KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA

1. UME HA JIEKAPCTBEHMUA ITPOAYKT

[lepokcum 250 mg dpuamupanu tadbserkr/Ceroxim 250 mg film-coated tablets
Llepokcum 500 mg ¢punmupanu tadnerku/Ceroxim 500 mg film-coated tablets

2. KAYECTBEH H KOJIMYECTBEH CbCTAB
Bcesika Tabnetka Llepokcum 250 mg ¢puamMupanu TabeTKH ChAbpKa LIEQypPOKCHM akCeTHIT (cefuroxime
axetil), ekBuBanieHTeH Ha 250 mg uedypokcum (cefuroxime).
Bcska rabnerka Llepokcum 500 mg puamupanun tabiieTkH Chabpka LeypPOKCHM aKCETHI r’cefuroxrme

axetil), ekBuBaneHnteH Ha 500 mg uedypokcum (cefuroxime).

3a MBLJIHKUA CIMUCHK HA MOMOLIHMTE BELIECTBA BUKTE TOUKA 6. 1.

A06033s/ 3¢
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3. JIEKAPCTBEHA ®OPMA
®uiMupaHa Tabnerka.

[lepokcum 250 mg duamMupanu T1ab1eTKH
besm 10 nouTu 6esu, NpoaLIroBaTH, GuiMHpaHu TabIeTKHU ¢ HAaNUe ,,250™ OT e1HaTa CTpaHa M riaaku oT

apyrara.

Llepokcum 500 mg ¢puimupanu TabaeTKu
benu no noyrtu 6enu, NpoaLIroBaTH, GuiMUpaHu TadJeTKH ¢ HaaANnue ,,500™ oT eHaTa CTpaHa H IJ1aJIky OT

Jpyrara.

4. KJINMHHUYHHU TAHHHA

4.1 TepaneBTHYHH NOKA3AHHS

[ledypokcum e nokaszaH rnpy Bb3pacTHH M Jiella HaJl 3 mecela 3a JISHEHUETO Ha H30POEHUTE NO-1071y
HH(PEKLUK (BHK TOUKH 4.4 1 5.1).

OCTbp CTPENTOKOKOB TOH3UIUT U (PAPUHTHUT,

OcTbp OakTepHaneH CUHY3HT;

OcTpo BB3NAJIEHHUE HA CPEAHOTO YXO;

OcTpu ek3auepbalrH Ha XpOHUYEH OPOHXMT;

lucTHT;

[Tuenonedpwur;

HeycnokHEHH HH(EKLIMK HA KOYKAaTa U MEKUTE ThKaHH;
JleyeHue Ha paHHH NposiBK Ha JlaitMcka Gonecr.

Cneasa na ce umar npeiBua OpULIMATHUTE NMPernopbkH 3a ynotpeda Ha aHTUOAKTEPHUATHU areHTH.

4.2 Jlo3HpOBKA H HAYHH HA NPHJIOKEHHE _—

Jlo3upoBKa .

OOuualiHaTa NpOAb/IKHTENHOCT Ha TepanusaTa € 7 HH (MOXe /Ja Bapyupa OT S ﬂ,o l{) ,[IHH) |
Jlo3aTa uedypokcum, KoATo € H30paHa 3a JieYeHHUe Ha UH/MBHyaJlHa HHC')EKU,H!I Tpﬂﬁﬂa na
Obje cboOpa3eHa c: __

® OyakBaHUTE NMATON€HHW U BEPOSATHATA UM YYBCTBHUTEIHOCT KbM uecbyp(}l{cwm at;ce'mﬂ'
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° TexecTra # MACTOTO Ha HHEKUUATA
° Bn3pacrra, Ternoro 4 6p0peynara dyHKUHA HA NALUEHTa; KAKTO € [TOKAa3aHOo Mo-A0Jy.

[IpoABKMTENTHOCTTA HA TEpanUaTa TpAOBa Ja ce onpeaesis oT BUAA HA HHPEKLMATA H OTTOBOpa
Ha NalLHEHTA U KaTO UANO He TpgOBa Aa ObAe No-abira OT NpenopL4YaHara.

Tabauya 1. Bv3pacmnu u deya (240 kg)

IToxkazanHe Ho3EpoBKa

OCTbp TOH3WIUT K GaPUHTHUT, OCTDLP 250 mg nBa MbTH OAHEBHO

OakTepHaieH CHHY3HT

OcTpo Bb3NaneHHe Ha CPEAHOTO YXO 500 mg ABa MHTH JHEBHO

Octpu exsauecpbalMi Ha XPOHHYHA 500 mg nBa MuTH AHEBHO

obcTpykTHBHA benoapobHa bonect

Liycrur 250 mg ABa METH AHEBHO

[Tnenoxnedpur 250 mg fBa MbTH AHEBHO

HeycnoskHeHH HHPEKLHHA HA KOXKATA H 250 mg ABa MBTH JHEBHO

MEKHTE ThKaHU

Jlaitmcka bonect 500 mg nea mbTH JHEBHO 3a 14 AHH
(Mexay 10 u 21 nuu)

Tabauya 2. Heya (<40 kg) (swicme cvwyo Tabauya 3 u 4)

Iloxkaszanue Jdo3npoBka

OCTbp TOH3WIHT H (PAPHHIUT 10 mg/kg nea mbTH OHEBHO,
MakcHMaIHo a0 250 mg nBa nbTH
AHEBHO
OCTBp OTHT Ha CPEIHOTO YXO 15 mg/kg nBa MbTH ZHEBHO,
MakCUManHo 10 250 mg nBa nbTH
AHEBHO
OcTbp OakTepHaneH CHHYHT 10 mg/kg nBa MbTH JHEBHO,
MakcHManHo a0 250 mg aABa MbTH
_| AHEBHO
LlyxcTur 15 mg/kg nBa MbTH QHEBHO,
MaKCHMaslHO Ao 250 mg aABa sTH
AHEBHO
[Inenonedpur 15 mg/kg nBa MbTH JHEBHO,
MakcHManHo a0 250 mg nea mxTH

_| anesHo 3a 10 no 14 axu
HeycnoxHeHH HH(pEKLIHK HAa KOXKATa U 15 mg/kg nBa MbTH AHEBHO,
MEKHTE ThKaHH MaKCHMAaHO 10 250 mg ABa nbTH
_| AHEBHO

Jlafimcka Gonect 15 mg/kg nsa nbTH JHEBHO,
MaKkcHUMaTHO g0 250 mg OBa IMbTH
aHesHo 3a 14 auy (10 1o 21 gHH)

Hama KNHHHYHK JaHHH 33 0e30MacHOCTTa OT NPUNIOKEHHETO Ha UedypOKCHM NpH acua noa 3
MeceLla.

[Tpy kspMaueTa (Ha BB3PACT OT 3 MeceLa) M Aela ¢ TenecHa maca noa 40 kg Moxe 1a € 3a
NpeAnoYUTAHE Ja C€ KOPHIrupa 03ata B 3aBHCHMOCT OT TErN0TO.

ayuenmu c yspedera 6vbpevna pynxyus
Be3zonacHocTTa H €PHKACHOCTTA Ha LIePYPOKCHM MPH NauueHTH ¢ 60pe4HH yB

ycraHoBeHa. LieypokcHM ce ekckpeTHpa 0cHOBHO npe3 6ubpeuyre. I[Ipn na i
3HAYHTENHO yBpeleHa Ob0peuHa QyHKLMS, Ce npenopbtiBa A03aTa Ha uecbyp?ﬁcjiu
‘
b

HAMAJIeHa, 33 Ja KOMIEHCHpPa No-0aBHAaTa eKCKPELs. m by AL
Ledypokcum ce enumuHUupa ePeKTHBHO Upe3 AUATH3A. L




Tabruya 3. IIpenopvuumennu 003u Ha yehypoxcum npu nayuenmu ¢ yepeoena dvbpeyna

PyHxyus

KpeaTREAHOB KJIHPBLHC Tin HpenopsuYnTEeaIHA N03HPOBKA
| (wacose)

> 30 mL/min/1.73m? 1.4-2.4 | He € HEOOXONHMO KOPHIUpPaHE HA A03aTa

(ctaHaapTHa J03a ot 125 mg a0 500 mg asa
N MbTH AHEBHO)

10 - 29 mL/min/1.73m? 4.6 CTaHJapTHA HHAMBHUOYANHA 0034 Ha BCEKH 24
yaca

< 10 mL/min/1.73m? 16.8 CTaHJapTHA HHAHBHIYANHA 1034 HA BCEKH 48
yaca

[TauneHTH HA XeMOaHaIHU3a 12-4 AONMBAHUTENHE CTAHAAPTHA HHAMBHIYATHA
J03a B Kpas Ha BCAKA JMANH3A

Ilayuenmu c yapeoena yepnodpobna pyHxyua

Jluncear naHHM 3a ynorpebaTta nNpu MauHeHTH ¢ yBpeAeHa yepHoapoOHa GyHkuua. Trit kaTo
nedypoOKCHM ce eJIMMHHHPA r1aBHO npe3 Hp0peunTe, oyaksa ce, Y€ HATHYHETO Ha
YepHOAPOOHO YBpeXAaHE HAMA Ja NOBIKAEe (PAPMAKOKMHETHKATA Ha LIeYPOKCHM.

HauuH Ha NPHUIOXKEHHE
[lepopanno nNpUIOKEHHE.

Tabnerxure TpaOBa Aa ce npueMaT Clieq XpaHa ¢ LieJl TOCTUraHe Ha ONMTUManHa abcopOuus.
TaGnerkure He OMBA [a ce pa3TPOIIABAT U CASXOBATENIHO C8 HEMOAXOAALUM 32 JICYSHHE Ha MaLMEHTH,
KOHMTO He MOTrar [a MorabilaT TabaeTKH.

3a ynorpeOa npH Aeua ca HATHYHHU NMO-MOIXOAALIH JEKAPCTBEHH (POPMH H MPOAYKTH, ChABPIKALLH
ChLIOTO AKTUBHO BELLECTBO.

43 HpoTEBONOKAIAHANA

CBpPBXUYYBCTBHTEITHOCT KbM aKTUBHOTO BELLECTBO WM KbM HAKOE OT NOMOLTHHTE BELLECTBa, H30pOoeHH B
TO4Ka 6.1.

YcTaHOBEHA CBPBXYYBCTBHTEITHOCT KbM LiehanocnopHHOBA AHTHOHOTHLIN.

AHAMHE34 33 TeXKA PeakL{Hi Ha CBPbXUYBCTBHTEJIHOCT (aHadunakcys) KkbM Oera-nakramMHu

AHTHOAKTEPHATHH areHTH (NEeHU1 (MTHHM, MOHODakTamM, kapbarieHeM:).
44 Coensaans nperynpexkacHas B NpeANER MEPKH NpH ynoTpedia

Peakunu Ha CBPBXYYBCTBHTENHOCT

CrnelranHo BHUMaHKe € HeoOXOOUMO ITPH NALHEHTH ¢ aHAMHE3A 38 aePriyHy PeakLMi KbM
MEHHUWIMHY WK ApyTH OeTa-JIakTaMHH AaHTHOHOTHLIH, NMOPaaH PHCK OT KPBECTOCAHA YYBCTBHTETHOCT.,
KakTo npi BCHUKH OCTaHATH OeTa-JJakTaMHH aHTHOHOTHLM, € ChOOLLABAHO 32 TEXKKH H B PEIKH QITyuyaH

(paTanHK peakiyH Ha CBPbXUYBCTBUTENHOCT. FiMa CHODLIEHHA 38 peakLMH HA CBPbXYYBCTBHTEIHOCT €
Mporpecus 40 CHHAPOM Ha Kounis (0CTbp alepriyeH CnasbM Ha KOPOHAPHA APTEPHA, KOHTO MOXKE Aa
noBeae 10 HH(pApKT HA MHOKapZa, BK. To4ka 4.8). B cTyyait Ha TexKa peakiis Ha CBPBXYYBCTBHTENIHOCT,
JIeYEeHHETO C LeypOKCHM TPAOBa Aa Ce MPEKpaTH He3abaBHO M Aa ObAAT BIETH CHOTBETHH CrIELLHH
MEPKH,

I[Tpeasu Aa ce 3ano4He JieueHue ¢ LiedypokcuM, TpROBa 1a ce CHeme noapodHa aHaMHE34, 34 J1a Ce

Onpeaey Ay NALMEHTHT € HMaJl NPeAMILIHN PeakuiH Ha CBPbXUYBCTBUTEIHOCT KbM Lie(PypOKCHM, KbM
OpYTH 11eQanoCnoOprHH, NEHHLIWIMHH WIH KbM ApYyT BU O€Ta-TakTaMHH aHTHOMOTHLM. T epanuar;
Clle/IBa 11a ce MpOBEX1a BHUMATEIHO, KOTATO LE(YPOKCHM Ce JaBa Ha MALMEHTH C ITpe
HETEXKKA PEaKLIMA Ha CBPbXYYBCTBHTEIHOCT KbM ApYIH O€Ta-nakTaMHU areHTH.

Texky KOXKHH HeXeJlaHY peakLIHU (severe cutaneous adverse reactions — SCA
BbB Bpb3ka c JieueHye ¢ uedypOKCHM ca CHOOLLICHH TeXKM KOXHH HexkeNlaHu peaki(




curpom Ha Stevens-Johnson (Stevens-Johnson syndrome — SJS), ToxcuuHa eraepMaiHa HEKpOIH3a
(toxic epidermal necrolysis — TEN) u fiexapcreeHa peakLius ¢ €O3MHOPHUINA ¥ CHCTEMHH CHMITTOMHM
(drug reaction with eosinophilia and systemic symptoms — DRESS), xouro moxke na ca
’KHBOTO3aCTPALIABALIM WIH ¢ JieTaneH u3XoA (Bx. Touka 4.8).

[1pu npeanucBaHeTo NatieHTHTE TpAOBa Aa ObAaT HRPOPMHUPAHH 32 NPH3HALIMTE H CHMITTOMUTE H A2
OBbaar HabMoAaBaHH € MOBHILEHO BHUMAHHE 38 KOXKHH PeakLMH. AKO ce MOSBAT PH3HALH U
CUMITTOMH, IMOKA3aTETHH 33 TAKABA PeaKLHA, NPHIOKEHHETO Ha LeypokcHM TpaOBa HezaDaBHO na ce
MPEYCTAHOBH H Aa ¢¢ OOMMCAHY anTepHATHBHO JieUeHHe. AKO NALIMEHTHT € Pa3sBiT CEPHO3HA peaKims,
karo Hanpumep SJS, TEN unu DRESS npu ynorpebara Ha uedypokcum, He TpabBa HHKOra OTHOBO J1a
CE 3anOYBa NICYEHHE C LIeYPOKCHM Ha TO3H MMALMEHT.

Peakima Ha Jarisch-Herxheimer

[Tpu neuenue Ha Jlaiimcka Gosect ¢ uedypokeum e HabmozasaHa peakuus Ha Jarisch-Herxheimer. Ta e
pe3ynTaT OT OaKTepHLIHAHATA AKTHBHOCT HA LUEPYPOKCHM BbPXY NpHYHHHTENA Ha JlafiMckara 6osiecT -
cniupoxerata Borrelia burgdorferi. IlaumenTure TpabBa pa ce HHPOPMHPAT, He TOBA € OOHYaliHA
peaklivd, B pe3ylTaT Ha aHTHOHOTHYHOTO JieseHHe Ha JlaliMckaTa 6onect H OOHKHOBEHO €
caMoorpaHHuaBalla ce (BibK Todka 4.8).

CepbXpacTex Ha HE UTEIHH M raHH3IMH

Kakro npu apyrn aHTHOHOTHULH, MPWIOKEHHETO HA LIeQYPOKCHM aKCETWI MOXKE Ja A0BEE N0
cBpbXpacrex Ha Candida. ITpoIWDKUTETHOTO NPUIIOIKEHHE MOXKE ChILO [1a JOBEAE A0 CBPBXPAcTeXK Ha
APYTH HEYYBCTBHTEIHY MHKpoopranu3mMu (Hanp. Enterococci v Clostridium difficile), koeto na Hanoxu
CITHpaHe Ha JICHeHUETO (BIDK TOUKa 4.8).

AHTHOHOTHYHO-aCOLIMMPAH NCEBAOMEMOPAHO3EH KOJIHT C€ OMNKMCBA NPH MPHICKEHHE HA MOYTH BCHYKH
AHTHOMOTHLIM, BKTHOMHTEIHO LIeYPOKCHM, H MOXE 12 BAPHPA MO TEKECT OT JIeK 10
’KMBOTO3aCTpalLaBalll. 3aToBa Tpsadea Aa ce MMa NpeABH/ BE3MOXKHOCTTA 3a TOBA 3aDoJABaHe NpH
NposSBH Ha IHAPHA MO BPEME WIH CJIC] JICHCHHE ¢ LedypokcHM (BiDK Touka 4.8). Tpabea na ce oOmuciy
NpeKpaTABaHe Ha TepanuaTa ¢ LedypOKCHM H MpeAnpHeMaHe Ha CbOTBETHHTE TEpAneBTHYHH MepkH. He
OHBa 1a ce MpUIaraT JIEKAPCTBEHH NPORYKTH, 3a0aBAlUH NEPUCTANTUKATA (BIDK TOYKA 4.8).

Bnuguue BbpXY AHATHOCTHYHH H3C/1eIBAHUS
[ToauTusupaneTo Ha Tecta Ha Coomb, cBLp3aHO ¢ ynoTpebara Ha LehypPOKCHM MOXKE Ja NOBJIHAE Ha

KpPLCTOCAHATA Mpo0a 3a CHBMECTHMOCT NPH KPbBOTNIpEMBaHe (BioK Touka 4.8).

[IpenopbuBa ce MPHIOKEHHE WIH HA TIIOKO300KCHAAZHHA, WITH Ha XeKCOKHHA3HHA METO/, 3a
onpenesiHe HAa IUIA3MEHHTE HUBA Ha MNIIOKO3a ITPU NALHEHTH Ha ieueHUe C LieyPOKCHM aKCeTH, Thid

KaTO MMa BEpOSTHOCT 34 (palLUMBO OTPHLIATENEH pe3yITaT Ha pepHLMAHHAHHS TECT.
4.5 BianmojeclcraHe ¢ APYrH JICKAPCTBEHE NPOIYKTH H APYIH GOpPMEA HA B3IAHEMOJEHCTBHE

JlexapcTBa, KOMTO BOAST IO NOHWDKEHA KMCEIMHHOCT B CTOMAaXa, MOIaT Aa AOBEAT X0 NO-HUCKH
cTOHHOCTH Ha OHOHANTHYHOCT Ha LedYPOKCHM &KCETH B CPaBHEHHE ¢ OHOHAIMYHOCTTA, MOCTHIAHA TTPH
NpHEM Ha rNaaHo, H ChLIC TaKa Aa eIMMHHUPAT edeKTa Ha riopodpsaBaHe pe3opbLmATa NpH NPHEMAHETO
MY HEMOCPENCTBCHO CEA XpaHEeHe,

LledypokcuM ce eKCKpeTHpa 4Ype3 roMepy/Ha QriITpalMa U TyOynHa cekpeums. EnHoppeMeHHaTa
ynotpeda ¢ npodeHeuma He ce npenopbusa. CBBMECTHOTO NPHIIOXKEHHE ¢ IMpodeHelH ] yBeNTHYaBa

IJIOLITA MO/ KPHBATA IUIa3MeHa KOHLISHTPalUH/BpeMe, KAKTO H BPEMETO HA NOTYEIHMHHHPAHE Ha
LedYPOKCHM.

EnxoBpemenHaTa ynorpeba ¢ nepopanty aHTUKOArynaHTH MOXeE Ra 0Bee 10 MOBHLI
NpOTPOMOUHOBOTO BpeME.

46 @epTRARTET, OPEMEHHOCT H KLPMEHE




bpeMeHHOCT

Hma orpaHnueHH gaHHH OT ynotpebara Ha Lie¢ypoKkcHM Npyu OpeMEHHH XKEHH.

ITpoyuBaHHATA NPH KUBOTHH HE NMOKA3BAT BPEHH BB3ACHCTBUA BLPXY OpeMeHHOCTTa, EMOPHOHATHOTO
1 GeTaTHOTO Pa3BUTHE, KAKTO M BBPXY PadIaHETO U MOCTHATATHOTO Pa3BUTHE.

Lledypokcum TpaOBa na ce Ha3HawaBa No BpeMe Ha OPeMEHHOCTTa CaMo aKo NOJI3aTa OT IEYEHHETO

MpeBUlLlIaBa PHCKA.

KipMmete

LledypokcHM ce eKCKpeTHpa B KbpMaTa B MaJIkd KonuuecTsa. B TepaneBTHYHM NO3H HE CE OYAKBaT
HeXeJaHW eeKTH, BHIIPEKH Y€ HE MOXE Aa C& MIK/IKOUYM PHCK OT JMapus M rbOMYHa WHEKLHA Ha
MYykO03HHTe MemOpaHH. [lopaau Te3u NnpHYMHH, KbpMEHETO TpaAOBa aa ce nmpeycraHoeH. [lon BHHMaHKe
TpAOBa Ja ce B3eMe U Bb3MOXKHOCTTA 3a pa3sBUTHE Ha CeHCubMitH3auma. LedypokcuM Tpsadea na ce
M3II0J138a 10 BpEME Ha KbpMEHE CaMo Cliel BHHMATE/HA NPEUSHKA Ha ChOTROUICHUETO MO/I3a/PUCK OT

NEeKyBallMA JIeKap.

QeprHaUTeT
JIumceaT naHHM 33 e(hexTHTE Ha LiedypPOKCHM aKceTW BupXy depriinTera npH xopa. [IpoyusanusTa Ha

PETPOMYKTHBHOCTTA ITPH KMBOTHH HE NMOKa3BaT edexTH BbpXy (peprwinrera.

4.7 EdexTn BLpxy cnocobEOCTTA 32 modupane H pabora ¢ mamunn

He ca nporexaaHy npoy4BaHHA 3a e(eKTHTE BbpXy cnocobHOCTTa 32 modupaHe U paboTa ¢ MALMHH.
Tvit KaTO NEKAPCTBOTO MOXKE A NPEAH3BHKA 3aMasHOCT, MALMEHTHTE CNICABA /A C€ MPeAYTIPeadiT 3a

BE3MOXKEH edeKT BbpXY criocobHocTTa 33 wodupaHe U pabora ¢ MalllMHU.

48 Hexenann JeKAPCTBEHE PeAKIHE

Hali-uecTiTe HeXelaHN peakUHH ca cBpbxpacTex Ha Candida, eozuHopunns,
rnapodosnue, 3aMagHOCT, FACTPOHHTECTHHATHH CMYLIEHHA M NPEXOJHO MOBHIIIABAHE Ha
YepHOAPOOHUTE EH3HMHH HHEA.

KateroprzupaHeTo Ha Y€CTOTATA HA HEXENAHHTE NICKAPCTBEHH peaKLIMH €

npuSAN3UTENHO, Thil KATO 3a MOBEUYETO PEaKLMH HE ¢4 HAJTMYHU NOAXOAALLM NAHHH 3a

olleHKa (HanpHMep TAKHBA OT IUIaLEe00-KOHTPOJIHPaHH KIHHHYHM Npoy4YBaHui). B
AOITbJIHEHHE, HEXKEJIAHHTE ICKAPCTBCHH PEAKUMH, CBLP3aHH ¢ LIeYPOKCHUM, MOTaT Aa
BApHpaT ChOOpa3HO HHAUKALMATA.

JlaHHH OT OOLUMPHH KIIMHHYHH POYYBAHHA CA H3NON3BAHM 3a KIIaCH(PHUMpaHe Ha
HeXeNaHHUTE peakilHH OT MHOTO YeCTH 110 peaAKH. HecToTaTa Ha BCHYKH OCTAHAIM HEXKEIaHH
nexkapcTseHH peakiinu (Te3u ¢ uectora <1/ 10 000) e onpeneneHa, KaTo ca M3NOA3BaHH IV1aBHO
NOCTMAPKETHHIOBH JaHHH H 3aBUCH OT CTENEHTA Ha JOKNAABAHE, 4 HE OT PEallHaTa YeCTOTA.
Hsama ganHu ot nnauebo-koRTpOnHpaHH npoyusaHus. Korato yectorata Ha HeXeNnaHUTe
cbOHTHA ce npecmsTa Ha Ha3a JaHHU OT KNMHHUYHH MPOYYBAHHA, Ce B3UMAT O] BHHMaHHe
Te3H CHOUTHA, IPH KOUTO M3CIIEAOBATENAT € NPELICHWI HATHUHE Ha MPUUHHHO-CIEACTBEHA
Bpb3Ka ¢ tedypokcHM. BbB Beaka rpyfia HEXeNaHUTe NEKAPCTBEHH PEAKLMH Ca NMPEACTABEHH B
pel HA HaMaNABaHE Ha TAXHATA CEPHO3HOCT.

BcHyky HexKelaHH NEKApCTBEHH peaKLHid, CBbP3aHH C JICUCHHETO, Ca NpeACTaBeHH T10-
N0y MO 4ecToTa H TexecT ¢briaacHo MedDRA no cucreMo-opraHHy knacose. CneaHara
KOHBEHLIHA € H3NO0JI3BaHa 3a KJacHPHHLMpPaHe HA HEXKENAHHTE ICKAPCTBEHH peaKiiiu
criopen TAXHaTa Yectora: MHOro yectd > 1/10; yectu > 1/100 go < 1/10; HevecTn >
1/1000 oo < 1/100; peaxu > 1/10 000 no < 1/1000; muoro peakn < 1/10 000; ¢

A -
HEH3BECTHA 4eCToTa (OT HAMTHYHHTE JaHHH He MoXKe Ja Obe HanpaBeHa OLIeHKa Aﬁ#&ﬁ” S .
3 '
CHcTeMo-
Ooprafe Yectn Heuectn C Hen

KJjaac




Hudeximu 1 CBPBLXPacTekK CBPBLXpacTek Ha

HHbecTalHH Ha Candida Clostridium difficile
Hapyenns €03HHO(pUNHA | nonoxurenna XEMOJINTHYHA aHEMMHS
Ha KPbLBTA H peakums Ha Coomb,
nuMdHaTa TPpOMOOLIMTONEHHA,
CUCTEMA JICBKOIEHUA (B
HAKOH CITy4au
TEXKKA)
CbpaeyHH cuHapom Ha Kounis
HapyuICHHA
HapywieHus NeKapcTBeHa TPeckKa,
Ha HMYHHaTa cepymHa donecr,
CHCTEMA aHadHNaKcUR, peakuya Ha
Jarisch-Herxheimer
HapyuieHus rnagodonue,
Ha HEpPBHATA 3aMasHOCT
cHCTEMa |
CromainHo- Auapus, NOBPblAHE ncepaoMeMOpaHo3eH
YpPEBHH rageHe, KOJIUT
HapYLICHHS KOpeMHa
Oonka
Xenarto- NMPEeXOOHO HKkTep (npeobnagaBailo
OWIHApHH NOBHLIABAHE B XONECTATHUYEH ), XENaTHT
HapyliucHHS CTOHHOCTHTE
Ha
YepHOApPOO-
HMTE EH3HMM [
HapyitieHus KOXHH ODpHBH ypTHKapHs, cbpOex,
HA KOXAaTa U erythema multiforme,
NOAKOXHATA CHHAPOM Ha Sfevens-
ThKaH Johnson, TOKCHUHA
enuIcpMaiHa HEKPOJIH3a
(eK3aHTEMHA HEKPOIH3a)

(Brox Hapywenuns Ha
MMYHHATA CHCTEMA),
AHTHOHEBPOTHYEH €/1EM,

JICKAPCTBCHA pCaKLmd C
EOBHHO(IJHIIHH H CHCTEMHH

cumnromu (DRESS)

Onucanue Ka HAKOU HENCENAHY PeaKyul

LledanocnoprHHHTE cnNajaT KbM NEKapcTBaTa, KOUTO MOraT Aa ce QHKCHPAT KbM
mMeMOpaHaTa Ha ePUTPOLIMTHTE H Aa C€ CBLP3BAT C HACOUEHH CpeLy TAX aHTHTEJA,
NO3UTHBHPaHky TecTa Ha Coomb (KOeTo MOXKe J1a NMOBJIHAEC KPBCTOCAHATA Mpoda 3a
CHBMECTHMOCT NPH KPBLBOMPEJMBAHE), H B MHOMO PEAKH CITyYaH NPeAH3BUKANKHA XeMOJTUTUUYHA
AHEMMA.

HabmonaBa ce npexoaHO MNOBHLIABAHE B CTOHHOCTHTE HA YEPHOXPOOHHTE EH3HMH, KOETO
OOHKHOBEHO € 0OpaTHMO.

[leanaTpydHa nomnyna
[TpodursT Ha He30nMacHOCT Ha UePYPOKCHM aKCETHA IPH Jelia CLOTBETCTBA HA TO3H NPH

Bb3pPaCTHH.

CrnobliaBaHe Ha MOJO3HPAHH HEIKEIAHH DEAKLIHK /&
CrobiasaHeTo Ha NOAO3HPAHH HEXKE/IAHH peaKLiH € BaxHO. Tosa no3sonssa A _;" :

=
APOAL/KH HAOMIOAEHHETO HA CbOTHOLIEHHETO NOJI3a/PUCK 34 NCKAPCTBEHHUA PO



MEAMUHWHCKHTE CNELMATMCTH Ce M3MCKBA a ¢hoOILABAT BCAKA MOJ03UPAHA HEXKEaHa
peakLua upe3 M3nsnnurenHa areHuus no nekapcrsara, yi. Jlamsad ['pyes™ Ne 8, 1303
Codus, Ten.: +359 28903417, yebcaiir www.bda.bg.

4.9 Ilpenozapane

[Npeao3npaHeTo MOXe 1a XOBeAE A0 HEBPOJIOrHYHH MOCISACTBHS, BIUTIOYBALUHM eHledanonarus,
KOHBYJICHHM ¥ KoMa. CHMNTOMM Ha Nnpeao3upaHe MOTaT Ja ce MPOABAT, aKO 103aTa HE € NOAXOAALLO
HaMaJieHa MPH NauHeHTH ¢ 6bOpevHH yBpexKaaHua (BHK TOUkH 4.2 n 4.4).

3a noHWwKaBaHe MIasMEHUTE HMBA Ha LIeDYPOKCHUM MOXKE 14 CE€ MPHUIOKH XEMOIHANN3A HIH
NEpUTOHEANHA NHATHN3A.

5. GAPMAKOJIOI'MYHH CBOMCTBA

5.1 apMakolHHEaAMHYHE CBOHCTBA

dapmMakoTrepaneBTHYHa rpyna: aiTubakTepuanet MPOAYKT 332 CHCTEMHa ynotpeda, BTOpPO NOKOAEHHE
uedanocnopuun, ATC koa: JO1DCO02

MexaHuzbpM Ha N1eHCTBHE
[ledypokcHM aKCeTH Ce XHAPONH3UPA OT €H3UMH - ECTEPAa3H J0 AKTHBHHA AHTHOHOTHK

uepypoxcum. Llepypokcum HHXHOHpa cuHTe3a HA OaKTepHanHaTa KIEeThYHa CTEHA, CBbP3BaMKH Ce ¢
NeHHLWIKWH-CBbp3BaLUH NnpoTerHH (PBP). PesynTarbT € npeknhcBane OHOCHHTE3aTa Ha KNETHhYHATA
cTeHa (Ha MeNToNOrTMKAHA), KOETO BOAH A0 JH3HpaHe Ha OAKTepHATHATA KIETKA B CMBPT.

MexaHH3bM Ha Pe3UCTEHTHOCT
bakrepHanHaTa pe3UCTEHTHOCT KbM Lie(hYPOKCHM MOXE 44 C& AB/IKH HA €UH HINH HAKOJIKO OT

CIICAHHTE MEXaHH3IMH:

. XHAPOAH3a NMOA AeHcTBHEe Ha DeTa-aKkTamMasH, BKAIOYHTENHO (HO HE CaM0) LIHPOKOCTIEKTLPHH
Gera-nakramasn (ESBL) u AmpC-ex3nmu, kouTO MoraT Aa 6baaT HHAYLMPAHH WIH TPaHHO
peakTUBHpPAHM NPH onpeacneHy I'paM-oTpHLIATETHH LIAMOBE;

. HaManeH apHHUTET Ha MEHHLIWIHH-CBBP3BALLHTE MPOTCHHH KbM LUEPYPOKCHM;

HaMmasieH nepmMeaduiIMTeT Ha BLHINHATA MeMOpaHa, KOETO orpaHH4aBa NOCTBIIA HA
uedypoKCHM A0 NEHUUMIHH-CBbP3BaLIMTE MPOTEHHH NpH ['pam-oTpuuaTenHuTe HaKkrepuy;

. HaJHuHe Ha baKkTepHanHy ePITYKC-TTIOMITH.

[Ipeanonara ce, 4¢ OpraHU3MH, NPHAOOHIH PE3UCTCHTHOCT KbM APYTrH HHXKEKLMOHHH
1tethanocnopHuHH, LIE MOKWKAT PE3HCTEHTHOCT M KbM LIeQYPOKCHM.

B 3aBucuMocCT ot MCXaHH3MA, OPraHUu3MHUTE C npﬂ,uoﬁm PE3HCTEHTHOCT KM NCHHUWIMHA MOrat Ja
NOKAXKAT HAMAJICHA YYBCTBHTCIHOCT HIIH PE3UCTECHTHOCT KbM HECIJyPOKCHM.

CnexTsp Ha aHTHOAKTepHANTHA AKTHBHOCT Ha Le)YPOKCHUM AKCETHII
CroiiHocTHTE HA MUHMMAaNHATA HHXHOMpala koHueHTpauusa (MIC), yeranoeeHu ot Esponeiickus

KOMHTET 32 H3NKTBaHe HA aHTHMHKpoOHa yyBcTBHTENHOCT (EUCAST), 33 uedypoxcum akcerun ca
nyONMKyBaHH Ha CNeHUA JIMHK:
https://www.ema.europa.ew/documents/other/minimum-inhibitory-concentration-mic-

breakpoints_en.xlsx

MukpobuooruyHa HyBCTBHTEAHOCT
[lpeobnanaBaluaT THIT NPHAOOHTA PE3UCTEHTHOCT MOXE A1a Bapupa reorpadeky yATs

onpeescHH 11aMOBE, 3aTOBa HH(POPMALIHATA 38 pa3npOCTPaHEHHETO € KeaTen
JICUEHUETO HA TEKKH MHOekuHH. Korato npeodnagaBaluysT THN pe3UCTCHTHOCT
OT H3MON3BaHETO HA aHTHOAKTEpUANHUSA areéHT NPH HAKOW BUAOBE MHPEKLIHMU € C
Ia ce THPCH €KCTIePTeH ChBET.




B noseueTo cay4au, Npd yCJIOBUS in vifro, UeQypPOKCHM € aKTHBEH CpELLy CIIEAHUTE
MHUKPOOPraHHU3MH:

HyBCTBHTEC/IHE INAMOBE

[ paM-nonoxurTeaHyd aepodu:

Staphylococcus aureus (6e3 METULIMTHH-PE3UCTEHTHH WaMOBE)*
Coagulase negative staphylococcus (METHUHUIHH-1YBCTBHTE/ICH)
Streptococcus pyogenes

Streptococcus agalactiae

["pam-oTpuuaTENnHH aepodu:
Haemophilus influenzae

Haemophilus parainfluenzae
Moraxella catarrhalis

CrUpOXeTH:
Borrelia burgdorferi

[[lamoBe, NpH KOHTO NPHAOBHTATA PE3HCTEHCTHOCT MOXKE A2 ¢ npob.iem

[ pam-nonoXKUTETHHN aepodHu:

Streptococcus pneumoniae

I'pam-oTpHUATEAHH acpOOH:
Citrobacter freundii

Klebsiella aerogenes

Enterobacter aerogenes

Enterobacter cloacae

Escherichia coli

Klebsiella pneumoniae

Proteus mirabilis

Proteus spp. (paznuunn ot P. vulgaris)
Providencia spp.

[ paM-NoNOKHTENHH aHaepoOu:
Peptostreptococcus spp.

Propionibacterium spp.

"paM-oTpHiIaTenHH aHaepoOu:
Fusobacterium spp.
Bacteroides spp.

IlamoBe ¢ BpoAeHA PE3ACTEHTROCT

I'paM-nonoHTeNHH aepobu:
Enterococcus faecalis
Enterococcus faecium

[ paM-oTpHuaTenHK aepodu:
Acinetobacter spp.

Campylobacter spp.
Morganella morganii
Proteus vulgaris
Preudomonas aeruginosa
Serratia marcescens

I paM-oTpHLIATEITHH AHAE H:

Bacteroides fragilis
Hpyru
Chlamydia spp.
Mycoplasma spp.
Legionella spp.
* BcHYKH METHLIWITHH-PECHCTEHTHH S. Aureus ca pe3MCTEHTHH KbM LIEQYPOKC

5.2 @apMaKOKHHETHYHM CBOHCTBA




Abcopbuusa
Cnen nepopanieH npHeM, nedypokCuM akceThI ¢€ pe3opOHpa B raCTPOMHTECTHHAIHHASA TPAKT H 34

KpaTKO BpEME C& XHPOIU3NPA B UPEeBHATA MYKO3a H TUTa3MaTa, KOETO BOAM J10 OcBODOKAaBaHe Ha
uedypokcum B kpbBooOpawieHHeTo. Omrrumanta abcopbuus ce nocTura Mpu NPUEM HENOCPEACTBEHO
cliell XpaHeHe.

[Tpy npueM Ha ueypoKCHM aKCETHT N0 BpeMe Ha XpaHeHe, 2.4 yaca cjiel npueMa ce AoCTHraT
CTOMHOCTH H& BbPXOBH TUIa3MeHH KoHueHTpauuH (2.1 ng/ml 3a nosa or 125 mg, 4.1 ug/ml 3a no3a or
250 mg, 7.0 pg/ml 3a no3a ot 500 mg u 13.6 pg/ml 3a noza or 1000 mg). Lledpypokcum nma nuneiina
dapmakokuHeTuka B 0308 HHTepBan ot 125 go 1000 mg. He ce Habnionasa kyMysniupase Ha
uedypoKCHM MPH NOBTAPALLH ¢¢ nepopanHu A034 o1 250 no 500 mg.

Pasnpeaenenue
B 3aBHCHMOCT OT METONA Ha U3CJIeBaHE C€ YCTAHOBABA CBBP3BAHE C IUTAa3MEHUTE NMPOTEUHH MEXKIY

33 u 50%. Cnen enHokpartHa no3a uedypokcum akcetwn 500 mg npu 12 3apasu A00poBOALH,
npUBHAHUAT 00eM Ha pasnpeaenenHe € 6un 50 L (CV%=28%). KonueHTpauuu Ha nedypokcum
aKCEeTHJ1 HaJl MMHMMAaNHAaTa HHXHOUpalla KOHLEHTpauus 3a oOuuyaiHK naroreHu mMorar aa Owaar
NOCTHTHATH B C/IHBHLIUTE, CHHYCOBaTa JIMraBMLA, OpOHXHaAIHATA MYKO32, KOCTHTE, IICBPANHATA,
CTaBHATA, CHHOBHAJIHATA U HHTECTHHAIHATA TEYHOCT, AUTHYKATA, CAIOHKATA, KAKTO H BLTPEOYHaTa
teuHocT, l{edypoKcHM NpeMHHaRa KPbBHOMO3bYHATA OapHepa MpH HATHYHE Ha BB3NAJIEHHE Ha
MEHHHTHTE.

buoTpaticopmauns
Lledypokcum He ce MeTabonu3Hpa.

Enumuuupaxe
[InasmMennaT nonyxusot € Mexxay |1 u 1.5 yaca. Ledypokcum ce ekckpeTupa 4pes rioMepysiHa

¢rnTpanna u TyOynHa cekpenius. PEeHATHUAT KIMPBHC € B rpaHiiy ot 125 go 148 ml/min/1.73m?2.

Cneuuannu 2pynu nauuenmu

[Ion
He ca HabmogaBaHHW pa3iuKH BbB (DapMaKOKMHETHKATA Ha LESPYPOKCHM MPH MBIKE M NPH XKEHH.

Crapuecka BL3pacT

He ca HeoOXOAHMM CrIeLiHaIHH NPEeATIa3HH MEPKH MPH TALHEHTH B CTAPYECKa BB3PAcT ¢ HOpMaiHa
6n0peuHa pyHKUMA NPpH A03H A0 AOMYCTHMHA MAKCHMYM OT | g Ha fed. IlauuenTHTe B cCTApUEecka
BB3PACT € MO-BEPOATHO 1a HMAT NOHWKeHa ObOpeuna ¢pyHkiina, 3aToBa Aozara Tpadea fa Ovje
KOPDHTHpaHa B ChOTBETCTBHA ¢ Hed (BIK TOUKA 4.2).

[ lennarpyyHa Nomynauus
[Ipu nelia u npH KbpMaveTa Haj 3 Mecelia PapMakOKHHETHKATA Ha LedypPOKCHM € noaodHa Ha Ta3H

Npyu Bb3PacTHH.
Hsma noctaTbuHO KNHHHYHM AaHHM 32 ynoTpebara Ha uedypoKCHM aKceTun Npy Jeua noj 3 Meceua.

YBpeaeHa 6n6peuHa pyHKUMs

Be3zonacHocTTa H eDUKACHOCTTA HA LIedyPOKCHM aKCETHI NPH NaLueHTH ¢ ObOpeunn
yBpeXKaaHuA He € ycraHoBeHa. LlepypoxcuM ce ekckpeTrupa ocHoBHO npe3 6sOpeumTe. [Ipn
NaLHeHTH ChC 3HAYHTENHO yBpeaeHa Obbpeuna pyHkuma (Cler < 30 ml/min), ce npenopbusa
103aTa Ha HedyPOKCHM Aa Obac HamaneHa, 3a 1a KOMINEHCHpa no-0aBHATa eKCKpeLMs (BHX
Touka 4.2). LlepypokcuM ce eTMMHHEMPA €(PEKTHBHO 4Ype3 AHANH3A.

YBpeaena yepHoapobHa PyHKLHA
Juncear aaHHH 3a ynorpebara npy NauydeHTy ¢ yBpeaeHa uepHoapobxa PpyH

HePYPOKCHM C€ eMUMHBHpa raBHO npe3 6ubpeumTe, o4aksa ce, Ye HaIHUH
yepHOAPOoOHO yBpexXAaHe HAMA Aa NOBIHAe GpapMaKOKMHETHKATa Ha Ledy



Bpu3ka dapMakokMHeTHKa-papMakoAHHAMHUKA

[Ipyn nedanocnopUHUTE HHASKCHT (PapMaKOKHHETHKa-(papMakoqHHaMHKa, NoKa3an Hal-rojamo
3Ha4E€HHE, CBBP3AHO C ePUKACHOCTTA, € HHTEPBANBT HA AO3UpaHe, H3paseH B NpoueHTH (% T),
Mnpe3 KOWTO KOHLUEHTPALMATA Ha HECBBP3aH UePYPOKCHM OCTaBa HaX MHHHMAaNHara
nHXxHOupaia koHueHTpauus (MIC) 3a ornenuure TapreTHd Buaose (Toect % T > MIC).

5.3 IlpeaAxInAH9HM JAHHH 33 H€I0NACHOCT

HexiHHHYHKTE JAaHHHA HE NMOKA3BaT OCOOEH PHCK 3a XOpa Ha Da3aTa Ha KOHBEHLIHOHAIHHTE
thapMakoNOrHdHH NpoyUBaHHU# 38 6€30MaCHOCT, MPOYYBAHHA 3a TOKCHYHOCT MTPH MHONOKPATHO
NpWiaraHe, FeHOTOKCHYHOCT, PenpoIyKTUBHA TOKCHYHOCT M TOKCHYHOCT 3a pa3suTHeTo. He ca
NMPOBEX/IAHHU ITPOYUBAHUSA 38 KAPLIMHONEHHOCT, HO HAMA ROKA3aTe/ICTBA, KOWTO Aa nMpeanosarar
KApUHMHONeHeH NOTEeHLIKA.

["aMarTyTaMWITPaHCTIENTHAA3HaTa aKTHBHOCT B YPHHA Ha IUTEXOBE ¢€ KHXHOMpa OT pa3nHyHH

LieanoCNOPHHH, BLIIPSKH Y€ CTENEHTa Ha MHXHOUpaHE e No-Majika npH uedypokcum. Toa MOKe aa
MMa 3HAYCHHUE NPH B3aHMOJEHCTBHATA ¢ KIIHHHYHH 1alopaTOpHHU TECTOBE MPH XOpa.

6. ®APMANEBTHYHH JAHHH

6.1 Cumchbk HA DOMOIHATE BeIECTRA

Anpo Ha TabneTkara:

MuKpoKpucTaHa LeTyJ1034a
KpockapMmenosa HaTpHi

Hatpues naypuncyngar

XHOpPOreHUPaHO PACTHTENTHO MaCo
CvnvuMeB JHOKCHI, KOJIOMAEH, Oe3BOACH

OUIMOBO TOKPHTHE:

Onazpaii 61 OY-S-58910, coabpkai:
Xunpomenosa (E464)

TuranoB quokcua (E171)

Maxkporon (E1521)
Tank (ES53b)

62 HechLBMECTHMOCTH

Hoknansano € no3MTHBHpaHe Ha Tecta Ha Coomb no BpeMe Ha jieueHKe ¢ LedanocnopuHi, KOETO MOXKe
[a MOBAKAC HA KPBCTOCAHATA Mpoda 38 CbBMECTHMOCT MPH KPHBOIPETHBAHE.

63 Cpoxk Baroguocr
24 mecera
6.4 CoenuATHH YCJIOBHE HA ChbXpPaHEHHE

Tosu JNEKApPCTBCH NPOAYKT HC HW3HCKBA CMNCLMANTHH YCIOBHA HA ChXPAHECHHE.

6.5 BnaucpIbpKaEEe HA ONAKOBKATA

Llepokcum 250 mg dunMupanu Tabnerku
PVC/Aclar/Al GavcTepHH nexwTy, ceabpxaii 6, 10, 12, 14, 20, 24, 30, 50, 100 wn

TAONeTKH.

Llepokcum 500 mg punm U TabnerTxu




PVC/Aclar/Al 6mucTepnn newmn, chaspokaiuy 6, 10, 12, 14, 15, 20, 24, 30, 50, 100, 120 wi 500
dbwiMHpaHu TabIeTKA.

He scHuxu onakoBky MOrar aa 0baaT [TyCHATH Ha nasapa.
6.6 ChneuMalHH NpeANa3HA MEPKH PR HIXBLPJISHEe H pabora

Henznonspauuar N€KapCTBEH NPOAYKT WIH OTHAJIbYHHTE MaTepHaili OT Hero Tpabea na ce
M3XBBPJIAT B ChOTBETCTBHE € MECTHUATE M3UCKBAHUA.

7. IIPHTEXATEJI HA PASPEIIEHHETO 3A YIIOTPEBA

Exodapm ['pyn AJ{
yi. Atanac Jlykos Ne29, er. 3
1407 Codus, brarapus

)

8. HOMEP(A) HA PAJPEIIEHUETO 3A YIIOTPEDBA

Lepokcum 250 mg punmupann tTabnerku: 20160395
Hepoxcum 500 mg dunmupann Tabnerku: 20160396

9. JATA HA ITbPBO PA3SPEILIABAHENTIOOJHOBSIBAHE HA PA3SPEHIEHHUETO 3A
YIIOTPEBA

HNata Ha nbpBo paspemiaBate: 30 noemspu 2016 r.
Jara Ha nocnenHo noaHosasaHe: 13 pekemspu 2021 r.

10. JATA HA AKTYA/IMIHPAHE HA TEKCTA




