KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA
L0 /00% 2 BEF K

1. UME HA JIEKAPCTBEHMUS ITPOAYKT 62123 - ? 07 -02- 2025

Kcumebak 100 mg punmupanm rabnerku
Ximebac 100 mg film-coated tablets

Kcumebak 200 mg ¢punmupaHu TabeTku
Ximebac 200 mg film-coated tablets

2. KAYECTBEH H KOJIMYECTBEH CHCTAB

Kceumebak 100 mg: Enna punmupana tabnerka ceabpxka 100 mg uednoaokcum, kato uednoaokcum
npoxkcetun (cefpodoxime proxetil)..

Kceumebak 200 mg: Enna ¢punmupana tabnerka cboabpxka 200 mg uednoaokcum, Kato uednoaokcum
npoxkcetun (cefpodoxime proxetil)..

[IoMOLIIHH BELIECTBA C H3BECTHO JICHCTBHE:

Kcumebak 100 mg: Beska puamupana tabnerka cbabpxka 22,6 mg nakro3a (KaTo MOHOXMpAT).
Kcumebak 200 mg: Bcsika punmupana tabierka cbabpka 45,2 mg j1akro3a (KaTo MOHOXHIpAT).

3a IMbJIHUA CIIUCHK Ha MOMOLIIHUTE BELIEeCTBa, BUXKTE TOYKa 6.1.

3 JIEKAPCTBEHA ®OPMA

Kcumebak 100 mg punmupanu tabnetku: Kpbrim, 614 10 XKbITEHHKaBH TabJIETKH C IHAMETHP
npubaIN3UTENHO 9 mm.

Kcumebak 200 mg ¢punaMupanu TabneTku: npoabJiroBaT, 6eiam 10 KbJITEeHUKAaBH TaOJI€TKH, C
JIeJIMTeJIHA YepTa OT ABETE CTpaHM, pazMep npubau3uTenHo 6,5 x 16 mm.
Tabnerkara Mmoxe na Obae pa3aesieHa Ha J1B€ paBHH 103H.

4. KJIMHHUYHHA JAHHHA

4.1 TepaneBTHYHH NOKA3aAHHA

Kcumebak e nmokasaH 3a JieHeHHe Ha CJIeJHUTE HHCbEKLlHH, KOraTo ca ripi4uHEHH OT YYBCTBHTCJ/IHH
MHKPOOpPraHH3MH.

- CHHY3HUT

- ToH3unur U papuHrur.

[Ipn nocoyeHHuTe no-rope nokasaHus, MPHJIOKEHHETO Ha LIEPNOJAOKCHM TpsaOBa 1a Obae 3anazeHo 3a
peLUMAUBHPALIN WKW XPOHHYHH HH(PEKLIMH, WK NTPU HHPEKLUH, NPH KOUTO € U3BECTHO MUJIH Ce
npejnosiara, 4e NMpUYUHABALUMAT MUKPOOPraHH3bM € Pe3UCTEHTEH CpAMO OOWYaHHO NMpHJIaraHUTe
AHTHOMOTHLIM Wiu 6 ciyuaume, 6 KOUMO HAU-4eCcmo UNOA36aHume anmubUomuyu He Mo2am 0d ce
npuwiodcam no opy2a NPUYUHAQ.

- OcTbp OpOHXHT

- Ex3aunepbauus Ha XpOHHYEH OPOHXHUT

- bakrepnanHa mnHEeBMOHMA



I{edhnOAOKCHM He € MPeAnouHTaH aHTHOHOTHK 34 JICHEHHE Ha CTa(QHIOKOKOBa MHEBMOHHMA H
He TpaOBa na ce mpunara 3a ICHEHUE HA ATHITHYHA THEBMOHMA NPUYHHEHA OT
MHKpoOopraHu3MH Kato Legionella, Mycoplasma u Chlamydia (suorc cowyo mouxa 5.1) .

Tpabra na ce B3eMar npeaBUA OPULIMATIHUTE PHKOBOACTRA 34 NPABUIIHO NMPWIOXKEHHE Ha
aHTHOAKTepHAIHH CPEACTBA.

4.2 J103HpOBKA H HAYEH HA NPHAOKEHHE
Hozupoexa

Bh3pacTHM ¥ NOAPACTBAlIH ¢ HOpMasiHa Ob0peyHa GYHKLHA:
Cuny3zur: 200 mg ABa TETH JHEBHO.

Touzwnut u papuurur: 100 mg aABa mbTH AHEBHO
OcTbp 6poHxXUT, ex3alepbaliug Ha XpoHHUEH OpOHXUT M baxTepuanHa nHesMonus: 100-200 mg npa
ITbTH AHEBHO, B 3aBUCHMOCT OT TEXKECTTa HA HHPEKLMATA.

[TalmneHTH B CTAPUYECKA BB3PACT:
[Ipu nanxeHTH B cTapuecka BL3pacT ¢ HopManHa 660peurHa QyHKLIUA He € HeOOXOAUMO KOPUTHpPaHe
Ha no3aTa.

[leaAHATpHYHA MOMTYIALHMA:
LednonokcumM npax 3a nepopanHa CycneH3us € JOCTHIEH 3a neueHne Ha 6ebera (Hax 15 nHeBHA

BB3PACT) M Aeua. 3a AOIMbIHUTEIHA HHPOpMaLHA c¢ 0ObpHETe KbM ChOTBETHATA KpaTKa
XapaKTepUCTHKA Ha MPOAYKTA.

[MaienTH ¢ 0BOpeuHO YBpeXaaHe:
Ho3ara Ha UePrnoAOKCHM HE Ce HYXaae OT MOAU(HIMpaHe, aKO KIHPBHCA HA KpeaTHHHHA HAABHILABA

40 ml/min. Iloa Te3u HUBa papMaKOKMHETHUHUTE MPOYUYBAHUSA NOKA3BAT HAPACTBAHE HA TUIA3MEHHA
XHMBOT Ha nonyeauMHUHEpaHe. [lopagu Topa no3ara TpabGBa ga ObAe KOpHIrHpaHa 1o ChOTBETEH HAYHH.

KPEeaTHHHHOB KIHpBLEC (ml/min)

1
39-10 eZIMHHYHA J103a NPWIOXKEHAa KAaTO eIHOKpATHA 034 Ha
BCEKM 24 yaca.

1
<10 eIMHUYHA 1038 TPHIOKEHa KATO eJHOKpaTHA 103a Ha
BCekH 48 uyaca.

1
[TarMeHTH Ha XeMOaHANH32a CIHHWYHA 1033 TPUIIOKEHA ClIel BCAKa JHANH3HA CEeCHA.

3ABEJIEXKA: ' Ennsuunara n03a e 100 mg win 200 mg, B 2aBHCHMOCT OT BHA@ Ha HHGbEKLMAT,
KAKTO € MOCO4EHO NO-Trope.

[lalueHTH ¢ YepHOAPOOHO YBpEHKIAHE:
B ciryuail Ha yepHOAPOOHO yBpeKaaHe He € HeoOXOAHMO KOpHIrMpaHe Ha No3aTa

TIpOABL/DKHTETHOCT HA JIEYEHUETO
[IpoABDKUTETHOCTTA HA JIEYCHHUETO 3aBHCH OT NALMEHTA, IOKA3AHUETO H NPHUHHABALIHA
MHKPOOPraHH3bM WIH MHKPOOPTraHH3MH.

Havun na npuRoHCcenue

3a nepopatHO NPHIIOKECHHE.
3a 1a ce NOCTHUTHe ontuMaika abcopbums, TabneTkara TpsabBa Ja ce mpHeMa ¢ XpaHa.

4.3 I[IporHBONOKA3AHHA




CBpBXYYBCTBHTENHOCT KBM 8KTMBHOTO BELECTBO, KbM ApYT LieanoCnopHH WIH KbM HIKOE OT
MOMOIIHHTE BellecTna H30poeHH B T.6.1.

[IpeninecTpallia peakiivsa Ha CBPBXUYBCTBUTEJNHOCT OT OBP3 THM W/ WIKM TEXKKE KATO NPOTHYAHE
peakiHa KbM NMEHHLIIIHH HIIH KbM HSKOH OT OpyruTe NMpeacTaBUTENH Ha OeTa-akTaMuTe.

4.4 Coeunannn npeaynpeikiennsd H IpeJNajHH MEPKH NpH ynoTpeba

Peaxyuu na ceprxuyscmesumenrocm

Ipeau 3anousaHe Ha ieuyeHHe ¢ LEPNOAOKCHM € HeoOXOAMMO NauMeHTbT Aa Obae pasnuTaH
BHUMATEHO 34 NPEALIECTBAIY PEAKLIMH Ha CBPbXYYBCTBHTEIHOCT KbM LIe(PIONOKCHM,
LeGanOCrOPHHH, NEHUMLAIHNHHA WIH KBM ApYTH Oera-naKraMHH aHTHOHOTHLM.

[Tednoaokcum € NPOTHBOIIOKA3AH NPH MalMEHTH, KOHTO ¢a HMANH NpEIIeCcTRallla peakiua Ha
CBPBXYYBCTBHTETHOCT KbM KOMTO H J1a € LedanocnopHH.

Co110 Taka € MPOTHBOMOKA3AH ITPH NALHEHTH, KOUTO €4 UMAJH MpeIecTRalla peakLus OT Obp3 THI
M/MIIH TEXKKA PEaKiiMg Ha CBPBbXYYBCTBUTEIHOCT KbM HAKOM OT NEHHLMWIMHMTE WIH KbM HAKOH OT
ocraHanure Hera-1aKTaMHH AaHTHOKOTHLIH.

Lledpnoaokcum Tpadbea Aa ce npuiara ¢ NOBHIIEHO BHUMaHHE MPH MALMEHTH, KOUTO ca HMAIH ApYT
BHA peakliMf Ha CBPBXYYBCTBHTCITHOCT KbM NEHHULIWIHH HIH KbM APYT NpeAcTaBHTEN Ha OeTa-
NaKTaMUTe.

Peakuyure Ha CBpPBXYYBCTBHTENHOCT (aHa(punakcus), Habmonasauu npy 6eTa-IaKTaMHHUTE
aHTHOMOTHLHM MOTAT Ja OBbAAT TeXKKHU U MOHAKOTA (PATATHH.

[Ipu mposiBa Ha KaKBBTO U Aa € MPH3HAK Ha CBPbXYYBCTBHUTEHOCT, IeYeHHeTo TpsbBa na 6nae
CIIPAHO.

Bvbpevna nedocmamvynocm
B cnyvyaure Ha Texxka OpOpeuHa HEAOCTATHYHOCT MOXKE [1a CE€ HAIIOXKH AO30BHA pexUM 1a Onae
HaMaJeH B 328BHCHMOCT OT CTOMHOCTHTE HA KPEATHHHHOBHA KIHPBHC (BIXK TOUKA 4.2).

Cmomawuno-upeeru 3a60188aHUR

Ledrnoaokcum Tpabpa BHHArK na Obae M3NOI3BaAH ¢ NOBHIIEHO BHUMaHHE MPH NallMeHTH ¢ aHaMHe34
3a CTOMALIHO-YPEBHO 3abongBaHe, 0codeHo konut. [Ipu npunoxenue Ha LUePNogOKCHM ca
ChOOLIaBAHH CTy4aH Ha CBbpP3aHH C AHTHOMOTUYHATA Tepanus JHAPHA, KOJIMT M ceBaoMeMOpaHo3eH
konHT. Te3n anarnosn Tpabsa aa ce UMaT NpeABH/ MPH NAUMEHTH, TIPH KOHTO B XOAa Ha JIEYUEHHETO
HJTH CKOPO CIIEJ HEro HacThIBa quapus. JleueHHero ¢ uednoaokcum Tpabpa ga ce NpeycTAHOBH, aKO
HACTBHITH TEXKA W/ WK KbpPBaBa JHAPHA B XO/Ia Ha TEPAIMATA H J1a C€ 3aM0YHE ChOTBETHO JIEUEHHE.

IIpocrednsane Ha KpveHamMa xapmuKa

Kakxto u npu apyrure 6era-nakraMHi aHTHOHOTHLM, 0COBEHO B X014 HAa MPOXB/DKHTETHO NIeYeHHeE,
MOJK€ Z1a HACTBIAT HEYTPOIEHHUA K MO-PAAKO arpaHyJIOLMTOo3a. B cliyyauTe, B KOUTO NE€YEHHETO
MpoAk/pkapa noseye oT 10 aAHH, € HeoOX0AHMO NMpocneaAsBaHe HA KPbBHATA KAPTHHA H
NPEeyCTAHOBABAHE HA JICHECHUETO MPH YCTAHOBABAHE HA HEYTPOIICHHA.

[edanocnopunure Moxe aa ce abcopOupar no NoBLPXHOCTTA HA MEMOPAHHUTE Ha YePBEHUTE KPBBHU
KJIETKH H 1a B3aHMOACHCTBAT ¢ aHTHTENATA, HACOUEHH CpeLLy J1ekapcTBOTO. ToBa MOXKE Aa AoBeae A0
NO3HTHBHpaHe Ha TecTa Ha Coombs H MHOTIO PAAKO O XeMONIHTHYHA aHeMHi. [Topaay Ta3u npHYMHA

€ Bb3MOXKHA KPBCTOCaAHA pCAKLIIMA KbM TICHHIIWIHH.

bvbpeuna pyrxyun




[1pu npunoxeHue Ha L1eaTOCnOpHHOBH aHTHOHOTHLM ca HabmogaBaHK H3MEHeHHd B 6pOpeuHara
dyHKUHMA, 0cO0€HO KOraTo ¢e Npwiarar ¢IHOBPEMEHHO ¢ NOTEHLHATHO He(PPOTOKCHYHH areHTH KATO
AMMHOTJIMKO3HIM W/WIH MOLIHK OUypeTHLH. B Te3n ciyuan € Heo6xoaHMO MOHHTOpHpaHe Ha

61p6peunara dyHKUMA.

Ipoownocumenna ynompeba

KakTo u npH 0CTaHANHTE AHTHOMOTHILIH NPOAIKHTETHOTO NPHIOKEHHE HA LIE(DNOAOKCHM MPOKCETHI
MOXKE J1a I0BeNIE 10 CBPBXPACTEH Ha HEUYBCTBMTE/IHH MHUKPOOPraHH3MH. AHTUOHOTHLMTE 34
NepOPaTHO MPWIOKEHUE MOTaT Aa yBpeaAT HopManHaTa iopa Ha gebenoro 4epBo 1 Ia ce pa3BHe
CBPBXPACTEX Ha KIOCTPHIMH C MOCEABAILO pa3BUTHE Ha NCEBAOMeMOpPaHO3eH KONMHT. PenoBHHTE
NperyieAy Ha MAlMEHTa ¢a OT ChLIECTBEHO 3HAYEHHUE U aKO ce pa3BHe cynepuHpekiys Tpabpa na ce
npeAnpHeMaT NOAXOAAIIN MEPKH.

Teacku xoocnu nexcenanu peaxyuu (SCARs)

BB BpB3Ka C JIEYEHHETO C LUEPITOAOKCHM ca choblaBaHH, ¢ HEH3BECTHA YECTOTa, TEXKKH KOXHH
Hexxenanu peakimu (SCARs), sxmountentHo cuuapoM Ha CtuebHC JDkoHCHH (SJS), TOkCHYHA
enuaepMaida Hekponuiza (TEN), nekapcTpeHa peakuus ¢ €03HHOPHIMA H CHCTEMHH CHMIITOMM
(DRESS) u ocTpa reHepanu3vpaHa ex3aHTeMaTo3Ha mycTy/ioza (AGEP), kouro Morar aa 6baar
XHBOTO3ACTpPAIIABAIIM WIH (aTATHH.

[Taumertute Tpabea Aa HbaaT HHQOPMHEPAHH 38 MPU3HAUMTE U CHMITTOMHTE H a4 ce Habmionaear
BHHMATEJTHO 38 KOXKHU PEaKIHH. AKO C€ MOABAT NPH3HALIM U CHMITTOMH, NPEANONAaraiiH Te3H
PeaKklHH, JeYeHUETO ¢ nednoaokcuM Tpadsa HezabaBHO Ja ¢ NMPEKPaTH M Ja ce 0OMHCTH
AINTEPHATHBHO JIEUCHHE.

AKO nauHeHTsT € pa3sun ceprosHa peakuma kato SJS, TEN, DRESS wiu AGEP ¢ ynorpe6ara Ha
uednoAOKCHM, IEUEHHETO ¢ LUePnoAOoKCHM He TpsadOna fa ce BB306HOBABA NPH TO3H MALMEHT NPH
HUKAKBH YCIIOBHA.

Kcumebak cbabpaka HaTpHil M 1akTo3a

To3u nekapcTBEH NMPOAYKT ChAbPKA Mo-Manko oT 1 mmol Harpuit (23 mg) Ha Tabnetka, T.¢.
MPAKTHYECKH MOXE /18 C€ Kaxe, Ye HE ChAbPIKA HAaTPHH.

To3M NeKapcTBEH NPOAYKT ChAbPXKA JakTo3a. [lanHeHTHTE ¢ peAKH HacneACTBeHH MpobieMH Ha
HEMOHOCUMOCT KbM ranakTosa, 061 nakrazeH AePHLUMT HITH MIHOKO30-raTakTo3HA ManabcopOums He
Tps0GBa a NpUeMaT TO3H JIEKAPCTBEH NpPOAYKT.

4.5 BiauMone#icTBre ¢ APYI'E JIEKAPCTBERE NPOAYKTH B APYrH QOpME HA B3aaMoaeHcTBRE

He ca HabmonaBaHH KIHHHYHO 3HAYHMH JICKAPCTBECHM B3aMMOIEHCTBHSA 110 BpeMe Ha KITHHHYHH
Npoy4BaHH1.

XuctamuH Hz-aHTAroHUCTH ¥ aHTHALUMAK HaMAABAT OMOHANMYHOCTTA Ha LUehMOAOKCHM.
[TpobeHelmn HaMangBa eKCKpeuuaTa Ha uedanocnopunm. LledanocnopHHuTe nopHInaBat
AHTUKOAryJNIaHTHHA €deXT Ha KyMapHHUTE.

Anmuayudu u H;-6roxepu

H3cnenpaHusATa MOKA3BAT, Y€ OMOHATHYHOCTTA Ce MOoHWkaBa ¢ mpubnuiurenHo 30%, koraro
LepnoAOKCHUM ce ITpHiara ¢ IeKapcTsa, KOUTO HeyTpanusupar cromamtoro pH win nuxuGupar
cromailiHaTa cekpeums. [lopanu ToBa aHTHaNMAH, NEKAPCTBA, ChABPXKAIKM MHHepanu u Hy 6rokepy,

KAaTO PaHUTHMH, KOHUTO MOKE 0 AOBeaT A0 NokadBaHe Ha croMamHoTo pH, Tpabsa na ce npuemar 2
a0 3 qaca cnel NPHUIOKEHHETO Ha LEePIOTOKCUM.

Bwv3oetiicmeue svpxy rabopamoprume ouazrocmuunu mecmoee

DanumBo MOJOKHTEIHA PEaKLMA 34 NIIOKO3a B YPHHATA MOXE Ja MMa IPH H3MOJI3BaHe Ha
pa3TBOpHTE Ha Benedict unv Fehling wnu npu Tect TabneTku ¢ MeaeH Cyndar, HO HE U NPH TECTOBE
OCHOBAaBaLl}M C€ HA CH3UMHHM INTIOKO300KCHIA3HH PEeaKLMHu.



4.6 PepTHIIHTET, OpEMEHHOCT H KbpMeHe

3a uernoAOKCHUM NMPOKCETU HAMA KJIMHUYHH JIAaHHH 33 €KCNO3UpaHH OpeMEHHOCTH.
ExcnepuMeHTaIHUTE NMPOYYBAHHUSA NPH )KUBOTHHU HE MOKA3BaT MPAKO WIH HENPAKO BPEIHO
BB3/IEHCTBHE BbPXY OpEMEHHOCTTa, eMOPHOHANTHOTO/(peTaTHO pa3BUTHE, PaXKJIaHETO WJIH
MOCTHATAJIHOTO pa3BUTHE (BXK. TOYKa 5.3).

[IpeanucBaHeTo Ha GpeMeHHH xeHH TpAOBa na Ob/e ¢ NOBUIIIEHO BHUMAHHE.

ExcriepyMeHTaIHUTE POYUYBAHHUSA, MPOBEACHH BbPXY HAKOJIKO )KHBOTHHCKH BH/IOBE HE MOKa3BaT
HUKaKBH TE€PaTOreHHU WK PeTOTOKCHYHHU edekTH. bezonacHocTTa Ha LEDNOAOKCHM MPOKCETH NPe3
OpeMeHHOCTTa, 0Daye, He € yCTaHOBEHAa U KaKTO NMpH BCHYKH JieKapcTBa, TpAOBa /1a ce npuiara ¢
MOBUILIEHO BHUMAHHE Mpe3 MbPBUTE MECELIH OT OpEeMEHHOCTTA.

LlepnoaokcuM ce ekckperupa B KbpMaTa npu xopa. Maiikure Tpsa6Ba aa npekpaTaT KbpMEHETO
JIOKaTO IMPOBEX/AT JIEYEHHUE C LIEPMOAOKCHUM.

4.7 EdexTn BbpXy cnocobHocTTa 32 mModupaHe H pabora ¢ MAIIHHH

LlednonokcHm npokceTH1 okaspa ¢1abo WK yMEpPEHO BIMSHHE BbPXY CNOCcOOHOCTTA 3a 1odupaHe H
paboTa ¢ MalluHH.

Mma cpobiueHms 3a 3aMasgsHOCT B X0/1a Ha JIEYEHHETO ¢ LednogoKCHM, KOETO MOXKE J1a NOBJIUsE
crocoOHOCTTa Ha NMalKeHTa 3a wodupaHe u paboTa ¢ MallIUHHK.

4.8 Hexe/1anu JieKapCTBeHH PpeaKIHH

B Ta3u Touka HeXXelaHUTE JIeKapCTBEHU peakuuu ca JeHHUPAHHU KAKTO Clle/IBa:
Muoro yectu (= 1/10)

Yectu (= 1/100 no < 1/10)

Heuectu (> 1/1 000 no < 1/100)
Peaxu (= 1/10 000 no < 1/1 000)

Muoro peaku (< 1/10 000)

C Heu3BecTHA yecToTa (He MOXe a Obae ycTaHOBEHa OT HAJIMYHUTE JJaHHHH)

an BCAKO I'PyYTNHpaHE B 3aBHCHUMOCT OT HECTOTaTa, HEXKC/IAHHUTE JICKAPCTBCHH pPCaKIIUH CC H36p()HBﬂT
B HU3XOAAll pE€A MO OTHOWEHHUE HA TAXHATA CCPHO3HOCT.

Cucremo- Yectn Heuectn Peaxn MHuoro peaks C Hen3BecTHa
oprasea kiac | (21/100p0 | (21/1,000to< | (2 1/10,000 to < | (< 1/10,000) yecToTa (HE MOXKe
<1/10) 1/100) 1/1,000) na 6muae

yYCTAHOBEHA OT
HA/IHYHHTE
AAHHHH)

Hadexnuu u Bb3MOKHO € 1a ce

HHpecTanuu YBEJIHYH
MoInyJlauusaTa oT
HeYYBTCBHUTETHH
MUKpPOpraHU3MH
(BHK TOUKa 4.4).

Hapymenns Ha XeMaTonoruyHu | XeMOJIUTHYHA

KPbBTA H HapyLUeHUs aHeMHM S

Jambnara KaTo

CHCTeMa MOHW)KEHHE Ha

xeMorsj100MHa,




TPOMOOLIMTHTE,
TpOMOOUMUTOTEH
s, IEBKOIEHUA
H €03HHODWIIHA.

Hab6monaBanu ca P€AKLIHH Ha CBPBbXYYBCTBHTEC/IHOCT C pa3/IM4HH CTCIICHHU HA CEPHUHO3HOCT

BHX TOYKa 4.3 u 4.4).

AJlepruyHu Ko)XKHM peakuuu ¢
peakl1H, KaTo nouieHe(epuTeMa
KOXHO- MyJaTH(OpME,
JIMTaBUYHH CHUH/POM Ha
peakLMH, KOXKHH Stevens-Johnson,
0OpHBH, CHH/JIpOM Ha
YPTHKApHs H Lyell).
MPYypPHUTYC. Jleyenuero
TpsOBa na Obne
NpeKpaTeHo NpH
nposiBa Ha TaKMBa
cumnroMu. Kakro
NpH APYyryuTe
ue(danoCrnopuHH ,
MHOTO PSJIKO ca
Ha0J1r01aBaHH
aHa(pUIAKTHYHH
peaximHu,
OpoHxocna3bM,
mypnypa
aHrMoenaeMa.
3ary6a Ha
aneTUT
[ maBobone,
napecresus,
3aMasHOCT.
TunuTyC
KbpBaBa auapus
Texect B MOJKeE J1a €
KopeMma, NpU3HaK Ha
rajieHe, €HTEePOKOJIHT.
NOBpbIIAHE, Bb3MoxKHOCTTA
KOpeMHa 3a
0oJika, ncepaomMeMOpaH




AHapus

03€H
€HTEPOKOJIUT
TpsabBa na ce
MMa Mpe/BHL,
aKo 1o BpeMe Ha
JICYEHHUETO H
CJIe/l Hero ce
MOSIBH TEXKKa
WJIM YTIOpUTa
Auapus (BHXK
To4YKa 4.4).

[Ipexoano
YMEpPEHO
yBEJIMUEHHUE Ha
ACAT u AJIAT,
aJiKajaHa

dbocdarasza

W/Wnm
OMIMpyOuH.
Te3un
nabopaTopHu
OTKJIOHEHMH,
KOMTO MOrar ja

ce AbJIKaT Ha
HMH(peKLMATA,
Morar psaako aa
npeBULIaT
JIBOHHO ropHara
rpaHMua Ha
NaneHHTE
pedepeHTHH
CTOMHOCTH H Ja
npeau3BUKaT
BH/]
4epHOAPOOHO
yBpexkK/aHe,
OOMKHOBEHO
X0JIECTaTHYHO U
Hau-4ecTo
acUMITOMAaTHY-
HO.

YepHoapobHo
yBpEKIaHE

Octpa
reHepajau3vpaHa
€K3aHTEMATO3Ha
nycrtyno3a (AGEP),
JIeKapCTBEHa

peakLus ¢




Cucremo- YecTn Heuectn Peaxu Mmuoro peakn C Hen3BecTHA
oprased kaac | (Z21/100p0 | (=1/1,000to < | (=1/10,000 to < | (< 1/10,000) yecToTa (He MoXkKe
< 1/10) 1/100) 1/1,000) na ouae

yCTAHOBEHA OT
HAJTHYHHTE
AAHHHH)
€O3UHOQHIIHA U
CHCTEMHH
CUMITOMH
(DRESS).

buOpeunn n Cnabo

YPHHAPHH MOBHIlIABaHE Ha

HApYIIEeHHS ypesTa B KpbBTa

H KpeaTHHMHA.

O0mu Cnaboct u

HapyluleHHA H ymopa.

HaApYIIeHHA HA

MSICTOTO HA

npHJarane

CpoOiaBaHe Ha 110/103MPaHH HEXKEJIAHU PeaKLIMH

Cpo01iaBaHETO Ha MOI03MPAaHH HEXKEIAHHU PeaKLMH Clie/l pa3pellaBaHe 3a ynorpeba Ha JeKapcTBEHHUS
MPOAYKT € BaXkHO. ToBa nMo3BosisiBa /1a NpOAb/DKH HAOIIOAEHHETO Ha CbOTHOLIEHHETO 110J138/PUCK 3a
JIEKapCTBEHHUA NMPOAYKT. OT MEAMLIMHCKHUTE CIEeLMAIMCTH C€ U3MCKBA J1a ChoOIIaBaT BCAKA
MoJ03HpaHa HeXKeJlaHa peaklivsa 4Ype3 HalMOHAIHa CUCTeMa 3a choOlaBaHe KbM M3mbiHuTeIHaTA
areHuMs no nekapcreara, yi. ,.Jlamsax ['pyes” Ne 8, 1303 Codus, ten.: +35928903417, yebcaiir:
www.bda.bg.

4.9 Ilpeaosupane

B ciy4ait Ha npeo3upane ¢ Lednoa0KCHM € MoKa3aHa MouIbpxKaiia H CHMITTOMAaTHYHA Tepanus.

B citydait Ha npeo3upaHe, 0cOOEHO NMpH NauMeHTH ¢ ObOpeyYHa He0CTaThbYHOCT, MOKE @ HACTHITH
eHuedanonarus. EHuedanonatusta, oOMKHOBEHO € 0OpaTuma ciie/1 KaTo IJ1a3MEeHMTE HUBA Ha
LedrnoI0OKCHUM criaiHar.

5. ®APMAKOJIOT'HYHHA CBOUCTBA
5.1 PapmMaKoAHHAMHYHH CBOHCTBA

(apmakoTeparneBTH4YHa rpyna: f-1akTaMmeH aHTUOMOTHK, 3™ reHepaums uedanocrnopunu, ATC kon;
JOIDD 13

MexaHU3bM Ha JIeHCTBHE

KakTo 1pyrure npeacraButeny Ha 3-1akramure, HeNOAOKCHM YNPaKHABA aHTUOAKTEPHAITHHA CH
e(ekT MocpeCTBOM CBbP3BaHE KbM M MHXMOMpaHe Ha AeHCTBUETO HA HAKOM €H3MMH YYACTBALIH B
CHHTe3a Ha 0aKTepHaslHaTa KJIETbYHA CTE€Ha, a MMEHHO Ha NMEHULMIHH CBHP3BallMTE NpoTeHHHu. ToBa
BOJIM /10 NMPEeKbCBaHE Ha OMOCHHTE3a Ha KJIeThbYHATa CTeHa (NMEeNnTUAOIIMKAH ), KOETO BOAM 10
JIM3UpaHe U CMBPT Ha DaKkTepHaIHaTa KJIeTKa.

MexaHu3MH Ha PE3HCTEHTHOCT
bakrepuanHaTa pe3MCTEHTHOCT CIIPAMO LEe(NOIOKCHM MOXKe /1a ObJie B pe3y/ITaT Ha €[IHH WJIH NoBeYe
OT CJICIHAUTE MEXaHU3MH:




o XHaponusa ot Oeta-nakramasure. Llepnogoxcum Moxke edexTHBHO 1a Obae XHIPOIWIMPAH OT
HAKoHU 6eta-nakraMasu ¢ mMpok cnexTep (ESBLS) u ot xpoMo3oMHO-koaupaH eH3um (AmpC),
Ko#TO MOXxe aa 6bae HHIYLIMPAH WIH TPaHHO AeNpecHpaH NpH HAKOU aepobHH I'paM-HeraTHBHH
baxTepuanHu BHOOBE

¢ HaMaJieH aQHHHTET Ha MEHHLIMH-CBbP3BAIIHTE NMPOTEHHH KbM LePnogokcum

®* HENpPOMYCKIHBOCT Ha BLHIIHATA MeMOpaHa, KOETO OrpaHH4aBa JOCThIA HA LEePMOAOKCHM 10
NEHUIIWIKHH CBBP3BAlIMTE MPOTCHHH ITPH [ paM-HETATUBHHTE MHKPOOPraHH3MH

* e}UTyKCHH MOMITH 38 JIEKApCTRa

’'paHHLM HA YYBCTBHTEJIHOCT:
B crorBercTBHe ¢ NCCLS (National Committee on Clinical Laboratory Standards) 3a uedpnonoxcum
ca JePHHHPAHM CIIEAHHTE MPAHULIA:
e Enterobacteriaceae u Staphylococcus spp.: £ 2 ug/ml vyBcTBHTENHH, 4 g/ml
HHTEpMeIHEepHH, > 8 pug/ml pesucreHTHH
Haemophilus spp.: < 2 ug/ml uyBCTBHTENHH
Neisseria gonorrhoeae : < 0,5 pg/ml uyBcTBHTENHM
Streptococcus pneumoniae: < 0,5 ug/ml uyscreurentum, 1 pg/ml unrepmenuepuu, 2 2 ug/ml
PE3HCTEHTHH

e [lpyru Streptococci, KOHTO ca WyBCTBUTEIHU KbM NeHUIMMH (MICy < 0,12 pg/ml) moxe na
C€ CUHTAT 3a MYBCTBHTEHH KbM LIehNONOKCHM

YYBCTBHUTENHOCT

YecroTaTa Ha MpUAOOHTE PEIUCTEHTHOCT MOXKE a BAPHPA B 3aBUCHMOCT OT reorpadckus perHoH M
BLB BPEMETO, 34 OIpEeACIEHH BHAOBE € XEJIATE/IHO 14 UMa HHPOpMAaLMA 110 OTHOLLIEHHE Ha
PE3UCTEHTHOCTTA Ha MECTHO HHUBO, 0CODEHO MpH JieueHHe Ha Texxky HHPekuuH. [Ipu neobxoaumocT
TpAOBa Aa ce MOTBPCH MHEHHE OT EKCMEPT, KOraTo MECTHUTE JaHHM 38 YEeCTOTATa HA PE3UCTCHTHOCT
ca TAKMBA, Y€ NPHIOKUMOCTTa Ha NMPOAYKTA, PU MOHE YacT OT HHQEKLIMHTE € MO BHIpOC.

Braose, K0RTO 06R9aliRO0 ¢& TYBCTBHTENHA

Aepobuu, ['paM-NO3NTHBHY:

Staphylococcus aureus (methicillin yyBcTBHTEIHY)
Koarynaso-HeratuBHH staphylococci (methicillin-yyBcTBUTENHH)
Streptococcus agalactiae

Streptococcus pneumoniae

Streptococcus pyogenes

AepobH, ' paM-HeraTHBHHU:
Escherichia coli

Haemophilus influenzae
Klebsiella species
Moraxella catarrhalis
Neisseria gonorrhoeae
Proteus mirabilis
Proteus retigeri

Anaepobu:
Peptococcus species
Peptostreptococcus species

BraoBe, DpH KORTO Pe3ACTEHTHOCTTA MOXKe 1a 6bae npobiem
Acinetobacter species

Citrobacter species

Enterobacter species

Morganella morganii.

Pe3nacTeRTHR



Bacteroides fragilis
Clostridium difficile
Enterococci

Listeria monocytogenes
Proteus vulgaris
Pseudomonas species
Serratia species

5.2 PapMaKOKHHETHYIHH CBOHCTBA

LednonokcuM npokceTHn ce abcopOupa B yeppaTa U ¢e XMAPOIHU3NpaA A0 AKTHBEH MeTabonuT
uedpnoaokcuM. Korato uedpnoaoKCUM MpoKCeTH Ce MPHIAra NepopaiHo Ha MIagHo, rnoj GopMaTa Ha
TabeTka, KoAaTo cboTBeTcTBa HA 100 mg uedpnogoxkcum, 51,1% ce abcopbupar 1 abGcopdumara ce
NOBHILABA MIPH NpUEM Ha XpaHa. ObeMbT Ha pasnpenencHue € 32,3 | 1 MakcHMAaTHU HHBA Ha
uepnoAoKCHUM ce gocTuraT 2 A0 3 yaca cief npuema. MakcumanHara ruiasMeHa KOHUEHTpawHs € 1,2
mg/l 1 2,5 mg/l cnen npuem Ha 100 mg u 200 mg crorBeTHO. Cnen npunoxenre Ha 100 mg u 200 mg
AB& ITbTH JHEBHO 38 nepuoa ot 14,5 aHK, ImwiazsMeHKTe PapMaKOKHHETHYHH MOKA3ATeNH Ha
uepnoAOKCHM OCTaBAT HEMTPOMEHEHM.

Cabp3BsaHe Ha LHePMOJOKCHM ¢ TUIasMeHuTe npoTeHHH, 40% ocHOBHO ¢ anbyMHH. ToBa CBBp3BaHe He
€ HacHLIaeMo Mo pojia CH.

KoHlenTpaumH Ha HePrioOKCHM, HAABHINABALIIM MHHHMATHHTE HHXKHOUTOpHM KoHLIeHTpaLurH (MIC)
38 4YECTO CpelLlaHUTe NTAaTONeHH, Morar Ja ObaaT ocTUrHATH B BenoapodHus napeHxuM,
OpOHXHATHAaTA MYKO34a, IUIEBPATHATA TEYHOCT, TOH3W/IHTE, HHTEPCTHLHATHATA TEHHOCT H ThKAHTa Ha
IIPOCTATATA.

Hacnensanus npH 3apaBH 10OpOBOLM NOKA3BAT, Y€ CPEAHHTE KOHLIEHTPALIMH HA Lie(nogoKcHM B
esKynara 6-12 yaca cnea npunokeHHETO Ha eqHOKpaTHa Ao3a oT 200 mg ca Hang MICy Ha .
gonorrhoeae.

ToH xaTo No-rossaMa 4acT OT LEPIOAOKCHM CE ETHMHMHHPA NMOCPEJICTBOM YPHHATA, KOHLIEHTPALIMATA
My TaM ¢ Bucoka. (KoHueHTpaumMuTe B nopuMH ypHHa Ha 0-4, 4-8, 8-12 uac cnen enHoKpaTHa n03a
HaapHiiaBaT MICy Ha yecTUTE MPUYHHKUTENHN Ha YpHHAPHH HH(pekuuH ). Chiio Taka ce Habmopasa
nobpo NpoHMKBaHE Ha LedPnoaOKCHM B OnOpeuHaTa ThKaH, ¢ koHueHTpawH Hag MICy Ha yecTo
CPELUAHHTE TIPUYHHKTEIIH HA YPHHApPHH HHpeKLHH 3-12 yaca crie NpWIOKEHHETO Ha €HOKPAaTHA
no3a ot 200 mg (1,6-3,1 pg/g). KoHuenTpaunTe Ha ue¢prnoaokcHM B MEYJIApHATA H KOPTHKANHATA
TBKAH C& CXOJHH.

OcHOBHUAT ITBT Ha ekcKpelna € 6v0peueH, 80% ce ekckpeTHpa HENPOMEHEH B YPUHATA € NOTY>XKHBOT
Ha eTHMHUHHMpaHe 2,4 yaca.

53 Mpeaxinauaen AaaHA 3a 6ezonacrocT

HexenaHuTe peakilMu, KOHTO He ce HabmoaaBaT NpH KIHHHYHHTE H3MHTBAHHUA, HO ce Habmoaasar
TPH )KHBOTHH NPH HHBA HA EKCMO3KLUHA, NOXOOHH HA HUBATA HA KIIWHHYHA €KCIIO3HLIHA K HMAT
BB3MOXKHO 3HA4YEHHE 3a KIIMHMYHATA YIIoTpeda, ca KaKTO ClleABa:

OcTpa TOKCHYHOCT

Cpeanarta neraina fo3a NNPH MHLIKH M ILUTEXOBe € HaAa 8 g/kg u 4 g/kg TenecHo Terno, cworBeTHO. [pu
rbxoBe Ha Fisher no3u ot | g/kg TenecHo Terno v no-BMCOKH NOBAHABAT HABHKE (KOHCHCTEHLIMATA)
HE M3XO0KAaHe H HaaBaHeTo Ha Terno. EaHoxpatau no3u ot 800 mg/kg TenecHo Teryio He nokaspar
TOKCHYHOCT NMPH KYy4e€Ta.

TOXCHYHOCT NpH MOBTAPAILIH C€ 103U
HicnenBaHMs 3a XpOHHYHA TOKCHYHOCT ca NPOBEXKAAHH 3a CPOK OT Haj 12 MeceLa MpH ILUTHXOBE U 6

Mecela npu Kydeta. Hait-Bucokure queBHM 1034 (1000 mg/kg TenecHo Terno nepopanHo npH
iwrpxose U 400 mg/kg nepopanHo npu Kyyera) ca 3SHAUUTETHO NO-BUCOKH OT IIPENOPLYBAHHTE
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TepaneBTHYHH 11034 (3-8 mg/kg TenecHo Terno). He ce HabnioaaBaT cMbPTHHU CITyyaH MPH IUTHXOBE
nomy4asamu ao3u ot 250, S00 unu 1000 mg/kg 3a 12 mecewa. Ensa npu nosu or 1000 mg/kg ca
HabaoAaBaHH €PEKTH BEPXY CTOMAILIHO-YPEBHHA TPaKT, KaTO OMEKBaHE Ha U3MPaKHCHHATA H
NMNaTalMA Ha neKkyma. HexkenaHure peakuuu BbpXy YepBaTa, KOMTO ¢4 NMO-H3pa3eHH NPH ILTbXOBE Ha
Fisher ce AnJDKAT HA H3MEHEHHA B YpeBHATa GJ1opa, KOUTO ¢a PE3YATAaT OT H3pa3eHHUd
anTHOakTepHaner edekT Ha uednogokcuM. ExxennesHo nprnoxenne Ha 0, 25, 100, u 400 mg/kg
TeNEeCHO TErJo NMpH Ky4yeTa He BOAM A0 CMBPTHH ciiy4yan. HenmpoMeHeH LeprnoXOKCHM C€ YCTAHOBABA
BbB deueca.

PenpoyKTHBHA TOKCHYHOCT

HanrreaHug 3a eMOPHOTOKCHMHOCT TIPH IUTHXOBE H 3aHIM HE [TOKA3IBAT TEPaTOreHEH MOTEeHLIHA.
IlednonOKCHM He OKa3Ba HEXKENAHH PEaKLMH BLpXY (PepTUIHTETA H B NEPH/ TIOCTHATAIHH
MPOY4YBAHHKA 38 TOKCHYHOCT NMpH IurbxoBe. Llednoaokcum iy HeroBuTe MeTaboJUTH NPpEMHUHABAT
npe3 I1aleHTaTa WIH C€ eKCKPETHPAT B KbpPMara IIpH IUTLXOBE. JIMNCBA OTMHT ¢ MPHIOXKEHHETO Ha
LehMOAOKCHM Ipe3 6peMEHHOCTTA H MO BpEME Ha KbPMEHETO NpH Xopa.

MyTareHHOCT
EKCTEH3HBHH H3CNEABAHKA 38 MYTAMSHHOCT MPH pa3lIMYHH MOAESIH Ha M3MMTBAHE NABAT HEraTHBHU

pe3yJITaTH.

6. OAPMAINIEBTUYHHA JAHHH

6.1 CnHchK HA NOMOIHHTE BeMECTBA

CrpneBnna Ha Tabaerkara:
Kapmenosa kanuui,

JlakT03a MOHOXHpAT,
KpocnoBHaoH,
XUIApOKCHNPONHILETY 034,
Marnesnes creapar,

Hatpues naypuncyndar.

O06BHBKA:

XHUITPOMEJI03a,

Tank,

Twranos auokeun (E171).
6.2 HecwrBMecTEAMOCTH
Henpunoxxumo.

6.3 Cpok Ha roasocT

Alu-Alu 6ucrep: 3 roaMHHU
Alu-PVC/PE/PVDC 6nucrep: 2 roaMHu

6.4 CnennaniHH YCJI0BHS HA ChXpaHeHHE
Alu-Alu 6mucrep: ChxpaHssaiiTe B OpUI'MHATHATA ONAKOBKA, 3a Aa Mpeana3uTe OT Bjara.
Alu-PVC/PE/PVDC 6nucrep: [la ce cpxpansasa noxg 25°C. CexpaHaBalTe B OPHIHHAIHATA OTIAKOBKA,

3a aa npeana3ure OT Bjara.

6.5 JIaHHH 33 ODAKOBKATA

Alu-Alu wmu Alu-PVC/PE/PVDC 6mucrepu
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Kcumebak 100 mg: 10, 12, 20, 30 dpmuwnmupanu tabnerku
Kcnumebak 200 mg: 6, 10, 14, 15 dunmupanu Tabnerku

He BCHUKM BHIIOBE OMAaKOBKKH Morat aa 6baart mycHat B npoaaxoda.
6.6 CoenBEaJHE NpeAnNa3El MEepKH OpH H3XBLpJgHe H paboTa

HaMa cnieuiuaiHu u3HCKBAHKA.

7. IIPUTEXATEJI HA PAZPEIIEHHETO 3A YIIOTPEBA
Sandoz d.d.

Verovikova 57, 1526 Ljubljana, Cnopenus

8. HOMEP(A) HA PAZPEIIIEHHETO 3A YIIOTPEBA

Per. Ne Kcumebak 100 mg: 20100472
Per. Ne Kcnmebax 200 mg: 20100473

9. HATA HA ITHPBO PAZPENIABAHE/TIOAHOBABAHE HA PAZPEINIEHHETO 3A

YIIOTPEBA

JlaTa Ha mepRO pazperuaBane: 16.07.2010
Jlata Ha mocnegHo noaHoBsaBaHe: 23.12.2014

10. JATA HA AKTYAJNIU3IHPAHE HA TEKCTA

10/2024
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