KPATKA XAPAKTEPUCTHUKA HA INPOAYKTA

1 VSO BJITHUTENHA ATEHUMS N0 JIEKARPCTEA

1. HUME HA JIJEKAPCTBEHUS TPOAYKT | /(oamxa xapaxmepuomuxa wa npogyxme - Npuromere 7
| KoM Pea. Ne 920«305’/55

[lennak 875 mg/125 mg ¢punmupanu TabneTku

e e ————— e —

Penlac 875 mg/125 mg film-coated tablets  Paspewerue Ne
3G/MA/MP 6¥337pr[?- ,,,,,,,,,,,,
2. KAYECTBEH U KOJIMYECTBEH CBhCTAB LOGOOPONUE Mo ..o v

Beska puamupana tabsieTka cbabp)ka aMOKCHLUMAKH Tpuxuapat (amoxicillin trihydrate) ekBuBaneHT
Ha 875 mg amokcuumiaMH (amoxicillin) u kanueB knaByaaHat (potassium clavulanate) ekBuBasieHT Ha
125 mg knaBynaHoBa kucenuHa (clavulanic acid).

3a MbJIHUSA CITUCHK HA MOMOILIIHUTE BELIleCTBa BUKTE TOYKa 6.1.

3. JIEKAPCTBEHA ®OPMA

Ounmupana tabnerka.
bana 1o nouru 6sana 22 mm Ha 10 mm npoabarosara TabneTka ¢ eaUTeNHa Yepra.

JlenutenHara yepra € caMo 3a YJIECHABaHe Ha CUYMBAHETO C L€/ NMO-JIECHO NMOrJIblIlaHe, a He 3a
pa3/ieJisHE Ha PaBHHU J03H.

4., K/IMHHUYHMU JAHHUH
4.1 TepaneBTHYHH NOKA3AHHA

AMOKCHLIMJIMH/KJIaBYJIAaHOBA KHCEJIMHA € NT0KAa3aH 3a JICYEHHUE Ha ClIeIHUTE MH(DEKLIMA NPU Bb3PaCTHH
M aeua (Bxk. Toukn 4.2, 4.4, u 5.1):

@ Octbp OakTepHaieH CHHYHUT (a1€KBAaTHO JIMAarHOCTHIIMPAH)

OCTBp OTHT HA CPEAHOTO YXO

OcTpHu ek3auepOalMi Ha XpOHHUYEH OPOHXHT (a/1eKBaTHO AHArHOCTHLIMPAH)
[IHeBMOHHA, npuaoOuTa B 00111€CTBOTO

[lucTur

[lnenonedpur

NUHdekumnu Ha KoxkaTa U MEKUTE TbKaHH, MO-CTNIELIMATHO LIJTYJIMT, YXaliBaHUs OT KHBOTHH,
TeXbK abcuec Ha 3b0UTE ¢ pa3npocTpaHaBalll Ce€ LEeTYJIUT

® UHdekumHu Ha KOCTUTE U CTABUTE, NMO-CMNELIHATTHO OCTEOMHEJIHT.

TpsaOBa na ce 00bpHE BHMMaHHE Ha oULIMATTHUTE YKa3aHMA 3a NpaBHJIHATa ynorpeba Ha
aHTHOAKTEepHUaJIHHU CPeCTBA.

4.2 Jlo3MpoBKAa H HAYHH HA NPHJIOKEHHE

J103upoBKa

J103MpOBKHTE ca NpeACTaBeHH CbOOPa3HO ChAbPKAHUETO HA AMOKCHLIMJIMH/KJ1aBYJIaHO
U3KJIIOYEHHE Ha CJIy4YauTe, KOraTo J03MTe Ca JaJICHH M0 OTHOLUIEHHE Ha OT/Ie/IHaTa C

3a u3bopa Ha no3ata Ha [leHnak 3a neyeHune Ha oTaenHaTa HHpekuUs TpaOBa Ja ce

e OuakBaHWTE NNaTOr€HHU U BEPOSTHATA UM YYyBCTBUTEIIHOCT KbM aHTHOAKTEpH
TO4yKa 4.4)




. TexecTra 1 MACTOTO Ha HH(pEKLMATA
o Bw3pacrtra, TeaecHoTo Terno M 6p0peyHaTa GpyHKIMA HA NALMEHTA

YnorpeGaTa Ha anTepHATHBHH POPMU HA AaMOKCHLIMH/K/1aBYJIaHOBA KHCEIUHA (Hanp. TAKKBA,
OCHIYPSBALUH NMO-BHCOKH 1034 HA aMOKCHLIMJIMH W/HAN Pa3IMUHY CHOTHOLIEHHE HA AMOKCHLIMIMH
KbM KJIaBYJIaHOBa KHCeJIHHA) TpAaOBa a ce WMa npeapunia cnopea HeobxoauMocTTa (BXK. TouKa 4.4 H
5.1)

[Ipu Be3pacTeH U peua = 40 kg tasu ¢popma Ha [lennak ocurypasa odiila JHeBHa ao3a ot 1750 mg
aMOKCHUWIHH/250 mg xnaBynaHOBa KHCEJIMHA NPH A03HPAHE ARA ITbTH AHEBHO U 2625 mg
aMOKCHLIWIMH/375 mg KnaBy1aHOBAa KHCENHHA NPH A03HpaHe TPH IMBTH AHEBHO, KOraTo Ce fIpunara
KaKTo € npenopusyano no-poiy. [lpu aeua < 40 kg tasu ¢popma Ha Ilennak ocurypasa MakcuMalHa
axeeHa 1000-2800 mg amokcuumnun/ 143400 mg xnaBys1aHOBa KMCE/IMHA, KOTaTo CE NPHAAra, KakTo
ce NpenopnuBa Nno-a0ay. AKO ce cyeTe, uye € HeobxouMa Mo-BHCOKA AHEBHA 1033 Ha aMOKCHLIMIIMH,
ce npenopuyBa No-J0My. AKO ce cyeTe, ue € HeobxoauMa no-BUCOKa AHEBHA A033 HA AMOKCHLMJIHH,
ce npenopbuBa H300p Ha Apyra ¢opMa Ha AMOKCHLIWINH/KNABYJIAHOBa KMCETHHA, 33 Aa ce niberne
NMpUIAarase Ha HEHY)XHO BUCOKH AHEBHH N03H HA KJIaBY/IaHOBa KHCENHBa (BXK. TOUYKHU 4.4 U 5.1).

[TpoABLIKHTENHOCTTA HA IEYEHHETO TPpAOBA Aa ce onpeaend OT NOBIHABAHETO Ha nauueHTa. Hakon
MHQEKIHMH (HAMP, OCTEOMHUEIIHT) H3HCKBAT MNO-TOAIMa NMPOAB/DKHTENTHOCT Ha IeUeHHeTo. JleueHnero
He TpadBa Ja npoabL/bKaBa nosede ot 14 aun 6€3 NoBTOpeH npernea (Bx. Touka 4.4 0OTHOCHO
NPOAB/DKUTENIHA TEparnH).

Bu3pacThu n aena = 40 kg

[IpenopbYUTENTHH A03H.
o CtaHaapTHa A03a (3a BCHUKH nokaszaHua) 875 mg/125 mg nBa mbTH AHEBHO;
o Jlo-Bucoka n03a - (0c00eHO 32 UHPEKLMH KATO OTHT HAa CPEAHOTO YXO, CHHYHT, HH)EKUWH Ha
DOJHMTE AUXATEIHH ITbTHINA B HHPEKLMH Ha NHKOUHWTE NbTHINA) 875 mg/125 mg Tpu mbTH
JHEBHO.

dena < 40 kg

Heuara Moxe aa e NEKYBAT ¢ AMOKCULIWIIMH/KIaBYTIaHOBA KHCENWHA TabNeTKH, CYCIIeH3HH WIH
NeAHATPHUHM calleTa.

[TpenopbyMTENHH O03M:
e 25 mg/3,6 mg/kg/neH no 45 mg/6,4 mg/kg/neH, pa3ieneHH Ha ABE OTAC/IHH JIO3H:
e Jlo 70 mg/10 mg/kg/neH, pazneneHn Ha ABE OTAENHH A0O3HM MOXE [a ce OOMHCNAT 3a
NIPUNTOKEHHE NMPH HAKOH HHGEKUHH ( HAPBMED NPU OTHT HA CPEAHOTO YXO, CHHYMT H
MH(pEKIUHU Ha JONHHTE NHXATENHH MBTHILA).

T kaTo TabneTkuTe HE MOTaT Na CE pa3aenaT, A€lLaTa ¢ TeeCHO Teryo no-Manko or 25 kg He Tpabea
na ce nekysat ¢ Ilennak rabnetku.

Tabnuuara no-goay npeacraes nonyveHara go3a (mg/kg/renecHo Terno) npwu aeua ¢ terno 25 kg no
40 kg cnen npueMm Ha eaHa TabneTku ot 875 mg/125 mg.

Tenecno rerno [kg] 40 35 30 | 25 [IpenopburTenHa eqHOKpaTHA 1034
[mg/kg TenecHo Terso] (BHX no-rope)
AMOKCHLUTUH 219 | 25.0 | 29.2 | 35.0
[mg/kg TenecHo Terno) 3a 12.5-22.5 (no 35)
eAHOKpaTHa 034
(I puimupaHa Tabnerka) _
KnaeynanoBa xMcenuHa 3.1 36 | 42 | 5.0

[mg/kg renecno rerno] 3a
€HOKpaTHa 1032
(1 dunmupana rabnerka)




Heua c TenecHo Terno nox 25 kg 3a npeanounTaHe TpabBa Ja ce JIeKyBar ¢
AMOKCHULIMJIMH/KJ1aBYJIAHOBA KUCENHNHA CYCNEH3NA WIH NEeAUaTPHYHHU CalleTa.

He ca HATMYHH KNHHWUYHH JaHHHU 32 NPUIOXKEHHE Ha 7:1 popMHTE HA aMOKCHLIWIHH/K1aByAaHOBA
KHCETHHA B 03U, MO-BHCOKHK OT 45 mg/6,4 mg/kg/nHeBHO NpH AeLia noa 2 roAHHH.

Hama KiIMHWYHK JaHHH 332 npuioxeHue Ha 7:1 ¢opMHTE Ha aMOKCHLIWIHH/K/1aBYIaHOBA KHCEHHA
[IpH Aclia Ha BB3pacT noa 2 Mecela. [Ipenopbka 3a no3MpaHe NPH Ta3H Bb3pacTOBA rpyna He MOrar Jia

ObAAT BanpaBeHH.

Crapuecka BBb3pacT

He ce Hanara kopurupaHe Ha go3ara.

bubpeuno yepexaane

He ce nanara kopurupaHe Ha [03aTa nNpH NauKeHTH ¢ KpeatTHHHHOB KIHpBHC (CrCl) Han 30 ml/min.
I1pn mauueHTH ¢ KpeaTHHHHOB KIHPBHC noa 30 ml/min He ce npenopbUBa NPHICKEHHE HA POPMUTE

Ha aMOKCHLIWIHH/K/1aBYTaHOBA KMCEIHHA CbC ChOTHOIIEHHE HA aMOKCHLIAIHH KbM KJIaBYJIAHOBA
KUCEHHA 7:1, Thb KATO HAMA HATTHYHK NPENOPHKH 32 KOPUIHpaHe Ha 103aTa.

YepHoapoOHo yBpexaaHe

TpabBa na ce no3Mpa BHUMATENHO B PEIOBHO Ja ce npocieasBa YepHoApoOHaTa GyHKLNA (BXK. TOUKH
4.3 n44).

HauyMH Ha NpuaoxeHue

[lennak TabneTkH ca 3a MEPOPATHO NPHIOKEHHE.

,I[a C€ IMIpHEMa MO BpeME Ha XpaHCHE, 34 CBCXIAaHC 10 MHHUMYM Ha BB3MOKHaTa CTOMAldHO-YPCBHA
HETMMOHOCHMOCT.

JleuenreTo MOKe Aa 3anouHe napeHTepanHo B cboTBeTcTBHE ¢ KXI1 Ha uHTpaBeHo3HMTE (i.V.) hopMH
H 11a ce MPOABL/KY ¢ nepopanHa gopMma.

4.3 JIlpoTHBONmOKAa3aHHA

CBPBEXUYYBCTBHTETHOCT KbM AKTHBHHTE BELLECTBA, KOWTO U Aa € OT NEHHLIWIHHHTE HIH KbM HAKOE OT
NOMOILLHHTE BelLleCTBa, H30pPOEHH B Touka 6.1.

AHaMHe3a 3a TeXKka HENocpeACTREHA PCaKIMA Ha CBPbXYYBCTBHTENIHOCT (Hanp. aHapHIaKCHA) KbM
Apyr Oera-nakraMeH NpoayKT (Ranp. uedanocnopHH, kapbaneHeM WIH MOHOOAKTaMm).

AHaMHe3a 3a XBJITEHULA/YyepHOAPOOHO YBpeXXaaHe, b/KALIY ce Ha aMOKCHLUWIHH/KJ1aBYJIaHOBa
KHUCeNAWHa (BXK. Touka 4.8).

4.4 CoennajJiHH NpeaynpexAcHAA H NpeANA3IHA MEPKH NpH ynoTpeda

[Ipean 3anouBaHe Ha NeYeHHETO ¢ AMOKCHUWIMH/KIIABY/1aHOBA KHCEIHHA, NALHEHTHT TP 95 T 08 '

pasnuTa BHUMAHKETO MO OTHOIIEHHE Ha MIPEAMLIHHTE PEeakiMH Ha CBLPXYYBCTBHTENHOST jib o P

NeHULIWTUHYN, 1eGANTOCTIOPHHM WM IPYTH OeTa-NakTaMHK NPoAyKTH (BX. TOukH 4.3 i 4@ ) . %“& St
R

Cepro3HH M NOHAKOra (aTaliHi peakiliiM Ha CBPbXYYBCTBHTENIHOCT (BKIIOUHTENHO §
H TEXKKH KOXKHH HeKeJlaHUe peakliMK) ca ChoOLIABaHH NTPH MAaLHEHTH, JIEKYBaHH ¢




B13MOXHO € ChLIO peakKMHTE HA CBPBXHYBCTBHTENHOCT Ja NporpecHpar oo CHHApOM Ha Kounis —
CEPHO3HA aNepruyHa peakums, KOSTO MOXKE 1a AOBeAC A0 HHPAPKT Ha MHokapaa (Bx. Touka 4.8). [lo-
BEPOATHO € TE3W PEaKLHH Aa C€ MOABABAT NPH IM1la C aHAMHE3a 338 CBPbXYYBCTBHTEIHOCT KbM
NEHALMITHH HIIK TIPH aTONHYHU Juua. Ilpy nogasa Ha anepruyHa peakntis JEUSHHETO ¢
aMOKCHLIWJIHH/KI1aBYJIaHOBA KMCeNHHA TpAOBa Aa ¢€ NpEeyCTAHOBYH M J1a C€ HA3HAYM NOAXoAs1Ia
ANTEePHATUBHA Tepanus.

HUma crobiuenns 3a €eHTEPOKOJIHTEH CHHAPOM, NPEAU3BHKAH OT NpHeM Ha nekapcTeoTo (drug induced
enterocolitis syndrome — DIES), rnaBHo npu aAceua, Npy KOUTO ¢€ NPUNAra aMOKCHIIKIHH/
KNaByJlaHOBa kucenrHa (Bx. Touka 4.8). DIES e anepruvna peakusms ¢ Boaew CHMIITOM
NPOAB/DKHUTENIHO TIOBpbIlaHe (1 — 4 vaca ¢ien npueM Ha J1eKapcTBOTO) 0e3 anepruuiu KOXHH WiH
pecnUpaTOPHH CHMNTOMH. J{OITBITHUTEIHH CHMITTOMH MoraT aa 6baar 6onka B KopeMa, AHapHs,
XUIIOTOHKA WIH NE€BKOLUTO3a ¢ HEYTpopUIUsa. MMa TEKKH ClyyaH, BKNKOUYHTENTHO ¢ NpOorpecus Ao
LIOK.

B cnyuaii ye ce JOKaxe, Y€ UHPEKUNATA CE€ AB/DKH Ha aMOKCHUWIWH 4yBCTBHTEIHH
MHKpOOpraHnuaMu, TpabBa na ce o6ChaAH npeMHUHaBaHe OT aMOKCHLIMNHH/KNABYJIaHOBA KHCEJIMHA Ha
AMOKCHLIHJINH B ChOTBETCTBHE C OQHLIMATHHTE YKA3aHHATA.

Ynorpebarta Ha Ta3zu ¢opMa Ha aMOKCHIIWIMH/KNaBYJIAHOBA KUCEAHHA HE € NOAXOAAMIA, KOraTo €
HaJIMLIE BUCOK PHCK NPEAnoiaracMHUTe MaToreHH Aa ca ¢ pe3u3CTEeHTHOCT KbM beTa-nakramMu
MPOAYKTH, KOATO HE € MEAUHpaHa OT DeTa-naKkTamasH, JyBCTBHTEIHH Ha HHXHONpaHe OT KNaByJlaHOBA
kuceauHa. Tazu ¢popma He TpsaOBa aa ce H3MO3Ba 34 JCYCHHE Ha NEHHLIUITHH-PE3UCTEHTHH
S.pneumoniae

[1pn nauueHTH ¢ yBpeaeHa OBEOpeyHa PyHKLIMA WK TIPH TakHBa, MpHEeMalili BHCOKH JO3H, MOXKE Ja Ce
NOABAT rbpuoBe (BXK. TO4Ka 4.8).

JIeueHHETO ¢ AMOKCHLIMANH/KIIABYIAHOBA KUCENWHA TpaOBa na ce u3bAarea npu cbMHEHKE 3a
HH}EKUHO3HA MOHOHYK1€03a, Thil KaT0 IpH TOBA 3a0oNgBaHe cnel NPHIOKEHHE HA AaMOKCHLIWIIHH €
HabGmonaBa nosBara Ha MOpOHIH(pOpMEH OOPHB.

EnHoBpeMeHHa yroTpeda Ha aJIOITYpUHON MO BPpEME Ha JIeMeHHE ¢ AMOKCHLIWIIHH MOJXKE J1a Ce YBeJTHYH
BEPOATHOCTTA 33 AIEPrUMUYHH PeaKliMH OT CTPaHa Ha KOXKaTa

[IpoawmxuTenHara ynorpeba noHakora MoxXe Aa JOBEIE 0 CBPbXPAcTeXa Ha HEUYBCTBHTE/IHH
MHKPOOPraHHU3MH.

[losgBaTa Ha CHJIHO 3a4epBEH TEHEPATU3UPAH €PHTEM CBHIPOBOAEH OT MyCTYJa B HAYaJIOTO HA
NIeYEHHETo, MOXKE /1a € CHMIITOM Ha OCTpa reHepasiu3HpaHa exk3aHTemHa mycrynola (AGEP) (Bixk.
Touka 4.8). Ta3u peakus Halara CliMpaHe HA JICYSHHUETO C AMOKCHLIWJIMH/KJIaBYJIaHOBA KHCEINHA U €
NPOTHBOIIOKAa3aHHE 3a MocjeBalll NPUEM Ha AMOKCHLIMJIMH,

AMOKCHLIWIHH/KJIaBYIAaHOBA KMCEJIHHA TpAOBa Ja ce Mpuiara BHHMAaTENHO NpH NALMEHTH ¢ JaHHH 3a
yepHOAPOOHO yBpexaaHe (Bxk. Touku 4.2, 4.3 1 4.8).

CuOumig ot cTpaHa Ha YepHHs Opob ca chodlaBaHK NMpeAUMHO NMPH MBXKE U NMPH NalUWEHTH B
CTAPYECKa BB3PACT, H MOXKE Aa ¢a CBBP3aHHU ¢ MPOAB/DKHTEIHO JieueHHe. Te3n crOuTHA ca
CchOOLABAHH MHOTO pAAKO NMpH Acua. IIpy BCHUKH Monynauuy, NPU3HALKWTE U CHMITTOMHTE
OOMKHOBEHO ce HAbNIoAaBaT 0 BPEME Ha WK MaNKO CNICH JICUECHHE, HO B HAKOH CITY4aH MoXke a He
Ce U3ABAT A0 HAKOMNKO CEAMHLH Clle]l NPeYCTAHOBABAHE HA JICUCHHUETO. Te3H ChOUTHA OOHUKHOBEHO Ca
obpaTumu. YeproapoOHuKTe cHOUTHSA MOYTH BUHArK ca HaOMIOAaBaHH NMPH NALUEHTH ChC CEPHO3HO
npeaxoxaamo 3adonsiBaHe WK NpUEMALLH €JHOBPEMEHHO JIEKAPCTBA, 32 KOHTO € H3BECT
NOTEHUMAaN 3a YepHoapoOHM edekTH (BXK. Touka 4.8).

KonuT cpbp3aH ¢ NpUIOKEHHeTo Ha aHTHOHOTHLM € ChOOILIABAH NPH NOYTH BCHY
aHTUOaKTepHaHU NPOAYKTH, BRKIIIOUHTETHO NPH AMOKCHUMIIHH H MOJKE 1a BapHp
IO KHBOTO3acTpainanail (Bx. To4ka 4.8). 1o Ta3u npuunHa, npy NaUHEHTH C Aua



HIIH CNIE€] JIEHEHHUE C aHTHOMOTHLIM € BAXKHO Jla ¢e UMa NMpEABHA Ta3H AHAIHO3a. AKoO ce nosasH KOJIAT,
CBBP3dH C MPHUIOKCHHETO HA amuﬁuomun, JEYCHUCTO C ﬂMOKCHHHﬂHWKﬂ&B}’HEHGBB KHCCJ/IHHa
'rpﬂﬁaa He3abaBHO Ja ce NpE€yYCTaHOBH, Aa CC HAINIPaABH KOHCYJITALIMA € JICKAD K a4 CC 3aIlMOYHE
NOAXOAAILO JleyeHUue. B To3u c.nyqaﬁ Ca NMpOTHBOMNOKA3dHH aHTHIICPHCTAJITHYHH JICKADCTBCHH

NPORYKTH.

1o BpeMe Ha NPOABHKHTEITHO JICYEHHE € NPENOPBUYHTEIHO MMEPHOANYHO [a Ce OLEHABAT OPraHHUTE U
CHcTeMHH (QYHKIHH, BKIIOUYHTENHO Ob0pevHarTa, yepHoapoOHaTa U XeMOMNOeTHYHATa QYHKLHA.

Cvo011aBaHM ca pelKH CITyHad Ha YABDKABAHE HAa NPOTPOMOHHOBOTO BPEME MPH NMALHEHTH,
JIEKYBaHH ¢ AaMOKCHLIWIIHH/KJIaBYJIaHOBA KHCENNHA. [1py e1HOBpEeMEHHO NPUWIOKEHUE C
aHTHKOATyJIaHTH C€ Hajlara NMoAaxoadaio npocieassade. Moxe aa € HEOOX0ANMMO KOPUIHpaHe Ha
Nno3aTa Ha NEPOPATHHTE aHTHKOATYJIAHTH 32 NMOAABPIKAHE HA JKEJIAHOTO HHBO HAa aHTHKOAarynauus (BX.

TOYKH 4.5 1 4.8).

[pu nauneHTH ¢ 6BOpeUHO YBpeEkaaHe ao3aTa TPAOBa 1a ce KOPHIrHpa B 3aBHCHMOCT OT CTEINEHTa Ha
yBpexzaHe (Bx. Touka 4.2).

[Ipu naneHTH ¢ HAMAJIEHO OTAENISHE Ha YPHHa MHOTO PAAKO ¢ HabnoaaBaHa KpUCTATYpHS
(BKMOUYHTENHO ocTpo OBLOpEUHO YBpexKaaHe), INaBHO NPH NapeHTEpaTHO neyeHHe. I1o BpeMe Ha
NPWIAraHETO Ha BUCOKH A03H aMOKCHLWJIMH C€ NPenopbiBa MNOJAbPIKAHETO HA aA€KBAaTEH MPHEM Ha
T€YHOCTH H OTAENAHE HA YPHHATa ¢ LT Jia C€ HAMAJIM PUCKBT 3a aMOKCHLIMNHHOBA KpucTanypus. [Ipu
NalMeHTH ¢ KaTepbp B MUKOYHMA MeXYp TpaOBa fia ce nmpoBeXa peJOBeH KOHTPO Ha MPOXOAXMMOCTTA
MY (BXK. Toukd 4.8 ¥ 4.9).

[To BpeMe Ha neueHHe C aMOKCHLIMJIKH TPAORA 44 CE W3MON3BAT €H3UMHHUTE MIIOKO300KCHAA3HH
METOM NPH H3CeIBaHe 3a HAJTHUHE Ha IJIIOK03a B YpaHaTa, ThH KaTo MPH HECH3UMHHTE METOIH
MOXE Jla ce HaOmoaaBat QaniiuBo NONOXKUTETHH pe3yTaTH.

HanuuneTro Ha KNapynaHOBAa KUCEIWHA B aMOKCHLIMJIMH/KJIABYJIAHOBA KUCEIIHHA MOXKe Aa NMPHYHHHU
Hecneuu(prUuHo cBbp3BaHe Ha IgG K anbyMuHa ¢ MEMOpPAHUTE Ha YEPBEHUTE KPbBHH KIIETKH, BOACLIO
10 GanHBo nonoxHuTeneH Tect Ha Kymbe.

CpobiaBanu ca ciyuyaH Ha MOJIOKHTETHH PE3YJITAaTH OT H3CIeABaHUA, HanonsauM Bio-Rad
aboratories Platelia Aspergillus E1A TecT npyu nauydesTH, NpHEMAaLLH AMOKCHLIWINH/KNaBy/1aHOBA
KHCEJIHHA, 33 KOWTO € YCTAHOBEHO, Y€ He ca HHpEKTHpaHHu ¢ Aspergillus. CrobuwlaBaHk ca KpBCTOCAHH
peakuMH Ha He-Aspergillus nonuzaxapuayu 1 noaudyparosu ¢ Bio-Rad Laboratories Platelia
Aspergillus EIA Tect. CnenoBaTeNHO NOJOXKHTEIHHTE PE3YNITATH OT H3C/IEABAHHA NPH NALHEHTH,
npHeMalyd aMOKCHLIWIMH/KJIaBYNAHOBA KHCE/IMHA, TpAbBa 1a ce HHTEpNpeTHpaT BHUMATE/IHO U 1A Ce
NOTBBPAAT YPe3 OPYTH AHATHOCTHYHH METOM.

To3m eKkapCcTBEH NPOAYKT ChAbpxka no-Manko or 1 mmo!l Hatpuii (23 mg) Ha Tabnerka, T.e. MOXe 1a
Ce Kaxke, e NpaKTUYECKH HE ChAbPXKA HATPUMA.

4.S BzanMoaeHcTBHE ¢ IPYIH JEeKAPCTBEHH NPOAYKTH B APYre GOpPMH HA B3aHMOAeHCTRAE

IlepopanHu aHTHKOArY1aHTH
[lepopanHnTe KOAryJaHTH H NEHHUKIMHOBHTE AHTHONOTHLM €A W3NOJ3BAaHH WHPOKO B NPAKTHKaTa

6e3 cbobLIeHHA 32 B3auMo/eiicTBHEe. BpnpekH TOBa, B nUTEpaTYpaTa HMa ONKMCaHM CITyHaH Ha
MOBHILEHO MEXXYHAPOAHO HOpMan#3upano cboTHoweHKEe (INR) npu naumeHT™™ Ha noaabpxaio
NICYEHHE C aLICHOKYMAapo/ WM BapdapuH, HA KOMTO € HA3HAYEHO JIeYeHHe U ¢ aMOKCHLIMAMH. [Ipu
He0OXOOHMOCT OT e JHOBPEMEHHO NPHIIOKEHHE TpAOBa BHUMATENHO a Ce NMPOC/CAABAT
NPOTPOMOHHOBOTO BpeME HIIH MEXAYHAPOAHOTO HOPMAIM3HPAHO OTHOLIECHHE NpH 100aBAHET
CMUpPAHETO Ha aMOKCHUMAMH. OCBEH TOBa MOXKE 1a € HeoOXOAWMO KOpUTrHpaHe Ha 103aTa
NepOPAITHUTE AHTUKOATyJIaHTH (BX. TOUKH 4.4 u 4.8).

MertoTpekcar
[leHMUMNHHKATE MOXE Ja HAMAJIAT eKCKpEeLHATa Ha METOTPEKCAT H TaKa Aa NPHUYMHAT




NOTCHUHUANTHO INTOBHUIIABAHC HA TOKCHYHOCTTA.,

[1poGenenna

He ce npenoptusa cbinTeTBama ynorpeba Ha npobeneuns. [Ipobeneunn Hamansea 6n6peyunara
TyOynHa cexpelisa Ha aMokCHLIMIKH. CrnbTeTBalaTa ynotpeba Ha npobeHeua Moxe aa aoBene A0
[IOBHUILIEHA KOHIIEHTPALIMA U TIO-TIPOAB/DKHTETHO NPUCHCTBHE HA AMOKCHLIMIUH B KPBBTA.

MukodeHonat MOQeTHN

[1pn nauuenTH, Npremally MUKOGEHONAT MOdeTH, ce CboOIIaBa 3a HAMAJIABAHE Ha NMpElETHATa
KOHLIEHTpalMs Ha akTHBHHA MeTabonur MukodeHonora kucenuHa (M®K) ¢ npubnusurenno 50%
CJIEA 3aMO4YBaHe Ha NleuYeHHE ¢ NEpopalicH aMOKCHLUMIIMH TUTIOC KNaByIaHOBa KMcenuHa, [IpoMaHara Ha
npeaa030BOTO HKBO MOXKE J1a HE OTpa3fBa TOUHO NMPOMEHUTE B oOuiara ekcnosuuug Ha MKQ.
[Topanu ToBa NpoMsHa B 103aTa Ha MKodeHoaaT ModeTHN 0OMKHOBEHO He € HeoOX0AMMa IPH JIMNCca
Ha KIHHHYHH JaHHH 33 HapyilneHa GyHKUMs Ha npvcaskarta. Benpekud Toea, TpadBa 1a ce H3BbpLLUBA
BHHUMATEHO KIIHHHYHO NpocleABaHe 1o BpeMe Ha NeUYeHHETO ¢ KOMOHHALMA W MaJIKO clell
3aBbplLIBaHE HA AHTHOHOTHYHATA Teparnus.

4.6 @epTHIAHTET, OPEMEHHOCT H KbpPMEHeE

bpeMeHHOCT

[IpoyuBaHUA NpH )KMBOTHH HE NMOKA3BAT NMPEKH WIH HEMPEKH BPEAHHU BB3ACHCTBHS BBPXY
OpeMeHHOCTTa, eMOPHOHANHOTO/PETATHOTO Pa3BUTHE, PAXAAHETO WIH NOCTHATAIHOTO Pa3BUTHE
(Brx Touka 5.3). OrpaHH4EeHH AaHHH 3a ynorpebara Ha aMOKCHLIMWIMH/KJIaBYJIaHOBA KHCEJIHHA 10
BpeMe Ha 6peMeHHOCT MPH XOpa He NOKa3BaT NOBUILIEH PUCK OT BpoaeHH Mandopmauri. [Ipn
NpOY4YBAHE IPH XKEHH ¢ NPpeATePMUHANHA NpeKAeBpeMEHHa pyrnTypa Ha deranyata MeMOpaHa ce
cboOlIaBa, Ye MPOPHIAKTHYHO JIEYEHHE C AMOKCHIIHIMH/KNaByJIaHOBA KMUCEIMHA MOXKE 12 € CBBP3aHO
C MOBUILIEH PHCK OT HEKPOTH3HUPAL EHTOPKOJIMT TPH HOBOpoAeHH. [IpunoxkeHueTo Ha
AMOKCHIIWJIMH/KN1aBY/IaHOBA KHCEJIHHA N0 BpeMe Ha OpeMeHHOCTTa TpAOBa Oa ce u3bArsa, OCBEH ako
NeKapAT He npeLenH, ue € HeoOXoaumo.

Kbpmene

JlBeTe aKTHBHH BELUECTBA CE€ EKCKPETHPAT B KbpMaTa (HE ca YCTaHOBEHH e(eKTUTE Ha KJIaBYJIAHOBA
KHCeNIHHA BLPXY KbpMadeTo). CnenoBarenHo ca Bb3MOXKHM AHAPHR U rbOMYHa HHPEKUMA Ha
JIMraBKIMTE NPH KbpMAaveTa, KOETO MOXKE Ja HAJIOXKH NPEYCTAHOBABAHE HA KbPMEHETO.
B1b3MOXHOCTTA 32 NMOBMILIABAHE Ha YYBCTBHTEJIHOCTTA TPAOBA Aa ce B3eME 110 BHHMAHHE.
AMOKCHLIWIHH/KNIaByIaHOBa KHCeHHA TpAbBa Aa ce U310/13Ba IO BpeMe Ha KbpMEHE CaMo Cliell
NMpeleHKa OT JIEKyBalluA JieKap Ha CbOTHOLIEHUETO NOJ3a/PHCK.

4.7 Edexrn Bbpxy cnocofnocrra 32 mopupane n padora ¢ MAIIAHA

He ca npoBexxaaHH Npoy4BaHUs 3a €(peKTHTE BLPXY cnocOOHOCTTA 32 modupaHe U padoTa ¢ MalIWHH.
Bbvnpexu ToBa MOXE Ja C€ NIOABAT HEXKENIAHK PEAKLMK (HAMp. AlepryvuHl peaKuuH, 3aMaliBane,
rEPYOBE), KOHTO MOTAT Ja NOBJIMAAT cnocoOHOCTTA 3a WwodHpaHe H paboTa ¢ MallIMHU (BHXX TOUYKA

4.8).
4.8 HexeaHH NeKAPCTBCHE PEAKIHNA

Haii-uecTo chobluaBaHuTE HExEnaHy nekapcTeeHHd peakuud (HJIP) ca nuapus, raneHe M noBphILaHe.
HexxenaHute nekapCTBEHH PEaKLMH, NOJTYyYeHH NPH KIHHHYHH NPOYYBAHHA H TOCTMapKETHHTOBO
HabMoAeHHe ¢ aMOKCHLIMJIHH/KJ1aBYJIaHOBA KHCEJIHHA, ¢a H30POEHH NO-J0Jy H Ca KaTErOpHU3HPaHH
cwrnacHo MedDRA, 1o cucTeMo-OopraleH Knac.

HManon3BaHa e cneaHara TCPMHHOJIONHUA 3a KﬂﬂCHC])HI.alaHﬁ Ha HECTOTATA Ha HCXKES
JNCKAPCTBCHH PCAKLIHA.

Muoro uectu (>1/10); / m
Yecrn (>1/100 no <1/10); b S
Heuectn (>1/1 000 no <1/100); A
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Peaku (>1/10 000 no <1/1 000);
Muoro peaku (<1/10 000),

C HeH3BeCTHA 4ecTOoTa (OT HANMYHHTE JaHHH He Moxe Aa Obae HanpaBeHa OLEHKA).

Huadeknid H HHPECTAIHH

Kauguao3a Ha KO»KaTa U JIMTaBULIUTE

Yectn

CepbxpacTex Ha HEHYBCTBHTEIHH MUKPOOPTraHH3MH

C Heu3BEeCTHA 4YeCcToTa

Hapymenus Ha KpbBTa H JHM(QHATA CHCTEMA

ObpaTtrma JIEBKOTIEHHS (BKITIOYHTENHO HEYTPONEHHA)

| Peaku

Tpomboumronexns

Penku

ObpaTiMa arpaHyJIoLMTO3a

C HeM3BeCTHA 4ECTOTA

XeMOJIMTHYHa aHeMuA

C HeH3BeCTHa 4ecToTAa

Y iwnkaBaHe Ha BpEMETO HA KBPBEHE W Ha
NpOTPOMGHHOBOTO BpeMe

C HEM3BECTHA 4€CTOTa

Hapymiennas HA HMYHHATS cHcTEMA’

AHIHOHEBPOTHYEH OTOK

C HeH3BeCTHA 4Ye€CTOTA

AHajdwnakcus

C HeH3BeCTHA YeCTOTA

Cunapom, nopobeH Ha cepyMHa bosiecT

C neusmrecTHa yecToTA

C HeH3BeCTHa 4ecToTa

XHNEPCEH3HTHBEH BaCKYJIHT
HapynieHHa HA HEPBHATA CHCTEMA

3aMasHoCT Heuectn
["napobonue Heuectu
ObpaTnMa XHNEpaKTHBHOCT C HeH3BeCTHa 4eCTOTa
I"'bpyoBe’ C HeH3BECTHA YECTOTA

AcelTH4YeH MEHHHTHUT

C HeH3BECTHA YeCTOTA

CoprevHn HApYILCHASA

Cungpom Ha Kounis

 Hen3seCTHA YeCTOoTA

CTﬂMHI]]IID—‘IpEBHH HAPYIUICHHA

Jnapus Muoro yectH
I'apene’ YecTH
[loppbinane YectH
HapyiieHo XpaHOCMHJIaHE Heuectn

KOJ'[HT, CBBbP3aH C MPHIOKCHUCTO HA aHTHGHOTHl.lHJ

C Heu3sBeCTHA 4eCTOoTa

C HeH3BeCTHa 4YecToTa

Yepen ,.kocmat e3pk (black hairy tongue)
EHTEPOKOIMTEH CHHAPOM, NPEN3BHKAH OT MIPHEM Ha

C HeH3BecTHA YecTOTa

JIeKapCTBOTO
OcTbp naHKpeaTuT C HeH3BeCcTHa 4YecToTa
XenaATOOHIHADHH HAPYIIECHRS

Mosuwasane Ha AST w/win ALT? Heuectn

Xenatur C Heu3BecTHa 4ecToTa

XonecTaTHyHa XbIITeHULa®

C HeH3BeCTHAa 4YeCcTOTa

HHE}’[I]EHIIH Ha KOXKATA H NOAKOKHATA nxau“

KoxeHd obpuB HedyecTu

Crpbex HeuyecTH
YpTrHKapua HeuecTu

EpureMa Myntudopme Peaku

C HeHM3BeCTHA 4YeCTOTa

Cunapom Ha CtuBbH-/DKOHCHH
TokcHYHa eniaepMalHa HEKpOJIH3a

C HeH3BecTHa 4YecToTa

byno3zen ekconnaTHBeH qepMaTHT

C HeH3BECTHA YECTOTA

Octpa reHepanusrpaHa ek3aHTeMHa nycrynoza (AGEP)'

LA r

(C HEeM3BECTHA YeCTOTA / Q&* -

MeaukaMeHTO3Ha peakuma ¢ €03UMHODUINHA H CUCTEMHH
cumnroMu (DRESS)

"’%t#"’d‘%fv o
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C HeH3BeCTHA 4YeCTOTS ‘
RN %

CuMeTpHUEH IEKAPCTBEH HHTEPTPUIHHO3EH H (PJIEKCYPEH
ek3aHTeM (CMHIPOM Ha naBuaHa) (Symmetrical drug-

C HeH3BecTHa t:ecm'r c; | o ;,;:31.-_1*{‘-,’[?}35._. TR~
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related intertriginous and flexural exanthema - SDRIFE)

JluneapHa IgA 6onect C HEeH3BECTHA HECTOTA

Hapymenus Ha 6n6pennure H NHKOYHHTE NHLTHINA

HuTrepcTHiManeH HEQPHT C HeusBecTHA YECTOTa

Kpucranypus (BxmoudTeNHO ocTpo OnOpeuHo C Heu3BeCTHA 4ECTOTa
_yBpexuane)’

'Bix Touka 4.4

‘ITosiBaTa Ha raaeHe € No-4ecTa NpH NepopacH NPHEM Ha BUCOKH A03H. AKO C€ TIOABAT PeKallii OT
CTpaHa Ha CTOMAUIHO-YPEBHHA TPAKT, T€ MOraT Jia C€ HAMAJIAT C MIPHEM Ha
aMOKCHIIWIHH/KIABY1aHOBA KHCEJIMHA B HAYAIOTO Ha XPAHEHETO.

SBKIIOYHTEIHO NCEBAOMEMOPaHO3EH KOJIMT H XEMOPAruveH KOJHT ( BHXK Touka 4.4)

‘VmepeHo nosrmasade Ha AST w/win ALT e ycTaHOBEHO NpH NaLlHEHTHTE, JeKyBaHH ¢ Hera-
NaKTAMHH aHTHOHMOTHIIK, HO 3HAYEHUETO Ha TE€3H MPOMEHH HE € U3ACHEHO.

*Tax#Ba peakilMd ca yCTAHOBEHH M CNEA NMPWIOKEHHE HA APYTH NEHHLIMNKHH H ueanocropHHH (BHX
Touka 4.4).

®AKO ce NosABM peaKLHi Ha ANIEPruueH JEPMaTHT, JieueHHeTo TpaOBa na ce npeycTaHOBM (BMXK TOUKA
4.4).

"Buk Touka 4.9.

Bk Touka 4.3 ¥ 4.4

CorobuiaBaHe Ha NOJO3WPAHH HEXKEJIAHN PEAKLIHK

CpobluaBaHeTo Ha NOAO3HPaHK HeXeNaHU peakLMH clie]] pa3pellaBaHe 3a ynotpeba Ha N1ekapcTBEHHA
NpOAYKT € BaKHO. TOBa MO3BOJAARA A4 NMPOAL/LKH HaOMtOAEHHETO HA CHOTHOLLIEHHETO NOJ3a/PHCK 3a
nekapcTBeHUs NpoaykKT. OT MEIMUMHCKUTE CACLMAIMCTH C€ M3UCKBA 1a CLOOLIaBaT BCAKa
NOAO3MpaHa HeXKeNnaHa peakuud Ype3 M3nbwaunTenHa areHUMs no Jekapereara yi. . Jlaman ['pyes”

Ne 8, 1303 Codus, Ten.: +35 928903417, yebeaiiT: www.bda.bg.

4.9 Ilpeao3upane

CUMOTOMY M NIpY3HaLM Ha IpeAO3HpaHe
Moxe na ce HabmoaapaT CTOMAUIHO-YPEBHY CUMIITOMH H HAPYILABAHE HA BOAHO-ENECKTPOJIUTHHUA

6ananc. HabnionapaHa € aMOKCHUMIHHOBa KPHCTATTYPHSA, B HAKOU Cyyau Boaewa a0 66pevuna
HeJOCTaThUHOCT (BHXK TOUuKa 4.4).

Moxe ga ce HabniogaBaT FbpUOBE NPH NALMEHTH ¢ HapyllleHa 6bOpevyHa pyHKIUHA WIH NPH Te3H,
NMPUEMALLIH BUCOKH JO3H.

Hma cpoblueHns, ye aMOKCHLIMIMH C€ YTasBa B KaTeThpa Ha MUKOUYHHA MEXYP, OCHOBHO Clie]
UHTPaBEHO3HO TIpHlaraHe Ha BUCOKH 103H. TpadBa 1a ce mpoBexAa PEAOBEH BU3YAJIEH KOHTPO (BHXK
TouKa 4.4).

JledyeHUe HA UHTOKCHKALMA
CHMINTOMHTE OT CTpaHa Ha CTOMALIHO-YPEBHHA TPAKT MOraT Ja C€ JIEKYBaT CHMITTOMATHYHO, KaTo Ce

o0BbpHE BHUMAHHE Ha BOJHO-CACKTPONUTHHA OanaHc.

AMOKCHUMIHH/KNABY1aHOBA KACEIMHA MOXKE A2 C€ OTCTPaHHU OT KPLBOOOPALLICHHUETO Ypes
X€MOJHaNIN3a.

5. ®APMAKOJIOTMYHH CBOHCTBA

5.1 OapMakolHHAMHAYHE CBOHCTBA

(DapmakoTepanesTu4Ha rpyna: KomOrdHauna oT NEeHHUWIHH, BKJHOUYHTENHO OeTa
uHxHouTopy; ATC koa: JOICRO2.



MexaHH3bM Ha JEHCTBHE

AMOKCHLIWJIHH € MOJYCUHTETHYEH NEHKLWIHH {OeTa-TakTaMeH aHTHOMOTHK), KOHTO HHXHOUpa eaKH
HIH NMOBEYE €H3KMH (4ECTO HapHUYaHH NEHULWIHH-CBBP3BAallH npoTeHHHU, PBPs) B nbTe Ha
OHoCHHTe3a Ha DaKkTepHaTHHU MEMTHAONINKAH, KOATO € CHUIECTBEH CTPYKTYPEH KOMIIOHEHT Ha
bakTepuanHara kneTbuyHa creHa. MHXuOHpaHeTo Ha cHHTe3a Ha MENTHAOTIHKAaHa BOJAU N0 OTclabBaHe
Ha KJIE€TbYHATA CTEHA, KOETO OOUKHOBEHO e NMOCAeABa OT KIIETHYHO pasrpakIaHe U CMBPT.

AMOKCHIUTHH € YyBCTBHTE/ICH KbM pasrpaxkaaHe oT HeTa-lakTaMasuTe, PoxyLHPaHH OT
pPe3BCTEHTHHTE HaKTEPHH, MOPAlH KOETO, CIEKThPBLT My Ha ACHCTBUE HE BKIIOYBA MUKPOOPraHH3IMM,
KOMTO NMPOU3BEXKAAT TE3H EHIHMH.

KiaepynanoBara KHCe/MHA e BeTa-naktaM, CTPYKTYPHO CBBbP3aH C MEHHUWIHHUTE. T4 HHAKTHBHpa
HAKOH DeTa-nakTaMa3HH €H3MMH, KaTo MO TAKbB HAYMH NPEAOTBPATABa HHAKTUBUPAHETO HA
aMOKcHIIMAMH. KnasynaHoBaTa KHCEHHA CAMOCTOATETHO HE NTPOABABA KJIHHHYHO NOJIE3EH
aHTHOAKTEpHANEH €EKT.

Bpb3ka papmakoknHeTHKa-QapMakoqHHAMHKA
Bpemero Haa MHHHManHara uHxuOupaia konueHnrpauus (T>MHK) ce cuura 3a ocHOBHUAT
onpeaenai pakrop 3a ePHKaCHOCTTA HE AMOKCHLIM/IHH.

MexaHH3MH Ha pe3UCTEHTHOCT
JlBaTa OCHOBHHM MEXAHHW3Ma Ha PE3MCTEHTHOCT KbM aMOKCHUMIMH/K/IABYJIAHOBA KHCEJIMHA Ca!

° UHakTiBupaHe oOT Te3n OakrepuanHu OeTa-nakramMasH, KOMTO He c¢a HHXMOMpaHd OT
KNaBYyJIaHOBa KHCENHHA, BKMIOUMTENHO Ki1ac B, C u D.
. Usmenenne Ha PBPs, koero Hamanasa apuHUTeTa Ha AHTHOAKTEPHATTHHA NPOIYKT KbM Taprera.

Jluncara Ha nepMeaCUNIHTET HA DAKTEPHUTE MM MEXAHM3MHTE Ha edUIyKC NIOMMAaTa Morar Jaa
MPUYHHAT WK A3 AONpHHEcAT 3a OaKTepHalHaTa Pe3HCTEHTHOCT, 0CO0CHO npu ['paM-oTpHIaTE/IHUTE
Dakrepu.

["'pann4Hy crofiHocTy (breakpoints) NPH U3NWTBAHE 38 YYBCTBUTEIHOCT

Kpurepun 3a unrepnperaums Ha MUK (MuHuManHaTa HHXUOMpalLla KOHLEHTPALMA) NIPH U3NHTBaHE
Ha YYBCTBUTEJIHOCT ca pa3padorenn ot Esponeiickus KOMHTET O U3MHTBAHE 32 YYBCTBUTETHOCT KbM
aHTUMHKpoOHH nekapcTea (EUCAST - European Committee on Antimicrobial Susceptibility Testing)
3a AMOKCHULIKIMH/K1aBYIaHOBA KHCEJIHHA M MOoraT aa O0bJaT HAMEpPEHH Ha:
https://www.ema.europa.cu/documents/other/minimum-inhibitory-concentration-mic-
breakpoints_en.xlsx.

PaznpocTpaHeHHETO Ha PE3HCTEHTHOCTTA MOXKE J1a BAPHpa reorpad)Cku U BbB BPEMETO 3a ONPEACICHH
BHIOBE H € XKeJIaTEJIHO Ja MMa JOKaIHa HH(OPMAaLIMA 3a PE3UCTEHTHOCTTA, OCOOEHO NpH NIEUYCHKE Ha
TexkH HHpexunn. [Ipn HeobxoauMocT TpAOBa Aa ce NOTHEPCH CHBETA HA EKCMEPT, KOraTo JOKAIHOTO
Pa3NpoOCTPaHEeHHe HAa PE3UCTEHTHOCT € TAKOBA, 4e MoA3aTa OT JICKAPCTBEHHA NPOAYKT MPH MOHE HAKOH

BHIOBE HHPEKLHNA K NOJA BBIIPOC.

MHKpOOpraHu3MH, KOWTO 0OHYalHO Ca YVBCTBUTEIHH

AepobHu [ paM-NonoxUTeNHH MMKPDOOPraHH3MH

Enterococcus faecalis

Gardnerella vaginalis

Staphylococcus aureus (METULIMH-YYBCTBHTENEH )
Koaryna3za-HeraTHBHH CTa)HJIOKOKH (METHLWIHH-YYBCTBHTE/IHH )
Streptococcus agalactiae

Streptococcus pneumoniae’

Streptococcus pyogenes 1 Apyry OeTa-XeMOJIUTHYHH CTPEMTOKOKH
['pynara Ha Streptococcus viridans

AepoOun 'paM-oTpHUATENTHH MHUKPOOPTraHH3IMH
Capnocytophaga spp.




Eikenella corrodens
Haemophilus influenzae
Moraxella catarrhalis
Pasteurella multocida

2

AHaepobHKM MUKPOOPraHU3MH
Bacteroides fragilis

Fusobacterium nucleatum
Prevotella spp.

Buaose, PH KOUTO npuaoOHTaTa PE3UCTEHTHOCT MOXE 112 € NpobneM

Aepobuu [paM-noJoXKKHTEIHH MHUKPOOPraHH3MH
Enterococcus faecium®

Aepobuu ['paM-OTpHUATENHH MUKPOOPraHH3MH
Escherichia coli

Klebsiella oxytoca

Klebsiella pneumoniae

Proteus mirabilis

Proteus vulgaris

Mu raHM3MH ¢ BPOJEHA PE3UCTEHTHOCT
AepoOHH | paM-OTpHUATENHH MUKPOOPTraHHU3MH
Acinetobacter sp.

Citrobacter freundii

Enterobacter sp.

Legionella pneumophila
Morganella morganii
Providencia spp.
Pseudomonas sp.

Serratia sp.

Stenotrophomonas maltophilia

pyru MUKpOOpraHuiMH

Chlamydophila pneumoniae

Chlamydophila psittaci

Coxiella burnetti

Mycoplasma pneumoniae

SEcTecTBEHa WHTEpMEIMEPHA WYYBCTBHTEJIHOCT IIPH JIHNCA Ha nNpUIOOHT MEXaHM3MH Ha
PE3UCTEHTHOCT.

‘BCHUKHM METHLIWIHH-PE3UCTEHTHH CTAQWIOKOKH €a PE3MCTEHTHH KbM aMOKCHLIWIMH/KIaBYJIaHOBA
KMCeJIMHA.

'Streptococcus pneumoniae, pe3NCTEHTHH KbM NIEHHLUWIHH He TpAOBa Aa ce NeKyBart ¢ Ta3u ¢opMa Ha
aMOKCHLIMJIMH/KNaBYJIaHOBA KMCENHHA ( BYDK TOYKH 4.2 K 4.4).

’lllaMoBe ¢ HaMaieHa YYBCTBHTEIHOCT Ca AOKJIaJBaHH B HAKOH CTpaHW B EBponeiickus cblo3 ¢
yecToTa no-eucoka ot 10%.

5.2 OapMakoKHHETHYHH CBOHCTBA

Abcopbums
AMOI{CHLIPUIHH U KTaBYJAHOBa KHCCIIHHA CC JUCOLMUPAT HAITBJIHO BB BOIACH Pa3TBOY

¢u3nonoruyHo pH. JIBere akTHBHM BewecTra ce abcopbupar 6bp30 1 nobpe cnex / ,
npuiaoxeHue. Cnen nepopaiHO NPUIOKEHHE OMOHANTMYHOCTTA HA AMOKCHUWIHH

KUcestHHa € npubnusutrento 70%. IlnazMenure npoduin Ha IBETE aKTHBHH BE cﬁ | 1::1
- i . ) s ]
BPEMETO 3a AOCTHIaHE HAa MUKOBA IazMeHa KOHUEHTpaLUs ( Tmax) ¥ NPH ABETE € @ P mmﬁ-* =
€/1HH yac. Yy
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[To-nony ca npeacTareHH GapMAKOKHHETHYHHTE PE3YyJITATH OT €AHO NMPOYYBAHE, MPH KOETO
aMOKCHIWIHH/KN1aByNaHoBa KKcenrHa (Tabnetku ot 875 mg/125 mg nsa meTH AHEBHO) CcE€ NpWiara Ha
rNaaHo MpH IpyIHx 34paBH A00poBONLIM,

Cpeanu (= SD) papMakOKHMHETHUHM NAPAMETPH

MMpunoxeno (n) aktusho () | Jlosa Cmax Trnax* AUC ooy | T 172

BellecTBO (a) (mg) (pg/ml) (h) ((pg.h/ml) (h)

AMOKCHLMJIHH

AMX/CA 875 11.64 1.50 53.52 1.19

875 mg/125 mg + 2,78 (1.0-2.5) +12.31 +0.21
KiiaByJ1laHOBa KHCE/IHHA

AMX/CA 125 2.18 1.25 10.16 0.96

875 mg/125 mg + (.99 (1.0-2.0) + 3.04 +0.12

AMX — amokcHuMnuH, CA ~ KnaByn1aHOBa KMCEIHHA

*Menuanna (o6xBar)

CEPYMHHTG KOHLUCHTpaAUKH Ha aMOKCHLMWJIHH K KNaByNnaHOBATA KHCCIIHHA, INTOCTHIHATH C

aMOKCHLWIHWH/KJIaBYJIAHOBA KHCETHHA, €A CXOAHH C TE€3U CHEA MEPOPATTHO NPHIOIKCHHE Ha
eKBHBAJICHTHH I03H OT CAMOCTOATETHO NPHWIOKERH AMOKCHLIHJIMH HITH KNaBYJIaHOBA KMCE/THHA.

Pasnpenenenue

Oxkono 25% ot obOTO KOAHYECTBO HA KIaBYJlaHOBaTa KHceHHa B nna3MaTa 4 18% ot obuioto
KOJTHYECTBO HA aMOKCHLMJIMH B IUTa3MaTa ¢a CBbpP3aHH ¢ npoTerHH. [IpuBuaHua obem Ha
pasnpeaeneHue e okono 0,3-0,4 1/kg 3a amokcuuunuH 4 okono 0,2 Vkg 3a kiaBynaHoBa KHCEIHHA.

Cnen MHTPaBEHO3HO MPUIIOKEHHE, AMOKCHLIMINH W KJIABYJIAHOBA KHUCE/IHHA C€ YCTPAHOBABAT B
ATBYHHA MEXYP, KOpeMHAaTa ThKaH, KOXKaTa, MaCTHATa TbKaH, MyCKY/JTHUTE TbKaHH, CHHOBHAJIHATA H
NeEPUTOHEA/IHAaTa ThKaHH, XJIbUKaTa H FrHOWTa. AMOKCHLIWIHH HE CE pa3fnpeensi CbOTBETHO B
nepedbpocnHHaNHATa TEYHOCT.

OT npoy4YBaHHATa NMPH XKUBOTHH HAMA 0KA3aTe/ICTBA 32 3HAYUMO 3a0bpXKaHe B TEKAHHTE Ha
JCKAPCTBECHO-NPOW3BOAHH BELECTBA 32 HHKOSA OT JBETE ChCTABKH. AMOKCHLIWIHH NMoaoOHO Ha
NOBEYETO NMEHHLUUIHHH, MOXKE J1a C€ YCTAHOBM B KbpMara. CieH OT KN1aBYJIaHOBa KHCETMHA ChIllO
MOT'aT J1a C€ OTKPHUAT B KbpMaTa (BHXK TOYKA 4.6)

JlokasaHo €, 4e aMOKCHLIM/IMH H K1aBYJIAHOBATa KUCENHHA NPEMHHABAT Npe3 niaueHtapHarta bapuepa
(BHK TOUKa 4.6).

buotpancdopmarns

AMOKCHLMNHMH YaCTUMHO C€ eKCKpPETHPa B YPUHATA KATO HEaKTUBHATA MEHULIMIIOEBA KHCEIHHA B
KONHUYecTBa, ekBuBaneHTHH Ha 10 no 25% ot HayanHnata no3a. [Ipu xopa KnapynaHoBaTa KMCeNHUHA Ce
MeTabonn3vpa EKCTEH3HBHO K C€ OTAEC/A B YPHHATA H H3NPAXKHEHHATA, U B H3HULIBAHUA BB3AYX CE

OTHCJIA KATO BBIJIEPOJAEH JHOKCHA.

EnuMUHUpaHe
OCHOBHHAT NBT HA €/IAMHHHPAHE HA AMOKCULIWIHH U NpeE3 OOpeunTe, 1OKATO KIaByJ1aHOBATA

KHCEIKHA Ce eTHMHHHPA KakTo No Ob0peuHH, Taka ¥ Nno H3BbHOBLOPEYHN MEXaHHU3MH.

AMOKCHUWIHH/KJIaBYj12aHOBA KUCEJIMHA UMA CPEICH €TMMHHALIMOHEH TTOJTYKUBOT OT npuﬁnuzmenﬂo
e/IHH Yac ¥ cpeaeH o611 KnupbHe npubnnsurentHo 25 1/h npu 3apaeu nuua. [pubaus
70% ot aMOKCHLIWIMH ¥ npHOnu3HTeano 40 1o 65% or knapynaHoBaTa KMCEIHUHA
HEMMPOMEHEHH B YPHHATAa NpE3 TBPBUTE LWECT Yaca CJICd NPUIOKEHHE Ha €lUH
aMOKCHLIWIMH/KNaByiaHoBa KucearHa 250 mg/125 mg wan 500 mg/125 mg tab
pa3/iMuHU NPOYyYBaHUA YPUHHATa eKcKpeuus € 50-85% 3a aMOKCHUWIHH U M€
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KJ1aBYJAHOBATa KUCEHHA 34 NEPHOA OT 24 uaca. 3a KNaByJIaHOBATa KHCEJIHHA, HAH-roJIIMO
KONIMUECTBO OT JIEKAPCTBOTO €€ €KCKPETHPA Npe3 NbpBUTE 2 yaca Clel NMPHIIOKEHHE.

EnHOBpeMEHHOTO NPHNOKEeHHE Ha npobeHeumA 3a0aBs EKCKpeUMATa Ha aMOKCHLUWIHH, HO He 3a0aBs
OBOpeyHaTa eKCKpellMs Ha KJIABYJIAHOBATa KHCEIHHA (B TOYKa 4.5).

Bon3pacr

EnMMHHAUMOHHHSAT NOJTYKUBOT HA aMOKCHLIWIKH ¢ noJo0eH NpH MaJIKH Aella Ha Bb3pacT OKoso 3
Mecela 10 2 TOAHUHH M MpPH NO-TONIEMH AeLa U Bb3pacTHU. [Ipy MHOro Mankure aeua (BKJIIOUYHTENHO
npexaeBpeMeHHO poacHu Hebera) npes mbpeaTa ceAMHLA OT XXHBOTA HHTEPBANLT HA NMpUNaraHe He
TpabBa 12 HAAXBHP/IA NMPUIAraHe ABa MbTH AHEBHO MOPAIH HE3PANOCT Ha OLOPEYHHS ITHT Ha
eJJMMHHMpane. Thi KaTo NpH NALHEHTHTE B CTAPYECKA Bb3PacT ChIIECTBYBA NO-TO/AMa BEPOATHOCT
Ja HMaT HaMmaneHa Ob0peuHa PyHKUMA, € HEOOXORHMO BHUMAaHHUE NPH M300pa Ha 032 U MOXE Na €

NoJe3HO Aa ce npocienaBa 6OpeuHaTa GyHKUHUS.

IToa.
Cnep nepopaiHO NpHAOKEHHE Ha aMOKCULIWIHH/KJIABY/IaHOBA KHCE/IHHA NPH 3ipaBH MbKE H JKEHH,
MOJBLT HE € 0Ka3al 3HAYKMO BIIMAHE BbPXY (PapMakOKHHETHKATA HUTO HA AMOKCHLIWIIMH, HUTO Ha

KJIaBYJIAaHOBa KMCEJIMHA.

bbOpeuHo yBpexaaHe

OO6LIMAT CePYMEH KJIHPBHC HA aMOKCHLUMIIMH/KIaBY/IAHOBA KUCEIWHA HaMallsBa NPOTIOPLIKOHANMHO ¢
HaMangaBaHeTo Ha 6b6peuHaTa pyHKUUA. [IOHHXKABAHETO HA JICKAPCTBEHHA KIIHPBHC € NO-H3pa3cHo 32
aMOKCHLIMJIHMH, OTKOJIKOTO 33 KJIaByJ1aHOBAa KHCEJIMHA, Thil KaTo NO-ronaMa 4acT OT aMOKCHLIWIHH ce
eKkckpeTHpa npe3 6n0pewTe. [lopaau Tazu npu4drHHa A03MpaHETO NpH 6LOpeyHO yBpexkaaHe TpabdBa
Aa npeAarnasBa oT MPEKOMEPHO HATPYNBAHE HA AMOKCULIJIMH, KATO €XHOBPEMEHHO MOIABPXKAT
NoAXOAAlLH HHBA HA KJIaBYJIAHOBATA KMCENHHA (BUXK TO4Ka 4.2).

YepHoapoOHO yBpe#aHe
To3upaHeTo NpH NALMEHTH ¢ YepHOAPOOHO yBpexKaaHe TpAOBa 1a ¢€ H3BBLPILBA C BHUMAHME H

qepuo,upoﬁua'ra (IJ}’HKU.HH Aa CC NPOCACAABA HA PABHH HHTCPBAJIH OT BpPCMC.

5.3 IlpeakaHHHYHH JaHHH 32 He3onmacHoCT

HexnuunyHyTe JaHHA HE NOKa3BaT 0coOEH pHCK 3a Xopa Ha 0a3ara Ha ¢papMakoIOrUYHUTE
Npoy4BaHHi 3a 6€30MaCHOCT, FeHOTOKCHYHOCT M PENPOAYKTHBHA TOKCHYHOCT.

[IpoyuBaHKA 3a TOKCHYHOCT NPH MHOTOKPATHO NMpHiaraxe, IpoBEAEHH MPH Ky4eTa ¢
aMOKCHLIM/IMH/KJABYJIAHOBA KHCEJIHHA, [T0Ka3BaT CTOMAWIHO Pa3HEeHe H NOBPbDLIAHE, KaKTO H
MPOMSAHA B LIBETA HA €3HKa.

He ca npoBexaaHy NpOoyuBaHHA 33 KAPUHHOMEHHOCT ¢ AMOKCHLIWNKH/KNAaBy1aHOBA KHCEIHHA HIH ¢
HAKOS OT HErOBHTE CHCTABKH.

6. DAPMAIEBTHYHHU JAHHH
6.1 ChnHchbk Ha NOMOMHATE BEMIECTBA

AHopo na mabnemxama:.

Llenyno3a, MUKpPOKPHCTATHA
Kpocnosunor, Tun A

KpockapMeiosa HaTpHi

CunnuueB JUOKCHA KOMOUIEH, Oe3BOIeH
Marnesues creapar
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Durmoso nokpumue Ha mabiemrxama
OcHoBeH OYTHIMETAKPHIATEH CHITOJIMMEP
TuranoB auoxena (E171)

Tank

Makporona 6000

6.2 HecLBMeCTHMOCTH

Henpuioxxumo

6.3 Cpox Ha roasocTt

2 TOOUHH.

6.4 Cnennannn yC/I0BHS HA ChXPAHEHHe

Ha He ce cpxpaHasa Hag 25°C. [la ce cpXxpaHgaBa B OpHrHHAIHATA ONAKOBKA, 3a J1a C€ [IPEANA3H OT
BJ1ara.

6.5 BnaH cbALPXKAHEE HA OMAKOBKATA

OPA/AI/PVC-Al 6aucrepu: 10/12/14/20/21/24 dunmupann tabnetkw.
He BcHuKHK BHAOBE ONAKOBKH MOrat Aa Obaat nycHaT B npoaaxoda.
6.6 CnenuaaHn nEpeaANa3Hd MEPKH NPH H3XBLPJsHE

Heu3non3BaHUAT IEKAPCTBEH MPOAYKT HAM OTNAABUYHUTE MAaTepHANIH OT Hero TpsabBa 1a ce U3XBBPIAT
B CBOTBETCTBHE C MECTHUTE H3UCKBAHMSL.

7. MNPHUTEXATEJI HA PASPEILIEHUETO 3A YIIOTPEBA
Zentiva k.s.

U kabelovny 130

Dolni Mé&cholupy

102 37, Prague 10
Yewka penybnnka

8. HOMEP(A) HA PASPEIIEHMETO 3A YIIOTPEBA

Per. No: 20200153

9. JATA HA ITBPBO PAZPEHIABAHE/TIOMHOBABAHE HA PAZPEHIEHHUETO 3A
YINIOTPEBA

Hara Ha mspBoO pa3pewasane: 23.09.2020 r.

10. JATA HA AKTYAJIMZUPAHE HA TEKCTA

24,03.2025 r,
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