KPATKA XAPAKTEPHUCTHKA HA IMTPOAYKTA




T A3MLIHUTENHA ATEHUMR NO IEKAPCTBATA
1. MME HA JEKAPCTBEHHS [IPOXYKT _

AyrmMeHTuH 875 mg/125 mg ¢gunmupanu tabnetku
~Augmentin 875 mg/125 mg film-coated tablets

2. KAYECTBEH U KOJIMHECTBEH CBbCTAB

Beska dunMupana TabneTka cbabpka aMOKCHUMNHH Tpuxuapat (amoxicillin trihydrate),
ekBUBaNeHTeH Ha 875 mg amokcuumnuH (amoxicillin) M xannes knasynaHar (potasstum clavulanate).
eKBUBAJEHTEH Ha 125 mg knaBylaHoBa kucenvHa (clavulanic acid).

3a MbJAHHA CIIHCHK Ha NOMOLLIHHUTE BELIECTBA BUXKTE ToUuka 6.1.

3. JIEKAPCTBEHA ®OPMA

OunMupana radneTka.

benu a0 noutn 6eny TabneTkwm, ¢ hopMa Ha Kancyna ¢ BATHOHaTO penedHo o3HaueHue "AC" Ha npete
CTPaHW W JeNUTE/IHA YepTa OT €1HaTa CTpaHa.

JlenyTenHara depra € caMo 3a YIECHABAHE HA CYYNBAHETO ¢ LIEN NO-J€CHO I'bJITaHe, a He 3a pa3de/isHe
HA PaBHH A03H.

4. KIAHAYHH JAHHHA

4.1 TepaneBTHUHM NOKA3ZAHKHA

AYIrMEHTHH € MOKa3aH 3a NEeUCHUE HA CNCAHUTE HHPEKLMK MPHU Bb3PACTHHU M Aeua (Bxk. Toukn 4.2, 4.4
ni.1):

. OCTbp DakTepHaneH CUHYMT (aACKBATHO AMArHOCTHLUMpPAH )

OCTBP OTHT Ha CPEAHOTO YXO

OCTpH €K3auepdaumny Ha XpOHHUYEH OPOHXMT (aIEKBATHO JHArHOCTULIMPAH)

NHEBMOHHUA, OpHAO0HTA B ODLLECTBOTO

LMUCTHUT

NMUCIOHEPPHUT
MHPEKUMH HA KOXKATA U MEKHTE TbKaHH, MO-CNELHANHO UEAYAUT, YXaNBaHUA OT dKUBOTHH,

TekbK abcuec Ha 3LOUTE ¢ pa3NpoCcTpaKldBaLl Ce UEAYTHT
. HH(EKLIMY Ha KOCTUTE W CTABUTE, MO-CTMELHATHO OCTEOMHETHT.

Tpabea na ce 00bpHE BHUMaHUE Ha OPULIMATTHUTE YKa3aHMs 3a NpaBHiHA ynoTpeba Ha
AHTUOAKTEPHATHUTE CPEACTRA.

4.2 Jo3upoBKa H HAYHH HA NPUAOKEHHE

Jo3upoBka

ﬂOI}HpGBI{HTB Ca NMpCACTABEHH C'hDﬁpHEHD CbAbLPMKAHHCTO HA &MDKCHL[HJTHH/KJ]&B}’HHHOB& KHUCCJIHHA, C
H3KJTKOHCHHUC HA CNYHAHUTE, KOrate NO3UTE €a 1aaACHHU NO OTHOLICHUE Ha OTACIHATA ChCTABKA.

3a u3bopa Ha go3ata HAa AYrMEHTHH 3a IeUeHHUE Ha OTAeSIHaTa HH(eKUUA TpadBa na ce umar




o QUAKBAHUTEC NATOINCHHU U BEPOATHATA HM YYBCTBUTCIHOCT KbM aHTﬂﬁa}(TEpHﬂﬂHH CpeacTea

(BkK. TOUKA 4.4)
TEXKECTTa ¥ MACTOTO HA MHPpeKuUATa
BB3PACTTa, TENECHOTO Terno U ObbpeuHara GyHKUHUA HA MALUEHTA, KAKTO € NOCOYEHO MO-A0IY.

Ynorpebata Ha anTepHAaTUBHU POpMH HAa AYTMEHTUH (Hanp. TAKKMBA, OCHMIYpPABRALLM NTO-BUCOKH JO3M
Ha aMOKCHUM/IMH W/HWNY pa3UiHH CHOTHOWEHHA HAa AMOKCHLUM/TAH KbM KJ1aBYNaHOBA KUCENHHA)
TpsOBa Aa ce Uma npeasua cnopea Heobxoaumocrra (Bxk. ToHKH 4.4 U 5.1).

[1pn BB3pacTHH U aeua = 40 kg Ta3u popma Ha AyrMeHTHH ocUrypsasa oblla qHeBHa J03a OT

| 750 mg amokcuumnuu/250 mg KiaByaHOBAa KMCE/IHHA NPH AO3HPAHE ABa MbTH AHEBHO U 2 625 mg
AMOKCHUKIHUH/375 mg KnaBylaHOBa KUCENWHA NPU JO3UPaHE TPU MBTU AHEBHO, KOraTo ¢€ Npunara,
KaKTO € npenopbyaHo no-acty. Ilpu aeua < 40 kg tasu popma Ha AYrMEHTHH OCHTrypsBa
MakCHUManHa aHeBHa fo3a oT | 000-2 800 mg amokcuuunun/143-400 mg knaByn1aHOBa KMCEIIMHA,
KOraTo e Npunara, Kakro ce NpenopbL4Ba no-a0ay. AKo ce cuere, 4e € HeobXoaruMa no-BUCoKa
JHEBHA 1032 Ha AMOKCUUMITHH, Ce npenopb4sa M30op Ha Apyra ¢popMa Ha AYrMEHTHH, 3a Aa ce
u3berHe npuiaraHe Ha HEHYXXHO BUCOKH JIHEBHH 103U Ha KNaBYJaHOBA KUCENWHA (BXK. TOUKH 4.4 K

5.1).

[ IpoabmxMTENHOCTTA HA NEYEHHETO TPAOBa Aa ce ONpeacnn OT MOBIUABAHETO Ha nauneHTa. Hakou
HH(pEeKUWH (Hafp. OCTEOMUENTUT) H3HUCKBAT NO-roNsaMa NPOABINKUTEHOCT Ha NICUYEHHETO. JIeueHUeTo
He TpaOBa Aa NpoabAXKaBa noseye ot 14 nuM 06e3 NnoBTOpeH nperaen (BxK. Tou4kKa 4.4 OTHOCHO
NPOAB/KHTE/IHA TEparnui).

Bw3pacmuu u oeya > 40 kg

[IpenopbuMTENHH NO3M:

- CTaHJapTHa A03a (32 BCHYKHM NoKasanus): 875 mg/125 mg nBa mbTH ATHEBHO;

. O-BUCOKA 1033 (0CODEHO 32 MHDEKUUN KATO OTHUT Ha CPEAHOTO YXO, CHHYHUT, HH(PEKUHHK Ha
JONHHUTE AUXATEMHU NBTHLIA H HHPEKLNK HA NHKOYHUTE NbTHIIA): 875 mg/125 mg Tpu NbTH
OHEBHO.

Leya < 40 kg

HeuaTta moxe 1a ce neKkyBaT ¢ AYrMeHTHH TableTKKH, CYCNeH3uy Wik NEAUATPHUYHH callleTa.

[IpenopbunTenHu A03U:

. 25 mg/3,6 mg/kg/nen no 45 mg/6,4 mg/kg/neu, pasaenedn Ha ABe OTAENHH JA03H;

¢ no 70 mg/10 mg/kg/aeH, pazpeneHu Ha J1Be OTACTHHU 003K MOXKE Aa ce 0OMUCAAT 3a
NPUNOKEHHE NPU HAKOU UHPEKUHY (HANPUMED NPH OTHT HA CPEAHOTO YXO, CHHYHT U

MHOEKLIMM HA AONTHUTE AUXATENHU TBTHLLA),

THH kaTo TabneTkUTe HE MOraT Aa ce pa3AeNaT, Aelara ¢ TENeCHO TErJo No-MajKo oT 25 Kg He TpabBa
Na ce AEKyBaT ¢ AYITMEHTHH TaOneTKH.

Tabauvuara no-gony npeacraes nonyueHara ao3a (mg/kg/renecHo Terno) npu aeua ¢ Terno 25
40 kg cnen npuem Ha eana Tabnerka ot 875 mg/125 mg.




[IpenopbunTEenHa
TenecHo terno [kg] 40 35 30 25 | SAMOKPATHA 4034 [me/kg
TeNeCHO Terno| (Bx.
no-rope)

AmMokcnuunnud [mg/kg TenecHo 125 _975

Terno| 3a €JHOKpaTHa a03a 21.9 | 25,0 | 29,2 | 35,0 (;u; 1) :

(1 pnamupana Tabnerka)

KnaBynaHora kucenuna [mg/kg 839
TENEeCHO Terno] 3a e1HOKpaTHa 3.1 3.6 4,2 5,0 ( 0 5) '
no3a (1 duaMupana Tabnerxa) a

Heua ¢ TeaecHo Terno noa 25 kg 3a npeanounTaHe TpsOBa 1a Ce IEKYBAT ¢ AYrMEHTHH CYCIIEHIUA
WK NeJHaTPUUHU callieTa.

He ca HanMYyHN KITUHWUYHY JAHHHU 3a NIpUNIOoXEHKe Ha 7.1 dopMuTe Ha AYrMEHTHH B J103H, NO-BUCOKH
ot 45 mg/6.4 mg/kg/aHeBHO NpU Aeua noa 2 roauHN.

Hama KN"MHHYHK AaHHU 32 NPUIOXKEHNUE Ha 7:1 hopMHUTE Ha AYTMEHTHH MPH ACLA HA BB3pacT Noa
2 Meceua. [Tpenopbku 3a A03UpaHe NPH Ta3y BbL3PacToBa rpyna He Morar aa O0baaT HanpaBeHH.

Ilayuenmu ¢ cmapuecka gvipacm

He ce Hanara kopekuMs Ha ao3arta.

bvbpeuno yapescoane

He ce Hanara xopurupaHe Ha Ro3ata Npy NALHeHTH ¢ KpeaTHHUHOB KNUpBHC (CrCl) Haa 30 mi/min.
[1pn nauMedTH ¢ kpeaTUHUHOB KJIHpbHC noa 30 ml/min, He ce npenopbUBa MPHIOKEHUE HA GOpPMHTE
Ha AYrMEHTHUH CbC ChOTHOLLIEHHWE Ha aMOKCHLUMIMH KbM KJaByJlaHOBaTa KUcenuHa 7:1, Thbid KaTo HAMa
HAJIKYHU NPENOPbLKHU 32 KOPUIHPaHE Ha A03aTa.

Yeprioopobro yspesicoane

Tpabra na ce 103Wpa BHUMATENHO W PEAOBHO Aa C€ MPOCaeaaBa YepHoApoOHaTa pyHKUHUA (BX. TOUKH
4.3 u 4.4).

HauuH Ha OpUACIKEHME

AYTMEHTHH € 32 NepopalHO NMPUNOKEHHUE.

AyrmMeHTHH TpabBa na ce npuema no BpeMe Ha XpaHEHe, 33 CBEXJIaHE 10 MUHMMYM Ha Bb3MOXKHATA
CTOMALLHO-YPEBHA HETTOHOCHMOCT.

JeueHneTo Moxe fa 3anouHe napentepanHo B ¢boTBeTcTBHE ¢ KXIT Ha uHTpaseHosHute (1.v.) popMu
M 1a ce NPOABIKU ¢ nepopanHa dopma.

4.3 IlpoTuBonokaszanud

CBpBbXUYBCTBUTETHOCT KbM AKTUBHUTE BELICCTBA, KbM KOHTO U 1a € OT NEHUUMWIHHHTE HNH KbM
HAKOE OT NOMOLIHUTE BELIECTBA, U30POEHH B Touka 6.1.




AHaMHeE3a 3a TeXKa He3abaBHa peakuus Ha CBPbXUYYBCTBUTENHOCT (HANp. aHAQHUIAKCHS ) KbM ApYr
OeTa-nakTameH npoAyKT (Hanp. uedanocnopul, kapbaneHeM i MOHODaKTaM).

AHaMHE3a 32 XKbATEHHUA YepHOAPOOHO YBpEXKAAHE, IB/HKALIA C€ HA AMOKCHLMIIMH/KJIaBy/1aHOBA
KHMCeNUHA (BX. To4YKka 4.8).

4.4 ChneunanHH npeaynpexieHHs U NpeANA3HH MEPKH NMPH ynoTpeda

[Ipeau 3anoupane Ha neyeHHe C AaMOKCHLUMJIMH/KNAaBYAaHOBA KUCENMWHA, NMAUMEHTBT TpabBa na ce
pa3snNUTa BHUMATETHO MO OTHOLWEHHE HA NPEANLLIHK PEAKLIMKA HA CBPbXYYBCTBHTEAHOCT KbM
NEHUUMIHHH, LUehaOCNOPHHHN UIH ApYTHY DEeTa-JIaKTAMHU NPOAYKTH {BXK. ToukH 4.3 1 4.8).

CepHo3HU M NOHAKOra PaTanHU peakLUUK Ha CBPbXUYBCTBUTENHOCT ( BKNOMUTENHO aHA(DPHUNAKTONAHH
M TEKKH KOXHU HEXENAaHU peakUHry) ca ChoOuwaBakyd Npy NAUMEHTH, NEKYBAHHU C MEHHIIUIUH,
BB3MOXKHO € ChUIO peaKUMHUTE Ha CBPbXUYYBCTBHTEIHOCT 1a NpOrpecupar 10 CHHAPOM Ha Kounis —
CEPHUO3HA aAepruyHa peakums, KOATO MOXE Ja A0BEAE A0 UHPAPKT Ha MHUOKapaa (BxK. Touka 4.8).
[To-BepOATHO € Te3u peakUMH Aa c€ MOABRAT NPH JIMLA ¢ AHAMHE3a 34 CBPbXYYBCTBUTE/IHOCT KbM
MEHULIWIHH WK NPU aTONHYHK NHLA. MUMa CbobLeHK s 32 EHTEPOKOAUTEH CHHAPOM, NPEAH3IBUKAH OT
npuem Ha nexkapcteoTe (drug induced enterocolitis syndrome — DIES), rnasHo npu aeua, npv KOUTO
ce€ npuaara aMOKCHUMIUH/KNaByNaHoBa KucenuHa (Bx. Touka 4.8). DIES ¢ anepruuHa peakums ¢
BOAECL CHMIITOM NPOABIDKUTENHO NOBpbLUaHe (1 — 4 yaca ciel NpUIoKEHHE HA NEKApPCTBOTO) Oe3
aNEPru4HK KOXKHHY WK PECNUPATOPHHA CUMNTOMHU. JIOMBAHUTENHN CUMNTOMU MOraT Aa Obaat 60aka B
KOpeMa, AHapHa, XMIOTOHUS WK IEBKOUMTO3a ¢ HeYTpoPHnua. Ma Texku cayuau, BKIKOUATENHO ¢
nporpecus 40 wWok. Ilpy nodsa Ha aepryyHa peakuus NeYEeHHETO ¢ aMOKCHLIMIIMH/KNaBynaHosa
KucennHa Tpabsa Ja ce NPeyCcTaHOBM U Ja C€ Ha3Ha4YKW NMOoAX0AAlIA aITEPHATHBHA Tepariusl.

B cnyuyaii 4ye ce nokaxe, 4ye HHbEKLUITA CE ABMKH HA AMOKCHLUMITMH-YYBCTBHTE/THH
MHKPOOpPraH13iMH, Tpadea ia ce 00ChAW ApeMHHABAHE OT AMOKCHUWIHH/K/IABYIAHOBA KUCEIIMHA HA
AMOKCHLIM/IUH B CbOTBETCTBHE ¢ OHUHATIHUTE YKA3aHHA.

Ynotpebara Ha Tazu popmMa Ha AYTMEHTHH He € NOAX0/AL1a, KOraTo e HaJIulie BUCOK PHCK
npeanonaraeMMUTe NAaTOreHH Aa ¢a ¢ Ppe3UCTEHTHOCT KbM O€Ta-NaKTaMHH NPOAYKTH, KOSTO HeE €
MeauupaHa ot beta-naKktamasu, HYBCTBUTE/IHH HA HHXHOWpPaAHE OT K1aBYyaHOBa kucenrHa. Tazm
¢opma He Tpabea aa ce U3N0A3Ba 33 NIEUEHHE HA NMEHHLUMWIHH-PESUCTEHTHH S. preumoniae.

[Tpn nauveHTH ¢ yBpeacHa 0b0peuHa GyHKUHUSA WK NMPY TAKKBA, MPUEMALIH BUCOKH 03U, MOXKE Ja ce
NOABAT I'bPUOBE (BK. TOUKa 4.8).

JleueHneTo ¢ aMOKCHUMIMH/KNaBylaHOBA KucenuHa TpsOBa na ce u3dbaresa npu cbMHEHHE 3a
MHPEKIUMO3HA MOHOHYKNE03a, Thi KaTo npy ToBa 3ab0naBaHe cne/l NPUIoKEHHE Ha aMOKCHLMAKH €
HabnionaeaHa nosasata Ha MOpOUNUOPMEH 0OpHB.

EHHDBPEMGHHH yno*rpeﬁa Ha ANOIMYPHHOI IO BPpEME Ha ICHCHUE C aMOKCUHLIHJTHH MOXKE N4 YBEIIUYH
BCPOATHOCTTA 3a aNnCpruiHyu p€akKUHH OT CTPpaHa Ha KOXKaTa.

npDﬂ'bﬂ}l{HTEJTHBTﬂ ynomeﬁa NMOHAKOra MOXE 44 J0BCAC N0 CBPBXPACTCXK HA HCHYBCTBHUTE/IHH
MHKPOOPTaHU3MH.

IlosBara Ha CHIIHO 3a4E€PBEH MEHEPATIMIUPAH EPUTEM, CBITPOBOJAECH OT NYCTYNa, B HAYANOTO Ha

JC€YEHHETO, MOXE 1a € CUMITTOM Ha OCTpa reHepanu3lvpana ekzadreMnua nyctysosa (AGEP) (Bx.
TouKa 4.8). Tasu peakumns Hanara CiMpaHe Ha JIEHEHUETO ¢ AYTMEHTHH U € NPOTHBONOKA3aHUE 3
NOCJIeABAaLL NPHEM HAa AMOKCHLIMIUH,




AMOKCULIMITMH/KMTaByJJAHORA KUCEJIMHA TpAOBa 1a ce Npunara BHUMATEJHO NMPU NAUKHEHTH C JaHHH 3a
4yepHOApPOOHO yBpexaAaHe (BXK. TOUKKH 4.2, 4.3 n 4.8).

C10MTHA OT CTpaHa HA YepHHUA Apod ca ChOOWABAHHU NPEAUMHO NMPH MBXKE M MPH NAUHEHTH B
cTap4ecka Bb3pacT, # MOJKE 1A €A CBbP3aHH C MPOABIDKUTENHO JieueHHe. Te3n cbrOnTHa ca
cbOOLIABaHN MHOrO pAAKO NpK aeud. [IpM BCHUKH nonyaaury, NPU3HALMTE U CHMIITOMHUTE
OOHUKHOBEHO ce HAOMKOAABAT MO BPEME HA WUITH MANIKO CNed JICYEHHE, HO B HAKOM Chydad MOXE Ja He
Ce M3ABAT A0 HAKONKO CEAMHLM CNE TPEYCTAHOBABAHE Ha JICWEHUETO. €31 ChOUTHA OOMKHOBEHO Ca
obpaTnmMu. UepHoapobHuTe cbOMTHA MOXE 1a ca TEKKH U B MIKIHOUUTENTHO PEIKU Cy4dau ca
NOKNAaJBaHH CMBLPTHU ciaydan. Te3u cbOUTHA NMOYTH BHHArW ¢a HABNIoAaBaHKW NP NALKMEHTH ChC
CEPHO3HO NOoANeXallo 3adonaBaHe UK NpUemMallyd eAHOBPEMEHHO JTEKAPCTRA, 3@ KOUTO € HU3BECTHO,
Y€ UMAT NOTEeHUHanN 3a YepHOAPOOHH edekTu (BX. Touka 4.8).

KonuT, ¢Bbp3aH ¢ NPpUNOXKEHHETO Ha AHTHOMOTHUUM, € CbOOLIABaH fTPU MOYTH BCHUKH
aHTHOAKTEPHANHHU NPOAYKTH, BKAKUYUTENHO NPH aMOKCHUMJIUH, U MOXE 1a BapHpa No TeXeCT OT JIeK
10 XHABOTO3acTpaluasail, (Bx. Touka 4.8). [lo Tazn npuunHA NPH NALUMEHTH C AHApHA NO BPEME Ha WK
cnen NeHEHHE ¢ aHTUOMOTHLM € BAXKHO Aa C€ MMa NPEABUI Ta3H AHATHO3a. AKO C€ NOABH KOMUT,
CBBbP3aH C NPUWIOXKEHUETO HA AHTHOMOTHLM, IEYEHUETO ¢ AMOKCHLIMIUH/K1aBY1aHOBA KMCE/IMHA
He3abaBHO TpabBa a ce NMPEyCTaHOBH, 4a Ce HANPaBH KOHCYJITAUMA C JIeKap U jJa ce 3arovyHe
NOAXOAsALLo NedeHne. B To3u cayyai ca npoTHBONOKAa3aHH AHTUNEPHCTANTHUYHH JIEKAPCTBEHH

MPOAYKTH.

[lo BpeMe Ha NPOABLLKUTENIHO NeYEHHE € MPENOPBUUTENHO TIEPHOJIMUHO 1A €€ OUEHABAT OPraHHUTE U
CHUCTEMHH (BYHKUHH, BKIIKOYHTENHO OBOpevHaTa, YepHoApoOHaTa W XEMOMOSTUUHATA PYHKUHMS.

C1Ho0L1aBaHU ca peAKH CNyYaHn Ha YABb/DKABAHE HAa NMPOTPOMOMHOBOTO BpEME NP NaLUEHTH,
NeKyBaHU C RaMOKCHLMJIMH/KJ1aBY1aHOBA KUCeNHHA. [1pn eHOBpeMEHHO NpUNoKEHHE C
AHTHKOAIyJIaHTH C€ HaJlara NoAxoAawWo npochaeassade. Moxe aa e He0bOX0AUMO KOpHUIrHpaHe Ha
703aTa Ha MEPOPATHUTE AaHTUKOArYJIAHTH 334 MOAABLPIKAHE HA XKEJIAHOTO HUBO HA aHTHKOAryJauus (Bix.

TOYKH 4.5 U 4.8).

[Ipyn nauneHTH ¢ 6BLOpeuHO yBpeXkaaHe no3aTa TPAOBa a C€ KOPHUrMpa B 3aBUCMMOCT OT CTENEHTA Ha
YBPEXAAHETO (BX. Touka 4.2).

[Tpu nauneHTH ¢ HaMaJieHO OTAENAHE HA YPHHA MHOIO pAAKO € HabnKoaaBaHa KpUcTanypus
(BKJTIOUUTEMHO OCTPO OBOPEUYHO YBpEKAAHE), rNABHO NPH NapeHTepanHo geuenue. [o Bpeme Ha
MPUTArAHETO HA BUCOKH J103U AMOKCHULMIIMH CE NPENOpPbYBA NOAABPAKAHE HA AOCTATHHEH NPHUEM Ha
TEYHOCTH H OTAENSHE Ha YPUHA, C LEA Aa CE€ HaMalTH PUCKBT OT aMOKCHLIMAIUHOBA KpHUcTanypHa. [lpu
NalUEHTH C KaTeThp B NHKOUHHA MeXyp TpaOBa fa ce NPOBEKAA PEAOBEH BU3YANCH KOHTPOJ Ha
npoxoaumocTTa (Bx. Touku 4.8 n 4.9).

[To BpeMe Ha neyeHUe ¢ aMOKCHLIUIMH TPAGBa Aa ¢€ M3MO3BAT CH3IUMHH [JIIOKO300KCHAa3HH METOIH
NPH H3CNEIBaHE 38 HAAWUYHNE HA MTHOKO3a B YPHHATA, ThbH KaTO ¢ HEEH3UMHH METOIH MOXE 14 ce
[OJYYaT (PaTLIHBO MONOKHUTENHHU PE3YJITATH.

Hanu4uHeTo Ha knaBynaHoBa KHCEAMHA B AYTMEHTHH MOXE Aa AIPHYUHH HECNIEUUPHUYHO CBBLP3BAHE
Ha 1gG n anbyMuHa c MeMOpaHUTe Ha YEPBEHHTE KPBBHHU KNETKH, BOACLIO 10 daliIliMBO
nonoxuresneH Tect Ha Kymoc.

Mma cpobluenus 3a monoxKUTENHU pe3ynTaTH OT TeCTa, Npu uanoa3eaHe Ha Platelia Aspergillus EIA
TecT Ha Bio-Rad Laboratories npu nauueHTH, npueMailli aMOKCHLIMIHMH/KNaBY1aHOBA KUCENHHA, 34
KOHUTO Cnea TOBa € YCTAHOBEHO, e HAMAT HHpekuma ¢ Aspergillus. CbhobLuaBanu ca KpbCTOCaH




Rad Laboratories. CnieaoBaTe/IHO NOJIOKHTENHH Pe3YyJITaTH OT TECTa ApH MaUHeHTH, NpUemMalilH
aMOKCHLIMNIMH/KNaByNaHOBA KHCENMWHA, TpabBa aa ObaaT ThJIKyBaHH BHUMATETIHO K Aa CE€ NOTBBLPAAT
ypes APYrd JHAarHOCTUYHH METOAM.

Tosa niekapcTBO cbhabpXa NO-MaKo oT | mmol natpuii (23 mg) na TabneTka, T.e. MOXE 1a CE Kaxe.
{e INPAKTHYECKH HE CHABPXKA HATPHM.

4.5 BianMoaeHCTBHE € APYIH J1eKAPCTBEHH NPOAYKTH H APYrH (opMH Ha B3anmoaelcTBHe

[lepopanHu aHTUKOArYNAHTH

IlepopanHuTe aHTHKOAryJTaHTH ¥ NMEHHUHIMHOBUTE AHTUOMOTHULM €A HU3MOJI3BAHK LLIMPOKO B
npakTHkaTa 6e3 cbo0LEeHHs 3a B3auMoaeiicTrHe. Bunpeku TOBa, B IMTEpaTypaTa UMa ONMUCAHU
C/y4aHd Ha NOBHLWIEHO MEXKIYHAPOAHO HOpMaiM3upaHo ¢cboTHOWEHKE (INR) npu naudeHTH Ha
MOAABPKALLO JICYEHHE C AUSHOKYMAapOa UK BappapUH M HA3HAYEHO JIeUeHUE C AMOKCHLWIHH. [1py
HEODXOAUMOCT OT €AHOBPEMEHHO NPUNOXKEHHUE, TPAORA BHUMATENHO 1A C€ NPOCeAABaT
NPOTPOMOHHOBOTO BPEME HIH MEXYHAPOAHOTO HOPMAIH3UPAHO CbOTHOLIEHHE NpyU noOaBsaHEe UK
cnUpaHe Ha AMOKCUUHKNIHUH. OCBEH TOBa, MOXKE a € HEODXOAMMO KOPHUIrHpaHe Ha 103aTa Ha
MEPOPATHUTE aHTUKOArYJJIaHTH (BX. TOUKH 4.4 n 4.8).

MeTtoTpekcar

[TeHHUMIHHNATE MOXKE Aa HAMANAT CKCKPCLHUATA HA METOTPECKCAT, KOCTO Aa NOBCAC AC BBL3IMOKHO
NOBHLIaBAHC Ha TOKCHHYHOCTTA.

[TpobeHeuun

EaHoBpeMenHa ynoTpeba Ha npobeHeuuna He ce npenopbusa. [IpoGeHeumn Hamanssa ObOpeyHaTa
TyOynHa cekpeumns Ha aMOKCHUWAKWH. EnHoBpemenHa ynoTpeba Ha npoOeHeL 1 MOXKe 14 10BEAE 10
YABDKaBaHE HA HANHYXETO N NOBULIABAHE HA HUBATA HA AMOKCHLIM/IMH B KPbBTA, HO HE K HA
KnaByJ/iaHOBATa KHCENUHA.

Mukogenonat ModeTun

[Tpn nauyexTH, npuemaium MukodeHonat ModeTun, ce cLobLIaBa 3a HAMANABAaHE Ha NPeAN030BaTa
KOHUEHTpaLMUs HAa aKkTHBHUA MeTabonuT MukodeHonosa kucenniHa (M®K) ¢ npubaunsutearo 50%,
Ci¢A 3ano4BaHe Ha JIEYEHHE C NEPOopaAIEH AMOKCHLIWIWA NIOC KaBynaHoBa KNcenwHa. [lpomdaHnara 8
Npeano30BOTO HUBO MOXE 1a HE NPEACTaBA TOMHO NMPOMEHUTe B 00waTa ekcnosuiiua Ha MK,
ITopann ToBa, 0OMKHOBEHO He € HeoOX0oAMMa NPOMSHA B A03aTa HA MUKOodeHonat ModeTun npu
JIKNCA HA KNWHWYHY JaHHY 33 HapylueHa QyHKUUs Ha npucaakara. Bunpeku ToBa, TpabBa aa ce
H3BbPLIBA BHUMATEMHO KIUHUUYHO MPOCAEASBAHE 110 BpEME HA JEYEHHETO ¢ KOMOMHaUuHUaTa ¥ MaNKo
CJiIel 3aBbplUBaHEe HAa aHTUOMOTHYHATA Tepanus.

4.6 PepTHIAHTET, OPEMEHHOCT H KbpPpMeEHeE

bpeMeHHOCT

[TpoyuBaHHA NPH KUBOTHHU HE NOKA3ZBAT MIPEKU UNHU HENPEKH BPEAHH Bb3AEHCTBHA BLPXY
OpeMEHHOCTTa, eMOPHOHATHOTO/PETANHOTO pa3sBUTHE, PAXKAAHETO WIH NOCTHATAIHOTO Pa3BUTHE
(BX. TOUKa 5.3). OrpaH14eHH AaHHU 3a ynoTpedaTa Ha aMOKCHLIMAHH /KJ1aBYJJaHOBA KWCENHHA
BpeMe Ha OPEMEHHOCT NMpH XOpa He NOKAa3BaT MOBULICH PUCK OT BpoaeHW mangopmauui. [1
MPoOy4YBaHe NMPH KEHU C NPEATEPMUHANHA NPEXKACBPEMEHHA PYNTYpa Ha deTanHaTa Memop




cbodLlaBa, Y€ NPOoPUAIAKTUHHOTO IeHEHUE ¢ AMOKCHLIMNTUH /KN1aBYTRHOBA KUCENHHA MOXe 1a Obae
CBBP3aHO C NOBULICH PHUCK OT HEKPOTHU3IUPALL EHTEPEKOIIMT MpH HOBOpoAeHH. [TpunoxeHneTo Ha
AMOKCHUMW/THMH /KNaByaHOBa KHCETMHKA MO BpeMe Ha OpemeHHocTTa TpabBa aa ce u30area, OCBEH ako
NEKapAT He MpELEHH, Y€ € HeoOXoaUMO.

KbpmeHe

JIBeTEe aKTHBHH BELIECTBA CE€ EKCKPETUPAT B KbpMaTa (He ¢a YCTAHOBEHH e(eKTHTE Ha KlaByJlaHoBaTa
KUCENNHA BbPXY KbpMaueTo). BeneacTeue Ha ToBa ca Bb3MOXKHHW AHapHA U rbOnvHa HHdeKuHs Ha
TUraBULUHTE NMPH KbPMAUETO, KOETO MOXKE 1A HAJIOXKM NpeyCcTaHOBABAHE HA KbpMeHeTo. Tpadbea na ce
MMa NpEeABHA BH3MOKHOCTTA 3a CEHCHONU3NpaHe. AMOKCHLUMIIMH/KNABY1aHOBA KMCETMHA TPSOBa na
CE€ U3NO03Ba NO BpeMe HA KbPMEHE CaMo CJIeA NPELECHKA OT JIEKYBaLLHA JIeKap HA CHOTHOLIEHUETO
nona3a/puck.

4.7 EdekTH BLpXxy cnocofHOCTTA 32 ogHpaHe U padora ¢ MALIHHHA

He ca nposexaaHu npoyusaHus 3a ePeKkTuTe BLPXY CNOCOOHOCTTa 3a WwodupaHe U paboTa ¢ MalliKHH.
Buiipeky TOBa MOXE 1a CE€ NOABAT HEXENAHH peakUuHH (Hanp. anepruiHd peakLuu, 3amanBaHe,
IbpYOBE), KOUTO MOraT Aa NOBAUAAT CMOCOOHOCTTA 3a WodupaHe v paboTa ¢ MalLIMHK

(BxK. TOUKa 4.8).

4.8. Hexenanu JeKapCcTBEHH PeaKIHH
Hai-yecTo chobuiapaHUTe HexkeNaHHU NEKAPCTBEHU peakUHU ¢a AKapUs, rajieHe 4 NoBpbLUaHE.

Hexcenanure IeKapCcTBEHU PEAKLMY, MOJYUEHH OT KJIMHUYHU MIPOYUYBAHUS H OT MOCTMAPKETHHIOBOTO
HabnatoaeHre ¢ AYrMEHTHH, ca U30poeHH No-A0NY M ca KaTeropusupaHu cvrnacio MedDRA, no
CHCTEMO-OpraHeH Knac.

H3non3eana e cneaHaTa TEPMUHONONMA 3a KNacHpULIMpaHe Ha YECTOTATa HA HEXKENAHUTE
JIEKAPCTBEHH PEAKLIMH.

Muoro uectd (=1/10)

Yectnt (Z1/100 no <1/10)

Heuectn (=1/1 000 no <1/100)

Peaxn (21/10 000 po <1/1 000)

Muoro peaku (<1/10 000)

C HeusBecTHa 4eCToTa (OT HAJTHYHHTE NAHHHW HE MOoXe 1a Objle HanmpaBeHa OLEHKA)

Hudekuun n nidecrauunu

Kananposa Ha Koxata ¥ NTUraBULIMTE YecTu

CBpbXpacTexk Ha HEHYBCTBUTEHY C HeHu3BeCTHA YecToTa
MHKPOOPTraHU3MU

HapylueHus Ha KpbBTa M iuMdHaTa cuctema

(ObpaTtumMa neBkoneHus (BKIIOUUTEIHO Peaxu

HEYTPOMNEHMUS )

TpombouuTonenus Peaku

OOpaTHMa arpaHyJiouxTO34 C HEU3BecTHa YeCToTa
XEMONUTHYHA aHEMHS C HEU3BECTHA 4ECTOTa
Y abnxkasaHe Ha BpeMETO Ha KbpBEHE U Ha C Heu3BECTHA YECTOTa
NpoTpoMGHHOBOTO Bpeme!




Hapyluienus Ha uMyHHaTa cuctema®

AHTHOHEBPOTHYEH OTOK

C Heu3BECTHA 4YeCTOoTa

AHadunakcus

C Hen3BecTHA UeCTOoTa

Cunapom, nogobeH Ha cepyMHa Bonect

C HeM3BecTHA 4HecTOoTa

XUNEPCEHIUTUBEH BACKYJIUT

C HeW3BEeCTHA 4YecToTa

Hagzmennﬂ HA HEPBHATA CHUCTEMA

3aMasHOCT HeuecTn
[ nasobonue HeuecTH
O6paTHMa XMNepaKTUBHOCT C HEU3BECTHA 4eCTOTA
["bpuose’ C HEU3BECTHA YECTOTA

AcCEnTHYEH MEHHUHIHUT

C Heuw3BecTHa 4ecToTa

ChbpIeuHH HapYLICHHS

Cunapom Ha Kounis

C HeMu3BeCTHA YecToTa

 CTOMallHO-YPEBHHU HapyLIEHUS

Hunapus MHOro 4ecTH
[anene” YecTn
[loBpbiuaHe YecTH
Hapyuieno xpaHocMHaane HeuecTH

KonuT, cebp3ak ¢ NpHI0KEHHETO Ha
aHTHOMOTHUK®

C Heu3BeCTHAa 4ecToTa

EHTEPOKOIUTER CHHAPOM, TNIPEAH3BUKAH OT
[IpHEM Ha JIEKAPCTBOTO

C Hen3BeCTHAa 4YeCcToTa

OcThbp naskpeaTur

C Heu3BECTHA YeCTOTA

Yepen ,.kocmat™ e3nk (black hairy tongue)

C Heu3sBecTHA 4yecToTa

Xena'roﬁunuagl-m HapyLEeHHS

[lopHinaraHe Ha AcAT w/unv AnAT?

HeuecT

XenaTtur

C HeM3BECTHA 4ecToTAa

XoNnecTaTH4YHa X bITEHHULA’

C Heu3BeCcTHA YeCTOoTa

Hapyutenys Ha koxarta 4 NoAKOXKHATa Thkan®

Koxen obpus HeuecTH
Copbex Heuectn
Y pTUKapHs HeuecTH
EprTeMa MyJNTHOOpPME Peakm

CnnapoM Ha CTHBBHC-/DKOHCBH

C Heu3BECTHA YecToTa

TokcH4Ha €nuaepMaiHa HeKpoH13a

 HeH3BeCTHA 4YecToTAa

bynosex ekcoanarTHBeH NEPMATHT

C Hen3BecCcTHA YeCTOTA

OcTpa reHepanuanupaHa €K3aHTEMHa

| nycTyniosa (AGEP)'

C HeUuzBeCTHA 4ecTOoTAa

JlekapcTBeHa peakuuns ¢ €03MHOPUINUA U
cucteMHu cumntomMu (DRESS)

C HeusBeCTHa 4yecToTa

CHUMETPUYEH NIEKAPCTBEH HHTEPTPUIHHO3EH
U BNEKCYpeH €K3aHTEM (CHHAPOM Ha
napuaHa) (Symmetrical drug-related
intertriginous and flexural exanthema —

C HeH3BEeCcTHA UecToTa




SDRIFE)
Jlnneapna IgA Honect C HeH3BECTHA YECTOTA

| Hapyinenns na 6u6peunte n nnkovHHUTe MHTHINA

UuTepcTHunaned Hegpur C HeW3BeCcTHA 4YecToTa
Kpucranypusa (BKIIOYHTENHO OCTPO C HEeU3BECTHA YECTOTA
61n6peuHo yBpexaaHe)’

' Bxk. Touka 4.4

* [NoABaTa Ha rajieHe € MO-4eCTOo NPH NEPOPAIEH MPHEM Ha BUCOKH A03H. AKO CE MOABAT
peakLHK OT CTPaHa Ha CTOMALLHO-YPEBHHUA TPAKT, T€ MOraT Aa C€ HAMaJIaT C NPHEM Ha
aMOKCHLIMTHH/KNaBy/1aHOBA KUCE/IHHA MO BpEME Ha XpaHeHe.

* BKAOYHTENHO MCeBAOMEGPAHO3EH KOUT H XEMOPArHueH KOMHT (BX. Touka 4.4)

* ¥Ymepeno nosuwasane Ha ACAT v/unu AnAT e yCTaHOBEHO NPH MALIMEHTH, NEKYBaHH ¢
beTa-naKkTaMHN aHTUOHOTHLM, HO 3HAYEHHUETO HA TE3U MPOMEHU HE € UIACHEHO.

" TakuBa peakumu ca YCTAHOBEHH H Clle[l MPUAOKEHHE HA APYTH TIEHHLIMIIUHY 1
uedanocnopuum (BX. Touka 4.4).

° AKO ce MOABK peakuMs Ha allepruieH AEPMaTHT, JIe4eHHETO TPAGBA [a ce NMpeyCTaHOBY
(BXK. TOUKa 4.4).

"Bx. Touka 4.9

S Bxk. Toukn 4.3 u 4.4

Crolmasane HA NOJO3HPAHH HEXEJAHH PeaKIHK

CHo0uaBaHeTo Ha NOAO3MPAHM HEXeNaHH peakUMH cael pa3peluasaHe 3a ynotpeba Ha nekapcTBEHHUA
NPORYKT € BaXKHO. ToBa Mo380sABa Aa NPOAbIKKA HABMIOEHHETO Ha CHOTHOWIEHHETO NMON3a/PUCK 3a
NIeKapCTBEHUA NPOAYKT. OT MEONMLMHCKHUTE CNIELUATHCTH Ce U3KCKBA J1a CLOOLIIABAT BCAKA
NoAO3HpaHa HeKenaHa peaKluus Ha:

M3nbaHuTENHA areHUHs O NeKapeTBara

yva. . JamsHd I'pyes* Ne 8

1303 Codus

Ten.: +3592 890 34 17

yebcaiT: www.bda.bg

4.9 Ilpenoznpane

CHMIITOMU U NPU3HAILH Ha NPEAO3UPAHE

Moxe na ce HabaroaaBat CTOMaUIHO-YPEBHH CHMITTOMH H HAPYLUABaHE HA BOJHO-EEKTPONUTHHS
Oananc. HabnwaaBana € aMOKCHUMAMHOBA KPUCTANYPHA, B HAKOH Cydau Bojewa 10 6b6peuHa
HENOCTATBYHOCT (B>K. TOUKa 4.4).

Moxe na ce HabnrozaBat rbpyoBe MPHU NAUKMEHTH ¢ HapyllieHa ObOpeYHa PyHKLHA WAK NPU TE3M,
NPUEMaLLA BUCOKH NO3H.

Mima cboOLLIeH S, Y€ aMOKCHLIMAHH CE yTasBa B KATEThpPa Ha MHKOYHHA MEXYP, OCHOBHO Clefl
HHTPaBCHO3HO MpHIaraHe Ha BACOKH 103u. TpabBa na ce npoBekaa peloBeH BU3yaneH KOHTPO
(Bx. TOUKa 4.4).

10




JleyeHHe HA UHTOKCHKALIKS

CUMATOMUTE OT CTPaHa HA CTOMALIHO-YPEBHHA TPAKT MOraT [1a Ce JEeKYBAT CUMIITOMATHYHO, KaTo ce
0ObpHE BHHMAHHUE HAa BOJAHO-ENIEKTPOIHTHHA DanaHc.

AMOKCULIMINH/KITAaBYTAHOBA KUCEJIMHA MOXKE Aa CE€ OTCTPaHH OT KpbBOOOPALLEHHETO Upe3
XeMoHanusa.

5. ®APMAKOJIOIT'MYHHU CBOHCTBA

5.1 dPapMaKoJHHAMHYHH CBOHCTBA

DapmMakoTepaneBTHYHa rpyna; KoMOMHaUKUa OT NEHHUUNUHHU, BKITIOUUTENHO UHXKOHUTOpH Ha BeTa-
naktamazu; ATC kon: JOI1CRO2.

MexaHH3bM HA JeHCcTBUE

AMOKCHUMWIUH € NONYCHHTETUYEH NEHHUUIUH (DeTa-nakrameH aHTHOHOTHK), KOWTO HHXUOHpa eIuH
HJIK NOBeYe €H3UMH (YECTO HAPUYAHH TIEHWUWAUHCRBLP3BaLUH NMpoTeUHHU, [ICI]) B nbTa Ha OHOCHHTE3a
Ha DaKTepHaHUA NENTHAOMIMKAH, KOHTO € CBUIECTREH CTPYKTYPEH KOMIMOHEHT Ha DakTepuanHara
KJieTb4Ha cTeHa. MHXHOHpaHeTo Ha CUHTE3a Ha NMENTHAOMTHKAaHA BOAK N0 oTc1abBaHe Ha KneTbyHarta
CTEHA, KOETO OOMKHOBEHO C€ MOC/EABA OT KIETLYHO pa3rpa)KaaHe U CMbPT.

AMOKCHUHJIHH € HYBCTBHTCACH KbM pasrpaxjaHe OoT SETH-HHI{THMHBHTE, npecayunupaHHu o7
PC3HCTCHTHHUTC 6EII{TEPHH, Nnopaan KoCTo CreKTLPbLT Ha AEHCTBUE HA AMOKCHLMJTUH KATO
MOHOTEPAIIHA HC BKJIKOYBA MUKPOOPraHUiMH, KOHUTO NPOU3BECAAAT TC3IH CH3IUMH.

KnaBynaHoBara kdcenuHa e 0eTa-nakram, CTpyKTYPHO noao0eH Ha neHuunnnauTe. TS HHAKTHBUPA
HAKOM OeTa-NaKTaMa3HU €H3UMH, KaTO MO TaKbB HAYWH NPEAOTBPaTABAa HHAKTHBUPAHETO HA
aMOKCHUMIHH. KnaBy1aHOBaTa KHCENMUHA CAMOCTOATENHO HEe NPOABABA KITMHHUYHO MONE3EH

aHTuOakTepuaneH edekr.

Bpb3ka dhapMakoKHMHETHKa-(DapMakoAUHAMHKA

BpeMeTo Haa MMHMMaTHATA NOTUCKaWa KoHueHTpaiusa (T>MIIK) ce cuura 3a OCHOBHMST onpeaenai
(pakTOp 32 €PUKACHOCTTA HA AMOKCHLIUJIHH.

MexXaHU3MHM Ha PC3HCTECHTHOCLT

ﬂB&Tﬂ OCHOBHH MCXAaHHU3MaA Ha PEIUCTCHTHOCT KM amnxcuuunun/waaynauoa& KHCCNHWHA Ca:

° MHaxTuBHpaHe oT Te3u DakTepruanHu BeTa-nakramasH, KOUTO HE ¢a HHXHOHUpAHH OT
KJ1aBYJlaHOBATA KHCEIMHA, BKNIOUHTEeNHO Knac B, C m D,
* MameHeHue Ha [MCI1, koeTo Hamanasa aguHKTEeTa HAa aHTHOAKTEPUATHHUA NPOAYKT KbM Taprera.

Jlunca Ha nepmeadbunuret Ha OaKTEPHUUTE UM MEXAHH3MH Ha edNyKC MOMNA MOraT Aa NPHYHHAT HITH
Ja AONPHHecaT 3a BaKkTepHaliHaTa pe3MCTEHTHOCT, ocobeHo npu ['pam-oTpHuarenHu bakrepyn.
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['paHununy croitHocTH (breakpoints) NpH H3INUTBaHE 3a 4YBCTBUTENHOCT

Kpurepuu 3a nntepnperauus Ha MIK (MIC — minimum inhibitory concentration) npn U3NHTBaHE 3a
YyyBCTBUTEHOCT ¢a pa3padoteHn oT EBponeHcKUA KOMUTET MO W3TMTBAHE 34 UYBCTBUTEIHOCT KbM
aHTUMHKpOOHH nekapcTea (EUCAST — European Committee on Antimicrobial Susceptibility Testing)
33 aMOKCHUMWJIMH/KNaBY1aHOBA KUCEAKHA M MOraTt 1a 0baat HaMEpPEHH Ha
https://www.ema.europa.cu/documents/other/minimum-inhtbitory-concentration-mic-

breakpoints en.xlsx

PasnpocTpaHeHHeTO Ha pe3UCTEHTHOCTTA MOXE J1a BapHpa reorpa)Cky U BbB BPEMETO 3a ONpPEAe/ieHH
BUIOBE U € XKEeMaTeNHO Aa MMa JIoKanHa MHdopMauys 3a pe3UCTEHTHOCTTA, 0CODEHO NMpH JieueHHe Ha
TeXKKHU uHPekuun, [Ipn HeobxoaumocT TpabBRa Aa ¢e MOTHPCH CHBET OT CNELIMATIHCT, KOMaTo
NOKANHOTO pasnpOCTPAHEHHE HA PE3UCTEHTHOCT € TAKOBA, Y€ MoN3aTa OT IEKAPCTBEHUA NPOAYKT NpH
[TOHE HAKOW BUAOBE MHPEKILHHU € MO BBLITPOC.

MHUKPOOPraHH3MH, KOHTO OOHYAHHO €2 YYBCTBUTENHH
Aepobhn ['paM-nonoxMTENHN MUKPOOPTraHH3MU
Enterococcus faecalis
Gardnerella vaginalis
Staphylococcus aureus (METUUWIUH-UYBCTBUTENEH)E
Koaryna3a-HeratuBHH cTaprioKOKY {METULIMTUH-UYBCTBUTENHH)
Streptococcus agalactiae
Streptococcus pneumoniae’

Streptococcus pyogenes 1 1pyru 0eTa-XeMOJUTHYHH CTPENTOKOKH
['pynara Ha Streptococcus viridans

Aepobuu ['paM-0TpULIATENHN MUKPOOPIraHU3MH
Capnocytophaga spp.

Eikenella corrodens

Haemophilus influenzae’

Moraxella catarrhalis

Pasteurella multocida

AHaepoOHH MUKPOOPIraHH3MH
Bacteroides fragilis
Fusobacterium nucleatum
Prevotella spp.

Buaose, NpH KOWTO NPUIOOUTATA PEIUCTEHTHOCT MOXKE Aia € Npobaem
AepoOhu [ paM-NoaoKUTEAHH MUKPOOPraHU3IMH

Enterococcus faecium 3

AepobHu [ 'paM-0TpHLIATENHH MUKPOOPTAHU3MHU

Escherichia coli

Klebsiella oxytoca

Klebsiella pneumoniae

Proteus mirabilis

Proteus vulgaris
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MMuKpOOPraHnu3MHu ¢ BpoaeHa pe3UCTEHTHOCT

AepobHn "paM-OTPULIATENHH MUKPOOPTraHHU3MH
Acinetobacter sp.

Citrobacter freundii

Enterobacter sp.

Legionella pneumophila

Morganella morganii

Providencia spp.

Pseudomonas sp.

Serratia sp.

Stenotrophomonas maltophilia

HApyru MUKPOOPraHu3Mu
Chlamydophila pneumoniae
Chlamydophila psittaci
Coxiella burnetti
Mycoplasma pneumoniae

$ EctecTBena untepMeuepHa HyBCTBUTENHOCT NPH JIMNCA HA NPUAODUT MEXAHW3IBM Ha
PE€3UCTEHTHOCT.

£ BCUuKkM METULIMAHH-PE3HCTEHTHH CTA(UIOKOKH Ca PE3UCTEHTHH KbM
aAMOKCHLUMTHH/KNaByJ/1aHOBA KUCENUHA.

| Streptococcus pneumoniae, peIMCTENTHH KbM NEHHLMITHH, He TpAGBA 1a ce NEKYBAT ¢ Ta3H
¢opMa Ha aMOKCHMLIMIIMH/KNTaByNaHOBA KHCceNMHa (BxK. Touku 4.2 u 4.4),

? LLlamoBe ¢ HaMajieHa 4yBCTBUTENHOCT €a AOKIAIBAHU B HAKOW CTPaHH B EBponeiickus cbro3
C UeCToTa no-eucoka ot 10%,

5.2 (@apMaKOKHHETHYHH CBOHCTBA

Abcopbums

AMOKCHLIMJIMH W KJaBY1aHOBATa KUCENMHA C€ JUCOLIMHPAT HaITbIHO BbB BOJEH Pa3TBOP C
¢u3nonoruuHo pH. Jlgete akTUBHU BelecTsa ce abcopbupart Gbp3o U AobBpe cnea nepopanHo
npunoxkeHue. Crea NepopaiHo NPUIOKEHHE OHOHANUYHOCTTA Ha AMOKCHULIMIIMH W Ha K1aBYNaHOBaTA
kucenvua e npubnunsntenno 70%. INna3zmenure npodunu Ha ABeTE aKTHBHU BELLECTBA €A CXOAHH M
BPEMETO 32 OCTHraHe HA BbLPXOBA NNa3MeHa KOHUEHTpaLHs ( Tuax) U npu aBeTe € npubGIU3HTENHO
eIuH Yac.

ITo-pony ca npeacrapeHy GapMaKOKMHETHUHUTE PE3y/ITaTH OT €IHO MPOYYBAHE, NPU KOETO

aMOKCHUHWTHH/KNaByJlaHOBa KhcenvAa (Tabaetkn ot 875 mg/125 mg ABa NbTH AHEBHO) € NPUIOKEH
Ha rJaaHo NMpH FPpyIH 3apaBH A00POBOALIM.
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Cpeaun (£ SD) papMakoKHHETHYHH MapaMeTpH

ITpunoxeHo (u) Jo3a Cinax Tax * AUC 521 T1/2
AKTHBHO (M) (mg) (pg/ml) (h) (pg.h/ml) (h)
BELLECTRO (a)
AMOKCHLINIUH
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
KnasylaHOBa KHCEJIMHA

AMX/CA 125 2,18 1,25 10,16 0.96
875 mg/125 mg + 0,99 (1,0-2,0) + 3,04 + 0,12

AMX — amokcriuunanH, CA — KJTaByJJaHOBA KUCENHHA
* Meauada (0OxBat)

CepyMHHTE KOHLEHTpPALKWH HAa AMOKCHLUWIMH M KNABYJIaHOBATA KUCE/NINHA, JOCTHIHATH C
AMOKCHLMITHH/KJIaBYJ/TAHOBA KHUCEIMHA, Ca CXOAHHU C TE3M CJE/ NEPOPATTHO NPUTOKEHHE Ha
EKBHUBAIIEHTHH 103U OT CAMOCTOATENHO NMPUNOKEHH AMOKCHLIMIIUH WM KJlaBYJJAHOBA KMCEIMHA.

PaznpeneneHue

Oxono 25% o1 0010TO KONHYECTBO Ha KJ1aBYJIAHOBATA KHCEJIMHA B Tuta3marta M 18% oT ob1oTo
KONTMYECTRO HA aMOKCHULUHKJIUH B [1a3MaTa ca CBbP3aHM ¢ MPOTEHHM.

ITpusnanuaT obem Ha pasnpeaesnexue e okoo 0,3-0,4 I/kg 3a amokcuuunuH v okono 0.2 I/kg 3a
KJ1aBy/1aHOBATA KMCETHHA.

CJie] HHTPaBEHO3HO NPHIIOXKEHHE, AMOKCULIMW/IMH U KJIaBY1I2aHOBA KACE/IMHA CE€ YCTAHOBSIBAT B
MII'bYHHA MEXYP, KOPEMHATa ThKaH, KO)KarTa, MacTHATa ThKaH, MYCKY/JIHHTE TbKAHW, CAHOBUAJIHATA W
NEPUTOHEATHATA TEUHOCT, XKIIb4KATa U THOMUTA. AMOKCHUMJIMH HE Ce pasnpeaensa 10CTaTbYyHO B
uepedpocnrHaaHaTa TEMHOCT.

OT npoy4BaHud NPH )KUBOTHH HAMA A0KA3aTENICTBA 3@ 3HAUKMMO 3aQbPXKAHE B ThKAHWUTE Ha
JIEKAPCTBEHO-TIPOW3BOAHU BEIIECTBA 32 HUKOSA OT ABETE CbCTABKH. AMOKCHUWIIHMH, NOA00OHO HA
MOBEYETO NEHULMWANHKY, MOXKE [a C€ YCTAHOBM B KbpMaTa. CNeau OT KJIaByJ1aHOBa KUCEIMHA CbIlo
MOraT Aa Ce OTKPHUAT B KbpMaTa (BX. TOuKa 4.6).

HoxazaHo e, 4e aMOKCHMLIM/IMH U KNaBYJIAHOBATA KMCEJIMHA MMpeMUHABAT Npe3 nnaieHTapHara Sapuepa
(BK. TOYKa 4.6).

buotpanchopmaums

AMOKCHIIH/IHH C€ EKCKPETHPa YACTHYHO B YPUHATA KaTO HEAKTUBHATA MEHUUHNOEeBA KHCENUHA B
KOMU4YecTBa, ekBuBaneHTHH Ha 10 no 25% o1 HavyanHarta no3a. KnaBynanoBara KucesinHa ce
MeTabOoTN3Mpa EKCTEH3UBHO NPY YOBEKA M CE OTAE/A B YPHHATA M M3NPAKHEHHATA U KaTO BLIIEpPOREH
AUOKCHI B U3OHILUBAHUA Bb3AYX.

Enumubupane

OCHOBHMAT MBT HA €IMMUHHUPAHE HA AMOKCHLIMAMH € npe3 ObOpeunTe, 1OKATO KIaBynaHOBaTa
KHCENTHHA C€ eIMMHHUPA KakTo Nno OLOpeUYHy, Taka 1 No M3BbHOBLOPEeUHH MEXAHU3MM,

AMOKCHLIMJIHH/K/IaBY12HOBA KUCENMHA MMA CPEEH ENUMHHALIMOHEH NOJTYXKHUBOT OT npubin
€IHH Yac MU cpeaeH o0 KNUpBHC npubnuzntento 25 I/h npu 3apaen nuua. [pudnusureny

14



70% oT aMOKCULIMIKH W npubnusntento 40 no 65% oT KnasynaHoBaTa KUCEMHA C€ eKCKpeTUpaT
HEMPOMEHEHH B YPUHHATa Npe3 bpPBUTE LIECT Yaca Ce/ NPUI0KEHHE HA €AHHUYHA 1034 AYTMEHTHH
250 mg/125 mg uan 500 mg/125 mg tabnetku. B HAKONKO NPOyYBaHHUA € YCTAHOBEHO, Y€ YPUHHATA
ekckpeuus e 50-85% 3a amokcHUMIKH K Mexay 27-60% 3a kKnaBylaHOBaTa KMUCEMWHA 3a nepuoa ot 24
yaca. 3a KJ1aByNnaHOBaTa KHCENWHA, HAK-TONAMO KOAHWYECTBO OT IEKAPCTBOTO CE EKCKPETHPA Mpes

MbPBHUTE ABd Haca CNCI NPUIOKCHHE.

EnHOBpeMEHHOTO NpUIoXKeHHe Ha npobeHelina 3abars eKCKpeUMAITa Ha AMOKCHLIMNTUH, HO He 3abaBs
O0bOpeynaTa eKCKpeLMa Ha KaBy1aHOBaTa KMceinHa (BXK. To4ka 4.5).

Bb3pacT

ENUMHUHAUMOHHUAT NONYKUBOT HA aMOKCHLUKANWH € noaobeH NpU Aeua Ha BBb3PacT OKoNo 3 Meceua 1o
2 rOAWHH W TIPH NO-roneMu geua v 8bx3pacTHu. [1pu MHOro Mankure aeua (BKAKXOUYHTENHO
NPEeXAEBPEMEHHO poacHH 0ebeTa) npes MbpBaTa CeaAMHKUA OT KUBOTA UHTEPBABT Ha NPHAAraHe He
TpAOBA 1a HAZXBLP/IA NPUAArade Ba NbTH AHEBHO NOPaAH HE3IPANOCT Ha 6bOpeyHHa NbT Ha
eMUMUHKUpaHe. Tbil KaTO NPH NAUUEHTUTE B CTAPUYECKA BB3PACT CHUIECTBYBA MO-rOJiaMa BEPOATHOCT
na uMart HamaneHa 0u0peuHa dyHKUMA, e HeoOX0IUMO BHUMAHHE NpH U300pa Ha 1032 U MOXKE Na €
NOJIE3HO Aa ce npocneansa OvOpeyHaTa pyHKUMS.

[1on

Cnel nepopanHO NpUIOKEHHE HAa AMOKCHLIMITHH/ KJIABY/IaHOBA KHCENIMHA NPH 34PAaBH MBXKE H JKEHH
MOJBT HE € OKa3a/l 3HaUMMO BIIMAHHE BbPXY (PAPMAKOKWHETHKATa HUTO HA AMOKCHLUMAHH, HATO Ha

KAdBYNdHOBATa KHUCCIIHHA.

b1OpeuHO yBpexaane

OBWHAT cepyMeH KITMPBLHC HA AMOKCULIMIUH/KN1aBY/IaHOBA KHMCEIMHA HaManaBa MPOonopLUOHAHO C
HamansBaHeTo Ha ObOpeuHara QyHkuMA. [[oHHKABaHETO HA NEKAPCTBEHHUS KIIMPLHC € MO-H3pa3eHo 3a
AMOKCUUW/IHH, OTKONKOTO 32 KNABYJIaHOBATA KMCEJIMHA, Thd KaTO NO-rojiaMa 4acT OT aMOKCHLIMIHH ¢
eKcKpeTHpa npes 6uopeunte. [opaau Tazu npuunHa 1o3upaHeTo nNpu OBOpeyHo yBRpeXaaHe TpaOBa
11a NPEAOTBPATH NMPEKOMEPHO HATPYNBAHE HAa AMOKCHLIMIIHH, KaTO €IHOBPEMEHHO € NoAAbLPIKAT
NOAXOAALLM HYUBA Ha KJAaBY/1aHOBATa KUCeTWHA(BX. Touka 4.2).

YepHoapobHO yBpexaaHe

JIO3WpaHETO NpH MalHEHTH ¢ YEpHOAPOOHO yBpeKaaHe TpabBa a Ce€ U3BbLPLIBA C BHUMAHHE U
qyepHoApoOHaTa PyHKLHA 1a C€ NpocneasiBa peAOBHO.

5.3 IlpeaxnuHHYHH ZAHHH 32 De30NaCHOCT

HeknMHHYHHUTE AaHHU HE NOKa3BaT 0coOeH pHUcK 3a xopa Ha 6a3ata Ha (apMaKONOrHYHH POYUYBAHUS
3a He30MacHOCT, NPOYYBAHHUSR 338 TEHOTOKCUYHOCT M PEIpOAYKTHBHA TOKCHYHOCT.

ﬂpquﬂanuﬂ 34 TOKCHYHOCT INIPH MHOINOKpPaTHO nNpuiaaraHe, npeeCacHH! Npu KyydeTa ¢
ﬂMDI{CHLlHJTHH/}U[ﬂBYHaHOBa KHCECJIMHa, MOKA3BAT CTOMALUHO SPa3HCHE H NMOBPBILAHE, KAKTO H

MmpoOMAaHa B UBCTA HA €3UKaA.

He ca NPOBCHKIAAHH INPOYUBAHHUA 34 KAHUCPOTCHHOCT C HMOKCHUHRHH/KJTEB}/H&HUBEI KHCCJIHHA HUJIH
HEKOA OT CbCTABKHUTE.
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6. PAPMAILLIEBTUYHHU JAHHH
6.1 CnHcbK HA NOMOIHHTE BellecTBAa

HOopo na madaemxkama

Marue3ueB creapart

HaTtpueB HULLIECTEH rIMKOJIAaT TN A
be3B0O/1€H KOJIOU/IEH CHJIULIMEB JHOKCU]
MuUKpOKpHUcTaiHa Leay103a

Dunmo6o noxkpumue Ha madiemkama
Turanos nuokcua (E171)
Xunpomesnosa

Makporon (4000, 6000)
JIHMeTUKOH
6.2 HecnbBMeECTHMOCTH

Henpunoxumo.

6.3 Cpok Ha roanocr

2 rOAUHHU.

138aT B pamkuTe Ha 30 IHM Crien

6.4 CneuHa/lHH YCJIOBHS HA CbXPAHEHHE

Jla ce cbXpaHsBa B OpMrMHajiHaTa OrnakoBKa, 3a Aa ce Nnpejanas3y oT Biara.
Jla He ce chxpaHsaBa Haa 25°C.

6.5 Bmuau chabpkaHHe HA ONAKOBKATA

baucrepu ot PVC/Anymunuii/ITonvamMua 1aMMHAT ¢ NOKPUTHE OT alTlyMHUHHEBO (POJTHO, HAPEYEHH
cTyaeHO popmoBaHu anymMuHueBd Oauctepu (CFB). cuabpkawm 2. 4. 10, 12, 14, 16, 20, 24, 30, 100
unu 500 TabneTkm.

' .EdC mm#mmecmmmumnpme CHABPKALLO
- packs (DPP)), coaspxaum 14 Tabnetxu.

He BcMukH BMA0OBE OMAaKOBKH MOraT jJia ObaT NyCHaTH Ha nasapa.
6.6 ChneunaaHu npeanasHu MEpPKH NpPH H3XBHPJ/IAHEe H padoTa

Heu3znonzBaHusr JIEKAPCTBEH NPOAYKT HJIK OTNAABbYHUTE MATEPHAJIK OT HEIO TpﬂﬁBﬂ Aa CC U3XBLPJIAT
B CLOTBCTCTBHE C MCCTHHUTEC UBUCKBAHHAL.

7. INPUTEXATEJ HA PABPELIIEHUETO 3A YIIOTPEBA

GlaxoSmithKline Trading Services Limited
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12 Riverwalk,

Citywest Business Campus,
Dublin 24,

HUpnanausg

8. HOMEP(A) HA PAZPEHIEHHETO 3A YIIOTPEBA

Per. Ne 20000316

9. JATA HA ITbPBO PAZPEINABAHE/TIOAHOBABAHE HA PAZPEHIEHHETO 3A
YIIOTPEBA

Harta Ha nupBo pazpewuapane: 8 tonu 2000 r.
IlaTa Ha nocneaHo noaHoBsABaHe: 25 mait 2015 r.

10. JATA HA AKTYAJIMZBUPAHE HA TEKCTA
05/2024
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