36upeH unsBeluTaj 3a 0COOMHUTE Ha NEKoT

1. Wme Ha nekor:

Zinnat 125mg cdhmnm-obnoxeHn Tabnetu
Zinnat 250mg cunm-o6noxeHn Tabnetn
Zinnat 500mg cdunm-o06noxeHn TabneTtu

2. KBanuTtatuBeH ¥ KBAaHTUTATUBEH cOCTaB

Zinnat 125mg dunm-o6noxeHn TabnetuCekoja Tabneta cogpxu 125mg uedypokcum (kako
cefuroxim axetil)

Zinnat 250mg dnnm-o6n0xeHn Tabnetu
Cekoja Tabneta coapxu 250mg uedypokcum (kako cefuroxim axetil)

Zinnat 500mg cdunm-obnoxeHu TabneTtn
Cekoja Tabneta coapxu 500mg uedypokeum (kako cefuroxim axetil)

EKcUMNMEHT co nosHaT egekT:

Zinnat 125 mg dovnm obnoxeHn Tabnetn

Cekoja TabneTa coapxu 0.00152mg HaTpuym 6eHzoaT (E211)

Cexoja Tabneta coapxun MeTtun napaxugpokcnbensoat (E218) n nponun
napaxuwapokcmnbensoart (E216)

Zinnat 250 mg cdunm obnoxxeHun TabneTu

Cexoja Tabneta cogpxw 0.00203mg HaTpuym 6eHsoat (E211)

Cexoja Tabneta coapxv MeTtun napaxugpokcnbensoat (E218) n nponun
napaxugpokcnbersoar (E216)

Zinnat 500 mg dpnnm obnoxeHun Tabnetu

Cekoja Tabneta coppxv 0.00508mg Hatpuym H6eHsoar (E211)

Cekoja Tabneta coapxuv Metun napaxugpokcubensoar (E218) u nponun
napaxmapokcmbeHsoat (E216)

3a uenocHa nUcTa Ha ekCUNUnUeHTH, Buau gen

3. ®apmaueBTtcka hopma:

125mg, 250 mg, 500 mg unm-0B6noKeHn T



4. KnuHWYKKM KapaKTepuCcTUKu
4.1 TepaneBTCKM UHAUKALIWN

Zinnat e uHAMUMPaH 3a TPETMaH Ha cnefHuBe uHdEKUMN Kaj Bo3packu 1 Aeua Ha Bo3pacT
on 3 meceuu (Bugete ro agenot 4.4 n 5.1)

- AKYTEH CTPENnTOKOKEH TOH3USUTUTUC N DaPUHIUTUC
- AkyTeH BakTepucKu CUHY3UTHC

- AKyTeH oTUTUC Meauna

- AkyTHM erzauepbauum Ha XpoHU4YeH BPOHXUT

- Lnetutne

- MuenoHedpuTtnc

- HekomnnuumpaHn Hekunm Ha KoXa 1 MEKU TkuBa
- TpemaH Ha paHa Jlajmcka Gonect

Tpeba na ce o6pHe BHMMaHWe Ha ocULMjanHuTe npenopaku 3a coogpeTHa ynoTpeba Ha
aHTMOnoTULKTE.

4.2. [Ooaupare u HauYMH Ha ynoTtpeba

Hoaupatse

BoobuyaeHa Tepanuja e cedym aeHa (MoXe Aa ce ABWXW OA NeT 40 AECET feHa)

Tabena 1. BospacHu u deya (240 kr)




WHpukaunja

Hosupamwe

AKYTEH TOH3UNUTUC U bapuHruTUC,
aKkyTeH BakTepucky CUHY3UTUC

250 mg asanatu AHEBHO

AKkyTeH otitis media

500 mg gsanaTun gHEBHO

AKYTHY ersayepbauunm Ha XpoHU4EH
OPOHXUTUC

500 mg gsanaTti fHeBHO

LunctuTue

250 mg gsanaTt AHEBHO

MuenoHedpuTuc

250 mg aBanaTy AHEBHO

HekoMnnuuvpany nHdekuMn Ha Koxa u
MeKU TKMBa

250 mg gsanatv gHeBHO

Jlajmcka bonect

500 mg asanatu gHeBHO 3a 14
AeHa (Bo oncer 10 go 21 aeH)

Tabena 2. Jeya (<40 kg)

Unaukaumja

Hosupamwe

AKYTEH TOH3MNUTUC U hapuHrMTUC,
aKyTeH GakTepuckn CUHy3UTUC

10 mg/kg ABanaTy AHEBHO A0
Makcumym og 125 mg asanatu
OHEBHO

[eua Ha BO3pacT o4 ABe rognHn unu
nocTapu Co OTUTUC Meana Unu, Kage
LUTO € COOABETHO, CO NOBEKe TeLLKN
VHdeKkUMn

15 mg/kg aABanaTu AHEBHO A0
MakcumyMm of 250 mg asanatm
AHEBHO

Unctutne 15 mg/kg ABanaTu AHEBHO A0
makcumym og 250 mg aBanaTn
AHEBHO

MuenoHedpuTUc 15 mg/kg gBanatu AHeBHO A0

makcumym of 250 mg Asanatu
anesHo 10 no 14 geHa

HekomnnuuupaHnu HgeKumMn Ha Koxa u
MEKU TK1Ba

15 mg/kg ABanaTn OHEBHO A0
makcumym oz 250 mg asanaTtu
AHEeBHO

Jlajmcka Gonect

15 mg/kg gBanaTv 4HEBHO A0
Makcumym o 250 mg gsanaTtu
aHesHo 14 peHa (10 go 21 aeH)

Hema nckycTBa 3a kopucTerse Ha Zinnat Kaj gewla, Ha Bo3pacT nomana of 3 meceuy.

Cefuroxime axetil TabneTtute n cefuroxime axetil rpaHynuTe 3a nepopanHa cycneHsuja He ce
B1OEKBUBANEHTHU N He Ce 3aMeHNUBM Ha OCHOBa MWUNWrpam-no-mMunurpam (suaerte ro Aen
5.2).

ByBpexHo oliTeTyBaHke

BesbenHocTa 1 echukacHocTa Ha cefuroxime axetil kaj naumeHTn co ByBpexHo owTeTyBaHke
He e yTBpAEHa.
Cefuroxime npumapHo ce wWanadysz
oTeTyBake Ha BybpexHaTa dyHKUMA

3 Hamanyeawe Ha A03UpareTo Ha
dumnja. Cefuroxime edmkacHo ce



Tabena 5. lNpenopavaro dosuparbe Ha Zinnat kaj 6ybpexHo owmemysare

KpeaTUHKUH KNnupeHc Ta ' MpenopayaHo gosuparse
(yacoBu)
230 mL/min/1.73 m? 1.4-2.4 He e noTpebHo npunarogysarke Ha aosaTta

(cTaHpapgHo posupake o4 125 mg ao 500
mg AafeH ABanaTh AHEBHO)

10-29 mL/min/1.73 m? 4.6 CraHaapgHa veavBuayanHa fosa gageHa Ha
cekon 24 vaca

<10 mL/min/1.73 m? 16.8 CrangapaHa vhausmnayanHa nosa gageHa Ha
cekon 48 yaca

MaunerTn Ha xemogujanusa 2-4 HononHuTtenHa egnHeyHa craHgapgHa

uHaMBuayanHa gosa Tpeba Aa ce gape Ha
KpajoT o4 cekoja anjanusa

OwreTyBate Ha LIpHUOT AP06

Hema pacnonoxiveu nopaToun 3a nauneHTV CO OwWTeTyBarke Ha LpHWOT apob. Bugejkun
cefuroxime npumapHo ce envumuHupa npeky GyBpesute, npucycTBOTO Ha gucdyHKUMja Ha
UupHUOT Apob He ce ouyekyBa fa UMa BrivjaHue Ha chapmakokvHeTukaTa Ha cefuroxime.

HaunH Ha agMuHUCTpauumja

odunm-cbnoxeHn Tabnetn, 125 mg, 250 mg, 500mg

3a nepopanHa ynotpeba

3a pa ce obesbean ontumanHa ancopnuuja, Zinnat Tabnetute Tpeba fa ce 3emaaT no
0BpoK.

Zinnat TabneTtuTe He Tpeba Aa ce KpLIAT N 3aTOa He Ce MOroAHW 3a TPeTMaH Ha nauueHTu
KoM He MoXaT Aa ronTtaar TabneTw.

Kaj peua moxe aa ce ynotpebyea Zinnat nepopanHa cycneHsvja.

Bo 3aBucHocT og A03upareTo, AoCTarnHu ce 1 apyru cbopmynau,mm Ha NeKorT.

4.3 KoHTpauHaukauum
XunepceHsuTuBHOCT Ha cefuroxime nnm Ha HeKoj oA ekcuMnueHcuTe HaBeaeH Bo aenot 6.1.
MauneHTH co nosHaTa xunepceHsUTUBHOCT Ha LedanocnopuHCKn aHTubuoTuun.

Uctopuja Ha TellKa XMNEpPCEH3INTUBHOCT (Np. aHadunakTuydka peakumja) Ha HeKoj Apyr Tuvn
Ha BeTanakTamcku aHTMBaKTepUCKn NekoBu (NEHUUNANHN, moHobBakTamu 1 kapbanaHemu).

4.4, Mepku Ha npeTnasnuMBOCT U NoceOHKU npen

XnepceHsuTUBHU peakLnn

e

S NI 2
Co BHUMaHWe Aa Ce AaBa Kaj NauueHTV kou WMa3dT %@Txo,qﬁa TOpUja Ha aneprucka
peakuuja Ha MeHVUMITUH 1 Apyrv Geta nakramcky“aHIu .vglwuvé Byiaejkm nocTon puavk og,
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BKpCTEeHa npeoceTnueocT. Kako n 3a cure GeTa-nlakramcku aHTUOaKTepUCKuM cyncTaHumu,
6une npujaseHn CepUO3HU U NOBPEMEHO haTanHu XUNepceH3uTUBHU peakumn. Bo cnydau
Ha TeLIK XUNEepCeH3UTUBHI peakuun, TpeTMaHoT co cefuroxime mopa Aa ce AUCKOHTUHYWpa
BeAHawW 1 Mopa fa Ce MHULMpaaT COOABETHU UTHA MEPKK.

lpen noveTokoT Ha TpeTmaHoT, Tpeba Aa ce ucnuTa ganu kaj NnauueHToT NoCTou NnpeTxoaHa
UCTOpWja Ha TELKN XWUMNEPCEH3UTUBHU peakummn Ha cefuroxime, Ha Apyry UedanocnopuHu
unn Ha 6uno koj opyr 6eTtanakramckn nek. Cefuroxime tpeba co npeTnasnveocT Aa ce Aaea
Kaj NauMeHTn co NCTopUja Ha NecHa XUMNepCeH3UTUBHOCT Ha Apyrv 6eTa-nakraMcku NeKosu.

Jarisch-Herxheimer peakuuija

Jarisch-Herxheimer peakuuja 6una saGenexaHa nocne TpeTMaHOT Ha Jlajmckarta Gonect co
cefuroxime axetil. Ce jaByBa kako pesynrar Ha GakTepuuupgHaTa akTMBHOCT Ha cefuroxime
axetil Ha GakTepuckMoT NnpuunHUTEn Ha NlajmckaTta GonecT, cnupoxetara Borrelia burgdorferi.
Ha nauveHTuTe Tpeba Aa um ce ykaxe aeka osa e 4ecra U obn4HO MUHNMBa nocneanua o
npvMeHaTa Ha aHTUBUOTULIMTE Npu TpeTMaH Ha flajmckaTta 6onecT (BuaeTe ro genot 4.8).

MNpekymepeH pacT Ha He-4yBCTBUTENHUTE MUKPORraHU3MU

Kako n co apyrute aHTubunoTuum, ynotpebara Ha cefuroxime axetil moxe aa pesyntupa co
npekyMepeH pacT Ha kaHauaa. MNponoHrMpaHoOTo KOPUCTEHE MOXE UCTO Taka Aa pes3yntupa
CO nNpeKymepeH pacT Ha ApYri He-vyBCTBUTENMHU MUKPOOPraHusMu (Np. eHTEePOKOKW W
Clostridium difficile), nopagu WTo MOXHO € Aa ce nojasu notpeba oA NPeKWH Ha TPETMaHOT
(supete ro genort 4.8)

AHTUBaKTEPUCKMOT NCeyfoMeMBPaHO3EH KOMUTUC NOBP3aH Co CyncTaHuujaTa, e npujaseH Kaj
npubnnxHo cute aHTUBakTepUCKn NekosK, BKNyYyBajkn cefuroxime v moxe aa sapupa BO
TEXMHATa 0f NECHO A0 XMBOTO3arposysauko. TpeGa ga ce pasmucnn 3a oBaa AvjarHo3a Kaj
MauMeHTn Co Aujapea 3a BPEME Ha WNW Mo agMuHucTpauujata Ha cefuroxime (sugere ro
penot 4.8). Tpeba ga ce 3eme BO NpedBui AUCKOHTUHYMpat-e Ha Tepanujata co cefuroxime
¥ agMUHCTPaumja Ha cneuvdudeH Tpetman 3a Clostridium difficile. He Tpeba aa ce aasaar
nekosy Kou ja nHxnbupaaT nepuctanTukara (BuaeTe ro Aenot 4.8).

NHTepdeperumia co ANjarHOCTUYKM TECTOBU

Pa3BojoT Ha nosutuBeH Coomb-TecT nosp3aH co ynotpebarta Ha cefuroxime moxe Aa Aa
UHTepdepupa co BKPCTEHOTO (HAM3MEHUYHOTO) coBnarake Ha KpBTa (BuaeTe ro Aenot 4.8).

Buaejkm naxHo nosUTUBEH pesynTaT MOXe Aa ce nojaBu Bo depuuvjaHuaeH TecT, ce
npenopavysa Aa ce KOPUCTU MEeToh CO Fnyko3a OKcuaasa Wny XeKcoKuHasa , co Len Aaa ce
AEeTepMUHUPa HUBOTO Ha FNyko3a BO KpBTa/nnasmara, Kaj nauyeHT kom nprumaart cefuroxime
axetil.

/o 14y
BaxxHu uHdopmaLuv 3a eKCUNUEHTUT, 00@“5 PAyye
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OBoj nek coapxu 0.00152mg HaTpW} {g 125 mg TabneTa



Osoj nek coapxim 0.00203mg HaTpuym Bersoart Bo cekoja 250 mg Tabneta
Ogoj nek cogpxu 0.00506mg Hatpuym 6ensoat Bo cekoja 500 mg Tabneta

Zinnat Tabnetute cogpxaT napaCeHn Kou MoXaT ga Npeau3BUKaaT anepricka peaxuuja
(MoxHO e opnoxeHa). OBoj nek cogpxuv nomanky oa 1mmol (23mg) Ha corn, na ce cmeTa
Aeka e ,,6e3 con”.

4.5 MHTepakunn co Apyru NneKosu u Apyru TUNOBK Ha UHTEpPaKLUK

lNexoBuTe Kou ja HamanyBaaT enyjovHaTa KUCenocT MOXe Aa pesynTupaar co noHucka
Buopacnonoxnueoct Ha cefuroxime axetil ¥ cospaBaaT MOXHOCT 32 3anupare Ha edeKToT
Ha 3ronemeHa ancopnuuja no jagere, CNopeaeHo CO OHaa LOKONKY JIEKOT ce 3eMa Ha
rnagHo.

Cefuroxime axetil moxxe pa Bnujae Ha upeBHaTa chopa, BoAejkM A0 HamanyBawe Ha
peancopnuuwjata Ha ecTpored U HamaneHa emUKacHOCT Ha KOMOWHMpaHuTe opanHu
KOHTpaLenTusu.

Cefuroxime ce usnadyea co rnomepynapHa duntpauuja n TyGynapHa cekpeuuja. He ce
npenopadysa vctospemeHa ynotpeba Ha npobeHeuuna. VictoBpemeHa agMuHuUCTpaunja Ha
npobeHeuns CUrHUMUKaHTHO ja sronemysa MakcumManHsarta (MWK) KOHUEeHTpaumja, AenoT noa
BpeMeHcKaTa KpuBa 3a CepymcKa KOHUEHTpauuja v enuMuHauujata Ha noMyXWBOT Ha
cefuroxime.

NcrtoBpemeHa ynotpeba co opanHW aHTUKOarynaMtM MOXe fda Hafje 3roniemyBare Ha
sronemeHo VHP (INR).

4.6 PepTunureT, 6peMeHOCT U NakTaunja

BpemeHoct
MocTtojaT orpaHnyeHn nopatoun 3a ynortpebata Ha cefuroxime kaj SpemeHn xeHn. Ctyauu

Kaj >KMBOTHW nokaxarne Aeka Hema WwTeTHU edekTn Ha BGpemeHocTa, emMBpUOHaNHUOT 1
theTanHNOT passoj, NOPOAYBaHETO UNN MNOCTHATaNHWOT pas3soj. Zinnat Tpe6Ga ga wm buge
npenuwysaH Ha Bpemenn xeHn camo AoKonky 6eHedpnTOT o4 HEro, e nNoronem of pU3nKoT
3a rnogorT.

Qoewe

Cefuroxime ce nanadyBa B0 XyMaHOTO MNEKO BO Manu KonudmHW. HecakaHute ekt He ce
oyeKkyBaaT BO Tepanucku [03K, MaKo PU3MKOT of Auvjapea v dyHranHn wHdekumn Ha
MYKO3HUTE MemBpaHu He MoXe aa ce wcknydart. [oeweTo moxe aa 6uae npekuHaTo Kako
pesyntar Ha osue edektn. MoxHocTa 3a ceHsnmbunusaumja Tpeba ga ce seme BO npeasua.
Cefuroxime tpeba ga ce KOpuCTU camo 3a MEepUodOT Ha [oeHe OTKaKo NeKkapoT Ke ro
npoueHn 6eHedUToT/PU3NKOT.

®epTunurteT
Hema nopatoun 3a edexktor Ha cefuroxirny

PenpoayKTUBHUTE CTYAMM Kaj KUBOTHM, He NOKARS

4.7 BnujaHue Ha cnocobHOCTa 3a BO3eH:e



Hema nssefeHn ctyauu 3a BnujaHUeTo Bp3 crnocobHocTa 3a BoO3ewe W ynpaeyBake CO
mawmHu, MefyToa, Gugejiku 0Boj nek Mmoxe Aa Npeavssuka BpTornaeuua, nauvenTute Tpeba
Aa bupaT npeaynpeAeHN €O BHUMAaTENHOCT Aa BO3aT WNU ynpasyBaaT co MalLUHW.

4.8 HecakaHnu gejctBa

Hajuectnte HecakaHn peakuum ce npekymepeH pacT Ha Candida, eoswnHotunuja,
rnasobonka, BpTOrnasBvua, racTPOUHTECTUHaNHKW Terobu M MUHNMBO 3ronemysare Ha
€H3UMKNTE Ha UpHMOT Apo0d.

Kateropuute 3a cbpekseHUMja Ha HecakaHUTe peakuuu NOJoNy ce npoueHku, duaejkn sa
noBeKkeTo peakuuv (Ha nNpumep o nnauebo-KoHTPONUpaHu CTyauu), Hema pacrosioKIMBU
nopaToun 3a Kankynupawe Ha uHumgeHuara. Kako pononHyeawe, vHUMAgeHuara Ha
HecakaHuTe peakuun noep3sanu co cefuroxime axetil moxe ga Bapvpa cnopea nHaukauuvjata.

3a geTepMuHuparbe Ha dpekBeHUmMjaTa o4 MHOry YecTu A0 PETKU HecakaHu fejcTea, bune
ynotpebeHn noaaToun of roneMu KNuHUYKK cTyaun . dpekBeHUMnTE Ha cuTe Apyri HECaKHU
peakumn (nNp. OHWE KoM ce nojaByBaaT Ha <1/10,000) 6une rnaBHO JETEPMUHUPAHK
ynotpebyBajkn NOCT-MapKeTUHLLKW NogaTouM W ce OJHecyBaaT MnoBeke Ha crankata Ha
npujasysame, OTKONKY Ha BUCTUHCKaTa pekseHumnja. Hema pacnonoxnuen nogatoun oA
nnauebo-ncnurysarwe. OHamy kage WTO WHUMASHTWTE Oune Kankynupanu of KNUHWUYKA
nogartoun, Tve Oune ©OasvpaHn Ha nNodaToUM NOBP3aHU CO NEKOT (MPouUeHeTn oA
ucnutyea4oT). Bo pamkn Ha rpynupake Ha cekoja pekBeHuwja, HecakaHuTe edekTn ce
npeseHTUpaHu co onaravku pepocnes no CepuosHoCT.

HecakaHuTe peakuun NOBp3aHn CO TPETMaHOT, CUTE CTENeHU, ce HaBeaeHu Noaony, Cnopes
MedDRA cuctem Ha knacudwukauvja Ha opraHu, dpekseHuuja M CTeneH Ha TexuHa.
CnepHaTta koHBeHUMja Buna npunarogeHa 3a knacuduvkaumja Ha ppekseHuurja: MHOTY YecTn
> 1/10, wectn > 1/100 go < 1/10, nomanky 4ectu (nomanky BooGuuaenu) > 1/1,000 go <
1/100, petku > 1/10,000 go < 1/1,000, mHory petku < 1/10,000 n Heno3HaTn (He Moxe Aa
6une npoueHeTo oA pacnonoXnnBUTe noaaToLu).

Cucrem YecTtn Momanky yectu HenosHatn
Knacudukauuja Ha (nomarnky
opraHu BOOGMYaEHMU)
NHdhekummn u MpekymepeH MpekymepeH pacT Ha
nHdecrauun pacT Ha Clostridium difficile
Candida
Hapyulysara Ha EosuHodunuja | MosutueeH Coomb's | Xemonutuuka aHemuja
KpBTa U AMMPHUOT TecT,
cucTem TpombouuToneHuja,
neykoneHuvja
(noHexkoraw
nnaboka)
Hapyuwlysame Ha ﬁ]‘,‘; Tpecka of nekor,
UMYHUOT CUCTEM e DHE p‘,;(,‘;,“ cepymcka GoneCT_,
s ) aHadunakca, Jarisch-
Herxheimer peakumja
Hapywysawe Ha




HEePBHUOT CUCTEM BpTOrNasuua

[acTpouHTecTWHanHW | dujapea, rnoBpakate MceynomembpaHoseH
Hapyliyeama ragemwe, KonuTuc (BUaeTe ro AenoT
abgomuHanHa 4.4)
Bonka
XenaTto6unujapHu MuHnueo »onmuua
HapyLlyeaka sronemMmysar-e (NpeaoOMUHaHTHO
Ha HMBOaTa Ha XonecraTcka), xenaTuTuc
xenaraniute
€H31MK
Hapywysata Ha Pawu Ha koxaTta YpTukapwja, npypuTyc,
KOXa W NOTKOXHO eputema myntudopme,
TKWBO Stevens-Johnson

CMHAPOM, TOKCUYHA
envaepmanHa Hekponusa
(ersaHTemaTcka
Hekponusa) (sudeme
Hapyuwyearba Ha
UMyHuom cucmem)
aHrMoHeHeBpaneH efem

Onuc Ha cenexmupaHume HecakaHu dejcmea

LiecbanocnopuHnTe kako knaca TexHeaT KoM ancopbupare Ha NoBpLIMHATa Ha KneTovHaTa
memebpaHa Ha LpBEeHUTE KPBHMW KNETKW N pearMpaat co aHTUTenaTa HacoueHW NPOTUB NEKOT
3a Aa npoayuupaat nosutueeH Coombs’' TeCT (WTO MOXE Aa BNWjae Bp3 peakunjaTta Ha
BKPCTEHO-COBMarake Ha KPBTa) U MHOTY PETKO XeMONUThYKa aHemuja.

Bune 3abenexaHy MUHNMBY 3ronemMyBara Ha CEPYMCKUTE EH3UMU Ha LPHUOT Apob ,kou ce
BOOBNYaEHO pesep3nbunHn.

lMedujampucka nonynayuja
BesbeaHocHnoT npodun Ha cefuroxime axetil kaj geUa e KOH3WCTEHTEH CO NPOMUNOT Kaj
BO3pPaCHMU.

lpujasyear-e Ha HecakaHu dejcmea

Op ocobeHa BaXXHOCT € npujaByBate Ha CYCNEKTHN HecakaHu AejcTBa No perncTpupameTo
Ha nexoT. Toa 0OBO3MOXYBA KOHTUHYUPAHO chneaekse Ha GanaHcoT NoMery KOpUcTa 1 pUsUKoT
04 MEeAULIMHCKMOT Npoussoa. 3apaBcTBeHuTe paboTHUUM Tpeba ga ro npujasar cekoe
HecakaHo AejCTBO NPEKY HALWMOHANHUOT CUCTEM 3a NpujasyBatbe.

"HecakaHnTe peakuuu o NEKOBUTE MOXE Aa MM npujasute BO HauMoHanHWoT UeHTap 3a
dapmakosurunaHdua npu AreHuujata 3a nekosu n MeauunHcku cpeactea (yn.Ce.Kupun n
MeToaunj 6p.54 kat 1) wnm nNo enekTPoHCKM nat npeky Beb cTpaHaTa Ha AreHuuwjaTa
http://malmed.gov.mk/."
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Cepymckure BpegHocT Ha cefuroxime moxe ga 6waar peayumpaHy npu xemopwjanusa u
nepuToHeanHa gvjanusa.

5. DAPMAKOJTIOLWIKK KAPAKTEPUCTUKU

5.1 PapMakoaANHaAMCKN KapaKTepUCTUKK

dapmakoTepaneBTcKa rpyna: aHTMbakTepuum 3a cuctemcka ynotpeba, BTopa reHepaumja Ha
uedganocnopuHu, ATC kop: JO1DCO2

MexaHuzam Ha AejcTBo

Cefuroxime axetil noanexv Ha Xuaponusa co ectepasa €H3UMK Ha aKTUBHWOT aHTUBUOTWK,
cefuroxime.

Cefuroxime ja unxnbupa cuHtesata Ha BaKTepuUCKUOT KNeTo4eH sua, no coeAnHyBaweTo Ha
nNeHuuMnuK BpayBadkuTe npoTeunHn (penicillin binding proteins-PBPs). Osa pesyntupa co
NpeknHyBawe Ha BUoCHHTE3aTa Ha KNeToYHNOT sug (peptidoglycan), wTo goeeaysa Ao nusa
Ha GakTepuckaTa Knetka u cmpT.

MexaHnzam Ha Pe3nCTEHTHOCT

BakTepuckarta pesucteHuuja Ha cefuroxime moxe aa Guae pesynTaT Ha eAeH unu noseke of
CnepHNBe MeXaHW3Mu:

- Xxmgponusa co BeTa-naktamasu BKNy4YyBajku (HO He orpaHnuyBajku ce Ha) Geta nakramasu
co npowupeH cnekTpyM- (ESBLs), 1 AmpC eH3numun Kom moxaTt ga 6uaat nHayLmpaHu unu
cTtabunHo ocnoGogyBaHu (aepenpecupaHy) Bo ogpeaeHn aepobru [pam  HeraTuBHU
BakTepuckn BUGOBK;

- HamaneH aPuHUTET Ha NEHULMNWH-BP3YBaYKn NpoTenHu 3a cefuroxime;

- HenepmeabunHa HagBopelwHa memBpaHa, koja He fossonyea npuctan Ha cefuroxime go
NEHULUNNH-BP3yBaYvknTe NpoTenHu Kaj Mpam-HeratnsHy 6akTepuw,

- Bakrepuckn edanyke (efflux) nymnn.

OpraHu3amnTe KoM MMaaT CTekHaTa Pe3uCTEHTHOCT Ha APYry UHjeKkTMBUNHW LedanocropuHn
ce ouekyBa aa buaat pesncTeHTHU Ha cefuroxime.

3aBUCHO 04 MexXaHM3MOT Ha pe3ncTeHuuja, OpraHUSMUTE CO CTeKHaTa Pe3UCTEHTHOCT Ha
NEHULUMNMHU MOXE Aa NOKaXaT HaManeH ceHsubunuteT unu PE3NCTEHTHOCT Ha cefuroxime.

paHu4YHU KoHuUeHTpauun Ha Cefuroxime axetil
FpaHU4HUTE KOHUEHTpaUMW Ha MUHUManHaTa UHXMBuTopHa koHueHTpauuja (MIC) o6jaseHa

npetcraBeHW noaony:




MukpoopraHuszam paHuyHa KoHUeHTpaumja (mg/L)

S R
Enterobacteriaceae " * <8 >8
Staphylococcus spp. 3abeneLuka’ 3abenewka’
Streptococcus A,B,Cn G 3abenewka* 3abenewka’
Streptococcus pneumoniae <0.25 >0.5
Moraxella catarrhalis <0.125 >4
Haemophilus influenzae <0.125 >1
paHUYHN KOHUEHTpaumn IE” IE®
He NOBP3aHM CO BUA0BU
(species)’

Ur paHUYHWUTE KOHUEeHTpauuu Ha uedpanocrnopunu 3a Enterobacteriaceae ke rn getekrupaat
cuUTe KIMUHUYKK BAXXHU MexXaHW3MK Ha peancteHuunja (sknyJyysajku ESBL v nnasmung
nocpeaysaHo AmpC). Hekon B1ua0BmM kou npogyuvpaat 6eTa-nakramasu ce YyBCTBUTENHM
Ny nHTepMeaujapHu Ha 3-Ta unn 4-ta reHepauuja Ha uedanoCcnopPMHK CO OBUE MPaHUYHN
BpefHocTU 1 Tpeba Aa ce npujaBat Kako WTO Ke ce u3onupaar, T.e.. NPUCYCTBOTO UK
oTcycrBoTo HA ESBL He cekorawl Bnujae Ha kaTeropusauujata Ha 4yBcTBUTENHOCT. Bo
MHory oGnacTv geTekuunjata unu kapakrepusauujata Ha ESBL e npenopaunuea nnu
3af0MKUTENHE, CO Len Ja ce KoHTponupa uHgpekyvjaTa.

2Camo Hekomnnuuyupaxu YTU (cystitis) (suaete ro aenot 4.1).

® UyacTeuTenHocTa Ha staphylococci Ha uedanocnopnHu e nssegeHa o4 JyBCTBUTENHOCTA
Ha methicillin, oceeH 3a ceftazidme u cefixime n ceftibuten, kou HemaaT rpaHUUHK
BpeAHOCTU 1 He Tpeba pa ce ynotpebyBaaT 3a MHdEeKUUW Npesms3BukaHn of cTadunokoka.

¢ Beta-naktamckata YYBCTBUTENHOCT Ha GeTa-XxeMONUTUYHI CTPENTOKOKHY rpynn A, B,Cn G
ce v3sefysa of YyBCTBUTENHOCTA Ha penicillin.

®He nocTojaT AOBOHM AOKA3M Aeka BUAOBUTE KOM CE BO Npaluake, ce Aobpa uen Ha
TepanujaTta co nexot. Moxe na 6uae npujasena MIC co komeHTap, HO 6e3 npugpyxHara S
unu R-kaTeropusauwja. ]

S=cen3ubunxa, R=pe3ucreHtHa

Mukpobuonoitika YyBCTBUTENHOCT

MpeBaneHuaTa Ha cTekHaTa Pe3NCTeHTHOCT 3a CeNneKTUpaHM BUAOBWM MOXE Aa Bapwpa
reorpadhcku 1 BpeMeHCKKW, 1 Nopagun Toa, o4 0cobeHo 3Hauee e AOCTarHOCT Ha NOKasHu
VHGOPMaLMK 32 pe3UCTeHTHOCT, ocobeHo Kora ce TpeTmpaaT ceprmosHu uHdekuuu. Mo
notpeba, Tpeba ga ce nobapa coeeT oA ekcne ~BO-Cy4aun kora nokanHara npesaneHua Ha
PE3NCTEHTHOCT € Taksa LWTOo ro AoBeayBa TBOTO Ha JISKOT Kaj HajMmanky
HEKOJSIKY TUMNOBK Ha MHdeKunn.

patuAide;,
€ e OME A4 J@g"&' \
¥ N "@Lcjfﬂ
AT, &>

Cefuroxime e BooGU4aeHo akTUBEH Np
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Boo6Gu4yaeHo YyBCTBUTEITHN BUOOBHK

pam-nosuTuBHY aepobn:

Staphylococcus aureus (methicillin yyscTBuTeneH) *

Coagulase negative staphylococcus (koazynasa-HezamueHU cmaghuloKOKU
(methicillin censubunru)

Streptococcus pyogenes

Streptococcus agalactiae

[pam-HeraTueHU aepobu:
Haemophilus influenzae
Haemophilus parainfluenzae
Moraxella catarrhalis

Cnupoxetu:
Borrelia burgdorferi

MukpoopraHuamm 3a Kom cTekHaTaTa pe3sucTeHTHOCT MOXe fia npeTcTaByBsa
npobnem

[pam-no3nTUBHN aepobu:
Streptococcus pneumoniae

Fpam-HeraTtveHu aepobu:
Citrobacter freundii
Enterobacter aerogenes
Enterobacter cloacae
Escherichia coli

Klebsiella pneumoniae

Proteus mirabilis

Proteus spp. (ocseH P. vulgaris)
Providencia spp.

PamM-no3NTUBHN aHaspobu:
Peptostreptococcus spp.
Propionibacterium spp.

pam-HeraTnsHW aHaepobn:
Fusobacterium spp.
Bacteroides spp.

WNHXepeHTHU Pe3sUCTeHTHU MUKPOOPTraHU3MH

pam-no3nTusHY aepobu:
Enterococcus faecalis
Enterococcus faecium .

[pam-HeraTusHW aepobu:
Acinetobacter spp.
Campylobacter spp.
Morganella morganii
Proteus vulgaris
Pseudomonas aeruginosa
Serratia marcescens

[pam-HeraTmBHK aHaepobu:
Bacteroides fragilis

Opyrw:
Chiamydia spp.

Mycoplasma spp.
Legionella spp.
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5.2 ®apMaKOKMHETCKU KapaKTepPUCTUKK

Ancopnuuia

Nocne nepopanHa  agmuHuctpaumwja cefuroxime  axetii ce  ancopbupa opf
racTPOUHTECTUHANHWOT TPaKT U panuaHo Ce XUAPONU3Mpa BO WHTECTMHanHaTa Myko3a u
KpBTa 3a ga ro ocnoboam cefuroxime Bo uupkynauwjata. OnTumanHa ancoprnuuja ce
MoCTUrHyBa Kora ce agMMHMCTPUpa KpaTko no obpok.

Mo agmuHucTpauujata Ha cefuroxime axetil TabneTute, NUKOT Ha CEPYMCKM KOHLEHTPaLMu
(2,1 mcg /mL 3a posa og 125 mg, 4.1 mcg /mL 3a posa op 250 mg, 7.0 mcg /mL 3a po3a of
500 mg n 13.6 meg/mL 3a posa od 1000 mg) ce nocturHyea npubrvkHo 2 go 3 yaca nocrne
Josuparse, Kora ce 3ema co xpaHa. Ctankara Ha ancopnuuja Ha cefuroxime of cycneHsujaTa
e peayuvpaHa, crnopeaeHo co Tabnetute, BOAEKM Of MNOAOUHEXEH, MOHM30K MUK Ha
CEPYMCKO HWBO W HamarneHa cuctemcka OGuopachnonoxnueocT (4 o 17% nomanky).
Cefuroxime axetil nepopanHaTa cycneHauja He 6una 6uoeksnesaneHTHa Ha cefuroxime axetil
TabneTuTe Kora ce TecTMpana Kaj 3apaBu BO3pacHW nyre W nopaan Ttoa He MoxXe Aa ce
3amMeHyBa Ha OCHOBa MUNWUrpam-no-munurpam (suaete ro genot 4.2). GapmakokmHeTUkaTa
Ha cefuroxime e nuHeapHa Ha WWpKUHaTa Ha opanHoTo Aosuparse og 125 go 1000 mg. He ce
nojaeuna akymynaumja Ha cefuroxime nocne nostopysanu opantn gosm og 250 go 500 mg.

Ouctpubyunja

BpaysarkeTo Ha nNpoTenHUTE €@ HasHadyeHo of 33 o 50% saBucHo o metogonorujara koja
ce ynotpebyea. Mo eguHeyHa posa Ha cefuroxime axetil 500 mg Tabnetu kaj 12 3apasu
BONOHTEPW, OUMINEAHWOT BOnymMeH Ha aguctpubyumja 6un 50L (CV%=28%).
KoHueHTpauunTe Ha cefuroxime Hag MWHUManNHUTE WUHXUMOWTOPHWM BPEAHOCTU 3a 4YecTuTe
naToreHn moxe aa GuaaT NOCTUrHATW Kaj TOH3WNAW, CUHYCHW TkuBa, BpPOHXUjanHa Mykosa,
KOCKU, NnespanHa TeYHOCT, TEYHOCT Ha 3rnoboBu, cUHOBMjanNHa TEMHOCT, MHTEpPCTULMjanHa
TEYHOCT, KOM4Ka, cnyTym W ouvHata TedHocT. Cefuroxime ja mMuHyBa MO304YHO-KpBHATA
H6apviepa Kora Mo3ouHUTE 06BUBKM (MEHUHIUTE) Ce BOcnaneHu.

BuoTtpaHcdopmalimja
Cefuroxime He ce meTabonusnpa.

EnumuHauuja
CepymckuoT nonyxusotor € nomefy 1 u 1,5 vac. Cefuroxime ce ekckpeTtupa npeky

rnomepynapHa cpuntpauuja n TydynapHa cekpeuuja. ByOpexHUOT KnMpeHe ce ABWKKU nomery
125 1 148 mL/min/1.73 m®.

[Moce6HM BO3pacHM nonynauum

(on
Hema pasnuku Bo chapmakokmHeTvkaTta Ha cefuroxime kor
KEHW.

MMoso3pacHu
He e notpebHa nocebHa npeTnasnuesocT Kaj NOBO3pacHW nay By6pexHa

tyHKUMja 32 [O3N HajMHOTY A0 HOpManeH Makcumym og 1 g “fioBospacHuTe
nauveHTu e noBepojaTHo Aa UMaaT HamaneHa BybpexHa dyHkumja 1 3aToa gosara Tpeba
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Aa buge npunarogeHa Bo coogHoc co BybpexHarta yHKUMja Kaj noBospacHuTe (BUAETE ro
genot 4.2).

MMegujaTpucka nonynauuja
Kaj noctapu HoBopoaeHuura (Ha BospacT >3 meceum) u Kaj geua, hapmakokuHeTukaTa Kaj

cefuroxime e crinyHa Ha oHaa koja e 3abenexaHa kaj Bo3pacHU.

Hema pacnonoxnueu KnMHWYKKM nogartouu 3a ynorpebara Ha cefuroxime axetil kaj Aeua Ha
BO3pacT no4 3 meceuu.

BybpexHo owTeTyBare

He ce wcnutanun GesbepHocta u edukacHocta Ha cefuroxime axetil kaj nauweHTn co
BybpexkHa nHcydulmneHumja.

Cefuroxime npumapHo ce ekckpeTupa npeky Oybpesute. Taka, KakO W Kaj CUTE CIUYHU
aHTMbuoTuuW, Kaj NauneHTn co 3abenexnTenHo owTeTyBamwe Ha DybpexxHaTa dyHkumnja (np.
C1cr <30 mL/muHyTa) ce ripenopadysa fosvpatero Ha cefuroxime aa Guae peayumpaHo 3a
Ja ja komneHsupa GasHaTa ekckpeuuwja (suau pen 4.2). Cefuroxime ecbekTmBHO ce
OTCTPaHyBa co Avjanuaa.

OwrTeTyBarwe Ha UpHUOT Apo6

Hema pacnonoxnueu nogatoun 3a NauueHTU CO OLITeTyBare Ha WpHWOT Apob. buaejiun
cefuroxime npumapHo ce enumuHupa npeky 6ybpesute, NpPUCYCTBOTO Ha XenaranHata
AnccyHKUMja He ce ovekyBa Aa uMa edekT Ha hapMakoKuHeTrKkaTa Ha cefuroxime.

PK/PD coogHoc

3a uedanocnopuHuTe, HajBaXHWOT (apMaKOKUHETUYKU-hapMakoagHAMUYKLA UHAEKC LWTO
Kopenupa co in vivo edVKacHOCTa, € NPETCTaBeH Kako NPOLEHT OA A03HWOT uHTepsan (%T)
BO KOj HeBp3aHaTa KOHUEHTpauuja ocCTaHyBa Had MuHUManHata uHXnButopHa
koHueHTpauuja (MIC) Ha cefuroxime 3a uHaMBUAYanHU LenHu Tunosu (T.e. %T>MIC).

5.3 NpeakxnuHnykn 6e3begHOCHM NoaaToumn

He-knuHWYKMTE NoJaToum yKaxkyBaaT Aeka Hema noceGHW pusuum 3a nyreto, 6asvpaHo Ha
6e3beqHOCHU hapmaKkonowKXA CTYAUU, NOBTOpPYBaHa J03HA TOKCUMHHOCT, rEHOTOKCUYHOCT ¥
TOKCUYHOCT 3a penpogykuuja v passoj. He ce usseaeHn cTyauu 3a KapLyHOreHocT, merfyToa
HeMa [0Kas KOj YKa)kyBa Ha KapLMHOreH notexuumjan.

Mama rnyTamun TpaHcnenTuaasHaTa akTUBHOCT BO ypuHa Ha craopuu e uHxubupaHa of
pasnuyHK uedanocnopuHu, cenak HUBoTo Ha uxmbuumja e nomarno co cefuroxime. Osa moxe
Aa uMa CUrHNNKAHTHOCT BO UHTEpMEpeHLIMjaTa NpuU KNMUHUYKA TeCTUparba Kaj nyreTo.

6. ®APMALUEBTCKWA UHOOPMALIUA

6.1 llucra Ha ekcunueHcK

dunm-obnoxern Tabnetu. 125 mag, 250 mg

MukpokpucTanHa uenynosa
HaTtpuym naypwun cyndar
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Kpockapamenosa HaTpuym, XuaporeHnsmpaHo pacTuTerHo Macno

Cunuka kononaan aHxuwapoyc

Xvnpomenosa

MMponuneH rnnkon

MeTtun napaxvwgpokcubensoar (E218)

Mponun napaxugpokcnbersoat (E216)

Onacnpej 6eno M-1-7120J [(coapxaT TutaHuym guokeng (E171) n Hatpuym 6exsoat (E211)]
6.2 UHkomnaTubunHoct

Mosutneen Coomb’s TecT Gun npujaBeH 3a Bpeme Ha TPeTMaH co LedanocnopuHn- oBOj
¢heHoMeH MoXe ga Brnujae Ha ucnUTyBakaTa Ha KpBTa

6.3 Pok Ha ynoTpeba

36 meceum

6.4 HauuH Ha yyBambe

dunm-obnoxexn Tadbnetn, 125mg, 250mg, 500mg

Cefuroxim axetil Tabnetute Bo chonuja unu Gnnctepy Tpeba Aa ce yyBaaT Ha Temneparypa
no 30°C.

6.5. [akyBame (npupoga u coapxuHa Ha NaKkyBameTo)
3uHat TabneTuTe ce nakyBaHu BO anymMuHuymcku 6nuctepu og 10 tabnetu.
6.6. NocebHu npeaynpepyesama 3a OTCTpaHyBake U pakyBake

Cekoj HeuckopuCTeH nek unv otnagel matepujan Tpe6a ga ovae oTcTpaHeT BO COrNacHocT
co nokanHuTe Bapama.

7. Hasus, ceguwite n aapeca Ha HOCUTENOT Ha oaobGpeHneTo
3a cTaBale BO npomeT

Espona Jlek ®apma JOOEN, ¥Yn. JagpaHcka Maructpana 6p. 31, 1000 Ckonje, Penybnuka
CesepHa MakegoHuja R

8. Bpoj Ha pelueHue 3a cTaBawe Ha NIeKOT BO Np,
Zinnat punm-obnoxexun Tabnetn 125 mg

Zinnat ounm-obnoxeHun Tabnetn 250 mg
Zinnat dpunm-obnoxexun Tabnetn 500mg

08. Hata Ha nocnenHa peBu3uja Ha TeKCTOT

Jynu 2021
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