KPATKA XAPAKTEPUCTHKA HA ITPOJAYKTA

1. HME HA JEKAPCTBEHUA IMPOJYKT V3MbJi MTETTHA ATEHUNA NO

,‘ Kpamxa Xapakmepucrnuka Ha npogykma

IANOXKeHUE T

Amokcuknas ES 600 mg/42,9 mg/5 ml npax 3a nepopaiHa cycnemixg{w — 2004 Q06 i
Amoksiklav ES 600 mg/42.9 mg/5 ml powder for oral suspension b T

rFaspeweHue Ne
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2. KAYECTBEH H KOJIMYMECTBEH CbCTAB &

{OQOBPEHUS Ne ... S et

Cnen npuroTesaHe, Bceku ml cycniensus (cboTercTBalo Ha 0,3 g npax) ceabpxa 120 mg
aMOKCHIIMIHH (KaTO aMOKCHLMIMH Tpuxuapart) U 8,58 mg knaBynaHoBa Kuce/MHa (KaTo KajMeB
KJIaBYJIAHAT).

Cnen npurotssine, BcekH 5 ml cycnensus cbabpxka 600 mg aMOKCHLMIIMH (KATO aMOKCHLMIMH
TpUXHApaT) M 42,9 mg KnaByIaHOBa KMceJMHA (KaTo KajllMeB KJlaByJlaHar).

[TomoriiHo(M) BellecTBO(a) C M3BECTHO ACHCTBHE
Cnen npurotesane, Bcekd ml cycniensus (cvorBercTBama Ha 0,3 g npax) ceaspxa 0,0034 mg
6enzunos ankoxou, no-mManko ot 0,0008 mg eranon u no-manko ot 0,0000034 mg cyndur.

3a MbJIHKA CMHCBK HAa MOMOIHHUTE BEIIECTBA BHXKTE ToO4Ka 6.1.

3i JIEKAPCTBEHA ®OPMA

[1Ipax 3a nepopanHa cycrneH3us
ban no 6nenoxbaT npax.

4. KJIMHUYHH JIAHHHA
4.1 TepaneBTHYHH NOKA3AHHA

Amoxcuknas ES e nokasan 3a neuyeHne Ha cieJHATE HHQEKIIMH NPH JieLia Ha Bb3PacT Hai-Manko 3
Mecelia M € TeJIECHO TerJ1o no-manko ot 40 kg, KOMTO ca MPHYMHEHH WK CE CUMTA, Ye € Bh3MOXKHO Aa
ca NPUYHHEHH OT NEHHLMIHH-PE3UCTEHTHH Streptococcus pneumoniae (Bx. Touku 4.2, 4.4 n 5.1):

®  OCTbp OTHUT Ha CPEAHOTO YXO
® MHEBMOHHA, NpHACOHTA B 00LIECTBOTO

H606X0,E[HMO € Ja C€ B3€Mart noJ BHUHMaHHEC otbuuua.nHHTe MECTHH PbKOBOJCTBA 3a NpaBH/IHA
ynorpeba Ha aHTHUOaKTepUalHUTE CPEeNCTRa.

4.2 Jlo3HpOBKA H HAYHH HA NPHJIOKEHHE

EOSH POBKa

Jlo3uTe ca M3pa3eHH NO-HaJ0y KaTo ChAbpKaHHe 00110 Ha AMOKCHLIM/THH/KJIaBY/IaHOBA KMCEJIMHA,
OCBEH KOraTo 103aTa e OTHAcs 3a €IMHUA OT KOMIIOHEHTHTE.

Ho3sara Amokcuknas ES, kosTo ce npenopbuBa 3a jie4eHHe MpH eHa HHpEKLHA, TpIO )}Q-\ee*“"'u-m/)

YCTaHOBH, KaTo ce B3eMat NpeaBu/: S e N

®  OYAaKBAHWTE NATOrEHH M BEPOATHATa MM YyBCTBHTEHOCT KbM aHTHOaKTEpHa ﬁ, | & |
Touka 4.4) . N
®  TeXeCcTTa U MACTOTO Ha MH(peKuuATa \ N, T .
NGy o T
A BN




¢  BB3pAcTTa, TEr0TO M OBOpeyuHaTa QYHKIHA HA MALMEHTA, KAKTO € YKa3aHO No-A0.y.

Jleuennero He TpabBa Aa NpoakkaBa noseye oT 14 qHu 6e3 moBTOpeH npernen (OTHOCHO
NPOIBIDKHMTENTHA TSPAITHA BXK. Touka 4.4).

BobapacTum u nena > 40 kg
Hama oneT ¢ npunoxeHueTo Ha AMokcuiuias ES npn se3pacthu 4 netla > 40 kg 1 nopad Tasu
MpHYHHA HE MOXKE JIa Ce NIPETIOpPhYa 103UpaHe.

Jeua < 40 kg (Ha Bp3pact > 3 Mecelia)
TMpenopbunrennara no3a Ha Amokcukias ES e 90 mg/6,4 mg/kg/nxeBHo, B IBE OTAENHN ZO3H.

HsaMa KIHHEYHA JaHHH OTHOCHO MpHAoXKeHHe Ha AMokcHiuiaB ES npu aeua Ha pb3pacT noa 3
Mecera.

brbpeuHo yBpexxaaHe
He ce nanara kopekids Ha 003aTa [PH NaLMeHTH ¢ KpeaTHHHHOB kHpeHe (CrCl) no-ronam ot 30

ml/min.
[Tpu narmeHTH C KpeaTHHHHOB KIHPBHC oA 30 ml/min, He ce NMpenopr4Ba MPIICKEHHE HA
Amokcuxnas ES, Thil kKaTo HAMa HaTHYHH MPENOPELKH 32 KOPHIHPAHE HA A03aTa,

YepuonpoOHo yBpexaane
TpabBa Aa ce Ao3upa BHHUMATEHO U PEIOBHO Aa ce MPOCNENqBa YepHoApoOHaTa GYHKIMA (BXK. TOUKH
43 n4.4).

Hauun Ha opunokeHne
Amokcuknas ES e 3a nepopaiHO punoKeHHe.

J'lexapcmor 0 TpﬂﬁBa la ¢ MpHeMa o BpOME Ha XPaHCHE, 34 Ja €€ CBCIC 10 MHHAMYM BB3MOMKHATA
CTOMALIHO-4YPECBHA HEMOHOCHMOCT. Cnen NpHEM Ha CYCIICH3HUATA, NALIHCHTHTE TpﬂﬁBa Ja H3NMHAT €aHa
Yallra ¢ Boaa.

Paskiawa ce, 3a fa ce pa3ue npaxst, 106aes ce BOA, KAKTO € YKa3aHo, oOphlla ce M ce pa3iiama.
Paszknarere 6yTHnKaTa npead npueMaHe Ha BCAKa J03a.
3a ykazaHuUd OTHOCHO MPHTOTBAHETO HA JIEKAPCTBEHWS NPOIYKT Npeay NPHUIOKEHHE, BK. TOUKA 6.6.

4.3 IIpoTHBONOKA3AHHA

CBpBXYYBCTBHTEIHOCT KbM AKTHBHHTE BELIECTBA, KEM HAKOH NMECHHUHIHHOBH aHTHOHOTHLK HIH KbM
HAKOE OT MOMOLIHHTE BEILleCTBa, H3OpPOeHH B To4Ka 6.1.

AHaMmHe3a 3a TeKKa pE€aKluA Ha CBPEXUYBCTBHTCHHOCT OT 6’bp3 THIT (Hanp. anadmnaxcm KBbM JApPYTH
6eTa-naxramMey (Hanp. uedanocropus, kapbaneHem Wi MoHODaKTaM).

AHaMHE3a 33 XHATEHHLA WIH YepHOAPOOHO YBpeXAaHe, ACOUMHPAHH ¢ AMOKCHIIWIMH/KIIaBYJIaHOBA
KucenuHa (Bx. Touka 4.8).

4.4 Cpoenuajsn DpeAynpeXxaAeHHs H NPeINa3HA MEPKH NpH yuoTrpeba

I'Ipe,uu 3arOYBAHE HA JICYCHHE C amokcuumuﬂfxnanynaﬂona KHCCITHHa Tp}lGBa Ja ¢e HanpaBH
no,upoﬁﬂa aHAMHE3a MO OTHOLICHHE Ha NPCAHIUHH PEAKIIHH HAa CBPBEXYYBCTBHTCITHOCT Kb,

TEXKH KOXKHH HEXEJIAHH PEaKLMH) ¢ca Cho0LIaBaHH NPH TIALKEHTH, JIEKYBaHH C NeH
€ CBILIO PeaKLMMTE HAa CBPbXYYBCTBHTEMHOCT Oa MPOrpecHpar no cHHapoM Ha Kouni
aneprydHa peakiys, KOSTO MOXKe Ja JoBeAe N0 HHGbapKT Ha MHOKap/a (BxXK. Touka 4.8



Te3H pCaKlHH 1a Ce ITOABAT IIPH NMallHCHTH C aHaAMHE3a 3a CBPBXYYBCTRBHTCIIHOCT KbM NCHHUAIHH HAH
MPpH aTOIHUYHH THLA. HPI/I MOABA Ha AEpruvHa peakinisa J€YEHHETO € amoxcuumuﬂfmanynaﬂona
KHCCJIHHA 1p5163a Aa ce NpEeYCTAaHOBH H Ja C€ Ha3Ha4H NoAxXo4ila ajiTepHaTHBHA TEpallHA.

Hma cpobiieHns 3a eHTEPOKONHMTEH CHHAPOM, MPEAH3BMKAH OT NMpHeM Ha JekapeTBoTo (drug induced
enterocolitis syndrome — DIES), rnaBHo npu felia, NpH KOUTO CE NPHIAra aMOKCHLFUTHH/ KIABYJIAHAT
{Bx. Touka 4.8). DIES e anepruyna peakuys ¢ BOAELI CHMIITOM [TPOIB/IKUATENHO NOBphilase (1 — 4
yaca Clie/l IPHEM Ha JIEKapcTBOTO) 6e3 anepruvHH KOXHH WITH PECTMPATOPHH CHMITTOMH.
Jonb/THUTETHH CHMITTOMH MoraT Ja ObJar 60Ka B KOpeMa, JHAPHA, XHIOTOHHA WIH JIEBKOLIMTO3a C
HeyTpodunua. Ma TexKKH ciTydaH, BKIKOYMTENHO ¢ IPOrpechs 10 oK.

B cnyudaii, ue e zokazaHo, 4e KHPEKLMATA C& THIDKH Ha YyBCTBUTENREH(-H) KbM aMOKCHLW/IHH
MHKpOOPraHuzsM(-H), ToraBa TpAOBa Ja ¢€ MOMHCITH 33 MPEMHHABAHE OT AaMOKCHLHIHH/KJIABYIAHOBA
KHCE/IHHA KbM 8MOKCHLIWIHH B ChOTBETCTBHE C O(PHLMATHHTE NPENOPHKH.

ITpu nauyentH ¢ HapyweHa 6p6peyna GYHKUMA WIH NPH MAUHEHTH, KOHTO NMPHeMaT BHCOKH J03H
MOXE 1a BB3HHKHAT I'bp4oBe (BXK. To4Ka 4.8).

AMOKCHLWTHH/KaByIaHOBA KMcelHHa Tpa6Ba fa ce M30ATBa, aKkO HMA CbMHEHHE 33 HHPEKIIHO3HA
MOHOHYKJe03a, Thil KaTo MnoAsaTa Ha MOpPOUIHGOpMeH OGpHB Ce CBBP3Ba C TOBA ChCTOAHHE CAEN
ynorpeba Ha AaMOKCHIIMITHH.

EJ.IHOBPCMCHH& yno1‘pe6a Ha aJIOITy PHHOJI I1O BpeéME Ha JICUCHHE C AaMOKCHIWIIHH MOJKE Aa YBCAHYH
BEPOATHOCTTA OT ANCPrHYHH KOKHH peaKliHi.

IpoabmkuTenHaTa ynotpeba MOXKe MOHAKOrA Ja JOBEAE A0 CBPbXPAcTek HA HEUYBCTBHTE/IHH
OPraHW3MH.

IospaTa Ha reHepanTH3MpaH EpPUTEM B HAYANIOTO HA JIEHEHHETO, IPHAPYKEH OT BHCOKA TeMIlepaTypa U
MyCTY/IH MOXe jia 6bAe CHMIITOM Ha OCTpa FeHepaTH3INpaHa ex3aHTeMaro3Ha mycrynosa (AGEP) (Bx.
To4ka 4.8), Ta3u peakuua H3HCKBA CIUpaHe Ha MpHeMa Ha AMokcukias ES u e nporuBonokasanue 2a
MOCIEABALLO NPHIOKEHHE HA AMOKCHULIIIHH.

AMOKCHLIWTHH/KA/IBY/IAHOBA KHCENHHA TpAOBa Ja Ce MpHiara BHHMATENHO PU NALKEHTH ¢ IaHHH 3a
4yepHOAPOOHO yBpexkaaHe (Bak. ToUkH 4.2, 4.3 u 4.8).

CoobinaBa ce 3a yepHOApOOHH HapyILEHHA INIABHO [IPH MbXKEe H NAl[MEHTH B CTApYeCKa BB3pacT,
KOMTO MOTAT Jia Ca CBbP3aHH ¢ NPOABDKHTENHO JieyeHHe. 3a TakuBa chOMTHA ce cho01IaBa MHOTO
PAAKO H MpH Jena. BeB BCHUKH NOIMyJIaLUMH NPH3HALIMTE H CHMNTOMHTE OOHKHOBEHO Ce NOABABAT MO
BpeMe Ha WIH HEeMOCPEACTBEHO CJIe] CIIMPaHe Ha JIeYeHHETO, HO B HAKOH CJTy4Yad MOYKE J1a He ce
H3ABAT 710 HAKOIKO CEAMHLUH CIIC CITHPAaHE Ha jieucHHeTo. Te 0OBHKHOBEHO ca 06paTHMH.
YepHOAPOOGHUTE HAPYILICHHUA MOXKE [1a €8 TEXKH M B H3KIIIOUMTEHO PEAKH CITydas ce chobliara 3a
CMBPTHH Cily4yaH. Te MOYTH BUHATH ce Hab/101aBat Npu NaLHeHTH ¢ TEXKKH OCHOBHH 3a60/19BaHHs
WIH €JHOBPEMEHEH NPHEM HA JIEKAPCTBA, 32 KOHTO € H3BECTHO, Y€ € BE3MOXKHO J1a Bh3ACHCTBAT Ha
yepHMA Opob (BK. TouKa 4.8).

ITpn noyTH BCHYKH aHTHOAKTEPHATHH CPeCTBa, BKITIOYHTENTHO aMOKCHLIIHH, ¢e chobiaBa 3a
CBBP3aH C PHEMa Ha AaHTHOHOTHIIM KOJIMT, BapHPALIl 1O TEXKECT OT NIEK A0 XKHBOTO3aCTpallaBall (Bxk.
Touka 4.8). 3aToBa e BaxkHO fa ObJe pa3no3HaTa AHArHO3aTa [IPY MALHEHTH, MOTY4YHIH JHAPHSA 110
BpEME MITH Clle]l IPHEM Ha KaKbBTO M J1a € aHTHOHOTHK. AKO Ce MOABH KOJTHT, CBBP3aH C PHEMA Ha
aHTHOHOTHK, AMOKCHLIWIHH/KIIABY IaHOBA KHCE/IHHA TpAGBa 1a ce npeycTaHoBH He3abaBHo, Tpafina aa
Ce HanpaBH KOHCYJ/ITaLMA C JIEKap M a Ce 3ano4YHe noaxoasiua Tepanus. [ipu Tasd cutya
NPOTHBOMOKA3aHH JIEKapCcTBa, 3a0aBAIiN MEPHCTANTHKATA.

ITpH MpoaBL/DKHTENHO Ne4eH e Ce MPENOPbYBa NEPHOAUYHA OLIEHKA Ha BAKHH QYH
OpraHH3Ma, BKIIOYHTENHO OE6petHaTa, 4epHOAPOGHATa B XeMONOETHYHATA (PYHK




Panxo ce crobinaBa 3a yab/kaBaHe Ha IPOTPOMOHHOBOTO BpeMe NpH NalHMEHTH, MPpHeMalli
AMOKCHIIWIHH/KNaByiaHoBa KHcennHa. Tpabea fa ce npaBH NoaXoAAwIo NpocaeasaBaHe, KOTaTo €
NpeanncaH eIHOBPEMEHEH NIPHEM Ha aHTMKOaryJaHTH. Moxe 1a e HeoOXOIHMAa KOPEKLMS Ha 103aTa
Ha NIepOPa/IHHTE AHTHKOATYJIaHTH, 3a a ce MOATbpKa KENAHUAT eeKT Ha MPOTHBOCHCHPBAHE (BXK.
ToukH 4.5 u 4.8).

MHOro pAAKO MpH MALMEHTH ¢ HaMAIEHO OT/ENAHE Ha YPHHa ce Habnoapa KpHCTATY S
(BKMIOUHTENHO OCTPO GBOPEUHO yBpexkaaHe), IIaBHO NPH napeHTepaiHa Tepanud. [Ipu npwioxenne
Ha BHCOKH JI03H aMOKCHLIWIHH C€ Npenopbusa MOJIBpKaHe Ha 3a0BONHTE/EH [IPHEM Ha TEYHOCTH H
OTAENAHE HA YPHHA, 32 J]a C& HAMAJIH BEPOATHOCTTA OT KPHCTATYpHA. IIpH nauueHTH ¢ KaTeTsp B
NUKOYHUA MeXyp TpaOBa a ce NpaBH peOBHA NposepKa Ha MpoXoaHMocTTa (Bx. Touka 4.8 ¥ Touka
4.9).

Io BRCME HA JIEHCHHE C aMOKCHLIHIIHH 'rpnGBa Ja ¢€ H3NMoJ3BaT €H3IUMHH FIIIOKO300KCHIIA3HH METOAH
BCEKH IILT, KOFaTo Ce MpaBH H3CJICABAHE 32 HATHYHE HA IIOKO3a B YPHHATA, 3alll0TO HEEH3HMHHTE
MEeTOOU MoraT Ja Jajar (banmuno NOMOXKHTEIHH PEIYATATH.

Hannumero Ha knaBynaHoBa KHCeNHHAa B AMOKcHKIaB ES Moxe na npeansBHKa HecnelH(pHIHO
cBbp3BaHe HA [gG 1 anGyMHH ¢ KIETEMHHTE MeMOpaHH Ha ePHTPOLIMTHTE, KOSTO BOAH A0 GaliliMBo
nosnoxuTeneH tecT Ha Coombs.

HMa cpoBiieHHs 32 OAOKHTENHY PE3YITATH OT H3CNeiBAaHHATA NIPH W3NO/N3BaHe Ha TecTa Bio-Rad
Laboratories Platelia Aspergillus EIA npu nauseHTH, npyeMall aMOKCHIIWIHH/KI1aBy/1aHOBa
KHCENHMHA, 33 KOWTO BIIOCNIEACTBHE € YCTAHOBEHO, Ye HAMAT HHbexuus ¢ Aspergillus. Cpobluasa ce 3a
KPBCTOCAHH peakiMH ¢ He-Aspergillus nonusaxapunn u nonudypaHo3u npy Tecta Bio-Rad
Laboratories Platelia Aspergillus EIA. [Topanu ToBa, NONOKUTENHHTE Pe3yaTaTH OT TECTOBETE NPH
nalMeHTH, NpUeMally aMOKCULIWIIMH/KIIaBY/IaHOBA KHCeTHHA TpAOBa a ce THIKYBAT MpeAna3iMBo H
Iia ce MOTBBPIAT C APYTH AMArHOCTHYHH METOIH.

ToBa fekapcTBo Chabpxka No-Malko oT 1 mmol HaTpuii (23 mg) Ha NHEBHAa MAKCHUMATHA 0032, T.C.
MOXE 1a Ce KaXE, Y€ MPAKTHYECKH He ChAbpKa HaTPH.

B 5 ml cycnieHsns oT TOBa iekapcTBo ce ¢pabpkaT 0,017 mg GeH3unor ankoxon (KoeTo ChOTBETCTBA
Ha 1,5 g npax). BeH3WIOBHAT ATKOXON MOXE J1a NpeAH3BHKA anepruudu peakimu. [losuiuen puck,
nopagd aKyMyJIUpaHe MpH MaJKH fela {noa 3-roaumHa Bb3pact). ['onemute obemu Tpabea aa ce
H3MI0JI3BAT C MOBHLISHO BHUMAHKUE M CAMO aKO € Heo0X0auMo, 0coDeHO MpH Nuua ¢ yepHoaApOoOHO Win
610peuHo yBpexaaHe, MpH OpeMEeHHH WIM KbPMELLH XKEHH NIOPAJH PHCK OT HATPYTIBAHE WIH
TOKCHYHOCT (MeTabOIHTHA aLHA03a).

B 5 ml cycnieH3us oT TOBa ACKAPCTEO C¢ CHABPKAT NMo-manko ot 0,004 mg anmkoxon {eraHon) (koeTo
cwoTBeTcTBa Ha 1,5 g npax). Tora konuyecTBo B 5 ml OT IEKapCTBOTO € eKBHBAIEHTHO Ha MO-MAJKO
ot 1 ml Gupa wiu 1 ml BuHO.

MaukoTo KONMUeCTBO aNKOXOM B TOBA JIEKAPCTBO HAMa 1a HMa 3abenexxnMu edekTH.

B 5 ml cycnensus OT TOBa NeKapeTBO ce chAbpHar no-manko ot 0,000017 mg cyngur (koero
cBhOTBETCTBa Ha 1,5 mg npax). Topa B penku cmyyan MOXe Ja IPHYHHH CEPHO3HH PeaKLMH Ha
CBPBXUYYBCTBHTETHOCT H GPOHXOCNA3LM.

4.5 BiamMopaeilicTBHe ¢ APYI'H JeKaPCTBEHH NPOJYKTH H APYTH (JOpMH HA B3IAHMOAeHcTRHE

LlepopalH{ aHTHKOATYIAHTH =
IepopanHuTe aHTHKOATYJIAHTH M MEHNULIMIHHOBUTE AHTHOHOTHLH €4 IIHPOKO M3M10N13BaHY 'S Conn A EH%

npakTHkarta, Ge3 chofIeHHs 3a B3auMoieHCTBHE. Brripeku ToBa B IMTEpaTypaTa HMa cﬁzmym‘ -

YBENHUYEHO MEKAYHAPOAHO HOpManH3upaHo oTHowenne (INR) npu nauvenTn, nogasp g
alCHOKYMapoJl HWiH BapdapHH, Ha KOHTO € NMpeaHcaH Kype ¢ AMOKCHIIMITHH. AKO € HetpﬁqumM ';1.
€IHOBPEMEHHOTO MPHIOKEHHe, IPOTPOMOHHOBOTO BpeMe WIH MeXTyHAPOAHOTO HopMaﬂnsuph\i@r W ﬂ‘
otHowenHe (INR) Tpa6ea na 6paaT BHAMaTenHO HabmoasaHU NMpK A0CABAHETO HIH wﬂeganercrw




aMokcHIHnuH. OCBeH TOBa MOXKE Ha ¢a HeoOX0AMMM KOPEKLIMH Ha J103aTa Ha NePOpajTHHTe
AHTHKOAryJaHTH (BX. Touky 4.4 u 4.8).

Met KCAT
TTeHHLIWTHHHTE MOXKE 1a HAMAJIAT OTIENAHETO HA METOTPEKCAT, KOETO 1a MPUYHHH €BEHTYATHO
YBEJIHYABAHE HA TOKCHYHOCTTA.

[poGeneuma
EAHOBpeMEHHOTO MpHIIOXkeHHe Ha npobeHelH] He ce npenopbyea. [Ipobenenun Hamanssa

6bOpeunara TyOynHa cekpeuns Ha aMokcHIUWTHH. EqHoBpemeHHaTa ynoTpe6a Ha npoSeHeLia Moxke
Ia 1oBefle 0O MOBHIIEHH KPbBHH HHBA Ha AMOKCHLIMITHH.

MukodeHonar Moderrn

ITpH mauMeHTH, NpHeMalld MEKoheHonaT ModeTi, e crobmeHo 2a npubnmsurento 50% pexykums
Ha MpeaI030BaTa KOHLEHTPALHA Ha AKTHEHHA MeTabonut MukodeHonosa kucenuna (M®OK} crnen
3ar0uBaHe Ha repopaneH aMOKCHLIMIIMH C K/1aByNaHOBa kKMcennHa. [IpomMaHara B npeafo3osara
KOHLUECHTpaLHA MOXKE Ja HE OTpa3fBa TOUHO MPOMEHHTE B LIAMOCTHATA eKeno3uumus Ha MOK, 3arosa
06MKHOBEHO He e HeoOX0aMMa KOPeKLIHS B J03aTa Ha MUKO(deHonaT ModeTh, aKO THICBAT
KIHHHYHH JaHHH 3a THchYHKUMA Ha ripucagkara. HyxHo ¢ ofave KIHHMYHO HabmoaeHue oT6Iu30
N0 BpeMe Ha eJHOBPEMEHHOTO MPWICKEHHE U B KPATBK NEPUO]] Cltefl aHTHOHOTHYHIA KYPC.

4.6 PepTRaNTET, PEMEHHOCT H KbPMEHE

BpemenHocT
ExcnepumeHTANHHTE MPOY4BaHHA NPH KHBOTHH HE NMOKA3BaT MPAKO WIH HETIPAKO BPEAHO

BB3AeHcTBHE BBPXY OpeMEeHHOCTTA, eMOPHOHATHOTO/(QETANHO PA3BHTHE, PAXKAAHETO WK
AOCTHATAJTHOTO pasBUTHE (BXK. TOUKa 5.3). OrpanHJyeHHTE JaHHH 3a ynoTpefara Ha
aMOKCHLIMIIHH/K/NaBYTaHOBA KHCEJIHHA MO BpeMe Ha OPeMEHHOCT NpU XOpa He MOKAa3BaT NOBHILCH
PHCK OT BpolieHH MantopMalind. B eqHo MpoyuBaHe NpH XKeHH ¢ MpeXAEBPEMEHHa pyNTYpa Ha
¢eranHaTa MmeMOpaHa ce cbo0IiaBa, ve NPOPHIAKTHYHOTO TEUEHHe ¢ AMOKCHLIWJIMH/K1aBy/1aHOBa
KHCeJMHA MOXe Na 6bAe CBbP3aHO ¢ NMOBUILEH PHCK OT HEKPOTH3NPALL €HTEPOKOIHUT IIPH
HOBOpoJeHHTe. YroTpebaTa 1o BpeMe Ha 6peMeHHOCT TpabBa Aa ce H30ATBa, OCBEH aKO JIEKapAT He
CMATA, Ye TA € HATOKHTE/IHA.

KspMmeHe

U npere BelwecTBa ce OTAENAT B KbpMaTa (HAMa JaHHH 3a BL3[eliCTBUETO HA KIaBy/1aHOBaTa
KHCeJIHHA BBPXY KbpMaueTo). CneioBaTeNMHO MPH KbpMa4eTo ca Bb3IMOMXHH AHAPUS U rEOuuHa
HHdEKUMA Ha IMraBHLMTE, TAKA Ye MOXKe Jla ce HaMoXKH KbpMeHeTo aa Obae npekpateHo. TpabGra na
e B3eMe IIPpeBH] B3MOKHOCTTA 3a CCHCHOMNM3aLMA. AMOKCHIWIHH/KJIaBY1aHOBA KUCENHHA TpAGEa
Ja ce U3Mo/3Ba Mo BpeMe Ha KbpMeHe CaMo Clle/l OLIEHKA Ha ChOTHOLIEHHETO MOJN3A/PUCK OT CTPaHa Ha
NIEKyBalllHA JieKap.

4.7 Edextn pppxy cnocobnocrra 3a modpupane n pabora ¢ MAIIAEHA

He ca npoeexxaany npoy4saHus 3a epekTHTe BBPXY cnocobHOCTTA 3a wodKpaHe H paboTa ¢ MaLUHHH.
He3aBHcHMO OT TOBa MOXeE 18 Bb3HHKHAT He)KeNIaHH peakuMH (Hanp. anepruiHy peakiHu, 3aMasHOCT
H 'bpHOBE), KOMTO MOTAT Ja MOBHAAT Ha CMOCOGHOCTTA 3a ogdHupaHe 1 pabora ¢ MalUNHH (BX.

Touka 4.8).

4.8 Hexenand JeKAPCTBEHR PEAKIHH

/
HJIP, nosmy4eHn oT KIHHHYHA M3NHTBAHMA H IOCTMAPKETHHIOBOTO Hal/ONEHHE Ha AMO@

NOIpeIeHH N0 CHCTEMO-opraHHHTe KiacoBe Ha MedDRA, ca u3bpoeHu mo-gony.

Hanonssanda e cneguara TEPMHHOJIOTHA 34 KJ‘[&GH(!)HL[HP&HC Ha BP3HHKBAHETO Ha HEXC.




MHoro uectd (21/10)

Yectu (21/100 o <1/10)
Heuectn (=1/1000 no <1/100)
Penku (=1/10 000 no <1/1000)
Meuoro peaku (<1/10 000)

C "eusBecTHa yecToTa (OT HANHMYHHMTE NaHHH He MOKe [ia ObIe HallpaBeHa OlieHKa)

Hadexnur 1 nEPECTANHE

KoxHo-THraBHYHa KaHaua03a

Yeetn

CBp’bXpaCTC)K Ha HCYYBCTBHTCIIHH OpraHH3MH

C HeH3BECTHA

4eCcToTa
Hapymenns Ha KPpLBTa H JEM{HATA CHCTEMA
OGpaTuma NeBKONMEHHA {BKITIOYHTEIHO HeYTPOMeHH: ) Penxn
TpombounTonIeHHA Penku
Obparuma arpaHyoLMTO3a C HeH3BeCTHa
YyecToTa
XeMOMUTHYHA aHeMHA C Heu3pecTHa
4eCToTa
Y bJKaBaHe Ha BPEMETO Ha KbpPBEHe M MPOTPOMEMHOBOTO BpeMe! C neuspecTHa
4ecToTa

Chpe HH HADYIICHHN;

Cungpom Ha Kounis

C Heu3BecTHA
4ecToTa

Hapymenus Ha HMYHHATA cHcTema'l

AHI‘HOHCBpOTH'-leH OTOK

C HenzBECTHA

4ecToTa
Anaprnakcus C HeH3BECTHA
4ecToTa
CHuapoM HanopoGsaBai cepymHa 6onect C HeuspecTHa
4ECTOTa
AJIeprHY€eH BaCKyJHT C Hen3BecTHA
4ecToTa
Hapymenns Ha HepBHATA CHCTEMA
3amaiteane Heuectn
I'maBobonue Hegectn
O6paTMa XMNepakTHBHOCT C HensBecTHa
4eCTOTA
spuose? C Hem3BecTHa
4ecToTa
AcenTHyeH MEHHHTHT C HemsBecTHA
4eCcTOTa
CroMamHO-4YpeBHH HApPYLIeHHS
Hnapus YecTn
Tapene? YectH
TloBpbinaHe

HapyweHo xpaHocMunaxe

Kouur, cpep3aH ¢ aHTUOHMOTHK

YepeH ,,kacMaT* €31K




YECTOTa

OupersaBane Ha 36HuTE’ C HeusBecTHa
4eCTOTa
EHTEpOKOANTEH CHHAPOM, NPEAU3BHKAH OT MPHEM HA JIEKAPCTROTO C Heu3BeCTHA
4eCTOTa
OcTEp naHKpeaTHT C HeuzBecTHa
4yecToTa
XenaToOHIHAPHH HAPYIIEHHA
Tosmmenus na AST w/wiu ALT® Heyectu
XenaTur’ C HeuzBecTHa
4ecToTa
XonecTaTHYHA XK BITEHANA’ C HewzBecTHa
YyecToTa
Hapyenns AAa KOXATA A NOAKOKHATA THKAH®
KoxeH obpHb HeuecTn
Mpypuryc Heuectn
Yprukapus Heuectt
Epurema Mmyntadopme Penxu
Cunpgpom Ha Stevens-Johnson C Heuw3pecTHa
4yecToTa
TokcHuHa enuaepManta HEKponH3a C Hen3pecTHa
HecToTa
BynoseH exchonHAaTHBEH AepMaTHT C HeH3BeCTHA
YecTOTa
OcTpa reHepanH3HpaHa eK3aHTeMaTo3Ha mycTynoza (AGEP)® C HeH3BecTHa
4ecToTa
JlexapcTBena peakuus ¢ eosuHoduIng H cucteMun cumnromn (DRESS) C HeH3BecTHa
4ecToTA
CHMeTpHYEH, JIEKApPCTBEH HHTEPTPUIHMHO3EH U (lIeKCypeH ek3aHTeM (CHMHApoM Ha | C HeusBecTHa
napuaHa) (Symmetrical drug-related intertriginous and flexural exantrhema - 4eCTOTA
SDRIFE)
JIuneapHa IgA Gonect C HeH3BecTHa
4ECToTa
Hapymenns na 60pennTe H NHKOYHATE MLTHINA
Hurepernunaned HedpuT C HemspecTHA
4ecToTa
Kpuctamypus® (BKIIOUHTENHO 0CTpo 650pedHo yBpexaaHe) C HeM3BecTHa
4ecToTa

! B, Touxa 4.4
2Bxc. Touku 4.3 u 4.4
3 [NosiBaTa Ha rajeHe € MI0-4eCTO MPH MEPOPAIEH NIPHEM HA BUCOKH 1034, AKO C€ TIOABAT peaKIHH OT
CTpaHa Ha CTOMALUIHO-YPEBHUA TPAKT, TE MOTaT Aa CE HaMaJIAT ¢ pueM Ha AMokcuiuias ES no Bpeme
Ha XpaHeHe.

* BrtrouHTesHO nceBaoMeMOpaHo3eH KOIMT M XeMOparnyeH Kot (Bx. Touka 4.4)

5 MHOro paaxo e cho5ILaBaHO 3a OBBPXHOCTHA MPOMAHA B LBeTa Ha 3u6uTe npu aeua. Jobpata
XHIHEHa Ha YCTHATa KyXHHa MOXe /a NpeJOTBpaTH NpOMAHATA B LIBeTa Ha 3u0UTe, Thit KaTo Tasu
MpoMAHa 06MYaliHO MO3Ke J1a ¢e OTCTPaHM upe3 MHEHe Ha 3b0HTe

% Ymepeno noeumasane Ha AST w/unu ALT e YCTaHOBEHO TIpH NALIHEHTH, JIEKYBAHH ¢ HeTa-TaKTaMBM.
aHTHOKOTHLIM, HO 3HAYEHHETO Ha TE3H MIPOMEHH HE € H3SCHEHO. ne

TouKa 4.4}.
8 AKO ce NoRBH aneprudeH JEPMaTHT, JICYEHHETO TpA6Ba 1a Ce MPeYCTaHOBH (BXK. TOUKA 4f
° Bk. Touka 4.9




CrofLapaHe Ha MOIO3UPAHH HEXKEIAHH PEAKLIAM
Cro6luaBaHeTo Ha NOJO3MPaHH HeXellaHH peaKUHH CIICA pa3peliaBaHe Ha ynoTpeda Ha NeKapcTBeHHs

MPOAYKT € BaxkHo. TOBa MO3BONIARA A2 NPOAB/LKH HAGMIONEHHETO HA CHLOTHOLIEHHETO MOI3a/PHCK 34
neKapcTBeHHA NpoAyKT. OT MeAHUMHCKHTE CIIELHANNCTH ce H3MCKBa Ja ChoblaBaT Beaka
NOJO3HPAHA HeXKe/TaHA PeaKIIMA 9pe3 HAallHOHAJIHA CHCTeMa 3a chobmaBaHe KbM HanmbnnuTeHaTA
areHUMs N0 JIeKapeTBara, yu. ,,Jlaman Ipyes”, Ne 8, 1303 Codus, tesn.: +359 2 890 34 17, yebeaiit:

www.bda.bg.

4.9 IIpenosupane

CHMOTOMH H NIPH3HAIM HA MIPENO3HPAHE

Moske fa ce Ha0MOAaBaT CTOMALIHO-YPEBHH CHMITTOMH H HapyLLaBaHe Ha eNeKTPOAHTHHA DanaHe H
Gananca Ha TeunocTH. HabnronaBaHa e kpHCTaIypHa Ha aMOKCHLIWIMH, KOATO B HAKOH CITy4aK BOIH
o 660pedHa HeZOCTATEYHOCT (BK. TOuka 4.4).

[Tpu nayuenTu ¢ HapyuieHa 6B6peuHa GYHKUMS HWIH NPH NALMEHTH, KOHTO NPHEMaT BUCOKH 03H,
MOJKe 1a BB3HMKHAT I'bPYOBeE.

Crobimaea ce, 4e aMOKCHIMIMH Ce YTadBa B YPHHAPHH KaTeTPH, NPeIUMHO cllel HHTPaBEHO3HO
MPHIOKEHHE Ha roJieMH Ao3u. Tpabea na ce npasy peAOBHA NPOBEPKA HA NMPOXOJUMOCTTA Ha
Karerpute (BK. ToUka 4.4).

Jleuenue Ha NpENO3IHPaHE
CTOMalIIHO-'-IpeBHHTe CHMITTOMH MOraT Ja C€ JICKYBAT CAMIITOMATHYHO, KaTO C& OG'BpHe BHHUMAHHE HA

BOAHO-CIAEKTPOJIMTHHA fanaHc.

AMOKCHIIHJ]HH/KJ]&BYJ’[&HOBR KHCENHHa Morat Ja 6saar OTCTPAHEHH OT OPraHu3Ma 4ype3 XeMOaHaIH3a.

5.  GAPMAKOJIOTHYHH CBOHCTBA
5.1 ®apMaxoARHAMHYEH CBOHCTBA

®apMakoTepaneBTHYHA rpyna: AHTHOaKTEpHaIHH CPEACTRa 3a CHCTEMHA ynoTpe6a; KOMOWHAIIHH Ha
NMEHHLUWINHOBH aHTHOMOTHLH BKJ. OeTa-TakTaMa3sHd WHXHOHTopH; ATC koo JO1CRO2.

MexaHu3EM Ha JielficTBUE

AMOKCHUHIIHH € TIOMYCHHTETHYEH NeHuLwIMH {6eTa-nakraMeH aHTHOHOTHK), KOWTO NOTHCKA eIHH
WM MOBeYe eH3WMH (MeCTO HapH4aHH MeHHLMNMH-CBbp3BalM nporeHHu, [ICIT) B 6HOCHHTE THUHHA
BT Ha NeNTUAONNKaHa Ha SaxrepumTe, KOHTO € MHTErpajied CTPYKTYPEH KOMIICHEHT Ha KIeTHYHA
creda Ha 6axrepunTe. MHXHOMpaHETO HAa MENTHAOITHKAHOBHS CHUHTE3 BOAH A0 oTCNabBaHe Ha
KJIETHYHATA CTEHA, KOETO OOMKHOBEHO C€ CNeJBa OT pa3naj U KISTbYHA CMBDT.

AMOKCHLHIUTHH € YyBCTBHTEJIEH KbM pasrpaxaaHe ot feTa-lakTaMasHTe, NPOAYLHPaHH OT
PE3HCTEHTHHTE HaKTepHH, MOpalH KOETO, CIEKTBPBT My Ha JeiiCTBHE He BKIIOYBA MUKPOOPraHH3IMH,
KOMTO NMPOH3BEXKIAT TEIH EHIHMH.

KnasynaHopata KHcenHHa e 6eTa-1akTaM, CTPYKTYPHO CBbP3aH C NEHULWIHHHUTE. T4 HHAKTHBHpPA
HAKOHM §eTa-NaKTaMa3HH €H3MMH W 3alHTABa AMOKCHIMIIHH OT HHAaKTHBHpaHe. KnapyaHoBata
KHCe/IHHA CAMOCTOATETHO HE OKA3Ba KITMHWUYHO M0JIe3¢H aHTHOAKTEpHaNEH edeKT.

DapMakOKHHETHYHA/PapMAKOAMHAMMYEA BPE3KA Vi -
BpeMero Hag MHHIUManHaTa HHXxHOUpama koHueHTpauua (T>MIC) ce cuura 3a ocHOBeH qiam%pf, .
ornpeaensiul €pUKACHOCTTA NPH AMOKCHLIHJIHH.

MexanniMu Ha PEe3UCTEHTHOCT



JIpaTa OCHOBHH MEXaHM3MH Ha PE3HCTEHTHOCT KbM AMOKCHLUATHH/KNaByIaHOBA KUCETHHA ¢a:

L] Huaxr HBHPAHE OT TE3H Sax'repﬂa.nﬂn OeT: a-JIaKTaMa3H, KOHTO CaMH HE CC HHXH6PlpaT oT
KNABYJIAHOBa KMCeHHA, BKIIoYHTenHO ¥ wiac B, C u D.
o [Ipomana Ha [ICII, koeTo HaMangBa apyHUTETA HA AHTHOAKTEpHANTHNA areHT KbM MHIICHATA.

Henpouunuaemoctra Ha 6akTepuuTe WK eIIyKe IOMNa MeXaHH3MMTE MOraT J1a IPHYHHAT WM Ja
JOTIpHHECAT 3a OaKTepHaNHa pe3HCTEHTHOCT, 0cobeHo npu I'paM-oTpuLiaTenHUTe SakTepuH.

I'panuuny croiisoctH (breakpoints) npu U3NHTBaHE Ha YYBCTBHTEIHOCT

Kpurepnu 3a unrepnperauns Ha MIIK (MIC — minimum inhibitory concentration) npu W3nuTBaHe Ha
qYBCTBHUTEIHOCT ¢a paspaborenu oT EsponefickHa KOMUTET NO H3NUTBAHE HA YYBCTBUTENHOCT KbM
arTHMHKpoOHH Nexapctsa (EUCAST - European Committee on Antimicrobial Susceptibility Testing)
33 AMOKCHIW/IHH/K/IaBYIAHOBA KMCEIMHA M MOTaT Ja GbJaT HAMepeHH Ha: :

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

Pa3npocTpaHeHHETO HA PE3UCTEHTHOCTTAa MOKe J1a Bapupa reorpa¢ckil ¥ BB BPEMETO 3a OMNpeIeIcHH
BHIOBE H € XKe/aTe/THO Aa MMa JIOKAJIHA HHGOPMALIHA 32 PE3UCTEHTHHOCTTA, 0COOEHO NPH JleveHHe Ha
Te)KKH HHpeKkuMH. [1pH HeoGXoauMocT TpAGBa Aa ce MOTHPCH CHBET OT CNELMANHCT, KOTaTo
JIOKAJTHOTO PasnpOCTPAHEHHE HA PE3UCTEHTHOCT € TAKOBA, He MOJI3aTa OT JIEKAPCTBEHHSA NMPOAYKT MpH
MOHE HAKOHU BHJ0Be HHGEKUHH € MoJl BBIPOC.

OO6HKHOBEHO YYBCTBHTE/IHH BHAOBE

['pam-nonoxurenyu aepobu
Staphylococcus aureus (METHHWIHH-YYBCTBHTENeH)E

Streptococcus pneumoniae'
Streptococcus pyogenes v Apyrs 0€Ta-X€MOJHTHYHH CTPEIITOKOKA

I'pamM-oTpHLIaTENHH aepotH
Haemophilus influenzae®
Moraxella catarrhalis

Buaoge, 3a KOHTO NPHACGHTATA PE3HCTEHTHOCT MOMKeE A3 Obae npodaeMaa

I'paM-oTpuiiaTenny aepobu
Klebsiella pneumoniae

Pe3ncTeRTHH MHKPDOOpPramn3imMHa

I'paM-oTpHUATENHH acpolGu
Legionella pneumophila

Jpyrs MUKpoOpraHuIMu
Chlamydophila pneumoniae

Chlamydophila psittaci
Coxiella burnetti
Mycoplasma pneumoniae

£ BCHYKH METHLIHITHH-PE3HCTEHTHH CTA(MIOKOKH Ca PE3HCTEHTHH KbM aMOKCHLUTHH/KIaBYIaHOBA
KHACeHHa

' Tasu opma Ha aMOKCHLIIUTHH/K/IABY/IAHOBA KMCENHHA € TOXOAALIA 3a IEYeHHE Ha Streplococcus.
preumoniae, KOWTO Ca Pe3UCTEHTHH KbM MEHHLWITHH CaMO 3a 0fl06peHuTe NnoKasaHus (B, Toyia 1), |-

2 CrofiaBa ce 3a aMOBE C HAMAJIEHA YYBCTBHTETHOCT B HAKOM cTpanH Ha EC, ¢ uecTora f1o-srcoka . |, ™

’ -

ot 10%. 2

5.2 @apMakOKHHETHIHH CBOHCTBA



Pezopbrus
AMOKCHLUMHH ¥ KJIABYJIAHOBA KMCETHHA HAITBITHO CE AMCOLMHPAT BLE BOJAEH pa3TBOP NPH

¢uzuonoruuHo pH. U nete koMnoHeHTH 6bp3o 1 nobpe ce pe3opbupart MpH NepopaiHo
npunoxeHue. Crea nepopaieH npueM SHOHAIHYHOCTTA HA AMOKCHLIMIIMH H KJIaBy/1aHOBA KHCEIHHA €
okono 70%. InasmMenuTe NpoIITH Ha JBATa KOMIIOHEHTA ca MOAOOHH K BpEMETO 0 MAKCHMATTHA
nna3MeHa KoHueHTpauus (Tmax) BB BCekH Cny4ail € 0xono eaHH dac.

Cpennure (+ SD) dpapMakOKHHETHYHU NTApaMETPH ca JaleHH M0-JOY 38 aMOKCHLIMTHH/K/1aBYIaHOBA
KHCETHHA, npujaraHy npu 45 mg/3,2 mg/kg Ha Bcexu 12 yaca npH negHATPHUYHH MALMEHTH.

Cpennu (+ SD) ¢apMakoKHHETHYHH NAPaMETPH
[MpunoxeHo{-1) AKTHBHO(-H) Cmax Tmax * AUC (0- T12
BeleCTBO(-a) 24h)

gm) | () [ (ehmh | 0

AMOKCHIIMIHH
aMOKCHLIHJIHH/KJIABYJIAHOBA KMCE/THHA B 15,7 2,0 59,8 1,4
ao3a 45 mg/kg AMX u 3,2 mg/kg CA Ha +7,7 (1,0-4,0) + 20,0 +0,35
BcekH 12 yaca
Knasynanosa xucenuHa

aMOKCHLWIHH/KJIaBYTAHOBA KHCEJIHHR B 1,7 1,1 4,0 11
aos3a 45 mg/kg AMX u 3,2 mg/kg CA Ha 09 (1,0-4,0) +1,9 10,29
BcekH 12 vaca
AMX — amokcunuH, CA — KIaByaHOBA KMCETHHA
* Meauaua (obxsar)

CepyMHme KOHLCHTPALHK Ha aMOKCHIIH/IHH H KNaBYJIaHOBA KHCE/IHHA NOCTHIHATH C
aMOKCH].lPU'lHH/KJ'laByJ'[aHOBE KHCEJIHHA ca IMoACOHH Ha TE3H, MMOMYYEHH NPH CAMOCTOATETHO
NEpopanHO NpHNOKCHHAC HA CKEHBAJICHTHH JO3H aMOKCHIIWIHMH H KJIaBYJIAHOBA KHCCITHHA.

Pasnpenenenue
Oxono 25% ot obmara na3zMeHa KNaByaaHoBa KHceTHHa ¥ 18% oT o6muA mnasMeH aMOKCHIKMIHH ¢4

CBBbp3aHH ¢ NpOoTeHHH. [IpuBHAHKAT 00eM Ha pasnpeneneHue e okono 0,3-0,4 kg 3a aMOXCHUMIHH H
oxono 0,2 I/kg 3a xnaBynaHoBa KHCeXHHA.

Cnes MHTPaBEHO3HO TIPHIIOKEHHE, AMOKCHLI/IMH M KJ1aBy1aHOBA KHCEHHA C€ OTKPHMBAT B #TBMHHUA
MeXYp, KOPEMHATa ThKaH, KOXKaTa, MA3HHHHTE, TbKaHH, MyCKY/THaTa ThKaH, CHHOBHAJIHATA
MEPHTOHEAHATA TEYHOCT, HUTYHHA CeKPeT H FHOMHTa. AMOKCHLIWIHH He Ce pa3fIpocTpaHiBa
JOCTATBYHO B rPbOHAYHOMO3ZBHHATA TEYHOCT.

Ot npoyuBaHuATA IPH JKHBOTHH HE CBLIECTBYBAT JOKA3aTe/ICTBA 32 3HAUMTEHO THKAHHO 3aAbpKaHe
Ha BellleCTBa, MOMYYEHH OT JIEKAPCTBOTO, 34 BCEKH OT KOMIIOHEHTHTE. AMOKCHUMIIMH, KaTO IIOBEYETO
MEHHIFUTHHH, MOXe Ja OBAe OTKPHT B KbpMara. Clie/lH OT KNaByNaHOBA KHCEJIHHA MoraT Aa Gnaat
OTKPHTH B kKbpMarTa (B, Touka 4.6).

HokasaHo e, 4e H aMOKCHIUW/IMH, M KJ1aBY/IAHOBA KHCEMHa NPeMHHABAT TUTAlleHTapHaTa Gapuepa (8.
TOo4Ka 4.6).

Buorpancdopmauus

AMOKCHLIWJIHH YaCTHYHO CE OTJENA B YPHHATA KATO HEAKTHBHA MEHHIMIHHOBA KHCEMHHA
KOJIMYECTBA, CKBHBAJIEHTHH Ha 1o 10 ao 25% ot mbpBoHauanHaTa fo3a. KnaBynaHoBaTta e‘E B
meTab0oNM3Hpa EKCTEH3HBHO NPH YOBEKA M CE eIMMHHKPA C YPHHATA ¥ GEKATHHTE H KaT Ki, gpeﬁ"" g
JMOKCHA B M3AUILAHHA BB3YX. S A




EnuMuHupane
OCHOBHMAT LT Ha ENMMHHHPaHe Ha aMOKCHLUIHH € fpe3 6u0pelTe, a Ha K1aBynaHOBATa KHCeIHHA

€ KaKTo upe3 OLOpeyHH, Taka M upe3 HeOBOPEUHH MEXaHH3MH.

AMOKCHLIHITAH/K/TABYJTAHOBA KHCE/THHA MMA CPEAEH €TMMHHALIMOHEH MOTYKHBOT OT OKOJIO €IHH Yac H
cpeaeH obm KiHpbHe okoio 25 /h mpu 3apasu nuguekaM. [Tpubnuznrento 60 no 70% ot
aMOKCHLUWIHH H NpHOnusuTenHo 40 no 65% ot wiaBy/laHOBa KMCEJIMHA €€ eKCKPeTHpAT HepOMEHeH!
B YPHHATA Npe3 I'bpPBUTE 6 vaca clel eAHOKPAaTHO NpHiIaraHe Ha aMOKCHLIMIHH/KNIaBy TaHOBA
kucenuHa Tabnetkn 250 mg/125 mg unu 500 mg/125 mg. PasnnuHn H3cneaBaHus COYarT, Ye
OTAeNsAHeTo Ha ypuHata € 50-85% 32 aMOKCHLIIHH U MexTy 27 1 60% 3a KiaBynaHOBa KHCeIHHa 3a
nepHod oT 24 yaca. 3a KaByJlaHOBaTa KHCETMHA, HAH-roAIMOTO KOJTIHYECTBO HA JIEKAPCTBOTO €€
OTAeNs npe3 MbPBUTE 2 Haca clie] NpHeMa.

EnHoBpeMeHHOTO npuiokeHHe Ha npoGeHeln 3a0aBs OTAEIAHETO Ha AMOKCHLITHH, HO He 3a0aBs
616peyHaTa eKcKkpelHd Ha KJIaBYJIaHOBATA KHCE/INHA (BXK. Touka 4.5).

Brapact
EnMMHHALMOHHHAT MOMYKHBOT HA AaMOKCHLIWIMH € CXOJIEH IMPH ella Ha BB3PacT OT OKOMO 3 Mecela

A0 2 TOAHHY Y NO-TOJIEMH Jelia ¥ Bh3pacTHH. I1pd MHOro Manky Jela (BIUTIOUUTETHO HEOHOCEHH
HOBOpO,IlCHH) Mpe3 NbpBaTa CEAMHLIA OT JXHBOTA MHTEPBANBT Ha IIPAIAraHE HE mﬂﬁna JAa HanBHIIaBa
npwiarate Jga ITbTH AHEBHO, NOPaJH HE3pANOCT Ha 6u0peuHua nbT Ha enumuumpane. Toit kato HMa
MO-TroJIAMa BEPOSTHOCT MALMEHTUTE B CTApHECcKa Bh3PacT Ja HMaT HaMalieHa 6b0peuHa QyHKuuA,
TpabBa na ce BHUMaBa ripu u3bopa Ha no3a ¥ Moxe Aa 6bae monesHo Ja ce cneau 6L6peyHata
byHKIms.

Tloa

Cnea nepopanHo NpHIOKEHHE HAa AMOKCHLIWITHH/KJIaBY/1aHOBA KHCEIHHA NPH 3APaBH MBXE H KECHH,
HONBT HAMA SHAYUTETHO BB3JEHCTBIE BbpPXY (PAPMAKOKHHETHKATA HA AMOKCHUMIIHH M KI1aBYJIaHOBA
KHCEJTHHA.

brbpeuHo yBpexaane
O61HAT cepyMeH KIMPBHC Ha aMOKCHLIAJIMH/KIaBYJIAHOBA KMCETHHA HaMAaNsABa NPONOPLUHOHAIHO ¢

HamasBaHeTo Ha 6p0OpevHara dyHkuHa. HamanapaneTo Ha KIMpBLHCA Ha JIEKAPCTBOTO € NO-H3paseH
IPH aMOKCHLIWIHH, OTKOJIKOTO TIPH KJIABYJIaHOBA KHUCEITWHA, ThH KaTo MO-TrOIIMa YacT oT
AMOKCHIMIIHH C¢ OTAE/A 4pe3 OvOpeunute. Cnenopatendo go3uTe npu 610pedHo yBpexkaane TpAdBa
Ja NpenOTBpaTABAT MPEeKaneHOTO HATPYNBaHe Ha AaMOKCHIIWTHH, KaTO ¢THOBPEMEHHO Ce MO PKAT
a/IcKBaTHH HHBA HAa KIABY/JAHOBA KHCe/IHHA (BXK. TO4Ka 4.2).

YepHoapobHo yBpexkaaHe

JloaxTe Npu nanueHTH ¢ YepHOAPOOHO yBpekaaHe TpAGBa Aa ce ONpeaenaT BHUMATEIHO U
yepHoapobHaTa GyHKimMA TpaORa a ce mpocnenssa peaoBHO.

5.3 TlpeakIREAYHH JAHHE 3a GezonacHOCT

HexnuuuvHHuTE NanHH He MoKasBat ocobeH PHCK 3a XopaTa Ha 0a3a Ha KOHBEHIIMOHATHHTE
¢dapMakoNIOrH4HH H3NMTBAHHA 33 6€30MacHOCT, FEeHOTOKCHYHOCT H PENpPOLYKTHBHA TOKCHYHOCT.

Hpqunanmn'a 3a TOKCHYHOCTTA CICl MHOTOKPaTHO MIPUIOXKEHHE, TPOBCICHH NPH Ky4YeTa ¢
AMOKCHIIHIHH/ KJIaBylaHOBAa KHCENHHA MOKa3BaT Apa3HE€He Ha CTOMAxXa M MOBPBILIAHE, H ITPOMAHA B
LBCTA Ha €3HKA.

KOMITOHEHTH.

6. GAPMAINEBTUYHHU JAHHH




6.1 CpoHcbK HA IOMOMHEATE BEMECTBA

JIuMoHeHa KHCelHHa

Hatpues 1urpar

MHKpOKpHCTaNHa Lieny03a

Kapmenosa Hatpuit

Kcanranosa ryma

Cwinnpes I1HOKcH], KonouaeH 6e3poaeH

CHIMUHEE THOKCHI

Apomat Ha MasHHA (CHABPHKALL U3KYCTBEH apoOMaT, LapeBHYEH MAITOACKCTPHH, MPONHIEHIIHKON,
rAKLEPHN TpHaLleTaT, OeHIWIOB aJIKOXOJ, €TaHOM H HATpPHi)

ApoMar Ha moprokan (ChIbpKalll €CTECTBEH H H3KYCTBEH apoMaT, LapeBH4eH MaITOAEKCTPHH,
LIAPEBHYHO HHIIIECTE, HATPHE U CynduT)

ApoMaT Ha kapames {ChIbpaKall H3KYCTBEH apOMAT, LlapeBHYeH MAITOAEKCTPHH, TPHETHI alLleTaT,
€TaHON K HATPHIA)

3axapun Hatpuii (E954)

6.2 HechBMeCTAMOCTH
Henpunoxumo
6.3 Cpox na rogsocr

Cyx npax: 2 rogiHH

Paszteopena cycrienzus: 10 aau

PasTBopenaTa cycneHzus TpaGBa na ce cbxpaHaBa B xuagunauk (2°C - 8 °C) u xa ce u3nonsea B
paMkHTe Ha 10 aHH.

6.4 CoensajlnH ycI0BHESA HA ChXpaHeHHe

Ha ce coxpannpa niox 25°C. [la ce cbxpaHsiBa B OpUFHHANHATA ONAKOBKA, 3a Ia € Npeana3y OT Blara.
3a ycnoBUATa Ha ChXpaHeHHe cJIef] IPUFOTBAHE Ha JIeKAPCTBEHHA NMPOAYKT, BXK. TOUKa 6.3.

6.5 Buan ceALpXKAHHE HA ONAKOBKATA

Bytwiku ot kadaso cTeito (T ) or 100 unu 180 ml, 3aTBOpeHM ¢ KanayKa OT MOJHNPOTIHIIEH Ha
BHHT M 3anevaTpaina MeMOpaHa ITH ChC 3alHTEHa CPELLy OTBAapAHE OT OeLia Kanayka oT
MOJMIIPOITHICH/TIONTHETHIEH ChC 3anevaTnailla MeMOpaHa | ONakOBAHH ¢ MEPHTENHA CIIPHHLIOBKA C
HONHIIPONHMACHOBO TANO, NONHETHNIEHOBO SyTano U kanaye. O6umar obeM Ha MepHTeTHATA
CNpHHLOBKA ¢ oT 0,5 10 5 ml. Beako oTtnesarano aeneHHe B uepHo nokasea 0,1 ml.

1 6yrunxa ot 17,7 g npax (3a npuroteaHe Ha 50 ml cycnenzus)
1 6yrunka ot 33,8 g npax (3a npurotesue Ha 100 ml cycniensus)

He BcHukM BHAOBE OMakoBKH MOrar Aa ObaaT mycHatH B mpoaaxoa.
6.6 Croensajus OpeAnAIHH MEPKH IPH H3XBbPJ/isHe H paboTa

I[pean ynorpeba nposepeTe nanM yIUIBTHEHHETO Ha KanavkaTa € 34paeo. Pasknarere GyTHikara, 3a
na pa3buere npaxa. Jlo6aBere npuGan3uTeNHO 2/3 OT 06ILOTO KOMMYECTBO BOAA 32 pasTBapsHe (BX.
Tabauuara no-gony) M paskiarere xobpe, 3a aa pasTeopute npaxa. JloGapeTe ocTaHanaTa 4
BOJIaTa H OTHOBO paskJjiaTere Aobpe.
Jpyr HauMH Ha pasTBapsHe: Pasknarere OyTHnkata, 3a Oa pa3Guerte npaxa. Hamoixer
BOJa TOYHO NOA MaPKHPOBKaTa Ha eTHKeTa Ha OyTuikara. 3aTBopere kanauxara, 06b




Buna Ha ornakoBkaTa KonuyecTro Ha Obem Boaa, koiTo na ce KpaeH obem Ha

aKTHBHOTO BelllecTBO | NpubaBM NpH NpUroTBAHEe IPUrOTBEHATA
B 030Ba €IHHHLA Ha cycnieHsuara (ml) nepopaiHa
cycnensua {ml)
1 6yrunkaor 17,7 g 600 mg/42,9 mg/5 ml 46 50

npax (3a NpUroTBsHe Ha
50 ml cycneH3u1)

1 6yrmnkaor 33,8 g 600 mg/42,9 mg/S ml g8 100
npax (3a IpUroTBAHE Ha
100 ml cycnensus)

Pasknarere 6yrunkara nobpe npeau npHeM Ha BCAKa J103a.

HeusnonssaHUAT NeKapcTBEeH NPOAYKT HITH OTNIAABYHHTE MAaTCPHAIH OT Hero TpabBa Oa ¢ H3XBBPIAT

B CHOTBETCTBHE ¢ MECTHHTE H3UCKBAHHA.

7. IIPUTEXATEJI HA PASPEIIIEHNETO 3A YIIOTPEBA

Sandoz d.d.

Verovikova 57,

1000 Ljubljana

CnoBeHus

8. HOMEP(A) HA PAJPEINIEHHETO 3A YIIOTPEBA

Per. Ne 20210064

9, JIATA HA TBPBO PA3SPEIIABAHE/MOJHOBABAHE HA PAIPEINIEHHETO 3A
YIIOTPEBA

Jara Ha mupBo paspewapane: 08.03.2021

JlaTa Ha mocnegHO NOAHOBABAHE:

10. JATA HA AKTYAJIMIHPAHE HA TEKCTA

03/2026




