNu3a.

5. ®APMAKOJIOIHYHH CBOMCTBA
5.1 PapMakoJHHAMHEYHHE CBOHCTBA

(apmakoTepanepTH4Ha rpyna: AHTHOAKTEpHATHHN CPEACTBA 33 CHCTeMHA Ynorpeba; koMOHHaI|Me Ha
NEHHLWIMHOBH aHTHOMOTHLA ¢ GeTa-NakTaMa3HU HHXHOHTOPH.
ATC koa: JOICRO2

Mexanuzvm na deticmaue

AMOKCHUMHH € NOTyCHHTETHYEH NEHULIMIHH (0eTa-lakTaMeH aHTHOHOTHK), KO
WJIM NOBEYe €H3UMH (4eCTO HApHYAHH NNEHHLIIMH-CBEP3BaLIy npoTeHHy, TICTT) B
OBT HA MEMTHAOTIMKAHA Ha 6aKTepHHTe, KOITO € MHTErPATEH CTPYKTYPEH KOMITOH:




cTeHa Ha GaktepruTe. MixubupaneTo Ha NENTHIOIMHKAHOBHS CHHTE3 BOOH 10 oTcnabBane Ha
KJIeThYHATA CTEHA, KOeTO 0OHKHOBEHO ce C/e/IBa OT pasnaj H KIeThbYHa CMBpT.

AMOKCHIMIIHH e MYBCTBHTEJIEH KbM pasrpaXkjaHe 4dpe3 GC’I‘E-HBKTB.MSBPI, MpOU3BCACHH OT
PE3HCTEHTHH 6a1crepmi H 3aT0Ba CINIEKTHPDT Ha OelicTBMe Ha AMOKCHLIMAKMH CAMOCTOATENIHO He
BKJIIOYBA OPraHH3MH, KOHTO MPOH3IBEA AT TC3H CH3IHMH.

Knasynanosara kHce/qvHa e 6eTa-1aKTaM, CTPYKTYPHO CBbp3aH ¢ NEHHIIWIHHOBHTE aHTHOOHOTHLM.
Ts vHaxTHBHpA HAKOH OeTa-TaKTaMasH, KaTo 10 TO3H HAYHH NPENoTBpaTABa HHAKTHBHPAHETO Ha
amokcHiuH. Kiapynanosa KHCeIMHa CAMOCTOSTENHO HE OKa3Ba KIHHHYHO TONE3eH
aHTHOakTepHaseH edexT.

DK/ DT epv3ka

BpeMeto Han MuHMManHaTa WHxuO6Hpama koHueHTpatua (T> MIC) ce cuyura 3a ocHoBeH (akTop,
omnpeaensm epHKaCHOCTTA TPH aMOKCHLAITHH.

Mexanuzmu na pesucmenmuocm
JBara 0CHOBHH MEXaHHM3MH Ha PE3HCTEHTHOCT KbM aMOKCHLMIHMH/KIIABYIAHOBA KHCETHHA ca:

. HHuakTHBHpaHe 0oT Te3u OaKkTepHanHu OeTa-NakTaMa3H, KOMTO CAMH He ce HHXMOMpaT ot
KJIaBYJlaHOBA KHCe/IHHa, RiUTtouuTenHo u knac B, Cu D.
. Ipomsana Ha [ICII, xoeTo HamanaBa aguHHTET2 HA AHTHOAKTEPHATTHHA ATEHT KbM MHILICHATA,

Henponuuaemoctra Ha 6akTepHHTe WIH eTyKC IOMIIA MEXAHH3MHTE MOTAT Ja IPUYHHAT WIH Aa
JonpHHecaT 3a OaKkTepHalHa pe3HCTEHTHOCT, ocobeHo npu ['pam-oTpHIaTETHHTE GaKTEpHH.

I'pannunu croiinocTtH (breakpoints) mpy H3NHTBAHE HA YYBCTBHTENHOCT

Kpurepun 3a uHTepnperatma Ha MIIK (MIC — minimum inhibitory concentration) npu usnureade
HaYyBCTBHTETHOCT ca pa3paboTeHH oT EBponeficks KOMHTET IO M3NUTBAHE HA MyBCTBUTEIHOCT KbM
aHTHMHKpoOHH nexapcTBa (EUCAST - European Committee on Antimicrobial Susceptibility Testing)
3a amoxcnumun/knanynanona KHCCIIHHA X1 MOraT Ja 6'1:)18T HaAMEpEHH Ha:

https://www.ema.europa.evw/documents/other/minimum-inhibitory-concentration-mic-
breakpoints_en.xlsx

PasnpocTpaHeHHeTO Ha Pe3HCTEHTHOCTTA MOJKe @ Bapupa reorpad)Cki M BbB BPEMETO 34 OTIpeaeieHH
BHAOBE H € KCIAaTEeNHO Ja HMa JIOKaJIHa HHd)opMamm 3a peIHCTEHTHHOCTTA, ocobeHo IIpH JIEHEHHE HA
TeskKH HHpeKkuHH. [Tpn HeobxoaumocT TpaOBa Aa ce MOTBPCH CHBET OT CNELMANHCT, KOTaTo
JICKATHOTO PazIpoCTPaHEHHE HA PE3UCTCHTHOCT € TAKOBA, Y€ IIOJ3aTa OT JICKApCTRCHUA NPOOYKT NpH
[MOHE HAKOH BHAOBEC Hl'ld)e](].[l‘ll‘l € MO BBIIPOC.

O6uxHOBEHO 1YBCTBHTE/IHH BHAOBE

'paM-nonoxuTenHH aepobu

Enterococcus faecalis

Gardnerella vaginalis

Staphylococcus aureus (METHLIATHH-TYBCTBHTENHM) £
Streptococcus agalactiae

Streptococcus pneumoniae’

Streptococcus pyogenes 1 Ipyry 6eTa-XeMONMHTHYHM CTPENITOKOKH
Streptococcus viridans rpyna

I'paM-orpHuaTenHn aepobu
Capnocytophaga spp.
Eikenella corrodens
Haemophilus influenzaé’
Moraxella catarrhalis
Pasteurella multocida

AHaepobu




Bacteroides fragilis
Fusobacterium nucleatum
Prevotelia spp.

Buaose, 3a KONTO NPpATOGHTATA PE3HCTEHTHOCT MoXe A2 Onae npobaemna
I'paM-MonoKHTENHH ae H

Enterococcus faecium $

Cpam-oTpHLaTeNnHH aepobu
Escherichia coli

Klebsiella oxytoca
Klebsiella pneumoniae
Proteus mirabilis

Proteus vulgaris

Pe3dcTeHTHH MHKPOODPraHH3MH
[paM-oTputlaTenty aepobu
Acinetobacter sp.

Citrobacter freundii
Enterobacter sp.

Legionella prewmophila
Morganela morganii
Providencia spp.
Pseudomonas sp.

Serratia sp.
Stenotrophomonas maltophilia

Jpyrs MHKpOOPraHH3IMH
Chlamydophila pneumoniae

Chlamydophila psittaci
Coxiella burnetti
Mycoplasma pneumoniae

$ EctecTBena cpejHa 4YyBCTBUTCTHOCT TIPH JTHIICa Ha I'[pHJIOSHT MEXAHH3BM Ha PCIHCTEHTHOCT.

£ BCHYKH METHLIUIHH-PE3HCTEHTHH CTaGHIOKOKH Ca PE3MCTEHTHH KbM aMOKCHLIMIMH/KNaBy/IaHOBA
KHCEMHHA.

1 Streptococcus pneumoniae KOUTO ca pe3UCTEHTHH Ha IIEHULIWIHH, He Tpa0Ba Ja ce JIEKYBaT ¢ TasH
nekapcTBeHa GopMa Ha aMOKCHUMITHH/KITaBYJIAHOBA KHCEMMHa (BK. Touku 4.2 u 4.4).

2 CrobmaBa ce 3a 11aMOBE ¢ HaMaJIeHa YyBCTBHTENHOCT B HAKOM cTpanu Ha EC, ¢ yecToTa no-sucoka
ot 10%.

52 PapMAKOKHHETHIHH CBONHCTBA

Pezopbyua:
AMOKCHIIMJIMH ¥ KJ1aBYJIaHOB& KHCE/TMHA HAITLITHO CE JHCOLMMPAT BB BOJEH Pa3TBOP NPH

¢usuonornuHo pH. M geere komnoneHTH 6bp30 M J00pe ce pe3opOUpaT NpH MePOPaTHO
npunoxkeHue. Pe3opOumara Ha aMOKCHIIMITHH/KNaBy1aHOBA KHCETHHA Ce ONMTHMHM3HPA, KOTaTo ce
NpHEMa B HAYAIOTO Ha XpaHeHeTo. Criea nepopaieH npHeM SHOHANHYHOCTTA HA AMOKCHUMITHH H
K/I1aBYJIaHOBa KHUCENHHA € okono 70%. IlnazMenuTe npodwin Ha IBATa KOMIIOHEHTA ¢a NOAOGHH K
BPEMETO [0 MAKCHMAJTHa TUTa3sMeHa KoHLeHTpaima (Tmax) Bn8 BcekH ciyuaii € OKOJIO €0HH Yac.
dapMaKOKHHETHYHHTE PE3YITATH OT M3MHTBAHE, NIPH KOETO AMOKCHIIM/IMH/KNABYIAHOBA KMCEIHHA
(500 mg /125 mg Tabnerku, npHeMaHu TPH IThTH JHEBHO) € TIPHJIATaH HA [IAKHO HA IpY,
DoGpOBOILM ca MPeACTABEHH MO-A0NTY.

| Cpenun (3 SD) papmaxokusersuny napametpu




[Mpunaraxu Jo3a | Cmax Tmax * AUC (0-24h) | Ty
aKTHBHH BEILECTBA

(mg) | (ng/ml) | (v) (ug-h/ml) (b
AMOKCHLMITHH
AMX/CA 500 | 7,19 1,5 (1,0-2,5) | 53,5 1,15
500 mg/125 mg +2.26 +8,87 +0,20
KnaBynaHoBa KHceNnHHa
AMX/CA 125 | 2,40 1,5 (1,0-2,0) | 15,72 0,98
875 mg/125 mg +0.83 +3,86 +0,12
AMX - aMmokcHIHMH, CA — KIIaBy1aHOBA KHCEIHHA
* MennaHa (JHana3oH)

CepyMHHTE KOHUEHTPAUMH Ha AMOKCHLIATHH H KJIABYJIAHOBA KMCE/IHHA MMOCTHIHATH C
aMOKCHIWIHH/KNaBYIaHOBA KHCEIMHA ca NOA0OHHN Ha TE3H, NOTYYEHH NPH CAMOCTOATENHO
HEePOPATHO MPHIOKEHUE HA EKBUBAIIEHTHH JO3HM AMOKCHULIMIIHH H KNaBY/IaHOBa KMCENMHHA.

Pasnpeoenenue:

Oko:10 25% ot of1uara rU1a3MeHa KiaBynaHoBa KucenuHa B 18% ot o6uus mia3sMeH aMOKCHUMWIHH €a
cBBp3aHH ¢ npoTerHH. [IpuBuaHMAT 06eM Ha pasnpeneneHue e okono 0,3-0,4 I/kg 38 aMOKCHLIMIHH M
okono 0,2 /kg 3a knaBy/1aHORa KHCETHHA.

Crien MHTPaBEHO3HO MPHIOKEHHE, AMOKCHIUIMH Y KJ1aBY/1aHOBA KHUCEIHHA C¢ OTKPHBAT B XKIThUeH
MeXyp, KOpeMHa ThKaH, K0Xa, Ma3HHHH, ThKAaHH, MyCKyJIHa TbKaH, CHHOBHAIHA H NEPHTOHEAIHa
TEUHOCT, JKTBYEH CEKPeT H THOH. AMOKCHLIWIHH HE ¢ pa3npejielts AocTaTsuHo Aobpe B
rpLOHAYHOMO3LYHATE TEYHOCT.

OT npoy4YBaHHATA MPH XXHBOTHH HE CHIIECTBYBAT AOKA3ATENICTBA 32 3HAYMTENHO ThKAHHO 38/{bpKaHe
Ha BEILECTBA, MIOJIyYEHH OT JIEKAPCTBOTO, 32 BCEKH OT KOMNOHEHTUTE. AMOKCHLIWIHH, KaTo MOBEYETO
TICHHLUMJTHHE, MOXKe Aa 6bae OTKpHT B KbpMaTa. Clienin OT KIaByJIaHOBA KHCEMHHA Morat fa 6paat
OTKPHTH B KbpMaTta (BX. Touka 4.6).

JlokasaHo €, 4e i aMOKCHIDUIHH, H KIaByJlaHOBa KHCEIHHA IPEMHHABAT IU1aleHTapHaTa GapHepa (Bx.
ToUKa 4.6).

Memaboauzom:

AMOKCHIIWIHH YacTHYHO Ce OTJe/IA B YPHHATA KATO HEAKTHRHA MEHHWLIWIHHOBA KHCEIHHA B
KOJIHUYECTBa, eKBHBAIEHTHH Ha 10 0o 25% ot mepeoHavanHara a03a. KnaeynaHOBaTa KHCEIMHA CE
MeTabonuanpa eKCTeH3HBHO NPH YOBEKA U Ce eIMMHMHHPA ¢ YPUHATA M (eKanuMTe ¥ KaTO BBIIEPOAEH
AMOKCHA B M3JHIIAHNA BB3YX.

Enuwmunupane.
OCHOBHHAT BT HA €JTAMHHHPaHe Ha AaMOKCHLIWIHH € npe3 Op0peunTe, a Ha KIaBy/IaHORATa KHCETHHA

€ KaKkTo 4pe3 OnOpeyHn, Taka U upes HeOLOpeYHH MEXaHHIMH.
AMOKCHUMITHH/KIaBYJIaHOBa KHCEJIHHA MMa CpeleH eTMMUHALIMOHEH NOMYKHBOT OT OKOJIO €IHH Yac U
cpeneH o6 xIHpbHC okono 25 L'h npw 3apasu ueausuas. Ipubnusurento 60 xo 70% ot
aMOKCHLIWIHH H npHOnusuTento 40 1o 65% oT K1aBylaHOBa KHCETHHA € eKCKPeTHpaT HelmpoMeHeH!
B YPHHATA Npe3 MbPBHUTE 6 4aca CeA €IHOKPATHO MPWIAraHe Ha AMOKCHIWIHH/KI1aBY/IaHOBA
kHcemHa Tabnetkn 250 mg/125 mg vnu 500 mg/125 mg. Pa3nuysy H3cAeIBAHHA COYAT, Ye
OTnensHeTo Ha ypHHaTa e S0-85% 3a aMOKCHUMWIMH ¥ Mexay 27 u 60% 3a KNaByiaHOBa KHCETHHA 33
nepuon ot 24 4aca. 3a KIaBylaHOBaTa KHCETHHA, HaH-TONSMOTO KOIMUECTBO HA JIEKAPCTBOTO Ce
OTAE/A TPe3 MEPBHTE 2 Yaca Clie NpHeMa.,

EnHoBpeMeHHOTO npwickeHHe Ha npobeHetm 3a0aBa OTAe/IHETO HA AMOKCHLIHITHH, HO He 3a0aes
61OpeyuHaTa ekckpeLMa Ha K1aBY/IAHOBATa KHCENHHA (BK. ToYka 4.5),

Buv3pacm:
ENHMHHAIIMOHHEAT NMOTYXHBOT Ha AMOKCHIUWIMH € CXOCH NPH AELA Ha BB3PacT OT

0 2 rOOHHH H IO-TOMeMH Jiella H Bb3pacTHH. [IpH MeOrO Manku aena (Blcmoqmenn
HOBOpOJECHH) NP3 ThpBaTa CEAMHLA OT )KHBOTA HHTECPBATHT HA NIpWIAraHe He Tpab !




MpHaraHe ABa MbTH JHEBHO, IOPaIH HE3PAIOCT Ha GBOpeuHHA BT Ha enMMHHHpaHe. Thil KaTo HMa
[O-roIMa BEPOSTHOCT NALMEHTHTE B CTApYECKa Bb3PACT Aa HMAT HamasieHa O1x0peuna GyHKuus,
TpabBa fa ce BHAMAaBa npy W30opa Ha J03a U MOke Ja GB1e nonesHo Aa ce cneau 6p6peunaTa

byHKumA.

Hoa:

Cnea nepopanHo NpHICKEHHE Ha AMOKCHLIMTHH/KIIABYJIAHOBA KHCETHHA TIPH 3[PaBH MbXKe H JKEHH,
HOJNBT HAMA 3HAYMTEHO BJIHAHHE BbPXY ()apMaKOKHHETHKATa Ha AMOKCHLIMIIHH H KJIaBY/1aHOBA
KHCENHHA.

brvbpevro yapescoane:
ObmuAT cepyMeH KIHPBHC Ha aMOKCHLIIMH/K/IaBYTaHOBA KMCEHHA HaMaIiBa NIPONIOPLIHOHAIIHO C

HamanaBaHeTO Ha 6pOpeuHaTa ¢pyHKIMA. HamansapaHeTo Ha KITHPEHCA Ha JICKAPCTBOTO € N0-H3pa3eH
MpY aMOKCHLIWJTHH, OTKOJIKOTO IIPH KaBYJIAHOBA KHCEJIMHA, ThH KaTo MO-TONAMa HacT OT
aMOKCHLIWIHH ce oTaens 4pe3 6u6penure. CneoBaTenHo Ko3uTe npu 6u6peyHo yBpexaaHe Tpsabea
Na IPEAOTBPATABAT IIPEKANCHOTO HATPYIIBAHE HA AMOKCHLIHITHH, K4TO €JHOBPEMEHHO CE MOALPIKAT
aNeKBATHH HHBA HA KNaByJIaHOBA KMCeNHHa (BX. TouKka 4.2).

Yeproopobno yspexcoane:
Jlo3uTe npu nalMeHTH ¢ YepHoApobHO yBpeaaaHe Tpabra Aa ce OnpeaesaT BHHMATENHO H

yepHOApoOHaTa QpyHKUMA TpAGBRa Oa ce MpOoCieaspa peaoBHO.
53 IIpeaxnasH9YRHE JAHEH 34 6ezonacHocT

HexnuHHYHHTE NaHHH He MOKa3BaT 0co0eH PUCK 3a XOpaTa Ha §a3a Ha KOHBEHLHOHAIHHTE
(hapMaKoIOrH4HH H3MHTBAHUA 32 6€301IACHOCT, FEHOTOKCHYHOCT B PENPOTYKTHBHA TOKCHYHOCT.

[NpoyuBaHHATa 32 TOKCHYHOCT CJIeT MHOTOKPATHO MPHIOXKEHHE, IPOBEAEHH IIPH Ky4eTa, NpH
aMOKCHIIHIHH/KJIABYJIAHOBA KMCE/IHHA [I0KA3BaT IPa3HEHE HAa CTOMAaXa H NMOBPBLIAHE, H MOTHMHT

€3HK,

He ca npoBexnaH# npoy4BaHHA 32 KApLUMHOTE€HHOCT ¢ AMOKCHK/IAB H/TH HETOBHTE KOMIIOHEHTH.

6. DAPMAITEBTHYHHA JAHHH

6.1 CoEchLK Ha NOMOMANRTE BEMECTBA

Konounen 6e3s01eH CHIHLIMEB THOKCHI, KCAHTAHOBA yMa, apOMATH3ATOP Ar0/4a, KPOCTIOBHAOH,
acrnapTaM, KapMenosa HaTpuii, cunuuues guokcun (6e3poneH crMLmii),

6.2 HecrBMecTUMOCTH
Hswma,

6.3 Cpoxk na rogaocT
3 roauHH.

I[IpoxyxTsT He Tpabra na ce ynorpebaABa ci1ej H3THYAHE CPOKA Ha FOJHOCT, O3HAYEH BEPXY
OIaKOBKATA.

6.4 Cnenna/nHg ycJIOBHS HA ChXpPAHEHHE TR

1
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Ilpax®T 3a nepopanna cycrnieHsus Tpabsa Aa ce ChXpaHsBa IPH TeMneparypa nox 30°

PexoHcTHTYHpaHaTa cycneHsns Tpabpa a ce ChXpaHsBa B XJIaJUIHMK (TIpH Temnepafﬁpa }4 Bt
8°C) u na ce u3monzpa 70 7 OHH Cled NPHTOTBAHETO. * <
Bennara cnen ynorpe6a ¢nakoHBT Aa ce 3aTBOPH A0Ope. A



6.5 JlaHHA 32 ONAKOBKATA

Kytuu ¢ 6yTHaky oT ka(aBo cTEKIO ¢ KanayKa Ha BHHT ChC 3AJICHBALLIO C¢ MOKPUTHE HITH 3aIIHTEHA
OT AeLla Kanavka Ha BHHT ChC 3aNienBaLlo ce MOKPHTHE, ChIbPIKAILM NMpax 3a npuroTesHe Ha 100 ml
nepopaHa CYCIIEH3HUA H MEPUTETHO YCTPOHCTBO.

6.6 CoennajJHA npeIna3lHA MepKH OPH H3XBLPJISHe B pafoTa

Pexoncmumyupane
T'oToBaTa cycneH3HA € MoYTH Os/1a A0 XBATCHHKABA XOMOTCHHA CYCNEH3HA,

To3u nekapcTaeH MpoAYKT He TPAOBaA Ja ce H3MON3Ba, ako B OyTHIKaTa ce HabmoaaBaT OyukH oT
npaxa npefiH pasTBapsAHe.

Crnepn pa3TeapsaHe NIpoAYKTHT He TpAOBa Ja ce H3II0/I3Ba, KO LIBETa HA PA3TBOPEHHS NPOMYKT €
pa3IH4eH OT OMHCAHHA NO-TOpE.

[peau ynotpe6Ga npoBepeTe LeA0CTTa Ha YIUTBTHEHHETO Ha Karnlagkarta. Pasknarere OyThikara, 3a ga
ce pazbue npaxa. Ha nee mopumu (mspeo Ao 2/3 u cnen ToBa [0 3HaKa) pubaBeTe BOAA H pa3KiareTe
nobpe cnen pedka nopumns soaa. [Ipenu scaka ynorpeba paskiaiaiite cbaspKaHHeTo Ha SyTunkarta
nobpe.

ObeM Boa, KOATO Aa ce A00aBH NPH PEKOHCTHTYHpare - 98 ml

HeH3nonssaHHAT ekapcTBeH NPOAYKT WIH OTNAALYHKTE MaTEPHAIH OT Hero TpAbBa aa ce M3XBBPIAT
B CBOTBETCTBHE C MECTHHTE HIHCKBAHHA.

7. IMPATEXATEJ HA PASPEIIEHHMETO 3A YIIOTPEBA

Lek Pharmaceuticals d.d. Verovikova 57, Ljubljana, Cnosenys

8. HOMEP(A) HA PABPEIIEHHETO 3A YIIOTPEBA

Per.No: 20020731

9. JATA HA ITBPBO PA3SPEINIABAHE/TIOJHOBSABAHE HA PA3PEIIEHHETO 3A
YIIOTPEBA

Hara Ha mepBo paspewasane : 19/08/2002

JHara Ha nocneaHo noaHoessane: 27/12/2007

10. JATA HA AKTYAJIM3HPAHE HA TEKCTA

05/2025




