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1. MME HA JEKAPCTBEHHUS NMPOAYKT '
" 2204 1 OA /3

Amoxcuramma 875 mg/125 mg ¢punmupanu TabneTku '_ ]
Amoxigamma 875 mg/125 mg film-coated tablets 6 yA 7“7 30 -12- 2024

2. KAYECTBEH H KOJIMMECTBEH CbCTAB

Besaka duaMupanHa TalsieTKa Cbhabp)Ka AaMOKCHLUMIIMH TpUXHApaT (amoxicillin  trihydrate),
€KBUBaJIECHTEH Ha 875 mg aMOKCHUMJIMH (amoxicillin) W KalWeB KJaByjaHaT (potassium
clavulanate), exkBuBanieHTeH Ha 125 mg knaBynaHoBa KHceMHa (clavulanic acid).

3a MbJIHHUA CITUCHK HA MOMOILIIHUTE BeLlleCcTBa BHKTE TOoUKa 6.1.

3. JJEKAPCTBEHA ®OPMA

POunmupaHa Tabnerka.

bsana no nourtu 6s5a npoawarosara puiaMmupasa tabsierka ¢ pasmep 22 mm Ha 10 mm, ¢ aenuresnHa
yepra.

JenurenHara yepra € caMo 3a YJIECHSIBaHE Ha CYYINBAHETO C LieJI MO-JIECHO NOrJIbLIaHe, a He 3a
pasziensiHe Ha paBHH J03H.

4. KJUHWYHU JAHHU

4.1 TepaneBTHYHH NOKA3AHHS

AMOKCHraMma € rokasaH 3a JIeYEHHE Ha CJIEAHUTE HH(EKLIMU MPH BB3PAaCTHH H Jiela (BX. TOYKH 4.2,
44nl5.1).

® OcTtbp OakTepuasieH CHHYHUT (aIeKBATHO AUArHOCTULIMPaH)

OcCTbp OTHT Ha CPEAHOTO YXO

OcTtpH ex3auepbauuu Ha XpOHUUYEH OPOHXHUT (aA€KBATHO AHArHOCTULIMPAH)

[IHeBMOHMA, npuaoOuTa B 00LLECTBOTO

Lluctur

ITuenonedpur

HMHdekunn Ha KoxKaTa U MEKUTE ThKaHH, 1MO-CTIELIMAITHO LICJTYJIMT, yXanBaHUs OT dKMBOTHH H
TeXBbK alcliec Ha 3b0MTE C pa3npocTpaHsBalll ce LETYJIHT.

® HUHdekumnn Ha KOCTUTE M CTaBUTE, MO-CNELIMAITHO OCTEOMHEJIHUT.

TpsabBa na ce 0ObpHEe BHUMaHME Ha O(PULIHATHUTE YKa3aHUS 3a NpaBHJIHA ynoTpeba Ha
aHTHOaKTEepHaJIHUTE CPECTBA.

4.2 Jlo3MpOBKA H HAYHH HA NPHJIOKEHHE

Jo3upoBka

Jlo3upoBKUTE ca NpeACTaBeHH CbOOPa3HO ChABPXKAHHMETO HA aMOKCHLIMJIMH/KJIABYJIaHOBA KHCEJIMHA, C
W3KJIIOYEHHE Ha ClTyYyauTe, KOraTro J03MTe ca AaJleHH Mo OTHOLIEHHWE Ha OTJAEJIHATa ChCTaBKa.

3a u3bopa Ha J103aTa Ha AMOKCHIraMma 3a Jie4eHue Ha oT/ie/iHata HH(eKLMA TpsaOBa aa ¢

npeaBHA;

® (OuakBaHWTE NAaTONeHH M BEpOATHATA UM YYBCTBUTEJIHOCT KbM aHTHOAKTEpHATH
(B2K. TOUKa 4.4)

® TexecTra 1 MACTOTO HA MH(pEKUHATA




. Bu3pacTra, TenecHoTO Ter10 M 666peuHaTa pyHKLMA Ha NaLUeHTa, KaKTO € MOCOUYEHO MO-J0IY.

YnortpebaTta Ha anTepHaTHBHY (POPMH HA aMOKCHLIMITMH/K1aBYJIaHOBA KHCeArHa (Hanp. TakHBa,
OCHMrypsABallM N0-BUCOKH J03H HA AMOKCHLIWIMH /MY Pa3NH4yHK CLOTHOLLIEHHS Ha AMOKCHLIWIHH
KbM KJ1aByJJaHOBA KHCeJIUHA) TpAOBa 1a ce MMa NMpeaBr cnope HeobxoauMocTTa (BX. TOUkHU 4.4. 1
5.1).

[1pu BB3pacTHH U aeua > 40 kg, Ta3zu popma Ha AMokcuramma 875 mg/125 mg ¢punmupanm tabneTku
ocurypsaea obiia aAHeBHa ao3a oT 1750 mg amoxcuuunuy/ 250 mg knaBynaHoBa KUCeNIHHA MPU
IO3UpaHE JBa MTH AHEBHO U 2625 mg aMokcuwnH/375 mg kiaByiaHOBA KUCE/IMHA NPH A03UPAHE
TpM ITbTH JHEBHO, KOraTo ce npuiara, KakTo e npenopsyaHo no-goiy. [Ipu geua < 40 kg, Ta3n ¢popma
Ha AMOKCHIaMMa OCUrypsaBa MakcHManHa aHeBHa ao3a ot 1000-2800 mg amokcnumnnn/143-400 mg
KNaByNaHOBAa KMCENHHA, KOraTo C€ NMpWiara, KakTo ¢€ npenopbysa no-a0y. AKO ce cuere, ve e
He0DX0MMa NO-BHCOKA AHEBHA 1032 HA aMOKCHLIMIIMH, C¢ NpenopbuBa u3bop Ha aApyra ¢opma Ha
aMOKCHLW/JIMH/KaBYyJ/1aHOBA KHCEIMHA, 3a a ce H3DerHe npunaraHe Ha HEHY»CHO BUCOKH JHEBHH 1034
Ha K1aByJIAHOBa KHCENUHA (BXK. TOUkU 4.4 1 5.1).

[IpoabKMTENHOCTTA HA JICYCHUETO TpAOBA Aa ce onpesienM OT NOBITHABAHETO Ha nauueHTa. Hakou
HHpeKLUUH (Hanp. OCTEOMHEINT) H3UCKBAT NO-roAAMa NPOAB/LKHTEIIHOCT Ha NEYECHHETO. JleueHuero
He TpAOBa aa npoab/bKasa rnopeve ot 14 1uu 6e3 noeropeH nperien (Bx. Touka 4.4 OTHOCHO

NPOOABDKHTENTHA TepanHs).
Bw3pacmuu u oeya > 40 kg

IlpenopbUUTEIHU 034!
® CTAHIAPTHA A03a: (3a BCUYKHW NokazaHua) 875 mg/ 125 mg ABa NbTH AHEBHO;
® NO-BHCOKa 1033 — (0COOCHO 3a UH(PEKUMH KATO OTHT Ha CPEAHOTO YXO, CHHYMT, HHpEeKLuH Ha
NOJTHUTE AMXATENHHW IMbTHINA K HHPEKLHY Ha NMHKOYHUTE ThbTHILA). 875 mg/125 mg tpu mbTH
IHEBHO.

Heya < 40 kg

Jeuata Moxe na ce NEKyBaT ¢ AMOKCHIIWIMH/K/IABYJIAHOBA KHCeNuHa TabneTku, CycneH3uM WiH
NeIUATPUUHH callleTa.

[IpenopbuvTeHY AO3H:
e 25 mg/3,6 mg/kg/nen 0o 45 mg/6,4 mg/kg/aeH, pa3aeaeHN Ha ABE OTACTHH NO3H;
e no 70 mg/10 mg/kg/nen, paznencHu Ha ABRE OTACIHU JO3H MOXKE fa ce OOMMCIIAT 3a NPHIOKEHHE
NPH HAKOH HHOEKUMH (HanpuMep npH OTHT Ha CPEAHOTO YXO, CHHYHUT U HH(EKLIMH Ha JONHHUTE
AMXATENIHH ITHTHILA).

Tsit xaTo TabneTrkuTe HE MOTaT Aa ce pa3zieNaT, Aeluara ¢ TEIECHO TEMNIO No-Manko oT 25 kg He Tpabsa
na ce nexysar ¢ AMokcHramMma 875 mg/125 mg dpmnmupanu tabnerku.

TabnuuaTa no-zpony npeAcTaBs nojiyyeHara Ao3a (mg/kg/renecHo Terno) npu aeua ¢ rerno 25 kg no
40 kg cnea npueM Ha eaHa Tabnerka ot 875 mg/125 mg.

TenecHo terno [kg] 40 35 30 25 [IpenopbunTenHa e THOKpaTHa 1034
[mg/kg TenecHo Terno] (Bxk. ro-
| rope)
AMoxkcHiMIHH [mg/kg 21,9 | 25,0 | 292 | 35,0 ~

TEECHO Ternoj 3a 12,5-22,5 (no 35)
eAHOKpaTHa ao2a (1
¢uaMHpaHa TabseTka)

KnapynaHoBa KHCEIHHA 3.1 36 { 42 | 5,0
[mg/kg TenecHo Terno] 3a 1,8-3,2 (ng




¢JHOKpaTHa fo3a (1
¢uamMupasa Tabuerka)

Heua ¢ TenecHo Terno noj 25 kg 3a npeanountate TpaOBa Ja ce JIEKYBaT ¢ aMOKCHLWIHH/K1aBy1aHOBA
KWCeNTMHE CYCTICH3MA WY NeAHATPHYHH CalleTa.

He ca nannwuny KNMMHUYHH JaHHH 32 NpwioxkeHHe Ha 7:1 gopMHTE Ha aMOKCHLWIMH/KIaBYJIaHOBA
KHCeNHHa B IO3H, MO-BHCOKH OT 45 mg/6,4 mg Ha kg AHEBHO NpH Aela noa 2 rOAMHM.

Hama xauHWYHH 1aHHH 33 NPHIOXKeHHe Ha 7:1 ¢opMHTEe Ha aMOKCHLIHJIMH/KJIaBYJIAHOBA KHCEJIMHA NPH
NauMEeHTH Ha BE3pacT noj 2 Meceua. Ilpenopbku 3a no3upaHe NMpH Ta3H Bb3pacToBa rpyna He MOrarT aa
Obaar HanpaBeHH.

Ilayuenmu 6 cmapuecka év3pacm

He ce nranara kopurupase Ha R03aTa.

bvbpeuno yapeosicoane

He ce Hanara kopurupase Ha AO3aTa NpU NaLMEeHTH ¢ KpeaTHHHHOB KIMpbHC (CrCl) Han 30 ml/min.
[Ipy naumeHTH ¢ KpeaTHHUHOB KIMpbHC noa 30 ml/min, He ce nMpenopbUBa NPUIIOKEHHE Ha hopMuUTe
Ha aMOKCHUH/IMH/KNABYJIAHOBA KMCEJIHHA CbC CHOTHOLICHHE Ha AMOKCHUMWIWHH KbM KJaByJlaHOBa
KAceanHa 7:1, Tbi KaTO HAMA HAJIMYHH NPENOPHKH 3a KOPHIHPAHE HA J03aTa.

Yeprodpobro yspeooare

Tpabra na ce Ho3Mpa BHHMATENHO W peJOBHO Aa ¢€ npocneassa yepHoapobnaTa gyHkuua (BXK. TOUKH
4.3 u4.4).

HauMH Ha NMPpHIOXKEHHC

AMokcdramma 875 mg/ 125 mg punMupaHun TabneTks ca 3a nEPopaHO NPUWIOKECHHUE,

Amokcuramma 875 mg/125 mg ¢punmupann tabnetku TpaOBa Aa ce npuemMa o BpeMe Ha XpaHeHe, 3a
CBEXJAHE A0 MHHMMYM Ha Bb3MOXXHATa CTOMALIHO-4YPEBHA HETMTOHOCHMOCT.

JleueHneTo MOXeE Aa 3ano4He napeHtepanHo B ¢botBeTcTBUHE ¢ KXII Ha HHTpaBeHO3HHUTE (1.v.) hopMHu
Ha aMOKCHLWIKH/KNABYJIaHOBA KUCENWHA U A2 C€ NPOABIDKY ¢ nepopanHa ¢popma.

4.3 TIpornBonoxka3zanus

CBpBXYYBCTBHTE/IHOCT KbM AKTHBHUTE BELIECTBA, KbM KOWTO M 14 € OT NEHWLIMJIKHHTE WIH KBbM
HAKOE OT NOMOLHHTE BelllecTBa, H3bpoeHu B Touka 6.1,

AHaMHe3a 3a TexXka He3abaBHa peakLmMs Ha CBPbXYYBCTBUTENHOCT (Hanp. aHAaQWIAKCHA) KbM APYT
beTa-nakraMeH npoaAyKT (Hanp. uedanocnopuH, kapbaneHeM WiIH MOHOOaKTaM).

AHaMHE3a 3a XKBJITCHULA/ UEPHOAPOOHO YBPEKAaHE, AbJDKALIHU CE€ Ha aMOKCHULIMJTHH/KJ1aBy1aHOBA
KHCeluHa (BK. Touka 4.8).

4.4 Conennaasm apeaynpeXicHAs H NPEABAZHE MEPKH NpH ynorpeda

[Ipenn 3anoyBaHe Ha jieyeHUE ¢ AMOKCHLIMJIKH/KNABYNAHOBA KMCE/IWHA, NALUMCHTHT TpaGy
pa3nuTa BHHMATEIHO NO OTHOLIEHHE HA NPEAHIUHN PEaKLHH Ha CBPbXYYBCTBUTEIHOCT




NEHULWIHHH, KNaByJaHOBA KHCEMHA U LUeQanoCnopHHU HIIH ApYry OeTa-1akTaMHH NPOSYKTH (BXK.
TOYKH 4.3 1 4.8).

Cepno3HH M NOHAKOra ¢paTaNHHi peakiii{ Ha CBPbXYYBCTBUTEITHOCT ( BKIIIOYMTENHO aHA(UIaKTOMAHH
M T€KKH KOXKHH HeXeJlaHW peakLHH) ca CboOLIABAHU NPH NALHKEHTH, NEKYBaHH ¢ NEHHULIWIKH.
B13MOXXHO € CBLUIO peakLMHTe Ha CBPbXYYBCTBHTEJIHOCT A4 NPOrpecHpar A0 CHHApoM Ha Kounis —
CEPHO3HA AIEPryuHa peakliid, KOATO MOXKE a noBele A0 MHGapKT Ha MUOKapaa (Bx. Touka 4.8). [To-
BEPOSTHO € TE3H PEAKLMH a C€ NOABSAT NpPH JIMLIA C AHAMHE3A 32 CBPBbXYYBCTBUTEIHOCT KBM
MNeHHLWIKH WK NPH aTONWYHH Jdua. UMa cpbodineHuU 32 EHTEPOKONMTEH CHHAPOM, NPEAU3BUKAH OT
npureM Ha nekapctBoto (drug induced enterocolitis syndrome — DIES), rnasHo npu aeua, npu KoUTo
ce npuiara aMoOKCHLMIIMH/KJIaByiaHOBA KucesinHa (BXK. Touka 4.8). DIES ¢ anepruuna peakums ¢
BOAELI CHMITOM MPOABJDKHTENHO NOBpblUaHe (1 — 4 yaca cnen npueM Ha JIekapcTBoTo) He3
anepruyHH KOXKHK WIH PeCNHPATOPHH CUMNTOMH. JIOIMBJIHHATEIHH CHMIITOMM MoraT aa 6saaT Oosika B
KopeMa, AHapUs, XHIIOTOHHS WM JIEBKOLUMTO3a ¢ HeyTpoduand. Uma Texky ciyyay, BKIIOUMTENHO ¢
nporpecus 1o oK. IIpu nosea Ha anepruyHa peakuus, 1€HEeHHETO ¢ AMOKCHLIMIMH/KNABYJIaHOBA
KHCeNnHa TpadBa Ja ce MPEYCTAHOBH H Ja C€ HA3HAYH MOAXOAAIA aNTePHATUBHA TEPATIHA.

B cayyaii ye ce mokaxe, He HHPEKLHATA C€ Ab/DKM Ha aMOKCHLIHJIMH-YYBCTBHUTENIEH(H)
MHUKpOOpraHu3sm(u), Tpadbra ga ce od6chAM nNpeMyuHaBaHE OT AaMOKCHLMIIHH/KAaBY1aHOBA KUCEJIHHA Ha

AMOKCHLIMAWH B CHOTBETCTBHE C OPHULIHANHHUTE YKA3ARUA.

Ynortpebata Ha Ta3n popMa Ha aMOKCHLIMJTHH/KJIABYNIAHOBA KHCE/IMHA HE € NoAXOAA1a, KOTaTo €
HaJiMLle BHCOK PMCK MPEAToNiaraéMHUTe NaToreHy Ja ca C PpE3HCTEHTHOCT KbM OeTa-IaKTaMHH
NMPOAYKTH, KOATO HE € MeAHNpaHa OT OeTa-J1akTaMas3y, YyBCTBUTEIHM Ha HHXUOHpaHe OT K1aByJIaHOBa
KHceNnuHa. Tazu ¢dopMa He TpaOBa Ja ce H3MOJI3BA 33 JIEUeHHE Ha NEHHLIWINH-PE3UCTEHTHH

S, pneumoniae.

[pn nauneHTH ¢ yBpeaecHa 6u6peuHa PyHKUHMA WIH NPU TAKUBA, MPHEMALIIM BUCOKH 1034, MOXE Ja Ce
[NOABAT MbPUOBE (BXK. TOUKA 4.8).

JleueHHeTO C aMOKCHLIWIMH/KIaBY/1aHOBA KHCeJIHHa TpAOBa Aa ce u30Area npyu cbMHEHHE 3a
MHEKIMO3HAa MOHOHYKJIE03a, Thid KaTO NpH TOBa 3ab0/sBaHe Cllel NPUIOKEHUE HAa AMOKCHLIMIIHA €
HalmonaBaHa noseara Ha MopOwHdopMeH OOpHB.

EnHoBpeMeHHa ynorpeba Ha anonmypHHON [0 BPEME HA JICHYEHHE C AMOKCHULMIIMH MOXKE 1a YBEWYH
BEPOATHOCTTA 34 aNepryuHH peakliyd OT CTpaHa Ha KoXKara.

[IpoawmxurenHa ynorpeda noHskora MoXxe Aa Z0BEAE OO CBPbXPACTEXX HA HEYYBCTBHTEIIHY
MHKPOOPraHHu3MH.

[TosiBaTa Ha CHITHO 3a4epPBEeH MNEeHEPAIM3IUPAH €PUTEM, CBLITPOBOAEH OT MYCTYJ1a, B HAYAJIOTO HA
JIEYEHHETO, MOXKE 1a € CHMITTOM Ha OCTpa reHepajiM3dpaHa ek3aHTeMHa myctynosa (AGEP) (sixk.
TouKa 4.8). Tasn peakiya Hajara CriMpaHe Ha JICUEHHETO ¢ aMOKCHLIWINH/K/IaBYJIAHOB& KHCEJIMHA H €
NPOTUBOMOKA3aHKE 3a MOC/SABAL NPHEM Ha AMOKCHLUWIKH.

AMOKCUHLIWIHH/KNaBYJIaHOBA KMCEeNUHA TpaOBa na ce npwiara BHUMATEIHO MPH NAUMEHTH ¢ JaHHH 34
yepHoApoOHO yBpexaaHe (Bx. Touka 4.2, 4.3 u 4.8).

CbvOHMTHA OT cTpaHa Ha YyepHHUa ApoO ca ChOOLIaBaHW NPEaHMHO MPH MBXE H NPH NAUACHTH B
cTapuyecKka BB3PacT, H MOXKE Ja €Ca CBbP3aHH C [POABDKHTENHO NeucHHe. Te3n crOuTHA ca

cbobiilaBaH MHOIO pAAKoO NpH acua. [1py BCHYKH NMOMyNaLHH, NPU3HALKTE H CHMITTOMHTE
0OHMKHOBEHO ce HabIoAaBaT NO BpeME Ha UIIH MAJIKO Clied ICHEHHE, HO B HAKOH ClTy4au Mo
Ce M3ABAT A0 HAKOJKO CEAMHLH Clel NpeycTaHOBABAHE Ha JICYECHHETO. Te3n chOMTHA O f/ b
oOpaTHMH. YepHoapobHrre crOMTHE MOXKE A Ca TEXKH H B H3KIKOUHTEHO PEIKH C
NOKIaABAHU CMBPTHH ciTy4au. Te3zn cbOUTHA NOUTH BHHAry ca HabmoaaBaHM NpU Na




CEPHO3HO nozanexallo 3abonspate WiH NpHEMaLK €JHOBPEMEHHO JICKAPCTBA, 32 KOHTO € H3BECTHO,
ye HMaT MoTeHLHan 3a YepHoApOOHH epekTH (BXK. ToUka 4.8).

Konut, cBbp3aH ¢ NPHIIOKEHHUETO Ha aHTHOMOTHLIM, € ChOOLIaBaH MPU MOYTH BCHUYKH
aHTHOAKTEpHANHH NPOAYKTH, BKIIOYMHTENIHO NMPH aAMOKCHLIMIIMH K MOXKE Jla Bapypa MO TEXECT OT JEK
A0 *XHUBoTo3acTpamasall (Bxk. Touka 4.8). 1o Ta3su npuunHa, NpH NaLUUEHTH ¢ JHApHS 110 BpeMeE Ha
WIH CHeX IeYEHHE ¢ aHTHOHOTHLIM, € BaXKHO Ja ce MMa MNPEABHI Ta3H IHArHo3a. AKO C€ NMOSBH KOJIHT,
CRBP3aH C NPHIIOKEHHETO Ha aHTUOHOTHILIY, IEYEHHETO ¢ AMOKCHLIWIIMH/KNaBYIaHOBA KHUCEJIHHA
He3abaBHO TpaAOBa Na CE NPEYCTAHORM, 1A CE HANPaBU KOHCYJITALIMA ¢ JIEKap U J1a ce 3aloyHe
NOAXOAAIIO NedyeHHe. B TO3HW ciyyail ca MpOTHBRONOKA3aHH AHTUNEPHCTAITHYHH JICKAPCTBEHH
NPOAYKTH.

[lo BpeMe Ha NPOABIDKUTENHO ICUCHHE € MPENOPBUMTENHO NEPHOAHUHO Aa C€ OLCHIBAT OPraHHUTE U
CHCTEMHH (yHKLIHH, BKITIOYHTENHO 6bOpeuHara, yepHoapobHaTa 1 XeMonoeTHYHaTa PyHKLUU.

CoobuiaBaHK ca peaKky CiTyyaHn Ha yAb/bKapaHe Ha NPOTPOMOHMHOBOTO BpeMeE MpH NaLUEHTH,
NEeKYBaHH ¢ aMOKCHUWIMH/KIaByJaHOBa KKMcenuHa. [Ipy eaAHOBpeMEHHO NPUIIOKEHHE C
aHTHKOAryJIaHTH C€ Hanara NnoAxXoAAllo npocieasaHe. Moxe na e HeobOXoAUMO KOPHIHpaHe Ha
N03aTa Ha NEPOPANIHUTE AHTHKOArYNAHTH 3a NOAXBPIKAHE Ha SKENAaHOTO HUBO Ha aHTHUKOArynalms (Bi.

ToukH 4.5 n 4.8).

[Ipn nauuenTn ¢ 6uOpeyHo yBpexcaaHe no3arta TpabBa fa ce KOpHrupa B 3aBUCHMOCT OT CTEIEHTa Ha
yBpexaaHe (Bx. Touka 4.2).

[Ipn nauMeHTH ¢ HAMaNIEHO OTAEJISHE Ha YPHHA MHOTO PAAKO € HaONrJaBaHa KPUCTATY PUSA
(BKIOHHTENHO OCTpo OBOpPEUHO yBpeXXaaHe), rIaBHO NPH fIapeHTepanHo JeueHue. [1o BpeMe Ha
MPWIAraHeTo Ha BUCOKH JO3H aMOKCHUMIIMH C€ MPENOPBHYBA NMOAABPKAHE HA AOCTATHYEH NPHEM Ha
TEYHOCTH H OTACIIAHE Ha YPHHA, C LIEJI HAMAJIABAHE HA BE3MOXHOCTTA 32 AMOKCHLIWIHHOBA
kpucTaaypus. [Ipn nauHeHTH ¢ KaTeTsp B IMKOMHUA MeXyp TpAOBa a ce npoBexaa peaOBHA
NPOBEpPKa Ha NPOXOAUMOCTTA (BXK. TOUKH 4.8 U 4.9).

Ilo BpeMe Ha JeueHHE ¢ AaMOKCHLIMITHH TpAOBA 1a Ce M3MOI3BAT €H3HMHH INTIOKO300KCHAA3HH METOAN
[PH H3CJEeABaHE 32 HAJTHUME Ha FI0OKO3a B YPHHATA, ThH KaTO ¢ HEEH3HMHH METOIH MOXKE 1a ce
NOSy4aT PaNHBO NOJOKUTENHU PE3YIATATH.

Hanunusero Ha knaBylaHoBa KHCENHHa B AMOKcUramMma 875 mg/125 mg ¢punmupanu tabnetku Moxe
Na NpUYKHH HecnetnpUyHO CBLp3BaHe Ha IgG u anbyMuHa ¢ MeMOpaHUTE Ha YePBEHUTE KPbBHY
KJIETKH, BOJeLo A0 ¢anmuBo noJoxuTeneH Tect Ha Kymoc.

MMa ¢cbobiueHMs 3a NONOKUTETHY pe3yTaTH OT TecTa, PH uinonspaHe Ha Platelia Aspergilius EIA
TecT Ha Bio-Rad Laboratories npu nauueHTH, npyUeMailid aMOKCHLUMIMH/KNIABYJIAHOBA KMCEMHA, 34
KOKTO CJI€/l TOBA € YCTAHOBEHO, Y€ HAMAT UHeKkumna ¢ Aspergillus. CrobimasaHy ca KpLCTOCAHH
peakuuy ¢ He-Aspergillus nonuszaxapuau U noaudypaHosu c Platelita Aspergillus EIA Tect Ha Bio-Rad
Laboratories. CnenoBaTeniHO MOJOKUTENHH PE3YITATH OT TECTA MPH NALMEHTH, IPUeMaLly
aMOKCHLUTMH/KJIaBY/IAHOBA KHCEIMHA, Tpa0Ba fa 6BAaT ThAKYBAHH BHUMATEJIHO M J1a C€ NOTBbPAAT
ype3 APYrH AHarHoCTUYHU METOMMU.

AmMokcuramma 875 mg/125 mg dpunmupann Tabnetku cpabpka no-manko ot 1 mmol HaTpui (23 mg)
Ha TabaeTka, T.e. MOXKE Aa C€ KaXe, Y€ MPAKTHYECKH HE ChAbPXKA HATPHM.

4.5 BiaumopeiicTBHe ¢ APYIrM J1eKapCTBEeHH NPOAYKTH H APYTrH GopMH HA B3aHMO]

[lepopanHy aHTHUKOArYNIAHTH




CIy4ad Ha NOBHULIECHO MEXIYHAPOLHO HOpMaIHW3UpaHO ¢hoTHOLIeHHe (INR) npy naumneHTH Ha
MOAABPKALLO JICHEHHE C ALICHOKYMapON WM BapdapHH ¥ Ha3HAYCHO JICYEHHE ¢ aMOKCHUMIHH. [1pu
HeOOXOOHMOCT OT €IHOBPEMEHHO NPUAOKEeHHEe, TpsOBa BHUMATENHO Ja ce NpocieasBaT
MPOTPOMOMHOBOTO BPEME WIH MEXAYHAPOAHOTO HOPMATH3IHPAHO CHOTHOLIEHHE TIPH A00aBAHE HITH
cnUpaHe Ha aMOKCULIWIAH. OCBEH TOBa, MOJKE Ja € HEOOX0AMMO KOPHIrHpaHe Ha 1103aTa Ha
NEPOPANHHTE AHTHKOAry/IaHTH (BX. TOUKH 4.4 1 4.8).

MeToTpekcar

[TeHHUMAHHHTE MOXE 132 HAMATAT CKCKpeLMATA HA MCTOTPCKCAT, KOCTO Aa JOBCIC A0 Bb3IMOXKHO
MNOBHIABAHE HA TOXCHYHOCTTA.

[1poSeHeunn

Ennoepemenna ynorpeba Ha npobeHeuun He ce npenopbuBa. [Ipobeneunn namanasa OnOpeynara
TyOyNHa cekpena Ha aMokcHLWIHH. EnHoBpeMeHHa ynotpeda Ha npobeneuna Moxe aa Josede Ao
yABL/DKaBaHE HA HAJIMYMETO M MOBHILABAHE HA HUBAT2 Ha AMOKCHLIWIHH B KPBBTa, HO HE H Ha
KNaBYJIAHOBATa KHCEIHHA.

MuxodeHonat MmodeTu

[Ipw nauweHTH, NpHeMaLlul MHKogeHonaT ModeTu, ce cbo0lIapa 3a HaMallgsBaHe Ha [Ipeao30BaTa
KOHLEHTpaLHKa Ha akTHBHUA MeTabonut Mukodenonosa kucenuHa (M®OK) ¢ npubnusurento 50%,
CJieA 3aro4BaHe Ha JICYCHKE ¢ NepopaieH aMOKCHLIMIIHH TUTIOC KJ1aByJaHOBa KUcenuHa. [IpoMsaHara B
NpeJa030BOTO HHBO MOXE Aa HE NIPEACTABA TOYHO NPOMEHKTE B 001aTa excno3uums Ha MPK.
[Topanu ToBa, 0OMKHOBEHO He € HeoOXoauMa MpoMAHa B A03aTa Ha MUKodeHonaT ModeTH npu
NIKNCca Ha KNTHHWYHH JaHHH 3a HapyileHa QyHKLHA Ha npucaakara. Benpeku Tora, Tpabea na ce
M3BbLPIIBA BHUMATEIHO KJIMHWYHO NPOCIeAABaHE N0 BPeME Ha JICYEHHETO ¢ KOMOMHALMATA U MaJTKO
CNea 3aBbpILUBaHE HAa aHTHOHOTHYHATA TEpallHA.

4.6 DepTRIANTET, OPpeMEHHOCT H KbpMeEHe

bpeMenHocT

[TpoyuBaHHA NPH KUBOTHH HE NOKA3BAT NMPEKH WM HEMPEKH BPedHH BbL3ACHCTBIA BbPXY
OpemenHOCTTA, eMOPHOHANTHOTO/PETANTHOTO Pa3BUTHE, PAXKAAHETO WiH MTOCTHATAIHOTO pazBUTHE (BXK.
Touka 5.3). OrpaHHYeHH JaHHH 3a yroTpebara Ha aMOKCULIWIUH/K/IaBYJIaHOB& KMCEJIHHA [10 BpEME Ha
OpeMEeHHOCT IpH XOpa He NMOKAa3BaT NMOBHIIEH PUCK OT BpoAcHH MandopMaumH. IIpn npoyueaHe npu
XKEHW ¢ NPESATCPMUHANTHA NpeXAEeBPEMEHHA PYNTYpa Ha (peranHaTa MmeMOpaHa ce cbobiiaBa, e
NpoGUNAKTUHYHOTO JIEYEHHE C aMOKCHULUAJIMH/KIIaBYJIAHOBA KMCEIMHA MOXE Aa OB/1e CBBP3aHo C
NOBHILIEH PHCK OT HEKPOTH3HPALL EHTEPOKOIHT NPH HOBOPOACHH. [IpunoxeHHeTo no speMe Ha
OpemeHHOCT TpaOBa na ce H3DArBa, OCBEH aKO JIEKapAT He NMpELeHH, Ye € HeoOXOoauMOo.

KbpMeHe

JIBeTe aKTMBHH BEILLIECTBA CE€ €KCKPETHPAT B KbpMaTa (HE Ca YCTAHOBEHH €(PEKTHTE HA KJIABYJIAHOBATA
KHUCeNTHMHA BBpXY KbpMaueTo). B cneacTBHe Ha TOBa, ca Bb3MOXKHM AMapus U reOHuHa HHQEKINA Ha

UraBHLIMTE NPH KBPMAYETO, KOETO MOXKE J1a HATOXKH NPEYCTAHOBRBAHE Ha KbpMeHeTO. Tpabera aa ce
MMa NpeaBH Bb3IMOXKHOCTTA 3a ceHCHOUNH3UpaHe. AMOKCUIIWINH/KNaByJIaHOBA KHCEINHA TpAOBa a
Ce€ H3MOA3BaA N0 BpeMe Ha KbpMEHe caMo Clie] NMpelUeHKa OT JICKYBaljis JIeKap Ha ChOTHOLUEHH

NIoN3a/pUCK.

4.7 EdexTn BbpXy cnocobHocTTa 32 modHpane B pabora ¢ MAIMBEA

He ca npoBexaaHy Npoy4BaHUA 3a eeKTHTE BbpXY cnocoOHOCTTa 32 wodupaHe U pa
Bonpeku ToBa MOXE Ja C€ MOABAT HEKENAHH peakuuH (Hanp. aNeprudiy peaKkliiu, 3ama




IbPUYOBE), KOMTO MOTaT JIa MOBIMAAT CNocoOHOCTTA 3a wodHpaHe U paboTa ¢ MalllMHK (BX. TOYKA
4.8).

4.8 HexelaHH JeKAPCTBEHH PeAKIHH

Haji-uecto chobluaBannTe Hexesnanu nekapeteeHu peakumu (HJIP) ca auapus, raneHe u noepuilaHe.
Hexenanu nekapCTBEHH PEAKLIMH, MOJYYCHH OT KIMHWYHH [TPOYUYBAHHUA Y OT MNOCTMAPKETHHIOBOTO
HabMOAeHHE ¢ aMOKCHLIWIHH/KaByIaHOBA KHCENHHA, ¢a U30POCHH NMo-A0TY U Ca KaTeropU3UpaHu

¢wrnacHo MedDRA, no cucreMo-oprasen knac.

H3non3eaHa e cneaHaTa TEPMUHONOTHS 32 KiacHULMpaHe Ha YeCTOTATa Ha HEXKENaHUTE

JIEKApPCTBEHH pPeaKLMH.
Muoro uectu (= 1/10)

Yectu (=1/100 pno <1/10)
Heuectu (=1/1 000 no <1/100)
Penku (> 10 000 no <1/1 (00)
Muoro peaku (<1/10 000)

C Hen3BeCTHA uecTOoTa (OT HAIHMYHHATE AAHHU HE MOXE 1a ObAe HaNpaBeHA OLICHKA)

Hadexnun 1 nEdecTaunn

Kanauaosa Ha Kokara ¥ JMrapuLumre

YectH

CBpBXpacTex Ha HEYYBCTBHTENHMH

MHKDOOPraHH3MH

C HeM3BeCTHa 4eCTOTa

Hapymeneast B2 KPbBTA H JJHMQHATA CHCTEMA

ObpariMa JIeBKOTIEHHS (BKIIOUYHTETHO Penxwu

HEYTPOTNECHHA)

Tpombouuronenns Peaxu

ObpaTuma arpaHyJIOLIHTO34 C HeH3BECTHA YeCTOoTa

XeMOJIUTHYHA aHEMHUA

C Heu3BeCTHA YecToTa

YabakasaHe Ha BPEMETO Ha KbPBEHE W Ha
NpoTpoMOGHHOBOTO BpeMe'

C HEeHM3BECTHA 4eCTOoTa

HapymeHHst HA HMYHHATA CHCTeMa®

AHI‘HDHEBPOTH'-{QH OTOK

C "HeM3BECTHA YecToTa

AHadunakcus

C Heu3BeCTHA YeCcTOoTAa

CuHapoMm, noaobeH Ha cepyMHa Honect

C Heu3BeCTHa 4ecTOTA

XHIIepCeH3IUTHBEH BACKYJIMT

C HeH3BeCTHa YecToTa

HapymeHHAd HA HEPBHATA CHCTEMA

3aMasgHOCT Heuect
[ naBobonue HeuyecTH
ObpaTtHma XHNECpPaKTHBHOCT C Heu3BECTHA 4eCTOTA
"bpuoBe’ C HEM3BECTHA Y€CTOTA

AcenTHueH MEHUHTUT

C HeH3BeCTHa YecToTa

Cobpreuns mapyinieHud

CuHapom Ha Kounis

C HeM3BEeCTHA YecToTa

Cromam HO-MPEBHH HAPDYIICHHHA

Jnapns MHoro 4yecTH
I'anene’ Yectn
[loBpblLIaHe Yectu
HapyuieHo XxpaHOCMHIaHE HeuectH

KoIHT, CBBp3aH ¢ NPUIOKEHHETO Ha
aHTHOHOTHLK

C HeH3BEeCTHaA 4ECTOTa

Octsp naukpeaTur

C HeM3BecTHA 4YeCTOTa




ExTepoKoanTEH CHHAPOM, MPeAU3BHKAH OT
[IPHEM Ha JIEKAPCTBOTO

C Hen3BeCTHa YEeCTOTAa

UepeH ,,kocmat™ e3uk (black hairy tongue)

C HeMzBecTHA 4YecToTa

XenaToOHARAPHA HAPYMIEHHS

IMopuiuapaHe Ha AcAT w/unr AnAT?

Heyecn

XenaTut’

C HeH3BeCTHA YeCTOTA

X0/1eCTaTUYHA X BJITeHHLA’

C Heu3BECTHA 4YeCTOTa

HapynieHHS Ha KOXKATA H NOIKOKHATA
6

ThKAH
Koxen obpus HeuectH
Crpbex HeuecTH
YpTHKapHA HeuecTH
Epurema Myatudgopme Peaku

C HeH3BECTHA 4YecTOTa
C "Heu3BeCTHaA YeCTOTa
C Hen3BeCTHA YECTOTA
C HeH3BeCTHA YeCTOTA

Cunapom Ha CTHBBHC-/DKOHCBH

ToxkcHuHa enuaEpMaAJIHA HEKPONHM3a

 BynoseH exchonuaTupeH IepMaTUT

OcTpa reHepanM3vupaHa €X3aHTEeMHA NYCTYya03a
(AGEP)’

JlekapcTBEHA peakuus ¢ €O3HHOPWINA U
cucteMHn cuMnTomH (DRESS)

CyMeTpryeH TeKapCTBEH HHTEPTPUTHHO3EH U
(pexcypeH ex3aHTeM (CHHAPOM Ha NaBHaHa)
(Symmetrical drug-related intertriginous and
flexural exanthema — SDRIFE)

JInHeapHa IgA Gonect C HeM3BeCTHA 4eCTOoTa
Hapywenus Ha 6b0penuTe H NHKOYHATE NHTHINA

C HeHn3BeCTHA YeCcToTa

C HeMU3BeCTHA 4eCcTOoTa

HHrepcTHLIHANER HEDPHT C HeH3BEeCTHA YE€CTOTA
Kpucranmypus (BRKIIOYHTENHO 0cTpo 6B0peyHo C Heu3BEeCTHA YeCTOTa
_yBpexaaHe)’

'Bx. Touka 4.4

TToaBaTa Ha raficHe € NMO-4YeCTO NPH NEPOPATEH NPHEM HA BUCOKH 03H. AKO C€ MOABAT PEAKLMH OT
CTpaHa Ha CTOMAILHO-YPEBHMA TPaKT, TE MOTAT Ja CE€ HAMAJAT C NPHEM Ha
aMOKCHLIWIHH/KJIaBYJIAaHOBA KHCETHHA O BpeMe Ha XpaHEHe.

SBKAIOYHTENHO NceBAOMEMOpaHO3eH KOJIHT H XeMoparuueH KoyuT (BXK. Touka 4.4)

Ymepeno nosuimasade Ha ACAT nw/unn AnAT e ycraHOoBeHO NPU NalMEHTH, JIeKyBaHH ¢ OeTa-
JJAKTaMHH aHTHOHOTHLIM, HO 3HAYEHHETO HA TE3H POMEHH HE € H3SCHEHO.

*TakuBa peaxkiMH ¢a YCTaHOBEHH M CJIE NPHIOKEHHE Ha APYTrH NEHHLUWIHHH M uedaiocnopuHu
(BX. TOUKa 4.4).

SAKO Ce NOABH peaKkuus Ha alepruvueH AEPMATHT, JieueHUETO TPAOBa ia ce NpeycTaHOBH (BK, TOYKa
44).

"Bk. Touxa 4.9.

*Byx. Toukn 4.3 u 4.4

CpobuiapaHy Ha NORO3HPAHH HEXKETAHHW peakLMH
Crobi1aBaHeTo Ha NOJO3KPAHH HEXENAHH peakUMH Ciel pa3peluaBaHe Ha ynorpeda Ha IEKapCTBECHUA

NMPOAYKT € BaxXHO. T0OBa NO3BON4ABa Aa NPOIBIDKHA HaOMOAEHUETO HA CHOTHOLLICHHETO NMOJ3a/PHCK 32
NeKapCTBeHNA NPOAYKT. OT MEIHLMWHCKHTE CNELMATHCTH Ce H3UCKBA 1a ChOOLLABAT BCAKA
NoJO3HpaHa HEXKeJlaHa PeaKkiiMa Ype3 HallMOHAIHA CHCTEMA 3a ChODLLaBane:

H3nbnHHTENHATA areHUMA MO NeKapcTbara
yn. . JlamsaH I'pyeB” Ne 8,

1303 Codwus,

Tea.: +359.2 890 34 17,

yebcaiT: www.bda.bg.




4.9 IIpepo3mpane

CHUMOTOMH M NIPHU3HALIM Ha NPEAO3UpaHe

Moske 1a ce HabnoAaBaT CTOMALIHO-YPEBHH CHMITTOMH H HapYIIABaHE HA BOOHO-CICKTPOJIUTHHUA
6ananc. HabniogaBana € aMOKCHUWIHHOBA KPHCTATYPHS, B HIKOH ¢/yyaH Boaewa Ao 6u0peuna
HEAOCTATHYHOCT (BX. TOUKa 4.4).

Moxe aa ce HabmoaaBaT rePYOBE MIPH MALKEHTH ¢ HapylueHa 0b0peunHa GyHKUMA WM NIPH TE3H,
NpHEMaIl¥ BUCOKH JO3H.

Hma cpoblueHHs, 4e aMOKCHLWIIMH C€ YTasBa B KATEThpa Ha NHKOYHKHA MeXYp, OCHOBHO cCel
MHTPaBEHO3HO NpHIAraHe Ha BHCOKH N03W. TpabBa aa ce npoBexa peaoBHA NPOBEPKA Ha
NPOXoAUMOcCTTa (BX. TOUKA 4.4).

JleyeHHe Ha MHTOKCHKAIH

CHMITTOMHMTE OT CTPaHa Ha CTOMALIHO-YPEBHUA TPAKT MOTAaT Ja Ce JIeKyBaT CUMITOMATHYHO, KaTO Ce
o0bpHE BHHMaHHE Ha BOAHO-€NIEKTPOJIUTHHA OallaKc.

AMOKCHLIMJTHH/KNIABYIAHOBA KUCEIHHA MOXKE Ja C€ OTCTPaHH OT KphBOOOpalleHHETO Ypes
XEeMOIHAITH3A.

5. ©OAPMAKOJIOTHYHH CBOUCTBA

5.1 PapMakoAHHAMHYHH CBOIiCcTBA

QapMakoTepaneBTHYHH rpyna: KoMOMHaUHA OT NEHUMWIHHH, BKIIOYHTEIHO HHXHOHTOPH Ha Oera-
naktamaizu;, ATC xoa: JOICRO2.

MexaHu3bM Ha NelCTBHE

AMOKCHUMWIHH € NOMYCHHTETHYEH NMeHHUWIHH (6eTa-nakrameH aHTHOHOTHK), KOHTO HHXHOMpA eiuH
WIM NOBeYe eH3UMH (MeCTO HapHYaHH NEHHUWNIHH-CBbp3Balld nMpoTenum, TICII) B mbTa Ha
OHOCHHTE3a Ha OaKkTepUaHHA MENTHAOrTHKEH, KOHTO € ChLUIECTBEH CTPYKTYPEH KOMIMOHEHT Ha
bakTepHanHara KineTb4Ha cTeHa. HHxubupaHeTro Ha CHHTE3a Ha NENTHROITHKAHA BOAW 10 oTC/iabBaHe

Ha KJICTbYHaATA CTCHa, KOCTO 0OHUKHOBEHO c€ MNocJI€ABa OT KICTBRYHHO pasrpaxiaaHe H CMBPT.

AMOKCHUWIHH € YyBCTBHTEJIEH KbM pa3rpakaaHne ot Oera-1aKkramMasHuTe, NpoayLHPaHH OT
PE3UCTEHTHITE OaKTEpHH, NMOPAaaN KOETO, CNICKTEPLT Ha JCHCTBHE HA aMOKCHIIWIMH KaTo
MOHOTEPANUA He BKTIOYBA MHKPOOPTraHU3MH, KOHTO NMPOH3BEKAAT TE3H €H3HMH.

KnasynaHoBara kHce/HHa € OeTa-nakraM, CTPYKTYPHO NoaoOeH Ha NEHHLWIMHATE. T4 HHaKTUBHpA
HAKoH OeTa-JakTaMa3sHH €H3MMH, KaTO MO TakbB HAYHH NpedOTBpaTIBa HHAKTHBHPAHETO Ha
aMOKCHLIITHH. KnaBynaHoBaTa KMCENHHA CAMOCTOATENIHO HE MPOABABA KIMHWYHO NOJIe3eH
anTnOaKTepuaieH edekrT.

Bpb3ka dapmMakokHHETHKA-(hapMaAKOIWHAMHKA

Bpemero Haa MHHHMManHaTa noTHeKawa KoHneHTpauusa (T>MIIK) ce cuMTa 3a OCHOBHHA onpene
daxTop 3a ePUKACHOCTTE HA AMOKCHLIWIHH.

MeXxaHU3BM Ha PE3UCTEHTHOCT

,HBB.T& OCHOBHHU MEXaHH3Ma Ha PC3HCTCHTHOCT KbM EMOKCHLIHJIHH/I{IIEB_YIIEHGBH KHCCIIHH
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e UnaxTusupade ot Te3W OakrepnanHu OeTa-nmakramasd, KOMTO He ca HHXHOHMpaHH OT
KJIaByJIaHOBaTa KUCE/IMHa, BKIoUMTenHo knac B, C u D.
e UsmeHnenue Ha [1CI1, koeTo HamangaBa abuHHMTETA HA aHTHOAKTEPHANHUA MPOAYKT KbM TapreTa.

JluncaTa Ha nepMeabunureT Ha faKTepHUTE WIH MEXaHH3MH Ha eUTyKC OoMIIa MOTaT Aa IPUYHHAT WIH
la nonpHHecaT 3a 0aKTepHaHa pe3UCTEHTHOCT, 0cobeHo npH I'pam-oTprLaTeIHU OaKTEepHH.

["pannuHH cToiiHocTH {(breakpoints) NpH U3NHTBAHE 38 YYBCTBHTENHOCT

Teaxyearennure kpurepud 3a MIIK (minimum inhibitory concentration — MIC) 3a usnuTeBaHe Ha
YYBCTBHUTEJHOCTTA Ca YCTAHOBEHM OT EBponelickHs KOMHMTET 3a H3CNeiBaHe Ha aHTUMHKpoOHaTa
yyecTBHTEaHOCT (Eropean Committee on Antimicrobial Susceptibility Testing- EUCAST) 3a
AMOKCHIJWIHH/KJIaBY/IaHOBA KMCEIIMHA H ¢a H30OPOEHH TYK:
https.//www.ema.europa.eu/documents/other/minimum-inhibitory-concentration-mic-

breakpoints _en.xlsx

PasnpocTpaHeHHETO HA PE3UCTEHTHOCTTA MOXKe /12 BapHpa reorpad)CcKk ¥ BbB BPEMETO H 34 ONpe/eleHN
BMJOBE H € XKeJaTeHO Ja UMa JIOKAJHA HHPOPMALIMA 332 PE3UCTEHTHOCTTA, OCODEHO NMpPH NeUeHHe Ha
TexkKH HH¢ekiuH. [Tpn HeobxoanmocT TpabBa aa ce NOTHPCH CHBET OT CNCLHAIKCT, KOraTo NOKaJIHOTO
pa3npoOCTpaHEHHE Ha PE3UCTEHTHOCT € TAKOBA, Y€ NMOJI3aTa OT ICKAPCTBCHHA NPOAYKT NPU NOHE HAKOH

BHJOBE HHQEKLIMH € IO BLIPOC.

M HKPOOPraHH3MH, KOHTO o0nYalHoO ca YYBCTBHTEJIHH

AepobHu [paM-NonoKHTETHH MUKPOOPraHU3MHK

Enterococcus faecalis

Gardnerella vaginalis

Staphylococcus aureus (METHLIWIHH-YYBCTBUTETHH)
Koaryna3za-HeraTHBHH CTahUIOKOKM (METHLIWIUH-TYBCTBHTE/IHH )
Streptococcus agalactiae
Streptococcus pneumoniae
Streptococcus pyogenes U Apyry 0eTa-xeMOJUTHYHH CTPENTOKOKH
['pynara Ha Streptococcus viridans

|

Aepobnu I'pamM-oTpHLATENIHH MUKPOOPTaHK3MH
Capnocytophaga spp.

Eikenella corrodens

Haemophilus influenzae’
Moraxella catarrhalis

Pasteurella multocida

AHaepoOHH MEKPOOPraHH3IMHM
Bacteroides fragilis

Fusobacterium nucleatum
Prevotella spp.

ByioBe, npy KOHTO npuaoOHTaTa PE3UCTEHTHOCT MOXKE Jia € npodyieM

AepobHH [ paM-NIOJ0KHTENHH MH raHUu3MHU
Enterococcus faecium’®

Aepobuu I'pamM-oTpHLIATETHH MHKPOOPTaHU3MH
Escherichia coli

Klebsiella oxytoca

Klebsiella pneumoniae

Proteus mirabilis

Proteus vulgaris

Mnggﬁograﬂnsmu C BpOACHA PE3UCTEHTHOCT
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AepobHy ' paM-OTPHLIATETHH MUKPOOPTraHH3MH
Acinetobacter sp.

Citrobacter freundii
Enterobacter sp.

Legionella pneumophila
Morganella morganii
Providencia spp.
Pseudomonas sp.

Serratia sp.

Stenotrophomonas maltophilia

Apyru MHKpoOpraHM3Mu
Chlamydophila pneumoniae

Chlamydophila psittaci
Coxiella burnetti
Mycoplasma pneumoniae

SEcTecTBeHa HWHTEepMEAMEPHA UYBCTBMTEJHOCT IMPH JIMNCA Ha TMPHAOOHT MeXaHW3bM Ha
PE3HCTECHTHOCT.

‘BeHUKHA METHLIWIMH-PEIHCTEHTHH CTa(PHIOKOKH ¢a Pe3UCTEHTHH KbM aMOKCHLIWIMH/KIABY/1aHOBA
KHCEJTHHA.

'Streptococcus pneumoniae, pe3NCTEHTHH KbM NMEHHLIHH He TpaOBa aa ce NekyBaT ¢ Tasu ¢opma
Ha aMOKCHLIWIMH/KIIaBYIaHOBA KHceIHHA (Bx. Touka 4.2 v 4.4).

’[HlaMoBe ¢ HamaneHa YyBCTBHTENHOCT ¢a JOKNaABaHH B HAKOM cTpaHM B EBponelickus ¢bio3 ¢
yecToTa no-eucoka ot 10%.

5.2 @apMaKOKHHETHYHH CBOHCTBA

Abcopbuns

AMOKCHLIWIMH H KJ1aBYJIAHOBATA KMCEJIMHA C€ AUCOLIMMPAT HAMTBIHO BbB BOACH Pa3TBOP C
¢usnonornuHo pH. /lsere akTUBHU BelilecTBa ce abcopbupar Obp30 U A0bpe cnen nepopanHo
npuwioxkeHHe. AGcopOuusTa Ha AMOKCHLIMJIHH/KIIaBY1aHOBA KMUCEIHHA C€ ONTTHMH3HPa, KOTaTo ce
npHeMa HEMOCPeACTBCHO MpEeaH XpaHeHe. Cnell nepopantHo NpHIOKeHHEe OHOHAITHYHOCTTA Ha
aMOKCHUMWIHH M KJIaByJjlaHOBaTa KucenuHa € npubnuszurenHo 70%. [Ilnasmenure npodunu Ha npere
AKTHBHH BEILIECTBA €8 CXOAHW U BPEMETO 33 J0CTHraHe HA BbPXOBA MuiasMeHa KOHUCHTPAUMA (Tmax) K
MpH ABETE € NPHOJINIUTEIHO €AKH Yac,

[To-gony ca npeacTaBeHH (papMaKOKKHETUYHHTE PE3YJITaTH OT €AHO NMPOYUYBaHE, IIPH KOETO
aMOKCHLIWIKH/KNaByJlaHOBa kHcenuHa (Tabnerku ot 875 mg/125 mg ABa 'bTH AHEBHO) € NPHIOKEH
Ha INaJHO NPK IPYNH 31paBH JO0OPOBOJILIH.

Cpennn (+ SD) dapMakOKHHETHYHH NApaMETPH

Hpunoxeno(u) Hoza Conax Tmax™* AUC (024n) T 1/2
aKTHBHO(M) (mg) (pg/ml) (h) (pgh/m) | ()
BEIECTBO(a)
AMOKCHLIWIHUH

AMX/CA 875 11,64 £ 2,78 | 1,50 (1,0- 53,52+ 12,31 | 1,19+ 0,21
875 mg/125 mg 2,5)

KnapynaHoBa KHCEIIHHA
AMX/CA 125 2,18+ 0,99 1,25 (1,0- 10,16 + 3,04
875 mg/125 mg 2,0)

AMX — amokcHusnnH, CA — KNapynaHoBa KUCETHHa
*Menaunana (06xsar)
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CEP}’MHHTﬁ KOHLICHTPallHH HA AMOKCHLIHIIHH K KJIABYNaHOBA KHCCIIHHA, NOCTHIHATH €

AMOKCHIIHIMH/KNABYJIaHOBA KHCEJIHHA, Ca CXOIHH C TE€3H Clie/ NEPOPATHO NPHIOKEHHE HA
eKBHBQJICHTHH JI03H OT CaMOCTOATETHO NMPHIOKEHH aMOKCHLIWITHH H KJIaBYJIaHOBA KHCEJIHHA.

Paznpenenesuye

Oxkono 25% ot ob10TO KONTHYECTBO HA KNABYJIaHOBA KHCEeNHHA B 1w1asMara ¥ 18% ot oboro
KOMHYECTBO HA AMOKCHLIWIHNH B [1J1a3MATa ¢a CBBP3aHH C MTPOTEHHM.

[IpuBuagHuaT o6em Ha pasnpeaencHue € oxono 0,3-0,4 kg 3a amokcuumnut 1 okono 0,2 kg 3a
KJIaBYJIaHOBAaTa KHCEJIMHA.

Cnel MHTPaBEHO3HO NPHIOXKEHHE, AMOKCHLIMIIMH H KJIaBYJIAHOBA KHCEJIHHA CE€ YCTAHOBABAT B
AKIbUYHUA MEXYP, KOPpEMHATA ThKaH, KOXKaTa, MacTHaTa ThbKaH, MyYCKYJTHHTE TbKaHH, CHHOBHA/IHATA H
NMEPHTOHEAIHATA TEHHOCT, JKThUKaTa M rHOHTAa. AMOKCHLIMJIMH HE ce pasnpeens AOCTATHYUHO B
HepeOpocnMBATHATA TEHHOCT.

Ot NPOoyYBaHHUA INPH XKUBOTHH HAMA JOKA3AaTCJICTBA 34 3HAYHMO 3aAbDKAHE B TBKAHHTE Ha
JEKAPCTBCHO-MPOH3BOAHH BEILECTBA 3@ HUKOA OT ABETE ChCTABKH. AMUKCHHHHHH, noJo0HO Ha
[MOBEYETO MNCHULIWIHHHA, MOXKE Aa C€ YCTAHOBH B KbpMaTa. CIIE,IIH OT KIABYJIAHOBA KHCCJIMHA ChHIO

MOTaT Ja ¢ OTKPUAT B KbpMaTa (Bx. TOUKka 4.6).

Jlokazano e, 4e aMOKCULIWIMH W K1aByJ/IAHOBAaTa KHCE/JIHHa NPEMHHABAT Npe3 ratleHtapHaTa 6apuepa
(Bx. TOouka 4.6).

buorpaHchopMmauus

AMOKCHLWIHH C€ €KCKPEeTHPAa YUaCTHYHO B YPHMHATA KATO HEAKTUBHATA NEHULIMNOECBA KHCE/IMHA B
KOJTMYECTBA, eKBHUBaNeHTHU Ha 10 no 25% ot HavannHarTa no3a. Knasynanopara KHCEIHHA C€
MeTaboNMn3Hpa eKCTEH3HBHO NMPH YOBEKA U C€ OTACNA B YPHUHATA H M3NPAXKHEHUATA H KATO BbIJlepoacH
JAUOKCHJ B M3AMLIAHUS BB3AYX.

EnuMHHHUpaHe

OCHOBHHSAT ITT HA €JIHMUHHpaHE HA AaMOKCHLIWIHMH € npe3 Ou6peunre, JOKATO KNaBylaHOBATA
KHCENHHE C¢ EIMMHHUPA KakTo no 61LOpeuHM, Taka 1 no U3BLHOBLOpEUHH MeXaHU3MH.

AMOKCHUWINH/KIIABYTAHOBA KHCEJIHHA MMA CPEIEH €/TMMHUHALMOHEH TMTOYXKUBOT OT MPHOIH3HTENHO
e/lUH 4Yac # cpeaeH o011 kiupsHC npudauzutenHo 235 /h npy 3apasu nuua. [Ipubnusurenso 60 ro
70% ot amoxcHuMIHH K nipubanusuTentHo 40 go 65% or KnaBynaHoBaTa KHCENHHA C€ eKCKPeTHpAaT
HENPOMEHEHH B YPHHATA MPE3 MbPBHUTE WHECT Yaca CAeA NPUWIMmKEHHE Ha €AHHHYHA 10328 Ha
aMOKCHUMNIHH/KnapysiaHoBa kuceluHa 250 mg/125 mg unu 500 mg/125 mg tabnetrku. B Hakonko
NMPOY4YBAHUA € YCTAHOBEHO, Y€ YPHHHATA eKcKpeuus € 50-85% 3a aMokcHUMIHHE ¥ MexXTy 27 H 60% 3a
KJIABYJIAHOBATA KHCEIHMHA 32 nepHoA OT 24 yaca. 3a K1aByJJaHOBATA KHCENIHHA, HAR-TOJIAMO
KOJIMYECTBO OT JIEKAPCTBOTO C€ EKCKPETHpa NPE3 MbPBHTE ABA 4aca clel MPHIOKEHHE.

EaHoBpeMEeHHOTO NpHAOKeHHe Ha npobeHeln 3a0aBs eKCKpeMaTa Ha aMOKCHLIWIHH, HO He 3abaBs
ObOpeyHaTa eKCKpela Ha KJIAaBYIAaHOBAaTa KMCeAKHA (BXK. Touka 4.5).

Brapact

EAMMHHALMOHHHAT NOJYXMBOT HA aMOKCHLIMIHH € noaobeH NpH jeua Ha Bb3pacT OKONO /MeebHA Ic
2 FOAMHHU U NPH NO-TONIEMH Aela W Bb3pacTHH. [Ipu MHOro Mankure aeua (BKIIOUHTEIHO ‘SQ} A e

NpeXAEBPEMEHHO poAcHH OebeTa) npe3 mppBaTa CEIMHLIA OT )KMBOTa HHTEPBATBT HA NPHNGT L LI = -
TpsaOBa Ja HAAXBBPAA NPHUIATraHe ABa ITBTH AHEBHO NOPAAH HE3PATOCT HA OBOpeuHus My % ii %

eNMHMHUHHUpaHe. Tbi KaTo NpH NaUMEHTHTE B CTAPYECKA BB3PACT CHLIECCTBYBA MTO-TONAMA RePOSTIOEE: -~ .+
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IJa uMmaTt HaMasieHa ObOpeuHa gyHkLus, € HeoOXoAMMO BHHMaHHeE ITpH H300pa Ha A03a U MOXKE J1a €
none3Ho Aa ce npocneaasa Ovbpeynara pyHkumA.

ITon

Cnen nepopanHo MPIWIOKEHHE HA AMOKCHLIMJIHH/KJIABYJIRHOBA KHCEJIMHA NPH 3APaBh MBIKE H JKEHH,
NONbLT HE € OKa3al 3HAYUMO BIIMAHHE BHPXY (PapMaKOKWHETUKATa HUTO Ha aMOKCULUAINH, HHTO Ha

KJ1aBYJIaHOBATA KHCEJIMHA.

brOpeuno yspexnaHe

OO61MIT cepyMeH KIMPBLHC Ha AaMOKCHLMIIMHE/KI1aBYIaHOBA KMUCE/IHHA HaMalnsBa MpOropLUMOHAIHO ©
HamMansaeaHeTo Ha ObOpevHaTa pyHkuuA. [loHKaBaHETO HA IEKAPCTBEHUA KIIMPBHC € MO-U3Pa3eHo 3a
aMOKCHI{HJIMH, OTKOJIKOTO 33 KNaBYyJIAHOBAaTa KHCEMHA, THhH KaTO NO-roNiMa YacT OT aMOKCHLIWIHH C¢
exckpetupa npe3 6u6peunre. [Nopann Tazu npuunKa qo3upaHeTo npu 6u6peyHo yBpekaaHe TpsabBa
Aa MPeAOTBPATH NMPEKOMEPHO HATPYIIBaHE HA AMOKCHIWIMH, KAaTO €AHOBPEMEHHO CE NOIBPIKAT
NOAXOAAIEM HUBA HAa KJIABYJIAHOBATa KHCeIHHA (BXK. TOUKa 4.2).

YepHoapobHO yBpexaaHe

Jlo3upaHeTO NpH NAUIMEHTH ¢ YepHOAPOOHO yBpexKaaHe TpadBa Na ce U3BBLPINBA C BHUMAHHUE M
yepHoapoOHaTa GyHKUMA Aa ce MPOC/ICAIBa PEAOBHO.

5.3 IIpeaxNuAHYHE JAHHH 33 Oe3omacHOCT

HexnnHHYHWTE JaHHH HE MOKA3BAT ONMPEACNICH PUCK 3a Xopa Ha 0a3ara Ha (papMaKONIOrHYHH
npoy4yBaHHs 3a 6€30MacHOCT, MPOYYBaHHA 32 NFEHOTOKCHYHOCT W PeNpOAYKTHBHA TOKCUYHOCT.

[Ipoy4BaHHa 32 TOKCHYHOCT MPH MHONOKPaTHO NpHIaraHe, MpoBeAeHH MPH Ky4eTa ¢
AMOKCUUMTMH/KJIaBYJIAHOBA KHCEJIMHA [TOKA3BaT CTOMALLIHO Apa3HeHe W NMOBPbLIAHEe, KAKTO H NPOMAHA
B LIBETA Ha €3HKAa.

He ca [IPOBEKAAHH TPOYUHBAaHHA 34 KAHLUCPOIrCHHOCT C amoxcuumnu/maﬂynaﬂoaa KHCCJ/IHHA HIIH C
HAKOSA OT HErOBHUTEC CHCTABKH.

6. G©APMAINEBTHYHH JAHHH

6.1 Conachbk HA NOMOITHHATE BelleCcTBA

Aopo na mabremxama:

MukpokpucranHa uenynosa (E460)
KpocnosuaoHd tun A (E1202)

KpockapMmenosa Hatpuii (E468)

Konounen 6e3poaes cunuumer avokeun (E551)
Marnesues creapat (E470b)

DurMoBo noxpumue:

OcHoBeH DyTHIMETAKPHWIATEH CBIIOJNMED
Turanos quokcun (E171)

Tank (E553b)

Maxporon 6000

6.2 HechBMeCTHMOCTH

Henpuioxxumo.
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6.3 Cpox Ba rognocrt
2 roguBM
6.4 Chnenuannd ycJA0BES Ba CHLXPAHEHHE

Ha He ce cexpaHasa Hag 25°C. [la ce cpxpaHsABa B OpHIrMHallHaTa OMakoBKa, 3a Ja C€ npeanasH or
BJIara.

6.5 BnaanacpabpkaHAE HA ONNAKOBKATA

bnncrepu or OPA/AI/PVC/AL crabpxkamm 20, 21 unu 30 punMupany tadbneTku.
He BcHukH BHIOBE ONAKOBKM Morar Aa ObAaT MyCHaTH Ha nasapa.

6.6 CpnenmanHn OpeANasHA MepKH NPH H3XBbLPJISHE

HsaMa cnenaiHyu W3HCKBAHHMA.

7. TIPHTEXATEJI HA PAJPEILIEHHUETO 3A YIIOTPEBA
Woérwag Pharma GmbH & Co. KG

Flugfeld-Allee 24

71034 Bo6blingen

[ 'epMaHus

8. HOMEP(A) HA PAZPENIIEHUETO 3A YIIOTPEBA
20210213

9. JAATA HA IIBPBO PA3PEILIABAHE

Jlara Ha mepBO paspewmiaBate: 26 Onu 2021 r.

10. JATA HA AKTYAJIUZIUPAHE HA TEKCTA

10/2024
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