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1. HME HA JEKAPCTBEHHS ITPOAYKT ExSrzp 14-01- N5

[lennak 875 mg/125 mg mg npax 3a nepopajiHa CyCrneH3us B caile
Penlac 875 mg/125 mg powder for oral suspension in sachet

2. KAYECTBEH H KOJIHMYECTBEH CbCTAB

Bcesiko cailie chabpika aMOKCHLIMIHMH Tpuxuapat (amoxicillin trihydrate) ekBuBaneHT Ha 875 mg
amokcuLMiIMH (amoxicillin) u kanueB knaBynaHar (potassium clavulanate) exBuBaneHT Ha 125 mg
KJ1aByJiaHOBa KMcenuHa (clavulanic acid).

[ToMOLIIHO BELIECTBO ¢ U3BECTHO JACHCTBHE

Bcesko cawe chabpxka 20 mg acnapram (E951)

3a MbJIHKUA CITMUCHK Ha MOMOLIHUTE BELIECTBA BHIKTE TO4YKa 6.1.

3. JIEKAPCTBEHA ®OPMA

[Ipax 3a nepopanHa CycCneH3us B calle.
[TouTu 6521 0O XKBITEHUKAB Mpax.

4. KJIUHUYHHU JAHHH

4.1 TepaneBTHYHH NOKA3AHHSA

[lennak e noka3aH 3a JIeU€HHE Ha CIE€AHMTE HHPEKLMH NMPHU BB3PaCcTHH U Jeua (BXK. Touku 4.2, 4.4, u
5.1):

® OcTtbp OakTepuaieH CHHYUT (aIEKBaTHO AMArHOCTULIMPAH)

OcTbp OTHUT Ha CPEAHOTO YXO

OcTpu ek3auepdbaumuu Ha XpOHHYEH OPOHXMT (a1€KBaTHO IHArHOCTHULIMPAH)

[THeBMOHMS, npuaoOUTa B 001LIECTBOTO

LlucTur

[Tuenonedpur

MHdekuuu Ha KoXKaTa U MEKUTE ThKaHH, MO-CINELHAIHO LIEJTYJIMT, YXanBaHUs OT )KMBOTHH,
TeXbk abcliec Ha 3bOUTE ¢ pa3npocTpaHaBalll ce LETYJIHT

® UH(eKLHH HA KOCTUTE H CTABHUTE, MO-CIELHAIHO OCTEOMHEIIHT.

Tpsabea na ce 00ObpHE BHUMaHHE HAa OPULIMATHUTE YKa3aHHWA 3a NpaBHIHaTa ynorpeda Ha
aHTUOAKTEpHAJIHH CPE/CTBA.

4.2 Jlo3npoBKAa H HAYHH HA NPHJIOKEHHE
Jo3upoBKa

IID3H]JDBKHT€ ca npeacrTaBCHHU CL06PH3HD CbAbP2KAHHUETO Ha amoxcuumuﬂfmaﬂynamﬂa KHCCJIMHA C
H3KJIIOYEHHE Ha CIIYHAHUTE, KOraTo JO3HUTE Ca JaACHH 110 OTHOLUCHHUC Ha OTACJ/IHATA CbCTABKa.

3a u36opa Ha no3ara Ha [lennak 3a neyeHue Ha oTaenHaTa MH(peKUHs TpAOBa 1a ce UM

® OyakBaHHTE NATOr€HH U BEPOSATHATA UM YYBCTBUTEJIHOCT KbM aHTHOAKTEPH

TOYKa 4.4)

s TexecTra ¥ MACTOTO Ha HHDEKIUATA \
® Bb3pacrra, TenecHoTo Terno u 6b0peyHara GpyHKLMSA HaA MaLUEeHTa, Ka '



VYnorpebara Ha arrepHaTHBHH GOpPMH Ha aMOKCHLIWIHMH/KJIABYIAHOBA KMCEJIMHA (HaNp. TAKUBA,
OCHIYPABALIH MMO-BHCOKH 03U Ha aMOKCHLIWINH W/WIH Pa3IMYHH ChOTHOLIEHHE HA AMOKCHLIM/IHH
KbM K1aByJIaHOBA KHCEUHA) Tpa0Ba a ce uMa TipeBri cnopea HeobxoauMocTTa (BxkK. Touka 4.4 1
5.1).

[1py BB3pacTHH H Aena > 40 kg Tazn ¢popma Ha AMOKCULIWIHHE/K1aBY/IAHOBA KUCENTHHA OCUTYDABa
o0ma aHeBHa 103a ot 1750 mg aMoxcHumnuE/250 mg KnaBy1aHOBa KHCETHHA NPU JO3UPAHE 1BA
ITbTH AHEBHO M 2625 mg aMOKCHLWIHH/375 mg KiaBylaHOBa KHCEJTHHA TIPH 1I03UPAHE TPH ITHTH
JHEBHO, KOTaTO CE MpH1ara KaxkTo € npenopuydaHo no-goay. [Ipn nena < 40 kg tasu ¢opma Ha
AMOKCHLIW/IHH/KABYJIaHOBA KHCEIHMHA OCKTYypaBa MakcuMaiHa nHesHa | 000-2 800 mg
aMOKCHLITHH/ 143-400 mg xnaBynaHoBa KHCeIHWHa, KOraTo ¢€ NpMiara, KakTo ce€ npenopbysa no-
aoay. AKo ce cyere, ue € Heo0XoauMa No-BHCOKA AHEBHA A03a HA AMOKCHLIMIIHH, C€ NPenopLyBa no-
noJy. AKO ce cyere, 4e € HeoOXoauMa No-BHCOKa JHEBHA 033 HA AaMOKCHLIMIIHH, C€ Npernopb4Ba
u360p Ha apyra ¢opMa Ha aMOKCHLIMIMH/KJIaByJIaHOBa KHCETHHA, 3a Ja ¢¢ Hu3berHe mpunaraHe Ha
HEHYXKHO BHCOKHM JTHEBHH O3 HA KJIABYJIAHOBA KHCEIMHA (BXK. TOYKH 4.4 1 5.1).

[TpoABLIKHTENTHOCTTa HA JICUEHUETO TPAOBaA fa Cce onpeleiH OT NOBJIHABaHEeTO Ha naiweHTa. Hakou
HH(EKLHMH (Hanp. OCTEOMHENIUT) H3UCKBAT NO-TONAMa IIPOABLIDKHTENIHOCT Ha JIeueHHETO. JleueHHeTo

He Tpa0Ba Aa MpoaAb/DKaBa noseyve ot 14 guu 6e3 nopTopeH npentes (BxK. ToUka 4.4 OTHOCHO
NPOALDKUTEIHA Tepanus).

Bw3pacmuu u 0eya > 40 kg

[IpenopbrYHTENHHA NO3HU:

o CravaapTHa o3a (32 BCHUKH nokazaHud) 875 mg/125 mg ara mbTH AHEBHO,

* [To-BHcoKa 034 - (0c00eHO 33 MH(GEKLHH KATO OTHT Ha CPEHOTO YXO, CHH3YHT, HH(EKLIHH Ha
NOJIHHTE AMXATEIHH IThbTHINA 1 HHOEKUMH HAa NMUKOYHUTE IbTUlla) 875 mg/125 mg TpH mbTH JHEBHO.

Heya < 40 kg
HEI.I&TE MOKE 08 CC JICKYBAT C MDKCH[IHJIHH/KJI&BYJIHHGB& KHCCJTNHA, CYCII€H3HH WIH [IEAHAaTPHYHH

calicTa.

[IpenopbunTENHHN BO3K:

. 25 mg/3,6 mg/kg/nen no 45 mg/6,4 mg/kg/neH, pazneneHd Ha ABE OTACNHU J03M:

o Ho 70 mg/10 mg/kg/neH, pasneieHH Ha JIBe OTACIIHH A03K MOXe Jia ce OOMHCIAT 3a
NPWICKEHHE NPH HAKOW HH(EKUHM (HanpHUMep NMPH OTHT Ha CPeAHOTO YXO0, CHHYHT H HH(]EKLIMH Ha
NOJIHATE AUXATEHHU ITbTHILA).

He ca HanHYHK KNMHUYHEK JaHHH 332 NpRAOKEHHEe HAa 7:1 (popMHTE HA AMOKCHIIWIHH/KIIaBYJ1aHOBA
KHCEJHHA B JO3H MO-BUCOKHU OT 45 mg/6,4 mg/kg/nHeBHO NpH Aeua noja 2 rOANHH.

HaMa xTHHHYHY JAaHHU 3a npunoxenue Ha 7:1 popMHTe HA aMOKCHLIWIHH/KIAaBYIAHOBA KHCE/IHHA
Npu Jena Ha Bu3pacT noa 2 meceua. Ilpenopeka 3a Ao3MpaHe NpH Ta3H BB3pacTOBA Ipyna HE MOraT Ja

OBbaaT HanpaBeHH.

Cmapuecka ev3pacm
He ce Hanara xopyurupaHe Ha no3ara.

bvbpeuno yapescoane
He ce Hanara xopurupaHe Ha 103aTa NPH NalUHeHTH ¢ kpeaTHHHHOB KnHpBHCE (CrCl) Haa 30 ml/min.

[Ipn naupeHTH ¢ KPEATHHUHOR KIHPBHC noa 30 mL/min He ce npenopbuBa NMPUIOKEHHE HY POPMATE

HA AMOKCHIWIHH/K/1aBYJIAHOBA KHCEJIHHA ChC CHOTHOLICHHE HA AMOKCHLIJIMH KbM KiIaByagesi Mo 2

K¥ceanHa 7:1, Thil KaTo HAMA HAJIHYHK NPENOPHKH 38 KOPUIMpaHe HA 103aT4. Sy

Yepnoopobro yepexcoane ,.:E s Aok

Tpabpa na ce no3Mpa BHUMATETHO H PEIOBHO Ja CE NPOCAeAsBa YepHoApoOHaTa QyHXLEHM (RE 1OV

4.3 n44). 2" R
"w\%}? u




HauuH Ha npHNOXKEHHE
Ilennak npax 3a nepopasHa CyYCrNeH3HA B callie € 3a NepopaHO NPHIOKEHHE.

Ha ce npueMa no BpeMe Ha XpaHeHe, 3a CBEXKJaHe 10 MHHHMYM Ha Bb3MOXHATAa CTOMALIHO-YPEBHA
HEMOHOCHMOCT U 3a NoaoOpaBaHe Ha abcopOuuaTa Ha aMOKCHLIWANH/KIIaBYJIaAHOBA KHCETHHA.

JleueHHETO MOXeE J1a 3aNOYHEe napeRTepaHo B cbOTBeTCTBHE ¢ KXIT Ha aMOKCHIIMIMH/KiIaBy1aHOBA
kucenrHa ['V-(popMyJIHpPOBKa H Aa c€ NPOABIKH ¢ NepopasiHa dopma.

ChappXKaHHETO Ha e1Ha 71034 OT callieTo TpAOBa na ce pa3TBOPH B NOJIOBHH 4awa Boaa. Pasbopxaiire
aobpe H u3nuiiTe He3abasHO,

4.3 IIpoTHBONMOKA3ARHSA

CBpBXYYBCTBHUTE/THOCT KbM 8KTHBHHUTE BELUIECCTBA, KOWTO H Ja € OT NeHUIMIHHHTE WIH KbM HAKOE OT
MOMOIHHUTE BeLlecTBa, M30pPOeHH B TOYKa 6.1.

AHaMHe3a 32 TeXKKa HeNOCPEACTBEHA peakldd Ha CBPbXUYBCTBHTEIHOCT (HANp. aHapUIIAKCHS) KBM
apyr 6eTa-naxTaMeH NpoayKT (Hanp. uedanocnoput, kapbaneHeM Win MoHODaKTaM).

AHaMHe3a 3a KBITCHHLA/ uepHOApOOHO yBpekIaHe, Tb/DKALIM C€ HA AMOKCHUWIHH/K/1aByJ1aHOBA
KucenuHa (Bx. Touka 4.8).

44 Chnennanun opeaynpexjicaus H NpeANA3IHA MEPKH NpH ynoTpeba

[Ipean 3anouBase Ha TEUEHHETO ¢ AMOKCHLIWIHH/KIaBYIAHOBA KHCEIHHA, NAaLMEHTsT TPAOBa aa ce
Pa3MHUTa BHHMAHUETO MO OTHOLICHHUE HA MPEAULIIHHTE PeaKiiuH Ha CBPbXYYBCTBHTEHOCT KbM
NEHHIMIHHH, LIedaTOCNOPHHHA WIH ApYrH fera-TaKkTaMHH NpOAYKTH (BXK. TOUkH 4.3 u 4.8),

CepHo3HH H MOHAKOTA (ATAIIHH PeakUHH Ha CBPbXYYBCTBUTEIIHOCT ( BKIIOYHTEHO aHAPHIaKTOUAHH
H TEXKH KOXKHH HexXeJIlaHHE peaKkLMK) ¢a ChOoOLIaBaHH ITPH MALMEHTH, JIEKYBAHH ¢ NEHHIIWIMH.
Bb3MOKHO € ChLUO peakLMMTE Ha CBPBXUYYBCTBHTEHOCT A4 NIPOrpecHpaT a0 CHHAPOM Ha Kounis —
CEpHO3HA ANeprydHa peakliya, KOATO MOXe a AoBeje 10 HHGpaPKT Ha MHOKapAaa (Bx. Touka 4.8). [o-
BEPOATHO € TE3M PeaklMH [a ce NOSBABAT NpPH NHLA C aHAMHE3A 32 CBPLXYYBCTBHUTE/IHOCT KbM
MEHHLWIHH WIH NIPH aTONWYHU svua. [Ipu nossa Ha anepruyHa peakius JEUEHUETO ¢
AMOKCHLIMNHMH/KAABYJIAHOBA KHCE/IHHA TPAOBA 1a ¢€ NPEYCTAHOBH U /18 C€ HA3HAYM NoAXOoAAlla
aNTepHATHBHA Tepanus,

HUmMa choOlneHus 3a eHTEPOKONUTEH CHHAPOM, NIPEIU3BHKAH OT NPHEM Ha nekapcTsoTo (drug induced
enterocolitis syndrome — DIES), riiaBHo npu neua, fipH KOUTO C€ NPUiiara aMOKCHIHIHH/K/1aByIaHaT
(k. Touka 4.8). DIES ¢ anepruuna peakums ¢ BOACHI CHMITTOM NPOABIKHUTENHO nosphinaHe (1 — 4
yaca cliell MpHeM Ha JICKapCTBOTO) 663 aNeprudiy KOXXKHH HIH PECIIMPATOPHH CHMITTOMH.
JonbaHUTETHM CUMITTOMH MoraT Aa 6naat Gonka B Kopema, AHapHs, XMITOTOHHS HJIH JIEBKOLIMTO34 C
HeyTpopwIHusa. UMa TeXKM Citydyan, BKIIIOYHTEHO ¢ NPOrpecHs A0 LIOK,

B chayuait ye ce nokaxe, ye¢ HHPEKUMATA C€ THDKH Ha AMOKCHLIMIMH YYBCTBHTEIHH
MHKpPOOpPraHH3MH, TpabBa 1a ce o6chau NpeMHHAaBaHE OT aMOKCHLIMIMH/KIaBY/1AHOBA KMCEIMHA Ha
AMOKCHLIW/IMH B CHOTBETCTBHE C OPHUHANHHTE YKA3AHHATA.

Ynorpebara Ha Ta3u popMa Ha aMOKCHLIUIMH/KJIaBYJIAHOBA KHCE/IHHA HE € MOAXOA1LIA, KOTaTo €
Ha/MLEe BHCOK PUCK MPEANoNaraeMUTe NaToreHy Aa ca ¢ pe3U3CTEHTHOCT KbM Oera-nakramu

NPOAYKTU, KOATO He € MeAUHpaHa oT OeTa-1aKTamMasH, YYBCTBHTEIHHM Ha MHXHOHpaHe OT
KucennHa. Tasu ¢popma He TpabBa aa ce U3MONI3BA 34 JICUEHHUE HA MEHUUMITHH-PE3UCTE
S.pneumoniae

[Ipy nauneHTH ¢ YBpeaeHa 6bubpeuHa pyHKLUMSA HIH IPH TAKHBA, ITPHEMALIIH BHCOKH
NOABAT 'bp4OBe (BXK. TOUKA 4.8).



JleueHHeTo ¢ AaMOKCHLIMTMH/KNIaBY/IaHOBA kucenuHa TpaOBa ga ce n3barea rpH CbMHEHHE 32
uH(pEKLHO3HA MOHOHYKJ1€03a, ThH KATO NPH TOBa 3a00/1ABaHe Cilel MPHIOKEHHE HA AMOKCHLHIIMH €

Habmonaea nosBara Ha MopounugopMeH oOpHB.

EnHoBpeMenHa ynotpeba Ha aloIypHHOJ 110 BpEMe Ha JieYeHHe ¢ AMOKCHLIWIIMH MOXE J1a C€ YBEJIHYH
BEPOATHOCTTA 32 ANEPruYHU peakliMH OT CTPaHa Ha KoXkKaTa

[TpoawpkuTenHaTa ynorpeba noHAKora MoXe Aa AoBeke 10 CBPBXPAcTeka HA HCYYBCTBHTEIHH
MHKPOOPTraHU3MH.

[TosBaTa Ha CWIHO 3a4€pPBEH FeHEePATH3HPAH €PHUTEM CHITPOBOJEH OT MyCTY/a B HA4aloTO Ha
Ne4YeHHETO, MOXE J1a € CHMITTOM Ha OCTpa reHepaiM3upaHa ekzaHTeMHa ImyctyJioda (AGEP) (Bx.
Touka 4.8). Tasn peakuua Hajara CMpaHe Ha JICUEHHETO ¢ AMOKCHLIMIMH/KNABYIAHOBA KHCENHHA U €
TIPOTHBOMOKA3aHHE 3a NOCICABALL MPUEM HA AMOKCHLIIHH,

AMOKCHLIWJIHH/KJIaBYJIaHOBA KMCEIMHA TpAOBa Ja ce nmpHiiara BHHMAaTE/IHO NPH NalHEeHTH ¢ AaHHH 34
yepHOAPOoOHO yBpexkaaHe (BXK. ToukH 4.2, 4.3 ¥ 4.8).

CuOWTHS OT CTpaHa Ha 4YepHHA Apod ca ChoOIaBaHH [PEIHMHO INPK MBXE H IPH NALMEHTH B
cTapuecka BB3pacT, U MOXe a ca CBbP3aHH ¢ NPOAL/DKUTENHO NeueHHe. Te3n coOuTHA ca
cBhoOLIABAHHA MHOTO PAAKO NpH Aeua. [IpH BCHHMKH NOMyAalMK, NPH3HALIUTE H CHMITTOMHTE
oOMKHOBEHO ce HabIoJaBaT Mo BpeMe Ha WIH MAJIKO CJIER JIeYeHHE, HO B HAKOH CITyYaH MOXe Ja He
Ce H3ABAT 0 HAKOJKO CEAMHIM CleJl MpeyCTaHOBABAHE HA JieUeHHUeTo. Te3u cuOnTHI OOMKHOBEHO ca
oOpaTumu. UepHoapoOHUTE CHOMTHS MOYTH BHHATH Ca HAOMOAaBAHH NMPH NALIMEHTH CbC CEPHOIHO
npeaxoxaanio 3abonsapaHe Wi NpUeMaild €JHOBPEMEHHO JIEKapCTBa, 3a KOHTO € H3BECTHO, Y¢ HMAT
NOTEHLHAJ 3a YepHOApoOHH edekTH (BXK. TOuKa 4.8).

KonuT cBBbp3aH ¢ NpUIoKEeHHeTO Ha aHTUOHOTHLM € choDlaBaH [TpH MOYTH BCHYKH
aHTHOAKTEpHAITHH NPOLYKTH, BKJIIOYHTETHO NMPH AMOKCHLIWIMH H MOJKE 1a BapUpa No TEKECT OT JIeK
10 JXHBOTO3acTpallapall (Bx. Touka 4.8). [1o Ta3u npuuMHa, NpH NalMEHTH ¢ AHapHs N0 BpeMe Ha
WIH CJie] JiedeHHe C aHTHOHOTHLIM € BaXKHO J1a Ce MMa NMpeABU] Ta3u JUarHo3a. AKO C€ NOABH KOJIHT,
CBBP34H C NPWIOKEHUETO Ha aHTHOHOTHLIH, NedeHreTo ¢ [lewnak Tpadea HezabaBHO aa ce
NPEYCTAHOBH, Ja CE€ HANpaBy KOHCYJITALIHA C JIeKap H [ia ¢e 3ano4yHe noaxoadino neyeHue. B Tosu
CJTydal ca npOTHBOMNOKA3aHH AHTHINECPHCTANTHYHH JICKAPCTBEHH MPOAYKTH.

[To BpeMe Ha NPOABDKHTETHO JIEYEHHNE € NPENOPHYHTETHO NEPHOANYHO 11a C€ OLUECHABAT OPTaHHUTE H
cicTeMun (GyHKIMH, BKTIOYHTENHO OB0peuHaTa, yepHOApOoOHaTa M XEMOMNOETHYHATA PYyHKLHUS.

CroOuaBaHn ca peaxH ClTyYaHn Ha YIb/DKaBaHE Ha MPOTPOMOHHOBOTO BpeME TIPH MALIMEHTH,
JIeKyBaHH ¢ aMOKCHLIWIMH/KJIABYJIAHOBA KHCENHHA. IIpH e IHOBpEMEHHO NMPHIOKEHHE C
aHTHKOAryJaHTH Ce Hajara noaxoAsmo npociensasaHe. Moxe aa € HeoOX0AHMO KOPHTHPaHE Ha
N03aTa Ha NEPOPATHHTE AHTHKOAFYJIAHTH 34 MOAJbPXKAHE Ha KEeTaHOTO HHBO Ha aHTHKOAryJ1alHs (BX.

TOYkH 4.5 n 4.8).

[Tpyu naumenTH ¢ 6B0peUHO yBpexXIaHe Ko3aTa TpAOBa a ce KOPHIHpa B 3aBHCHUMOCT OT CTETIeHTa Ha
yBpexcaaHe (BxK. Touka 4.2).

[Tpu naupeHTH ¢ HAMAIEHO OTAENAHE HA YPHHA MHOTIO pSAAKO € Habmo aBaHa KpHCTATYPHA
(BITIOUUTENHO 0cTpo OBOpeuHo YBpeXKAaHe), INIaBHO MPHU NIapeHTeEPATHO JeueHHe. [1o Bpeme Ha
NMPWIAraHeTo Ha BUCOKH JA03H AMOKCHLIWIHH C€ MPENnopbuUBa NOAABPKAHETO Ha AZIEKBATEH NPHEM Ha
TEYHOCTH H OTIHENAHE HA YPHHATA C L€l Aa ¢€ HaMalld pMCKBT 34 aMOKCHLIWIHHOBA KpPH
naiiMeHTH C KaTepbp B MUKOYHUA MeXyp TpAOBa a ce MPOBEK/a PpEAOBEH
KOHTPOJI Ha MPOXOAUMOCTTA MY (BXK. TOUKH 4.8 H 4.9).




[0 BpeMe Ha Jle4eHHE ¢ AMOKCHLIWIHH TpsibBa [1a Ce M3MOJN3BAT EH3MMHHTE INTIOKO300KCHAA3HH
METOJH IIPH W3C/IeIBaHe 338 HAJIWYHE Ha IJII0OKO3a B YPAHATA, Thii KATO IPH HEEH3HMHHTE METOAH
MOXe Na ce HabmoaasaT GanuyBo NONOKUTENTHH Pe3yJITATH.

HanuureTo Ha KJIaBY/IaHOBA KHCE/TMHA B AMOKCHLIWIMH/KaBYIAHOBA KMCEJIHHA MOXeE J1a IPHYMHH
HecnenuduuHo cBLp3BaHe Ha IgG 1 anbyMuHa ¢ MemMOpaHWTe Ha YepBEHHUTE KPbBHH KIETKH, BOAELLO
10 ¢pamuMBO MOJOXKHTENEH TecT Ha KymOc¢.

Cro0masany ca CJTyuaH Ha MONOXKHUTENHH Pe3yJITaTH OT U3caeaABaHus, Hanomseawy Bio-Rad
Laboratories Platelia Aspergillus EIA TecT npn naupeHTH, NpAEMaIIH aMOKCHLIWIHH/KNaBy1aHOBa
KHCEJIMHA, 38 KOHTO € YCTAHOBEHO, Y€ He ¢a MH(pEeKTHpaHH ¢ Aspergillus. CrobliaBaHm ca KpbCTOCAHH
peakinMM Ha He-Aspergillus nonusaxapuau n nonudypanosu ¢ Bio-Rad Laboratories Platelia
Aspergillus EIA Ttect. CneaoBaTenHo noaoKUTENHHUTE Pe3YITATH OT H3C/IEABAHHS [TPH NAUMEHTH,
npHeMalliid AaMOKCHLIMIHH/KJIaBY/IAHOBA KUCE/IHHA, TPAOBA fa C€ HHTEPNPETHPAT BHHMATEIHO H Ja ¢
MOTRBPAAT Ype3 APYTH JHATHOCTHYHH METOIM.

[leHnak chLALPIKA AcriapTaM

To3u nekapcTBeH NpoAYKT chabpxka 20 mg acnapram (E951) 3a came. Acnapram € H3TOYHHK Ha
¢erunanaHuH. To3n JekapcTBeH NpoAyKT TpAOBA Ja ce npunara ¢ BHHMaHHe NpU NawMeHTH ¢
deHnnkeToHypua. HiMa HANMYHH HEKJIIMHHYHH WIH KTHHAYHYA JaHHM 34 OLICHKA Ha ynorpebara Ha

acriapTaM IpH KbpMAaueTa Ha BB3pacT noa 12 ceAMMLM.

4.5 BaarmogelicTBHe ¢ APYrH JEKAPCTBERE DPOAYKTH M ApYrd QOpMH HA B3aHAMOJeHCTBHE

| lepopaaHH AHTHKOAryJIaHTH

[lepopanuure KOAryJlaHTH U NEHUIIMIHHOBUTE AHTHOMOTHLIM Ca U3MOJI3BaHHU LUIHPOKO B NPAKTHKATA
6e3 crobluenna 3a B3auMoeicTBHe. BhipekH ToBa, B IMTEpaTYpaTa HMa ONTMCAHM CJIY4YaH Ha
NOBULLIEHO MEKAYHAPOAHO HOPMANH3IKpaHO croTHOWEHHE (INR) mpu nauueHTH Ha MOAABLPXKALLO
JeYeHHe ¢ alleHOKYMapoJ WiK BapdapHH, Ha KOUTO € HA3HAYEHO JICUCHUE U ¢ aMOKCULIWIHH, [IpH
HeOoOXOAHMMOCT OT €AHOBPEMCHHO MTPHIIOKEHHE TpOBa BHUMATEITHO Aa c€ MPOCicaABaT
NpoTpoMOMHOBOTO BpeMe WIH MEXAYHAPOAHOTO HOPMANU3HPAHO OTHOLIEHHE FIPH A00aBAHETO UIH
CMAPAHETO HA AMOKCHLIMIMH. (OCBEH TOBa MOXe J1a € HEOOX0AMMO KOpUIrHpaHe Ha [03aTa Ha
NePOPaNTHUTE aHTUKOAryJIaHTH (BX. TOUKH 4.4 U 4.8).

MetoTpekcar
[TeHHLIMAHHMTE MOXE 1A HAMAJIAT €KCKPELUATAa HA METOTPEKCAT M TaKa 18 NMPHYHUHAT

NOTEHIHAIHO MOBHILIABAHE HA TOKCHYHOCTTA.
[Ipobeneunn

He ce npenopsuBa chitbTcTBaINa YnoTpeda Ha npobeneunn. [Ipobeneuna Hamansapa
ObOpeuHaTa TyOynHa cexkpeums Ha aMOKCHLWIHH. ChbTCTBaLaTa YnoTpeba Ha
npobeHetua MOXE Aa J0BEAE A0 MOBHIICHA KOHLUCHTPALUS U MO-MPOABIDKHTENIHO
NPHCHCTBHE HA aMOKCHLIMIHH B KP'BBTA.

MuxogeHonat ModeThn

[Ipu naimeHTH, npHemaiy MukodeHonat modernn, ce cro011aBa 38 HAMAIABAHE Ha NPECIHATA
KOHLIEHTpallMa Ha akTHBHHA MeTabonut MukodeHonosa kucenuHa (MPK) ¢ npubnusurenno 50%
c/iel 3anO4YBAHE Ha JIeYeHHe C NepopaneH aMOKCHLIWIHH TUTIOC KJIaBYJIAHOBA KHceluHa. [IpoMsaHarTa Ha
NpeAao030BOTO HHBO MOXE 8 HE OTpa3sBa TOMHO MpoMeHHTe B oluiara excno3uuua Ha MK®, [Topanu
TOBA MPOMSHA B J03aTa HA MHKOdeHOoIaT ModeTH OOMKHOBEHO HE € HeoOXOANMa MPH JIMNCA Ha
KIMHHYHH AaHHH 3a RapyuieHa QyHKUMS Ha npyucaakaTta. Benpekn Topa, TpaOBa Ja ce M3sbpILBa
BHUMATEJIHO KINHHHYHO NPOC/ICAABAHE MO BPEME Ha NCHYEHUETO ¢ KOMOHHAUKS U MAIKO clen
3aBbplIBaHe HA RHTHOMOTHYHATA TEpAarHA.

4.6 DeprranTeT, 6peMEeHHOCT H KbpMeHe

Iln-

o
L)

bpemeHHOCT
[TpoyuBaHHs NpH XKUBOTHH HE MOKA3BAT MPEKH WIH HENMPEKH BpeAHH BL3REHCTBHA Bb
6peMerHOCTTa, eMOPHOHATHOTO/PETANTHOTO Pa3BUTHE, paXKIAHETO WIH NOCTHATATHOTO

" viye!



(B TOYKA 5.3). OrpaHHUYeHH AaHHM 34 ynoTpedaTa HA AMOKCHLIMNIMH/KTaBY/IAHOBA KMCE/IMHA 1O
BpeMe Ha OpeMEeHHOCT MPH Xopa He NMOKa3BaT MOBHIICH PHCK OT BPOACHH Mandopmaumi. [Ipn
NPOYUBaHe IMpHU XKEHHU ¢ NPEATEPMHHAIHA MPEe)KIACBPEMCHHa PYNITYpa Ha ¢eTtanHaTta MembpaHa ce
choOlana, e NpoWIAKTHYHO JIeMeHHE ¢ AMOKCHLIWINH/KIABYJIAaHOBA KHCEIHHA MOXeE 1a € CBbP3aHO
¢ MOBULICH PUCK OT HEKPOTH3HMPALLl €HTOPKOMUT NpH HoBOpoAeHH. [IpunoxkeHueTo Ha
aMOKCHIIWIHH/KJIaBYJIJAHOBA KHCEJIHHA 1O BpeMe Ha OpeMeHHocTTa TpsAOBa fa ce H30Area, OCBEH aKo
NeKapAT He NPELIEHM, ue € HeoOX0oauMo.

KnpMmeHe
JBeTe aKTHBHH BELIECTBA C€ EKCKPETHPAT B KbpMaTa {He ¢a YCTaHOBEHH e(DeKTHTE HA KIABYJIaHOBa

KHCEJIMHA BBPXY KbpMa4deTo). CNneqoBaTeIHO ¢a BE3MOXKHH AHapHa H reOMuHa HHQeKLMA Ha
JUTaBHIIMTE MPH KbpMavyeTa, KOETO MOXe Aa HaJIOXKH NMPeYCTAHOBABAHE HA KbPMEHETO.
B13MOXXHOCTT2 3a NOBHINABAHE HA YYBCTBHTENIHOCTTA TPAOBA Aa ce B3eMe NnoJ BHHMaHHe.,
AMOKCHLIWJIMH/KIaBYJIAHOBA KHCE/IHHA TPA0Ba Xa ce H3NMOA3Ba MO BpeMe Ha KbpPMEHE CaMo CIIc/
NpeLCHKa OT JISKYBAIlMsA JIeKap Ha ChOTHOILICHUETO MOI3a/PUCK.,

4.7 EdexTa Bbpxy cnocobHOCTTS 32 ModHpaAHe H padoTa ¢ MAHIHHK

He ca npoBexxaanu Npoy4YBaHuA 3a ePeKTHTE BEPXY criocobHOCTTa 32 BiodupaHe H paboTa ¢ MallIHHH.
Bunpekn ToBa MOXKE 12 C€ NMOABAT HEXKEIAHH peakunH (Hanp. ajIcpru4HH PeakLMH, 3aMaHBaHe,
rkp40Be), KOUTO MOTAT J1a MOBJIMAAT cnocoOHoCTTA 3a WodHpaHe H paboTa ¢ MALLIHHH (BHXK TOYKA
4.8).

4.8 HexeJaHH NeKapCTBEHH peakiHH
Haii-uyecTo cbobuiaBaHuTe Hexxenanm nekapeteeHH peakunu (HJIP) ca auapna, rageHe H NoBpbillaHe.

HexenaHMTe nexapcTBEHH peaxiiiH, NOXYUYEHH NPH KIMHHYHH NPOYYB3HHA M NOCTM3PKETHHIOBO
HaOoZieH1e ¢ AMOKCHLIWIMH/KIIaByiaHOBAa KHCE/IHHA, ca U30POeHH No-10AY M ¢ KaTerOpH3HpaHH
cprnacHo MedDRA, no cucreMo-opraleH Kiac.

Hinon3paHa € caeaHaTa TEPMHHONOIHA 3a KIacCH(HLIMPAaHe Ha YECTOTATA Ha HEeXKETaHHTe
JICKApCTBEHM PEaAKLIMH:

Muoro yectu (>1/10);

Yectu (>1/100 oo <1/10);

Heuectn (>1/1 000 oo <1/100);

Peaxu (=1/10 000 ao <1/1 000);

MHoro peaku (<1/10 000),

C HeM3BecTHA UeCTOTA (TAKUBA, IPH KOUTO He MOXe Jia Obae HarpaBeHa OLIEHKA OT HATTHYHHTE
JaHHH).

Hudexknur H REHPeCTAIHR

Kanaunosa Ha KoxkaTa M JJMraBHLIMTE HYectH

CBpbXpacTexk Ha HEYYBCTBUTE/IHH MHKpoopraiusmMy | C HEH3BECTHA 4ecToTa

Hapymenus HA KPLBTA H JIHMGHATA CHCTEMA

ObpaTuma neBkoneHns {BKIIOYHTENHO HeyTponeHus) | Peaxu
_TpombGounroneHus Peaku

ObpaTHMa arpaHyJIOLIHTO38 | C HEM3BECTHA YECTOTA

XeMOJIUTHYHA aHeMHS C HEH3BECTHA YecToTa

Y AniDKaBaHe HAa BpEMETO HA KbPBEHE H Ha C Hen3BecTHa 4ecToTa

MpOTpOMOHHOBOTO BpeMe'

Hapymenns Ha BMYHHATA CHCTeMAa®

AHIMOHEBPOTHYEH OTOK C HEH3BECTHA YEeCTOTa

AHadunakcus C HensBecTHa 4ecToTa

CuHapoM, noaobeH Ha cepyMHa dornecT C HeM3BECTHa UecTOTA

XHNEPCEH3IUTHBEH BaCKYJIHT C HeH3BeCTHA YeCTOTA




Hapymenss HR HEPBHATA CHCTEMA

JamasHOCT HeuectH
['nasobonne HeuectH
O6paTHMa XMNEPaKTHBHOCT C HeH3BECTHA YECTOTa
' Fnpuose! C HeM3BECTHA 4ecTOoTa
AcenTHYeH MEHHHTHT C HeH3BECTHA YECTOTA
ChpaeYyHH HapYIICHHS
Cunapom Ha Kounis C HeH3BecTHa YecToTa
CroMalnHo-9peBHH HAPYIIEHHAS
Jnapns | MHoro yectn
Fanene’ Yectn
| [loBpbliaHe | Hectn
HapyineHo xpaHOCMHIaHe HeuyecTH
KOJIMT, CBBp3aH C IPHICKEHHETO HA aHTHOMOTHII® | C HEW3BECTHA YecToTa
YepeH ,,kocMat e3uk (black hairy tongue) | C HeM3BecTHa yecToTa
EHTEpOKOIUTEH CHHAPOM, NPEAH3BHKaH OT rpHeM Ha | C Hen3pecTHa YecToTa
JICKAPCTBOTO _
OcThbp NaHKpPEaTHT C HeM3BECTHA YecToTa
XenaToOuIHADHHE HAPYIUCHAS
[osmuasane Ha AST w/wm ALT* | Hewectn
Xenatur’ | C HeH3BECTHA YECTOTA
XonecTaTHyHa X BJITEHHLIA C HeM3BECTHA YeCToTa
Hapymenns HR KOKATA H ROAKOKHATA ThKAH® _
Koxen obpus Heuectu
 Copbex HeuectH
_YpTHKapHA | HeuectH
_Epurema myatHdopme Penxu
Cuigpom Ha CTHBBH-J/DKOHCHH C Heu3BECTHA 4ECToTa
TOKCHYHA enUACPMATHA HEKPOIH3a C HeH3BECTHA YECTOTa
' BynoseH exchonHaTHBEH ACpMATHT C Hen3BecTHa 4ecToTa
OcTtpa reHepanu3HpaHa €K3aHTEMHa ITYCTYI03a C HeusBecTHa 4ecTOTa
 (AGEP) _
MeaHKaMEeHTO3Ha peakiiia ¢ eo3HHOMIWIHA 1 C HensBecTHa UecTOTA
cicTeMHH CHMITTOMH (DRESS)
CHMeTPHUYEH JIEKapCTBEH HHTEPTPUIHHO3EH U C HeH3BecTHa YecToTa

¢pnexcypeH exk3aHTeM (CHHAPOM Ha rnapHaHa)
(Symmetrical drug-related intertriginous and flexural

exanthema - SDRIFE)

Jlnueapua IgA Gonecr | C HenspecTHa uecToTa

Hapymenns Ba 6n0pennre B NHKOYHATE NHTHINS

HurepcrvipiaieH HeQpHT C HeH3BECTHA YECTOTa

Kpucramypus (BKAIOUHTEAHO 0CTPO OBOpeyHo C Heu3BeCcTHA YecToTa
yBpesxknate)'’

'Bik Touka 4.4

TTosBaTa Ha rajicHe € ro-4ecTa MpH NepopaieH MPHEM Ha BUCOKH 031, AKO C€ NMOABAT PEaKLHH OT
CTpaHa Ha CTOMALIHO-YPCBHHUA TPAKT, TC MOTAT Ja CE HAMAJIAT C NPHEM Ha
aMOKCHLIM/IMH/KIIABYJIAHOBA KHCEJIMHA B HAYAJIOTO HA XPAHEHETO.

*BIIOYHMTENHO NICEBAOMeMOpaHO3eH KOJTUT H XeMOparuueH KONMHT ( BWK Touka 4.4)

‘Ymepeno nosriaBane Ha AST w/unu ALT e ycTaHOBEHO NPH NALIHEHTHTE, JIEKYBAHH ¢ OeTa-
JJAKTAMHH aHTHOHOTHLIM, HO 3HAYEHUETO HA TE3N NPOMEHH He € U3ACHEHO.
‘TakuBa peakLMH ca YCTAHOBEHH M cJliefl MPUNOKEHHE Ha JpYTrH NEHHLIHHY H Uedangenoy
TouKka 4.4).

SAKo ce MOABH peakiLMs Ha anepru4eH ACPMATHT, JICHEHHETO TpAOBa aa ce npey
4.4).

"Bk Touka 4.9

*Brok Touku 4.3 u 4.4




CrofinapaHe Ha MOJO3UPAHK HEXENaHH PeaKLIHH
Cro0InaBaHeTo Ha NOAO3MPAHH HEXENaHH peakiMy cliell pa3pelulaBaHe 3a ynorpeda Ha 1eKapCcTBEHHA

NPOAYKT € BakHOo. TOBa No3BoAABa a NPOABDKH HAOMIOACHHUETO Ha CHOTHOMIEHHETO NMOJI3a/PHCK 32
JIeKapCTBEHHA NPOAYKT. OT MEAMLIMHCKUTE CNCLIHATHCTH C€ H3HCKBA Aa ChOOILIaBaT BCAKA
NMOAO3MPAHA HEXKENMaHa peaklus upe3 U3mbiHHTENHA areHilHa no JiekapeTeara ya. ,,/lamMan ['pyes”
Ne 8, 1303 Codus, Ten.: +35 928903417, yebeaiiT: www.bda.bg.

4.9 Ilpeno3mnpane

CeMIITOMH ¥ NPH3HAUM HA TIPENO3UPAHE
Moxe na ce HabmogaBaT CTOMALIHO-YPEBHH CHMITTOMH H HApYWIaBaHE HA BOAHO-CJICKTPOJIMTHHSA

bananc. Habmopapana € aMOKCHHIWIHHOBA KPHUCTATYPHA, B HAKOH CJTy4aH Bozeia go 66peuna
HeAOCTaThYHOCT (BHXK TOUKA 4.4).

Moxe na ce HabmoaasaT rep4oOBE NPH NaUMEHTH ¢ HapylieHa 6bOpeuHa GYyHKLMA WIH NPH TE3H,
MpueMallyd BUCOKH JO3H.

HMma cpobiieHns, ye aMOKCHLIWIHH C€ YTafdBa B KATETHPA HA MMKOYHNA MEXYP, OCHOBHO CJI€]
MHTPAaBEHO3HO MpUIaraHe Ha BUCOKH JA0O3H.

Hma cro0lieHns, 4¢ aMOKCHLIFUTHH C€ YTAasBa B KATETHPA Ha MHKOYHHA MEXYP, OCHOBHO clie]
MHTPAaBE€HO3HO NpHaraHe Ha BUCOKH A03HM. TpabBa Aa ce MpoBexkaa pEAOBEH BH3YAICH KOHTPOM (BHXK
TO4Ka 4.4).

KOHTpON Ha HHTOKCHKA&UINATA
CUMITTOMHTE OT CTpaHa Ha CTOMALLIHO-YPEBHHSA TPAKT MOraT Ja ¢e JICKYBAaT CHMITTOMATHYHO, KaTo ce
o0bpHE BHHMAHHE HA BOJHO-ENIEKTPOIUTHHA Oanauc.

AMOKCHUMAHH/KITABYJIAHOBA KHCEJTHHA MOXKeE Jla ceé OTCTPaHH OT KpbBoOOpallleHHETO ypes
XeMOAHANIH3A.

5. @®APMAKOJOIrHYHM CBOHMCTBA
5.1 dapMaxkoIHHAMHMYHH CBOHCTBA

dapMakoTepaneBTHYHA I'pyna:; aHTHOaKTepnalHH CpEACTBA 3a CHCTeMHa ynorpeba, KoMOuHaLIMH OT
NEHHLWIHHH, BKTIOYHTENHO Oeta-nakrozaMun HHxubuTopu; ATC kxoa: JO1CRO2.

Mexauu3isM Ha nelHcTBHe
AMOKCHIIWIHH € NOTYCHHTETHYEH MeHULIMNHH (OeTa-nakTameH aHTUOHOTHK), KOATO UHXHOUpA ¢OHH

WIH MoBeYe eH3UMH (MeCTO HApHYaHH NeHHIWIHH-CBBp3BallH NMpoTeHHH, PBPs) B muT4 Ha
OuocuHTe3a Ha GaKTepHaNHUA NENTHAOTIHKAH, KOUTO € ChLISCTBEH CTPYKTYPEH KOMIIOHEHT Ha
bakTepyanHaTa Kierb4yHa creHa. MHxubHupaHeTo Ha cHHTe3a Ha NENTHAOTAMKAHA BOAM A0 oTcaabsaHe
Ha KJIETbYHATA CTE€HA, KOETO OOMKHOBEHO C€ IMOC/IeBa OT KIEThYHO pa3rpaxaaHe U CMBPT.

AMOKCHIWIHH € YYBCTBHUTENIEH KbM pa3rpaxaaHe oT OeTa-naxraMa3uTe, NPOayLIMPaHH OT
PE3UCTEHTHHUTE OaKTepKH, NOpaaH KOETO, CNEKTHPLT MY Ha AeiiCTBHE HE BKNIOYBA MHKPOOPTAHH3MH,
KOMTO NPOK3BEKIAT TE3H EHIUMH.

KnaBynaHosara kucenuHa € 6era-nakraM, CTPYKTYPHO CBbpP3aH ¢ NEHULIWIHHHTE. T4 HH
HAKOM Oera-laKTaMa3HU eH3IUMH, KaTo MO TaKbs HAYHH MPEeNoTBPATABA HHAKTHBHPAH
aMOKCHUMIIHH. KNlaBylaHOBATA KUCE/IMHA CAMOCTOATETHO HE NPOABABA KIHHHYHO I10
aHTHOaKTEpHANIEH €(eKT.




Bpb3ka GapMakokHHeTHKa-(hapMakOAHHAMHKA
Bpemero Haa MuHHMaiHaTa mHxubupaia koHueHTpaums (T>MHK) ce cunta 338 OCHOBHHAT

onpeaensm ¢GaxTop 3a ePUKACHOCTTa HA AMOKCHLIWIHH.

MexaHy3MH Ha pe3UCTEHTHOCT
JIpaTa OCHOBHK MEXAHH3Ma Ha PE3UCTEHTHOCT KbM aMOKCHLIWIHH/K/IaBYJIAHOBA KHCETHHA Ca.

. HUnaktusupaHe oT Te3d OakrepuanHu OeTa-jakraMasd, KOMTO HEe ca HHXHOHMpaHH OT
K1aBYJIAHOBA KHCEJIHHA, BKmounTenHo Kiac B, C n D.
° Hamenenue Ha PBPs, koeTo Hamansra adpHHHMTETA HA AHTHOAKTEPHANTHUA TPOAYKT KbM TapreTa.

JIuncara Ha nepMeabunuTeT Ha faKTEpUHTE WIH MEXaHH3MUTE Ha edIyKC noMnaTta Morart J1a
NpHYMHAT WIH Ja AONPpHHecaT 3a OaKTepHaATHATA PE3UCTEHTHOCT, 0CODEHO NpH | paM-OTpHUATENIHHTE

bakTepHM.
["paHuyHH cTOHHOCTH (breakpoints) NpH HINHTBAHE HA YYBCTBHTENHOCT

Kpurepus 3a uarepnperaima Ha MUK (MuHuMannaTa KHXHOUpallla KOHUCHTPAlMA) [TPH U3NHTBaHe
HA YyBCTBHTEJIHOCT ca paspaboreHs o1 EBponeiicKHS KOMHTET NO H3NHUTBAHE 38 YyBCTBHTEIHOCT KbM
anTHMUKpoOHH nekapetea (EUCAST - European Committee on Antimicrobial Susceptibility Testing)
32 aMOKCHLIWIMH/KJIaByIaHOBA KHCEJIHHA M Morar fa ObAaT HAMEPEHH Ha:
https://www.ema.europa.eu/documents/other/minimum-inhibitory-concentration-mic-
breakpoints_en.xlsx.

PasnpocTpaHeHHETO HA PE3MCTEHTHOCTTA MOXKE Ha BapHpa reorpadckv ¥ BbB BPEMETO 38 ONPEAECIICHH
BHAOBE H € XKeJIaTEHO Aa KMa JIOKanHa HHpopManHa 3a pe3UCTeHTHOCTTa, 0COOEHO NPH JIEUEHHE HA
TexXKH HHpeKuuH. [Ipn HeoOxoaumocT TpaOBa na ce MOTLPCH ChBETA Ha EKCIIEPT, KOTaTo JIOKATHOTO
pasnNpOCTPAHEHHE HA PE3UCTEHTHOCT € TAKOBA, Ye NOJI3aTa OT JICKapCTBEHHS NPOAYKT MPH NOHE HAKOH

BHAOBE MHPEKIIHH B MO BBLITPOC.

MHKpOOPraHH3MH, KOMTO o0HuaiiHO ca YYBCTBHTE/IHU

Aepobuu ['paM-noa0KHTEIHH MHKPOOPTraHW3IMH

Enterococcus faecalis

Gardnerella vaginalis

Staphylococcus aureus (METHLIWIHH-JYBCTBHUTENEH)
Koaryna3za-HeraTHBHH cTagUIOKOKH (METHLMIMH-UYYBCTBHTEIHH)
Streptococcus agalactiae

Streptococcus pneumoniae’

Streptococcus pyogenes U ApYTH D€Ta-XEMONUTHYHH CTPENTOKOKH
I'pynara Ha Streptococcus viridans

AepoOHH ["paM-OTPHIATETHH MAKPOOPraHH3IMH
Capnocytophaga spp.

Eikenella corrodens

Haemophilus influenzae’

Moraxella catarrhalis

Pasteurella multocida

AHaepoOHH MUKPOOPraHH3MH

Bacteroides fragilis

Fusobacterium nucleatum

Prevotella spp.

Biaozse, Npy KOHTO OOHMTATA PE3UCTEHTHOCT MOXE J1a € Npobiem '
Aepobun 'paM-TIOJIOKHTENHHU MU raHH3MH

Enterococcus faecium®

AepoOHu [ pam-oTpHLIaTEIHH MUKPOOPraHU3MH
Escherichia coli




Klebsiella oxytoca
Klebsiella pneumoniae
Proteus mirabilis
Proteus vulgaris

M raHW3MH ¢ BPOACHA DE3HCTEHTHOCT

AepodHu I'paM-OTPHIATETHH MUKPOOPTraHH3IMH
Acinetobacter sp.

Citrobacter freundii
Enterobacter sp.

Legionella pneumophila
Morganella morganii
Providencia spp.
Pseudomonas sp.

Serratia sp.
Stenotrophomonas maltophilia

Jpyrv MUKpOOpPraHU3MH
Chlamydophila pneumoniae

Chlamydophila psittaci

Coxiella burnetti

Mycoplasma pneumoniae

‘EcrecTBeHa HWHTEpPMEIMEpHAa YYBCTBHTEJIHOCT TIPH JIMNCA HA INPUAOOMT MEXaHHM3MM Ha
PE3IHCTEHTHOCT.

tBCHUKKM METMLAIHH-DEIHCTEHTHH CTAQWIOKOKH €a PE3HCTEHTHH KbM aMOKCHIWIHH/KNaBynaHOBa
KHCENHHA.

'Streptococcus pneumoniae, pe3aMCTEeHTHH KbM MEHHULIWIMH He TpaOBa J1a ce NEKYBAT ¢ TasH Gopma Ha
AMOKCHLIMJIMH/KIaBYIaHOBA KMCENHUHA { BHK TOUKH 4.2 1 4.4).

‘IllamoBe ¢ HaMalleHa MYBCTBHTENHOCT ca AOKIAABAHM B HAKOHM cTpaHm B Esponelickus cwio3 ¢
yecTOoTa NO-BUCOKa OT 10%.

5.2 PapMakoKEHETHYHH CBOHCTBA

Abcopbums
AMOKCHLI/IMH Y KJIABYJISHOBA KMCEJIHHA C€ AUCOLIMHPAT HAITBJIHO BbB BOJEH pasTBOp C

duzuonornuHo pH. /lpere akTuBHU BeulecTra ce abcopdupar 6np3o u nobpe cnen nepopanno
NpuiokenHe. AdcopbuusaTa Ha aMOKCHLITHH/KJIABYJIAHOBA KHCE/IHHA CE OITTUMHM3HPA MPH TPHEM B
Ha4yaloTo Ha XpaHeHeTo. (e nepopanHo NpHIoKeHHe OMOHANIMYHOCTTA HA AMOKCHLIWIMH H Ha
KNaByJlaHOBaTa kHcelnHa e npubausurenno 70%. [Inazmennre npogunu Ha ABeTe aKTHBHHU BELIECTBA
ca CXOAHH H BPEMETO 38 JIOCTUraHe Ha NHMKOBA IU1a3MEHA KORLICHTPALIHSA ( Tmax) H IIPH ABETE €
NPHOITU3UTENHO €aMH Yac.

[lo-nomy ca npeacraBeHH GapMaKOKHHETHYMHHTE Pe3YJTATH OT €4HO NMPOYYBaHE, PH KOETO
aMOKCHLIWIMH/KNAaRyJIaHOBa KUcenuHa (TabneTku ot 875 mg/125 mg nBa MBTH AHEBHO) Ce NpuUiara Ha

rAagHo MpH IPyNH 3ApaBH J00POBOJILIM.

Cpennu (= SD) dapMaKOKHHETHYHH NApaMETPH

[TpwnoxeHo (1) akTUBHO (M) IMo3a Cinax | Tonax™ AUC (0-24n) T1/2
BEILECTBO (a) (mg) (ng/ml) (h) ((pgh/ml) | (h)
AMOKCHLIMJIHH -

AMX/CA 875 11.64 1.50 53.52 M ,?

875 mg/125 mg + 2.78 (1.0-2.5) + 12.31 A 2O 2%
KnaBynaHoBa KHCEIHHA Sk \'F

AMX/CA 125 2.18 1.25

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

AMX — amokcHumnuH, CA — KnasysaHOBa KHCE/TMHA

*MeauaHHa (00xBarT)
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CepyMHHTE KOHLUEHTPALIMH Ha AMOKCHLIWIMH H KIaBYJAHOBATA KHCE/THHA, NOCTHIHATH C
aMOKCHLIWIHH/K/IABYJIAHOBA KHUCEJIMHA, €& CXOOHH C TE3H CJIe NEpOPaTHO NPHIOKEHHE Ha
€KBHBAJICHTHH JO3H OT CAaMOCTOSTETHO ITPHIOKEHH aMOKCHLIMW/IHH WM KIABY/JIaHOBA KUCETHHA.,

Pasnpenenenue
Oxkono 25% oT 00110TO KONHYECTBO Ha KJIaBYJIAHOBATa KMCenHHA B nnasMara 4 18% ot obmoro

KOJHMYECTBO HA AMOKCHIIWIHH B IU1a3MaTa ca CBBP3aHH ¢ MPOTEHHH,
[TpuBuaHug 06eM Ha pasnpeaeneHue e okono 0,3-0,4 L/’kg 3a amokcuinuH U okoso 0,2 L/kg 3a

KJI1aByJ1aHOBA KHCCJIHHA.

Cnen MHTPaBeHO3HO MPHIIOKEHHE, aMOKCHLIWIHH M K/aBYJIaHOBA KUCEIHHA C€ YCTAHOBABAT B
MITBYHHSA MEXYP, KOPEMHATA ThKaH, KOXKaTa, MACTHATA ThKAH, MYCKYJIHHTE TbKaHH, CHHOBHAJIHATA H
MEPHTOHEATHATA ThKAaHH, XTEYKATA U THOHTA. AMOKCHLIWIHH HE C€ pa3fpeaciis ChOTBETHO B
LepedpocnUHanHaTa TEYHOCT.

OT npoyuBaHUATa NPH KUBOTHU HAMA NOKA3ATENICTBA 332 3HAYHMO 33JBPKAHE B TbKAHHTE Ha
JIEKApPCTBEHO-IPOM3BOIHH BEIIECTBA 33 HUKOA OT JBETE ChCTaBKH. AMOKCHLIMIMH MOA00HO Ha
NOBEYETO NEHHLHWAHHHM, MOXKE 18 C€ YCTAHOBH B KbpMaTa. ClieAH OT KI1aByJJaHOBA KHCEJIHHA CBUIO
MOTAT J1a c€ OTKPHSAT B KbpMaTa (BIXK TOUKA 4.6)

Ioka3aHo €, Ye aMOKCHLIJIMH H K/IaBYJIAHOBATA KMCENHHA NMPeMUHABAT NMpe3 IUalleHTapHaTa bapuepa
(BIK TOUKa 4.6).

buorpaHchopMaums

AMOXCHLIMIIHH YaCTHYHO C€ EKCKPETHPA B YPHHATA KATO HEAKTUBHATA NEHUIIWIOEBA KHCE/IHHA B
KOIMYeCTBa, eKBUBANEHTHH Ha 10 no 25% ot nayanuara n03a. 11py xXopa knaBynaHOBaTa KHCENHHA CE
MeTaboIM3Hpa EKCTEH3IUBHO H C€ OTAEA B YPHHATA U HINPAKHEHUATA, H B M3AMIIBAHHS BB3AYX CE
OTZEeJIA KATO BBINEPOACH AUOKCHA.

EnuMunupate
OCHOBHMAT ITBT HAa €JIMMUHHPAHE Ha AMOKCHLIWIHMH M npe3 OB0peLiuTe, ROKATO KI1aBYaHOBRATA

KHCCJIHHA C€ CJIMMHHHDPA KakTo [10 6’bﬁpe‘lHH, Taka H 1O HBB'bﬂﬁ'bﬁpe‘IHH MCXAHH3MH.

AMOKCHLIWIMH/KNABYJAHOBA KHCEJIHHA HMA CPEACH €IMMHHALIMOHEH MOTYXHUBOT OT NPUOAIMBHTENHO
eIUH 4ac ¥ cpeaeH obw KnHpbHC npubansuTento 25 I/h npu 3apasu auua. [pudausurento 60 no
70% ot amokcHUMNKH KM nipubansuTenHo 40 no 65% o1 knaBynaHoBaTa KHCEJIHHA C€ €KCKpeTHpaT
HenpoOMEHEHH B YPHHATA IIPe3 MBPBHTE § yaca cnej MpHUIoKEHHe Ha eAHHHYHA 1034
aMOKCHUWIHMH/K/IaByaHoBa kucendHa 250 mg/125 mg wnu 500 mg/125 mg Tabnetku. Cnopen
Pa3IiYHH NPOYyYBaHHUS YPHHHaTa ekckpeund € 50-85% 3a amokcnumnuH U Mexnay 27-60% 3a
KJIaBYyJIaHOBAaTa KUCENHUHA 3a nepHoa ot 24 yaca. 3a KIaBYJIAHOBATA KHCETUHA, HAl-TOJIAMO
KOJIHYECTBO OT JIEKAPCTBOTO C€ eKCKPETHpa Npe3 ITbPBUTE ABA Yaca ciell IpHIOKEHHE.

EnHOBpeMEeHHOTO NpUIOKEeHUE Ha NMPpobeHel A 3a0aBs eKCKpeLMATa Ha aMOKCHLIWIMH, HO He 3a0aB4
O6pOpeyHaTa eKCKpelMa Ha K1aBy/IaHOBaTa KMCENHHA (BHXK TO4YKa 4.5).

Bs3pact
EnpMyHalHOHHHAT MOJTYAKHBOT HA AMOKCHLIWIMH € NoA00EH NPH MalKi Jella Ha BB3pacT OKOJIo 3
Mecelia 0 2 rOAMHH H NPH NO-TONEMH ACLA U BB3pacTHH. [IpH MHOrO Mankure aela (BKMOYUTETHO
npexaeBpeMeHHO poacHHU Gebera) npes mbpBaTa CEAMHLA OT XKHBOTA MHTEPBANTLT HA MPUNAraHe He
TpaOBa Jia HAAXBBPIIS MPHUIAraHE AB8a MTLTH JHEBHO NMOPAAH HE3PANOCT Ha OBLOpeuHHa MuT Ha
eTMMHHHpaHe. TbiH KaTo NPH MAUMEHTHTE B CTAPHECKA BB3PACT CBILUECTBYBA MO-TOJIMa BEPOSTHOCT
na uMaT HamasieHa ObpOpeuna ¢pyHKUHA, € HeoOXxoauMO BHUMaHHe npH H30opa Ha J03a U MO
none3Ho aa ce npocnenspa Ob6peyHara PyHxuuS.
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[lon

Cnen nepopaiHO NPHIOKEHHE Ha aMOKCHILUWIRH/KaBY/1IAaHOBA KMCEJIMHA NTPH 37PABH MBIKE H XKEHH,
NOJTBT HE € OKA3aJl 3HAYHMO BIIHAHE BBPXY (apMAKOKHHETHKATa HUTO HA aMOKCHLIMJIMH, HHTO Ha
KJIaBYJIaHOB& KHCE/IHUHA.

b10peuHo yBpexaaHe

O61MAT cepyMEH KIIHPBHC Ha AMOKCHLIWIMH/KNABYIaHOBA KHCENHHA HAMANABA NPOMOPLHOHATHO C
HaMaaBaHeTo Ha ObOpeuHara GyHKuMs. [10KKaBaHETO HA JICKAPCTBEHHA KIIHPBHC € N10-H3Pa3eHo 3a
aMOKCULWINH, OTKOJIKOTO 32 KNaByJIAHOBA KHCENHHA, ThH KaTo MO-rojisMa 4acT OT AMOKCHIHIHH ce
eKcKkperupa npe3 Ou6peuure. [Topaau Tasu npHyHHa Ko3HpaHeTo NpH 6L0peuHo yBpexaaHe TpaOsa
1a npeanaspa oT NPEKOMEPHO HATPYNBaHe HA AMOKCULIWIMH, KaTO €AHOBPEMEHHO NOAABbPKAT
NOAXOAALLM HHB2 Ha KJIABYJAHOBATA KUCEIMHA (BIDK TOUKaA 4.2).

UepHoapOoOHO YBpeXIaHe
Jo3npaHeTo NpH NALMEHTH ¢ YepHOApoOHO yBpexkaaHe TpaOBa na ce H3BBPLUBA C BHUMAaHHE W

yepHoApoOHaTa QYHKLMS Oa ce MPOCACAIBa HA paBHH HHTEPBAJIKW OT BPEME.

5.3 [Ilpeakn1nHEYHE ARHAR 32 GezomacHOCT

HexnuHuvHUTE NaHHHU HE NOKA3BaT 0cobeH pucK 3a Xopa Ha 0azara Ha papMaKOIOrHYHHUTE
NpOYYBaHHsA 3a 6€30NaCHOCT, TeHOTOKCHYHOCT M PENPOXYKTHBHA TOKCHYHOCT.

[TpoyusaHus 38 TOKCHYHOCT NMPH MHOIMOKPATHO MpUaraHe, NpoBECHH IPH Ky4YeTa ¢
aMOKCHLWTHH/KNaBYJIAaHOBA KHCE/IMHA, NMOKa3BaT CTOMAIIHO Apa3HEeHe H NOBpPLINaHEe, KAKTO H
NpOMAHA B L{BETA Ha €3HKA.

He ca nmpoBexJaHM NpOy4BaHMA 32 KAPLIMHOTEHHOCT ¢ aMOKCHLIWINH/KJ1aBYJIAHOBA KHCEJIHHA WIH C
HAKOA OT HErOBHTE CHCTABKH,

6. G©APMAIIEBTHYHHU JAHHH

6.1 CpHCBK HAa IOMOUIHHTE BEIIECTBA
CunMumeB AMOKCHA KonouaeH, xuaparupad (E551)
Kpocnioenaon (E1202)

CunuumeB THOKCHA KonouaeH, 6e3soaeH (ES51)
Acnapram (E951)

Maruesnes creapat (E470b)

SIronos apomat (LIApE€BUYEH MANTOAEKCTPHH, TpHeTHaLMTpaT (E1505), apoMaTH3Hpalll¥ CHCTABKH,
nponuieHraukon (E1520))

6.2 HecnhBMECTHMOCTH

HenpunoxuMo

6.3 Cpox Ha roamoct

2 TOOHHMN

6.4 Chnensa/lHH YCJIOBHN HA ChXpaAHEeHHe

Ja He ce cpxpanasa Haa 25 °C. [la ce cpXxpaHsBa B OpPHrHHAJIHATa OMAaKOBKa, 33 Ja ¢e I
BJIara.
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6.5 BHaH chIbPXAHHEE HA ONAKOBKATA

[lennak 875 mg/125 mg npax 3a nepopajiiHa CyCrneH3HA B calle:
Onaxoska oT 12 u 14 cainera (nonseTnnen Tepedranar/aTyMHHUANONMETWICH) B KAPTOHEHA KyTUS.

He BcyuxH BHI0BE OMAKOBKH MOTaT ga ObaaT MycHaTH B npoaakoda.
6.6 CpenuajHA NpeANaA3HA MEPKH NPH HIXBLPJSHE <H paboTa>

HaMa cnelManBy U3MCKBAHUA

7. NPHATEXATEJ HA PASPEHIEHHETO 3A YIIOTPEBA
Zentiva k.s.

U kabelovny 130,

Dolni Mé&cholupy

102 37, Prague 10
Yemka Permybnuka

8. HOMEP(A) HA PASPEIIEHHETO 3A YIIOTPEBA

Per. Ne: 20200114

9. JATA HA ITBPBO PAZPEINIABAHEMOJHOBABAHE HA PAZPEHIEHHETO 3A
YIIOTPEBA

Hara Ha mepBo paspeinasane: 09.06.2020 r.
Hata Ha nocnexaHo noaHosaBane: 10.02.2021 r.

10. JATA HA AKTYAJIM3HUPAHE HA TEKCTA

15.10.2024 r.
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