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1. UME HA JIEKAPCTBEHUS ITPOAYKT

AyrMeHTHH ES 600 mg/42.9 mg/5 ml npax 3a nepopasnna cycneHsus

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

2. KAYECTBEH U KOJIMYECTBEH CBHCTAB

Cnea npuroTBsiHe BCEKM MUITMJIUTBP OT NMEPOpAIHATA CYCNEH3Us ChbPKa aMOKCHLIMIMH TPUXHAPAT
(amoxicillin trihydrate), eksuanenten Ha 120 mg amokcuumaud (amoxicillin) u kanues ki1aBynaHat

(potassium clavulanate), exkBuBanenten Ha 8,58 mg knaBysnanosa kucenuna (clavulanic acid).

| lOMOLIIHH BelIECTBA C U3BECTHO JAEHCTBUE

Bcekn MUITMIMTBP OT nepopaHara cycneHsus cbabpka 2,72 mg acnapram (E951). Ecenumsra B
AYTMEHTHH CbbpiKa MaNTOACKCTPHH (roKo3a) (BxkK. Touka 4.4).

To3u nekapcTBeH NpoayKT chabpka 6,9 mg Hatpwii B 5 ml (1,4 mg Ha MUAMAUTBD).

3a MbJHUA CITHCHK Ha MOMOLLIHUTE BellleCTBA BUXKTE TOUKA 6.1 .

3. JEKAPCTBEHA ®OPMA

[Ipax 3a nepopasiHa cycneH3ms. /J VAN T F

[loutu 041 npax.
4. KJIMHUYHHA JAHHHA

4.1 TepaneBTHYHH NOKA3AHHA
AyrmMeHTHH ES e nokasad 3a jeueHue Ha clieJTHHTe HH(EKLMK NPH J1ella Ha Bb3PacT Hal-MalKo

3 Mecela u ¢ TeJIECHO Terjlo no-majko ot 40 kg, KOUTO ca NPUYMHEHH WITH CE CUMTA, Ue € Bb3MOIKHO
a ca NPUYHHEHH OT NMEHULUMINH-PE3UCTEHTHU Streptococcus pneumoniae (Bx. Touku 4.2. 4.4 u 5.1):

® OCTBbP OTUT Ha CPEAHOTO YXO
® [MHEBMOHUSA, NPU00UTa B 001LIECTBOTO.

TpsbBa na ce 06bpHE BHUMaHHe Ha opULIMATIHKUTE yKa3aHHs 3a NpaBHIIHATA ynoTpeba Ha
aHTUOAKTEpHAJIHUTE CPE/ICTBA.

4.2 Jlo3MpPOBKA H HAYHH HA NPHJIOKEHHE

J1lo3upoBKa

Jlo3upoBkHTe ca npeicTaBeHn choOPa3HO ChABPIKAHUETO HA AMOKCHULIMITHH/KJIaBY/1aHOBA KMCEJIHHA, C
M3KJIIOYEHHUE Ha Clly4auTe, KOraTo J03UTe ¢a J1aJIeHH N0 OTHOLLIEHHWE HAa OTAeJHATa ChbCTaBKa.

3a u3bopa Ha no3ara Ha AyrmeHTuH ES 3a neuenune Ha otaennara unbekums, Tpabea aa ce umar
NnpeaBua; o
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o OYaKBAHHWTE MATOr€HH H BEPOATHATA UM UYBCTBUTEHOCT KbM aHTHOAKTEPHAIIHH CpPEACTBA
(Bx. TOuKa 4.4)

. TEKECTTA U MACTOTO HA UH(EKUMATA

° Bb3pacTTa, TENIECHOTO TErN0 H 6bOpeyHaTa PyHKUMA Ha NAaUKEHTA, KAKTO € MOCOYEHO No-A0Y.

JleueHnneTo He TpAOBa Ra npoawmkaea noseue ot 14 gy Oe3 noBTopeH npernen (OTHOCHO
MPOABKUTENHA TEPANUs BXK. ToUka 4.4).

Bvipacmuu u ceya 240 kg

HsaMa onut ¢ npunokenneto Ha AyrmenTuH ES npu Bb3pacTiu v aeua >40 kg v nopaau tasm
MPUUUHA HE MOXKE 1A Ce NMpenopbya A03HpaHe.

Leya <40 kg (na av3pacm >3 meceya)

[IpenopbuuTenHara no3a Ha AyrmenTrH ES e 90 mg/6,4 mg/kg/nHesHo, B 1Be OTAENHU 103U,

HsMa kTHHWYHM JaHHU OTHOCHO NpHiIoKeHWe Ha AyrMeHTHH ES npu felia Ha Bb3pacT noa 3 Mecela.
bvbpeuno yapexcoane

He ce Hanara kopurupaHe Ha 103aTa NpU NaUWEHTH ¢ KpeaTuHUHOB KnUpbHE (CrCl) Hax 30 mi/min.

[1py nauneHTH ¢ KpeaTHHHHOB KIHPBHC Noa 30 ml/min, He ce npenopbUBa NPUIOKEHHE Ha
AyrMeHTHH ES, T kaTo HAMa HaNUYHH NPENOPLKH 32 KOPUTHPAHE Ha 403aTa.

Yeprodpobro yspeoscoane

TpaGea na ce no3Mpa BHUMATENHO W Ha PaBHH HHTEPBAIHM OT BPEME Ja CE NMPOCEAABa YePHOAPOGHATA
@YHKUMA (BXK. TOUKH 4.3 U 4.4).

HauuH Ha npunoxkerue

AyrmeHTHH ES € 3a nepopanno npunoxenue.,

AyrMmeHTHH ES Tpa0Ba aa ce npuema no BpeMe Ha XpaHeHe, 3a CBEXXAAHE 10 MUHUMYM Ha
BbL3MOXKHATA CTOMALUHO-YPEBHA HETIOHOCUMOCT.

byTunkara Tpabsa fa ce pa3kiaTH, JOKaTO NpaxbT BLTPE 3anouHe 1a ce ABHXKH cBoGoaHo. TpsaGea aa

ce npubaBK BOAA CMIOPE/l YKa3aHUATa, a ce 06bpHe OYyTHIKATA U a Ce pa3KiaTH.
bytuakara Tpabsa na ce pasknarn go6pe npeau npuemMaHe Ha BCAKa J03a (BXK. TOUKa 6.6).

Ja yKasaHus OTHOCHO MPUrOTBAHETO Ha JIEKAPCTBEHHUS NMPOAYKT NPEIH NPHUIOKEHHE BHXTE TOYKA 6.6.

4.3 IIporHBOomoKazanHsd

CBpBXYYBCTBUTENHOCT KbM aKTHBHHTE BELECTBA, KbM KOTO U A2 € OT NEHULIMAUHUTE HIH KbM
HAKOE OT MOMOILHHTE BelLecTBa, H30POeHH B TOuka 6.1.

AHaMHesa 3a Texka He3abaBHa peakuMsa Ha CBPbXUYBCTBUTENHOCT (Hanp. aHaDHIAKCHS) KM ApYT
OeTa-nakrameH NpoAyKT (Hanp. uedanocnopus, kapbaneHeM unu MoHoGakTam).




AHaMHe3a 3a HbATCHHLA/ UEPHOAPOOHO YBpEXKIaHE, Ab/KALUY Ce HA aMOKCHUWIWH/KITaBYy1aHOBA
KucenuHa (BxK. Touka 4.8).

4.4 CrnennajJHA npelynpeXAcHHSA R NpeANa3HH MEPKH NPH ynoTpeda

I[Ipenu 3anousaHe Ha NEUEHHE C AMOKCHLMIHH/KIIaBy1aHOBA KMCENUHA, MALIHEHTBLT TPAGBa Aa ce
pa3nuTa BHHMATEHO MO OTHOLIEHHWE HA NMPEAMIIHH peakKUHU Ha CBPbXYYBCTBHTETHOCT KbM
MNEHHULIHIHHH, LEPANOCTOPUHH WK IpyrH GeTa-NakTaMHHU NMpoayKTH (Bx. Touku 4.3 v 4.8).

Cepyo3HM M NOHAKOra GaTtanHy PeakLMi Ha CBPbXYYBCTBUTENHOCT (BKIIOUHTENHO aHAGHNaKTOUAHH
H TEXKH KOXKHH HEXKEJIAHHW PeakLiMH) ¢a CbOOUIaRaHH NPH NALMEHTH, IEKYBAHH C NMEHHULIMIKH.
Bb3MOXKHO € Cbillo pEaKLIMUTE HA CBPBLXUYBCTBHTENHOCT fia NporpecHpar no cuuapom Ha Kounis —
CEpHO3HA aNeprruyHa peakuns, KOATO MOXKe Aa JoBeae A0 uHpapKT Ha MHOKapaa (BXK. TouKa 4.8).
[lo-BeposiTHO € Te3W peakuMH Ja ce NOABAT MPH JIMLA C aHAMHE3A 38 CBPbXUYYBCTBUTENHOCT KbM
MEHULHUITHH WK NPH aTONMHYHH Nuua. MMa cbollueHHs 32 EHTEpOKONHTEH CUHADPOM, NPEIU3BUKAH OT
npuem Ha nekapcTBoTo (drug induced enterocolitis syndrome — DIES), rnasHo npu aeua, npu KoHTo
C€ npunara aMOKCHLWIHH/KNaBy/laHOBa kucenuHa (BX. Touka 4.8). DIES e anepruuxa peakums c
BOICLL CHMITTOM NMPOABBKHTENHO NoepbLuane (14 yaca cneln npunoXKeHUe Ha JieKapcTBOTO) Oe3
alepruyHH KOXKHH HJIH PECMUPATOPHU CUMMNTOMHU. JIoMbAHUTENHH CHMNTOMH MoraTt aa 6baaT 6oska B
KOp€ma, JHapHa, XHIMOTOHHA HIIH NIEBKOLUIMTO3a C HEYTPOPH/IHA. HMa Texxkku cayyau, BIHOUMTENHO ¢
nporpecus A0 LWOK. [IpH nossa Ha afepruyHa peakuus TeYEHHETO C aMOKCHLIMJIMH/K/1aBy 1aHOBA
KHCeTHHa TpADBaA Ja ce NpeyCTaHOBY M Aa Ce Ha3HauH NOAXOANUIA AITEPHATABHA TEPanH4.

B cayuail ue ce fokaxke, ue HHPEKUMATA Ce AbAKH Ha AMOKCHLHIHH-4YBCTBHTENHH
MHKpOOpraHu3My, Tpa0bBa aa ce 06CbaAM NpeMrHaBaHe OT AMOKCHLIKIWH/KIaBYNaHOBa KHCEHHA Ha
AMOKCHLIHITHH B CbOTBETCTBHE C OQHLIMAIHHTE YKA3aHHA.

[1pu nauvenTH ¢ yBpenecHa 6u6peuHa QyHKUMSA HAK MPU TAKKBA, NPHEMALLIA BUCOKH 03U, MOXE 14 Ce
NOABAT rbPUOBE (BXK. TOUKa 4.8).

JleyeHueTo ¢ aMOKCHUNIHH/KNaBy1aHOBa KMCE/IMHA TPAOBa fa ce H3GArBa Npy ChbMHEHME 3a
MHPEKLIMO3HA MOHOHYK1€03a, Thil KaTo NMpu TOBa 3a60/19BaHe cnea NPHIOKEHHE Ha aMOKCHLHITUH
HabAnaBaHa nosBaTa Ha MopOUIHdopMEH 0OpHB.

EnHoBpemMeHHa ynoTpeba Ha anonypuHOI Mo BpeMe Ha JIEYEHHE C aMOKCHLIMIIMH MOXE 12 YBENHYH
BEPOATHOCTTA 32 AIEPruMHH peaKkiLiMM OT CTPaHa Ha KOXKaTa.

[IpoabmkuTenHaTa ynotpeda noHAKora MoXke 1a A0BE€ AO CBPbXPACTEK HA HEYYBCTBHTENHH
MHUKPOOPraHH3MH.

[TosBara Ha CHJTHO 3a4€PBEH reHepanu3upaH epUTEM, CHIPOBOJEH OT NMYCTYJa, B HAYAIOTO Ha
JIEYEHHETO MOXKE 1a € CUMITTOM Ha OCTpa reHepaiu3upana ex3antemHa nyctyiosa (AGEP) (ex.
TouKa 4.8). Ta3u peakuns Hanara cnupaHe Ha neueHHeTo ¢ AyrmeHTHH ES # e npoTiHBonokazaunue 3a
NnocNeaABaLl NPpHeM Ha aMOKCHLIWIKH.

AMOKCHLMITHH/KJTaBY1aHOBA KHCEIWHA Tpa6Ba Aa ce Npuiara BHUMATENHO NPY NALMEHTH ¢ JaHHH 32
YepPHOAPOOHO yBpexkaaHe (Bx. Touku 4.2, 4.3 v 4.8).

Cb0uTHA OT cTpaHa Ha uepHHS Apob ca cboOLIABAHN NPEANMHO NPH MBXKE H NTPH NMALHEHTH B
CTap4ecka Bb3pacT, H MOXKE 1a ¢a CBBP3aHH ¢ NPOABIKUTENHO NeueHue. Tesu cubuTHY ca
cboOIaBaHu MHOTO pAAKO NMpH Aeua. [Ipu BCHUKHM NONYNauWH, MPU3HALKTE H CHMITTOMHTE
OOMKHOBEHO ce HabnroIaBaT Mo BpeMe Ha MITH MaJIKO CNeA IEYEHHE, HO B HAKOM Cllyuau
C€ M3ABAT 0 HAKOIKO CEAMHLUM CneJ NPeyCTAHOBABAHE Ha NeYeHHeTo. Tesn chOuTHA




obpaTuMu. YepHoapoOHHTe CBOMTHA MOXE [ Ca TEXKKH H B HIKIIOUUTENHO PEAKH CTyHaH ca
AOKSaABAHH CMBPTHH ciyyau. Te3n cbOUTHA NOUTH BUHArU ca HabNI0JaBaHK NMPH MALMEHTH ChC
CEPUO3HO MOAIEKALLO 3a00NSIBAHE MW NPHEMALLH €JHOBPEMEHHO N€KAPCTBA, 32 KOUTO € W3BECTHO,
Y€ UMAT MOTEHLHAN 32 YePHOAPOOHH edeKTH (BXK. TouKa 4.8).

KOJIHT, CBBP3aH ¢ NPHIOKEHHETO HA AHTHOWOTUIIM, BKTIOYUTENTHO AMOKCHLIMITHH, € ChoO1ansan npu
MOYTH BCHYKH AHTHOAKTEPHATHH NPOAYKTH H MOXKE J1a BApHUPa MO TEXKECT OT JIeK J0
XKHBOTO3acTpatuasaw (BX. Touka 4.8). [To Tazn npHyKHa NPy NAUKMEHTH C AHAPHA MO BPEME Ha WM
CJleq NeYEHUE C AaHTUOMOTHULIM e BaXKHO [1a Ce UMA NPEABUI Ta3H AMArHo3a. AKO ¢e NOABH KOJIHT,
CBBP3aH C NPHIOKEHUETO Ha RHTHOHUOTHLIH, IEYEHUETO C AMOKCHLIW/TMH/KNaBY1aHOBa KHCEAWHA
He3a0aBHO TPAOBA fa CE€ NPEeyCTaHOBH, @ CE€ HaNpaBH KOHCYTALMA € JIEKAp U A CE 3aMOYHE
noaxoaswio neyeHue. B To3u cnyyali ca IpoTHBONOKa3aHH aHTUNEPHCTANTHYHH NEKAPCTBEHMU
NPOAYKTH.

[To Bpeme Ha NPOABIDKHTENHO JIEYEHHE € NPEMIOPHUYHTENHO NEPHOAMYHO J1a CE OLIEHABAT OPraHHUTE H
CHCTEMHH QYHKLHH, BKJIIOYHTENIHO Ob0peuHaTa, 4epHOApOGHaTa H XeMONMOETHYHATA (byHKLMS.

CbobluaBaHH ca peitk Clyqad Ha YABIDKABAHE HA MPOTPOMOGHHOBOTO BPEME NMPH MaLlUeHTH,
NIEKYBaHH C aMOKCHLIHAMH/KNasynaHoBa kucenuHa. [1py eaAHOBpeMEHHO NPUIOKEHHE ¢
aHTHKOArylaHTH Ce Hanara noaxoaAilo npocneagasate. Moxe na e HeoGX0AUMO KOPUIHpaHe Ha

[03aTa Ha NEPOPANHHTE AHTHKOAry/IaHTH 33 MOJILPXKAHE Ha JKENAHOTO HUBO Ha aHTHKOAryJauus (Bx.
TOUKH 4.5 u 4.8).

[Tpy naumeHTH ¢ HaMaNeHo OTAENAHE HA YPHHA MHOTO PAAKO € HAGNI0AABAHA KPUCTATY PHS
(BKAIOUHTENHO OCTPO 61LOpeHuHO yBpesxIaHe), FaBHO NPH NapeHTepatHo neuenue. Io Bpeme Ha
npunaraHe Ha BUCOKH 03K aMOKCHLIWIMH C€ TPEnopbHBa NoJAbpKaHE Ha JOCTATBLYEH MPHEM Ha
TEYHOCTH M OTAENAHE HA YPHHA, C LieN 2 C€ HAMaNH PUCKBT OT AMOKCHLIMITHHOBA KpucTanypus. [Npu
MALUHEHTH € KaTEThP B MHKOYHUA MeXyp TpsOsa Aa ce NpoBexkaa peAoBEH BU3YaNeH KOHTPOA Ha
MPOXOAHMOCTTA (BX. TOYKH 4.8 U 4.9).

I'lo Bpeme Ha le4eHHE C AMOKCHLIWITMH TPA0Ba 1a ce M3MO3BAT EHIUMHH TTIIOKO300KCHAA3HH METOAM
NPH H3C/ICABAHE 3a HAIMYME HA MIFOKO3a B YPUHATA, Thil KATO ¢ HEEHIUMHH METOAH MOYKE /14 Ce
nostyyat Ganumueo NOJOKHTETTHU PE3YITATH.

Hannuneto Ha knaBynaHoBa kucenuHa B AyrmMeHTiH ES Moxke na npuumnnm HecneLtudUuyHo
cBbp3BaHe Ha IgG v andyMuHa ¢ MeMOpannTe Ha UEPBEHKHTE KPbBHH KJIETKH, BOIEILO A0 haIuHBO
nono)xkuteneH tect Ha Kymoe.

MIMa cvoblieHHs 3a NONOXKUTENHH pe3yITaTH OT TECTa, npH H3nonssade Ha Platelia Aspergillus EIA
TecT Ha Bio-Rad Laboratories npu nauneHTH, npuemMaluy aMOKCHLIMIHH/KIIABYJAHOBA KHCESTHMHA, 33
KOUTO CI€A TOBA € YCTAHOBEHO, Ye HamaT uHpekuma ¢ Aspergillus. Chobiuasanu ca kpbcTocaHu
peakuuH ¢ He-Aspergillus nonusaxapuau u nonudyparosu ¢ Platelia Aspergillus EIA tect Ha Bio-
Rad Laboratories. CieaoBaTenHO NOAOKHTENHH PE3yTATH OT TECTA NPH MALUMEHTH, npyueMaliluu
aMOKCHULIMIHH/KIIaBY/1aHOBA KHCENHHA, TPAOBa Aa 6b1aT ThiKyBaHH BHUMATENHO M 12 CE NOTBbLPAAT
Yype3 ApYra AUArHOCTUYHU METOH.

AyrMenTrnH ES npax 3a nepopanna cycrnieHsus chaspxa 2,72 mg acnapram (E951) & | ml.
AcCnapTamMbT € M3TOYHHK Ha eHunananuHd. Tolu nekapcTBeH NpoayKT TpaOBa Aa ce npuiara ¢
MOBHWICHO BHUMAHHE NPH NAUHEHTH ¢ PEHWIKETOHYPHA. JIMNCBAT KaKTO KNMHHYHM TaKa H
HEKITHHWYHY NaHHK 33 ynoTpebarta Ha acnapTam NpH KepMaderta noa 12-ceAMHUHA Bb3pacT.




To3M 1eKapCTBEH NPOAYKT CbAbpPiKa No-Manko oT | mmol Hatpuii (23 mg) Ha MIWTHNHUTBD, T.€. MOXKE
Ja ce Kaxke, 4Ye MPAKTHUYECKH HE CbAbpPIKA HaTPHIA.

4.5 B3auMoaeHCTBHE ¢ APYIH 1eKAPCTBEHH NPOAYKTH H APYrH GOpMH HA B3aHMOACHCTBHE

[lepopajiHy_ aHTUKOAIYJIAHTH

[lepopanHuTe aHTHKOATYJAHTH M MEHULMAUHOBUTE AHTHOMOTHLM Ca M3NON3BaHHU LLIHPOKO B
rpakTHkaTa 0e3 choblueHus 3a B3auMoaekcTBre. BunpekH ToBa, B IMTEpaTypaTa MMa ONHCaHH
CJIyyau Ha MOBHLICHO MEXKIYHAPOAHO HOpMATHIUPaHO ¢LOoTHOWEHWE (INR) npu nauneHTH Ha
NOAABPKAILO JICUSHHE C aLIEHOKYMAPO UIK BapgapHH ¥ HA3HAYEHO JieYeHHe ¢ aMOKCHUMAKH. [Mpu
HEOOXOAUMOCT OT €IHOBPEMEHHO NPHIIOKEHHUE TPAOBA BHUMATETHO Ja ¢e Npocaeasapar
NPOTPOMOUHOBOTO BPEME HITH MEXKAYHAPOAHOTO HOPMATH3UPAHO CHOTHOLIEHHE NpH noBaBgHe UK
CIIMpaHe HA aMOKCULIMIIMH. OCBEH TOBa, MOXeE a € HeoDXOAUMO KOPUrHpaHe Ha 103aTa Ha
MEepOPATHUTE aHTHKOAryJIaHTH (BXK. TOUKH 4.4 1 4.8).

MeroTpekcar

[leHHUMITUHKTE MOXKE Ja HAMAJIAT CKCKpE€UMATA Ha MCTCTPEKCAT, KOCTO da JOBeAC 10 BBL3MOXHO
NMOBHUIZaBaHC HA TOKCHYHOCTTA.

[1poGenelna

Eanospemerna ynotpeba Ha npobeHeunn He ce npenopbuea. [IpobeHenmn Hamanspa 6b6peunara
TyOynHa cexpenus Ha aMmokcHUMNKH, EaHoBpeMeHHa ynoTpeGa Ha npobeHeuna Moke Aa A0BEAE A0
YAB/DKABaHE Ha HAJIHYHETO H MOBHILABAHE HA HUBATA HA AMOKCHLIMIIMH B KPbBTa, HO HE U Ha
KNaBYJIAHOBATa KUCEJIMHA.

MukodeHonar Modetrun

I1py nauneHTH, NpHeMallM MyukodeHonaT ModeTHa, ce chobliaBa 3a HaMaIgBaHe Ha Npea1030BaTa
KOHLICHTPaLlWs Ha aKTHBHHA MeTabonuT Mukodenonosa kucennna (M®K) ¢ npubnuzurento 50%,
CJIEA 3aM0YBaHe Ha JICYEHHE C MEPOpaAICH AMOKCHLIMIMH IIOC K1aBynanoBa kucenuHa. [pomsauara B
Npeaa030B0TO HUBO MOXKE 1a HE NMPEACTABA TOYHO NPOMEHHUTE B oOuwaTta ekcnosuuus Ha MOK.
[Topaau ToBa, 0OGMKHOBEHO He € HeobXxoaNMa IPOMAHA B 103aTa HA MUKobeHONAT MOGETHN NPH
Jvnca Ha KJIHHUYHH JIaHHH 33 HapyuweHa GyHKLMS Ha TipUcaakara. Benpeku Tosa, Tpabea aa ce
U3BBPLIBA BHUMATE/THO KITHHHUYHO NIPOC/ICAIBAHE 10 BPEME Ha IEHEHHETO ¢ KOMOUHALIUATA U MAJIKO
CJiell 3aBbpLUBAHE HA aHTHOMOTHYHATA TeparHA.

4.6 @eprHARTET, 5PEMEHHOCT H KhPMEHe

bpemeHHocT

[TpoyuBaHns Npy XKUBOTHH HE MOKA3BAT NPEKH UM HETIPEKU BPEIHH BbL3ACHCTBHS BHPXY
OpemeHHOCTTa, EMOPHOHANTHOTO/BETANHOTO Pa3BUTHE, PAXKIAHETO MM NOCTHATATHOTO Pa3BUTHE
(BX. Touka 5.3). OrpaHH4eHH NaHHH 3a ynoTpebaTa HA AMOKCHLIMITMH/KJIABYIAHOBA KHCEJIMHA N0
BpeMe Ha OPEMEHHOCT NPH Xopa He NOKa3BaT NOBHLIEH PUCK OT BpoaeHu Mandopmaumu. [Ipn
NPOy4BAaHE NPH KEHH C NPEATEPMUHANHA NPEXKACBPEMEHHA pynTYpa Ha deTanHaTa MmemOpaHa ce
cboOLIaBa, Ye NPpoPUNAKTHYHOTO IeYEHHE C AMOKCHLIMTMH/KNABY1aHOBA KHCENHHA MOXe /12 Gbae

NEKAPAT HE NPELIEHH, Ye € HeoOX0oaHuMO.




KbpMeHe

J[BeTe aKTUBHH BELLECTBA C€ EKCKPETHPAT B KbpMarTa (HE ca YCTAaHOBEHH e(eKTHTE Ha Ki1aBy/IaHOBATA
KHCE/IHHA BbpXY KbpMaueTo). BeieACTBHE Ha TOBA Ca BB3MOXKHH AHApHA ¥ rbOHUHA HH(EKLHS Ha
JIATaBHLIMTE MPU KbPMAYETO, KOETO MOXE [1a HAJIOXKH NPEYyCTaHOBABaHE HA KbpMeHeTO. Tpabea na ce
HMa NpeABMA Bb3IMOXHOCTTA 32 CCHCHOMMU3HpaHe. AMOKCHUMAKH/KI1aBylaHOBA KMCeNWHa TpsabBa Aa
CE M3MO0N3Ba N0 BpeMe HA KbpPMEHE CaMo CJIe] NMPeLeHKa OT JEKYBALMA JIeKap Ha CbOTHOWIEHHETO

FI0/13a/PUCK.

4.7 EdexTn BbpXy cnocobHOCTTA 3a wodApaHe H padoTa ¢ MANIHHM

He ca npoBexaaHu npoy4BaHHa 3a edexTuTe BLpXY criocoSHOCTTA 3a LiogHpaHe v paboTa ¢ MALIKHHM.
Bbnpekn ToBa MOXE 1a C€ MOABAT HeXKENaHH peakLinK (Hanp. alepruuHy peakuuy, 3aMaiBaHe,

bPYOBE), KOUTO MOTAT 1 NMOBAHSAT cnocobHOCTTA 32 WwodupaHe W paboTa ¢ MalIMHK (BX.

TO4Ka 4.8).

4.8 Hexenann neKapcTBeHH peaKkuHy

Haii-uecTo chobilaBanuTe HeXxenaHu IEKapeTBEHH peakUMH Ca AUapHs, raAeHe H NOBPbLIAHE.

HexenaHuTe NEKapCTBEHN PEAKLIMM, NONYYEHH OT KIHHWYHU NPOYUYBAHHS U OT NOCTMAPKETHHIOBOTO
HaOatoaenue ¢ AyrmenTHH ES, ca nzbpoenu no-nony u ca kateropusupanu cbriacio MedDRA, no

CHCTEMO-0OPraHCH Kiac.

N3non3raHa e Cli€aHaTa TCpMHUHOJIONUS 3a I-U]&CHCI)HHHPEHE HA HCCTOTAaTd Ha HEXKC/IAHUTE

JEKAPCTBEHU pPEAKLIUM.
Muoro yectu (=1/10)

Yectu (21/100 po <1/10)
Heuectun (21/1 000 no <1/100)
Peaxku (=1/10 000 oo <1/1 000)
MHoro peaku (<i/10 000)

C Hen3pecTHa YecToTa (OT HAJTHYHHUTE JaHHU HE MOXe a Obje HanpaBeHa OLEHKa)

Hudekunn 1 undectauun

Kangnaoza Ha KOXaTa U JIMraBuLMTe

YecTH

CBpBbXpacTex Ha HEUYBCTBHTEIIHH
MUKPOOpraHUu3MH

C HEeM3IBEeCTHA 4ecToTa

Hagxmeﬂnﬂ HA KPLBTA H HHMQHaTa CHUCTEMA

ObpatimMa neBkoneHU ( BKMOYHTENHO Penku
HEYTPONEHHs )
TpoMbouuTONEeHNus Peaku

ObpatHMa arpaHynouMTO32

C Hen3BecTHA 4HecToTa

XEeMONIUTUYHA aHEMMUS

C HEeu3BeCTHAa 4YeCcToTa

Yabn/pKkaBaHe HA BPEMETO Ha KbPBEHE M Ha
NpoTpoMOHHOBOTO Bpeme!

C HeM3BECTHA 4YeCcToTAa

HapyweHns Ha HMyHHaTa cuctema’

AHIHOHEBPOTHUYEH OTOK

C HeusBEeCTHA YecToTa

AHadunakcus

C "veH3BECTHA YeCcTOTa

CuHapowm, nonobeH Ha cepyMHa GonecT

C HeHM3BeCTHA 4eCcToTa
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XHUNEPCEHIUTUBEH BACKYIHT

C HeM3BecTHA 4YecToTa

HapylleHHs Ha HEpBHATA CHCTEMA

3aMasHOCT HeuecTH
[ ‘naBobonue HeuecTn
ObpaTHma XHNepakTUBHOCT C uensBecTHa yecToTa
[bpuose’ C HEHM3BECTHA YECTOTa

AcenTH4yeH MeHHHIuT

C Hen3BeCTHA 4YeCTOoTa

CbpAECYHH HAPYLUICHUS

Cunapom Ha Kounis

C HeHs3BeCTHA 4eCTOTa

CToMallHo-4peBHH HapYLICHUS

dHapus HecTn
[anene’ YectH
[loppbluane Yectu
HapyweHo xpaHocMunaxe Heuectn

Konur, cBbp3aH ¢ NPHIOKEHHETO Ha
aHTHOHOTHLIK®

C HeHn3BeCcTHa 4ecToTa

EHTEpOoKONHTEH CHHIOPOM, NIPEAN3BHKAH OT
NMPHEM Ha JIEKAPCTBOTO

C Heu3BeCTHA YecToTa

OCTBp NaHKpeaTuT

C HeM3BEeCTHA 4eCTOoTa

YepeH ,.kocmat® e3uk (black hairy tongue)

C HeH3BECTHA YecToTa

[Ipomsina B usera Ha 3B6uTE

C HeM3BeCTHA 4eCTOTA

XenaroOu/IMapHH HapyLeHHS

[MoeuwasaHe Ha ACAT w/unu AnAT?

HeuectH

Xenarturt®

C Heu3BeCTHA YeCcTOTA

XonecTaTUuHA XWITeHnua®

C HEeM3BEeCTHa YeCTOTa

Hapyulenus Ha ko)kaTa U NOAKOXHATA ThKaH’

Koxex o6pus HeuectH
Copbex HeuecTH
YpTHKapus HeuecTH
EpureMa MyatHdgopme Penku

Cunapom Ha CTHBBHC-JDKOHCBH

C HeM3BECTHA YecTOoTa

TOKCHYHA eMUAEPMAIIHE HEKPOJIH3a

C HeH3BECTHA YeCTOTAa

bynoseH ekconnaTueeH nepMaTHT

C Heu3BECTHA 4eCcToTa

OcTpa reHepanysupaHa eK3aHTeMHA
myctynosa (AGEP)

C Hen3BEeCTHA YecToTa

JlekapcTBeHa peakums ¢ e03HHODHNKA K
cucTeMHH cumnroMy (DRESS)

C HeH3BECTHA 4eCcTOTA

CHMETPHYEH JTEKapCTBEH HHTEPTPHIHHO3EH
1 (pieKCYpEH eK3aHTEM (CHHIPOM Ha
nasvaHa) (Symmetrical drug-related

intertriginous and flexural exanthema —
SDRIFE)

C Heu3BeCTHA YecTOTa

JInuneapHa IgA Gonect

C HEeHu3BECTHA Y4ecToTa

HuTepcTuiinanerd nedpur

Hapyuenus Ha 6n6peunre U nMKoYHHTE MBTULIA

C HeusBeCTHa 4ecToTa

Kpuctanyphs ( BKIKOUHTEIHO OCTPO

C HeH3BECTHA 4ecToTa
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6b6peuHo yppexaane)?

' Bk, Touka 4.4

? [losBara Ha raJieHe € NO-4ecTo NpH NEPOPaIeH NMPHEM Ha BUCOKH J03H. AKO Ce NOABAT
Pe€aKUMH OT CTPaHA HA CTOMALUHO-YPEBHHA TPAKT, TE€ MOTaT 1a C€ HAMAJIAT ¢ NMPHEM Ha
aMOKCHLIMJIMH/KJIABYJIAHOBA KHCETMHA IO BpeMe Ha XPaHEHE.,

* BKITIOYHUTEAHO MCEBAOMEOPAHO3EH KONUT H XEMOPAarH4eH KOJIUT (BXK. TOUKA 4.4)

* MHOro psaako e cbof1uaBaHO 3a NOBLPXHOCTHA IPOMAHA B LIBETA HA 3bOHUTE npu acua.
HobpaTta xurueHa Ha ycTHaTa KyXHHa MOKE Ja NpeJoTBpaTH NPOMAHATA B LiBETA Ha 3bOHUTe,
TbH KaTO Ta3u NpomaHa odHMUaiHO MOJKe Aa ce OTCTPaHU upe3 MHEHE Ha 3LOUTE.

* Vmepero nosuinasane Ha ACAT u/un AnAT e ycTaHOBEHO MPH MAUMEHTH, JIEKYBAHH C
OeTa-nakraMHH aHTHOHOTHULIM, HO 3HAYEHHETO HA TE3H NIPOMEHH HE € H3ACHEHO.

® TakuBa peakuUMH Ca YCTAHOBEHH M CJIE/] NPHIOCKEHHE HA NPYTH NEHULIWTHHH 1
LeanocnoprHu (BXK. Touka 4.4).

" AKO ce NOABH alepruueH JepMaTHuT, IeYeHHeTo TpaOBa 1a ce MpeyCTaHOBH (BXK. TO4Ka 4.4).

8 Bx. Touka 4.9
® Bxk. Touku 4.3 u 4.4

CH0obwapaHe Ha MOA03HPAHHU HEXKENaHH peaKilUy

CbobLuaBaHeTo Ha NOAO3UPAHH HEXENaHU PeakUMH Cliel paspelLiaBaHe 3a yrnotpe6a Ha JIeKapCTBEHHUS
NPORYKT € Ba)XXKHO. ToBa No3sonasa 1a Npoab/kH HabMIOAEHHETO Ha CHOTHOMIEHHETO 110N3a/PUCK 34
nekapcTBeHHUA NPOAYKT. OT MEAULIHHCKUTE CMELIHAJIUCTH Ce M3UCKBa Aa CbOOLIARAT BCIKA
MOAO3HWpaHa HEXKENaHa Peaklug Ha:

H3nbaHKTENHa areHuMs no NeKapcTeaTa

yn. ,JdamaH ['pyes Ne §

1303 Cogus

Ten.: +359 2 890 34 17

yeGcaiiT: www.bda.bg

4.9 Ilpenoznpane

CHMNTOMH W NPU3HALM HA IPEAO3IUpaHE

Moxe na ce HabII0AaBaT CTOMAILHO-YPEBHH CHMITTOMH H HapyLIABaHE HA BOJAHO-€N1E€KTPOIUTHHUS
Oanawrc. Habnmonasata € aMOKCHUMIHHOBA KPUCTANYPHS, B HAKOH ClIy4an BOJELLA A0 O0BLOpeuHa
HEOCTATBLYHOCT (BXK. TOYKa 4.4).

Moxe na ce HabmonaBaT rbPYOBE NMpH NALMEHTH ¢ HapyLleHa Ob6peuna GyHKLMA WM DU Te3u,
MpYeMallli BHCOKH J03H.

HMa chobLuenns, ye aMOKCHLIMITUH Ce YTadBa B KATETbPA HA MHKOYHHUA MEXYP, OCHOBHO el
MHTPaBCHO3HO NMpUarate Ha BUCOKY 031. Tpabpea 1a ce npoBexxaa pelOBEH BU3YaANEH KOHTPO

(BXK. TOuKa 4.4).

JleyeHne Ha HHTOKCUKALIMA

CHMIITOMHTE OT CTPaHa Ha CTOMALLHO-4YPEBHHUS TPAKT MOFaT 1A Ce JIEKYBAaT CHMITTOMATHUYHO, KAaTO Ce
00bpHE BHUMaHHME Ha BOAHO-€NEKTPOIHTHHA Bananc.

AMOKCHLIMIMH/KNaBY12ZHOBA KHCEIMHA MOXKE Ja Ce OTCTPaHM OT KpbBOOBPAILEHHETO Upe3
XeMOaAHaIH3a.




5. ©®APMAKOJIOITAYHHU CBOMCTBA

5.1 PapmMakoaHHAMHYIHH cBOHCTBA

®apmakoTepaneBTHYHa rpyna: KoMOHHaLuus OT MeHWUMNHHM, BKAIOUMTENHO HHXHOHTOPH Ha GeTa-
nakramasu; ATC kon: JO1CRO2.

MexaHu3bM HA AelCTBHE

AMOKCHLUJIMH € MTONYCHHTETHUYEH NEHHLMINH (GeTa-naKTaMeH aHTHOHOTHK), KOTO HHXUOHpa eIHH
HIH MOBEYE €HIUMH (YECTO HAPUYAHU MEeHULIUTHHCBbP3BaLM npoTenHy, [1CIT) B nbTa Ha
OHocuHTe3aTa Ha HAaKTEPHATHHA NMENTUAOTTHKAH, KOHTO € ChIECTBEH CTPYKTYPEH KOMNOHEHT Ha
OakrepuanHarta KieTbuHa cTeHa. MHXHOMpaHETO HAa CMHTE3aTa HA NENTHAOMMKAHA BOLH 10
OTcabBaHe Ha KNEeTbYHATA CTEHA, KOETO ODMKHOBEHO ce NOCneBa OT KIETLYHO pa3rpaxiaHe M
CMBPT.

AMOKCHUWIHH € YYBCTBHTENEH KbM pa3rpaxaaHe oT OeTa-naKkraMasure, NPOAYLIUPAHH OT
PE3UCTEHTHHTE DAKTEPHH, NOPaAH KOETO CMEKTHPBLT HA ACHCTBHE HA AMOKCHLIMAMH KATO
MOHOTEpPanus He BKIIOYBA MUKPOOPraHU3IMH, KOHTO MPOH3BEXKIAT TE3H CHIUMM.

KnaBynaHoBara kucenuHa ¢ 6eTa-nakram, CTpyKTYpHO NoaoGeH Ha neHnumnuauTe. Ta MHAKTHBHpa
HAKOM OeTa-AaKkTaMasHH €H3MMM, KaTo MO TaKbB HAYHH NPEAOTBPaTABA HHAKTHBUPAHETO Ha
aMOKCHUWIHH. KnaBynanoBata KMcellHHa CAMOCTOATETHO HE NPOABABA KIIMHUYHO MOJIE3EH
aHTHOaKTepHaneH edeKT.

Bpbaka dapmakokuHeTHka-hapmakogHHaAMHKA

BpemeTo Han MHHHMalHATa NOTHCKAaLLA KoHUeHTpauua (T>MIIK) ce cunTa 33 OCHOBHMS OnpeaeaLy
(akTOp 3a epMKACHOCTTA HA AMOKCHLIHNHH.

MexaHHW3MH Ha PE3HCTEHTHOCT

JlBaTa OCHOBHH MEXaHHW3Ma HA PE3HCTEHTHOCT KbM aMOKCHIIMITHH/KNABYIAHOBA KHUCETHHA Ca:

. HuakrrBupane ot Te3u GakTepuanny Gera-nakTaMasH, KOMTO HE ¢a MHXUGHPaHH OT
KNaByJJaHOBaTa KHCENHHA, BKIouHTenHO knac B, C u D.
. H3menenne Ha IICI1, koeTo HamansaBa apHHHTETA HA AHTUOAKTEPHATTHHA NPOOYKT KbM TaprerTa.

Jlunca Ha nepmeabuIHTET Ha HaKTEPHHTE WIH MEXAHH3MH Ha eyKC MOMNA MOTAT Aa MPUHHHAT HIN
2la IonpHHecar 3a bakTepHanHaTa pe3MCTEHTHOCT, ocobeHo npu I'pam-oTpuLiaTeHU GaKkTepHH.

[ pannynu cTofiHocTH (breakpoints) npu H3MHTBAHE 38 4YBCTBUTEIHOCT

Kpurepun 3a uutepnperauus va MITK (MIC ~ minimum inhibitory concentration) npu usnutsase 3a
YYBCTBHUTETHOCT ca pa3paboTeHH OT EBpOneiickHa KOMUTET N0 U3NHUTBAHE 33 YyBCTBHUTEHOCT KbM
aHTUMHKpOOHH nekapcTea (EUCAST - European Committee on Antimicrobial Susceptibility Testing)
32 AMOKCHLIM/THH/KJIaBY1TaHOBA KHCEIMHA U MOTaT Aa 6baT HaMEpeHH Ha
https.//www.ema.europa.eu/documents/other/minimum-inhibitory-concentration-mic-
breakpoints_en.xlsx

PaznpocTpaHeHHETO Ha PEe3UCTEHTHOCTTa MOXKE Ja BapHpa reorpadcku U BbB BPEMETO 34 OTIpeeNIeH N
BHIOBE M € XENAaTeNHO Aa MMa JIOKANHA HHPOPMALIUs 3a Pe3UCTEHTHOCTTA, 0CODEHO NnpH |
TeXKKH HHpeKLHH. [Tpu HeoGxoauMocT Tpa6Ba Aa ce NMOTbPCH CHBET OT CMELMATTHCT, K
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JIOKaJTHOTO pasnpoCTpaHCHHE Ha PE3UCTECHTHOCT € TAKOBA, Y€ MNMON3aTa OT JICKAPCTBEHUA NPOAYKT NpH
MOHC HAKOH BUNOBEC HH(bEKI.lHH € o4 Bulipoc.

MHKEGOEF&HHSMH! KOWTO OOMYaNHO ca HYBCTBHUTCJIHH

AepoOHH | 'paM-NIONOKHUTENHH MUKPOOPraHW3MH

Staphylococcus aureus (METULIMIHH-uyBCTBUTENEH)S
Streptococcus pneumoniae’

Streptococcus pyogenes v Apyru 6€Ta-XeMONHTHUHH CTPENTOKOKH

Aepobuu ['pam-0TpHUATENHN MUKPOOPTraHHW3MH
Haemophilus influenzae’
Moraxella catarrhalis

Bunose, npyH KOWTO Npua06HTATA PEIHCTEHTHOCT MOXE A3 € Npobnem

AepoOumu [ pamM-oTpULIATENIHM MUKPOOPIaHH3MH
Klebsiella pneumoniae

MukpoopraHusmu ¢ BPOJEHA PE3HCTEHTHOCT

AepobHu I paM-oTpHLaTENIHU MUKPOOPTaHH3IMH
Legionella pneumophila

Apyru MUKpOOpraHu3Mu
Chlamydophila pneumoniae
Chlamydophila psitiaci
Coxiella burnetti
Mycoplasma pneumoniae

$ Bcuuky METHUMIHH-PE3UCTEHTHH CTAPHIIOKOKH Ca PE3UCTEHTHH KbM
AMOKCULIMJTHH/KNTaBY/1JaHOBA KUCETHHA.

' Tasu hopmMa Ha aMOKCHLIMIMK/KIaBYJIAHOBA KHCEIHHA € NOAXOIALIA 32 JICUeHHE Ha
Streptococcus pneumonige, KOUTO ¢a PE3UCTEHTHH KbM MEHULIMIMH, CAMO 3a Of00pEHHTE
nokaszaHus (BxK. Touka 4.1).

2 1LlaMoBe ¢ HamaneHa YyBCTBUTEAHOCT Ca AOKJAABAHU B HIKOH CTpaHHW B EBponeicknus cbio3
¢ YecToTa no-eucoka ot 10%.

5.2 @PapMaKOKHHETHYHH CBOHCTBA

Abcopbuus

AMOKCHLIWINH U KNaBYJJaHOBATA KMCEIMHA Ce AMCOLMUPAT HAMBJIHO BB BOJEH PasTBOP C
tbnsnonoryuno pH. /IBete akTiBHH BelecTBa ce aGcopOupar 6up30 M 106pe cea NepopaHo
npHAckeHUe. Cnell NEpOpaNHO NPHAOKEHHE OUOHATHYHOCTTA Ha AMOKCHLIMIIMH M HA KJIaByNaHOBaTa
Kucenuna e npuonmnsurendo 70%. INnasmenure npodHaK Ha ABETE aKTHUBHH BELIECTBA €A CXOAHH M
BPEMETO 332 NOCTHFaHE HA BbPXOBA NJla3MeHa KOHUEHTPALUHS (Tmax) ¥ NpH ABETE € NPUONUIHUTENHO
€IMH Yac.

[lo-nony ca npeacrasenu cpennu (+ SD) bapmakokuHeTHUHN NapameTpH 3a AyrMeHTHH ES,
npunoxed B no3a 45 mg/3,2 mg/kg Ha Bceku 12 uaca npH NneaHaTPpHYHH MALMEHTH.
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JlekapcTBeHa Crnax Ta * AUCo. T 1/2
dbopma (ug/ml) (h) (ug.h/ml) (h)
AyrmeHTHH ES AMOKCHUHJINH

B 1034 15,7 2,0 59,8 1,4
45 mg/kg + 7.7 (1,0-4,0) + 20,0 + 0,35
AMX n KnasynaHoBa KHCe/HHA

3,2 mg/kg CA 1,7 1,1 4,0 1,1
Ha BCEKH +0,9 (1,0-4,0) + 1,9 + 0,29
12 yaca

AMX — amokcuumnun, CA — k1aBy/laHOBa KUCEJTHHA
* Mennana (obxBar)

CepyMHUTE KOHLEHTPALUHH Ha aMOKCHLIM/IMH M KJIaBYJIaHOBATA KHCENWHA, JOCTUIHATH C
AMOKCHIUH/THH/KNIaBYJIAHOBA KUCEIMHA, Ca CXOOHH € T€3U CNell NIEpOPaTHO NPHIOKEHHE Ha
€KBHBAICHTHH JO3M OT CAMOCTOATEIHO NPUIOKEHH AMOKCHLIMTMH HITH KJ12BY/IAHOBA KUCEITHHA.

Pasnpeaenenue

Oxon0o 25% ot 06mOTO KONUYECTBO HA KIaBY/1aHOBATA KHCENMHA B Ma3MaTa U 18% ot 061moTo
KOJIHYECTBO HAa aMOKCHLIMJIHH B IUia3MaTa ca CBbp3aHH ¢ NpoTerHH. [IpuBMAHUAT 06eM Ha
pasnpenenenue € okono 0,3-0,4 I/kg 3a amokcuunuH 1 okono 0,2 I/kg 3a knagynaHoBata KucemHa.

Chen MHTPaBEHO3HO NMPUIIOXKEHHE, AMOKCHLIMANH M KNABY.IAHOBA KMCEIMHA Ce YCTAHOBSABAT B
HKITBYHUA MEXYD, KOpEMHATA ThbKaH, KoXaTa, MaCTHATa ThKaH, MYCKYJIHHTE TbKa&HH, CHHOBHATHATA H
NEPUTOHEANHATA TEYHOCT, XKITLYKATA H THOHTAa. AMOKCHLUHJIMH HE c€ pasnpeaes AOCTATbYHO B
uepedpocnuHanHaTa TEHHOCT.

OT npoyuBaHHs NMPH )KHBOTHU HAMA JIOKA3ATE/ICTBA 3@ 3HAUMMO 3a1bPKaHe B TbKAHUTE Ha
NEKAPCTBCHO-NIPOM3BOJAHM BEILUECTBA 32 HHKOA OT ABETE ChCTaBKH. AMOKCHLIMNHH, NOAOOHO Ha
NMOBEYETO NCHUUMIHHA, MOXE Aa C€ YCTAHOBH B KbpMarta. Crieln OT K1aBynaHOBa KHCENWHA ChLUO
MOraT a C€ OTKPHAT B KbpmaTa (BXK. Touka 4.6).

JlokasaHo e, 4e aMOKCHLIWIIMH W KJIaBy/1JaHOBATa KHCEINHA NPEMHHABAT Npe3 nialeHTapHara 6apuepa
(BXK. TOUKa 4.6).

buorpanchopmaLins

AMOKCHLIHIIHH C€ €KCKPETHPa YaCTHYHO B YPMHATA KATO HEAKTHBHATA MEHHLMIIOEBA KUCEIUHA B
KOJIU4eCTBa, eKBUBaIEHTHH Ha 10 10 25% oT HauanHaTa noza. KnasynaHosara kucenuHa ce
MeTabOIM3Hpa EKCTEH3IHBHO MPH YOBEKA H CE€ OTAENSA B YPUHATA H U3NPAXKHEHUATA, U KATO
BLIAEPOACH AHOKCUI B H3AULIBAHUA BB3ayX.

EnuMHHHpane

OCHOBHMAT MbT Ha €IMMHHHPaHE Ha AMOKCHLIMITHH € Tipe3 6u0peLuTe, 10KaTo KNaBy/1aHOBATA
KHCEJIMHA Ce eTMMHHKUPA KAaKTO 1o 6b0peqHH, Taka U No W3BbHOBOPEUHH MEXaHU3MHU.

AMOKCHUWJIHH/KNIABYNAHOBA KHCENMHA UMA CPENEH ENMUMHHALIHOHEH MONYXUBOT OT MPHOIHIUTENHO
€IHH Yac ¥ cpeieH o0 KnupbHC nprbansutento 25 I/h npu 3apasu nuua. MNpubansutento 60 go

70% oT aMOKCHLIMIIMH ¥ NpHGnU3UTENHO 40 10 65% OT KNABYNAHOBATA KMCE/IMHA CE EKCK
HENPOMEHEHH B YPHHATA Npe3 MbPBHUTE LIECT Yaca clief NPUIOKEHUE HA eUHHYHA 03
AyrmeHTHH 250 mg/125 mg unu AyrmenTtud 500 mg/125 mg Tabnerku. B HakonKO N
YCTaHOBEHO, Y€ ypHHHaTa eKcKpeLns € 50-85% 3a aMokCHLUNUMA U Mexay 27-60% 7
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KHCeIMHa 3a nepuoA oT 24 yaca. 3a KiaBylaHOBATA KHCENIMHA, HAH-rONsIMO KONTHYECTBO OT
JIEKapCTBOTO C€ €KCKPETUpa Mpe3 IMbPBUTE ABa 4aca Cie/ NPUIOXKEHHE.

EQHOBpEMEHHOTO NpHIIOXKeHUe Ha npobeHen 3a0aBd eKCKPEUMATa HA AaMOKCHULIMIHH, HO He 3a6aBs
OnOpeuHaTa ekckpeums Ha KNaByaHOBATa KHCEIHHA (BXK. Touka 4.5).

Bb3pact

ENMMHHALHOHHHAT NOJTYKHBOT Ha aMOKCHLIMITHH € Noao0eH MNpH Aella Ha Bb3pacT OKOAo 3 Meceta Ao
2 TOAMHY K NpH NO-roneMHU Aeua 1 Bp3pacTHu. [Tpu MHOrO MankuTe aeua (BIUHOYHTENHO
npexaeBpeMEHHO poAeHH OebeTa) npes nbppaTa CEAMHLA OT XKHBOTA HHTEPBANBT HA NPUJIAraHe He
TpAOBa 1a HAAXBbPJA NPUNAraHe JBa NbTH AHEBHO MOPaAH HE3PSIIOCT HAa HLOPEYHHS BT Ha
enUMHUHHpaHe. TbH KaTo Npy NaUHEHTHTE B CTapyecKa Bb3pacT ChLUECTBYBA MO-roJAMa BEPOSTHOCT
Aa UMaT HamaneHa 6ubpeuna PpyHKUMA, € HeoOXOOUMO BHHMAaHUE TIPH U300pa Ha J103aTa U MOXKE 14 €
MoJjie3Ho ja ce npocneasasa 6b0peyHara PyHKIHS.

[lon

Crea nepopanHo NpHAOGKEHHE Ha AMOKCHLIMTMH/KNABYJIZHOBA KUCEHHA TIPH 3APABH MBXKE H )KEHH
MONBT HE € OKAa3an 3HaYUMO BIIMAHHE BLPXY (PapMAKOKHHETHKATA HHTO HAa aMOKCULMIIHH, HHTO Ha
KJ1aBy1aHOBaTa KMCENMHA.

bbOpeuHo yBpexaaHe

OOWMAT CepyMeH KIMPBHC Ha aMOKCHLIMTHH/KIaBY1aHOBA KMCE/IHHA HAMATABA MPONOPLIMOHAIHO C
HamanssaHeTo Ha ObOpeuHata gpyHkuma. [ToHWKaBAHETO HA NEKAPCTBEHUSA KIHPBHC € NO-H3Pa3eHo 3a
AMOKCHLIWJIHH, OTKOJIKOTO 3a K1aBy1aHOBATa KHCENHHA, ThH KATO NO-rojIsiMa 4acT OT AaMOKCULIWIIHH ce
€KCKpeTHpa npe3 0bOpeunTe. [Topaau Tasn npuuuHa Ro3upaHeTo rnpu 6uEpeuHo yBpexiane Tpabea
Ja NpefOoTBPaTH NPEKOMEPHO HaTPYMBAHE HA AMOKCHLIUIMH, KaTO €JHOBPEMEHHO Ce MOIAbPIKAT
NMOAXOAALIM HHBA HA KJ1AaBYJIAHOBATA KUCENUHA (BXK. To4uka 4.2).

YepHoapoOHO yBpexaaHe

Ho3upaHeTo npH NauMeHTH ¢ YepHOAPoGHO yBpekaaHe TpAOBa Ja ce M3BLPILBA C BHUMaHHE U
YyepHOApOoOHaTa PYHKUMSA Aa ce NPOCIEeAsBa peAOBHO.

5.3 IlpeaxkinHAYHH JAHHA 38 0e30NaCHOCT

HeknuHuunuTe nanHM He nokas3saT ocobeH pUcK 3a xopa Ha 6a3aTa Ha GpapMaKoONOrHUHH NPOYYBaHHS
32 0€30MaCHOCT, MPOYYBAHHA 38 FTEHOTOKCHYHOCT U PenpoAyKTHBHA TOKCHUHOCT.

[TpoyuBaHus 338 TOKCHYHOCT NIPH MHOTOKPATHO NPUIAraHe, NPoOBEAEHH NPH KYHeTa ¢
aAMOKCHUMITHH/KJ1aBYTaHOBA KHCE/MHA, NTOKA3BAT CTOMALLHO APa3HEHE W NOBPBLIAHE, KAKTO W

MnpomMiAaHa B LLBCTAa Ha €3HKaA.

He ca npoexaann npoyusanus 3a KaHLEPOreHHOCT ¢ AMOKCHLIMITMH/KIABYIAHOBA KHCETHHA.

6. OAPMAILEBTHYHU NAHHH

6.1 ChnecnK HA NIOMOILIHHATE BeIIeCTBA

Acnapram (E951)
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KcaHTaHoBa ryma

CHUnUUKHEB AMOKCHA

KonowneH 6e3sojieH cunUuueB JUOKCH

Harpuesa kapbokcumeTunuenynosa

H3kycTBeH apoMaT Ha CMETRHEHO-AroJ0B KpeM (CbAbPKA MaNTOAEKCTPHH)

6.2 HecrBMecTHMOCTH
Henpunoxxumo.
6.3 Cpok na roanocr

[Ipax 3a nepopanHa cycneHsua: 2 roaHHu
Cnen npuroTeaHe cycneHsuaTa Tpabsa Aa ce cxxpanssa npu 2°C — 8°C (no 6e3 aa ce 3ampasdaBa) B
paMkuTe Ha 10 aHu.

6.4 CrnenHa/lHH yCIOBHS HA ChXPaHeHHe

Jla ce cbXxpaHsBa B OpHrMHANHATa ONAKOBKA, 3a 12 Ce MpEeAnasM ot snara. Ja He ce CbXpaHsBa
Haa 25°C. 3a yCAOBHATA HA ChbXpAHEHHE Ha MPHIOTBEHATA CYCNIEH3M BIKTE TOUKA 6.3.

6.5 BuancpabpkanHe HA ONAKOBKATA

byTHNKH OT NMPO3pavHO CTHKIO, ChABLPKALIM NPax 3a npuroTesHe Ha 50 ml, 75 ml, 100 ml nau 150 ml
MepopasiHa CyCieH3Hd, ¢ IaCTMACOBa 3alIMTEHa OT J€Lla Kanayka v ¢ OTCTPaHABALIO Ce 3aneyaTBaHe,
NOKPHTO ¢ PpONIHO, BbPXY O0TBOpa Ha OyTuakaTta. OnakoBKaTa MOXe 2 ¢€ JOCTABRA C MIaCTMACOBA
MEPHUTENTHA JIbXKUYKA.

He BcHuxH BUIOBE OMNAaKOBKH MOTraT aa GbAaT MyCHATH HA 1a3apa.
6.6 CnendanHuH npeaANa3HH MEePKH APH H3XBbPJsSHe H pabora

IMpeau ynorpeba nposepeTe ranm 3ane4aTBaHETo, NOKPUTO ¢ GOJHO, BPXY OTBOpPA HA OYTWIKATA, He
¢ HapyweHo. [IpH NnpUroTesHe pasknarere 6yTHNIKATA, NOKATO NPaxbT BLTPE 3aNOYHE N3 CE JBHKH
CBOOOIHO W OTCTPAHETE 3aneuaTBaHeTo OT OTBOpa Ha ByTuikaTa. [IpuGasere HeOOXOAMMHS 06EM
BOAa (KAKTO € NIOCO4YEHO No-10i1y). 3aTsopere OyTHNKaTa, 06bpHETE A M A pa3kiaTeTe 1o6pe.

AApyr HauyMH Ha NPUroTBAHE € Aa HaNbIHKHTE OYTHIKATa ¢ BOAA MAJIKO MOJ 03HAYEHHETO BLPXY
€THKETa Ha OyTHiKaTa. 3aTBopere 6yThikara, o6bpHeTe 1 M A pasknarete n106pe. Chex Tosa
DOMIBJIHETE € BOAA TOYHO 10 O3HA4EHMETO. 3aTBopeTe OyThnkaTa, o0bpHETE 1 U OTHOBO 5 pa3ilaTeTe
aobpe.

Onakoska (ml) ObeM Bona, KoHTO na ce NpHGABH NPH NPUTOTBAHE HA
cycneHsuara {ml
50 50
75 70
100 90
150 135

Pasknarere 6yTunkara no6pe npean nprem Ha Beaka no03a.

.""-r.,-

Hewn3nonsaHWAT nekapcTBeH NMPORYKT HJIN OTTNIAABYHHUTE MaTEPHAIH OT HEro TpsdBa @fiﬁaxnwnﬂ
8 BoPAAT
B CbOTBETCTBHE C MECTHHUTE UIUCKBAHMA. NS e N

e
--'h_i.!' ! Lo 1
1
f -

14 '_[| ‘

1,_""1 *'.‘l‘



7. IIPHTEXATEJ HA PAZPEHIEHUETO 3A YIIOTPEBA
GlaxoSmithKline Trading Services Limited
12 Riverwalk,

Citywest Business Campus,
Dublin 24,

HMpnanaus

8. HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

Per. Ne 20050447

9. JIATA HA IThPBO PA3PEIIABAHE/MOIHOBSIBAHE HA PA3SPEUIEHUETO 3A
YIIOTPEEBA

JaTta Ha mbpBo paspetnarade: 23 asryct 2005 r.
JlaTta Ha nocneano noaHoBgBaHe: 21 mait 2015 r.

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA
12/2025
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