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Xorimax® 125 mg o6Buta Tabnetka ceabp¥a 150,36 mg “cefuroxime axetil,
C'bOTBETBaLLM Ha 125 mg cefuroxime
Xorimax® 250 mg ofeuta Tabnietka ceabpka 300,72 mg cefuroxime axetil,
CeOTBETBalUM Ha 250 mg cefuroxime.
Xorimax® 500 mg o6Buta TabneTka ceavpxa 601,44 mg cefuroxime axetil,
cboTBeTealun Ha 500 mg cefuroxime.

3a nomowHUTE BeluecTea BX 6.1.

3. llekapcTBeka thopma

OGeutN Ta6neﬂ<w

Xorlmax 125 mg: 6enu fo HnenoKbrT, ABOMHON3NBKHANM, APOSBArOBaTH TAaDRETKU.
Xorimax® 250 mg: Genu 10 BRESOKBITIN, ABONHONITLKHATN, nponLrroBaTu Tabnetkn,
¢ fienuTernHa NMHN: OT [ABETE CTPpaHu.

Xorimax® 500 mg: 6env 0o OneaMKETTA, ABOKHOM3MBKHANW, NPOABITOBATY TabneTku.

4, KriHu4HN aHHN
4.1. Nokasakus
3a neyeHune Ha VHGEKUNK, NPUUKHERY OT YYBCTBUTENHY Kb cefuroxime Gakrepun:
-  KHeKUMM Ha ropHMTE AuXaTenHu MbTulla (MHQeKuuMu Ha Hoca, YluuTe W
rbPyI0TO, KaTo ofitis media, cuHynT, TOH3URWUT 1 QaPUHITUT);
~  WHGEKUMN Ha [OMHUTE AUXaTeNnHu nbThwa (MHEBMOHWsS, OCTBP OPOHXUT U
XpoHuyeH OpoHXUT BbB ddasa Ha obocTpsHe);
- MREKLMK Ha NMUKOYHaTa cucTema (MMeroHetpuT, LNCTUT U YPETPUT);
- gonorrhoea, ocTbp HEYCIOXKHEH FOHOKOKOB YPETPUT M LEPBULIUT,
- MHGEKLUM Ha MEeKUTE ThKaHu 1 KoxkaTa {hypyHKYno3a, MMogepMus i MMMETUIO)
- IevyeHne Ha paHHK nposew Ha Jlalimcka Gonect u nocrnieasaia npoduniakTuka
Ha KbCHU NposABY Ha 3abonsBaHeTo, NpK Bb3PacThHy U geua Hag 12 rogvHu.

Nevenvero Ha uHbekuun TpsOBa fa € cboDpasHo HaUMoHanHWTEe NPEenopeKKn 33
W3rosisBaHe Ha aHTnOakKTepuanHuTe areHTi.

4.2, ,D,oauposxa M HaY¥1H Ha npuioxeHne

Xorimax® TabrieTkute ca 06BUTK C LieSt NPUKPUBAHE Ha BKyca UM - Te He Tpsﬁaa Aa ce
ABBYaT. 3a [ia ce NOCTUrHe ofTuMariHa pesopbuuns, TabneTknTe Xorimax® Tpsbea Aa ce
npuemar cfie XpaHeHe.

MNpopbmxuTeEnHOCTTa Ha rneveHne e obukHoBeHo 7 gHu (5 - 10 ghu). B cnyyadt Ha
TOH3UNOapNHINT, npudnHeH oT Sireptococcus pyogenes ce npenoptysa nNeYeHWeTo
na npogbipiy  Hail-manke 10 guu. Tlpu fladimcka ©Oonect B paHHa (dasa,
NPOOLIMKUTENHOCTTa Ha nevenneTo Tpsadea fa 6pae 20 gHu.
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HosupoBkata 3aBUCKM OT TeXecTTa Ha wuHgekumata. [lpy Texxkm uHpekuuy ce
nperopwyYBa fpunaraHe Ha napeHTepanHu dQopmu Ha cefuroxime. Xorimax® e
eheKTUBEH MNpU feveHue Ha MHEeBMOHMS KM Ha ocTpa eksauepbaums Ha XpoHuueH
BpOHXWT, NPUITOXKEH Cref NbpBOHAYalHO NapeHTepanto neveHune ¢ cefuroxime sodium.

TpenopwyumerHu o3upoeKu:
Bx3pacthu v geua Hag 12 roguHn
- MpK rofiama vyact ot nHbekuuuTe — no 250 mg Asa nbTH SHEBHO
- npu nHdekUun Ha oTAenMTeNHaTa cucTema - no 125 mg aea NbTH AHEBHO
- npu cnabo 0o yMepeHO nposseHn MHMEKLUUN Ha OonHuTe SUXaTenHn MbTULla,
KaTo OpoHXUT - no 250 mg ABa MbTH AHEBHO
- NpY TEXKM WHMEKUUK Ha JONHWTEe AuXaTerHu NbTUA WM npyu CbMHEeHue 3a
nHeBMOKNA - no 500 mg ABa NbTW AHEBHO
- nipy nuenonedpuTt - no 250 mg ABa MbTU OHEBHO
- py nHMEKUUN Ha KoxkaTa U Ha MexuTe TekaHn: 250 — 500 mg asa nbTh JHEBHO
- npu Jlalimcka Bonect - no 500 mg gBa NbTU AHEBHO B NPoARMKenue Ha 20 gHu
- [Py HeYCAOXHEHa roHopest - efHoKpaTHa go3sa ot 1000 mg, npy HeobxoAuMoCT
MoXe Aa ce komBunmpa ¢ 1000 mg npobeHelna.

MpemMuHaBaHe OT MapeHTepanHa KbM AepopariHa Tepanus:

- rnipw niesmonus: 1.5 g cefuroxime sodium B Asa wnu tpu npuema (i. V nnK i.m.) 3a
48-72 vaca, nocnegeado ot nepoparncH npuem Ha 500 mg Xorimax® (cefuroxime
axetil) aBa nbT™/ gHEBHO 338 7 ~10 gHu,

- npun 0BOCTpsiHE Ha XpoHuyeHr BpoHxMT: 750 mg cefuroxime sedium B ABa Unu Tpu
npuema (i.v. m‘m i.m.) 3a 48 -72 yaca, nocriefiBaLo oT nepoparieH npuem Ha 500
mg Xorimax® (cefuroxime axetil) gBa s AHeBHO 3a 5 -10 aHw.

Leua Ha BB3pacT oT 5 A0 12 roguHn
- 3a ronama vact oT undekumute - fno 125 mg gsa 1uT HEBHO.
- OcTtbp oTUT - 110 250 mg Asa NbT! GHEBHO.

Beua nopx 5 roguuu:

Xorimax® TabneTku He ca noAxoasluM 3a NeveHne Ha Aeua non 5 rogran. 3a naumeHTu
OT TasW Bb3pPacToBa rpyna ce npenopbuBa ynoTpebarta Ha nepopanHa CyCneHsus.
Hsima onuT OT NpunaraHe Ha NexapcTsoTo npn Bebeta nop 3 MeceuHa Bb3PAacT.

Ho3upoBka npu NauueHTN ¢ YBpeXaaHe Ha Ow6peunTe, naliMeHT Ha guanusa u
AalMeHTH B HalnpenHana Bwx3pact:

AKOo HeBHaTa [o03a He npeBMilaea 1 g, He ca HeobxXoaumu crieunanHy npegrnasHu
MEPKM NpW MNauuMeHTn ¢ yepexpgaHe Ha ObbpeunTe, Kaxto W fpy naumeHTh B
HarpeAHana BL3pacT. [o3aTa Ha TabneTkuTe cefuroxime axetil Tpabea aa 6vae MHOro
BHMMATENHO TPELEHeHa fpy nauneHT ¢ yBpexaaHe Ha O6nubpeunte W KpeaTMHUHOB
knuptHe nog 20 mi/min. [Mpy naumeHTw, KOWTO ca Ha Auanusa, ce Hanara
JonbnHnTenHa Ao3a cefuroxime Ha kpas Ha BCsika guannsa.
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4._3. lNpoTuBOrioKkasanus

CepbX4YBCTBUTENHOCT KbM cefuroxime, papyrn uUedanocrnopuHn WM HaKon oOT
MOMOLL{HUTE BeLLeCTBa.

AHaMHesa 3a HesabaBHa WunNY TeXKa peakuusi Ha CBPBXHYBCTBUTENHOCT KbM
feHUrnUH UnK KeM Opyr NpogykT OT rpynaTta Ha beTa-nakTaMHuTe aHTUuOMoTULIK.

4.4, CneuMarniuy npegpynpexnesuns 3a 6esonacHocT npu yroTpeda

Ako cnieg npuema Ha cefuroxime axetil ce nposBAT peaxumn Ha chbquBcTBwTenHOCT
yrioTpeBaTta My Tpsbea He3abaBHO Aa ce MpeycTaHOBWM M Aa ce 3anovHe NoAXoAdAlo
nevexue.

OcofeHo BHMMAaHVE € HeoDXoAMMO MpY NalyieHTN C aHamHesa 3a anepriiyHa peakuus
KbM Nesuuunnam unin gpyrn Seta-nakramHm aHtmbuotuun.

KaxTo 1 npw gpyrute aHTMbBruoTuLM ¢ LUMPOK CNexThp Ha ASHCTBUE, NPOLLIDKUTENHaTa
ynoTpeba Ha cefuroxime axetil Moxke Aa npenvaBMKa cynepuH@eKUUs ¢ pesucTEHTHH
iamore (Harip. candida, enterococci n clostridium difficile), koeTo mMoxe [a Hanoxu
nNpeKkeCBaHe Ha TNeYeHUETO.

Texxka u ynoputa guapusi TpabBa Oa npesv3BuKa - CbMHEHWE 32 TIPOBOKMpaH oT
aHTUDUOTYKA NCeBAOMEMBPAHO3EH KOINT, KOMTO MOXe fa ObAe KMBOTOo3acTpallasatl.
B Tesm cnyuyam npuemarHetro Ha cefuroxime axetil Tpsbsa Hezafaeno gfa ce
MpeycTaHoBM W HAa Ce HasHaun crneuuuyHo feyenue crioped npuYnMHUTErns.
FlpuemaHeTo Ha aHTUNEPUCTaNTUYHK NEeKapcTBa € MpoTUBonoKasaHo (BX. T. 4.8.
Hexenahn nekapcrBern peakumn).

[Mpw neuenune Ha Jlalimcka Dorect B npogbivkeHue Ha 20 gHM MOXe [a ce yyecTu
nosizata Ha guapus.

MauueHTn C TEXKM CTOMALLHO-YPEBHK HapyLUeHWs ¢ noBpbliaHe U auapusa He Tpabsea
ga Ovpat nekyBauu ¢ cefuroxime axetil, Teli KaTo TOBA He MOXe Aa rapaHTupa
agekBatTHa pesopbumsa. Tpu Tesw criyyan ce npenopbyuBa NapeHTEpanHo NeYeHve ¢
cefuroxime.

Mpu npoabRuTENHO Nevenne ¢ cefuroxime axetil moxe fa ce paseue cynepuHderuus,
nNpuuMHEHa OT pesucTeHTHW KbM cefuroxime axetlil wamose. B Tesu cnyvan e
N3KAIOUUTENHO BaXHO NauUuMeHTUTE ga DbhaT BHUMAaTenHo HabmofasaHw 3a passutve
Ha cynepuHdekun, a npu npossata UM Tpadea ga 6bAaT NpepnpueTy MoaxXonsy
mepku (Brx 4.8 HexenaHnu nekapcTBeHU peakuim).

Mma cbobilenus 3a paseute Ha peakuust Ha Jarisch-Herxheimer crieg nevexve Ha
Jlaimcka ©Oomect ¢ cefuroxime axetil. Peaxuwara npoustuda OT  MPAKOTO
aHTMOaxTepuanHo Jelicteue Ha cefuroxime . axetil Bbpxy cnupoxetata Borrefia
burgdorferi. [auvenTnTe Tpabea fa 6baaT MHGOPMUPaHK, Ye Task YecTo cpeilaHa K
0CMKHOBEHO OFpaHuYeHa peakuus e chnefcTeBue oT neuenneto Ha JlaliMmckara Gonect ¢
aHTUONOTUK.

He ce npenopbuBa e€QHOBPEMEHHO TNpuraraHe Ha rekapcTsa, nokadsawiv pH Ha
CTOMALUHKSA COK (BX T. 4.5. JlekapcTBeHn 1 Apyr B3anMoaeitcTeus).
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Hsama knuHudeH onuT OT npunaraHe Ha cefuroxime axetil npu 6ebeta Ha Bb3pacT nog 3
meceua. lpu rieyeHueTto Ha Jialimcka GonecT B paHHa ¢asa uMa KIMHUYEH onuT camo
npw Bb3PacTHW U Aelia Ha BB3pacT Hag 12 rofguHn.

CrieuyanHo BHMMaHMe e HeoDxoumo MNpu nauveHTy ¢ QEHUTKETOHYpUs, TbYl KaTo
TabneTknTe CbabPXaT B CbCTaRa CK acniapTam:

Xorimax® 125 mg ceabpxa 0,2 mg acnaptam B TabneTtka

Xorimax® 250 mg cuabpxa 0,3 mg acnaptam B TabneTka

Xorimax® 500 mg cuabpika 0,4 mg acnaptam B TabneTka

Mpn naumenTn, Kouto npuemat cefuroxime axetil ce npenopbyBa onpefensHEToO Ha
[THOKO3aTa B KPBBTA U MiasMara ha ce WU3BLPLIBa ype3 [HOKO300KCWMOASHUTE UNK
XeKCoKnHasHutTe metonn. Lledypokcum He NMOBAKWABa pesyntaTtuTe OT onpegensaHe Ha
KpeaTWHUHa upes anKanHo-fMKpuHoBKs meTog (B 7. 4.5 flekapcteeHu un Apyru
B3aUMOAEHCTBIUS).

Mo Bpeme Ha nevyeHue ¢ LiedYpPOKCHMM HaTPUHA NPU HAKOW [ella € HacTenuna feka po
yMEPEHO TexKa 3aryba Ha cryxa.

4.5. llekapcTBeHW ¥ BPYIM B3aumMoLencTBUA

EnHoBpeMenHaTa ynotpeba Ha Xorimax® ¢ nekapcTsa, nosuiltasaiy pH-crofiHocTTa B
cToMaxa, Hamansiea OuoHanuuHocTTa Ha cefuroxime axetil. [NpenopevBa ce ga ce
n3barea Takasa komOuHaums (Bux T. 4.4. Cneunanay npegynpexgenus 1 npeanasHn
MEPKW Npy ynoTpeba).

Tbit KaTo OaxTepuocTaTvyHO JelicTBaluvMTe JiekapcTsa MOorat ga noBIMAAT Ha
baktepuumpgHoTo AelictBue Ha  UedpanocnopuHute, Tpsabea pda ce  u3baArea
©OHOBPEMEHHOTO TpMemMaHe Ha TeTPaUWMKIuHK, Makponugyk U XrnopamdeHUKon ¢
LedYPOKCUM aKCETHM.

EZHOBPEMEHHOTO NpUemMaHe ¢ npobeHela MOXe fa AoBeAe [0 NOAOLPKaHe Ha BUCOKU
1 32 NPOLbLINKUTENHO Bpeme KOHUeHTpauui Ha LiedypoKcum B CepyMa U1 B XXITbUKaTa.

t lebypokcum MoXe ga noernuvsie onNpedensHeTo Ha [MoKos3a B ypuHata npy 1sfornssaHe
Ha pepykuvoHHuTe metogM (Benedict unm Fehling, Clinitest). MNpn nauventn, xouto
npuemat cefuroxime axelil ce npenopbyBa OAPEAENAHETO Ha ITIIOKO3aTta B KpbBTa U
nnasmarta 4a ce M3BLPLIBA YPEes ITHOKO300KCUAAsHMS UK XeKCOKUHasHKus MeToam (BIK
T. 4.4, Crieuvanuy npenynpeXaeHns 1 npesnasHu Mepku npu ynotpeba).

Ynotpebata Ha cefuroxime axetil moxe oa nosesie Ao GanUMBO NONOXUTESTHA pe3YITaTh
oT Tecra Ha Coombs. Toa MOXe fia NoBAMsiE Ha KpkcTocaHaTta npoba 3a cLBMeCcTUMOCT
rnpy KpbEONpenueaHe (Bux 7. 4.8. Hexxenany nekapcTBeHn peakuun).
LlechbanocrnopuHoeute aHTMOMOTMLM BBB BUCOKM A03KM TpabBa fAa OvbhaT npunaraHu
BHUMATENHO MNpW MauveHTW, npuemalliy MOLHA J[uypeTuuv, amuHOrmMuKo3nau |
amdhoTepUUMH, ThIA KaTo Te3n koMBuHaLMM NOBMLLIARAT PUCKA OT HEPOTOKCUYHOCT.

4.6. DBpeMeHHOCT M KbpMeHe

HsmMa gocraThYHO OalHM OTHOCHO ynoTpebata Ha cefuroxime axetl no epeme Ha
OpemeHHOCT, 3a Aa MOXE Aa ce MNpeleHAT Bb3MOXHWTE BpeaHu edlekih OT Hero.
lMpoBegenuTEe eKkcrepuMeHTanHu npoyyYBaHus C XUBOTHY He AaBaT [0Ka3aTernciea 3a
Bpena oT npogykTa. Lledypokcum ripemunaBa npes nnauertata. Cefuroxime axetil ne




KPATKA XAPAKTEPUCTUKA HA TTIPOYKTA
Xorimax® 125, 250, 500 mg cp. 5 o7 10

TpsbBa Oa ce npurara Mo Bpeme Ha OPeMEeHHOCT, OCBEH Crieq BHUMAaTEenHa NpeLeHKa
Ha pUcKa OT CTpaHa Ha nekapsi.

Liechypoxcum ce OTAENS B Marki KOfIMYecTBa B MaituMHOTO MAsKo. KbpMelmTe >keHu
TpsbBa fa NpeKbeHaT KbPMEHETO Mo BpeMe Ha rieveHue ¢ cefuroxime axetil.

4.7. Ecbeki BLPXY cnocobHocTTa 3a woctupaHe v pabota ¢ MaltMHu
Hsama yctadoBeHo BnnsAxMe Ha cefuroxime axetil Bbpxy cnocobHocTTa 32 wodupaHe K
paboTa ¢ MaLnHN.

4.8. HexeriaHu rieKapcTBeHU peaxkuui

Yecmo (10%, unu no-mariko, Ho riogeve om 1%)
Hevecmo (1%, unu no-mariko, Ho nosewe om 0.1%)
Psdko (0.1% unu no-mariko, Ho rogeye om 0.01%)
Mrozo psadko (0.01% unu no-manko)

UHbexkyuy U uHbecmauuu:

Psdko: MNcesaoMmemBpaHO3eH KOnuT

KaxkTo n npu gpyrute aHtnouotuum, npoabsmkuTenHarta ynotpeba moxe Aa goeene Ao
BTORUYHIN CYNEPVHMEKLNN, RPUYNHERY OT Pe3NCTeHTHYU MUKPOOpranuamm kato Candida,
Enterococci v Clostridium difficife (B3 T. 4.4 CneunanHy npenynpexaeHuss U NpeanasHn
mepku npu yriotpebay).

Hapyuwerusi Ha Kpsema u auMdHama cucmema

Psadko: HamarnsiBaHe Ha xemornobuHa, €o3nHoUnNg, NEBKONEHWS, HeyTPOoneHus U
TpomOouuToneHus.

MHozo psadko: XemMonuTyiiHa aHeMmus.

HapyuweHusi Ha uMyHHama cucmema.

Yecmo: Peakuns Ha Jarisch-Herxheimer npu nedenve Ha flaiimcka Bonecrt ¢ cefuroxime
axetil (e 7. 4.4 CneumanHy npeoynpeXxaeHus U npeanasHu Mepku npy ynotpeba).
Psadko: CepymHa bonecr.

Mroz0 psidko: Anatuniakcus.

Hapvuwierus Ha HepgHama cucmema.
Psadko: maBobornve, 3aMasHoCT.
MHoz0 psidko: BesnokoicTBo, HEPBHOCT, OOBPKaHOCT.

CmomaliHo-YpesHU HapyLUEHUST:

Yecmo: [dnapus, rageHe ¥ noBpblyaHe. YectoTata Ha nposeara Ha puapud e
nponopLMoHanHa Ha npueMaHaTta [o3a 1 Moxe ga gocturde o 10% c npuema Ha
Tabnietku. YectoTata € gopy no-Bucoka (npubnuautenHo 13%) npu npogbrexknuTtento 20
LHeBHO rieyeHune Ha Jialimcka bonecT B paHHa pasa.

Hapywerus Ha Yeprus dpob u Xauykama:
Psdko: TlpexofHo rnoBuiliaBaHe Ha CTOMHOCTUTE Ha uepHogpobHute exanmu (AST, ALT
1 LDH) u Ha cepymnus GunupybuH.
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Mroz0 psadko: XXbatennua.

Koxxa u moQKOXHU MbKaHU:

Yecmo: OBpusu no koxara, ypTukapus, npypuTyc.

Mrozo psdko: MyntudopmeHa eputema, CUHAPOM ha Stevens-Johnson n Tokcuuha
enuaepmarnHa Hekponusa.

Hapywerus Ha 6b6peuume U UKOYRUME DbmuLla

Yecmo: ToBuileHN CTOMHOCTW HA KpeaTwuHWH W ypes B cepyma, No-chieuuariHo Tpu
nauneHTy ¢ HapylleHa yHKIuA Ha 6b6peLmTe.

Psadko: OcTop nHTepcTULNaneH Hedpur.

QbW HapywieHUsi 8 pe3ynmaln o npufiagaHemo:
Psidko: flekapcmeeHa mpecka.

YiacnedsaHusi

MpunoxeHueTo Ha uedypoKCUM akceTus MOXe fa fAoBede oT (paniimeo MosioKUTeneH
pesyntat of Tecta Ha Coombs. ToeBa moxe Aa NoBnuse Ha KpbkCTocaHata npoba 3a
CBLBMECTUMOCT NPy KpbBonpenyBade (BX T. 4.5. JlekapcTBeHy ¥ Apyri B3aUMOASNCTBUS).

4.9. MNMpeposupaxe

lMpepoanpaneto ¢ LedanocnopuHn Moxe Sa NPpUYMHY uepebpanHy cmyleHns W ga
npuauHY repyoBe., B cnyyall Ha npegosupaHe KOHUeHTpauuuTe Ha uedypoKcum B
cepymMa morat Aa ObuAaT HamaneHsn Ypes XxeMoauaniaa u nepurtoHeanHa guanusa.

5. dapmaKonorMyny faHuvm

5.1. ®apmakoguHaMNyHM CBOUCTRA
dapMakoTepanesTM4Ha rpyna: LedanocnopnH
ATC kom: JO1DCO2

Mexannszbm Ha geficTeue

baxkrepuumpHaTa akTMBHOCT Ha cefuroxime axetil in vivo ce ABMKM Ha OCHOBHOTO
Bellectso cefuroxime.

Bouuky  LedanocnopuHu  (B-nakramyum  aHTubyoTuum) mMHEXMBupat cuHTEsa Ha
Bakrepnanta KnetbyHa CTEHa KaTo CENEeKTUBHO MOTUCKaT NenTWOOrNUKaHOBUS CUHTES.
Hauvanoto Ha pelicTBMeTo ce uspasfdBa B CBLP3BaHe Ha NEeKapCrBOTO ¢ KMAETBYHUTE
PEeLIENTOPY, HapedeHu MeHUUWNUH-CBBLp3Baln npoTteudn. Crief CBLP3BaHETO Ha fB-
nakTamHust aHTMONOTUK C Te3u peuenTopy, TPaHcnentaasHaTa peakuus ce nHxmubupa
n ce Onokupa nenTMEornMKaHoBWs cuHTes. KpalHuAT pesynTaT e nusupaHe Ha
DakTepuandaTa KneTka.

MexaHn3bM Ha DesnuCcCTEHTHOCT

BaxktepuanHata pesUCTEeHTHOCT KbM LebypoKCUM MOoXe Oa ¢& ObIDKM Ha efuH uim

noBeYe OT CegHUTE MEXaHN3MMn:

e xugponusa upes Oeta-nakramasu. Ledypokcum mMoxe edektMBHO Aa ce
XuAaponusnpa ot Hakon BeTa-naktamasy ¢ LWMPOK crekTep Ha geicTeue (ESBL) u oT
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XpomMo30oM kogaupan (AmpC) ensum, KoiiTo MOXe Aa ObAe UHAYLMPaH Uit cTabunHo
AepenpecupaH B HAKou aepobHy rpaM-oTpuLiaTernyn axrepyanty 1amoBe.,
HamarsieH atUHNTET Ha NEHUUNITMH-CBbP3BALUNTE NPOTENHY KbM LIEYPOKCM
HamaneH nepmMeabunureT Ha BbHIWHATA MeMmOpaHa, KOeTo orpaHiyasa JocThiAa Ha
HechypokcuM [0 MEeHULMNUH-CBLP3BALLIMTE MPOTEMHU B Ipam-OTpuuaTenHu
MUKpOOPraHusmu
e pechriykc Ha NeKkapcTBOTO
MeTuuunvH-pesucteHTHuTe craduriokokn (MRS) ca pesucTeHTHW W KbM  BCUMKY
U3BECTHW Jlocera beTa-nakramHiy aHTUOMOTULW, BITTHOUUTESNHO U LiethypOKCUM.
[eHnuunuy-pesucTedTiuTe  Sirepfococcus  pneumoniae ca ©  KpbCTOCaHa
PE3NCTEHTHOCT KbM Ledanocnoputii, KakbsBTo € uUedypOoKcMMa, KOETO .CTasa upes
alfirepauusi Ha NeRnLUITMH-CBBP3BaLLNTE NPOTEUHN.
Beta-nakramasa oTpuuaTenHute amnvuuine peauctedTthu (BLNAR) wamoee Ha H.
influenzae ce npwemar 3a Pe3UCTEHTHW KbM LiedypPOKCUM, HE3aBUCUMO OT OTYETEHATa
in vitro YyBCTBUTEITHOCT.
Llamose Ha Enferobacteriaceae, Haii-Beue Ha Klebsiella spp. n Escherichia coli , xouTto
npogyumpar ESBLs (lmpokocnekTephy B-riaktamasu) Morar fa nposisisart KinHu4Ha
PEe3UCTEHTHOCT MpU fleveHne ¢ Ledanocnoputin, HesaBucUMO OT OTdeTeHa in Vitro
YYBCTBUTESHOCT W TPHADBa fa ce cunTaT 3a pesMcTeHTHU.

Mpea 2001 HauwoHanHWAT KOMUTET No KnukHuMuHW nabopatophu ctanaapth (NCCLS)
onpeneny criefHuTe cTaddapTy 3a HeyPOoKCUM akceTuil:

Enterobacteriaceae: < 4 mcg/ml yyscteutensm, = 32 mcg/m| pe3ancTenTHN
Staphylococeus spp.: <4 mcg/ml YyBCTBUTENHWK, = 32 mcg/mi pesncTenTHN
Haemophilus spp.: < 4 mecg/mi uyscTtBUTEnHy; = 16 meg/ml pesncrenTHr

Streptococcus pneumoniae: < 1 meg /ml YyBCTBUTEIHK, = 4 mcg /ml pesucTeHTHU
Strepfococcus spp. pasandkn oT S. pneumoniae:

CTpenTOoKOKOBY M30MaTK, YyBCTBUTENHN KbM neHuumnnd (MICgq < 0.12 mcg/ml), morat
0a ce CUUTaT U 32 YYBCTBUTENHN KbM LiedypOKCUm.

HyBCTBUTERHOCT:

MpeobnagasallusT TN PE3SUCTEHTHOCT 3a onpefernieHy Uijamose MOXEe O3 Bapupa
reorpacdcku U BEB BpEMETO U € Heodxogma MecTHa uHGopmaumns, 0CobeHO KOFaTo ce
riekyBaT TeXKU uHpekuun. Korato npeobnagaBaiins T pPesncTeHTHOCT € TaKbB, Ye
M3MOJI3BAHETO Ha aHTMDaKTepuanuusi areHT npu Hakou Bugose uHDexkuuu 6yau
CbMHeHNe, TPsiOBa fa Cce ThPCU SKCiiepTEH ChbBET.

UyBCTBUTENHU MUKPOOpPraHn3mu:

Aepobhu, 'pam-MonoXUTENHN:

Staphylococcus aureus (METUUVNUH-YYBCTBUTENHN)
Koarynaza-oTpyuaTentn cTapunokoky (MeTULNINH-YYBCTBUTESHY)
Streptococcus agalactiae

Strepfococcus pneumoniae

Streptococcus pyogenes
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Aepobnn, Tpam - OTPULSTENHY:
Escherichia coli

Haemophilus influenzae
Haemophilus parainfiuenzae
Kiebsiella spp.

Moraxella catarrhalis

Neisseria gonorrhoeae

Froteus mirabilis

Profeus retigeri

Providencia spp.

AHaepobHu:
Peptococcus spp.

Peptostreptococcus spp.
Clostridium spp.
Bacteroides spp.
Fusobacterium spp.
Propionibacterium spp.

Opyru opraxusmu:
Borrelia burgdorferi

Pe3ncTeHTHW MUKPOOPraHu3IMu:
Clostridium difficile

Pseudomonas spp.
Campylobacier spp.
Acinetobacter calgoaceticus
Listeria monocytogenes
Methicillin-pesucTeHTHi wjamose Ha S.aureus u S. epidermidis
Legionella spp.

Enterococcus faecalis

Morganella morganii

Proteus vulgaris

Enterobacter spp.

Citrobacter spp.

Serratia spp.

Bacferoides fragilis

5.2. ©apmMakoKMHETUYHM CBONCTEA

Pesopbuyusi: Cnep nepopaned ripuem cefuroXime axetil ce pesopbupa OT cromallHo-
UpeBHUA TPakKT W OBP30 ce Xuapormsupa B YPEBHaTa MYKO3a M KPBLBTA Kaio BOAu HO
ocBofo¥gaBaHe Ha aKTMBHOTO BellecTBo LUediypokcum B KpbBOOOpauieHveTo.
OntumanHa pesopbuua (50-60%) HacTenea, ako UedyYpPOKCUM aKCeTul ce npuema
HENOCPEeACTBEHO CMen XpaHeHe. B To3W chyyall makcumanHata KoHUeHTpauus B
cepymMa ce gocrura 2-3 yaca cref npuemMaHeTo.
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Pasnpedenenue: llethypoKCUM MpPOHUKBa B TEJIECHUTE TbKaHW W TEYHOCTW, BKA. B
nriespanHaTa TeYHOCT, CliloHKaTa, KOCTUTe, CUHOBMWariHaTa Te4HOCT U Ap., Ho JocTura
TepaneBTU4HN KOHUESHTPaLMK B UepebpocnindanHaTta TeYHOCT, CaMo Korato MeHMuHInTe
ca ebanasieHn. Oxono 50% oT uedypokcMm B KPBBTE € CBbp3aH ¢ nhasMenuTe
npoTensy. Tol npemyHara npes nnaleHTaTa U B MaliuMHOTO MIISKO.

Memabornusbm: Llechypokcum He ce meTabonuanpa.

Enumunupare: Tlo-ronsamara 4acT oT npuetus LedypoKCUM ce OTOENs HeNpoMeHEH.
Mputnusutento 50% ce otaens ypes rnomepynha dunTpauus u npubnuantento 50%
ype3 TybynHa cekpeuvs B MNpoabKeHne Ha 24 yaca, Karo Nno-forsmata 4yact ce
enuMyuHMpa [0 67 uac, nocTuraT Ce BMCOKM KOHLEeHTpauuu B ypuHata. Manku
KOnMuecTBa LedypOKCUM Ce OTAESSAT B XAbYKaTta.

[pobereumn KoHKypupa Ledypokcum B Gu6peunara TybynHa cekpeuus, KoeTo Boay oo
Mo-BUCOKY U 3a NMPOALIDKUTENHO BPEME KOHLeHTpauuu Ha uedypoxcum B hnasmara.
[NnazmeHuaT nonyxueoT € Mexgy 60 u 90 MuHYTU U € YOLMKEH MPU NauveHTn ¢
yBpexaaHus Ha 6bpeuute U npy HOBOPOLEHU.

Anannaata Hamansea KOHUeHTpaumuTe Ha uedypokeuM B cepyMa.

5.3. MNpepknnHnyBM AaHHY 2a De3onacKocT

lMpyr p[o3a MHOrO mno-rofisiMa oOT MaxkcumanHata 3a YoBeka ca HabmopaBabw
npeknuHuyHn edektn. MNopagn ToBa LegypoKCUM aKCETUIT B TAKWBA BUCOKU 03U HE €
noaxogsLl 3a KIMHKWYHO NPUIoXKEHNe.,

6. DapmauesTUYHEN OaHHU

6.1. CUCcHK Ha TOMOWHUTE BellecTBa

Cowpuesuna: sodium lauryl sulphate, copovidone, croscarmel!ose sodium (E468),
magnesium stearate (E 470 B), colloidal anhydrous silica (E 551}, granulated mannitol
(E 421), microcrystalline cellulose (E 460), crospovidone (E1202), talc (E553B).

" O6eueka: mannitol (E 421), soluble starch (potato), talc (E 553 B), titanium dioxide
(E171), aspariarne (ES51)

6.2. DN3NKO-XMMNYHN HECEBMECTIMOCTH
Hsama Takuea.

€.3. CpoK Ha rogHocT
38 mecela

6.4. Crneunansn ycrioBKUs! Ha CkXpaHeHue
[a ce cbxpaHsBa npy TemnepaTtypa nog 30 °C B opurnHantsaTa onakoska.

6.5. lanHu 3a ohakoBKaTa
brinctepu ot Al/Al B onakoeka no 8, 10, 12, 24 tabrieTtku

6.6. MucTpykuuu 3a ynotpeba
Hsama cneunandn nHCTpYKUWY 3a ynotpeda.
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7. ime 1 appec Ha npuTeXateria Ha paspellieHMeTo 3a yriorpeba
Sandoz GmbH, 10 Biochemiestrasse, 6250 Kundi, Austria

8. Peructpaumonen Ne B Peructepa no un. 28 ot 3NAXM
9. [lata Ha NBPBO paspeliaBaHe 3a ynoTpeba Ha nekapcTBeHUsA NPoayKT

10. Oata Ha akTyanusaluusa Ha TexcTa
Oxromepn 2005




