1. HUME HA JIEKAPCTBEHHUA ITPOAYKT '_ S /\7 /. \J/ 39}

beraknas 875 mg/125 mg ¢punmupanu tabieTku

Betaklav 875 mg/125 mg film-coated tablets P yenen

2. KAYECTBEH U KOJIHMECTBEH CbCTAB

Besaka dunmupana tabnerka cbabpxka 875 mg aMOKCHLUMIIMH (KaTO AMOKCHLMIIMH TPUXHUApAT
(amoxicillin trihydrate))) v 125 mg knaBy/1aHOBa KMCeJIMHA (KAaTO KaJIMEB KJ1aByJlaHaT (potassium
clavulanate)).

3a MbJIHUSA CIMUCHK HA NMOMOIIIHUTE BEllleCTBA BHKTE TOUYKa 6. 1.

3. JIEKAPCTBEHA ®OPMA

®unamupaHa tadnerka (TadsieTka)

bsna no nouru 6sna punamupana Tabnerka ¢ npoabiarosara opma U ¢ BUTLOHATO peliepHO
o3HayeHue "l 07" oT eqHara cTpaHa M riajaka ot Japyrara cTpaHa, Ab/DKHHaA Ha Tadserkara: 21,70 +
0,10 mm.

4. KJJAHHYHU JAHHH
4.1 TepaneBTHYHH NOKA3aAHHS

beraknap e noka3saH 3a JileYeHHe Ha CleAHUTE UHPEKLMH NMPH Bb3PaCTHH M [eua (BHXKTe TOUKH 4.2, 4.4

.l

- OCTbp OaKTepHaIeH CHHYHT (a1€KBAaTHO 1HarHOCTHLIMPAH)

- OCTbP OTHT Ha CPEJAHOTO YXO

- OCTpH ek3auepdaumru Ha XpOHHUYEH OPOHXHUT (a1€KBATHO AHATHOCTHLIMPAH )

- MHEBMOHHUSA, NpHA0OKTA B 00LLIECTBOTO

- LIMCTHUT

- nUeoHeppuUT

- HH(PEKUMH HA KOXKATA U MEKMTE ThKAHH, MO-CMELHAIHO LIETYJIUT, YXarnBaHUs OT )KHUBOTHH,
TeXbK adcuec Ha 3bOUTE ¢ pa3npocTpaHsaBalll Ce€ LEYUT

- HH(PEKUHMH Ha KOCTUTE W CTaBUTE, MO-CMNELIMAITHO OCTEOMHUEITHT.

TpsbBa na ce 0ObpHE BHUMAHHE HA OPHLIMATHUTE yKa3aHHA 3a NpaBuIHA ynoTpeda Ha
aHTHOAKTEpHAIHUTE CPE/ICTRA.

4.2 JI03HpOBKA H HAYHH HA NPHJIOXKEHHE
do3upoBka

ﬂ{)'ijOBI{HTE Cca NnpecaCTdaBCHH C'b06p33HD CbAbPAKAHHCTO HA EIMOI{CHLIHHHH/I{JTEB}/HRHOB& KHCCJIHHA, C
HU3KJTKOYEHHE Ha CJIYHAHTC, KOraTto A034MTE Ca JaJ1€HH 1O OTHOWCHHEC HA OTAC/IHATA CbCTABKA.

3a u3bopa Ha n03ara Ha beraknaB 3a nedyeHue Ha otaenHaTa MHQekUUus TpsOBa na c

- OYaKBaAHWTE MAaTOr€HU U BEPOATHATA UM YYBCTBUTEJHOCT KbM aHTHOAKTEpHa
(Touka 4.4)

- TEXKECTTa U MACTOTO HAa HH(EKLHATA

- Bb3pacTTa, TEJIECHOTO Teryio U ObOpeuHaTa GyHKUMSA Ha NalMeHTa, KaKTo €



YnoTtpebaTa Ha alTepHATUBHH POpMHU Ha betaknas (HanpHMep TaKHBa, OCHIYPABALLH MO-BUCOKH N03H
Ha aMOKCHLIWJIHH W/WTH pa3NUYHH CbOTHOLUCHHSA HA AMOKCHULIMIHH KbM KJ1aBYJ/JIAHOBA KHCE/TMHA)

TpaOBa na ce MMa NpeaByl, crnopei HeodbxoauMocTTa (Bx. ToukH 4.4 1 5.1).

[Ipu Bb3pacTHH M aeua > 40 kg Ta3u popma Ha beraknas ocurypsasa oduia anesHa nosa ot 1750 mg
aMOKCHUMAKWH/250 mg KnaBy1aHOBA KHCEIKHA NPU ABYKPATHO AHEBHO RO3UpaHE ¥ 2625 mg
aMOKCULIUMH/ 375 mg KnaBynaHOBa KUCENHHA NPH JO3HPpaHE TPH MbTH JHEBHO, KOTaTO CE NpHara,
KaKTO € npenopbyaHo no-aony. 3a aeua < 40 kg rasu ¢opma Ha beraknas ocurypssa MakcuManHa
aHeBHa go3a ot 1000-2800 mg amoxcuunaun/143-400 mg knaBysiaHOBA KHCENMHA, KOTaTo Ce
npuaara, KakTo ¢e Npenopu4Ba No-a01y.

AKO ce CUMTa, Y€ € HeoOXoaMMa NO-BUCOKA NHEBHA [03a Ha dAMOKCHUHJ/THH, NpCNOpBLUYBa CC
H3MON3BAHETO HA APYro JICKApPCTBO, ChABPAKALLO AMOKCHLIMITHH/ KJ1aByJNaHOBA KHCCNHUHA, 34 Aa CC
niberxHe npyUIaraHeTo Ha HCHYXHO BUCOKH JHCBHH J03HM Ha KJ1ABYJ/1aHOBAaTa KHCC/IHHA (B}K. TOukH 4.4

H3.1).

[TpoObHKUTENHOCTTA HA JIEYEHHUETO C€ ONPEAENA OT NOBIMABAHETO Ha nauueHTa. Hakou uHpekuuu
(HanpuMep OCTEOMHUENUT) HIUCKBAT NO-roNAMa NPOABIKHTEITHOCT Ha JIEUeHHETO. JleueHueTo He
TpabBa Ja NnpoAb/KaBa noeeue or 14 ouu 6e3 noBTopeH npernen (Bxk. Touka 4.4 OTHOCHO

NPOOBKUTE/IHA TEPATINA).

Bb3pacThu v geua > 40 kg

- cTaHAapTHa A03a: (3a BCUUKW HHAYMKauud) 875 mg/125 mg nsa nbTH AHEBHO;
- No-BUCOKH 1032 - (0co6eHOo 3a MH(PEKLIMU KaTO OTHT HAa CPEAHOTO YXO, CHHYHUT, HH(EKLHH Ha
JONHUTE AUXATEHH IMbTHULIA KU HHPEKLIMKM HA MUKOYHUTE MbTHA): 875 mg/i25 mg Tpu muTH

JAHCBHO.

ITeouampuuna nonyaayus
Heua <40 kg

Jleuara Morar fa ce neKyBar ¢ betaknas TabneTKH KW CyCIEH3UH.

Twii kaTo TabneTkuTe He Morat Aa ObaaT paznencHu, aeua ¢ rerno noa 25 kg He Tpadbea aa 6vaar

nexkyBaHu ¢ betaknaB Tabnetku.

Heua Ha BB3pacT Ha U NOA 6 rOAMHH MK C TEJIECHO TETJIO MO-MATKO OT 25 Kg € 32 npeanoyrTaHe Ja
C€ NIEKYBAaT ¢ AaMOKCHUHIIMH/KNaBy1aHORA KMCEIMHA CYCNEH3UA.

[penopbuuTennu ao3u 3a 875 mg/125 mg aMOKCULWIMH/KI1aBY1aHOBA KHCE/IHHA

- 25 mg/3,6 mg/kg/nen no 45 mg/6,4 mg/kg/neH B aABE pa3aeneHy A03Hu;

- 1o 70 mg/10 mg/kg/naeH kaTo aBe OTAENHU A03H MOXKE [a CE NMPHUJIOKH NPKU HAKOH HHPEKUHH (KaTo
OTHUT Ha CPEAHOTO YXO, CHHYUT H MH(EKLHH Ha JOJTHUTE AUXATENHH ITbTHLUA).

Tabnuuara no-aony npeacrass nonyudeHara ao3a (mg/kg/renecHo rerno) npu geua ¢ terno 25 kg no 40
kg cnen npuem Ha eaHOKpaTHa no3a oT 875/125 mg Tabnerka.

[IpenophuyrenHa eqHOKpaTHA

fo3a (1 ¢unmupana Tabnerka)

TenecHo Terao [kg] 40 35 30 25 no3a [mg/kg TenecHo Ternoj (Bx.
rope)

Amoxcuununud [mg/kg TenecHo 12.5-225

Terno] cnen eaHokpaTHa go3a (| 21,9 | 25,0 | 29,2 | 35,0 ( ; 35) ’

(punmupasa Tabnerka) 8

KnaBynahoBa kucenuHa [mg/kg
1,8-3,2

TENEeCHO Terno)] cnea eaAHokpatHa | 3,1 36 |42 2,0 (30 5)




He ca HanvuuH KIIHHUYHH JaHHH 3a MpUAaoKkeHue Ha 7:1 ¢opMHTe Ha betakyiaB no OTHOLWIEHHE HA
N031 NO-BHCOKH OT 45 mg/6,4 mg Ha kg Ha aeH npu aeua noa 2 roanHH

He ca HanWMYHH KIHHHYHA JaHHU 32 npHioxkeHHue Ha 7:1 ¢popmuTte Ha beraknas 3a nauveuTH noa 2-
MECeYHa BB3pacT. CieA0BATEMHO HE MOraT a Ce NMpaBAaT MPENOPbKH 3a J03HpaHe MpH Ta3H

nonynaums.

Cmapuecka év3pacm
He ce Hanara Kopekuus Ha n03ara

bvbpeuro yepeacoane

He ce u3KckBa KOpeKUMs Ha 103aTa Npy nauueHTu ¢ kpeaTHHUHOB KiKpbHC (CrCl) Haa 30 ml/min.
[Ip1 nauMeHTH ¢ KPEATHHHHOB KIUPBHC noa 30 ml/min He c€ npenopbYBa H3NOA3BAHETO HA POPMH
Ha berakias ¢bC CHOTHOLLIEHHE AMOKCHLUM/IMH KbM KNaBYJIaHOBA KHcEeNWMHa 7: |, Thid KATO HAMA

Ha/IHYHH NPENOPBbKH 3a KOPCKLIHA Hd 1034T4.

Yeprodpobro yepedoare
Ia ce mo31Mpa BHUMATEAHO K YepHOApoOHaTa GyHKLMA Aa ce MpocneasaBa Ha paBHH HHTEPBAJIH OT
Bpeme (BXK. TOUKkH 4.3 u 4.4).

HauuH Ha DpUIOKEHHE
betaknas € 3a NEPOPATHO NPHIOKEHHE.

,.[la C€ nNpHeMa B HAYa&J10TO Ha XPaHCHETO, 34 Aa CC HaMain 10 MUHHMYM NOTCHUHAIIHATA
raCTpOHHTECCTHHAIHA HCITOHOCHMOCT.

JleueHueTo MOXKe 1a 3ano4He ¢ NapeHTepaiHa nekapcTeeHa dopma B cboTBeTcTBUE ¢ KXII Ha
CBOTBETHMA NPOAYKT M CJIEd TOBA MOXKE [ia CE€ NpEMUHE KbM nepopaiHa gopma.

4.3 IIpoTHBONOKA3ZAHHA

CBpbX4YBCTBHTETHOCT KbM AKTUBHHTE BEILECTBA, KbM KOHTO W Aa € OT MEHHULHWIHHHTE WK KbM
HAKOE OT NOMOILHMTE BelecTBa, u3bpoeHH B To4ka 6.1.

AHaMHe3a 3a TexKa He3abaBHa peakuius Ha CBPBXYYBCTBUTENHOCT (HaNnpUMeEp aHaApWIaAKCHA ) KbM
Apyr Gera-TakramMeH NpoAyKT (Hanpumep Ledanrocnopun, kapbaneHeM WIH MOHOOaKTaMm).

AHaMHe3a 33 XKbITEeHHUA/ YepHOAPOOHO YBPEXKAAHE, Ab/IKALLW Ce HA aMOKCHLIMNTHH/KNaBY/laHOBA
KHCeJIMHa (BK. TOUKa 4.8).

4.4 Choennannn npeaynpexieHus H NPEANA3IHA MEPKH

[Ipenu 3anoyBaHe Ha JEYEHHETO C AMOKCULIUIHH/KIIaBYJAHOBA KACEIHHA, CIEABA [A CE B3EME
BHUMATEJHO aHaMHE3a 332 NPEAULLHH PEaKLMH HA CBPBXYYBCTBHTEIHOCT KbM NEHULIMIHHA,
LehanocnopuHU WK ApYrH OeTa-aKTaMHu NpPoAYKTH (BK. TOUkH 4.3 4 4.8).

CepHo3HH ¥ noHakora aTanHH peakKLi Ha CBPBbXUYBCTBHTENHOCT ( BKIIOUHTENHO aHaAPWIAKTOMAHH
M TEXKKH KOXKHH HEXEJIAHHW peaKkLIM{) peakunH ca choOuiaBaHy NMpH NAUHEHTH, JIEKYBAHH ¢
NEHHLUHMINH. Bb3MOXHO € ChlO peakUHHTE Ha CBPBXYYBCTBHTENIHOCT Aa MPOrpecCHpaT A0 CHHIPE
Kounis — cepHo3Ha ajlepruyHa peakuus, KOSTo MOXKE Aa A0BEAE A0 MHPAPKT Ha MHOKAD e
4.8). [To-BepOATHO € TE3H PEAKLIMH Aa CE€ MPOABAT NPH JIHLIA C aHAMHE3Aa 38 CBPbXUYBC 7
NEHHLIWINH WIH NTpY aTonuyHu auua. [1pn nodea Ha anepruyHa peakums, 1CUCHHETOA
AMOKCHLIWIMH/KITABY1aHOBA KUCENHHA TPAOBA Ja ¢ NpeyCTAHOBH H [1a C€ HA3HAUM
anTEepPHaTHRHA TEPanMA.




HmMa cboOeHns 3a eHTEPOKOIMTEH CHHAPOM, NPEeAN3BHKAH OT MPHEM Ha siekapeTBoTo (drug induced
enterocolitis syndrome — DIES), rnaBHo npu geua, npyd KOMTO ce Npusiara aMOKCHUHIHH/KIaBy/1aHaT
(Bx. Touka 4.8). DIES e anepruuHa peakuus ¢ BoaeL CHMITTOM NPOAB/DKUTENHO nospsluate (1 —4
yaca c/Ie[ NPHEM Ha IeKapCTBOTO) 03 aepryuHu KOXKHY WIH pECNUPATOPHHA CHMITTOMM,
HonbaHWTEIHU CHMOTOMH MoraT aa Obaar fonka B kopema, IHapHs, XHMOTOHHUA WITH JEBKOLIMTO3a C
HeyTpodHna. MMa TEXKKH cllydau, BKIIOUHUTENHO C NPOrpecHa 10 WOK.

B cnyuaii ye ce nokaxke, He HHPEKUMATA ce AbXKH Ha aMOKCHUWIHH-4YBCTBUTE/THH
MHUKpoOpraHn3MH, 6u Morno aa ce o6cbau NnpeMHHaBaHE OT AMOKCHMLIMIIMH/KNAaBY1aHOBA KHCETMHA Ha
AMOKCHULIM/IHH B CbOTBETCTBHE C OPHULHANTHHATE YKA3aHHA.,

Vnorpebara Ha Ta3n ¢popma Ha betaknas He € NOAXOAALLA, KOraTo € HAJTHLIE BUCOK PHUCK
npeAnonaraéMMTe NaToreH! Ja ca ¢ HamaleHa YyBCTBUTEJIHOCT MITH C PE3UCTEHTHOCT KbM OeTa-
NaKTaMHK NPOAYKTH, KOSTO He € Me[uHpaHa oT OeTa-1aKkraMasy, YyBCTBHTENHH HA HHXHOHMpaHe oT
KJ1aBY/IaHOBA KHUCENWHA. Ta3u ¢popma He TpadBa Aa ce H3NO0I3Ba 3a JICYEHHE Ha TEHHLIMITHH-

PE3UCTEHTHH S.pneumoniae.

[1pu naupenTy c yepeaeHa 6u6peuna GpyHKUHS UK NpYU TAKHBA, NPHEMALILKH BHCOKH O3H, MOXE fa ce
pa3suAT rbpuoie (BX. 4.8).

JleueHHEeTO ¢ aMOKCHLIKIHMH/K/1aBY/IAHOBA KHCeIMHa TpAaOBa aa ce H3dArsa npy CbMHEHHE 32
HH(peKiino3Ha MOHOHYKN€03a, Thil KaTO Npu ToBa 3abonaBaHe ciel NPHICKEHHE HA AMOKCHUIWIHH €
HabIoaasaHa roasBaTa Ha MopOHIHGopMeH OOpHB.

EnnospeMeHHara ynorpeba Ha anonmyprvHON NoO BpeMeE Ha JICYEHHETO C AMOKCHUWIIHH MOXE 1a
YBEJITHUH BEPOATHOCTTA 33 aN€PriyHH peaKklMy OT CTPaHa Ha KOXaTa.

HPOHM}I{HTEI[H&TH yn0'rpe6a MOHAKOTra MOXC 44 ROBCAC A0 CBPDBXPACTCIK Ha HCHYBCTBHUTC/THH
MHKPOCOpPIraHU3MH.

[Tpu 3anouBaHe Ha JEYEHUETO NOABATA HA CUNHO 3a4ePBEH FEHEPANIU3NPAH EPHTEM, CBIIPOBOAEH OT
IyCTyNa, MOXKE /1a € CUMITTOM Ha OCTPa reHepann3vpaHa ex3aHteMarosia mycrynoza (AGEP) (sx.
Touka 4.8). Tazu peakuus Hanara cnupaHe Ha NedeHHeTo ¢ beraknae v € MPOTHBONOKA3aHHUE 32
NnocaeABAMO JIEYEHHE C AMOKCHIIWTHH.

AMOKCHUWIHH/K/1aBY.JIAHOBA KHCENHWHA TpAOBa Aa ce npujiara BHMMATEHO NMPH MALUEHTH C JaHHH 32
YyepHOAPOOHO yBpexkaaHe (8xk. TOukH 4.2, 4.3 u 4.8).

C16uTHg OT CTpaHa Ha YepHHA Apod ca cholilaBaHH NPEAHMHO NPH MBKE H NPH NMALHEHTH B
cTapyecka Bb3pacT, U MOXKE [1a €a CBbP3aHHM ¢ NMPOABIDKUTEIHO JieyeHHe. Te3n crouTHs ca
cbOOLIaBaHW MHOTO pAaKO NpH Aeua. [IpH BCHUKH nonyaauuH, NPU3HALKWTE H CUMITTOMMTE
0OuKkHOBEHO ce HabnoAaBaT MO BPpeME Ha MITH MajIKO C/E[ JIEUEHHE, HO B HAKOH Cy4aH MOJXE Ja HE
CE H3ABAT A0 HAKOJIKO CEAMMLM CIIe NMPeyCTaHOBABAHETO Ha JIeHEHHETO. Te3n cubuTna 0bukHoBEHO
ca oOpaTumu. UepHoapobHute ¢HOUTHA MOXKE 114 ca TEKKH H B H3KTIOHUTENHO PEIKH CIyUYaH ca
NOKMAABaAHH CMBPTHH CJyyad. Te3n ¢uOuTHa noutH BHHArK ca HabaioaaBaHHU NPH NAUMEHTH CbC
CEPHO3HO npeaxoxkaailo 3adongBaHe WIH NIpHEMaLLH €IHOBPEMEHHO JIEKAPCTBA, 38 KOHTO € H3BECTHO,
Y€ MMAaT NOTEHLHAN 38 uepHOAPOOHM edekTH (BXK. Touxa 4.8).

Konut, cBLp3aH ¢ NPUIOKEHHETO HA aHTHOHOTHLM, € CHOOLLABAH MPH MOYTH BCHUYKH
aHTHOAKTepHANHU NPOAYKTH, BKJIIOYUTENHO NPH aMOKCHUKWIIHH K MOJKE [1a BapHpa 1o 24
A0 KuBOTO3acTpaluasaul (Bx. Touka 4.8). I1o Tasu npuurHa, Npu NALKEHTH ¢ AHAPYS
neyeHrue ¢ AHTHOMOTULIM, € BAXHO a C€ UMa NPeABHI Ta3H AHarHosa. Ilpu passu
CBLP3aH C MPWI0XKEHHUETO Ha aHTUOMOTHLH, NeueHueTo ¢ beraknae Tpadea na ce
He3abaBHO, Aa ce HanpaBy KOHCYJ/ITALMA C IeKap U 1a C€ 3ano4yHe NOAXOAALIO e
CHUTYyaUMA ca NPOTHBOMNOKAa3aHW NPOOYKTHTE, OTCabBallH NepucTaiTHKATA.




[To BpeMe Ha NPOABIHKUTENHO JICUEHUE € NPENOPBHUHTENHO NEPHOAHYHO 1@ C€ OLEHABAT OPraHHUTE H
cucTeMHH GYHKLMM, BKIIOUMTENHO O10peyHara, yepHoApOOHATa H XEMONOETHYHATA (PYHKLIHA.

Cpo0LasaHy ca peaky cayvyau Ha yAb/DKaBaHe Ha MPOTPOMOMHOBOTO BpEME MPH NMaUHEHTH,
NEKYBAHH ¢ aMOKCHUMNHUH/KI1aBYJIAHOBA KHCE/HHA.

I[Ipy eAHOBPEMEHHO NPWIOKEHHE C AHTHKOArY/IaHTH €€ Halara NOAXOAALO npocaenssane. Moxe na
Ce HAaNOXKH KOPEKLMA Ha J03aTa Ha NEPOPATHUTE aHTHKOAryJIaHTH 3a MOAABPKAHE HA XKENAHOTO HHBO
Ha aHTUKoaryaauus (BX. Touka 4.5 1 4.3).

[lpu naunenTH ¢ 6BOpPeyHO yBpEKaaHe A03aTa TpAOBa Ja C€ KOPHUIHpa B 3aBHCHMOCT OT CTENEHTA HA
yBpexaaHeTo (Bxk. Touka 4.2).

[Tpu nauueHTH ¢ HaMAIEHO OTAEAHE HA YPHHA MHOMO paKko € Hab/oaaBaHa KpHCTalypHs
(BKTIOUHTENHO OCTPO OBLOpEeUHO yBpEXKAAHE), FIABHO NPH NMApPEHTEPATHO JeyeHHe. [10 Bpeme Ha
MPWIaraHeTo Ha BUCOKH J03H aMOKCULIMIIMH C€ NPEnopbuba MNOAAbLPKAHETO HA AAEKBATEH MPHEM Ha
TEYHOCTH M OT/E/ISHE Ha YPUHATA C LN Ja CE HAMa1K Bb3MOXKHOCTTA 3a AMOKCHLIHJIMHOBA
kpuctarypus. [Ipy nauueHTH ¢ KareThbp B NUKOYHHA MEXYD TPAOBa Aa Ce NpoBEXaa peloBeH
BU3yaneH KOHTpoA (BX. ToukH 4.8 u 4.9).

[To BpeMe Ha leueHHETO ¢ aMOKCHLIMIWH TPAOBa Aa ce U3MON3BAT EH3UMHMTE ITIOKO300KCHAa3HH
METOLH NPH TECTBAHE 33 HATMYHE HA [IIOKO03a B YPUHATA, Thil KATO NpPH HEeH3UMHUTE METOAH MOXKE
1a c€ CTUrHe 10 (pamHBO MOMOKUTETHH PE3Y/ITATH.

HannuHeTo Ha knaBynaHOBA KHCEIMHA B beTaki1aB MOXe A4 NPHUYMHK HecneHPHUHO CBbP3BaHe Ha
IgG 1 anOymuua ¢ MeMOpaHUTE Ha HEPBEHHTE KPBbBHH KJIETKH, BOACLLO AOC PANLHBO NOJOKUTENEH
Coombs Tecr.

HMa cboOllieHHs 3a NOJOKHTEAHH Pe3YyITaTH OT TecToBeTe, H3nos3eatuy Bio-Rad Laboratories
Platelia Aspergillus EIA Tect npu nauneHTH, nosyyasalid aMOKCHLUWIWH/K1aBYJIAHOBA KHCE/IHHA, 33
KOHTO CJI€H TOBA € YCTAHOBEHO, ue ca cBoboaHu oT uHbexkuns ¢ Aspergillus. CroduiaBaHH ca
KPbCTOCAHH PeaKluuH ¢ He-Aspergillus nonuzaxapuau n nonudypaHosu ¢ Bio-Rad Laboratories
Platelia Aspergillus E1A Ttect. CneaoBaTenHoO NOMOXKHUTENHUTE PE3YITATH OT TECTOBETE NpPH
MaLUMEHTH, NPUEMaLIK aMOKCHLWIWH/K/1aByIaHOBA KHCEIUHA, TPA0Ba Aa ObaaT HHTEpNpPETHPAHH
BHHMATEJIHO H 14 C€ NOTBBLPAAT Ype3 APYyrd AHArHOCTHYHH METOLH.

Hampuu
Tosa nekapcTBo chabpka no-mManko ot | mmol HaTpuii (23 mg) Ha TabneTka, T.e. MOXKe J1a Ce Kaxe,

ye NPaKTH4YECKH HE CbABPIKA HATPHH.

4.5 BsanmoaeiicTBHe ¢ APYIrH JIeKAPCTBEHH NPOAYKTH H ApYrH GOopMH Ha B3anMoaeficTBHe

[lepopaniHy aHTUKOAryJaHTH

[lepopanHnTe aHTMKOAryJJAHTH H NEHULIKTHHOBUTE AHTUOMOTHLIM Ca H3MON3BAHH IHPOKO B
npakTHkaTa 6e3 cboOLEeHKA 3a B3aUMOICHCTBHA. Bblipeku TOBa B iMTeparypara HMa OMNUCaHU Cny4vau
Ha MOBHWILEHO MEXAYHAapOAHO HopManu3HpaHo oTHoweHHE (INR) npu naumeHTH Ha aLeHOKyMapon
WK Bap(apHH H NPEANMCaH Kypc ¢ aMOKCHLMAHH. [1py HEODOXOAUMOCT OT €AHOBPEMEHHO
npunoXxeHue TpAOBa BHUMATEITHO [a € NPOCIEAABaT MPOTPOMOUHOBOTO BpeEME HITH -
MEXAYHAPOAHOTO HOPMAIU3UPAHO OTHOIEHHE NPH N0DABAHETO WIH CNIHPAHETO Ha aMaRCHI

Ocsen ToBa MOXeE J1a Ce HaJTOXKH KOPEKLIMA Ha 103aTa Ha NEePOPATHUTE aHTUKoary 134 finkBic.—re
44w 4.8). '

MeToTpekcar




[leHULIMTUHUTE MOXKE 1a HAMANAT CKCKPpE€LUHATA Ha MCTOTPCKCAT, I'IPH'-*IHHHBEIFII{H NOBHLUIABAHC Ha
TOKCHYHOCTTA.

[Ipobeneunn
EnnospeMeHHaTa ynotpeba Ha npobeHeuua He ce nmpenopbuea. [IpobeHelnn Hamanssa 6b0peuHaTa

TyOynapHa cexkpeLMs Ha aMOKCHUWINH. EnHoBpeMeHHaTa ynotpeba Ha npobeHeuna Moxe a A0BeAe
N0 YAB/DKABAHE HA HATHMUETO U MOBHLUABAHE HA HUBATA HA AMOKCHLIMJIHH B KPbBTa, HO HE U Ha
K1aByJIaHOBATa KHUCEJIHHA.

MukodeHonat modeTun

[Tpy nauueHTH, Nosyyasay MukodeHonat MogeTi, € ChoOLIEHO 3a HAMAJIABAHE Ha NMpeAao3oBarTa
KOHLIEHTPaUKWA Ha aKTHBHUA MeTaboiMT MUKopeHonosa kucendHa (M®DK) ¢ npubausutento 50%,
cJie]l 3aMoYBaHe Ha JIeueHHe C NepopasieH aMOKCHLIMITHH MUTIOC KnaByJiaHoBa KHcesuHa. [TIpomsaHaTa Ha
Npel1030BOTO HUBO MOXKE J1a HE OTPa3sBa TOYHO NMpoMeHHUTE B obulaTa excnosnuns Ha MOK. Tlopaan
TOBa NMPOMAHA B A03aTa Ha MUKogeHonaT ModeTHN OOMKHOBEHO HE € He0OX0AMMa NPH JTUNCa Ha
KIHHHYHH JaHHY 3a HapylueHa QyHKUMA Ha npucaakara. Bunpeku Tosa, Tpabsa na ce H3BBLpLIBA
BHUMATE/HO KIHHHUYHO NpOc/easaBaHe 0 BpEME Ha ISHEHHETO ¢ KOMOMHaLMATa ¥ MAIKO cneq,
3aBbLpLIBAHE HA aHTHOMOTHYHATA TEpANu4.

4.6 DepruaHTeT, OPEMEHHOCT B KbpPMEHE

bpemeHHOCT

HU3nuTBaHKHATA MNPU KHUBOTHU HE MOKA3BAT [PEKH WIH HENPEKH BPEAHU Bb31EHCTBHS BbPXY
OpemeHHOCTTa, EMOPHOHATTHOTO/PETATHOTO Pa3BUTHE, PAXKIAHETO WIH NOCTHATANHOTO Pa3BHTHE (BXK.
Touka 5.3). OrpaHH4€HH JaHHH 3a ynoTpebaTra Ha AMOKCHUWAHWH/KJ1aBY/ITAHOBA KHCE/IMHA 10 BPEME HA
OGpemMeHHOCT NPH XOpa HE NOKA3BAT NMOBHILEH PUCK OT BpoaeHH Mandopmauui. I1pu eaHo uinureaHe
MPH JKEHH C NPEATEPMHHAITHA NIPSKAEBPEMEHHA PYNTYpa Ha ¢eTanHaTta MemOpaHa € cboOLICHO, Ye
NpodHUNaKTHYHOTO JIEYCHHE C AMOKCHLIMIIMH/K1aBY1IAHOBA KMUCEIHHA MOXE Aa € CBBP3aHO C MOBHUICH
PUCK OT HEKPOTH3IHPALll CHTEPEKOIMT NPH HOBOPOAeHH. [IpHnoxkeHneTo Ha aMOKCHLIMIIHH
/KNaByAaHOBA KMCETMHA MO BpeMe Ha OpeMeHHoCTTa TpAOBa Aa ce u30ArBa, OCBEH aKoO JIEKapAT He
NPEUEHH, Y€ € XKU3HEHO HEeoDX0aUMO.

KnpMeHe

JIBeTe ChCTABKH CE EKCKPETHPAT B KbpMaTa (He ¢a YCTAaHOBEHH €(pE€KTHTE Ha KJIaBYJIAaHOBATa KHCEIIMHA
BBPXY KbpMaueTo). CieaoBaTeIHO ca Bb3MOXKHH JHapUsA U rbONYHA MHDEKUNS Ha TUraBULMTE NPH
KbPMAaueTO, KOSTO MOXKE [1a HAJI0’KH NPEYCTaHOBABaHE HA KbpMeHeTo. Tpadsa na ce WMa rpeaBu
BB3MOXKHOCTTA 38 CeHCHOWnun3auus.

AMOKCHLMIHH/KJTaBYIaHOBA KUCEeNHHA TpabBa aa ce U3MoN3Ba No BpEME Ha KbPMEHE CaMo Clell
NMpEeUEHKa OT JIEKyBallliA JieKap Ha CbOTHOUWEHHETO pUCK/Non3a.

4.7 Edexrn Bbpxy cmocobHocTTa 332 mojdupane H pabora ¢ MAIIHHA

He ca nposexxaaHu npoy4BaHus 3a epeKTUTE BbPXY CIOCOOHOCTTZ 3a wiodupaHe H paboTa ¢ MalWHM.
BrnpexH TOBa MOX€E Ja CE NOABAT HEXCAAHU peakuuH (HaMp. anepruuHH peakLHy, 3aManBaHe,
rbPUYOBE), KOWTO MOraT Ja NOBIHAAT crocoOHOCTTa 3a wogupane 1 padora ¢ MauIMHU (BXK. TOYKA

4.8).
4.8 Hexenann JeKapCTBEHH PEeAKI AN

Haii-uecTo chobillapaHUTE HEXeNaHU JdeKkapcTBeHH peakuuu (HJIP) ca anapus, rage
Hesxenanure nexapcrBeHd peakiunu, NONYYeHH OT KJIMHHYHHM MU3MKUTBAHHA H OT Ha0Jp
MycKaHe Ha na3apa ¢ beraknas, kaTeropusHpaHHu Mo CHCTEMO-OpraHed Knac no Mg
no-nony.

- Muoro uectd (= 1/10)




Yectn (2 1/100 po < 1/10)

Heuectn (= 1/1 000 ao < 1/100)

Peaxu (= 1/10 000 no < 1/1 000)

Muoro peaku (< 1/10 000)

C HeH3BecTHA 4YeCTOTA (OT HANHYHHTE JAHHH He MOXe aa Obae HanpaBeHA OLCHKA)

CHcTeMa Opras Kiaac

Hexenand peakun

UHdekunu u HHdecTauuu

HecTH

K&H,EEH,EI,OBH HA KOXATa H JIHraBHLHHUTE

C HeHnlBecTHa
YyecToTa

CBP’bXpaCTe}I{ Ha HCYYBCTBHTENHH OpraHn3MH

HapyluieHHus Ha KpbBTa H nuM@HaTa CHCTEMa

Penku

Ob6paTHMa NEBKONMEHHS (BKNIOYHTEIHO HEYTPONEHNUS )
TpomboumuTONneHus

C d"eusBecTHa
yecToTa

ObpaTtuMa arpaHyJIOLMTO3a

XeMONUTHYHA aHEMUA

Y ob/kaBaHE Ha BPEMETO HA KbPBEHE H HA MPOTPOMOHHOBOTO
BpeMe

Hapyluenust Ha UMyHHaTa cuctema'”

C Heu3BecTHa
YyecToTa

AHMHYOHEBPOTHYEH OTOK

AHadunakcus

CunHapoM, noaobeH Ha cepyMHa OonecT
XHUMEPCECH3IHTHBECH BACKYJIUT

Hapyuienus Ha HepBHAaTa CHCTeMa

HeuectH 3aMasHOCT
[ nasobonue
C Heu3BecTHa ObpaTuMa XMNEPAKTHBHOCT
YecToTa ['bpuose’

AcenTuyeH MEHHUHIUT

CbpleyHH HapyLUEHHs

C Heu3zBeCTHA
YecToTa

CuHapom Ha Kounis

CToMalHO-YpEBHH HApYLIEHHUA

MHOro 4ecTH Hnapus
YecTu I'anene’
[loBpbluane
HeuecTH HapylueHo xpaHocMHIaHe
C HeusBecTHa Konut, cBbp3aH ¢ NPUIOKEHHETO Ha aHTHOHOTHLH
yecToTa YepeH ,,kocMaT €3uK™

EHTEpoKOIHTEH CHHAPOM, NPEAH3BUKAH OT NPHUEM HA JIEKAPCTBOTO
OcTbp naHKkpeaTuT

XenatoOHIHapHH HapyIUCHHS

HeuectH [Tosnwasane Ha AST wunu ALT”
C HeussecTHa Xenarut®
4EeCTOTA XonecraruuHa »KbuaTeHHua’
HapylieHHs Ha K0XKaTa K NOAKOXKHATA ThKaH
HeuectH KoxxeH obpus
[pyputyc
Yprrkapus
Penku Epurema mynrtugopme
C HeusBecTHa Cuaapom Ha Stevens-Johnson
YyecToTa Tokcu4una ennaepmMaita HeKpoau3a

bynoieH ekchonHaTHBEH NEPMATHT




Cucrema opras Kjaac Hexenanu peaxkun
OcTpa reHepanu3upaHe exzaTeMHa nycrynosa (AGEP)
JlekapcTBeHa peakums ¢ €03HHOPHIHUA H CHCTEMHH CHMNTOMH

(DRESS)
JInneapHa IgA Sonect
HapyweHus Ha 6b0peumTe H NMKOUHHTE MBTHLIA
C Heu3BeCTHA UHnTepcTuliHaneH HepuT
YeCcToTa Kpucranypus (BKNIOUUTENHO ocTpo GbGpeuHo yBpexaaHe)®

' Bx. Touka 4.4

2 Bk. Touka 4.4

* TapeHeTo e No-4ecTo NPH NnepopasieH NPUEM Ha BUCOKH I03H. AKO C€ MOABAT PEAKLMH OT
CTpaHa Ha raCTPOMHTECTHHA/IHMA TPAKT, TE MOTAT Aa Ce HAMANAT C NpHeM Ha beraknas B
Ha4a/10TO Ha XpaHEeHeTo

1 Biu1iouMTeNHO NceBaoMeOpato3eH KOMHT H XeMOpardueH KouT (BxK. Touka 4.4)

> YMepeHo nosuiiapare Ha AST u/wid ALT e ycTaHOBEHM NpH NauMeHTH, NeKyBaHH ¢ Hera-
NaKTaAMHH aHTHOHOTHLM, HO 3HAUEHHETO HA Te3H NPOMEHH HE € U3ACHEHO.

® TakuBa peakUMH ca YCTAHOBEHH H CIIE] PHUIOKEHHE HA APYTH

NEHULMAKHHH H LedanocnopuHu (BX.T¢ Touka 4.4).

7 AKO Ce MOsABH aNepruyeH NepMaTHT, JIeUeHHETO TPAORA 13 € NPeyCTaHOBH (B, TO4Ka 4.4).
® Bx. Touka 4.9

? Bx. Touka 4.4

19 Bx. Touka 4.4

Cho0luagaHe Ha NOAO3HPAHH HEKEIAHH PEAKLIMH

ChobuiapaHeTo Ha NOAO3HPAHM HEXE/IAHY PEaKLIMM Clle]l pa3peluaBaHe 3a ynorpeda Ha fekapcTBeHHA
MPOAYKT € BaxHO. ToBa NO3BONABA Aa NPOIb/KH HAOAIOAEHHETO HA CHOTHOLLEHKETO MON3a/pHCK 3a
nekapcTBeHUA NPOAYKT. OT MEAUIIMHCKHTE CMELHATUCTH CE H3MCKBA Aa ChOOLIABAT BCAKA
NOAO3HPAHA HEXKEIAHA PpeaKLIUg Ype3

HManbaHUWTENIHA areHUHA 110 IEKapCcTBRaTa

yn. ,,JdamsaH I'pyes” Ne 8

1303 Codus

Ten.: +359 2 890 3417
yebcaiiT: www.bda.bg

4.9 Ilpeno3mpane

CuMnToMu

HUma choDliieHHA, Y€ aMOKCHUMJIHH C€ YTaABa B KATEThPA HA [THKOYHHA MEXYP, OCHOBHO Clie]
HWHTPABEHO3HO NPHIAraHe Ha BUCOKH A03H. Tpabsa na ce nposexaa peaoBEH BH3YAJIEH KOHTPOI (BiK.
Touka 4.4).

Moxke na ce HabnogaBaT CTOMALWHO-YPEBHUA CUMNITOMH H HApYyLUABaHE HA BOAHO-CNEKTPOIUTHHSA
banaHc. HabnmoaasaHa € aMOKCHUXWTMHOBA KPUCTANYPHA, B HAKOM cayyau Boaelia Ao OnOpeuHa
HEAOCTATLYHOCT (BK. TOUKA 4.4).

Moxe na ce HabmoaaBaT repUoBe NMpH NALUMEHTH ¢ HapylleHa ObOpevHa GYHKUUA WU NPH TE3M,
IpUEMallH BHCOKH J03H.

[losenesue
CHMINITOMHUTE OT CTpaHa HA FACTPOMHTECTUHANHMA TPAKT MOraT Aa ce JIeKyBaT CHMINTOMaTHYHO, KATO

CcC Oﬁ'bpl-lc cneéuranHo BHUMAaHHUC Ha BOAHO-CIICKTPOIIUTHHA OanaHc.

XeMOoaHaNIM13a.

5. ®APMAKOJOIMYHHM CBOUCTBA




5.1 @apmMaxkoARHAMHAYHH CBOHCTBA

(dapmakoTepaneBTH4Ha rpyna: AHTUOaKTepUanHK1 CPEACTBA 3a CHCTEMHO Npuaoxkenue. Kombnnauus
OT NEHHLIHTHHH, BKIIOYHTENHO OeTa-taktama3Hi uHxudutopu; ATC koa: JOICRO2.

MexaHW3IbM Ha NEHCTBHE

AMOKCHLIUNHH € NOJYCHMHTETHUEH NEHUUUIUH (OeTa-NaKkTaMeH aHTHONOTHK), KOWTO HHXHUOUpa eIUH
WIH NoBeYE EH3UMH (HECTO HAPYH4YAHH NEHHUNWINH-CBBP3BALUH NMpoTeHHHU, PBPs) B nbTa Ha
OHocHHTe3a HA DaKTepUanHAA NENTHAOTTHKAH, KOUTO € ChLUECTBEH CTPYKTYPEH KOMITIOHEHT Ha
OakTepuanHaTa KnetTbyHa cTeHa. MHXHOnpaHeTo Ha CHHTE3a HA MENTUAOTINKAHA BOAMU R0 OTCnabsaHe
Ha KIeTbUHATa CTeHA, KOETO OOMKHOBEHO CE NMOCACABA OT KIETHYHO Pa3rpaxKaaHe U CMBPT.
AMOKCHLIUNIHH € YYBCTBHTEJIEH KbM pa3rpakiaHe OT DeTa-nakramasure, Npoayuydpadu Ot
PE3UCTEHTHUTE DAKTHPHH, NOPAH KOETO, CNIEKTHPLT MY HA ACHCTBHE HE BKJIIOYBA MHKPOOPraHH3IMH,
KOHTO NMPOU3BEKIAT TE3U EHIUMH.

KnaBynaHopara kHCe/IHHA € OeTa-IaKTaM, CTPYKTYPHO CBbp3aH ¢ NEHHLKWINHHUTE. T4 HHaKTHBHpa
HAKOH OeTa-nakTaMasHHU €H3UMH, KaTo MO TaKbB HAYMH NPEeAOTBPATARA HHAKTUBHPAHETO Ha
aMOKCULHNIHH. KnapynaHoBaTa KMCEIHHA CAMOCTOATEIHO HE MPOSABABA KIIHHHYHO MONE3EH
aHTHOaKTEpHaneH e(eKT.

DapMakoKMHETHKA/HapMaKOTMHAMHKA OTHOLIEHHE
Bpemero Han MUHHMantHaTa UHXHOUpaiua koHueHTpauua (T> MIC) ce cunTa 32 OCHOBHHA

onpeaensil ¢akTop 3a ePUKACHOCTTA HA AMOKCHLIMIHKH.

MexaHH3bLM Ha PE3UCTEHTHOCT
JIBaTa OCHOBHH MEXAHH3MA HA PE3MCTEHTHOCT KbM AMOKCHULIMIMH/KNAaBYNaHOBA KHCEIUHA ca:

- HHakTuBHpaHe OT Te3U OakTepHaniHu OeTa-nakraMasH, KOUTO HE ¢a HHXHOHpaHH OT
K/1aBY/1aHOBATa KHCEAMHA, BKAKIOYHTENHO knac B, C u D.
- H3meneHue Ha PBPs, koeTo Ramanasa adpuHnTETa HA aHTHOAKTEPUATHUA NIPOAYKT KbM TapreTa.

Jlunca Ha nepmeaOUNHTET Ha DakTepUHTEe WIH MEXaHW3MHU Ha eyke noMIara MoraT Aa NpHYHHAT
WM Aa AonpuHecar 3a bakTepHanHaTa pe3sHCTeHTHOCT, 0cobeHo npu ['paM-oTpuLiaTeiHUTE DakTepUH.

[Iparopu ¢cTOMHOCTH MPH U3CAEABAHE HA UYBCTBHTEIHOCTTA
[IparoBure CTORHOCTH HA MUHKUManHaTa “HxuOupama koHueHTpauus (MHUK), ycranosenu ot

EBponelickata KOMHCHA 3a H3CNeaBaHe Ha YYBCTBUTEIHOCTTAa KbM aHTHMHKpOOHH cpeactra (The
European Committee on Antimicrobial Susceptibility Testing (EUCAST)) ca npenoctaBenu Ha
yeOcaiita Ha EBponeiickara areHuus no nekapersata (European Medicines Agency (EMA)):
https://www.ema.europa.ewen/evaluation-medicinal-products-indicated-treatment-bacterial-infections-
scientific-guideline#minimum-inhibitory-concentration-(mic)-breakpoints-section.

Pa3znpocTpaHeHHETO HA PE3UCTEHTHOCTTAa MOXKE a Bapupa reorpadckv B BbB BPEMETO 32 ONpPEC/ICHH
BMAOBE U € XKeJIaTe/HO A3 HMa /I0KaJIHA HHGOpMALIMA 338 PE3HCTEHTHOCTTa, 0COOEHO NMPH JIeYEHHUE Ha
TexkH HHpekuun. [1pn HeobxoaumocT TpAOBa Aa ce THPCH CbBETA HAa EKCNEPT, KOraTo JIOKalTHOTO
pasnpoCcTpaHEeHHEe Ha PE3UCTEHTHOCT € TaKOBa, Ye [oN3aTa OT JIEKAPCTBOTO MPH NOHE HAKOH BHAOBE
MHGEKLMH € TOA BBLIIPOC.

I—___.. . -E. FTEEm - - re———— —_ — = [ — rmre —_ T L s e— o — e = ¢ = T g FeT o mammm— - — . -rE—— Ll .

' MuKpOOpraH13mMH, KOWTO 06HUAHO ca UyBCTBUTENHH




Aepobuu ["paM-NoNoKUTENHH MUKPOOPraHH3IMY

Enterococcus faecalis

Gardnerella vaginalis

Staphylococcus aureus (METHUMAMH-UYBCTBUTETHH )"
Coagulase-negative staphylococci (METUUHIIUH-YYBCTBHTETHH)
Streptococcus agalactiae

Streptococcus pneumoniae’

Streptococcus pyogenes v pyry 0era-xeMOJIMTHYHH CTPAaNTOKOKH
Streptococcus viridans rpyna

Aepobru ["pam-oTpULIATENHH MHKPOOPTraHH3IMH

Capnocytophaga spp.
Eikenella corrodens
Haemophilus influenzae
Moraxella catarrhalis
Pasteurella multocida
AHaepoOHH MUKPOOTaHH3MH |
Bacteroides fragilis
Fusobacterium nucleatum
Prevatella SPP-

- e e - ———e o e e e a— oo - e e e e Eimia . e ca o+ ke ket i ¢+ Tmm mn e Tl Mt e 1t = - i = ot —— = n e o]

Buﬂone pH | mnm np_ugoﬁmam PE3NUCTEHTHOCT MOXke Aa = npoﬁﬂem

o0 el e el 1 el el e * LI TR e TR e e AR L = TCTTREEE I FEEEEEFr 7 P el ome” TN ol e B N el b ral

2

o
Aepobhu ['pamM-nONIOKHTEIHH MUK raHU3IMH
- Enterococcus faecium® i
AepobHu ["pamM-oTpHUATENHY MUKPQOPraHH3IMH
Escherichia coli

Klebsiella oxytoca

Klebsiella pneumoniae

Proteus mirabilis

Protem vu[ gar:s
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Aepoﬁnu [ paM-OTpHLIATENHH Muxpoopraﬂmmu
Acinetobacter sp.

Citrobacter freundii

Enterobacter sp. |
Legionella pneumophila
Morganella morganii |
“Providencia spp.

. Pseudomonas sp.

- Serratia sp.
Stenotrophomonas maltophilia
Opyr# MUKPOOPraHU3MK |
Chlamydophila pneumoniae |
- Chlamydophila psittaci

. Coxiella burnetti
Mj/capiasma pneumomae
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3 EcTecTBEHA MHTEpPMEIHEPHA YYBCTBHTENHOCT MPH JIMNCA Ha npmoﬁm MEXaHU3bM Ha
PE3MCTEHTHOCT.
2 BcHUukH METHLMIHH-PE3HCTEHTHH CTAGHNOKOKH Ca PE3UCTEHTHH KbM @MOKCHLWIH
KHCe/IMHa
1 Streptococcus pneumoniae KouTO ca pe3HCTEHTHH KbM NEHULIWIHH He TpabBa aa £k
¢bopma HAa BMOKCHUWJIMH KNTABYJIAHOBA KHceNHHa (Bxk. TOUKH 4.2 H 4.4).
2 U_laMOBe C HamaNleHa 4y BCTBHTE/THOCT €& AOKN1a/BAHH B HAKOH CTPaHH B Eﬂpone
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yecToTa Mo-sHcoka ot 1 0%.

5.2 dapmMAKOKHEHEeTHYHH CBOHCTBA

Abcopbuus
AMOKCHUMIIMH H KJIaBYJIAHOBATA KHCEJIMHA C€ AUCOLIMUPAT HAMbJIHO BbB BOAEH pa3TBOP C

¢usmonornuHo pH. Jisete cberaBku ce abcopbupat OBp3o M 100pe cnen nepopantHO NPUIICKEHHE.
AbcopbunaTa Ha aMOKCHUW/JIHH/KNaBy1aHOBa KHCENTHHA CE€ ONITUMH3UPa NPH MPHEM B HAYANOTO Ha
xpaHeHeTo. Cnen nepopanHo npuiiokeHue OHOHANTHYHOCTTa HA AMOKCHUMIIHH M HA KJ1aBYyJ1aHOBATa
KucenuHa e npuonusurenno 70%. [hazmenure npodpuin Ha ABETE CHbCTABKX Ca CXOAHH U BPEMETO 34
NOCTHraHe Ha NHKOBA ru1a3zmMeHa KOHUEHTPpaUMa (Tmax) H NMpU ABeTe e NPpHOAKUIUTENHO €1MH Yac.

(DapMaKOKWHETHUYHHTE PE3YITATH OT €AHO NPOYyUBaHE, MPK KOETO AMOKCHLHIIMH K/1aBY/1aHOBA
kucesHHa (875 mg/125 mg TabneTky ABa NbTH AHEBHO) CE€ NPHEMA HA INIAJIHO NPH PYNH 34paBy
NOOPOBOJILM ca NNPEACTABEHH I10-A0Y.

I —
Cpeanu (£ SD) papMakOKMHETHYHH NapaMETpH

IIpunoxeHo akTHBHO | Jlo3a Croax Trnax *
BelecTBO{a)
(mg) [ (pg/ml h
AMOKCHLIMJTHH

AMX/CA 875 11,64 1,50 (1,0- 53,52- 1,19
875 mg/125 mg +2.78 2,3) + 12,31 + (21
KnapynaHoBa KHCETIUHA

AMX/CA 125 2.18 1,25 (1,0- 10,16 0.96
875 mg/125 me + (0,99 2,0 + 3,04 + 0,12

AMX — amokcuumnui, CA — KNaBy1aHOBA KMCE/IHHA
* Meauana (06xBat

CEP}’MHHTC KOHUCHTPALUHH Ha aMOKCHLUWJIHH H KNaByJ1aHOBATa KACC/IMHA, TOCTHIHATH C
aMOI{CHuHﬂHH/IUIElBYJIHHOBH KHCCJIHHAE, Ca CXOAHH C TC3H CNC NCpOpPaTHO ITPHITOKCHHC HA
CKBHBAJICHTHH AC3H OT CAMOCTOATE/IHO NMPHJIOKEHH aMOKCHUHWITHH UITH KNTaBYJIAHOBA KHCE/THHA.

PasnpeneneHue
Oxono 25% or 0010TO ChALPIKAHUE HA KJIABYJIAHOBAaTa KHCEHMHA B nnasmara U 18% ot obuworo

ChAbPXKAHHE HA AMOKCHLIWIWH B IU1a3MaTa ca CBbp3aHu ¢ npotedHn. O0eMbT Ha pa3npeaeneHHe e
okoJio 0,3-0,41/kg 3a aMokcHUMIIKH U okoJio 0,21/Kg 3a KnaByJlaHOBaTa KHCEJIMHA.

Cnen MHTPaBEHO3HO NMPHNOKEHUE, AMOKCHLIWINWH M KJIaBY/1aHOBA KHCEIHHA CE€ YCTAHOBABAT B
NUTBHHHA MEXYP, KOPEMHATa TbKaH, KO>KaTa, MAaCTHATA TbKaH, MYCKY/JIHHTE TbKaHH, CUHOBHA/IHATA H
NePUTOHEATHATA TEKAHH, XTbUYKATa W THOATA. AMOKCHLIMIIMH HE C€ pa3npeaens ChbOTBETHO B
uepedpocnyuHanHaTa TeYHOCT.

Ot npoyuBaHUATA NPU XXUBOTHH HAMA J0KA3ATE/ICTBA 33 3HAYMTEIHA ThKaHHA 3aAPbKKA Ha
NeKapCTBEHO-MPON3BOAHH BELIECTBA 3@ HUKOSA OT ABETE ChCTABKU. AMOKCHUMIUH, NOAOOHO Ha
NoBeUYETO NEHHUHJIHHH, MOXKE A C€ YCTaHOBH B KbpMata. ClieId OT KNTABYJIaHOBA KHCEMHA CbUIO
MOFAT [a ¢€ OTKPHUAT B KbpMaTa (BXK. TOUKA 4.6).

H nBete, aMOKCHMIIMIIHH M KJ1aBYJIaHOBATa KUCEIHHA, MPEMUHABAT Npe3 NaleHTapHe
Touka 4.6).

buorpanchopmaums




AMOKCHLIHJIHH HACTHYHO CE €KCKPETHPA B YPHHATA KaTO HEAKTUBHA MEHULIMIOEBA KUCENHHA B
KOJIMYeCTBa, eKBUBANEHTHH Ha 10 no 25% oT HauanHaTa no3a. KnaBynaHoBara KMCE/IHHA C€
MeTaboIH3Mpa eKCTEH3UBHO NPH XOpaTa M CE OTAEA B YPHHATa H H3MPAKHEHHATA, H KaTO
BbIJIepOAEeH JHOKCHA B U3AULLIBAHHUA Bb3AYX.

EnvmuuupaHe
OCHOBHMAT MBbT HA €NMMHUHHPAaHE HA AaMOKCHUMIIMH € npe3 0L0peumre, 1OKATO K1aBy/1aHOBaTa
KMCENMHA ce eNIMMHHHPA KaKTo No OBOpeUHH, Taka ¥ No U3BbHOBOPEUHH MeXaHU3MHU.

AMOKCHUWAHH/K/IARYIAHOBA KHUCEJHHA UMa CpeleH EIMMHHALMOHEH NMOYKHBOT OT NPUOTH3UTENHO
€0HH Yac U cpeaeH obw knupbHe npubansurenno 23 1/h npu 3apasu auua. [Tpubavsurenno 60 o
70% oT aMOKCHLWIHH H npubnnzutenHo 40 o 65% ot K1aBynaHOBaTa KMCEeNUHaA ce eKckperupar
HEMPOMEHEHHU B YPHHATA Npe3 MbpBHUTE 6 yaca ciieq NpuioKeHHe Ha eNHHHYHa 1034
aMOKCHLMIKH/KIaBylaHOBa KucenuHa 250 mg/125 mg vnu 500 mg/125 mg rabnetku. Criopen
Pa3IMYHM NIPOYYBaHNUA ypHUHHaTa ekckpeuus e 50-85% 3a aMokcHUWIMH U Mexay 27-60% 3a
KNaBYyJIaHOBATa KMCENHHA 3a neproa oT 24 yaca. 3a xnaBynaHoBaTa KHCE/NUHA, HAH-roIIMO
KOJIHYECTBO OT JIEKAPCTBOTO Ce EKCKPETHPA NpPe3 MbPBHUTE 2 4aca CAeA NPUIOKEHHE.

EnHOBpeMEHHOTO MPWIOKEHHE Ha npodeHelna 3a0aBd eKCKpeLMATa Ha AMOKCHLIMIMH, HO HE 3a0aBs
ObOpeuHaTa EKCKpeLUHMs Ha KITABYIAHOBATA KHUCEIHWHA (BXK. TOUKa 4.5).

Bbapact

ENHMHHALHOHHHMAT MOJYAKHBOT Ha aMOKCHLHAHKH € Noao0eH nNpu ManKH Aeua Ha Bb3pacT OKONo 3
MecCella A0 2 TOAUHHU H NPH MO-rolieMu Aeua M Bb3pacTHu. Ilpy MHOro MaikuTe geua (BKNHOUHTENHO
npexaeBpeMeHHO poaeHH OebeTa) npe3 nbpBaTa CEAMHLA OT KMBOTA HHTCPBATHT HA NPHAAraHe HE
TpAOGBa 12 HANXBbPJA NPpUIAaraHe Ba NbTH JHEBHO MOPAAH HE3PANOCT HA OBLOpEUHHA BT HA
€/IHMHHHpaHe. Tbil KaTO NpH NALUMEHTHTE B CTAPYECKA BH3PACT CHLIECTBYBA M10-TOJIAMA BEPOATHOCT
Na UMaT HamaneHa Ob0peyHa gyHkuua, W300pbT HA fo3aTa TpAOBA Ja € C NOBHILEHO BHUMAHKE H
MOXKE [1a € MOJIE3HO Aa ce npocheadapa 6b0peuHaTa GyHKuus.

[lon

Cnen nepopanHo NpUIOKEHHE Ha AMOKCULIMIMH/KIaByNaHOBA KHCEJTHHA MPH 30PaBH MBIKE H JKEHH
MOJBT HE € OKa3an 3HAYHMO BIIHAHHE BbPXY (PapMAKOKHHETHUYHHMTE MOKA3aTEIH HUTO Ha
AMOKCHLIMJTHH, HUTO Ha KJIaBYJIaHOBaTa KHCENHHA.

b1OpeuHo yBpexnaHe
OOLUHAT CEPYMEH KAHPBHC HA AMOKCHULIWIHH/KaBYJIAHOBA KHCEJIHHE HaMaiaBa MPONOPLUHOHAHO C

HaMaIsiBaHETO Ha ObOpeyHaTa PpyHKUMA. [IoHHXKABAHETO Ha TEKAPCTBEHUA KJIMPBLHC € Mo-U3pa3eHo 3a
AMOKCHLIWJIMH, OTKOJIKOTO 38 KJIaBY/TAHOBATA KHCEIMHA, Thd KaTO NO-roiiMa 4acT OT aMOKCHLIWIHH Ce
ekckperupa nipes 6u6peunte. [Topaau Tazu npHunHa no3HpaHeTo npH 6B6peuHo yBpexnaHe Tpabea
[a Npeana3sa OT HEXETAHO HATPYIIBAHE HA AMOKCHLIWIHH, KATO €AHOBPEMEHHO C€ MTOAIBPKAT
NnoAXO4ALIW HUBA HA KNaBYJIaHOBATA KMCeTHHA (BXkK. TOUKa 4.2).

HepHoapoOHo yepexaaHe
Jlo3upaueTo npy NaLHEeHTH ¢ YepHOAPOOHO yBpeXaaHe TpAOBA Aa € ¢ MOBUILUEHO BHUMAHHE H

yepHOApOOHaTa PyHKUHA Aa ce Npoc/icAsBa Ha paBHH HHTEPBA/IY OT BpEeME,

53 [IlpeakinHU4YHH AaHHH 34 Ge30naCHOCT

HexnuHu4yHNTE naHHU HE MOKa3BaT 0cOOEH pHCK 3a Xxopara Ha 0asa Ha dapmakong
H3NHTBaHKA 32 6€30MacCHOCT, FTEHOTOKCHYHOCT ¥ PeNpOLYKTHBHA TOKCHYHOCT.
[TpoyuBanua 3a TOKCHYHOCT NIPHU MHOTOKPATHO NpuWJaraHe, NPOBEACHO NPH KUk
aMOKCHLIHJTHH/KJIABYNIAHOBA KMCENMHA NOKa3BaT CTOMAUIHO APa3HEHE H NOBPD
B LIBETA Ha €3MKa.

He ca npoBexxnaHU U3NUWTBAHHUA 3a KAPLIMHOIEHHOCT € beTaknas HiH HAKOS OT He



6. OCAPMAINEBTHUYHHU JAHHHN
6.1 CnHuchbk HA NIOMOLIRHTE Bell1eCTBa

-  Mopo na mabaemxama
Mukpokpuctaiina uenynosa (E460)
HaTtpueB HuuiecTeH ravkonar (tun A)
Konouaex Ge3soaeH cunnuner auokcua (E551)
Marne3ues creapat (E470b)

- Quamoso noxkpumue

Turanos auokcua (E171)
Xunpomenoaa (E464)
[Mponunenraukon (E1520)

Tank (E553b)

Erunuenynosa (E462)

6.2 HecbBMecTEMOCTH

Henpunoxumo

6.3 Cpok Ha roanocrt

2 roANHH

6.4 CoenHanuH YC/I0BHA HA ChXpaHeHHe
JlenTa n 6aucrep

Ha ce cpxpaHnasa nog 25°C.
Ha ce cbxpaHsBa B OpUrMHa/IHATa ONAaKOBKa, 3a Aa ce npeanasy oT Bjara.

6.5 Buau chALPKAHHE HA ONAKOBKATA

Jleuta (AIVAD: 10, 12, 14, 16, 20, 21, 24, 30, 100 unn 500 dnamupann TabneTku, B KyTHS.
bauctep (OPA/AI/PVC-AL): 10, 12, 14, 16, 20, 21, 24, 30, 100 unu 500 dunmupanu Tabnerxu, B

KyTHus.

He BcHyky BHOOBE OnMakoBKH Morar Aa ObaaT MyCcHAaTH Ha nasapa.
6.6 CpoenHalHH NpeANAZHH MEPKH NpH H3XBLPJAgHE H padoTa
HsMa cneuHanHM M3UCKBAHUA 332 H3XBBLPJIFHE.

Henznon3paHuar nekapcTBeH NPOAYKT HIIH OTNAIbYHHTE MATEPHANIM OT HEro Tpadsa f1a ce U3XBLPNAT
B CbOTBETCTBHE C MECTHHUTE U3UCKBAHUA

7. TPHUTEXATEJI HA PASPEHIEHHETO 3A YIIOTPEBA

KRKA, d.d., Novo mesto, Smarje§ka cesta 6, 8501 Novo mesto, Chorenns

8. HOMEP HA PAZPEINEHHETO 3A YIIOTPEBA

Per. No: 20150287




9. JATA HA ITBbPBO PA3PEIIABAHE/INIOJHOBSBAHE HA PABPELHIEHHUETO 3A
YIIOTPEBA

Jlata Ha nbpBOTO pazpelueHUe 3a ynorpeoda: 24.08.2015
JlaTa Ha nociaeano noaHossaBaHe: 10.06.2021

10. JIATA HA AKTYAJIM3UPAHE HA TEKCTA

24 Maprt 2025

[Toapo6Ha uHdopmalus 3a TO3M IeKapCTBEH MPOAYKT € MpeaocTaBeHa Ha yeOcaiTa Ha M3nbaHuTeNHa
Arenuus no Jlekapcreara (MAJI) http://www.bda.bg.




