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Amoxcurapa 875 mg/125 mg ¢puamupanu TabneTku
Amoxigard 875 mg/125 mg film-coated tablets

2; KAYECTBEH H KOJIMYMECTBEH CbhCTAB

Besaka puamupana Tabnerka cuabpxka 875 mg Amoxicillin (kato amokcuumuiue Tpuxuapar) u 125 mg
KJ1aBy/IaHOBA KHCENHHA (KAaTO Ka/IMeB KJIaBy.IaHAaT).

3a Nb/HUA CNHUCHK Ha MNOMOLUHHTE BEUECTBA, BHXKTE TOYKA 6.1.

3. JIEKAPCTBEHA ®OPMA
®unmupana Tabnerka

Tabnetkure AMokcHrapa ca 6e1u 10 noYTH €K, NPOABLAroBaTH (GHIMHPAHH TAOIETKH C HAIMKC
“RX509” ot eaHaTa cTpaHa M [IeJMTeIHA YepTa OT JipyraTa.

HCHMTGJ'[HHTEI HepTa € CaMo 3a YJIECHABAHE Ha CHYINBAHETO € LCJI MO-JIECHO MMOrJIbLIaHE, a HE 3a
pas/Jc/iIiHE Ha paBHH NO3H.

4. KJMHUYHHU JAHHH
4.1 TepaneBTHYHH NOKA3AHHH

AMOKcHrap/ € nokasaH 3a JieueHHe Ha clieJHUTe HH(EKLMH NPH Bb3PacTHH M Aelia (BU¥KTe TOUKH 4.2,
44uS5.1):

- OcTbp GakTepHaieH CHHY3HT (a1€KBaTHO AHArHOCTHIIMPAH);

- OCTbp OTHT Ha CPEHOTO YXO;

4 Octpu ex3auepbalmu Ha XpPOHUUYEH OPOHXHT (a1€KBATHO AHATHOCTHLIMPAH);

- [THeBMOHUSA, Npua0OHTa B 00LIECTBOTO;

- LlucTut;

- [Tuenonedpur;

- MHdekuun Ha KoXkKaTa U MEKHTE ThKAaHH, MO-CNELHAIHO LEIY/IHT, YXanBaHWA OT JKHBOTHH,
TeXbK 3b0eH abcuec ¢ pa3npocTpaHsBall ce LeTy/IuT;

- MH(peKUMH Ha KOCTHTE M CTABUTE, MO-CNELUHAIHO OCTEOMHUEITHT.

Tpabsa na ce Mmat npeasua opULMATHUTE PHKOBOICTBA 32 MPaBU/IHA yrioTpeba Ha aHTHOAKTEpHAIIHH
MPOAYKTH.

4.2 lo3MpoBKA H HAYHH HA NPHJIOKEHHE

,ﬂompoaka

,[LO’BKTC €a U3pa3€HH KaTo C€ OTpassaBa CbAbPKAHUETO HA amoxcnuunun/masynal-[oaa
OCBCH KOraTto A03MTE CC rnoco4yBart ¢ OTACITHUTC KOMITOHEHTH.

-

Korato ce u36upa no3ara Ha AMOKcHrapa 3a ieueHHue Ha orpeelieHa HHeKLMs,
NpeBHIL:



- O4aKBAHHTE ITATON€HH H TAXHATA BEPOATHA YYBCTBHTCIHOCT KbM aHTH6HOTHKa (BH}K TOUKA
4.4),

- TEHECTTA H NOKANHIALUHUATA HA HHqJeKLlHHTa;

- BBL3PACTTa, TEMIOTO H GBOpeyHaTa GyHKLUHA Ha NallHeHTa, KaKkTo Ce NOCo4YBa NO-10.y.

Ako € HeobXonnumo, Tpabea na ce WMa NPEIBHA H3NOA3BAHETO HA ANTEPHATHBHH HOPMH

aMOKCHLIMJTMH/KNABYIAHOBA KHCEAUMHA (Hanp. TakHBa, KOMTO MPENOCTABAT MO-BHCOKH JI03H

AMOKCHLIM/IMH H/H/H PAa3IHYHA CHOTHOLLEHHA MEXAY AMOKCHLIMIIWH H KJ1aByJlaHOBA KHCEAHHA)

(BMKTe TOukM 4.4 u 5.1).

3a Bb3pacTHH H aeua > 40 kg, Tazn popma Ha Amokcurapa npeaoctaes obia qHeeHa no3a ot 1750
Mg aMOKCHUMAHHK/250 mg wiaBy1laHOBA KMCENHMHA NPH JBYKPaTHO AHEBHO A03WpaHe U 2625 mg
aMOKCHLMWIMH/375 mg knaBy/laHOBa KMCEJIHHA NMPH TPHKPATHO JHEBHO JO3MpaHe, KOraTo ce npuiara
cropea NpenopeKHTe NMo-a0ay. 3a aeua < 40 kg tazn hopMa Ha AMOKCHrap NpeaoCTaBs MAaKCHMATHA
aHeeHa ao3a ot 1000-2800 mg amokcHumnuy/143-400 mg knaBynaHoBa KMcenMHa, KOraTo ce npHiara
crnopen NMpenopbKUTE NO-1011y. AKO Ce CUMTa, He € HeOOX0MMa NO-BUCOKA THEBHA 1034
aMOKCHLIWHH, Ce npenopbyBa na ce Hibepe apyra opma Ha AaMOKCHLIMNHH/KNTABYNaHOBA KHCE/IHHa,
3a 1a ce u3berHe NpHicKeHHe Ha HEHYXKHO BHCOKH THEBHH A03H KIABYJIAHOBA KHCETHHA {BX TOYKH
44u5.1).

ITpoabLKMTETHOCTTA Ha TEPATIMATA CE ONPEAENd OT OTroBopa Ha nauuenra. Hakon undekunu (kato
OCTEOMMEITHT) H3HUCKBAT MO-IbAbI NEPHO Ha JeveHue. TepanusaTa He TpaOBa Aa HaaBWLLaBa 14 nHU
Oe3 winHKYeH nperned (BHWXK TOYKa 4.4 BBB BPb3Ka C NPOABANKHTEAHO JIEYEHHE).

Buvspacmnu u deya > 40 kg

INpenopburTenHy no3u:

- CraHpaprHa fo3a: (33 BCHUKH nokasaund) 875 mg/125 mg npa NbTH AHEBHO,

- [To-BHcoKM n03H: (rNaBHO NPH HHOEKLMH KaTO OTHT HAa CPEAHOTO YXO, CHHY3HT, MHEKLHH Ha
DOMHUTE AMXATEIHH TBTHILA H HHGDEKLIMK HAa THKOUHMTE MbTHINA): 875 mg/125 mg TpH MbTH
JHEBHO,

Heya < 40 kg
Heuara Moxe na ce neKyBaT ¢ TaDNETKH, CYCNEH3HH WK CALLeTa 32 MeAHATPUYHO NPHIOKEHHE.

IMpenopbunTenHyn A03H:

- 25 mg/3,6 mg/kg/aHeBHo no 45 mg/6,4 mg/kg/aHeBHO, NPUNOKEHH KATO [BE OTACNHH JIO3H;

- no 70 mg/ 10 mg/kg/nHeBHO, NPHIOKEHH KATO ABE OTAENHH A03M MOXE N3 C& MMAT NpPeBHJ 3a
HAKOH HHPEKIHH (KaTO OTHT Ha CPEAHOTO YXO, CHHY3HT H HHEKLHH Ha JONHHTE AWXaTeNHH
NbLTHILA).

Tei kaTo TabneTkUTE He MOTAT [1a Ce pasfAeNAT Ha paBHH I03M, Jcua ¢ Terno noa 25 kg ve tpabea aa
npuemMat AMokcurapa 875 mg/125 mg punmupanu tabnerku.

Tabauuarta no-nony nokassa no3ara (mg/kg TenecHO Terno), KOATO NONYYABAT AeLa, TEKALIK OT 25
kg 1o 40 kg, npu nprem Ha eaHa Tabnerka ot 875/125 mg:

IlpenopbunTenHa
eOHHHYHA 0034
[mg/kg/TenecHo Terno]
(BH3K O-rope)

Tenecuo terno [kg] 40 35 30 25

AmokcHLnnuH [mg/kg
TeNecHo Ternio) B eAHHHYHA 21,9 25,0 292 35,0
no3a (1 ¢unmupana Tabnerka)




KnasynaHoBa kucenuHa
[mg/kg TenecHo Terno] B
earHu4Ha 103a (1 ¢unmupana
TabneTKa)

3,1 3,6 4,2 50 | 1,8-3.2(a05)

3a npeanoyutaHe e neua, Texalud noa 25 kg, 1a npHeMaT aMOKCHLMIHMH/KIaBY1aHOBA KMCEJIMHA MO
cdopmaTa Ha CYCNIEH3NA WM CallleTa 33 NeAHATPHYHO MPHIIOXKEHHE.

Hama HanHYHH KIHHHYHH JaHHH 3a dopMHyTe Ha AMOKcHrap 7:1 no oTHOwWeHHe HA 103, NO-BHCOKH
oT 45 mg/6,4 mg Ha KMNOTpaM JIHEBHO NPH Aella Noa 2 roauHHM,

HamMa k1MHHYHH NaHHK 3a hopmuTe HA AMOKCHLWIMH/KNABY1AHOBA KUCETHHA 7:1 NPH NauHEHTH nox
2-MeceuHa Bb3pacT. [lopaan TOBa He MOraT Ja ce HampaBaT [penopbky 3a A03UPAHE NPH TA3K
nonynauus.

Hayuenmu 6 cmapuecka gv3pacm
He ce nanara KOPCKIHA Ha Jo3arTa.

Bvbpeuna nedocmamuvunocm
He e HeobxonuMo ananTupaHe Ha 103aTa MPH NAUKEHTH ¢ KpeaTHHHHOB KiupbHe (CrCl) no-Bucok ot
30 ml/min.

[Mpu NaLKEHTH ¢ KPEATHHHHOB KIHUPLHC NO-HUCHK OT 30 ml/min He ce mpenopbuBa ynotpebarta Ha
AMOKCHIap/l Ch¢ ChOTHOLICHHE HA AMOKCHLIMIMH KbM KJ1aBYJaHOBaTa KMCEIHHa 7:1, Thit kaTo He ca
HaJTHYHH APENOPBKH 32 KOPEKLIMA Ha 103aTa.

Yeproodpobua nedocmamvunocm
Tpabpa fa ce no3upa ¢ BHUMAHKE H A ce TIPOCNEAsBa MEPHONHYHO YepHOAPOOHaTa (PyHKUHSA (BHKTE
TOuKn 4.3 n 4.4).

Hauuu Ha npunoxeune

Amoxcurapa 875 mg/125 mg ¢punmupanu TabneTkH € 3a NepOPaNHO NMPHAMKEHHE.

ﬂpuema C€ [10 BpEME Ha XpaHcEHe, 3a Oa ¢e Ceelc 10 MHHHMYM BBEIMMKHATA CTOMALLIHO-4YpPEBHA
HEROHOCHMOCT.

JlevenneTo moxe 1a ce 3anouHe napexHrepanHo cerinacHo KXIT ¢ ¢popma 3a i.v. npunokenue u na
6bae npoobmKEHO ¢ nepopanHa dopma.

4.3 IIpoTHBOMOKA3aHHA

CBPBXHYBCTBHTEITHOCT KbM aKTHRHUTE BELUECTRA, KbM HAKOM MEHHLMIHHA UK KbM HIKOE OT
MOMOLILHMTE BEILECTBA, H30POEHH B TO4Ka 6.1.

AHaMHe3a 3a Texka 6bp3a peakLa Ha CBPBLXMYBCTBUTEITHOCT (Harp. aHadunakcua) KbM apyr Gera-
naktameH aHTHOHOTHK (KaTo uedanocnopuH, kapbaneHeM WK MOHOBAKTaMm).

AHamHe3a 3a CBbP3aHa C aMOKCHLIWIMH/KNaBYIaHOBA KHCENMHA XCBITEHHUA/HApYLleHa YepHOApoGHA
byHruua (Biicre Touka 4.8).

4.4 ChnensajaHH nperynpexaeHHs H NPeANazHH MEPKH 3a ynoTpeda

[1penu 3anouBaHe Ha NeYeHHE C AMOKCHLIMITMH/KNABYIaHOBA KHCEJIWHA, TpaGea na cg
3aNUTBAHE 32 MPeAHLIHH PEaKUMH Ha CBPBXYYRCTBHTEIHOCT KbM NMEHUUHAKHH, nedi
apyru Geta-nakramuu anTHOHOTULW (BIXK TOukH 4.3 1 4.8).



[1p1 NnauMEHTH HA NeYeHHe ¢ MEHHULIWIWHH ¢a ChOOLIEHH CEPHO3HH M MOHAKOTA (DATATTHH peakUHH Ha
CBPbXUYBCTBHTENHOCT {BIIFOHHTENHO AHAMUNAKTOMAHH H TEXXKH KOXKHU HEXENaHH pPeakLinu).
Bb3MOXKHO € ChLIO PEAKLIMMTE HA CBPBXUYBCTBHTENHOCT Aa Mporpecupar ao ciiapom Ha Kounis —
CEpHO3HA anepryyiHa peakUms, KOATO MOXKe Aa JoBeae 10 HHAPKT Ha MHOKapaa (Bx. Touka 4.8).
Te3n peakumy ca no-BepOATHH NPH JIMLA C AHAMHE3A 33 CBPBXYYBCTBHTETHOCT KbM NEHULIU/IHHH W
NpH aTONH4YHH NALHCHTH, an NnofABa Ha AJICPrHyHa peakuHA, JCYCHHETO €
AMOKCHLUMWIHH/KJ1aBYTaHOBA KUCENHHA TpAOBa Ja ce NPEeYCTAHOBM U Aa e 3aMoyHe oAXOAALI0
anTepHaTHBHO JIeHEHHE.

B cayuail Ha nHbekuUs, NpHUHHEHA OT MHKPOOPTraHH3MH ¢ JOKa3aHa YyBCTBHTE/IHOCT KbM
AMOKCHLHWIHH, TpAOBA Ja ce MOMHCIIH 33 NPeMUHABAHE OT AMOKCHLWIKH/KNaBY1aHOBA KHCE/IHHA KbM
AMOKCHUHITHH B CLOTBETCTBHE C ODULIHAIHHTE NPENOPhKH.

ma choblieHHs 33 eHTEPOKOTHTEH CHHIPOM, NPeIH3BHKAH OT NpHem Ha AexapcTsoto (drug induced
enterocolitis syndrom — DIES), rnaBHo npu aeua, 0ps KOUTO ce MpHara aMOKCHUMITMH/ KNlaBynaHaT
(B:x. Touka 4.8.). DIES ¢ anepruuna peakums ¢ Bogely, CHMATOM NPOABLMKHTETHO NoBpbluate (1-4
yaca CJef NpHEM Ha NeKapTBOTO) 63 aneprHyHH KOXKHH HIH PECNHPATOPHH CHMIITOMH.
JlonLaHuTenHH cUMITTOMH MoraT Aa 6baT 601Ka B kopema, JHapHA, XHIIOTOHHUA WIH T€BKOLIHTO3a ¢
HeyTpobrua. HMa Texxku ciyuaH, BKIIOYMTENHO C MPOrPecHs A0 LIOK.

Tazun opma Ha AMoKcHTapa He € MOAXOAAA 32 YTIOTPeGa NPH HATHYKHE HA BHCOK PHCK
NPEANOIaraeMHTe NaTOreHH Aa ¢a PE3HCTEHTHH KbM OeTa-nakTaMHH CPeICTBa, KOraTo Tasu
PE3UCTEHTHOCT HE C€ AbJKH Ha OeTa-naKkTamasH, I0AATIIMBH HAa HHXHOHpaHe OT KI1aBY1aHOBA
kucenHHa. Tasu dopma He TpAOBA Ja ce H3MON3Ba 32 IEYSHHE Ha NeHHUMAHH-DE3UCTEHTHH S.
pneumoniae.

[Tpu naunenTn ¢ 6b6peuHa HEAOCTaTHYHOCT MMM TAKHMEA, NOMYYABALUH BHCOKH 03H, MOXE Aa
HACTBIMAT bPYOBE (BHAKTE TOUKa 4.8).

AKoO ce nono3Hpa HHPEKLHO3HA MOHOHYKNIe03a, TpAOBa 1a ce H30ATBA AMOKCHLIMNIMH/KNaBYIaHOBA
KHCENHHa, ThiH KaTo ¢ ToBa 3abonsaBaHe ce cBbp3Ba MopOuindopmen obpus cnen ynorpeba Ha
AMOKCHLHIIHH.

Enuospemeuuo-ro NPUIOXEHHE HA AJIONYPHHON NO BPEME Ha JICUCHHE ¢ aMOKCHLIWIHH NOBHIIIABA
BEPOATHOCTTA 34 aJIepruyHH KOXKHH peakillHH.

[TpoavmxuTenHaTa ynotpeba MOXKe B OTAEIHH CIyYaH Aa JOBEME JO CBPHXPACTEX Ha
HEUYYBCTBHTENHH MHKPOOPraHH3MH.

[TosBaTa B HAYANOTO Ha JIEHEHHETO Ha TPECKA C FeHepaTH3UPaH EPUTEM, CBBP3aH ¢ MYCTYIIH, MOXKE Aa
€ CHMINTOM Ha OCTpa reHepaiH3upana ek3anTeMaTosHa mycrynosa {AGEP) (rmk Touka 4.8). Tazu
peaxuna H3MCKBA CNHPaHe Ha AMOKCHIap/l H BCAKO CJEABAILO NPHAMKEHHE HA AMOKCHLH/IHH €
NPOTHBOMNOKA3aHO.

AMOKCHUMITHH/KNABYNaHOBA KHCENHHA TPAOBa fa ce W3M1013Ba C BHHMAHKE MPH MalHEHTH C NaHHH 33
4epHOAPOOHA HEAOCTATHEYHOCT {BHX Touka 4.2, 4.3 n 4.8).

HepHoapoOHH CbOMTHA ca cbobiABAHH IIABHO NMPH MbXKE H MPH NALUMEHTH B CTAPYECKA Bb3PAcT M
MOXe 112 C& CBbPXAT C NPOABMKUTENHO JieueHHe. Te3n cbOHTHA MHOTO pAaKo ca HabMIOAABaHM NPH
Aeua. Bbe BCHUKHM NOMyNaLHK NPH3HALHMTE H CUMITTOMHTE OGHKHOBEHO C€ NMPOABABAT NO BPEME WITH
HEMOCPECTBEHO CJIEA 3a104BAHE HA JICYEHHETO, HO B HAKOHW CNY4au MOXE J1a HE CE M3ABAT 0
HAKONKO CeAMMLH chell cnupaHeTo My. Te 0GHKHOBEHO ¢ca o0paTumMHu.
HepHoapoOHHTE cHOMTHA MOXKE 1a ca TEXKH H B H3KIIIOUHTETHO PEAKH Cyyan € Haba
netaneH Hixod. Te No4TH BUHArH Ce W3ABABAT MPH NALMEHTH ChC CEPUO3HH CHITHTCTB
3abonaBanHuA WM NMPH TAKKBA, NPHEMALUH ¢AHOBPEMEHHO NE€KAPCTBEHH MPOAYKTH, 32
M3BECTHO, e UMAT MOTeHUUan 3a YepHoApoOHH cbOuTHS (BHXK TouKa 4.8).




IMpn no4TH BCcHUKH aHTHOMOTHLM, BIJIIOUHTENTHO aMOKCHLIMITHH, ce CboOLLaBa 3a CBBbP3aH ¢
aHTHOMOTHKA KOMHT, KOWTO MOX<e 1a Obe OT JieK A0 KHMBOTO3ACTPALLIABALL 10 TEKECT (BHIK TOYKA
4.8). 3aToBa € BaXKHO @ C€ MMa NPEABH/ Ta3H AHArHO3a NPH NALMEHTH, KOMTO €a ¢ IMapus Mo BpeMe
WK cllel NPHIIOKEHHE HA HAKAKLE aHTHOHOTHK. AKO HACTBNH CBLP3aH ¢ AaHTHOHOTHKA KOJTHT,
AMokcurapa Tpabpa He3abaBHO 1a ce cnpe, Aa C€ HaNpPaBH KOHCYTALWMA C NEKAp M 1A Ce 3arouHe
noaxoaawo neyeHre. [1pu Takasa cHTyauuns ca MPOTHBOMNOKAZAHH JIEKAPCTBEHH NPOIYKTH ¢
AHTHNEPUCTANTHYHO JeiicTBHE.

Ipy NpOABIKHTENHO AEYEHHE Ce MPENOPbhYRA NEPHOAMYHA OLIEHKA HA OPraHHHUTE H CHCTEMHH
(byHKUHMH, BIIIOYUTENHO Ha 6bOpedHaTa, YepHoapoGHaTa u XeMonoeTHYHaTa Gy HKLUA.

IMpu naumeHTH, NoayyaBally aMOKCHLMIMH/KNABY/1aHOBA KMCETNHA, PAAXO ce chobuaea 3a
YAL/DKABAHE HA MPOTPOMOHHOBOTO BpeMe. Korato €AHOBpEMEHHO Ce Ha3HAa4aBaT aHTHKOArYJIaHTH,
TpsAbBa Aa ce NpaBH MOAXOAAWO Npoc/ieasBaHe. Moxe Aa e HeobX0AKMa KOPEKUMs B [103aTa Ha
NEepOpANHMTE aHTHKOArY/1aHTH, 33 12 ce NOJAbpPXKA XENaHOTO HHBO HA AHTHKOATYALMA {BHKTE TOUKA
4.5 n4.8).

ITpn naunenTH ¢ 6L6pevHa HEOOCTATBLHHOCT Ce H3UCKBA MPHUCMOCODABAHE HA 103aTa B 3aBHCHMOCT OT
CTENEHTA Ha yBpeXkaaHeTo (BHTe Touka 4.2).

[Tpn naumeHTH ¢ HaMaeHO OTAENAHE HA YPHHA MHOMO PAAKO € HabMoAaBaHa KPUCTAY pHA
(ekmounTENHO OCTpO GBOPEUHO YBpekaaHe), OCHOBHO NpH NapeHTepaliHo AeveHue. [1o Bpeme Ha
NPHUIIOKEHHE HA BUCOKH A03H AMOKCHLMIHH € MPENOPBHYHTENHO A3 ¢e NOAALPXKA AOCTATHYEH NPHEM
Ha TEMHOCTH H OTACIAHE HA YPHHa, 3@ Aa CE HAMaJIH Bh3MOXKHOCTTA 3a MPHYHHEHA OT AMOKCHLIWIMH
KpHCTANypua. TIpH NauMEHTH ¢ KaTEThp B MAKOYHUA MeXyp TpadBa 1a ce npaBH peloBHa NpOBepKa Ha
NpoxXoauMocTTa (BK TodkH 4.8 u 4.9).

[To Bpeme Ha neyeHHe C AMOKCHLIMNHH TPAOBA Aa ce WINON3BAT €H3HMHH MIOKOOKCHTE€HA3HH METOIH
TIpY H3CAEABAHWATA 33 HATHYHE Ha 3aXap B YPUHATA, NMopaay GaninBo NONOKHTEHHTE pe3yITaTH,
KOMTO MOYKE 112 HACTBNAT NPH HEEH3HMHHTE METOAHKH,

Hanuunerto Ha knaBynaHoBa KHCENHHA B AMOKCHIap] MoXe J1a I0Bee A0 Hecneuu(pH4HO CBEP3BaHe
Ha IgG ¢ anGymuH kM MemOpaHaTa Ha €PHTPOLIMTHTE, BOAEILO AC (GaNIUHBO NONOKHTENHH
pesyaTaTtH npu Tecta Ha Coombs.

Hma cboluieHHa 3a NONOKUTENHH Pe3yNTaTH NPy U3cneaeade, u3noassaino Bio-Rad Laboratories
Platelia Aspergilius EIA Tecta npu maumeHTH, nofy4asaiuy aMOKCHLIMIIMH/KIIABYIAaHOBA KHCETTHHA, 32
KOHTO BIIOCTIEAACTBHE € YCTAHOBEHO, Y€ HAMAT HHeKkLMs ¢ Aspergillus. CprobuieHH ca KpbeTocaHH
peakuuH Mexxny He-Aspergillus nonnlzaxapuau v noaudypaHosu U Bio-Rad Laboratories Platelia
Aspergillus EIA Tecta. CieaoBaTeTHO NONOKKHTENHHTE PE3YNTATH OT K3C/IEABAHETO NPH MALMEHTH,
noyyasalld aMOKCHLMIIHH/KNABYIaHOBA KHCEIHHA, TPAOBa 1a ce HHTEPNPETHPAT BHUMATEHO H Na
ce NOTBBPIAT Ype3 APYFH AHATHOCTHYHH METOH.

Tosa nekapcTeo chabpxka no-mManko oF 1 mmol HaTpuii (23 mg) Ha TabneTxa, T.e. MPAKTHYECKH HE
ChAbPAA HATPHA.

4.5 BiaumogeiicTBHe ¢ APYTH JeKApCTBEHH NPOAYKTH H ApYru $opmMu HA B3aHMoaelicTBHe

[Tepopaniu aHTHKOArYAaHTH

[lepopanHuTe aHTHKOAryJaHTH M MEHULHIHHOBHTE AaHTHOMOTHLM Ca WIWPOKO H3MO/3BAHM §
npaktukara 6e3 cwolwenus 3a B3aumoaeicTeus. Bornpeky Toga B uTepaTypara uma o
Ha MOBHLIEHO MEX/IYHAPOIHO HOpManuinpaHo oTHoweHue (INR) npu nauuenTn Ha
fleyeHHe ¢ alleHOKYMapon WiH BapdapuH, Ha KOHTO € Ha3HauYeH KypC C aMOKCHLIMIH
CHBMECTHO NMPHIOKEHHE, TPAOBA BHHMATE/IHO Aa ce NMPOCNeABaT NpoTpOMOHHOBOT
MEXAYHAPOAHOTO HOPMAIM3HPAHO OTHOLIEHHE NPH J00aBAHE HIIH CIIHPaHE HA aMOKY




TOBA MOXeE Ja € HeoOXoauMa KOPECKUHWA B 403aTa HA [ICPOPATIHHUTE aHTHKOArYJIAHTH (BH)K TOUYKH 4.4 W
4.8).

MetoTpekcar

INeHHLMAHHHTE MOTAT Ja HaManAT CKCKPELHATA HA METOTPEKCAT, KOETO A A0OBEAC 1O BL3IMOKHO
MOoBHUIABAHC HA TOKCHYHOCTTA.

Ipobexenn

CbemecTHaTa ynoTpeda ¢ npobeHeuna He ce npenoprusa. [1pobeneuns Hamanasa 6b6peunara
TyOynHa cexpeLns Ha aMOKCHIMITHH. ChBMECTHaTa ynoTpeba ¢ npobeHeuna Moxe aa noseae 1o
YAb/KaBaHe Ha HUTHYHETO H MOBHILABAHE HA HHBATA HA AMOKCHUWAHH B KPbBTA, HO HE H Ha
KNABYTAHOBATa KHCEIHHA.

MuxkodeHonat ModeTHn

[pu nauKeHTH, NpHeMally MUkodeHonar ModeT, € IOKIAABAHO HaMalleHHe ¢ npubnuauTento 50%
B KOHUEHTPALIMATA HA AKTUBHHA MeTaboaHT MUKodeHoNOBa kucenuna (MPA) npeau npuem, crea
3aN0YBaHe Ha TEPANHA ¢ aMOKCHLMIMH/K1aByiaHOBA KHCENHHA opanHo. [IpoMAHAaTa B HHBOTO rpeau
NPHEM MOKE Na HE OTPa3ABa TOYHO NPOMEHHTE B 001aTa €KCNO3HLHMA HA MHKO(EHOIOBATa KUCENHHA,
[lopaau ToBa npoMsHa B A03aTa HA MUKOdEHONAT MODETHT OGHKHOBEHO HE Ce HANAra NpH NUIca Ha
KIHHHYHO [0KA3ATENCTRO 33 OTXBbLPIAHE HAa NpHcankara. Bnnpeku ToBa e HeoGxoauMo na ce
NpoBeKIa BHHMATENHO KIHHHYHO HabnogeHHe No BpeMe Ha NpHiIaraHe Ha KOMOUHALMATA U
HEMOCPEACTBEHO cilefl 3anoHBaHe Ha AHTHOMOTHHHOTO NeveHHe.

4.6 MepTHINTET, GpeMEHHOCT H KBPMEHe

bpemeHHOCT

EkcniepHMEeHTaNHHTE NPOYUBAHHA NPH }KHBOTHH HE MOKA3BAT NPAKO WIH HEMPAKO BPEIHO
Bb3JCHCTBHE BbPXY OpEMEHHOCTTa, eMOPHOHATTHOTO/(PETATHOTO Pa3sBUTHE, PAKIAHETO HIIH
NOCTHATAJTHOTO pa3sBUTHE (BHXK Touka 5.3). OrpaHHYeHHTE JaHHH OT NPUIOKEHHETO HA
aMOKCHLIMITMH/KNaBYIaHOBa KHCENHHA MO BpeMe Ha OpEMEHHOCT NMPH XOpa HE MOKa3BaT NOBULIEH
PHCK OT BpoAeHH MandopMalKH. B efHo nNpoyuBaHe NpH sKeHU ¢ NPEATEPMHHAIIHA MPEKAEBPEMEHHA
pynrypa Ha ¢etanHaTta MemGOpaHa ¢ cbobIIEHO, Ye NPODHIAKTHYHOTO NeYEHHE C
amoxcnuunuu/maBynaHoaa KHCC/THHA MOKE 13 €€ CBDLPIKE C NOBHLUEH PHCK OT HECKpOTH3HpaLl
EHTEPOKOIHT NPH HOBOpOAEHHTe. Y noTpebata no BpeMe Ha OpeMeHHOCT TpAGBa na ce u3bArea, ocpeH
4KO JIEKAPAT HE A CHETE 3a HAJIOKHTENHA.

Knpmene

M npete BewrecTna ce eKCKpeTHpaT B KbpMaTa (He ca yCTaHOBEHH eeKTHTE Ha Ki1aByJlJaHOBaTa
KHCENMHA BBPXY KbpMaueTo). CJie10BaTe/THO ¢a Bb3MOXKHH AHAPHUA M rbOHYHN HHDEKLHK Ha
JIMIABYLIMTE NPH KEPMAYETO, KOETO MOKE 112 HANOXKH NPEYCTAHOBABAHE HA KbPMEHETO.
AMOKCHUM/HH/KNABYIAHOBA KMCENUHA TPAOBa Aa ce M3MON3BA NO BpeMe Ha KbPMEHE CaMo cea
OLIEHKa Ha CbOTHOLUEHHETO NOI3a/PHCK OT CTPaHa Ha NeKyBaLUKA JieKap.

4.7 EdexTn Bbpxy cnocobHocTTa 32 wiopupane H padora ¢ MalIHHA

I'bPUOBE), KOWTO MOTaT Aa NMOBIHAAT crocoOHOCTTA 3a WodHpaHe W paboTta ¢ MatHH
4.8).

4.8 Hexenanu NekapcTBEHH peaKIHH



Haii-yecTo chobuiasaHuTe Hexenanu nekapcteeHd peakuud (HJIP) ca anapusa, raneHe 1 nospbuiane.

HJIP Ha aMokCcHUMNKMK/KI1aBYJaHOBA KMCEAMHa, NONYUYEHH NPH KIHHHYMHHA H3MHTBAHHA H
NOCTMapKETHHIOBO HabnoaeHHe, noapeaenHt No CHCTeMO-oprausuTe knacose Ha MedDRA, ca
u30poeHN Nno-aony.

3a na ce knacHPHLMpPa YeCTOTaTa HA HEXKENAHUTE PEAKLHH, € U3I0N3BaHa CeAHATA TEPMHHONOTHS:
Muoro uectu (=1/10);
Yecrn (>1/100 ao <1/10);
Heuectu (>1/1,000 10 <1/100);
Penkn (>1/10,000 go <1/1,000);
Muoro peaxu (<1/10,000);

C HeW3BECTHA 4eCTOTa (OT HATMYHHMTE JaHHH He MOXe Aa Obae HanpaseHa OlLIEHKa).

Cucremo- Muoro | Yectn Heuectn Penxu C Heu3BecTHA YecTOTa

OpraHeH yectd | C1/100 mo | (=1/1,000 a0 { (=1/10,000 no (oT HANHYHKUTE nAHHK

Kjac 1/10) | <1/10 <1/100) <1/1,000) He MoXe fa Obae
HalnpaeeHa OLeHKa)

Hudexuun KoxHo- Cepbxpacrex Ha

H JIMraBHYHA He1yBCTBHTEIHH

HH(eCTaUHH KaHauao3a MUKpPOOPaHH3MH

Hapyenus Obparuma OGpartnma

Ha KPBBTA M JIEBKOMEHHA arpaHyJoUMTO3a,

AHMHaTa (BKAOUHTENHO XEMOJIHTHYHA AHEMHA,

cucrema HeyTpOIICHHA), YABJGKEHO BpeMe Ha

TPOMOOLIMTONEHHS | KBPBEHE H

NpoTPOMOHHOBO
BpeMe’

Hapywenus AHIHOHEBPOTHYEH

Ha OTOK, aHaUNaKkcus,

HMYHHaTa CHHIPOM,

cucrema® Hanono6AaBall cepyMHa
Gonecr, anepruvex
BacKYJ/IHT

Hapywenus 3amasHocT, Obpatuma

Ha HepBHaTa riaBobonue XHTIEPAKTHBHOCT,

CHCTEMA rbpuose!, acenTuuen
MEHHHTHT

Cobpneunn Cuuapom Ha Kounis

HApYLIEHHA

Cromawno- | Jluapus | Tagene?, Jlowo AHTHOHOTHYHO-

YpeBHH INoepbluaHe | XxpaHocMunaHe CBBP3aH KOJIMT,

HapylWeHHUA €HTEPOKOJIHT,
Npeau3BHKaH OT NpHeM
Ha JEKapcTBOTO, OCThP
NaHKpPeaTHT, YepeH
LKocMaT® e3nK

Xenaro- Hosunwwetue Xenarut’,

SuiuapHH Ha ACAT

HADYLIEHUSA wunn AJIAT?

HapyiueHus Koxeu obpus, | Epurema

HA KOXKaTa U cbpOexK, MYJITUDOpME

NoAKOMKHATA ypTHKapHs

ThkaH®




JepMaTHT, 0CTpa
reHepann3upaHa
eK3aHTEMATO3Ha
nycrynosa (AGEP)',
JEKapCTBEHA peakuma ¢
€03HHOQMITHA H
CHCTEMHH
cumntoMu(DRESS),
CHMETpPHUYEH
NIeKapCTBeH
HHTEPTPUIHHO3EH H
baekcyped ek3aHTEM
(SDFIRE) (cunppom Ha
NIABMaHa), THHeapHa

IgA Gonect
Hapyuwenua Hurepcruunanen
Ha HedpuT , KpHCTaTYpHA
HrOpeunTe (BKJIIOYHTE/IHO OCTPO
H 6bbpeuno yspexnane)’
MUKOYHHTE
NbTHILA

Bwx Touka 4.4,

2 TaneHeTo No-4ecTo ce CBLP3BA ¢ NO-BUCOKH MEPOPAIHH 103H. AKO CE NPOABAT CTOMALIHO-YPEBHH
peaKLHy, TE€ MOraT Ja C€ HaMalAT 4pe3 NPHEM Ha aMOKCHLIWIWH/KNaBYJIaHOBA KUCEJHHA NO BpEMe
Ha XpaHeHe.

BrumountenHo nceBroMeMOpano3eH KONHT M XEMOparHieH KOJTHT (BHXK TO4Ka 4.4.)

* VYcraHoseHo € yMepero nosuuiasane a ACAT w/unu AJIAT npu naumeHTH, NeKyBaHH ¢
aHTHOHOTHULIM OT OeTa-naKTaMeH Knac, HO 3HAYMMOCTTA Ha TE3H JaHHH He € MIBECTHA.

Te3u cubuTra ca HabnonaBaHu M NpH APYTH NEHULMIHHH M UehanOCOpHHH (BHK Touka 4.4.)
AKO HacTBIMH aJlEprHYeH AEPMaTHT, fleueHHeTo Tpabea Aa ce npekpaTH (BHK Touka 4.4)

Bux Touka 4.9

Bux Touka 4.3 u 4.4

o = @

CpobLuaBaHe HAa MOAO3MPAHH HEXENAHH PEaKLIHU

CrobluaBaHeTo Ha NOAO3HPAHU HEXENaHHW peakUWH chel pazpeiuaeare 3a ynorpeba e paxHo. Topa
N03BOJIABA A3 MPOAB/KHA HAOMIONEHHETO HA CHOTHOLLEHHETO MON3a/PUCK 3a JIEKAPCTBEHHS NMPOAYKT.
OT MENHLMHCKHTE CNIELMATHCTH CE M3HCKBA 12 c1hoOLIaBaT BCAKA MONO3HPAHA HeXKellaHa Ppeakuus
4pe3 M3nbnHuTENHA areHUUA No NeKkapeTsarta, yi.,.Jamau [pyes” Ne 8, 1303 Codua, Ten +359
28903417, yebcaitT: www.bda.bg.

4.9 IlIpenoznpane

CHUMMTOMHU U NPU3HALIK HA NPeR03UpaHe

Moxe fa ce H3ABAT raCTPO-MHTECTHHAIHH CHMIITOMM, KaKTO ¥ HAPYIUEHYA HA BOAHO-CIEKTPOTHTHHA
Hanauc.

Omnucana e cBbp3aHa ¢ AMOKCHLIMITMH KPUCTATYPHA, B HAKOH Clly4aud BoAeina A0 Gb6peyHa
HEAOCTATbMHOCT (BHK TOUKA 4.4),

IMpu naunenTH ¢ 660petHa HEAOCTATEHHOCT WK NPH TaKWBA, MOJTY4YaBALLH BUCOKH 103
Bb3HHKHAT IbPYOBE.

CrobuiaBa ce, 4e aMOKCHLIIMH MPEUMNIATHPA B YPHHAPHHTE KATETPH, [TaBHO CgA §
NpHIoKEHHE Ha BHCOkH Ao3u. Tpabea na ce npaBu peaoBHA NpoBepKa Ha NPOXOA
4.4).




JleyeHHe Ha MHTOKCHKALIHATA

lacTpo-HHTECTHHATHHTE CHMIITOMH MOXE Aa CE MOBIUABAT CHMNTOMATHYHO, KaTo ce 00bpHe
CMELWATTHO BHHMAHHE HA BO/IHO-ENIEKPONHTHHS OanaHc.

AMOKCHLIM/TMH/KJ1aBY 1aHOBA KMCETMHA MOYKE 1a C€ OTCTPAHH OT KPbBOODPaILEHHETO upes
XeMO/IHann3a.

5. ©®APMAKOJIOTHYHH CBOMCTBA
5.1 dapmakoIHHAMHYHH CBOHCTBA

(apmakoTepaneBTHYHA rPyna: NEHHLIMIMHH B KOMOHHALMA, BKITIOYMTENHO HHXHOUTOPH Ha GeTa-
nakramasara; ATC kon: JOICRO2.

Mexanusnm Ha neircreue

AMOKCHLH/IHH € NONYCHHTETHUEH NEHHUHUNUH (OeTa-naKkTameH aHTHOHOTHK), KOITO MHXHOHpa eauH
H/IH MOBEYE SH3UMH (MECTO HAPHYAHH EHULIWIIHH-CBLP3BalM npotenHu, [ICI1) B GuocuHTETHYHHTE
NLTHLLA HA NENTUAOT/IMKAHA HA OAKTEPHHTE, KOHTO € ChLUECTBEH CTPYKTYPEH KOMIIOHEHT Ha
DakrepuanuaTa KneTbyHa creHa. [IoTHCKAHETO Ha CHHTE3a Ha NENTHAONIMKAH BOOM OO0 oTcnabBaHe Ha
KJIE€THYHATA CTECHA, KOETO OOMKHOBEHO € MOCNEABAaHO OT IM3HPAaHE K CMBPT Ha KJIETKATA.

AMOKCHLIMITHH € HYBCTBUTENEH KbM pa3rpaxkaaHe OT 6eTa-NaKkTaMasH, NpoH3BeKAAHH OT
PE3HCTEHTHHUTE GakTepuy, CAECAOBATENHO CIIEKTBPHT HA AKTHBHOCT HA AMOKCHUMIIHH CAMOCTOATETHO
HE BKIIOYMB& MHKPOOPraHH3MH, NPOAYLIMPALLH Te3H EH3HMH.

Knasynanoparta kucennHa € Gera-naktaMm, O113bk M0 CTPYKTYpa ¢ NneHMUMIHHKUTE. T8 MHAKTHBHpa
HAKOH OT OeTa-naKTaMa3zHHWTE EH3HMH KaTO C TOBA BBH3NPEMATCTBA HHAKTHBHPAHETO HA AMOKCHLMITHH.
CaMoCTOATETHO KNaBY/1aHOBATa KMCE/IHHA He NMPOABABA KIIMHHYHO 3HAYUM aHTHOAKTEpHaeH edekT.

Bpu3ka dapmakoku Hemxa-gbapmaxoguuamuxa

Onpenensuw akrop 3a eHUKACHOCTTa HA AMOKCHLIMIIMH C€ CUHTa BPEMETO HA MHHMMATHATA
HHxuOHpaua koHueHTpauus (T>MIC).

MexaHW3bM Ha PEIUCTEHTHOCT

ﬂ,BaTa OCHOBHH MEXAaHH3MA HA PEIHCTCHTHOCT KbM amoxcuumnu/maaynauona KHCEIIHHA Ca:l

- HHakTtueupaHe oT fakTepruaiHu OeTa-nakTamasu, KOMTO He ce MHXHOMPAT OT KaByNiaHOBAaTa
KHCenHHa, BniounTenHo kiac B, C u D.
- Hsmenenne na 1CTI, koeto HaMansaea apuHHTETA HA AaHTUOHOTHKA KbM TapreTa.

Jluncara Ha nepmeabunureT npu 6akTepHHTe MK eDITYKC-NOMNA MEXAHW3MHTE MOraT Ja J0BeaaT
MIIK [a JONpPUHECAT 3a OaKTEpHaNHATa Pe3UCTEHTHOCT, IMaBHO NpH [ paM-oTpHUATENHUTE GakTepuy.

I'paHu4HH cTOAHOCTH OpH HINUTBAHE HA YYBCTBUTENHOCT
Kpurepuure 3a uurepnperrpade Ha MITK (MMHUManHa NOTHCKAILA KOHUEHTPALMA) TIPY U3MTHTBAHE
Ha YyBCTBHTE/IHOCTTA Ca YCTaHOBEHH OT EBponeiickus KOMHUTET 3a M3C/1€/IBAHE HA AaHTHME :
uyscTBHTENHOCT (EUCAST) 33 aMoKcHUMIHH/KNaBy1aHOBA KMCETHHA M ca u36poel-l // ]ﬁiﬂw ﬂo
https://www.ema.europa.eu/documents/other/minimum-inhibitory-concentration-

breakpoints_en.xlsx.




PasnpocTpaHeHHETO Ha PE3MCTEHTHOCTTa MOXeE Ja BapHpa reorpadcky n BbB BPEMETO 33 ONpeacneHH
BHAOBE, H € JKEJATEAHO 13 HMA PErHOHATHA HHPOPMALHA 32 PE3UCTEHTHOCTTA, OCOBEHO NPH JeYeHHe
Ha TEXKH HHBEKUHH. AKO € HeoDX0AUMO, TPAOBA 1a Ce ThPCH ChBETA HA EKCAEPT, KOraTo JIOKATHOTO
pa3snpOCTPAHEHHE HA PE3HCTEHTHOCT € TAKOBA, e NON3aTa OT JEKAPCTBOTO, MPH NMOHE HAKOW BHIOBE
HHPEKUHNH, € CnopHO.

Cneznnara HHQOPMAaLMA CHOTBETCTBA HA XaPMOHU3HUPAHHTE EBPOTICHCKH JaHHH KbM 2017:

Lllamoge, kouTo 06HuaiiHO ca YyBCTBUTEIHH
Aepobun ["pam-nonoxkUTENHH MUKPOOPraHH3IMH

Enterococcus faecalis

Gardnerella vaginalis

Staphylococcus aureus (METHUHIMH-4yBCTBUTENHH)*
Streptococcus agalactiae

Streptococcus pneumoniae’

Streptococcus pyogenes W ApyTi G€Ta-XeMONUTHYHH CTPENTOKOKH
Streptococcus viridans-rpyna

AepobHu [paM-0TpHIIATENHH MHKDOODPraHU3IMH
Capnocytophaga spp.

Eikenella corrodens

Haemophilus influenzae’

Moraxella catarrhalis

Pasteurella multocida

AHaepo0OHH MHKpPOOpPraHHIMH
Bacteroides fragilis
Fusobacterium nucleatum
Prevorelia spp.

IlamMoBe, 38 KOMTO NPHAOOUTATA PEINCTEHTHOCT MOKE J1a € Npobiem

AepoSuy ['paM-NONOAHTEIHH MEKDPOODTaHH3MH
Enterococcus faecium®

Aepobuu [pamM-oTpHUATEIHH MHKPOOPraHH3IMH
Escherichia coli

Klebsiella oxytoca
Klebsiella pneumoniae
Proteus mirabilis
Proteus vulgaris

MHK@OEF&H!‘BMH C BpPONCHa PEIUCTCHTHOCT

Aepobuu [‘paM-oTpULIATENHH MHKPOOPraHU3MH
Acinetobacter sp.

Citrobacter freundii

Enterobacter sp.

Legionelia preumophila

Morganelia morganii

Providencia spp.

Pseudomonas sp.

Serratia sp.

Stenotrophomonas maltophilia

Hpyru MukpoopraHusmMu
Chiamydophila pneumoniae

Chlamydophila psittaci




Coxiella burnetti
Mycoplasma pneumonia

$ EcTecTBeHa ymepeHa yBCTBHTENHOCT MPH OTCHCTBHE HA NPHAOGHT MEXAHMILM HAa PE3HCTEHTHOCT.
£ BCHUKH pe3HCTEHTHH HA METHLIMIIMH CTA(QHIOKOKH Ca PE3MCTEHTHH Ha AMOKCHLIMITHH/KITaBYTaHOBA
KHCEJIHHA

! lleuenmneTo ¢ aMOKCHUMNMH/K1aBY1aHOBA KMCENHHA MOXE 12 6ble HEYIAUHO NPH HAIHYUKE HA
Streptococcus pneumoniae, pe3NCTEHTHH Ha NEHHUKWAHH (BHX TOYKH 4.2 1 4.4).

? LllamMoBe ¢ HamasieHa YyBCTEHTENHOCT Ca I0KIAIBAHH B HAKOW Abpxasu Ha EC ¢ uectora, no-
Bucoka ot 10%.

5.2 ®apmMakoKHHETHYMHH CBOHCTBA

AbGcopbuus

AMOKCHLH/IMHBT W KJ1aByTaHOBAaTa KHCEHHA C€ JMCOLMHPAT HATbJIHO BbB BOJEH Pa3sTBOD ¢
¢dusnonornuno pH. Jpata komnoueHTa ce pezopbupat 6bP30 M MBLIHO CJIE NEPOPATHO MPHICKEHHE.
Cnen nepopaneH npuem GHOHANWYHOCTTA HAa AMOKCHLIMITMH/ KJIaBYTaHOBA KHCENHHA € 0Kono 70%.
[TnasmennTte npoduH Ha NBaTa KOMIOHEHTA CA CXOAHH H BPEMETO 3a JOCTHMAHE Ha MHKOBA
nnasmeHa KOHUEHTPaUMA { Tmax) € NPUOAH3HTENHO e1MH Yac,

Ilo-nony ca npeactaBen papMakOKHHETUYHHTE PE3yNITATH OT MPOYYBAHE, NPH KOETO koMOMHALMATa
AMOKCHLIMJIHH/KNaBylaHOBA KHCEMHHA € NPHIaraHa Ha riagHo Ha rpyna 3apasu nooposonuu (875
mg/125 mg dunMupanu TabneTky, NpUNaraHy A8a NbTH JHEBHO).

Cpennn croitHocTH (+SD) Ha papMakOKMHETHYHHUTE NMapaMeTpH
[Mpunoxeno Hosa Cinax Tmax AUC0.24n) Tin
aKTHBHO (mg) (ng/ml) (h) (ng-/ml) (h)
BElIeCTRO(A)
AMOKCHUHAWH

AMX/CA 875 11.64 +2.78 1.50 53.52+ 1231 1.19+0.21
875 mg/125 mg {1.0-2.5)

KnarynaHoRa KHCENTHHA
AMX/CA 125 2.18+099 1.25 10.16 + 3.04 0.96+0.12
875 mg/125 mg (1.0-2.0)
AMX - amokcuunnun, CA — KJIaBynaHOBa KHCENHHA
* cpeaHu (AManazon)

CepyMHHTE KOHLEHTPALIMHM Ha AMOKCHLM/IMH M KNaBY/IaHOBA KHCEHHA, MOCTHIHATH C
AMOKCHLH/IHH/K/1aBYy/IaHOBA KUCE/IHHA, ca MOAOOHH Ha Te3H, NOSYYEHH NPH CAMOCTOATENHO
NepopaHoO MPUICKEHHE HA EKBHBANCHTHH 103H AMOKCHLIMIIHH H K/IABY/IAHOBA KHCE/HHA.

Paznpeneneuue

Oxkono 25% oT 0611010 chAbpkaHHe Ha KNABYJIAHOBATA KHCETMHA B masMara H 18% ot obwoTo
CbIbPKAHHE HA AMOKCHLIWIHH B N1a3MaTa ca CBbLP3aHK ¢ NpoTeHHu. [lpuBuaHusT 0GeM Ha
pasnpenenenue e okono 0.3-0.4 I/kg 3a amokcuunaun H 0.2 I/kg 3a knaBynaHOBa KHCENHHA.

Cnen MHTPaBEHO3HO NMPUIOKECHHE H AMOKCHLWIIHH, W KJIABY/IAHOBA KHCE/IHHA CE€ OTKPHBAT B MUTbUeH
MEXYP, KOpeMHa ThKaH, KOXa, MA3HHHH, MYCKYJIHa ThKaH, CHHOBHA/IHA H NEPHUTOHEATHA TEUHOCT,

MITBYEH CEKPET H HOH. AMOKCHLIMIIMH HE C€ pasnpenens A0cTaTb4yHO 100pe B uepebpocnps
TEYHOCT,

OT npoy4BaHUsATA NPH KHBOTHU HAMA AaHHH 32 3HAYHTEIHO THKAHHO 3a1bPKAHE HA
NONYYEHH OT JIEKAPCTBOTO, 33 BCEKW OT KOMNOHEHTHTE. AMOKCHLMHH, MoaoBHO Ha i
MEHHLIMITHHHU, MOXKE J1a CE OTKpHe B KbpMaTa. ClieaM K1aByNaHOBA KHCENHHA MOTAT A
Kbpmara.



AMOKCHUMJIMH W KN1aByAaHOBA KHCEIHHA MPEMHHABAT NAaueHTapHarta 6apuepa (B Touka 4.6).
buotpaHcdopmauus

AMOKCHLWIHH 4aCTHYHO C€ eKCKPETHPa B YPUHATA KATO HEAKTHBHA NMEHULIMIOEBA KMCE/HHA B
KOJTHuECTBa, ekBHUBaNneHTHH Ha |0 0o 25% ot HauanHarta ao3a. Knaeynanoeata KMcenHa
€KCTEH3HBHO ce MeTaboNH3HPa IIPY XOPa H Ce ETMMHHHPA B YPHHATA H H3MPRKHEHUATA, KAKTO B
H3/IHLUIAHHS Bb3OYX KATO BLITICPOACH JHOKCHA.

Ennmuuunpane

OCHOBHHAT BT HA ENHMHHUPAHE HA AMOKCHLIWIMH € upe3 ObOpeunTe, IOKATO Ha KilaBy/laHOBaTa
KHCEJIHHA € KaKTo 4pe3 ObOpeyHH, Taka H Ype3 HeGBLOpeHHH MeXaHU3MH,

AMOKCHUHNHH/KIaBY/IAHOBA KHCEJIMHA HMA CPEAHO BpeMe Ha NOoNyeNTHMHUHUPAHE OKOMO eIHH Yac U
cpeleH obu knupbHe okono 25 I'h npu 3apaeu muua, [pubnuzutenno 60 o 70% OT AMOKCHLMIHH K1
npudausutento 40 no 65% oT K1aByJIaHOBA KHCE/IMHA C& €KCKPETHPAT HEMPOMEHEHH B yPHHATA N0
BpeMe Ha MbpBUTE 6 h ciiea eHOKpaTHO npunarake Ha AMokcurapa 250 mg/125 mg wnu 500 mg/125
mg Gunmupann Tabnetkn. MHOXECTBO NpOy4BaHMA MOKA3BAT, Ye YpHHApHATA eKckpelua e 50-85%
332 aMOKCHUMNHH M Mexay 27-60% 3a knaBynaHoBa KMcenuHa 3a 24-uacos nepHoa,. B 4acTHOCT 3a
KJ1aBYIaHOBATa KHCETHHA — HAH-rOIAMO KOJHYECTRO OT JIeKapCTBEHUA (IPOAYKT Ce eKCKpeTHpa npes
NbLPBUTE 2 Yaca CNel NPHACKEHHE.

EanospemenHata ynoTtpeba sHa npobeHeun 3a0aBs eKCKpEUHATa Ha AMOKCHUMAKH, HO He 3a6aBs
61bOpeyHaTa eKCKpeLMs Ha KIaBY1aHOB2 KHCENTHHA (BHXK Touka 4.5).

Bwvapact

BpemeTo Ha nomyenMMHHHpaHe Ha AMOKCHLIWIMH € CXOHO NpPH Aelid Ha Bh3pacT OT OKOJIo 3 Meceua
A0 2 rOAMHH, KAKTO H NPH NO-ronemy 1eua v Bb3pactiH. [Ipn HoBOpoaeHH (BKIIIOMHTENHO
NpexIeBPEMEHHO POJESHH) MpPeE3 NbPBATA CEMHLA OT XXHBOTA HHTEPBATLT HA NPMIIOKEHHe He TpabBa
Ja HaABHIABA NBYKPATHO JHEBHO MPHJIOKEHHE, MOPaAH HE3PANOCT HAa ObOPEUHHTE MBTHINA Ha
enuMHHMpane. Thit kKaTo NPH NaUMEHTHTE B CTAPYECKA BBL3PACT € NO-roasMa BepoATHOCTTA Aa UMaT
HamaneHa 6b6peuna QyHkuud, H36opET Ha 103a TPAOBa Aa cTaBa BHHMATENIHO H € M0J1€3HO Ja ce
npocnenssa OLOpeuHaTa dyHKLUHA.

IMon
[TonbT HAMA 3HaYMMO BnUAHUE BLPXY (PapMAKOKHHETHKATA KAKTO HA AMOKCHLIMIIMH, TaKa H Ha
KJIaBY/1aHOBA KHCENHHA CIIE/l NEPOPATHO NPHICKEHHE HA AMOKCHLIAIWH/KIaBY1aHOBA KHCENHHA [IPH

3ApaBH MBXKE H KCHH.

B1OpeuHa HeoCTATHYHOCT

O6LuAT cepyMeH KIHPBHC Ha AMOKCHLIHIHH/KIIABYNIAHOBA KHCETMHA HAMAIABA (IPONOPLMOHAIHO Ha
otcnabeaHeTo Ha GbOpeunara GyHkuMA. [ToHWKEeHHETO Ha KITHPBHCA HA MPOAYKTA € N0-H3PA3EHO 3a
AMOKCHLIMJIHH, OTKONKOTO 32 K/J1aBYNaHOBA KHCENHHA, ThH KaTo NO-rofiaMara 4acT OT aMOKCHLHIHH ¢e
eKCKpeTHpa upes 6uOpeumte. 3aToBa no3uTe NpH 6BOpeUHa HEAOCTATHYHOCT TPAGBa Aa
MpeAOTBPATABAT HEXKENAHO HATPYNBAHE HA AMOKCHLIWINH, NOAALPXKAHKY aleKBATHH HHBA HA
KJIABYNAHOBA KHCEMHA (BHK TOuKa 4.2).

YepHonpoGHa HeZO0CTATLYHOCT

Jo3nTe npu nauxMeHTH ¢ yepHoapoObHO yBpexxaaHe TpabBa 1a ce OnpeaeNnIT BHUMAT:
yepHoApobHaTa PyHKINR TPAOBa Aa ce NpocieasBa peIoBHO.




5.3 [IpeakaHHHYHA JaHHM 33 6€300ACHOCT

HewiHHHYHHTE AaHHH HE MOKA3BaT 0COOEH PUCK 32 XOpa Ha 6a3aTa Ha KOHBEHLIMOHAIHUTE
(hapMakoIOrHYHH NpoyuBaHKa 3a 6€30NacCHOCT, FEHOTOKCHUHOCT H PENPOAYKTHBHA TOKCHUHOCT.

[IpoyuBaHHATa 32 TOKCHYHOCT NPH MHOTOKPATHO MPUIIAraHe HA AMOKCHLMIHH/ K1aBy1aHOBa
KHMCENHHA, NPOBEAEHH BbPXY KYYeTa, I0Ka3BaT CTOMAIIHO ApPa3HEHe, NOBPBLUAHE M POMAHA B LBETA
HA €3MKA.

[lpoyuBaHua 3a KapUMHOreHeH NOTEHLMAT He ca MPOBEXAAHH ¢ AMOKCHUMIHH/KTaByN1aHOBA
KHCEHHA WIH HETOBHTE ChCTABKH.

6. ®APMALIEBTUYHH JAHHU

6.1 CnHcBK HA NOMOUWHHTE BEIECTBA

Anpo Ha Tabnerkara
MHUKPOKPHCTATHA UETY103a

Hatpuer Huwected rnukonar (Tunm A)

Cunrumes AHOKCHA, KOONAeH Oe3BoaeH

[loeunon (K 30)

Eyapaxur E100 (OcHoBen DyTunmMeTakpunaTeH cbnonuMep)
Marunezuee cTeapar

DUAMOBO NOKPHTHE Ha TabneTkaTa
Xunpomenosa

Tutanos aHokcHa (E171)
Makporon 400

Tank

6.2 HecbBMeeTMoOCTH

Henpunoxumo.

6.3 Cpox na rognoct

2 rOAMHH.

6.4 CpenHajaHH yC/IOBHE 3a ChbXpaHEHHe

Ja He ce cbxpansea Han 25°C

Jla ce cbxpaHsBa B OPMIrHMHANIHATA OMAKOBKA, JANIEY OT CBET/IHHA.
6.5 BnaH cpALpKAHHE HA ONAKOBKATA

PVC/PVAC/Alu 6aucrep B Top6uuka ([Tonnectepro nokpurue/Anymunneso donuo/Tlonnectepro
nokpuTHe/TlonHeTunen). Topbuukara chabpka U AECHKATOP.

Mona He sxTe necuxaropa!
Onakosxu ot 8, 10, 12, 14, 16, 20, 21, 24, 28, 30, 60, 100 puamupanu TabneTku.
He Bcruku BHaoBe onakoBku morar aa 6baart nycHatd B npoaaxoa.

6.6 CneunajaHH npeana3HH MePKH NPH HIXBbLPJIAHE




HsMa cneudanHH W3KMCKBaHHA 3a H3IXBBPJIFHE,

7. TNPHUTEXATEJ HA PASPEINEHHUETO 3A YIIOTPEBA

Ekodapm [pyn A/l

yn. Aranac Jlykos Ne29, er. 3,

1407 Codua, brarapus

Ten.: (02) 906 90 70

dake: (02) 906 90 71

8. HOMEP(A) HA PAZPELIEHHETO 3A YIIOTPEBA

20130082

9. JATA HA ITBPBO PA3ZPEIIABAHE/TIOJHOBSABAHE HA PASPEIIIEHHUETO 3A
YIIOTPEBA

Jlarta Ha mbpBo paspeisasae: 21.02.2013 r.

Jlata na nocnenHo noauosasane: 02.10.2019 r,

10. JATA HA AKTYAJIMIUPAHE HA TEKCTA

Hexkembpn 2025




