KPATKA XAPAKTEPHCTHKA HA [TIPOIYKTA

1. HME HA JIEKAPCTBEHMUIA ITPOAYKT

Amoxcriuias ES 600 mg/42,9 mg/5 ml npax 3a nepopainia cycrieH3Hs
Amoksiklav ES 600 mg/42.9 mg/5 ml powder for oral suspension

2. KAYECTBEH A KO/IMYECTBEH CbCTAB

Crnien npurotsiaHe, BCekH ml cycrieHsus (cpoTBeTCTBao Ha 0,3 g mpax) csaspxa 120 mg
AMOKCHIIWIHH (KaTO aMOKCHITHJIHH TPHXHAPAT) H 8,58 mg kiaBynaHoBa KHceNHHA (KaTO KaveB
KIIaBYJIZHAT).

Crnen npuroresse, Bcekd 5 ml cycnensus cpanpxka 600 mg amokcuipunyH (KaTo aMOKCHIJHIWH
TpuxHapar) ¥ 42,9 mg wiaBynaHORA KHCeNHHa (KaTo KAJTHEB KIABYJIAHAT).

IToMomHO(H) BEINECTRO(a) C W3BECTHO AEHCTBHE
Cren nparoresane, Bcekd ml cycnensns (cpoTBeTcTBama Ha 0,3 g npax) ceaspika 0,0034 mg
. 6eR3unoB ankoxon, no-Maiko ot 0,0008 mg eranon u mo-manko or 0,0000034 mg cyndur.

3a IThJIHHA CMIMCEHK Ha [IOMOIIHHTE BEMIECCTBA BHXKTE ToYKa 6.1.

3. JEKAPCTBEHA ®OPMA M3NLKUTERHA ATEHUMS NO NIEKAPCTBATA

Ilpax 3a nepopanna cycneH3ug opUcHUKa Ha npogyxma  [lpuroxenue 1

ban no 6nenoxsrT Npax. KoM Poz. Ne WO? / a4 54
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Paspeiuenue Ne

4, KIMHWYHU JAHHH

4.1 TepaneBTHYHA HOKA3AHHH

AMokcrKiias ES e nokasaH 3a nedeHue Ha CIIETHATE HHEKIMH IPH Jella Ha BE3PacT HAli-MAIKO 3
Mecella | ¢ TEJIECHO Teriio no-Majiko ot 40 kg, KouTo ca NpHYHHEHH WIH Ce CHHTA, Ye € BE3MOXKHO J1a
Ca NpHYHMHEHH OT NCHULIMIMH-PE3UCTEHTHH Sireptococcus pneumoniae (BX. Toukn 4.2, 4.4 1 5.1):

OCTBP OTHT Ha CPEIHOTO YXO
® [IHEBMOHHSA, MPUAOOHTA B 00IECTBOTO

Heobxomumo € 1a ce B3eMaT noa BHUMaHHe OQHIHAIIHITE MECTHH PHKOBOJCTRA 3a NPaBHIIHA
ynoTpe6a Ha aHTUOaKTepHaTHUTE CPEACTRA.

4.2 Io3MpOBK2 H HAYHH HA NPHIOKCHHAE

Jo3upoBka
JlO3HTe ca u3pa3eHH NO-HAMOMY KATO ChAbPKaHHE 001110 HA AMOKCHIAIHH/KIABYJIAHOBA KHCEIHHA,
OCBEH KOTaT( A03aTa C€ OTHACH 34 ¢AHHHA OT KOMIIOHEHTHTE.,
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Hosara Amokcuiuiae ES, kofaTo ce mpenoprusa 3a JleueHHe IpH eAHa HH(eKmHA, TpabBa aa ce
YCTaHOBH, KaTO C€ B3EMAT NPeaBUI:

¢ OYaKBAHHTE [IATOICHH W BEPOATHATA HM YYBCTBHTEITHOCT KbM AHTHOAKTEPHANIHM CPEACTBA (BXK.
TOUYKa 4.4)

® TeXeCTTa ¥ MACTOTO Ha HHEeKIHATA

® PBB3pacTTa, TErVIOTO B OBOpeuHaTa PyHKLMS HA Mal[HeHTa, KaKTO € YKa3aHO IMO-/0My.

JleycHmneTo He TpsAOBa Oa NMpogwKapa fnosede oT 14 mHi 0€3 MOBTOpeH Mpernie (OTHOCHO
[pOXB/DKHTENIHA TEpPANnA BXK. Touka 4.4).

Brapactau i aena > 40 kg
Hsma omut ¢ npunoxkennero Ha AMokcHiKnae ES nipu Br3pactHu 1 aena > 40 kg 1 nopanu tasu

NPH4YHHA HE MOXKeE Aa CE Ipenophya J03HPaHe.

ena < 40 kg (va Bp3pact = 3 Mecelia
Ilpenopbunrennara no3a Ha AMokcHiuiaB ES e 90 mg/6,4 mg/kg/nHeBHo, B 4BE OTIAESIHH JO3H.

HaMa xnmuHUYHM JaHHH OTHOCHO NMPHIOKeHHe Ha AMokcHknae ES npu gena Ha BB3pacT noA 3
MeEceLla.

brOpedHo yBpeKaaHe
He ce Hanara kopeKims Ha J03aTa Hpd DAMEHTH ¢ KpearTHHHHOB KHpEHe (CrCl) mo-roysM or 30

ml/min,
[Ipu narenTH ¢ KPeaTHHHHOB KIHPEHC oA 30 ml/min, He ce nmpenoprYBa MPHIOKECHHE HA
Amokcuxias ES, Thi KaTo HAMA HaJIHIHH NPENOPBKY 33 KOPHTHPAHE Ha J034Ta.

YepHonpobHo yBpexiaHe
TpsbBa na ce no3mpa BHUMATEIHO W PEIOBHO Ja ce IMpocneAara YepHoapobHaTa GyHKIMS (BXK. TOUKA

43 u4.4).

Hauyun Ha npuioxeHue
AmoxcHiag ES e 3a nepopanno npunoxeHue.,

JlekapcTBOoTO TpabEBa Aa ce mpHeMa MO BpeMe Ha XpaHeHe, 3a A& Ce CBeIe A0 MHHHMYM BB3MOKHATa
CTOMaUIHO-YpEeBHA HEMOHOCHMOCT. Clie/l IpHeM Ha CYCIIeH3UATa, NalMeHTATE TPAOBa Aa M3nuAT eAHa
yaima ¢ BOA].

Pa3knama ce, 3a na ce paszue npaxsT, No6aBs ce Bojia, KAKTO € YKa3aHo, oOpbIla ce H e PasKiallia.
Pasknarere 6yTuikata npeay NpHeMane Ha BCAKa A034.
3a YKa3aHHs OTHOCHO NPHTOTBAHETO HA JIEKAPCTREHHA MPONYKT MPeH MPUIoKEHHe, BK. TOUKa 6.6.

4.3 IlpormBonoxazaums

CBPBX4yBCTBUTENHOCT KbM aKTHBHHUTE BEIIECTBA, KbM HAKOH NICHHIITHHOBH AaHTHOMOTHIH HMJIH KBM
HAKOE OT NOMOIHHTE BellleCTBa, M3OpOEHH B TOUKa 6.1.

AHaMHe3a 3a TeKKa PSaKIHA HAa CBPBXIYBCTBHTEIHOCT 0T OBp3 THI (Hanp. aHa(pHIaKCHA KBM JPYyTH
Oeta-naxktaMHH (Hanp. Ledanocnopun, kapbaneHeM ik MOHOBaKTaM).




AHaMmHesa 33 XKBATCHHIA WK YepHOAPOOHO YEpeXKAane, aCOLMMPAHH C AaMOKCHIWWIHH/KJIaBy 1aHOBa
Kucenuna (Bx. Touka 4.8).

44 Chnenuandad npexynpexIcHHA H HpeINA3HH MEPKH NpH YHoTpeba

Ilpeau 3anouBaHe Ha JeYeHHe ¢ aMOKCHIWITNH/KJIaBYJIAHOBA KHCEITHHA TPAOBA Aa C¢ HallpaBH
noapodHa aHaMHe3a O OTHOLNEHHE Ha NMPEAHIIHY PeaKLAH Ha CBPBXYYBCTBHTETHOCT KBM
NEHHLIMITHHY, Be(QaTOCIOPHHA WM JpYrH Gera-nakraMHu CpeAacTa (BXK. ToukH 4.3 1 4.8).

CepHo3HM H NOHAKOTA (PATATTHH PEAKIIMH HAa CBPHXYYBCTBHTENHOCT (BKJIIOMHTENHO aHA(WIAKTOHIHH U
TEKKH KOXKHA HEXXENIaHH PEaKIlHH) ca ChOOLIaBaHH NIPH MAIIMEHTH, JICKYBAHH C IEHALWIMH. BB3MOXKHO
€ ChIIIO PeaKIMMTe Ha CBPBXYYBCTBHTEHOCT J1a MPOrpecHpar 10 cHHApoM Ha Kounis — ceprHosHa
ANeprUdHa peakiiua, KOATO MOXe Aa AoBeJe A0 UH(ApPKT Ha MHokapa (Bx. Touka 4.8). [Io-sepostho ¢
TE3H PeaKHMH A3 C¢ MOABAT IOPH MALMEHTH ¢ aHAMHE3a 33 CBPBXYYBCTBHTEIHOCT KbM NEHHLIMIHH WIH
pH aronuynu nuua. fpu nosea Ha anepruuHa peakius JSYEHHETO ¢ AMOKCHITHITHE/K/IaByIaHOBa
KHCeJIHHA TpsAOBa Ja ce PeyCTaHOBHU H J]a ce HA3HAYH MOAXOAIIA aJITEPHATHBHA TEPAITH.

Hma cpobimenns 3a eHTEpOKOIHTEH CUHAPOM, NPEAW3BHKAH OT MpHeM Ha JiekapeTBoTo (drug induced
enterocolitis syndrome — DIES), rinasHo npu zieua, IpH KOMTO ¢€ MPHIara aMOKCHIFUTHH/KJIABY1aHAT
(B, Touka 4.8). DIES e anepriyHa peakums ¢ BoZiell] CHMITTOM MPOXBLKATSIHO NOBphane (1 — 4
qaca clief IIPHEM Ha IEKapcTBOTO) 6e3 allepriiHy KOKHH WIH pecTIMpaTOpHHY CHMIITOMH.
JIOITBJIHMTEIIHH CUMITTOMH Morar Aa Obaar OoJika B KopeMa, IHApHA, XHIIOTOHHS MJIH JIEBKOLHTO34 ¢
HeyTpoprmma. UMa Texxu clTydaH, BKITHOUHTETHO ¢ TMPOTPECHs JIO [OK.

B ciy4aii, ye e nokasaHo, e HH(EKUMATA Ce TBJDKH HA YYBCTBHTENCH(-H) KbM aMOKCHLIHIHH
MHKPOOPraHU3bM(-H), TOrapa TpsOBa 1a ce MOMHCTH 33 IPEMUHABAHE OT AMOKCHIIIIHH/KITaBYJIaHOBA
KMCENNHA KbM AMOKCHLIM/IHH B CHOTBETCTEHE ¢ OQHIMAITHUTE IIPETIOPBKH.

I1pu nanmenTH ¢ HapymeHa 6EOpeuHa GYHKIHMS Wi NPH NaIHEHTH, KOUTO MPHUEMAT BHCOKH JO3H
MO3K€ Ja Bb3HMKHAT I'bpuoBe (BXK. To4Ka 4.8).

AMOKCUIIWIHH/KJIABYTIAHOBA KHCENIWHA TPpsiOBa 1a ce u30iArea, ako MMa ChbMHEHUS 3a HHGEKI1H03Ha
MOHOHYKJIC03a, ThH Karo NnosABara Ha MOpOWIHgopMeH OOpUB ce CBBP3BA € TOBA CECTOAHHE CIIC/
ynotpeda Ha aMOKCHITHIHMH.

EnroppeMeHHa ynoTpeOa Ha aONMypHHOI 110 BPpEME Ha JIeHEHHE ¢ AMOKCHLIWITHH MOXKe A4 YBEJIMYH
BEPOATHOCTTA OT AJICPrAYHA KOXKHH pPeaKi[iy.

ITpoawiDkHTENHATa YroTpefa Moje TOHAKOra 2 JOBee A0 CBPBXPACTeXK Ha HEUYBCTBHTECIHH
OPraHH3MHU.

IlogsaTa Ha reHepaM3HpaH €PHTEM B HAYAIOTO HA JICYCHHETO, NIPHAPYXKEH OT BHCOKA TEMIIeparypa u
MyCTYI T MOKe a ObRe CHMITTOM Ha OCTpa reHepalH3HpaHa eK3aHTeMaTo3Ha nmycTynosa (AGEP) (Bxk.
Touka 4.8). Ta3u peakipug W3HCKBa CIHpaHe HA NpHeMa Ha AMOKcHKIaB ES u € mpoTHBONoKazau#e 3a
NOCHEABALIC MPHIOKEHNE HA AMOKCHIAIHH.

AMOKCHIWIHH/KaJIBYJIAHOBA KHCENWHA TPAOBa fa ce MpHiiara BAUMATENHO NPH MALMECHTH ¢ JaHHH 32
yepHOAPOOHO yBpexknaHe (BK. Toukd 4.2, 4.3 1 4.8).




CrpobimiaBa ce 3a 4epHOAPOOHH HAPYIISHHS IJIABHO TIPH MBXKE H MIAIMEHTH B CTAPUYECKA BH3PACT,
KOHTO MOTAT Jia ¢a CRHP3aHH ¢ MPOTBDKMTENHO JISUeHNe. 32 TaKHBa ChOMTHA ce ChobInaBa MHOTO
PAIKO M IIpH Aella. BEB BCHYKH ITOMyNallMH MPH3HALIHTE ¥ CUMITTOMHTE OOHKHOBEHO C€ IOABABAT 110
BpeME Ha HITH HEIIOCPEACTBEHO CJIeH CIIHpaHe Ha JISUCHHETO, HO B HAKOH CIIyYad MOXKe J1a He ce
M3SBAT J0 HAKOJIKO CEAMHLM CJie/] CIIHpaHe Ha JiedeHueTo. Te OOHKHOBEHO ca 0OpaTHMH.
YepHONpOOHKTE HAPYIIEHUA MOXKE 1 Ca TEXKH H B H3KIIIOUHTEIHO PeIKH CIy4aH ce ¢ho0liaBa 3a
CMBPTHH CiTydad. Te NOYTH BHHATH ce HaOMIOAABAT IMPH MALHEHTH ¢ TEXKKH OCHOBHH 3a00MABaHus
WIH €THOBPEMCHEH MPHEM Ha JICKAPCTRA, 33 KOHTO € HIBECTHO, Y€ € BE3MOXHO Ja BL3ICHCTRAT Ha
qepHHA Opob (BXK. Touka 4.8).

Ilpy nouTH BCHYKH aHTHOAKTEPHAJIHY CPECTEA, BKIIIOYHTEIHO aMOKCHIMITHH, ¢ ChoOIIaBa 3a
CBBP3aH ¢ NpyeMa Ha AaHTHOHOTHIH KOJIUT, BAPHPALIL TIO TEXKECT OT JIeK A0 JKHBOTO3acTpallaBall (BK.
TouKa 4.8). 3aT0oBa e BaxkHO Aa GbJe pa3no3HATa AMATHO3ATa TIPH NALMEHTH, MOTY4YHIH JHAPHA 0
BpEME HWIH CJIe/] IPHEM Ha KAKBRTO H J1a € AaHTHOMOTHK. AKO Ce MOABH KOJIHT, CBbP3aH ¢ IPHEMA Ha
aHTHOHOTHK, aMOKCHIUWTHE/KIIABYIAHOBA KHCEIHHA TpA0Ba 1a ce MpeyCTaHOBH He3a0aBHO, TpsAOBa oa
C€ HANPABH KOHCYIITALMA ¢ JieKap H Jia ce 3alo4He Ioaxoadma repania. [1py Tazk cHTyaums ca
TIPOTHBOIIOKA3aHH JICKapCTBA, 3a0aBiIM NEPHCTAIITHKATA.

IIpu npoasDKUTENHO NIeYeHHe ce IPeNophUuBa NMEPHOAHYHA OLCHKA HA BaoKHH (YHKIMH HA
OpraHu3Ma, BRTIOUMTETHO OB0pedHara, yepHoapodHaTa H XeMonoeTHIHaTa PyHKIuUS.

Paako ce cpobmaBa 3a yab/DKkaBaHe Ha POTPOMOMHOBOTO BpeMe NpH NALUEHTH, MpHeMaIlH
aMOKCHITWIHH/KJIaBYJIaHOBa KucenHa. TpaOBa fa ce mpaBH MOAXO0AINO NPOCIeAaBaHe, KOraTo €
TMpeATIHCaH eTHOBPEMCHEH NPHUEM Ha aHTHKOArylaHTd. Moxe 2a € HeoOxoauma KOpeKid Ha 103ara
Ha NIEPOPAHUTE aHTUKOAryJIaHTH, 34 Ja e MOUTHPIKa JXeTIaHUAT €(eKT Ha NPOTHBOCHCHPBAHE (BiK.
ToukH 4.5 u 4.8).

MHoro psAako NpH NalMeHTH ¢ HAMAIEHO OT/ENTHe Ha YPHHA ¢ HaOmogaBa KpUCTaIypHs
(BKIIOYHTENHO OcTpo OBOpeUHO YBpeXKIaHe), IIaBHO MPH NMapeHTepaIHa Tepanud. [1pu npanoxenue
Ha BUCOKH 1031 AMOKCHIIHJIHH c€ MpENophYBa MOJABPKAHE HA 3aJOBIHTEIEH NIPHEM Ha TEUHOCTH H
OTAE/IAHEe HA YPHHA, 34 A4 C€ HAMAJIH BEPOATHOCTTA OT KpHCTATYpHS. IIpH MallHEHTH C KaTeTLP B
MHKOYHUA MEXYP TpaOBa na ce mpaBy peZIoBHAa APOBEPKa Ha npoxoauMoctTa (Bk. Touka 4.8 ¥ Toyka

4.9).

Ilo BpeMe Ha i¢4eHHE ¢ AMOKCHIMIIHH TpAOBa Ja C€ H3MOM3BAT EH3UMHH IVIIOKO300KCHAA3HH METOAH
BCEKH ITBT, KOT'aTO Ce NPABH M3CJICABAHE 3a HAIHYME Ha IIIOKO3a B YPHHATA, 3al[OTO HEEH3HMHMTE
METOIM MOTraT Aa AaaaT GamnmnBo MOJOKHTE/IHN PE3YITATH.

HanuureTo Ha KiIaBy/IaHOBa KHCeMHHAa B AMOokcHKnaB ES Moxke na npetH3pHKa HeCTICLH(PHIHO
CBbp3BaHe Ha IgG u anbymHH ¢ KIeThUHUTE MEMOpaHHM HA EPUTPOLUTHTE, KOETO BOAH A0 (aninBo
noIoxuTeNeH TecT Ha Coombs.

Hma cpoOIneHus 3a NONOKUTENHH Pe3yATATH OT W3CIEABAHUATA IPH H3NOA3BaHe Ha TecTa Bio-Rad
Laboratories Platelia Aspergillus EIA npn nauspenTH, npreManmy aMOKCHIHITHH/KJIaBYJIAHOBA
KHCE/IMHA, 32 KOHUTO BIIOCJIECJICTBHE € YCTAHOBEHO, Y€ HAMAaT HHekma ¢ Aspergillus. Ceo0iana ce 3a
KPBCTOCAHH Peakium ¢ He-Aspergillus nonusaxapunn 1 nonudypanosu npu Tecra Bio-Rad
Laboratories Platelia Aspergillus EIA. Ilopaxu ToBa, NONOXKWTETHATE PE3YATATH OT TECTOBETE NPH
NALMCHTH, MPHEMAIIH aMOKCHITMIHH/K/IABYIAHOBA KHCEIUHA TpAOBa Ja ce THAKYBAT NMPEANazIHBO H
Ja C€ HOTBBPIAT C APYTH AMATHOCTHYIHUA METOJIH.




Topa nekapcTre Chabpka no-manko or 1 mmol varpuii (23 mg) Ha THEBHA MAKCHMATHA 71033, T.€.
MOXe Ja C€ KaXke, Y& MpaKTHIeCKH HE ChABpKA HATPHN.

B 5 ml cycnensus ot ToBa nekapcrso ce ceabppxkar 0,017 mg OeH3HIOB aTkOXO0J (KOETO CBOTBETCTBA
Ha 1,5 g mpax). beH3HNOBHAT alKOXO0J MOXKe 1A NpeAH3BHKA alleprHYHH peakiiiH. [IoBHIICH PHCK,
Nopaay aKkyMyJIHpaHe NMpH MaJiku Jela (nox 3-roguiuHa Bp3pact). ['onemute obemu TpsaodBa ga ce
M3MI0/I3BAT ¢ NOBHILIEHO BHUMAHHE H CAMO aKO € HeoOX0HuMO, 0COOEHO TIpH JIMIIA C YePHOAPOOHO HITH
OB6peuHO yBpexKaaHe, IpH OpeMeHHH WM KbPMEUIH JKEeHH MIOPAaH PHCK OT HATPYHBaHe WIH
TOKCHIHOCT (MeTa0ONHTHA aLao3a).

B 5 ml cycnensua ot ToBa nekapcTBO ce ChABPKAT o-Maiko oT 0,004 mg aimkoxoJ (eTaHou) (KoeTo
CHOTBETCTBA Ha 1,5 g npax). Toea KONMHYECTBO B 5 ml OT 1eKapCTBOTO € €éKBHBAJIEHTHO HA MO-MAJIKO
ot 1 ml 6upa unu 1 ml BuHO.

MankoTo KONMMYECTBO ATKOX0J B TOBA JIEKAPCTRO HAMA Ja HMAa 3abenexuMH €QeKTH.

B 5 ml cycnensus ot ToBa nexkapcTBo ce cpAbpKaT no-maiko ot 0,000017 mg cyngur (xoeto
CHOTBETCTBA Ha 1,5 mg npax). Topa B peku Cilyd4and MOXe JTa IPHYMHHA CePHO3HH peaklyH Ha
CBPBXYYBCTBHTENHOCT ¥ OPOHXOCTAZbM.

4.5 BsaEMoAacHCTBEE ¢ PYrd JeKAPCTBEHH NPOAYKTH H APyTra (JopMH Ha B3aHMOACHCTBRE

IlepopaiHy aHTHKOArYIaHTH
IlepopanHHTe AaHTHKOATYJIAHTH H NCHHIHIIHHOBHTE aHTHOMOTHIH Ca HIMPOKO H3MOI3BaHH B

IpaKTHKAaTa, Oe3 cpoOImeHns 3a B3auMoeiicTBre. BENpekH ToBa B TMTEpaTypaTa AMa CIy4aH Ha
YBJIHYEHO MEXYHAPOIHO HOpMaTu3HpaHo otHomenre (INR) npi nandeHTH, TOIIBPKAHM C
AlCHOKYMAapoJ1 HUIH BapdapuH, Ha KOHTO € MPeANHcaH Kypc ¢ AMOKCHLMIIHH. AKO € Heo0X0HMO
€AHOBPEMEHHOTO TIPIWIOKEHHE, MPOTPOMOMHOBOTO BpeMe HIIH MEXKIYHAPOOHOTO HOPMAJIM3HPAHO
orHomeHKe (INR) Tpabpa na 651aT BHUMaTeIHO HaOMOAABAHA IPH NO0ABIHETO HITH OTHEMAHETO HA
aMOKCHITHAHH. OCBEH TOBA MOXe A2 ¢4 HeOOXOMHMMH KOPEKIMH Ha J03aTa Ha MIEPOPATHUTE
AHTHKOArYJIaHTH {BXK. TO9KH 4.4 u 4.8).

Merorpekcat |
Hﬂl‘ﬂﬂﬂlﬂm MOXC 4 HAMAJIAT OTACHSHEOTO Ha MBTOTPEEG&T, KOCTO a4 l'lpH‘IHHH EBGHT}’HJIHO

YBC/IHYABAHC HA TOKCHYHOCTTA.

IIpoGenermn
ETHOBpEeMEHHOTO ApHIOkKEHHE Ha NPoOeHeH He ce npenopbyiea. [IpobeHenn HaMansaBa

61p0peunara TyfysiHa cekpelms Ha aMOKCHIDWTHH. EMHOBpeMedHaTa ynotpeba Ha npobeHeMA MOKe
JAa noBeAe A0 NOBHIIEHH KPHLBHH HHBA HA aMOKCHIIHITHH.

MuxodeHonat MobeTH

Ilpu nmarMeHTH, NpHeMalu MHKodeHoIaT ModeTHI, € chobieHo 3a npudmusuTenHo 50% penykums
Ha NpeAA030BaTa KOHLSHTpalHa Ha aKTHBHIA MeTaboMT MUKkOdeHOoToBa kucenHHa (M®DK) cien
3aMo4YBaHe Ha NepopaneH aMOKCHIIHIMH ¢ KJIaBYJIaHOBA KHcesHHa. [Ipomanara B npeanozosara
KOHLIEHTPAI[UA MOXXE A2 He OTpa3sBa TOYHO NPOMEHHTE B IUTOCTHATA ekcrosuimg Ha MOK. 3atosa
OOHKHOBEHO HE € HeOOXOaMMa KOpeKLHA B J03aTa Ha MUKO)eHOIaT MOdeTI, aKo THMICBAT
KIMHWYHH JaHHU 33 aucyHKIMs Ha nprcaakarta. HyxxHo e o6ade KIMHHYHO RabmoaeHue 0T0Iu30
O BpeME Ha 6THOBPEMEHHOTO NPHIIOKEHHE H B KPaTBK MMEpHOA CJIe[ aHTHOHOTHYHHUS KYPC.

4.6 ®@epruanrer, GpeMeHHOCT H KbPMeHe

a4 Fas




bpemenHocT
ExcrieppuMerTaIHUTE [IPOYYBAHHA [IPH )KMBOTHH HE TIOKA3BAT HPAKO MIH HEMPAKO BPEAHO

BB3ACHCTBHE BLPXY OpeMeHHOCTTA, eMOPHOHATHOTO/(DETANHO PA3BHTHE, PAKJAHETO WIH
MOCTHATAIHOTO pa3BuTHe (BXK. To4uKa 5.3). OrpaHudeHHTE JaHHM 3a yroTpebara Ha
aAMOKCHLW/IHH/KJIaBYIaHOBA KHCEHHA TI0 BpeMe Ha OPeMEHHOCT IIPH X0pa He TIOKAa3BaT IOBHILEH
PHCK OT BpoAeHH MandopmMaiiii. B exHO mpoyuBaHe nNpH xeHH ¢ MpeKIeBpeMEHHAA pYIITYpa Ha
¢erannara MemOpaHa ce crofmasa, ye nPoPHIaKTHYHOTO JICYECHHE ¢ AMOKCHITWIHMH/KI1aByIaHOBA
KHCETHHA MOKe 1a Ob/ie CBBP3aH0 C MOBHIIEH PHCK OT HEKPOTHIHPAIL EHTEPOKOJIMT NPH
HOBOpOZICHHTE. YoTpebaTa no ppeMe Ha OpeMEeHHOCT TpAOBa Aa ce H30ATBa, OCBEH aKO JCKAPAT HE
CMATA, 9€ TH € HAJIOXKHTEIHA.

KnpMene

H neere BemecTBa ce OTASNAT B KhpMara (HIMa JaHHH 34 Bh3/IeHCTBHETO Ha KIaByJjlaHOBAaTa
KHCEIIHHA BEPXY KbpMadeTo). CIeAoBaTe/IHO MPH KEPMAdeTo ca BE3MOXKHH AHApHs U Ir'b0H4Ha
HH(EKIWA Ha TUraBHITHTE, TaKa Y€ MOXeE Ja C€ HAIOKH KEPMEHeTo Jia Obje mpexpareHo. Tpsadea na
ce B3eMe MpeaBn Bb3MOXKHOCTTA 3a CCHCHOHMM3alMA. AMOKCHLUWIHH/KIABY/IaHOBA KHCEIWHA TpaOBa
Aa Ce H3MOM3BA MO BpeME Ha KbPMEHE CaMO ClIe]T OLICHKA Ha ChOTHOMICHHETO MOI3a/PHCK OT CTPAaHa

Ha JIEKyBaIlHy JIeKap.

4.7 KE¢ekTH BLPXY cniocO0HOCTTA 32 modHpane H paboTa ¢ MAINHHE

He ca npopexnanm npoy4saHus 3a edekrure BupXy cnocodHOCTTa 3a IodHpaHe H padoTa ¢ MalIHHH.
He3aprcrMo 0T TOBa MOJXKe a BE3HHKHAT HEXKEJIAHU PeakliH (Hanp. ajieprAdHH peakilHH, 3aMasgHOCT
M I'BPYOBE), KOHTO MOTAT JIa TIOBJTMAAT Ha CIIOCOOHOCTTA 3a Imodupane W paboTta ¢ MAIAHA (BXK.
To4Ka 4.8).

4.8 Hexeaanu JekapcTBeHH peaKHad
Hait-yecTte Hexxenanu nekapereenn peakuyd (HJIP) ca nuapus, raaeHe H HOBpBINAHE.

HJIP, nonyyeHd OT KIHHHYHHA H3MNHTBAHKS ¥ TIOCTMAPKETHHTOBOTO Habmoaeaue Ha AMokcHiuias ES,
TIOJPEACHH 110 CHCTeMOo-oprannuTe Kiacope Ha MedDRA, ca m36poenu no-aony.

HznonssaHa € clegHaTa TEPMHHOIOTHA 34 KTacH(HIHpaHe Ha BE3HHKBAHETO HA HEXKEIAHH peaKIHH.
MsHoro gectn (=1/10)

Yectu (21/100 go <1/10)

Heuectn (21/1000 go <1/100)

Penxn (21/10 000 zo <1/1000)

MHoro peaxu (<1/10 000)

C HeH3BeCTHA YecTOTa (OT HANMYHHUTE JaHHU He MOXKE Aa Obie HapaBeHa OIleHKa)

Huadexnnu n nadecranun

KoxkHO-THTaBHYHA KAHTHO03a YecTH
CBpEXpacTex Ha HEUIYBCTBUTSIIHH OPTaHH3MH C HeMsBeCcTHA
qecToTa

Hapymenns Ha KPpbBTa H JHM(HATA CHCTEMA




O6paThMa nepkoneHAd (BKIIOYUTETHO HEYTPONCHHA) Penxu
L
TpomboumuTONeHHA Penxnu
OGpatrma arpanysonmTo3a C Hen3BeCTHA
gecToTa
XeMOJMTHYHA AHEMHA  HeH3RecTHA
yecToTa
YILDKaBaHe HA BPEMETO HA KBPBEHE H NPOTPOMOHHOBOTO BpeMe' C HeH3BeCTHa
4yecToTa

Curpaednn HADYINCHHS:

CuurzapouM Ha Kounis

C HeuzBecTHA
YyecTOTA

Hapymends 5a BMYBHATA cHcTeMa'!

AHIHOHEBPOTHYEH OTOK

C HeH3BeCTHA

4eCTOTA
Anadwunaxcus [ C nempecTna
4eCTOTa
CHBApOM Hanofo6aBany cepyMHa Gonect C HeH3BecTHa
4ecTOTA
AJeprudet BacKyJIuT C Hen3BecTHa
YEeCTOTa
Hapymenns Ha HepBHATA CHCTEMA
3aMaiiBaHe Hegect
[ naBoGomMe HeuecTu
ObpaTHMa XHIIEPaKTHBHOCT C Hem3BeCTHA
JeCTOTA
I'spaoBe? [ C neussectna
YECTOTA
ACeNTHYeH MCHHHTHT C HeH3BeCTHA
4eCcTOTa
CroMaHInO-IpeBRE HADYIIEHUY
Hwuapus Yectn
Ianene’ | dectn
Hoeprinane YecTn
Hapymeno xpaHocMuIaHe Heuectn
Konur, cBBp3aH ¢ anTHOMOTHK? C HeM3BeCTHA
4ecToTa
YepeH ,,kocMaT" e3uK C HeH3BecTHa
YeCTOTa
OnsersBane Ha 3uOHTE’ | C nenspecrna
| yecToTa
EHTEPOKONHTEH CHHAPOM, MPEIU3BHKAH OT IIPHEM Ha JIEKAPCTBOTO C HEH3IBECTHA
JeCcTOTa

OcTbp nankpearut

C HeHW3BeCTHA
yecToTa




XenaroOnIAAPHH HAPYIICHHS

IMosumerns va AST wiwm ALT? | Heuectn
Xenatut’ | | C nemspectna
' YecToTa
XomnecTaTHYHa HBITCHHLA’ | C HEeH3BeCTHA
4eCTOTa
HapymieHus Ba K0XK2T2 B HOAKOXKHATA ThKag®
KoxeH oOpuB | Hedectn
Mpyputyc | Hegectn
Yprukapus | | Heuecrn
Epurema My rTH)OpME | Penxu
Cunppom Ha Stevens-Johnson | | C nemsectha
YEeCTOTa
ToxcHuHa enuaepManHa HEKPoOIH3a | C Hen3BecTHaA
4ecTOTa
byJsiozeH exc(ponmaTHBeH epMaTHT | C HeM3BeCTHA
| 4eCTOTa
Octpa reHepanu3mpana eK3aHTeMaTo3Ha myctyinosa (AGEP)!? C HeH3BeCTHa
qeCTOTa
JlexapcTBeHa peakins ¢ eosnpodgHmma 7 ciereMun camroMu (DRESS) | C senspectna
_ | @ecToTa
JIuneapHa IgA Gonect C HeusBecTHa
9eCTOTA
Hapymenns Ha 660penaTe H NAKOYHATE b THINA
HurepecTunmaneH Hedpur C HenseecTHA
| gecTOTA
Kpucranyprs® (BRIOUHTETHO ocTpo 6EOpeuHO yBpexKaaHe) C HemsBecTHA
4ecToTa

! Bk. Touka 4.4

> Bx. Toukn 4.3 H 4.4

? [TosiBaTa Ha rajieHe € No-YecTO MPH HEPOPAICH IPHEM HAa BHCOKH JO3H. AKO C€ TIOSBAT PEAKIHH
OT CTpaHa HA CTOMAINHO-YPECBHHA TPAKT, TC MOraT Aa ¢€ HaMaJIiIT ¢ mpHeM Ha AMOKCcHKaB ES 1o
BpEMe Ha XpaHeHe.

! BoimounTeHO nceBaoMeMOpaHO3eH KONUT H XeMOparudeH KOJIMT (BX. Touka 4.4)

> MHOTO pSAKO ¢ choOIMaBaHo 3a TOBBPXHOCTHA POMAHA B IBETA Ha 360HTe npH Acna. Jlobpata
XHTHEHA HA YCTHATA KYXHHA MOKE Ja NPeAOTBPaTH MpOMSHATa B 1BeTa HAa 3bOHTE, THH KATO Tazu
poMAHa 00HYaiHO MOJKe J1a Ce OTCTPaHH upe3 MHCHE Ha 350uTe

¢ VMepeno nopumasane Ha AST w/umm ALT e ycTaHOBEHO NPH MALMEHTH, JIEKYBaHH ¢ GeTa-
NAKTAMHY AHTHOHOTHIM, HO 3HAYEHHETO HA Te3H TIPOMEHH HE € H3ACHEHO.

’ Takupa peakiy ca yCTAHOBEHH H CJie/l NPHWICKEHAE HA APYTH ICHALANHEHA H NedaJocnopHHH
(Bxk. TOuKa 4.4).

5 AKO ce MOSBH aleprudeH NEepMaTHT, TeHEHHETO TPAOBA 1 Ce PEYCTAHOBH (BK. TOUKa 4.4).

> Bak. Touka 4.9

CpobiiaBaHe Ha NONOINPAHY HEXKEIAHH PEAKIIHH
CpoOIiiapaHeTo Ha MMOJO3HPAHA HEXENAHH peaKlliK Cliell paspelmaBsane Ha ymoTpeba Ha IeKapCTBEHUA
NPOAYKT € BaxKHO. ToBa MO3BO/ABA Ja NPOAB/DKH HAONIOAEHHETO Ha CHOTHOIMEHUETO TOJ3a/pPHCK 32




nekapcTseHns npoaykr. OT MeMIIMHCKATE CIICITHAIHCTH ¢€ H3HCKBA Ja ChoOmaBaT BCAKa
NOZO3HpaHa HeXXeaHa peaKIHa Ype3 HaHHOHAIHA CHCTeMa 3a chobiaBane kbM H3nms/IHHTEIHATa
areHId o JexkapceTsata, vil. ,,Jamau I'pyer”, Ne 8, 1303 Codmus, Ten.: +359 2 890 34 17, yebeaiar:
www.bda.bg. :

4.9 [Hpenozapane

CUMITTOMHM ¥ IPH3HAIH HA TPeO3HpaHe
Mozke na ce HabmoAaBaT CTOMAMIHO-YPEBHA CHMITOMH H HApYILIABaHEe Ha €eKTPOJIHTHHA Oananc U

6ananca Ha TeunocTd. Habmoapana € KpucTaTypHa Ha AaMOKCHLITHH, KOSTO B HAKOH CJTy4aH BOJH
no 6ubpeyHa HeAOCTATEIHOCT (BK. TOUKA 4.4).

Ilpy naupeHTH ¢ HapymeHa OBp0peUna PYHKIMA WIM NPH NalEEeHTH, KOHTO NIPHEMAT BHCOKH 1034,
MOX€ Ja Bb3HUKHAT I'EPYOBE.

Crobiasa ce, e AMOKCHIUTHH C€ YTasBa B YPHHAPHH KATETPH, MPeAHUMHO CIEH HHTPABCHO3HO
MPHJIOKEHHE Ha rojieMH AO3M. TpAOBa Ja ce npaBH peIoBHA MPOBEPKa Ha MPOXOAMMOCTTA Ha
KaTeTpuTe (BK. Touka 4.4).

JleueHHe Ha Npeno3HpaHe
CroMamHo-ypeBHMTE CHMITTOMH MOTAT Ja Ce JIEKYBAT CUMIITOMATHYHO, KaTo ce 00bpHE BHUMAaHHE Ha
BOAHO-EJIEKTPOIATHHA OasiaHc.

AMOKCHIIWINH/K/IABYJIaHOBA KMCEJTMHA MOraT Aa ObAaT OTCTPaHEHH OT OPraHu3Ma 4pes XeMOoaHanusa.

5. ®OAPMAKOJOIrHYHHU CBOHCTBA
5.1 @apMakoIAHAMAIHE CBOHCTBA

{dapMakoTepaneBTHYHA Ipyna: AHTHOAKTEpHAIHE CPEACTBA 3a CHCTEMHA ynoTpeba; KoMOHHALIMY Ha
MEHULMITHHOBY; AHTHOHOTHLIH BKN. OeTa-nakTamaszun nHxuOuTopu; ATC xoa: JO1CRO2.

MexaHu3bM Ha IeCTBHE
AMOKCHIIIWIHH € NOJYCHHTETHYCH NeHUIWTHH (OeTa-1aKkTaMeH aHTROMOTHK), KOHTO [TOTHCKA €IUH

MY NIOBSUE SH3MMU (YeCTO HapWiaHy NEHUIIAIWH-CBbp3Bainy nporertH, I1CIT) 8 OHOCHHTETHIHHS
ITET Ha NMENITHAOTTMKAHA Ha 6akTepuuTe, KOHTO € HHTErpalcH CTPYKTYPEH KOMAOHEHT Ha KJICTHYHA
cTeHa Ha OakrepunTe. UnxnOHpaHeTo Ha IENTHAOITHKAHOBHA CHHTE3 BOIM 10 OTcIabBaHe Ha
KJIETEYHATA CTeHa, KOeTO 0O0MKHOBEHO Ce CIeiBa OT pa3liall ¥ KISThUHA CMBPT.

AMOKCHIIMIJIHH € YYBCTBHUTEJIEH KbM pasrpaxjaHe or OeTa-TaKTaMazuTe, IPOAYLIHPAaH! OT
Pe3UCTEHTHHTE OaKTEPHH, IIOpAJH KOETO, CIIEKTEPET MY Ha JeiicTBHE He BKITIOYBA MHKPOOPraHH3MH,
KOHMTO NMPOM3BEXKIAT TE3N CHIUMH.

KnaBynaroBara kucenuHa e 0era-TakTaM, CTPYKTYPHO CBBP3aH ¢ IEHUINUIMHATE. T1 HHAKTHBHADPA
HAKOU OeTa-NaKkTaMa3sHM eH3MMH M 3alHTaBa aMOKCHIIIMH oT uHakTHBHpaHe. KirapynaHosarta
KUCENTHHA CAMOCTOSATENHO HE OKa3Ba KIMHHYHO MONe3eH aHTHOAKTEPHAJICH e(EKT.

PapMakOKHHETHIHA/(hapMaKOAMHAMHIHA BPh3Ka




BpeMeTo Hax MHHMManHaTa HHXHOHpama koHuenrpanus ( T>MIC) ce cunTa 3a ocHOBEH ¢aKTop,
onpejenanl epuKacHOCTTA IIPH AMOKCHIIUTHH.

MexaHU3MH Ha Ppe3HCTEHTHOCT
JlBaTa OCHOBHHM MEXaHW3MH Ha PE3HCTSHTHOCT KbM aMOKCHLIIMH/KJIABYJIAHOBA KHCE/IMHA Ca:

¢ HuakTHBHpaHE OT Te3M DakTepnanHu OeTa-IaKTaMa3H, KOHTO CAMH HE ¢€ HHXHOHpAT OT
KJIABYJIAHOBA KHMCENHHA, BKTIOUMTEHO M kjac B, C 1 D.
¢ [Jlpomana na IICII, koeTo HamManisa apHHUTETa HAa AaHTHOAKTEPHAHHAA ATCHT KbM MHIICHATA.

HenponuuaeMoctra Ha 6akTepuuTe WiIH eUIyke NomMna MEeXaHH3MHATE MOTAT Ja MPHYMHAT HIH A4
JOMPHHECAT 3a DAKTEepHATHA PEe3SHCTEHTHOCT, 0co0eH0 npu ['paM-oTpHIaTeIHITE GaKTEpHH.

['paHn4HH CTOMHOCTH
I'pany4auTe cTORHOCTH Ha MIC 3a aMOKCHIMAWE/KIIABYIAHOBA KHCEJIHHA ¢a Te3d Ha Epponelickiis
KOMHTET 33 ONpeNe/idine Ha aHTUMUKpoOHaTa uyBcTBHTEIHOCT (EUCAST)

OpraHussM T'paHH4HM CTOMHOCTH Ha 9yBCTBHTENHOCT (pg/ml)
YHyBCTBUTENHA MeXaMHEH PesuicTreHTHH
Haemophilus influenzae’ <1 - > 1
Moraxella catarrhalis’ <1 - 1 > 1
Staphylococcus aureus’ <2 - >2
Streptococcus A, B, C, G* <0,25 | . > 0,25
Streptococcus pneumoniae’ <0,5 12 >2

1 [TocoyeHHTe CTOHHOCTH Ca 3@ KOHLEHTPALIMHE Ha AMOKCHIIWIHH. 33 H3CI6ABAHETO HA
9yBCTBHTE/THOCTTA, KOHLICHTPALHATA Ha KJIaByJJaHOBA KMCE/MHA ¢ pHKCHpaHa Ha 2 mg/l.

2 [TocoueHHTE CTOHHOCTH ca 33 KOHLEHTPAIMH HA OKCAIIH/IHH.

3 I'paHHYHHTE CTOHHOCTH B TaOJIHIATA ca Ha 6a3a HA rPaHHYHHMTE CTOMHOCTH Ha AMITHIIHJIHH.

4 ' paHHIHHUTE CTOMHOCTH B TabNMIaTa ca Ha 6a3a Ha rPaHHYHHTE CTOHHOCTH Ha O€H3MINCHUIMITHH.

PasmpocTpaHeHHETO HA PE3UCTEHTHOCTTA MOXE /1a BapHpa reorpadcku M BbB BPEMETO M 33 H30paHu
BHAOBE H € JKENaTeHO Ja HMa MECTHA HEQOpMAalHA 3a Pe3HCTEHTHOCTTE, 0COOEHO NpH ICYEHHE HA
Texxku BHPpexay. [Ipu HeobxomuMocT TpaOBa 4a ce MOTHEPCH CHBET OT EKCHEPT, KOTaTO MECTHHUTE
NAHHH 33 PE3HCTEHTHOCTTA €a TAKHBA, 9€ U3MOM3BAHETO HA AHTHMHKPOOHMA areHT NpH HAKOH

HH(EKIHH € CIIOPHO.

O6HKHOBCHO TYBCTBATE/IHH BHAOBE

[ paM-IOJIOXKHMTEIHH aepobu
Staphylococcus aureus (METHIHIHH-IYBCTBHTENEH )L

Streptococcus pneumoniae’
Streptococcus pyogenes M NpyTH 6€Ta-XeMOJHTHYHH CTPENTOKOKH

I'paM-oTpHIIATENTHE aepobH
Haemophilus influenzae?

Moraxella catarrhalis




Bupnose, 32 KOATO NPRACOHTATA PEIRCTEHTHOCT MOKE A onae npobaeMaa

I paM-oTpHUaTENHH acpobu

Klebsiella pneumoniae

Pe3ncTeRTHH MEKPOOPIaRA3MH

I"'paM-oTpHIIATEIHH acpobu
Legionella pneumophila

JApyIYl MEKPOOPraHHU3MH
Chlamydophila pneumoniae
Chlamydophila psittaci
Coxiella burnetti
Mycoplasma pneumoniae

£ BcH4KH METHLIWTHH-PE3HCTEHTHH cTacbpmoxom ca PE3UCTEHTHH KbM aAMOKCHIWIHH/KJIABYJIaHOBA
KHCEJIHHA

! Tasu popMa Ha AMOKCHIHIMH/KIABYJIAHOBA KHCEIIHHA € MOAXO0IAINA 3a JICYCHHEe Ha Streplococcus
pneumoniae, KOUTO ¢a PE3HCTEHTHH KbM MEHUIIWIHHE ¢amo 3a ogo0peHuTe noKkaszaHud (BxK. Touka 4.1).

? CrobinaBa ce 3a IaMoBe ¢ HaMalleHa YyBCTBHTE/IHOCT B HaKou cTpau Ha EC, ¢ uecToTa no-BHCOKa
ot 10%.

5.2 (@apMAKOKHHETHYHH CBOHCTBAa

PezopOuns

AMOKCHIMITHH ¥ KJIaBYJIZHOBA KMCE/IHHA HalTh/IHO Ce JHCOLMHPAT BEB BOICH PasTBOp MpH
¢$pusnonornyHo pH. M nBere koMnoHeHTH 0Bp30 H 100pe ce pe3opdHpaT MpA HepopanHo
npuiaokeHre. Cnen nepopaneH npueM OHOHAMUYHOCTTa HA AMOKCHIIHIIHH H KJIaBYJIAHOBA KHCEJIMHA €
okono 70%. [InazamennTe npoduny Ha ABaTa KOMIIOHEHTA ca NOA00HH H BPpEMETO 10 MAKCHMAITHA
TIa3MeHa KOHIEHTparHa (1 max) BB BCEKH CIIy4ai € OKOMO eJHH Yac.

Cpeannre (= SD) dpapMakokHHETHUHH NTapaMeTpH ca JaOeHH Mo-A0ITy 34 AMOKCHIIWIHH/KIABYJIAaHOBA
KHCE/IMHA, punarady npd 45 mg/3,2 mg/kg Ha Bcexn 12 gaca mpH neAHaTPHYHH NALHEHTH.

Cpennu (+ SD) dpapMakoKkHHETHYHH NapaMeTpH
ITpunoskeHO(-H) aKTHBHO{-H) Cmax Tmax * AUC (0- T 1/2
BEIECTRO(-a) 24h)

(ng/ml) (h) (pg-h/mi) (h)

AMOKCHLIATHH
aAMOKCHIIM/IHMH/K/1aBYJIAHOBA KHCEIHHA B 15,7 2,0 59,8 1,4
no3a 45 mg/kg AMX u 3,2 mg/kg CA Ha + 7,7 (1,0-4,0) + 20,0 + 0,35
BCEKH 12 yaca
KnasynaHoBa kHcenuHa

AMOKCHITW/THH/KJIABYJIAHOBA KACETHHA B 1,7 1,1 4,0 1,1
no3a 45 mg/kg AMX 1 3,2 mg/kg CA Ha + 0,9 (1,0-4,0) +1,9 1+ 0,29
BCEKH 12 yaca




AMX — amoxcimnuH, CA — kIaBynaHOBA KHCENIMHA
* Meanana (00xBar)

CepyMHHTE KOHHIEHTPallMH HA AMOKCHIJWIHH W KJIABYJIaHOBA KMCEJIMHA TIOCTUTHATH C
AMOKCHLIWIHH/KJIaBYJIAHOBA KHCEIMHA ¢a IIOA0OHH Ha TE3H, MOTy9EHH IIPH CAMOCTOATETHO
MIEPOPATHO NIPHIICKCHHE HA EKBHBATICHTHH /1031 AMOKCHIIMIIHH H KIABYJIAHOBA KHCEJTHHA,

Pa3snpeneneHue

Oxono 25% or obmara wiasMeHa KiaByinanoBa xucenuHa ¥ 18% ot o0us 1urasMeH aMOKCHIIVIIHH Ca
CBBp3aHH ¢ NpoTerHH. [IpuBHAHMAT 00eM Ha pastipeaenenue e okono 0,3-0,4 kg 3a aMOKCHIIUTHH H
okono 0,2 /kg 3a KwiaBynaHOBa KuCeJIHHA.

Cnen UHTPaBEHOIHO IPHIOKEHHE, AMOKCHLIWINH M KJIaBYJIAHOBA KUCEIHHA C€ OTKPHBAT B XIJTBYHUA
MEXYp, KOpeMHAaTa ThKaH, KO)KaTa, MA3HHHUTE, THKaHH, MyCKY/IHATa ThKaH, CHHOBHA/THATA H
IIEPHTOHEANHATA TCYHOCT, JKThYHHA CEKPET H IHOHTA. AMOKCHIIHIIMH HE c€ pasNpoCTpaHiBa
AOCTATHYHO B MPhOHAYHOMO3BYHATA TEYHOCT.

OT npoy4YBaHHUATAa NPy )KUBOTHH HE CHILECTBYBAT AOKA3ATEJICTBA 3a 3HAUHTENHO THKAHHO 3abKAHE
Ha BEINECTBa, IOJIYUYEHH OT JIEKapCTBOTO, 32 BCEKH OT KOMIOHEHTHTE. AMOKCHIIWIHH, KATO IMOBEYETO
NICHULIWITHEM, MOXe Ja 6be oTKpHT B KbpMara. ClieiM OT KJIaBYJIaHOBa KMCEITHHA Morar Ja Osaat
OTKPHTH B KbpMaTa (BXK. To4ka 4.6).

JokazaHo e, 4¢ 1 aMOKCHIIWTHH, M KJTABYJIAHOBA KHCETHHA TIPeMHHABAT ILIALeHTapHaTa bapHepa (Bik.
TO4Ka 4.6).

buorpancdo

AMOKCHIIIHH YaCTHYHO C€ OT/ENA B YPHHATA KATO HeaKTHBHA NEeHHIIM/IHHOBA KHCEHHA B
KOJIMYECTBA, eKBHBaJICHTHH Ha 10 10 no 25% or mepBoHavanHara no3a. KijaByJIaHOBaTa KHCCIIHHA CC
mMeTaboNIU3Hpa eKCTEH3HBHO MPH YOBEKA H Ce eITMMMHHpA ¢ YpUHATA H (peKATMMTE H KaTO BBITIEPOACH

AHOKCHI B H3JIHINTAHHA BB31YX.

EnuMHHupane |
OCHOBHHAT ITHT HA eTUMHHHPaHe Ha aMOKCHITWIMH € rpe3 Oh0peruTe, a Ha KJIABYJIAHOBATA KHCEJIMHA

€ KaKkTo ype3 OBOpeyunH, Taka U upe3 HeOBROpeUHH MEXAHUIMM.

AMOKCHIIWIMH/K/IaBYJIAHOBA KHCENHHA HMa CPEACH SIIMMHHAIMOHEH MOMY)KKBOT OT OKOJIO €/IHH Yac
H cpeacH o0m, KIHpEHC 0Kono 25 Vh npu 3ppasn wapuempn. Hpubmasuremno 60 go 70% ot
AMOKCHIUWINH H npHOmH3uTento 40 no 65% oT KnaByJjiaHOBa KHCEITHHA ¢ eKCKPETHpaT HEMPOMECHCHH
B YPHHATA Npe3 MbpBHTE 6 Yaca ciie]] €AHOKPATHO MpHIaraHe Ha AMOKCHI[H/THH/KJ1aBYJ/IaHOBa
kucenuHa Tabsretkm 250 mg/125 mg v 500 mg/125 mg. Pasnudnu wicneBaHusd COYaT, 4e
OTOECIAHETO Ha yprHaTa € 30-85% 3a amokcHIITHH ¥ Mexay 27 u 60% 3a x1aBy1aHOBa KHCC/IMHA 32
NEPHOA OT 24 yaca. 3a KIaByJIAaHOBATA KMCEIMHA, HAH-TOIAMOTO KOJTHYECTBO HA MEKAPCTBOTO CE
OTAEJIA Npe3 MLPBUTE 2 Yaca clie NpHEMa.

EnHOBpeMeHHOTO NMPHIOKEHHE HA MPOOCHELH] 3a0aBs OTACIAHETO HA AMOKCHITHIIHH, HO HE 3a0aBs
OBOpedHaTa eKCKpela Ha KJIaByJIaHOBATa KACEHHa (BK. TOUKa 4.5).

Bs3pacT
EnMMHHAITAOHHHAAT MOTY>KMBOT HA aMOKCHIIWIHH € CXO/IeH MpH Jella Ha Bh3PACT OT OKOJI0 3 Mecelia
10 2 rOAWHE M NIO-TONEMH Jielia M BB3pacTHH. [IpH MHOTO Majiku Actia {BKIOYHTEIHO HEJAOHOCEHH




HOBOPOJICHH) NPe3 MBPBATa CeAMMLIA OT KHBOTA HHTEPBATLET HA NPHJIaraHe He TpadBa Na HAABHIIABA
NPAJIAraHe Ba ITHTA AHEBHO, MOPATH HE3PAIOCT Ha OLOpeYHHA ITbT Ha eNMMMUHApPaRe. 1TBH KaTo UMa
T0-roJisiMa BEPOSTHOCT MALMEHTHTE B CTAPYecKa Bb3pacT Ja MMAT HaMasieHa 6p0peyna QyrKitns,
TpAOBa 1a ce BHMMAaRa npH H300pa Ha 1033 H MOxe 1 Obe noie3no aa ce cneau OnOpeuHara

hyHKIHA.

Houx

Cnen nepopanHo NpuiokeHne Ha AMOKCRLIIMH/KIIABYIIAHOBA KHCEJIMHA NTPH 3APaBH MBXKE H KCHH,
IIOJTET HAMA 3HAYUTENIHO BE3ACHCTBHE BEPXY (PapMaKOKMHETHKATA HA aMOKCHINIIMH H KJI4BYJIAHOBA
KHCEJIHHA.

buOpevnHo yBpexnane

O6uMAT cCepyMeH KIHPHHC Ha aMOKCHIATHH/KIABYJIAHOBA KHCE/IHHA HAMANIABA MPONOPLIHOHAIHO ¢
HaMa/BaHETO HAa 6B0peunara ¢pyHkuma. Hamanseanero Ha KIIMpBHCA Ha JIEKAPCTBOTO € [I0-H3pa3eH
NpH AMOKCHIMIHH, OTKOJIKOTO NMPH KIABYJIaHOBA KHUCeHWHA, THH KaTO NO-TO/AMa 4acT OT
aMOKCHLIM/THH Ce OTaeA upe3 op0penute. CeopatenHo jo34Te MpH 6506pedHo yBpexaaHe TpA6Ba
Aa MPEeJOTBPATABAT NPEKANCHOTO HATPYIIBAHE Ha aMOKCHIIWIMH, KaTO €HOBPEMEHHO Ce TIOIBPIKAT
aJicKBaTHH HHBa Ha KJaByJaHOBA KHCEIHHA (BXK. TOYKA 4.2).

HepronpobHo yBpexnate
J03UTE NpH NAHEHTH ¢ YepHOAPOOHO YBpeKiaHe TPAORA Aa ce ONpeesIAT BHUMATSIIHO H

gepHOApoOHaTa QyHKIMA TpsAOBa Za ce MpociIenaBa peJOBHO.

5.3 IlpeAxkNWHHYAH JAaHHH 332 0e30MacHOCT

HexMHHYHHTE AaHHH He MOKa3BaT 0cODEH PUCK 3a XopaTa Ha 0a3a Ha KOHBEHLIMOHATHATE
GapMaKONIOTHYHH URMHTBAHKA 3a O€30MaCHOCT, TEéHOTOKCHYHOCT M PenpOayKTHBHA TOKCHYHOCT.

IIpoy4BaHHATA 3a TOKCHYHOCTTA CJIE MHOTOKPATHO NPHJIOXKEHHE, MPOBEACHH IIPH Ky4eTa C

AMOKCHLIIMH/K/1aBy/IaHOBA KHCETHHA MOKa3BaT ApasHeHe Ha CTOMaxa M MOBPEIIaHe, H IPOMAHA B
L{BETA HA €3MKA.

He ca npoBexaann npoyuBaHHA 3a KAaHLEPONeHHOCT ¢ AMOKCHKIAB ES win oTaenaure My
KOMTIOHEHTH. -

6. ©OAPMAIEBTHYHM JAHHH

6.1 CoEchk HA DOMOIMHEATE BENIECTBA

JIMMOHeHa KHCeNnHA

Harpues nurpar

MuxkpokpHcTanHa 1enyiosa

KapmMeioza HaTpri

KcanTaHoea ryma

CunmieB THOKCHA, KoaoueH 6e3BoIcH

Cunuuyes JHOKCH]I

Apomar Ha MaJivHa (ChABpKaIl H3KYCTBEH apoMar, HapeBHYEH MATTOACKCTPHH, POTIHIEHITTHKOM,
[JIHIICPHIT TPUALIETAT, OEH3WIOR ATKOXOJI, ETAHON H HATPHIA)



ApOMAT Ha MOPTOKaJl (ChABPIKAI €CTECTBEH M H3KYCTBEH apOMAT, LIAPEBHYEH MAITOACKCTPHH,
LAPEBHYIHO HUIIECTE, HATPHH KU CYI(dHT)

Apomar Ha kapaMell (ChbIBpsKalll M3KYCTBEH apOMAT, LAPEBHUSH MAATOACKCTPHH, TPHETWI aleTar,
€TAHOJI K HaTPHH)

3axapun HaTpuii (E954)

6.2 HecbBMecTEMOCTH
Henpunoxmimo

6.3 Cpok ma rognocr

Cyx npax: 2 roquau

PaztBopena cycnensus: 10 pau

Pasrpopenara cycnensus Tpa6Ba a ce chxpanasa B xaaguiaek (2°C - 8 °C) u aa ce m3non3ea B
paMkure Ha 10 nam.

6.4 CnenuanHEH ycI0BHA HA CHXPAHCHHE

Ha ce cexpanssa noa 25°C. [la ce chxpadsaBa B OpHTHHAIHATA OIIAKOBKA, 3a A4 Ce MpeJna3y OT Blara.
3a yCrioBHATA HA ChXpaHEeHHE ClieA IPUTOTBAHE Ha JIEKApCTBEHUI NPOAYKT, BX. TOUKa 6.3.

6.5 Buau cLAbLPXKAHEHE HA ONAKOBKATA

bytunku ot xagaeo creiio (Tun 1) ot 100 wiu 180 ml, saTBopenn ¢ kanauka oT NOJHIPONWIECH Ha
BHHT H 3are4aTBama MeMOpaHa WIH CBC 3all[MTeHA Cpellly OTBapsHE OT Jiella Karadka ot
HOJTMITPONIHIEH/TIONTHETIIIEH ChC 3alcvaTBalna MeMOpaHa H ONaKOBAHH C MEPHTE/IHA CIIPHHLIOBKA C
TIOJTHITPOITHACHOBO TAJIO, NOIHETHIIEHOBO OyTalo U kanave. O6mmaT o6eM Ha MEpUTEIHATA
CnipuHIOBKA € oT 0,5 ;o 5 ml. Bedko orniedaraHo AeneHne B yepHo nokasea 0,1 ml.

1 Oytinka ot 17,7 g npax (3a npuroresade Ha 50 ml cycnensus)
1 Oymanka or 33,8 g npax (3a npuroresade Ha 100 ml cycnensus)

He BcHuk# BHZOBE ONIakOBKH MOTaT f1a 6bAaT MycHaTH B niponakoa.
6.6 CoennajnH npeINA3HE MEPKH NPH H3XBLPJKHE H paboTa

[Ipenu ynotpeba mpoBepeTe manu YIITHTHEHHETO Ha Kanaykara € 34paBo. Pasknarere OyTunkara, 3a
Na pa3buere npaxa. /lo6arete npubausrTeaHO 2/3 0T 06IOTO KONMYECTBO BOAA 3a pasTBapaHe (BXK.
TabsHuaTa no-nony) M paskiarere f0bpe, 3a Aa pasteopure npaxa. Jlo6aBeTe ocTaHANATa YacT OT
BOJAaTa M OTHORO pasKiarere aoope.

Jpyr HauHMH Ha pazTBapsane: Pasknarere OyTHiIkara, 3a /a pa3Ouere npaxa. Hamennere GyTiikara ¢
BOJZIa TOMHO NIOA MAPKUPOBKATa HA €THKeTa Ha OyTU/IKaTa. 3aTBOpeTe Kanadkara, o0bpHeTe OyTHIKATA
H pasknarere z0obpe. Cnen Topa nobasete Boaa kM OyTWIKaTa TOYHO IO MAPKHUPOBKATA. 3aTBOpETE
OTHOBO Kara4kara, o6bpHeTe OYTWIKATa M pasKiaTtere noope.

Cnen npuroTBaHe JIEeKApCTREHHAT TIPOAYKT € MOYTH 6a1a A0 61e10KBITa, XOMOTEHHA CYCIIEH3HS.

KomuectBo Ha ObeM rOnA, KOUTO 113 ce | Kpaen obeM Ha npuroTeeHara
aKTHBHOTO BEILIECTBO B npudOABH [MPH IPUTOTBAHE Ha nepopaHa cyciieH3us (ml)
JO30Ba CIAHHHIR cycreHsusTa (ml)




600 mg/42,9 mg/5 ml

46

30

600 mg/42,9 mg/S ml

88

100

Pazxnatere OyTHiIkaTa noOpe npeaH PHEM Ha BCAKaA O34.

HensnonssaHuAT JeKapeTBed NMPOAYKT HIH OTMATBYHHTE MAaTEPHAIH OT Hero TpAOBa 1a Ce H3XBBPIIT

B CBOTBCTCTBHE C MCCTHHMTC H3HUCKBAHUA.

7. IIPHTEXATEJI HA PAZPEIIEHUETO 3A YIIOTPEBA

Sandoz d.d.
Verovikova 57,
1000 Ljubljana
CiaoBeHHs

8. HOMEP(A) HA PASPEIHEHHUETO 3A YIIOTPEBA

Per. Ne 20210064

9. IJATA HA ITHPBO PA3SPEIIABAHE/MIOJHOBABAHE HA PA3SPEIIEHHUETO 3A

YIIOTPEBA

Hara Ha mepBO paspemaane: 08.03.2021
HMarta Ha nocneaHO NOTHOBSBAHE:

10, JATA HA AKTYAJIM3APAHE HA TEKCTA
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