KPATKA XAPAKTEPHCTHKA HA ITPOJTYKTA
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Akced 500 mg dunMupann Tabnerku

L 5
Aksef 500 mg film-coated tablets L A 3 OS 5‘__2 PP

2. KAYECTBEH H KOJIHYECTBEH ChCTAB

Besika puimupana taGnetka chabpika uedypoxcuM akceTun (cefiroxime axetil) exsusaneHTeH Ha
500 mg uedypoxcuM (cefuroxime).

3a IBJIHHA CTIMCHK HAa MOMOLIHHTE BEILECTBA, BHKTE TOYKa 6. 1.

3. JIEKAPCTBEHA ®OPMA

Onnmupana Tabnerka
benu npoabarosaty Gunmupary TabneTku ¢ NENKTENHA YEpTa OT eHATA CTPaHa U penedeH HaamHc
NOBEL or apyrarta.

4. KJIVMHIYHU JAHHA

4.1 TepaneBTHYHH NoKa3aAHHA

AKce() € MokasaH 3a JieweHue Ha H3GPOEHHTE MO-10Ny HHEKIHMH IPH BE3PACTHH H Aella Ha Bb3pacT
Ha u Hax 3 Meceua (Bwxre Toukn 4.4 1 5.1).

¢ OCTBp CTPENTOKOKOB TOH3WIHT H (PAPHUHTHT

e Ocrep OaxTepHaleH CHHYHT

e OCTBp OTHT Ha CPEAHOTO YXO

¢ OcTpH ex3aucpbaluy Ha XPOHHYEH GPOHXUT

o [{ncTur

¢ [TuenoHedpur

® HeycnoskHeny MH(EKLMH Ha KOXKATa 1 MEKHTE ThKAHH
¢ Jleyenue Ha paHHH nposaBH Ha JlaliMcka GosecT

Tpsabsa na ce B3emMat npeasua opULMATHHTE HACOKH 33 NPABHJIHATA ynotpeba Ha anTrbaKTepranyH
CPeACTRA.

4.2 Jlo3HpoBKA H HAYHH HA NPHI0KEHHE
O3HpPOBKa:

OOn4aHHKAT KYPC Ha JIEYSHHE € CeeM JAHH (MOXKe Ia BapHpa OT NET OO AECET AHU).

R ”d Figurt ...i-m'??'.li& fﬂ-’u AR

Bv3pacmnu u oeya (> 40 kg)
IlokaszaHue Jo3uposka
OCTBp TOH3MIHT U GAPHHIUT, OCTHP 250 mg aBa NBTH JHEBHO
GakTepHaneH CHHYHT AT
OCTBp OTHT Ha CPEAHOTO YXO 500 mg nBa mbTH AHEBHO /7 -
OcTpH ex3auepbaliiyl Ha XpOHHUEH GPOHXUT 500 mg nBa METH JHEBHO
Huctur 250 mg gBa MbTH AHEBHO
IHenonedpur 250 mg nBa MbTH AHEBHO
Heycnoxuenn uH$pexkuum Ha koxaTta U Mekure 250 mg nBa nTH JHEBHO
ThKaH#
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Jlatimcka Gonecr 500 mg nBa neTH AHEBHO 3a 14 1aM (Mexkay 10 #
21 aHu)
Heya (< 40 kg)
Hoxkasanne Ho3npoBKa
Octep TOH3WIWMT M dapuurur, octep | 10 mg/kg Ara MbTH AHEBHO, 0O MAKCHMAIHA 1034
OaKkTepHaleH CHHYHT ot 1235 mg apa ITbTH JIHEBHO

Hela Ha BB3pacT ABE H NoBede I'OAHHH C OTHT HA
CPEAHOTO YXO MM, KOraTo € NPHIOKMMO, C Io-
TSKKH HHOEKIUH

15 mg/kg nBa IMbTH AHEBHO, A0 MAKCHMAJIHA 1032
oT 250 mg aBa NBTH JHEBHO

LuctaT 15 mg/kg nBa MBTH MHEBHO, A0 MAKCHMANHA 1034
oT 250 mg ABa METH AHEBHO
IIuenonedpur 15 mg/kg nBa mMeTH AHEBHO, 10 MAKCHMAJIHA 103a

oT 250 mg ABa obTH AHEBHO 34 10 go 14 axH

HeycnokneHn MHPEKUMH HA KOXKATA H MEKHTE
THKaHH

15 mg/kg ABa IBTH JHEBHO, 10 MAKCHMAJIHA 0034
ot 250 mg ABa NbTH AHEBHO

JladMcKka 6onecr

15 mg/kg ABa MbTH AHEBHO, A0 MAKCHMAJIHA 1034
oT 250 mg aAsa mbeTH AHeBHO 3a 14 auu (10 no 21

JIHH)

HsaMa onnt ¢ npuioskeHne Ha Akced npu Jeua Ha Bb3PacT noj 3 Meceua.

Tabnerkure uedypokcum axceTnn He ca OMOEKBMBAJEHTHH W HE ca B3aHMMO3aMeHsAeMH Ha Oasa

MIJIHIpaM 3a Munurpam ( Biokre Touka 5.2).

ITayuenmu ¢ Ovbpeuno yapexcoane

besonacHocTTa M eHKacHOCTTa Ha LePYPOKCHM aKCETHI NPpH NauieHTH ¢ OBOpeUHa HeAOCTATEYHOCT
He ca ycraHoBenH. llegypoxcum ce ekckperHpa rnaBHo upe3 Onbpeumre. Ilpn naumeHTH CBhe
3HAYATEIHO HapylieHa 6B0peuHa gyHKUMA ce npenopbuBa 103ara Ha UeQYPOKCUM /1A C& HAMAJIH, 33
Ha ce KoMneHCHpa 3abaBeHaTa exckpeuns. Liedypokcum ce enriMuHHpa eeKTHBHO ¢ QHAIH3A.

KpearHHHHOB KNEPLHC Tin (macose) Ilpenopsanrenna no3a

> 30 ml/min/ 1,73 m? [,4-24 He ¢ HEOOXOMHMA KODEKIUMS HA [103ara
(cragpaprHa ao3a ot 125 mg no 500 mg
ABa NbTH THEBHO)

10-29 ml/min/1,73 m? 4,6 CTAHAAPTHA MHIMBMAYATHA 7033, JaBaHa
Ha Bceku 24 vaca

<10 ml/min/1,73 m? 16,8 CTAHAApPTHa WHAMBHAYyaJIHA /1033, JaBaHa
Ha BcekH 48 vaca

TMaupeHTH Ha XeMOAHAH3A 2-4 NOMNbIHUTEIHA CTaHAapTHA
HHAWBHAYaNHA Jo3a TpsabBa Ja ce jaBa B
Kpasi Ha BCAKA AHAJIH3A

{layuenmu ¢ yepnodpobno yepeoscdane

Hima HanM4HH naHHM 3a ManMeHTH ¢ 4epHOOpoGHO yspexcaane. Thit kato nedypokcHM ce
€KCKpETHpa IMaBHO Ype3 ObOpenuTe, He ce OYaKBa HANMYHETO HA HApYIUEHA YePHOAPOGHA QYHKLHA
1a UMa eeKT BLPXY PapMakOKMHETHKATA Ha LEedYPOKCHM.

HayuH Ha nmpunoxeHue

Ilepopanto nprsoxeHve
Akced Tabnetku TpaOBa Aa ce MpueMar Cllie xpaHeHe 3a ONTHMaIHa aGcopbuH

4.3 IlpoTHBONOKA3IAHHS =




CBpbXYYBCTBHTEJHOCT KbM LE(QYpPOKCHM HAM KbM HAKOE OT NOMOIIHHMTE BELIECTBA, U3OpOeHH B
TOYKE 6.]1.

TTauneHTH ¢ U3BECTHA CBPBXYYBCTBHTENHOCT KBM LIe(aNoCnOpHHOBH AHTHOHOTHLH.

AHaMHECTHYHH JaHHHU 3a TeKKa PEeaKLHs Ha CBPBXUYBCTBUTENHOCT (Hamp. aHa(uIakTHUHA peaKius)
KbM JApyr THn OeTa-akTaMHH aHTHOakTepHallHM cpelcTBa (MEHHUWIMHM, MOHOOAaKTaMM K
kapbanenemmu).

44 CuenHanHH UpeAYNpeXKICHAR B NPeANasHH MepPKH OIpA ynoTpeba

PeakuiuH Ha CBPBXYYBCTBHTEIHOCT

CrienMalHO BHHMaHHE ¢ HEOOXOAWMO MpPH MNAHHEHTH ¢ aHAMHE3A 3a ANCPTrHYHA Peakuusd KbM
NEeHSLIMITHHN WK ApYyrK Oera-nakTaMHH aHTHOHOTHOM [IOPasH PHCK OT KPBCTOCAHA YyBCTBHTETHOCT.
IMono6uo Ha Bcuukk OGeTa-nakTaMHM aHTHOAKTEpHANIHM CPEACTBA WMa CHOOINEHHA 33 CEPHO3HM H
NOHAKOTa ¢aTanH¥ peakLydy HAa CBPBXYYBCTBUTENHOCT. B cilyyail Ha pa3BHTHE Ha TEXKa peakius Ha
CBPBXUYYBCTBHTETHOCT JIEYeHHETO ¢ ledypokcuM TpabBa Ja ce npeycTaHoBH He3abaBHO M Ja ce
npennpuemMaT NOAXONSIIH MEPKH 3a CCLLHO JIeHEHHE.

Ipeau 3anousaHe Ha feyeHHe TpaOBa ma Ce YCTAHOBHM A NMALMCHTHT MMa AHAMHE3a 33 TEXKKH
peaklMH Ha CBPBXYYBCTBMTEIHOCT KbM LEePypOKCHM, KEM Ipyrd UeaJOCNIOPHHH HITH KBM JpPYTH
Tunose Oera-nakramuu cpeactsa. Liedypokcnm TpadBa na ce npwiara ¢ MOBHIUEHO BHHMAHHE MPH
MauMeHTH C aHAMHE3a 32 HEeTeXKKH PeakUMH Ha CBPbXUYBCTBHTEJHOCT KbM Apyrd Oera-iaKTaMHH
CPeACTBa.

Peaxtina Ha Jarisch-Herxheimer

Peakuma Ha Jarisch-Herxheimer e sHabmonaBana cnen neuenue Ha JlaiiMcka Oonect ¢ nedypokCHM
axcerwl. Tasy peakuus e NpsSK pe3ynTar OT OaKkTepHUMIHOTO NeHCTBHE Ha LEedypOKCHM aKCeTH.
BBpXy NpuuuHKuTens Ha Jlaiimcka Gonect, crpoxerata Borrelia burgdorferi. Ilanmenture TpadOpa na
Ce NMpelynpedsT, Y¢ TORA € 4vecTta H OoOMKHOBEHO CaMOOIrpaHHYaBalla ¢€ peakliys BCICACTBHE Ha
aHTHOMOTHYHO JievueHHe Ha JlaiiMcka Gonecr.

CepbXpacTek Ha HEYYBCTBUTEIHH MUKPOOPraHU3MH

KakTo npH ApyrH aHTHOMOTHLH, NMPHICKEHHETO Ha USHYPOKCHM aKCeTH/l MOXKe Aa AOBeae IO
cBpbXpacrex Ha Candida. [TpoAbDKUTETHOTO NPUAGIKSHHE MOKE CBIIC A4 JOBElle RO CBPBXPACTEX
Ha APYIrd HEUYBCTBUTEIHH MHKpoopramusmu (Hanp. entepokoku U Clostridium difficile), koero moxe
A& HaJI0WH CIMpaHe Ha JIeyeHHeTo (Bxk. Todka 4.8).

IlceBnoMeMOpano3eH KOMUT, CBBP3aH C NPHEM Ha aHTHOaKTepHaTHM CpeAcCTBa, ¢e ChOOIAaBa ¢ NOYTH
BCHUKH aHTHOAKTEPHANHU CPElCTBa, BKIIIOYUTENHO H UeypOKCHM, KaTO MO TEXECT MOXKE 3 BapHpa
OT JIEK 10 )KWBOTO3acTpallarall. Tazn ayarHosa Tpadsa Ja ¢ce WMa NpeIBY/ NpY NAUWEHTH ¢ JHapHA
[0 BPEME Ha WM CJie[l NPHIOKEHUeTo Ha LedypokchM (Bxk. Touka 4.8). B Te3u ciydau Tpabsa na ce
ofMHCIH CIMpaHe Ha JISYeHHEeTO Ha Ne(ypOKCHMM H MPHJIOXKEHHE HA chnerH¢uyHa Tepands 3a
Clostridium difficile. He Tpabea jpma ce npuiarar J€KapcTBeHH NPOAYKTH, KOMTO MHXWOMpar
nepucTanTHKara (Bx. Touka 4.8)

IlopnudBaHe Ha pE3YATATUTE OT AMATHOCTHYHHATE TECTOBE
PazsuTHEeTO Ha MoMOKHTENEH TeCT Ha Coomb’s, CBBP3aHO ¢ MPHIOKEHHE Ha Le()yPOKCHM, MOXke Ja
MOB/IHAE HA KPBCTOCaHaTa nMpoda 3a CbBMECTUMOCT Mp# KPBBOMNpPEIUBaHe (BX. TOUKA 4.

Te#i karo npu npoBexaane Ha depUIMAHUOEH TECT MOTaT JAa CE€ TOMYYAT
pe3ynTaTd, 3a H3CIeOBaHe HA HUBaTa Ha TIJII0OKO3aTa B KpbBTa/Inasma

uedypOKCHM aKCEeTH/ Ce mpelopbuBa ymoTpedaTa WM Ha IUIIOKO3
XEKCOKHHA3HHS METOA.

Baxna nndopmaums 3a TOMOLIHUTE BELIECTRA




Tabnerkure Akced cbObpXKaT napabeHH, KOWTO MOrat J[a NpPeJM3BHKAT ANCPrudHH peaKkuyd
(BB3MOXHO € fa ca oT 3abaBeH Tvn).

4.5 BaammogeiicTBHE C APYIrA JEKAPCTBEHH MPOAYKTH H APYTrH $GOpPMH HA B3aumMoaeiicTBRe

JlexapcTBa, KOMTO BOAAT A0 MOHWKEHa KUCEIMHHOCT B CTOMaxa, Morar Ja JOBEAaT A0 IO-HHCKa
OHOHAIMYHOCT Ha LeQyPOKCHUM aKCEeTHA, B CpaBHEHHE ¢ OMOHAIMYHOCTTA, [TOCTUraHa MPU NPHEM Ha
riagHo, v Chillo Taka, Aa eauMuHHpar edexkra Ha nogobpasane Ha abcopOuHATa mpH NpUEM cnell
XpaHeHe.

LledypokcHM akceTHn MOXE Aa NOBIMsAE HA CTOMAlIHO-4YpeBHara (Uiopa, KOeTo na JOBEAe IO Mo-
HHCKa peabcopOuMs Ha eCTPOreHH W HaMalieHa e}pHMKacHOCT Ha KOMOHMHHPAHHTE [epOpaHu
KOHTPALECIITHBH.

LlepypokcnuM ce eKCkpeTHpa upes rioMepyina dpuntpauus n TyGynHa cekpeuus. He ce mpenopsusa
COHOBPEMEHHO NpHioxeHHe ¢ npodenuuma. EaHoBpeMeHHOTO npunoxkeHwe c npobenenyn
3HAYMTEIHO  TIOBHIABA  MHWKOBaTA  KOHLEHTpalldsd, IUIOIITA NOJ  KPHBara  cepyMsa
KOHLIEHTpALMA/BpEME U SITHMUHALMOHHKA ONYXUBOT HA LedypPOKCHM.

EnHOBpeMEHHOTO NPUIOKEHHE C MepOpaNHA aHTHKOATYJIAHTH MOJKE 1a AOBEAS MO NOBUILABAHE HA
MEXIYHapOAHOTO HOpMATM3UpaHo croTHoLIeHHe (INR).

4.6 PeprHINTET, OPEMEHHOCT H KBpMeHE

bpeMeHHOCT
HMma orpaHHYeHH JaHHWA OT ynorpedara Ha LedypokcHM npH OpeMEHHH >KEHH. [lpoyuyBauuaTa npu

XKUBOTHH HE MOKA3BAT BPEAHU e(PeKTH BEpXY OpeMEeHHOCTTa, eMOPHOHANHOTC U (HeTATHOTO Pa3BHTHE,
PaKIaHETO M MOCTHATAIIHOTO pa3suTHe. Akced TpaGea Ja ce Npeanucsa Ha SpeMeHHH MKEeHH CaMo aKo
NOJI3UTE HAABHILIABAT PHCKOBETE.

KepmeHe
LledypokcuM ce oToens B XKbpMaTa B MAJIKH KONHuYecTBa. He ce O4aKBAT HeKelaHH peaxkUHy TIpH

TEPANCBTHYHH N03H, BBIIPCKH Y€ HE MOXKE 4a C€ HIKIHOUH PUCK OT pa3BUTHe Ha QUapHiA H reOH4HA
HHOEKIMA Ha NUraBHLMTE. Pa3sBHTHETO Ha TE3W peakuMd MOXKE 1a HAMOXKM CTHMpPaHe Ha KhPMEHETO.
TpabBa na ce uma npenBHA Bb3MOXKHOCTTA 3a ceHCcHOWMM3auma. Iledypokcum Tpabpa Aa ce npunara
NpH KbPMavkH, CaMO CeA OLIEHKA Ha OTHOLICHHETO NMOJI3a/PUCK OT JISKYBALLiMs JIKap.

QepTHINATET
Hama mannd 3a edexrre Ha HedypokCHM akceTHn BbpXy (EepTHAKTETa fpH Xopa. PenpoayKTHBHH
NPOYYBAHHWA NPH XKHBOTHH HE Ca MOKAa3anH eQeKTH BopXy pepTHnHTETA.

4,7 EdexTn BBpXy cnocobHocTTA 32 mwiodgupaHe u pabora ¢ MAIIAHM

He ca npoeexxaaHu npoyusaHHs 3a eekTHTe Ha LeyPOKCHM BLPXY COCOGHOCTTA 3a ModHpaHe H
pabota ¢ MaiuuHM, Bee nak, Thii kato 1eKapecTBOTO MOXKE Na NPHYKMHU 3aMASHOCT, MALMEHTUTE TpAOBa
na Obaart npenynpeAeHH Aa ObAAT NPEAna3IHBH NpH Wodupase B paboTa ¢ MAIMHH.

4.8 Hewxelann JeKapcTBeHH peakay

KaTo 3a MOBEYETO peaKlMH HE ¢4 HaMHYHH NOAXOMAIH AAHHH 33 H34uC
(HanpKMep, TakKBa OT MIIaUe60-KOHTPONMPAHY KIMHHYHH MpoyuBaHus). B rort |
HEKEJTAHUTE NCKAPCTBEHH PeaKLMY, CBLP3aHH ¢ LeQypoKCHM aKCeTHII, MOXKE O3 BARM,
OT MHAHKaUWATa.




JlaHHd OT OOLUMPHM KIIMHWUYHK MNPOYYBAHUA Ca M3NOA3BAHHM 33 ONpEeAcNIHE HA YeCcTOTara Ha
HEKEJIAHMTE JICKAPCTBEHH PEaKLHK B KATErOPHMHTE OT MHOMO YeCTH A0 PeaKH. HecTOTHTE Ha BCHUYKH
ApYrd HEXKeJaHH JIeKapcTBeHH peakuuy (T.e Te3n ¢ dectota < 1/10 000) ca ycTraHOBEHH I1aBHO Bb3
OCHOBA HA TOCTMAPKSTHHIOBHM JAaHHHM M 4YE€CTOTATA MM 3aBHCH OT 4ecTOTara Ha CBpo0IaBaHe Ha
HEXKEJIAHM peaKliHH, a HE OT peasHaTa yectota. HaMa JaHHM 0T mnaleOOKOHTPONMPAHH MPOYYBAHHA.
Koraro decrorara Ha HeXENAHUTE PEaKUHK C€ H3YMCIABa OT NAHHH OT KIHHWYHH NPOyYBaHHA, TOBA
ce OCHOBaBa Ha CBBP3aHH C JIEKapCTBOTO JaHHM (MO TIpeleHKa Ha H3cneaopatena). flpw Besko
rpy[HpaHe B 3aBHCHMOCT OT YECTOTATA, HEXKEAHHTE NEKAPCTBEHH PeakLiiM ¢a H30POSHU B HH3XOAALL
ped rno OTHOLIEHWE Ha TAXHATA CEPHO3HOCT.

CBbP3aHHTE ¢ JICUSHHETO HEXKETAHH IEKAPCTBEHN PeaKLHH, BCHUKH CTENeHH, ca H30poeHH no-aomy,
cbriiacHo MedDRA, no cHcTeMo-opraHeH Kiac, YeCTOTa M CTENeH Ha TeskecT. M3nonsBana e crneaHara
KIacH(pHKalMa Ha YE€CTOTATA HAa HEXKEIAHWTE JIEKAPCTBEHH PeakL(i: MHOTO Y€CTH =; YeCTH = 1/100
10 <1/10; neuectu =>1/1 000 go < 1/100; peaku > 1/10 000 mo < 1/1000; muoro peaxu <1/10 000 u ¢
HEH3BECTHA YeCTOTA {(OT HAMTHYHHTE JaHHH HE MOXe Aa ObJe HanpaBeHa OLEHKA).

Cucremo-opranen Yecrn HeuecTH C Hen3BecTHA
Kaac 4ecTOTAa

HNudexuuu H | CBpPBXpAacTex Ha CBPBXPACTEX Ha
nHecTanuy Candida Clostridium difficile
Hapymenns na xpbBTa | €0O3HHOQHIIHA MO3HTHBEH TecT Ha | XeMOJMTHYHA aHEMHSA
1 NMAM(HATa CHCTEMA Coomb’s,

TpOMOOLIUTONEHKS,

NeBKONeHus (MOHAKOra

TEKKA)
Hapyiienus Ha JICKapCTBeHa  TpecKa,
WMYHHATa CHCTEMA cepyMHa Oonecr,

aHa(pUNAKCHS, peaKiis
Ha Jarisch-Herxheimer

Hapyuienus Ha | riasobonue,
HepBHaTA CHCTEMA 3aMasHOCT
CToMallHO-YpeBHH aMapus, rageHe, | MOBpBILAHE nceBaoMeMOpaHo3eH
HapyILICHHS KopemHa Honka KOJTHT
XenaTobwinapHu NPEXOJHO MOBHIIABAHE XKBaATeHHNa (mpeAUMHO
HapYIIEHHS Ha HUBaTa Ha X0JIECTATHYHA),
YEPHOAPOOHHUTE XEMnaTur
SH3HMH
HapywmeHus Ha koxkara KOXHH 00pHBH ypTHKapHA, cbplex,
H TIOAKO>KHATA ThKaH epUTEMA MYJITHOPME,
CHHIpPOM Ha Stevens-
Johnson, TOKCHYHA
enmuaepMaiIta
HEKpOJIH3a (EK3aTeMHa
HEKPOJIH3a) (8orc.
Hapyuwienusa HaA
UMYHHAMA  CUCMEMQ),
AHT'MOHEB

Onucanue na usbpanu HedJICeran peaxyuu
LeganocnopuHnre Karo KiIac HMaT CBOHCTBOTO Ja ce ancopOupar BBp

MeMOpaHHTe Ha HEPBEHWTE KPBBHH KJIETKH H [1a PEarvpaTt ¢ aHTHTENA HACOYEHH SPLHY-IIeRAneTy
B PE3YJITAT HA KOETO Aa NO3UTHBHpaT Tecta HAa Coombs (koeTo MOKE 1a Mo %e\ H& KPBETOO

AN,

G lcilndes
npoba 3a CbBMECTHMOCT MPH KPbBONPENMBAHE) H MHOTO PSAKO A& IPHYUHAT X (%l\}(l{llﬂgmmm{?
D) P

*
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HabnionasaHo € npexoJHO MOBHIIABAaHC HA CEPYMHHMTC HHMBA HAa YE€pPHOAPOOH

O00HKHOBEHO € 0OpaTUMO. T




Heouampuuna nonyrayus
[TpoduneT Ha GezonacHocT Ha UedypPOKCHM AKCETHI NpPH Aela € B ChOTBETCTBHE ¢ MPOGHIA NPH
BBL3PACTHH.

Cro0llaBaHe Ha MOAO3UPAHN HEXKellaHH Peakiliy
C1o6L1aBaHeTo Ha NOJO3MPAHH HEXKeNlaHW PeakLiH cliell paspelliaBaHe 3a ynorpebda Ha

JIEKapCTBEHHA MPOAYKT € BaskHO. Topa mo3Boiigea a Npoab/HKH HabMOAEHHETO Ha ChOTHOIICHHETO
noM3a/PHMCK 3a JIeKapCTBeHUs NpoAykT. HeskenaHuTe peakuMu Moske fa 6baT CHOOLIEHH THPEKTHO
Ha M3nbaHUTENHA areHUUs no aekapersara (MAJD):

BBJII'APHA, Codpus 1303, yn. Jamsau ['pyes 8
Ten. +359 2 8903555

en. noma: bda@bda.bg

yeGcaliT: www.bda.bg

4.9 Ilpeposupane
ITpeno3upadeTo MOXe Na AOBEEe A0 HEBPOJOrMYHH MOCAEACTBUE, BIUIIOUYMTENHO eHuedanonarus,
repuoBe U Koma. CHMMITTOMM Ha TMpeRO3MpaHe MOrar ja ¢€ MOABAT, ako [03aTa He ¢€ HaMaiaBa

MPaBUIHO NPH NAalLHEeHTH ¢ OBOpevHo yBpexcaane (Bxk. TOUKH 4.2 u 4.4).

CepyMHHTE HHBA Ha LSPYPOKCHM Morat Aa ObAaT HaMajleHH 4pe3 XeMOAHaN|3a WK NepHTOHHANTHA
JNHAA3a.

5. ®APMAKOQJIOTUYHH CBOHUCTBA
5.1 PapMaKoAHHAMHYHH CBOHCTBA

dapMaKoTepaneBTHUHA TIpyra; aHTHOAKTEPHAIHH CPEACTBA 3a CHCTEMHO IIPWIOKEHHe, BTOpa
reHepaums uepanocnopund, ATC xon: JO1DCO02

MexaHH3bM Ha AcHCTBHE

].lﬂd)}’pOKCHM aAKCETHUII C€ XHAPONH3Upad YpE3 eCTepa3sHH CH3HMH 100 AaKTHBHHA AHTHOHOTHK

He@ypoKCHM.
HedypokecuM HHXHOHpa CHHTE3a Ha OakTepHanHaTa KJIeThYHa CTeHa 4Ype3 CBBP3BAHEC ¢ NMCHHUMIHH-

cepp3Bamld nporendd (PBPs). Toea BoAu Ao npexkbcBane Ha OMOCHHTE3aTa Ha KJEThYHATA CTEHA
(NenTHAOIMKAHM) H CJIEN TOBA A0 KNETHYHA JIM3a H CMBPT Ha KJIeTKAaTa.

MexaHH3BM Ha PE3HCTEHTHOCT

bakrepHanHaTa pe3HCTEHTHOCT KBM UEPYPOKCHM MOXKE Ja C€ Ab/MKM Ha €IMH WIH IOBEYe OT
CJIEAHHTE MEXAHH3MH:

e xuaponusa Ha OeTa-nakTamasH; BKIFOUMTENHO (HO He orpaHuyeHO H0) Oera-nakraMasH C
paswnpeH crekTbp (ESBLs), kakto H AmpC €H3MMH, KOMTO MOraT Ja ce HHAyLHpaT HJIH
TpaHO Ja ¢€ AKTHUBUpPAaT OT MOTHCHATO CBCTOSHUE MpH OnpeAcieHH aepobHu I'pam-
OTPHLIATE/IHH OaKTepHaTHU BHAOBE;

¢ HaMalieH apHHHATET HA NEHHUH/IHH-CBBP3BALUUWTE MPOTEHHH KBM LIedyPOKCHM;
HENpPONMYCKIMBOCT HA BbHIUIHaTa MeMOpaHa, KOeTo OrpaHyyaBa AOCTHIA Ha
TICHUL[HJIHH-CBBP3BALIMTE IPOTEHHM NMPH 1 paM-oTpHUIaTEIHU DaKTEPHH;

e OakrepuanmHy epIYKCHH NOMIH

3a MUKPOOPraHH3MHUTE ¢ NPHAOOHTA PE3UCTEHTHOCT KbM APYIH HMHXEKIHOHHH
OYaKBa [1a Ca PE3HCTCHTHH H KBM LEYPOKCUM.



B 3aBHCHMOCT OT MeXaHM3Ma Ha Pe3UCTEHTHOCT, MMKPOOPTaHH3IMHUTE ¢ NPUACOHTA PEIHCTEHTHOCT
KbM MEHMUWIHHH MOTaT [a [pOSBABAT HAMAIEHA YYBCTBUTENHOCT WA PE3NCTEHTHOCT KBM

He(ypOKCHM.

['paHUYHK CTOWHOCTH 3a HedyYPOKCHM aKCeTHII

I'pannvHuTe CTOMHOCTH Ha MMHHMManHaTa MHXWOWpalla koHueHTpamus (MIC), onpenmenens ot
Emponefickus xomMHTeT 32 m3crenBaHe Ha aHTHMHKpoGHa dyecrsutenmuoct (European Committee on
Antimicrobial Susceptibility Testing) (EUCAST), ca kakTo cneapa:

Mukpoopraiussm I'pannusH croiinoctd (mg/l)

S R
Enterobacteriaceae <8 >8
Staphylococcus spp 3abenexka * 3abenexka
Streptococcus A, B,Cu G 3abenexka 3abenexka 4
Streptococcus pneumoniae <0,25 >0,5
Moraxella catarrhalis <0,125 >4
Haemophilus influenzae <0,125 > 1
['paHWuHM CTOMHOCTH, KOUTO HE | IES IE°
ca CBBP3aHM C BHAA |

| rpaHHYHATE CTOMHOCTH Ha UedarocnoprunTe 3a Enterobacteriaceae YCTAHOBABAT BCHYKH KINHHHYHO
SHAYHMH MEXaHU3MH Ha PE3UCTEHTHOCT (BKMouynTenHo ESBL u nnasmua-meaunpana AmpC). Haxon
LIaMOBE, KOHTO MPORYUUPAT DeTa-/1aKTaMasH, ca TyBCTBHTEITHH WIH HHTEPMEHEPHH KbM 3-T0 M 4-TO
MOKOMIERHE UehaOCIOPHHH M0 TE3H IPaRHUYHH CTOHHOCTH M TPAGBA Aa ce ChOBLIABAT KATO OTKPHTH,
T.6 HalMUMeTO MM juncata Ha ESBL camu no cebe cH He MOBAMABAT KATETOPM3IUPAHETO IO
YyBCTBHTENHOCT. B MHOTO o6macTn oTkpuBanero M kareropusupaseto Ha ESBL e npenopruHTenHo
HJTHA 33IB/DKHTE/THO 33 IE/IMTE HA KOHTPOJ Ha HH(EKIUHTE.

*CaMo Heyc/IOXKHEHH HHOEKLMH Ha MUKOUHUTe MbTHIA (LMCTHT) (BXK. Touka 4.1).

"UyBCTBUTENHOCTTA Ha CTAdHIOKOKATE KbM UEQaTOCMOPUHUTE CE€ H3IBEXKIA OT METHLMIHHOBATA
HYBCTBHTE/THOCT, C M3KIIOYEHHE Ha LedTasHANM, NePHKCHM U LePTHOYTEH, KOMTO HAMAT FPaHHYHH
CTOHHOCTH M He TPADBa [1a ce npHarar 3a JieYeHHe Ha CTaHNOKOKOBH HHDEKL{HH.
“UyBCTBUTENHOCTTa HA GETa-XEMOIMTHYHUTE CTPENTOKOKH OT rpymd A, B, C u G KkbM Gera-
JIAKTAMHTE C€ U3BEX/14 OT YYBCTBUTEHOCTTA KBM MEHULUITHH.

SHegocraTeuHo JOKazaTeNcTBa, ye BRIPOCHHAT BHJ € J0OBp Taprer za JieyeHHE ¢ JIEKaPCTBOTO.

Moxe na ce crobinasa MIC ¢ xomenTap, Ho Oes NpHAPY2KABalla KaTeropH3awus karo S uian R.
S= uyBCTBUTENEH, R= pe3ucTeHTeH

MukpobronoryuHa YyBCTEUTENHOCT

PasnpocTpatielnero Ha NpuaOOHTaTa PE3UCTEHTHOCT MOXE fIa BAapHpa B PasNHYHHTE reorpadcku
obmacT M ¢ BpeMeTO 3a M30paHH BWAOBE, M 33aTOBA ¢ HEODXONHMMA MECTHATa uadopMauma 3a
PE3HCTEHTHOCTTA, OCODEHO MpH JieueHue Ha TexkH WHpexumu, [Ipu neobxomumoct, TpabBa 1a ce
TBpCH CHBET OT CHCIHATHCTH, KOTAaTO IOKATHATA HYECTOTA Ha PE3HCTEHTHOCT € TAKABa, Y€ [TOCTABA MO
BRIIPOC NPHIOKHMOCTTA Ha LUEPYPOKCHM AKCETUIT TIOHE [IPH HAKOH TUTIOBE HH(EKLIHU.

Lledpypokcum 06n4aiiHo € aKTUBEH CNPSMO CNeHHTE MUKPOOPIAHU3MH N Vitro:

Muxpooprasnsmu, K0HTO 06HKHOBEHO €A YYBCTBHTERN

I'bamM-monokurenau aepobu:
Staphylococcus aureus (METHLMIHH-UYBCTBHTENEH)*
Streptococcus pyogenes
Streptococcus agalactiae
['paM-oTpHLEATENHH aepoby:
Haemophilus influenzae
Haemophilus parainfluenzae
Moraxella catarrhalis




Crupoxertu:
Borrelia burgdorferi

Muxpooprann3MH, IPH KOHTO NPHA00HTATA Pe3HCTEHTHOCT MoJKke Aa € npobaemM

['paM-nosoxHTEIHY aepobu:

Streptococcus preumoniae

['pamM-oTpHNAaTEIHH aepodu:
Citrobacter freundii

Enterobacter aerogenes

Enterobacter cloacae

Escherichia colli

Klebsiella pneumonia

Proteus mirabilis

Proteus spp. (apyry ocsed P. vulgaris)
Providencia spp.

['paM-nonoxuTeIHH aHaepobu:
Peptostreptococcus spp.)

Propionibacterium spp

['paM-oTpHUATENHH aHaepoOu:
Fusobacterium spp

Bacteroides spp.

HacjeAcTBeHO PESHCTEHTHH MUKPOOPraHH3MH

['pam-nonoxxuTenHu aepodm:
Enterococcus faecalis
Enterococcus faecium

['paM-oTpuaTenHu acpodu:
Acinetobacter spp.
Campylobacter spp.
Morganella morganii
Proteus vulgaris
Pseudomonas aeruginosa
Serratia marcescens

['pam-oTpunaTenHu aHaepoOu:
Bacteroides fragilis

Hpyra;
Chlamydia spp.

Mycoplasma spp.
Legionella spp.

*BCHYKH METHLIWIMH-PE3UCTEHTHH S. Qureus ca pe3HCTEHTHH Ha HeypOKCHM.

5.2 @apMakoKHHETHYHH CBOHCTBA

Abcopbuma:

Caen nepopaneH npHeM LieypoKCHM aKceTHI ce abcopOHpa B raCTPOMHTECTHHAIHHA TPAKT H OBp30
C€ XHIPOJIU3Hpa B YPEBHATA MYKO3a H KPBBTA, KATO 10 TO3¥ HA4YHMH [IOCTHIEA B KPhBOOOPBLIEHAETO.
Orrrimanna abcopOums ce nocTura npy NpHEM BeAHAra cnejl XpaHeHe.,

Cnen npunoxxenre Ha HedypOKCUM akceTH TabNIeTKH NUMKOBH CEPYMHM KOHUEHTpauun (2,9 pg/ml 3a
ao3a ot 125 mg, 4,4 ng/ml 3a no3a ot 250 mg, 7,7 ug/ml 3a noza ot 500 mg v 13,6 ug/ml 3a gosa or 1
000 mg), ce nocrurat npubausuTenHo 2,4 4aca ciea NPHIOKEHHE, KOraTo ce MPHUEMA. G-

NepopajiHa CYCNeH3usA K Ue(pypOoKCHM aKceTHs TableTKH He ca OMOeKBHBase
NpH 3/IPaBH BB3PACTHU H CIEROBATENIHO HE ca B3anMoO3zaMeHAEMH Ha 0aza Mun
(Bx. Touka 4.2). PapMakOKMHeTHKaTa Ha HeypPOKCHM € JIMHEHHa MpH mepopask

1000 mg. He e mabmopagano HatpynBane Ha uedypoxCUM clel NPONbIKESHEH--
rnepopaisu Jo3H oT 250 1o 500 mg, Y



Pasopenencnue:

B 3aBMCHMOCT OT METOHA Ha H3CNCABAHE C€ YCTAHOBSBA CEBP3BAHE C IJIASMEHHUTE NMPOTEUHH MEXKIY
33 1 50%. Cnea npwioeHe HA eqHOKpaTHa A03a Ledypokeum akcetwa SO0 mg Tabierku npu 12
3ApaBH A0OpOBONLH, NPUBHAHHS 00eM Ha pasnpenenicuue e oun 50 | (CV % = 28%).

Konuenrpauus Ha uedypOKCHM HaJ MHHMMAJIHUTE WHXHOMTOPDHH HHBA 334 YECTO CPELUAHHTE
NMaTOTCHW MOTaT Za Cce NOCTUrHAT B CNUBULHTE, CHHycHTE, OpOHXMATHATA NUraBula, KOCTHTE,
IJIEBpANHaTa TEYHOCT, CTAaBHATA TEYHOCT, CHHOBHAIHATA TEYHOCT, MHTEPCTULUUANHUTE TEYHOCTH,
JKIBYKATa, XpauyKHTE H BbTpEOYHaTa TeyHocT. LledypokcuM nipeMHHaBa KPpBBHO-MO3BYHATA Oapuepa
IPH BLINANECHKES HAa MEHUHTHTE.

broTtpanchopmMailus:

Liedypokcum He ce meTabonm3upa.

EnunMuHvpaHe:

CepyMHHAT NONYKMBOT © Mexay | W 1,5 uaca. LledypokcuM ce eKcKkpeTHpa upe3 rnoMepy.Ha
dunrpanug u TydyiHa cekpelis. BrOpeunusT kmpeHc € B rpanuim ot 125 no 148 mi/min/1,732.

Creyuannu nonynayuu nayuenmy
Ilon

He ca Habmonasanu paznnky Bbe GapMakKOKHHETHKATA HA LIeDYPOKCHM MEXKITY MBIKE H JKEHH.

Crapuecka Bh3pacT

He ca neobxopuMu CrieniMannm npeanasHi MepKH MpU NALIMEHTH B CTapyecka Bh3pacT ¢ HOPMATHA
OnOpeuHa PyHkuHa upu po3W a0 obuuaitHara makcuManna nosa ot | g awesHo. [lauueHTHTe B
CTapY€CKa Bb3PACT € MO-BEPOATHO Na UMAT HamasleHa O6BOpedHa PyHKUHMA H 3aTOBA MPH TAX J03aTa
TpaOBa Aa ce KOpUrHpa B 3aBMCHMOCT oT OpOpeunara hynxoms (BXK. Touka 4.2),

lieaHarpyuyHa monyaalys

Ilpu kbpMaveTa Ha BB3pacT > 3 Meceua u NpH Aella PapMaKOKHHETHKATa HA UedYPOKCHM € CXOJHA C
Ta3H, Habmonapata Npu BL3PAaCTHH.

Hama gHanuuHH JaHHM OT KIHHHMYHHTE H3MUTBAHHA 3a MpPHIOKEHHE Ha HEeDYPOKCHM aKCETHJI NMpH
JeUa Ha BH3pAcT Noa 3 mecela.

brbpeuto yepexaaHe

bezonacHOCTTa H €pHKACHOCTTA Ha LePYPOKCHM aKCETHIT P MalMEHTH ¢ 6BOpeYHa HEAOCTATEYHOCT
HE Ca YCTAHOBEHH.

[ledypokcuM ce eKcKpeTHpa OCHOBHO upe3 GnOpeumre. [lopagy ToBa, KAKTO NPH BCHYKH TAKMBA
AHTUOHOTHLM, NPH MALMEHTH ChHC 3HAYMTENHO HapylleHa GbOpeuHa (QyHKUMA (T.e. KpPEaTHHHWHOB
wimpbHe < 30 mi/MuHyTa) ce rpenopbyBa No3aTa Ha UEDYPOKCHM fa CE HAMANH, 34 Aa ce
KOMMEHCHpa 3abaBeHaTa ekckpeuna (BK. Touka 4.2). LlebypokcHm ce enumunupa edekt
AuaNu3a.

YepHoapoOHO vBpexaHe




Hama HanMyHH AaHHW 32 MalMEHTH C 4epHOApoOHO yBpexkpaave. (bl Karo uedypoxcHUM ce
e/IMMUHHpa riasHo yupes Ov0peuyTe, He C& 0YaKBA HAIMYHETO HA YEPHOZPOOHA AUCOYHKLMA da WMa
e(eKT BppXy dapMaKOKHHETHKATA Ha LedyYPOKCHM.

Bpi3ka dapmakoknHeTHka/dapMako HaAMHKA

3a uedanocnopHHHUTE € YCTAHOBEHO, Y€ Half-Ba)KHUAT (apMAKOKHHETHYEH/(papMakoJHHAMHYEH
MHACGKC, KOpeNwpall ¢ ePUKACHOCTTA in vivo, € TasH 4acT oT AosoHa HHTepBan (% T), koraro
KOHUCHTPpAUKATa Ha CBODOAHOTO BEIECTBO OCTaBpa HajJl MUHMMAHATa MHXUOMpalua KOHUEHTpALMA
(MIC) wa uedypoxcuM 3a oraenture Tapretnn punose (1.6 % T > MIC).

5.3 llpeakTHHMYHE JAHHH 34 §e30MACHOCY

Hexnunuynure naHAH He NMOKA3BaT 0cOOEH PHCK 3a Xopa Ha 6a3aTa Ha (GApPMAKONOTHYHM NPOYUBAHUS
332 0e30NacHOCT, TPOYUBAHHMS 34 TOKCHYHOCT INpM MHOIOKPATHO NPHIAraHE, I'EHOTOKCHYHOCT,
PCOPOJYKTHBHA TOKCHYHOCT H TOKCHYHOCT 3a pa3BuTHeTo. He ca nmpoBekigaHW NpoydyBaHHs 3a
KAPUHHOTEHHOCT. BBIIpeKH TOBa, HIMA NaHHU, KOUTO A NpeAnoJaraT KapuuHOreHeH NOTeHUHAN.

["'amMa rayTaMun TpaHCNIENTHAA3HATa aKTHBHOCT B ypHHATa HA MIBXOBe ce MHXHOHpa OT pasiMuHH
nedanocnopuny, ofaue HMBOTO Ha uHxHOHpaHe ¢ nedypokcum € no-HHcko. TOBa MOXKE 1a € OT
3HAYCHUE 32 NOBNHABAHE HA WIMHHYHKTE NabOpaTOPHHU TeCTOBE MPH XOpa.

6. @APMAINEBTAYHH JAHHHU
6.1 CHoucsbx HA IOMOLTHHTE BENIECTBa
Anpo Ha Tabnerkara:

HALUECTE MNpeXeNaTHHH3IUPAHO, KPOCMOBHIOH, KpPOCKapaMerno3a HATpHH, HaTpHUEB JaypHIcyindar,
MArHE3HEB CTeapaT, CWIMLHER JHOKCHA KOJIOMAEH 0e3B0OAeH

DUIMOBO TIOKPHTHE: XHIIPOME/I03a, THTRHOB AUOKCHI, XHAPOKCHITPOIHALIETY/I03a

6.2 HecnemecTumocTn

Henpunoxkumo.

6.3 Cpok Ha roaHocr

3 roaMHHU

6.4 Cueunanny ycJIOBHSA HA ChXpaHeHHe

Ja ce chXpaHsBa Ha MACTO, HEJIOCTHITHO 3a AeLa.

Jla ce CeXpaHABa B OPUTHHAIHATA ONAaKOBKA.

Hla ce cexpanssa nog 25°C.

6.5 BuaH chABLPXKAHHE HA OMAKOBKATA

bancrep or bano, Henpospauno PVC/TE/PVDC/AL donno
Ennn 6nucrep cvapprka 10 6pos punMupann TabneTku.
PasMepH Ha onakoskute: 10 unm 20 6pos ¢puamMupanu TabrneTkH.
6.6 Crneunaann npeanasHu MepKH NPH HIXBHPISHE

Hsama crienpasny W3nCKBaHUA.

Hewnsnonzsanuat sexapcTBen NPOAYKT HIIM OTNAABYHMTE MATEPHAIIH OT HEro TPA
B CBOTBETCTBHE C MECTHUTE M3HCKBAHMS,




7. NPUTENKATEJ HA PASPEHIEHHUHETO 3A YIIOTPEBA
HOBEJl ®PAPMA EOO

OxonoepbcTeH meT Ne 36

Coduna 1415, benrapus

8. HOMEP HA PASPEIIEHHETO 3A YIIOTPEBA
20040177

9. JATA HA IIHPBO PAZPEHIABAHE/TIONHOBABAHE HA PASPEIIIEHHETO 3A
YIIOTPEBA |

Jara Ha mepBo pazpewnasane: 23.04.2004
Jlara Ha nocneaHo nogHossiBaue: (7.09.2009

10. JATA HA AKTYAJIH3UPAHE HA TEKCTA

02/2015




