KPATKA XAPAKTEPNCTUKA
Cefotaxime SANDOZ® 1 g " crp. 10712

1. TEproecko UMe Ha JieKapcTBEHWUSE NMPODYKT:
Cefotaxime SANDOZ® 1 g npax 3a MHXEKUMOHEH pasTBop

2. KoninuecTeeH ¥ KQ4EeCTBEH CHCTAB!

Cefotaxime SANDOZ® 1 g

1 donakon cpabpXKa 1 g cefotaxime (kaTo cefotaxime sodiumnm):

KonnuecTtso Ha HaTpuii: 48 mg/dnakoH WMUHHCTEPCTBO HA 30PABEONA3BANETO

Mpuaoxemite kst
Paspeliente s ynotpefia e Y H123]is08c0

3. llekapcTBeHa thopma: FOR /
{ : w0 o

Mpax 3a MHXEeKLWOHEH PasTBop.
OnucaHue: cTepuneH, KpucTaneHd, Dsn [0 NeKo XBNT NpaxX 3a WHKEKOWOHEH
pasTBOp.

3a nomoLUHUTE BellecTBa BWXK T. 6.1

4. KnnunuHm fasiu:

4.1. NMokazakus:

FpoRyKkTeT ce Npunara fipy neYeHue Ha CrieqHUTE TEXKW MHPEKLIMM, KOraTo ce 3Hae
wrn ce ovakea fAa ca B pesynrar Ha GakTepuu, KOUTO Ca YyBCTBUTESHU KbM
cefotaxime (Bux 7.5.1):

- bakrepnanHa nHeBmoHusi; cefotaxim He e axkTuBeH cpelyy 6HakTepunm,
npry4MHABALLY aTunUYHa NHEBMOHWS WK cpelly pegulla Apyri bakrepnarnim
ujaMoBe, KOMTO Morat f[a npegMsBuMKaT rHeBMOHUs, BkmouutenHo P.
aeruginosa (BuWx 1.5.1)

- YcnoxHeHn nHpekuumn Ha 6u6pelnte 1 ropHUst NMUKOYEH TPakT

- Tenuu MHMEKUMN Ha KOXaTa 1 MEKUTE ThKaHW

- TenurandHu uHMeKUUN, MpeansBUKaHK OT T[OHOKOKW, ocobeHo Korato
MEHNLMNINH He e NOAXOZALL

- WnrtpaaboomuHanun nHdexkumn (kato neputornT). Cefotaxime tpsbsa ga ce
uarofsea B koMBuHauma ¢ aHTMBMOTUK, KOWTO & akTuBeH cpelly aHaepobu
npy fieYeHNeTo Ha uHTpaabgomnHanim nHheKunn

-  Octbp 6akTepuaneH meHuHrUT (ocobeHo npeamsBukan oT H.influenzea, N.
meningitidis, S. pneumoniae, E. coli, Klebsiella spp.)

- CenTnyHu nHdekumK ¢ npomsxoq ot Genute gpobose, NUKOYHWUA TPAKT WUIKU
yepBata (B cny4al Ha Gr(-) mukpooprahusmu Tpsbsa ga ce o00CcbAu
koMBUHaLMS ¢ APYT ROAXOAALY aHTUBMOTIK)

O6ckaeHoTo pellenve Tpabea aa 6bae crobpaseHo ¢ ouUManHtuTe NpenopbKu 3a
noaxofsiua ynotpeba Ha anTubakrepuanHuTe areHTH.

4.2. Bo3upoBKa U Ha4YMH KHa NPUsIoXeHVe:
Cefotaxime SANDOZ® moxe na 6bae MPUIOXEH KaTo uHTpaBeHO3Ha Oonycha
WHXEKUMS, MOCPefCcTBOM WHTPaBEHO3HA MHAY3UA MAK C MHTPaMyC NHXEKLINS,
crnen PeKoHCTUTYUWSs Ha pasTeopa crnopef WHCTPYKUUWTE
HosnpoBkata M HadMHBT Ha MpUnoXeHue TpsibBa ga
33BUCUMOCT OT TEXecTTa Ha MHQEeKUUsiTa, YyBCTBUTENHOC
CbCTOSHMETO Ha MauueHTa. Tepanusita MoXe Aa 3anouqH
aHTubKorpamara Aa OvaaT U3BECTHI.

Cefotaxime SANDOZ® nputexasa cuHepruvieH edekr ¢ amul




KPATKA XAPAKTEPUCTUKA
Cefotaxime SANDOZ® 1 g omp. 207 12

Bi3pacTiu U feua Hag 12 rogunn:

ObuuaiiHaTa posa 3a Bb3pactHu € 2-6 g AHeBHO. [lHeBHaTa [03a Tpsbea ga 6bae
pasfeneHa. [osaupoekata Tpsibea fa Obge cbobpaseHa ¢ TexecTTa Ha UHeKkUuATa,
YYBCTBUTENHOCTTA Ha MPUYNHUTENNUTE U CECTOSHUETO Ha NauneHTa.

fIpenopbku 3a JosupaHe

TunuyHa wHdekLns npy  Hanuume (WNv_ NPeanoroXkeHue) Ha YYBCTBUTESHM
MUKpooprasmamu: 1 g Ha Beexu 12 yaca chOTBETCTBALLO Ha obLaTa AHeBHA J03a
OT 2 g UHTPaMYCKYITHO Uil MHTPaBEeHO3HO.

Nudekumsa npu Hanuvue (unu npennosiokKeHne) Ha YYBCTBUTENHW WNU YMEDEHO
YYBCTBMTENHN MHOIOMMCIIEHM MUKpoopraumamu: 1-2 ¢ Ha Bceku 12 daca
CbbOTBETCTBALLO Ha obwlata gHeBHa [03a OT 2-4 g.

Texka vHdeKUMs npy HenfeHTUdKLMPpaly  MUKPOOpFraHMaMi Ui 3a  uHdekumuy,
KOUTO He MoraT Aa ObAaTt Jiokanuaupahu: 2-3 g KaTo egHOKpaTHa [03a Ha Bceku 6-8
vyaca 40 MakcumariHa QHeBHa [osa ot 12 g.

KomBuhaumsta mexxay Cefotaxime SANDOZ® v apyru aHTMBMOTULM & noKasaHa npy
TEXKM MHbeKUun.

FNoppacteaum v neua (1 mecel -12 rogmHn)

ObuyaiiHaTta gosnpoBka 3a nogpacTsalum u Aeua < 50 kg e 50-150 my/kg/aekx B 2-4
oTaenku npuema. MNpyu MHOTO TexXKU MHDEKUMN € B3MOXHO Aa ce npunoxaTt go 200
mg/kg/geH B otpenun npuemu. Mpu nogpacteatim v aeua > 50 kg Tpsbea ga ce
npunara obuyaiHaTa [Aosa Npu Bb3pacTHW, Des ga ce HagBullasa MakcumanHata
OHeBHa fnosa oT 12 g.

HOBOPOAEHN W HELOHOCEHU fleLa

lMpenopvuntenHaTa nosa e 50 mg/kg/meH B 2-4 otpentn npvema. B cryyail Ha
KMBOTO3aCTpallaBaliia cuTyalus MOXe f[a Ce HarnoXy NosvllaBaHe Ha AHEBHaTa
posa. flpn Texku wHMekuMm ca 6unn pasanu 150-200 mg/kg/nen: npu Tesu
cutyaumm moxe ga 6vae nonseaHa criepHata Tabnuua, Thil Karo uMa pasnuuns B
3pernocTTa Ha ObbpeuuTe.

Bk3pacT OHeBHa noza Cefotaxime
0-7 oHu 50 mg/kg Ha Bcekn 12 yaca
8 anm - 1 mecel 50 ma/kg Ha Bceku 8 yaca

[NauveHT B HanpegHarna Bb3pacT
He e HeoBxoouMmo KopurMpaHe Ha p£osarta, ako OvdpeuvHata u udepHoppobHa
OYHKLMS ca HOpMarHW.

EQ!I‘H NMPenopbBKY NPKY RO3INPaHEe:

lonopesi:

Mpu roHopesa ce nperopbyBa EAHOKPATHA WHMEKUMS
WHTpaBeHo3Ha) Ha 0,5 g — 1 g Cefotaxime SANDOZ®. 3
npenopbKuTe 3a BosupaHe Tpabea ga ObaaT cLobpaaeHn
npenopbku. [pegu 3anouBaHe Ha JieuenwneTo TpsiGea Aa
cudpunnc.




KPATKA XAPAKTEPUCTUIKA
Cefotaxime SANDOZ® 1 g ctp. 30112

Ungbexkyuu Ha MUKOYRUS mpakim.
Mpu HeycroxHeHsn NMHpEeKUUK Ha MKOYHA TpakKT ce npenopwyea 1 g Ha Bceku 12
yaca.

BakmepuarsieH MeHUHauIm:

Flpy Bb3pacTHK ce npenopbyYsaT AHEBHU 003K oT 6-12 g 1 npu feua AHEeBHN [O3U OT
1560-200 mg/kg, pasgeneHu Ha efHaKeW 0O3W Ha BCceku 6-8 yaca. 3a HoBopopeHy,
moraT aa ce npunarat 50 mg/kg cefotaxime Ha Bceku 12 yaca npu geua 0-7 roanHu
M Ha Bcekn 8 yaca — 7-28 aHu.

UnmpaabdomunanHu uHpexkuuu
UnTpaabgoomuHanHn uHdekumn TpsibBa ga 6bpar nekyBanHm ¢ cefotaxime B
koMmBurHaLms ¢ Apyri noaxoasiuy aHTubuoTuum.

fipodwirixxumeriHoCm Ha RPUIIOXEHUe

MpombIkuUTenHoCcTTa Ha NneveHue ¢ Cefotaxime SANDOZ® zasucn oT KnuHUYHOTO
CbCTOSIHME Ha NauneHTa 1 Bapupa B 3aawcmmoc:'r OT ApoTh4aHeTo Ha sabonaBaHeTo.
MpurioxerneTo Ha Cefotaxime SANDOZ® tpsbea Aa NpogbInkM JOKATO CUMMTOMUTE
OTWYMAT WM ca Hanuue aaHHM 3a YHULLOXaBaHe Ha baktepuunte. Heobxogumo e
neyenve Hai-manko ot 10 gHWM npu uHdeKuMn, rpeausBukaHM ot Streptococcus
pyogenes (napeHTepariHata Tepanmusa moxe pna 6boe cmeHeHa ¢ nogxogsia
nepopasnHa Tepanus npeau Kkpas Ha 10 gHesHus nepuopf).

HozmnpoBka Nnpy HapyiueHne Ha 0L0peyHaTa pyHKUUA

py BBb3pacTHK NauMeHTU ¢ KpeaTMHUHOB KNUpbHC < 5 ml/min HavanHaTta f[osa e
6nuska ao obuyaitHaTa npenopbuYMTENHa 4033, HO NoaabpXKallaTa fjo3a Tpsidbsa ga
ObLae HamaneHa HanosroBuHa 6e3 NpomsiHa B YecToTarta ha gosupaHe.

Jlo3upoBKa npy Ananusa uin nepuTorearnHa avannaa:

Mpu nauuveHTn Ha Xemoawuanusa W NepuToHeanHa AuManusa 3a yerneluHo TpeTupaHe
Ha MoBeYeTO MHMeKuMU ce npunara i.v. uixkekuusa Ha 0,5-2 g B Kpast Ha BCsHKa
Auannsa 1 NOBTOPHO Ha BCeky 24 vaca.

HauuH Ha npuiiocxKeHue:

3a ga ce nNpefoTEPaTH BCSKAKBbB PUCK OT MHMEKLUA, NPUrOTBAHETO Ha UHAY3MATa
TpsbBa ga ce W3BLPWM B acenTuyhM ycrioBusi. He TpsGea aa sakbcHsiBaTE C
VH(Y3NUsTa Clef NpUroTesiHe Ha pasTeopa.

WHTpaBeHO3Ha MHDYSNS:
3a KpaTkoTpaiiHa MHTpaBeHo3Ha WHdyaua TpsbBa Oa ce pasteopsit 1 g unm 2 g
Cefotaxime SANDOZ® B 40-50 ml Bozia 32 MHXEKLMM B [pYra CLBMECTUMAE TEUHOCT
(nanp. rmokosa 10%). Crnen npuroTBsiHe Ha pasTeopa To# TpsbBa Aa ce NpunoXmu
kaTo 20 min uHTpaBeHo3Ha nHY3NA.

3a npogbrkMTENHaA WHTpaBeHo3Ha WHdysus Tpsbea na

Cefotaxime SANDOZ® B 100 ml noaxogsiua TEYHOCT, Hanp. XIQpna
UMK M3OTOHWNYEH PA3TROP Ha rMoKo3a Uik ApYrY CEBMECTUMY T.é Ij ayaus
Crnepn npuroiBaHe Ha pastBopa To#l TpsabBa na ce npmpe_ min
WHTpPaBEHO3Ha NHMY3NS. 1\\%



KPATKA XAPAKTEPUCTUKA
Cefotaxime SANDOZ® 1 g ctp. 407112

NHTpaseHosHa UHXeKLKS
3a uHTpareHosHa uHxekuus Cefotaxime SANDOZ® 1 g TpAbea Oa ce pasTeopu B 4
ml Boga 3a UHXeKuMn 1 fa ce ubxektupa Hag 3-5 min.

WHTpamyckyriHa MHXEKUNS

Cefotaxime SANDOZ® 1 g ce pasteaps B 4 ml Boga 3a WHXEKLMW. PasteopbT
TpsibBa ga ce npunara 4Ype3 ObboKa MHTpamMyckynHa WHxekums. 3a ga ce
ripenoTepaTty noasata Ha bonka npu unxkekumua Cefotaxime SANDOZ® 1 g moxe fa
6vOoe pastBopeH B 4 ml 1% rnuagokauH xugpoxnopus (camo 3a BbL3pacTHU).
PaatBopute ¢ nupokauk He Tpabea Aa O6baaT npunarabHn UHTPaBeHO3HO. AKO
obllaTa AHeBHa fo3a € Haf 2 g Tpsbea Aa ce usbepe nHTpaBeHO3HO npunoxeHve. B
criydail Ha TeXKU UHMEKLUN He ce NperopbyBa MHTPaMYCKYIiHA UHXEKLNS.

4.3. NpoTtuBonokasaknna:
Cefotaxime SANDOZ® ne Tpsibea ga ce npunara npw NauUMEHTWH C W3BECTHA WIM
OYaKBaHa CBPbXHYBCTBUTENHOCT KbM LiethoTakeum unv LedanocnopuHit.

4.4. CrieuiualiHn npegynpexneHus U npepnnazHu MepKu fipu yriorpeba:

- CneuManHo BHMUMaHue € HeoOXoAMMO NpW nNauneHT ¢ aHadunakTUYeH
OTTOBOP KbM neHuumnuH. [lpedn HasHadYaBaHe Ha UuedanocnopuHn e
Heobxoguma npegBapuTenHa nNpPOBepKa 3a CBPbXYYBCTBUTENTHOCT KbM
NeHNUMIUH I GPYrY NakTamHy aHTMeMOTULM NopagK KPpbCTOCaHa aneprus,
KosiTo ce Habnwgaea npu 5-10% ot cniyyamte. B cnyvai Ha anepruyna
peakumns, neverneTo Tpsadea aa 6bAe npekbcHaTo HesabaBHo.

- [py nauvenT c TEXKa ObOpeYyHa AUCHYHKUUA MOXE [a Cce Haroxwu
KopurupaHe Ha fosarta (Buxk 17.4.2).

- Cefotaxime SANDOZ® 1psibsa na ce npunara BHUMATENHO NPy MaUMeHTH C
aneprvyHa guatesa U actma

- Kakto u ¢ »pyrute LUMPOKOCTIEKTBPHU aHTMOMOTMUM, MPOgBIMKUTENHOTO
npuaoXxeHne MOXe Jda Q[oBeje [AC T[pekoMepHo 6Owbps pactex Ha
HEUYYBCTBUTEINHKM OpPraHM3My, KOETO MOXEe f[a Hanoxnm rpeKkbcBaHe Ha
riedeHneTo. AKO Mo BpeME Ha MEYEHUETO Bb3HUKHE CynepuHdeKLMs MoXe a
Ce HanoXu cneumanHo aHtubakTepuanHo neyeHue, ako ce npeleHn, 4e e
KMXHNYHO HeobXxopmmo.

- Covoben e ncesgomembpaHo3eH KOMWUT MPU  MNPUMOXEHWETO  Ha
IUMPOKOCHEKTBPHN aHTubnoTvun. MNMopann ToBa € BadKHO [a ce Onpegernu
Lmnardosara npu nauueHT!, KOUTO passmuBaT TeXKa AvMapus no Bpeme WIu
cnien aHTubuoTuuHata Tepanus. Tpsabsa Aa ce npoeepu Hanudue Ha C.difficile
TOKCUH ¥ fa ce cripe neyeHueTo ¢ cefotaxime B cnyyal Ha cbMHEeHMWe 3a
konuT. drnarHosarta Moxe fa 6bae noTRbpASHa Ypes onpederisiHe Ha TOKCUHA
u TpsbBa pa ce 3anouyHe aHTWbuoTMYHa Tepanus (Hanp. AepoparnHo
BaHKOMUUMH WM METPOHWOA30), ako Cce TpeleHy, Ye e KIWHWYHO
HeoOxogmmo. TpabBa fa ce usdarea npunoXxeHueTo Ha NpoAayKTY,
npean3BMKBaLLM KOHCTUNaLUWS.

- Tobll Kato no BpeMe Ha rnedveHneTo ¢ cefotaxime wmor

MOHUTOPUPAH, ako nequmeTo npo,u,bnmm rnoseve ot 7!
HeyTponeHus (<1400 Hey'rpocbmnmlmm) nequmeTou
npeksLcHaTo.
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KPATKA XAPAKTEPUCTHKA
Cefotaxime SANDOZ® 1 g c7p. 50712

- Bue He Tpsbsa fa cmecBarte aMWHOIMUKOIUAW W UedoTakcum B efHa
CTIpMHLIOBKA UNW TEYHOCTU 3a nepdysus.

- Bbpsa vH(pYs3usa B LeHTPanHa BeHa MoXe Aa NpeausBuKa apuTMus.

-  CobgbpxanneTto Ha HaTpuii B UedoTakeum (2,09 mmol/g) Tpsibsa na ce vma
npenBug Npy npeanucBaHe Ha naunenTy, Npu KOMTo e HeoBxoauma peTeHuus
Ha HaTpui.

- Cefotaxime KoHCTUTYMpPaK ¢ AMOOKaWH HUKOTa He TpsiDBa Aa ce npunara:
® [P KHTPEBEHO3HO NPUNOXEHNE
» ripu Aeua nog 30 mecela
e NPV NaUMEeHTV ¢ NpesulliHa aHamMHesa Ha CBPbXHYBCTBUTENHOCT KbM TO3U
NpoayKT
e MpK NaUMeHTV ckLe cbpaeyeH briok 1 6e3 neicMenkKsp
e Mp¥ MALUMEHTU C TEXKaE ChpAeYHa HEZOCTaTBUYHOCT

4.5. JNlekapCTBEHM M 1PYTM B3aUMOOEHCTBUS:
. C dpyau JiekapcmeeHU npodykmu:

- EpHOBpEMEeHHOTC MpurnoXxeHne Ha npobeHeuvma BoAu [0 MNOBUILEGBaHE U
MPOMoHrKMpaHe Ha CEePyMHUTE KOHLUEHTpauun Ha UuedoTakcum uJpes
uHxubupaHe Ha 6LOpeYHOTO enuMuUHnpaHe Ha UedoTaKCum.

- EdukacHoctTa Ha nepopanHuTe KOHTpauenTuBn MoXe ga 6bhe NoHWXEHa Mo
BpEME Ha €4HOBPEMEHHOTO UM rpunoxeHue ¢ yedotaxkeum. [Nopaan tosa rio
BpeMe Ha Tepanus ¢ Cefotaxime SANDOZ® tpsibea ga ce msnonssat
OOMTBAHUTENHN METOAN HA KOHTpauenuus.

- EpHOBpeMEHHOTO feyeHne ¢ BUCOKU 03K LiedanocnopHi U He(poTOKCUYHN
fIEKApPCTBEHW NPOAYKTN KaTO aMWUHOIMMMKO3MAN UMY MOLLHKW guypeTtuum (Hanp.
dyposemua) Moxe ga poBefe A0 Hexenahyn edekt Bbpxy OnOpeqHata
dyHkums. Fpenopkyea ce CTPMKTHO MOHUTOpUpaHe Ha 6bbpeyHaTta yHKLMA.

- Cefotaxime SANDOZ® he Tpsbea na ce komBuHupa ¢ GaKTepuocTaTUUHU
aHTMOMOTULUM (Hanp. TeTPaLMKAMHU, epuTPOMULIMH 1 Xropamdernkon), Thit
KaTo € Bb3MOMEH aHTarOHUCTUYEH eekT.

HOpyvzu chopmu Ha nnekapcmeeHU e3aumodelicmeus:
. - Kaxro npu fApyrute UedhanocnopuHn, npy HAKOW NauWeHTn, TpeTupaHu ©
Ledotakcum, TecteT Ha Coombs e fan carnlimBo NONOXUTENeH pesynTar.
Tosn cheHOMeH MOXe fAa MOBMWSIE BbpXYy TECTOBETE 3a KpbBHOTPYNoBa
CHLBMECTUMOCT.
- chanumBo NOMNOXUTENHA peakuusl 3a [MoKo3a MoXe fa ce Habriiogaea ¢
pegyuupaluy cybctaHummn (pasteop Ha Benedict unu Fehling nnn tabnetku
Clinitest), HO He u c NpUMNOXKEHWETO Ha creumdnyHU eH3UMHM TecToBe
(rmiokosooKkenpasHn MetToam).

4.6. bpemMeHHOCT U KbpMeHe:
Hama ganHu, oueHsisallm 6esoniacHocTTa Ha ynotpebaTta Ha cefotaxim o Bpeme Ha

npoAyKTa npyu OpeMeHHN XKeHU.

Cefotaxime c¢e eKckpeTupa B YOBELUKOTO MIAKO B J '
MpunoxeHuneTo NO BpeMe Ha KbpPMEeHE MOXe [a OKavie\ Bt
busvonormyHaTa WHTecTuHanHa dgropa, MPosBEHO C nmapm\;\l:ﬁ: o /
Saccharomyces, 1 ga goeefe [0 CBPbXYyBCTBUTEMNHOCT. Tpggisa.,. a
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KPATKA XAPAKTEPUCTUKA
Cefotaxime SANDOZ® 1 g ctp. 6ot 12

pelueHne ganu fa ce npekbCHe KbPMEHETO WY Aa Ce Clipe JIeYeHMEeTo KaTo ce
npeuenn HeobxomumocTta OT cefotaxime 3a KbpmellaTa >KeHa NPV KOHKPEeTHUS
cnyyan.

4.7. Echekru BbLPXY cHocOOHOCTTA 32 WotupaHe U paboTa ¢ MaMIUHMN;
Hama aadHu 3a usBecTHM eekT Ha NeKapcTBeHWA NPOAYKT BbpXY chocobHocTTa
3a wothupare ¥ pabota ¢ MalunHu,

4.8. HexxeriaHu rneKapcTBeHU peakLun:
Hecmu (1-10%)

Pedxu (< 0,1%)

MHozo pedku (< 0,01%)

MHdhekumy v passutue Ha natoresHy MUKpOOpraHusmu
TpogbmxnMTENHOTO MPUIOXEHWe pPAOKO MOXe [a [AOBELEe [0 3acuiieH pacTexX Ha
HEUYBCTBMTEITHU opranunamu (Bx 7.4.4).

KpbB 1 numdHa cructemMa

PelOku

Mo speme Ha neveHuneTo c cefotaxime moxe ga ce pasBue rpaHyNoOLMTONEHNS U MO-
PSOKO arpaHynountosa, ocobeHo ako ce npunara Mo-NpPOALIBKATENHO BpeMe.
Habrofnasakn ca HSIKONMKO chy4as Ha eo3nHOMUNUSa U HEYTPONEeHUs:, HO Te ca Bunu
obpatumin cneg npexksceaHe Ha nedveHneto. Cwobllenn ca Bunv pegku criydyam Ha
XEMOMUTUYHA aHeMusl, KaKTo YU pefdku crnydauw Ha obpatuma TpombouuMTOneHUs.
lNMopaawn ToBa Ce NPEnopbYBa [ia Ce MOHUTOPUPAT KPbBHUTE KINETKU, Ko nevelneTo
NPOLbIMKaBa NoBeYe OT 7 HHU.

Hepeha cuctema

Peodku

[MpunoxeHeTo Ha BUCOKM A03KM aHTUOMOTMUM, NpUHaANEXal KbM Tasu rpyna
(ocobeHo npu naumeHT ¢ OLDpevHa HeQOCTATHLYHOCT) MOXe Aa [OoBene f[o
eHuedanonaTtusi, NposiBEHa CbC 3amaliBaHe, KOHBYJICUY 1 YMopa.

CupheyHa cucrema

Muozo pedku

HabmogaeaHy ca MHOro pegku cnydan Ha aputmius cnef Gepaa GonycHa rHysns
npes LUeHTpaneH BEHO3EH KaTeTbp.

acTpouHTECTUHASTHN HaDYLUEHUS:
YHecmu

Uecto naumeHTty, npuemaium cefotaxime nsnuteart racTpouHTECTUHANHN HapyLUeHs
KaTo KaHaAW#o3a, rafeHe, NoBpbLlaHe, KopemHa Gorika, guapus. AKO Ce NOsBW TEXKa
W MpoOAbIDKMTENHa auapus € Bb3MOXHO g[a  Obae  acouuupada ©
nceppoMembpaHosed konut. B cnyyah Ha wnm np
nceBgomembpaHozeH konmt neveHneto ¢ Cefotaxime SAND
MPeKbCHATO 1 Aa Ce 3ano4He nogxodsia Tepanus.

HapylwieHus Ha yepHua Apob Y xnbYykaTa
Pedku

‘\‘:‘ J‘ﬁ 3 w‘)ﬁt\
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KPATKA XAPAKTEPUCTUKA
Cefotaxime SANDOZ® 1 g c7p. 7 07 12

Psigko e nabmiopaBaHO ymepeHO M MNpPexofHe MoBulIaBaHe Ha bunvpybula,
yepHoppobHUTE TpaHcamuHasu n apyru ensumu (SGOT, SGPT, LDH, v-GT, ankanha
docharasa).

Koxa 1 nognexxawm TobKahn
Hectn
e CpobwieHn ca peakuuy Ha CBPbLXYYBCTBUTEMHOCT, BKIIOYBAKM KOXHMK
peaKLni KaTto KOXHU 0BpUBHK, NPYpuUTyc, ypTUKapus.
e JlexapcTBeHa Tpecka

MHoro pegu

s Erythema multiforme exsudativum

s Cunapom Stevens-Johnson

* Tokcu4yHa enuaepMasiHa Hekpornvaa

*  AnacurnaktnyeH Lok (BuK 7. 4.9.)
MNpy nayweHdT € anepriuxa gvartesa € no-BeposiTHO Aa BL3HWKHAT peakuuu Ha
CBPBLXUYBCTBUTESNHOCT CHel NpUnoXeHneTo Ha Cefotaxime SANDOZ®.
o Bpeme Ha Tepanus Ha MHAEKLMN CbC CNMPOXETH, MOTaT fa Bb3HWKHAT peakLuvn,
rnofgobun Ha Herxheimer, cwnposofeHu ¢ debpunurter, Tpecka, rnasobonve n
cTaBHa borika.

BBOpeLn 1 NMKOYEH TPAaKT:
Peniu
* Bb3mOXHO € BpeMeHHO NOBULLIaBaHe Ha CEPYMHUTE KpeaTuHUH 1 ypest

MHoro pefiku
» MHoro psifiko e cLobLlaBaH obpaTum nHTepcTULMarneH HedpuT

QBLWM HapyLIeHWs U JIOKAIHW PeakLUK Ha MSICTOTO Ha NPUAoXKeHUe:
Uectn
o [ipexopHa noxanHa DoOrKa Ha MSACTOTO Ha MHXeKTupaHe. Takaga peakums
BB3HWKBA NMO-YECTO NPW MO-BUCOKY f103U. [1pn naumeHTn, Ha KoMTo € npunaras
cefotaxim uHTpaBeHO3HO, € ctobwaaH Gnedbut. Tesn HexenaHn peaxkuuy
psiaKo ca Bunu npuyrHa 3a NpekpaTsBaHe Ha TepanusaTa.

4.9. Npenosupake:

Cumrnimomu Ha UHMOKCUKauusi:

Cefotaxime npuTexkasa LWMPOKM rpaHuLUM Ha GesonacHocT. He ca nsBecTHU criyyvau
Ha ocTpa WHTOKCUKaumsi ¢ cefotaxime. CumnTomuTe Ha npenosvpaHe B rornsma
CTEMNEH NPUIMOKPVRAT Npodiuna Ha HeXxernaxsuTe peakuun.

B cnyvau Ha npeposupaHe (ocobeHo ¢ 6bOpeuHa HegoCTaThYHOCT) MiMa OMacHOCT
OT 06paTuma eHuedanonaTns.

Tepanusa Ha uHMOKcUKayus:
Hama creuudmyer aHTMROT npy npeposmpaHe. CepymHUTE HUWES

AT
moraT ga 6bAat peayumpaHi Upes XeMoananmnaa uny rneputoHeart an S0
; V5

frea
v
3

Tepanusi npu peakyuu Ha cepbXYy8Cmeume nHocm;
AHaUNaKTMMHUST LWOK W3NCKBE MpefnpueMaHe Ha crewuHn me
MPOSiIBU Ha CBPbXYYBCTBUTENHOCT (Hamp. KOXHW peakuvn Kato
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ypTukapusi, rnasobonue, rafeHe, besnokoicTeo) npunaraHeTo Ha cefotaxime Tpsbea
Aa ce npekpati. T1py TeXKM peakun Ha CBPbXUYBCTBUTENHOCT UN aHahunakTuiHn
peakumu, TpsibBa f[a ce 3anoyHe ChellHo §eyYeHWe ¢  enuHedpuH  Wunu
FTIOKOKOPTUKoMEn. Cnopef TexecTTa Ha KAMHUMHUTE NPOSIBU € Bb3MOXHO [a Ce
HanoXu BKIMIOYBAHETO Ha HAOMBAHWUTENHW TepaneBTUHHU Mepku (Hanp. M3KYCTBEHO
OutlaHe, npunaraHe Ha XWcTamnHOBK aHTarouucTy). B cnyvait Ha uupkynartopeH
KOrarnc ce rnpunara peaHumauus.

5. DapMaKosnorMiH1 AaHHN:

5.1. DapmaKkogUHaMM4YHN CBOUCTBA:

ATC Kog: JO1DDO01

dapmakoTepaneBTU4Ha rpyna: beta-nakramHn aHTmbuotTyyn, vedanocnopuHn.

Obuwa xapakmepucmuka:

Cefotaxime SANDOZ e TpeTa reHepauusi LWMpOKOcnekTbpeH bakrepuumaeH
LiedanocnopuHos aHTUBnoTUK.

BakrepulmaHute cBOlCTBa ce ObimKat Ha MHXOWUTOpHus edekt Ha cefotaxime
BbpXY CUHTe3aTa Ha BakrepuanHara crena.

panuyu Ha yyscmeumenHocm:
NCCLS (Amepukanckata HauvwonanHa Komucua 3a Knubwnunum JlabopatopHu
CraHpaptn) onpegensi npe3 1999 cnefHute rpaHuLy Ha YYBCTBMTENHOCT 3a
cefotaxime:

¢ Enterobacteriaceae: =8 pg/ml uyscteutensn, 264 ug/ml peancreHTHU
Pseudomonas aeruginosa v Acinetobacter spp.. <8 pg/ml uyyscTBuTENHN, 264
Ha/ml pesncTeHTHN
Staphylococcus spp. : <8 pg/mi yyBcTBUTENHYK, 264 Ug/mi pesUCTEHTHY
Haemophilus spp.: <2 pg/ml yyBcTBUTENHN
Neisseria gonorhoeae: £0.5 pg/ml yyBcTBATENHW
Strepfococcus pneumoniae: 0.5 ug/mt uyscteutentu, 22 pg/ml pesncreHThU
Streptococcus spp., pasnudHy ot S. pneumoniae: <0.5 pg/ml yyBcTBUTENHY,
22 Hg/ml pesucTeHTHU

I'ipossaTa Ha pPe3nNCTeHTHOCT MOXE Oa Bapurpa reorpacbckm M C BpEeMETO 3a OTASITHN
BWUOOBE 1 € XefaTenHo Aa MMa MeCTHa MH(bOpMaLMFI 38 pPe3NCTEeHTHOCTTAa, ocobeHo
KOraTo Cce NEKyBaT TEXKHU V[Hq)el{l.llﬁld. Tasn V[H(bOpMaLIMF[ AaBa caMo ]'[pM6J'IV13MTeﬂHV.I
HaCoKK 3a HYyBCTBUTENHOCTTZ HAa MUKPDOOPraHnaMmuTe Kbm cefotaxime.

Bua UecTtoTa Ha pe3UCTEHTHOCT B
EC (axo e >10%) (kpainu
CTOMHOCTH)

UyBCTBUTERHU

Gr(+) aepobu

Staphylococeus aureus

(Methicillin- uyscTBUTENHK)™

rpyna A Streptococci (Bkn.  Streplococcus
pyogenes)*

rpyna B Streptococci

B-xemonuTtuuHK Streptococci (rpyna C,F,G)
Streptococcus pneumoniae® 12.7%
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rpyna Streptococci viridans™
Gr(-) aepobu
Citrobacter spp. *
Escherichia coli*
Haemophilus influenzae*
Haemophilus parainfiuenzae*
Klebsiella spp. *

Moraxella catarrhalis™
Neisseria gonorrhoeae™
Neisseria meningitidis™
Proteus spp.*

Providencia spp.*

Yersinia enterocolitica

Anaepodn

Clostridium spp. (6es Clostridium difficile)
Peptostreptococcus spp.
Propionibacterium spp.

Bpyru
Borrelia spp.

Pe3ucTeHTHU

Gr(+) acpobu

Enterococcus spp.
Enterococcus faecalis
Enterococcus faecium

Listeria spp.

Staphylococcus aureus (MRSA)
Staphylococcus epidermidis (MRSE)
Gr(-) aepobu

Acinetobacter spp.

Citrobacter spp.

Enterobacter spp.

Morganeffa morganii
Pseudomonas spp.

Serratia spp.

Xanthomonas maltophilia
Anaepoon

Bacteroides spp.

Clostridium difficile

Opyru

Chlamydiae

Mycoplasma spp.

Legionella pneumophilia ,m
5

KMYMHWYHW NoKa3aHnAa

=

Y os | g
Methicillin- {oxacillin) peauctentHute staphylococci (MRSA) ca\;:p@a '

BCUYKM NMO3HaTK gocera B-nakramin antubuotuun, Bkn. cefotaxime:, *
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Mervumnun-peanctenTiuTe Streptococcus pneumoniae MoKasBaT pasnuuHa cTeneH
Ha KPBCTOCaHA PE3UCTEHTHOCT KbM LiechanocnopuHu, Bin. cefotaxime.

PesucteHTHoCTTa KbM cefotaxime Moxe fa ce AbIKM Ha NpogyumpaHe Ha LMPOK
cnekTep BeTa-nakramasu, KOUTO MOraT A& XMApPonuanpaT NEKapCTBOTO, Ha UHAYKUMS
unn KOHCTUTYTUBHa ekcripecuss Ha AmpC eH3uMM, Ha HErpoHMUAaeMoCT UMK Ha
ednykc-mexaHnsmu. BbamoHO e ia NpUCHCTBAT e0HOBPEMEHHO MOBEYE OT 4k OT
TE3WN MEXEHU3MU B €iHa eANHCTBEHa OakTepus.

5.2. DapmMaKoKMHEeTHYHM CBOMCTBA:

Pesopbuyusi:

Cefotaxime SANDOZ® e 3a napenTepanHo npunoxekve. CpefHWTE MMKOBM
KOHUEHTpauuy S5 MUHYTK crief WHTpaBeHo3Ha UHxXeKums ca okono 81-102 mg/l cneg
npunaraHe Ha 1g cefotaxime n oxkono 167-214 mg/l 8 muHyTn cnep 2 g cefotaxime.
Cren vHTpamyckyfHa uHxekuns Ha 1g cefotaxime 3a 30 min ce gocturat cpegHu
NMKOBY MriaameHn KoHueHTpauun ot 20 mg/l.

PasnpederieHue:

Cefotaxime wuma pobpa neHeTpauusa B pasnu4HUTE  KOMM2PTUMEHTHU.
TepaneBTMUHUTE HUBa, HaABULLIARAIUM MUHUMAaNHUTE MHXUOWUTOPHM KOHUEHTpauwu
3a noeeuyeTo natoredu morat gz HbpaT gocturHati 6bpso. KoHueHTpauuute B
uepebpocnuHanHata TEeYHOCT C¢a HUCKW MpU HEeBb3NaneHW MEHWHIK, HO Korato
MEHUHTUTE ca Bb3naneHu, cefotaxime obukHoBeHO nNpemwHaBa KPHBHO~-MO3bUHaTa
bapuepa npu HuBa no-eucokn oT MUK 3a uysctemMTenHuTe natoreHu (3-30 ug/ml).
KoHueHTpauunte Ha cefotaxime (0.2-5.4 pg/ml), wHxubutophmn 3a noeeueto Gr(-)
MUKPOOPraHu3Mi, Ce JOoCTurar B THOWMHUTE Xpauky, DPOHXMamnHWTE CeKpeTn W
rifieepanHaTta TeqHoCT crieg fosu ot 1 unu 2 9. Nopobru edeKTUBHN KOHLEHTpauun
cpellly NOBEYETO YYBCTBUTESNHN MUKPOOPTaHU3MK ce AOCTUraT Chell TepaneBTudHu
0031 B XEHCKUTE PEMNpPOAYKTUBHM OpraHu, OTUTUC Meama, NpocTaTHaTta TbKaH,
NHTEpCTULManHaTa TEeYHOCT, NEpUTOHeanHaTa TEYHOCT W cTeHaTa Ha XITb4YHus
mexyp. Bucoku koHueHTpauun cefotaxime n O-desacetyl-cefotaxime ce pgocturar B
xreukata. Cefotaxime npemuHapa nnaueHTapHata ©apuepa u LOCTUFa BUCOKK
KOHLieHTpaUWn BbB theTanHata TeYHoCT U ThkaHu (go 6 mg/kg). Mankun konuyecTea
cefotaxime npeMMHaBaT B Mai4MHOTO MIISIKO.

CBbp3BaHeTOo ¢ MNasmMeHuTe NPoTenHn e npubnusutenHo 25-40%.

fipmBugHusaT obem nHa pasnpeneneHue 3a cefotaxime e 2 | — 37 | cnea 1g
VNHTPaBeHOo3Ha UHY3Ka 3a 30 min.

buompaHcgopmauus:

Cefotaxime ce weTabormanpa wacTudHO npu  4Yosek. Okoro  15-25% oT
napeHTepanHata [osa ce metabonumanpat go O-pesaueTunuedoTakcumM, KOKWTO
ChLLO UMa aHTMOMOTUYHW CBOKCTBA.

Enumunupane:
MaeHusT NBT Ha ekekpeuns Ha cefotaxime n O-desacetylcefotaxime ca
Camo manko konndecTteo (2%) ot cefotaxime ce ekckpeTupa € XITbYKa:
fipueTaTta fi03a ce OTKpuBa HenpomeHeHa, a 20%- kato O- desace

ypuHara 3a 6-uacoBa konekLus. Cnep npuem Ha pagroakTueHo Berisag
noeeve ot 80% morat ga 6bvaar oTkpuTU B ypuHaTa: 50-60% ot f(}

HenpomeHeH cefotaxime, a ocTatoka chabpXa MeTabonuTu. \\\
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ToTanHuAT KNUpLHC Ha cefotaxime e 240-390 ml/min, a peHanxua knnpsHe € 130-
150 mi/min.

CepymHnTe nonyuBotu Ha cefotaxime u O-desacetylcefotaxime ca Hopmanso
okoro 50-80 wn pecnektmeHo 90 MuHyTW. [lpu Xopa B HanpepHana Bb3pacT
CEpPYMHMAT nonyuBoT Ha cefotaxime e 120-150min.

Mpu naumeHTN ¢ TEXKO HapyLleHa OvbpeyvHa yrkums (KpeaTUHWHOB KNupbHC 3-10
mi/min) cepymHuUAT nonyxmeoT Ha cefotaxime moxxe fga ce yabrixm go 2,5-3,6 vyaca.
fipy HoBOpOAEHW apMaKOKMHETUKATA Ce [MOoBfAUsiB2 OT recTauyoHHaTa W
XPOHONOIMYHA BB3PacT, NOMYKMBOTLT CE YObIDKABa NpU NpeXaeBpeMeHHO poAeHr
W HOBOPOZAEHW C HUCKO TENO Ha ChlUaTa Bb3pacT.

5.3. lNpeoknUHUYHKU BaHHU 32 6e30MaCHOCT!

MpegknuHuyHUTE p[aHHWM He nMokasBaT cheuuduyHa OnacHOCT 3a  Xopara,
OCHOBaBailtku ce Ha KOHBEHLMOHAamHY npoyyBanns Ha 6esonacHoCcTTa, TOKCUYHOCTTa
fpy MHOrOKpaTHO npunaraHe, reHOTOKCUYHOCT 1 PENPOAYKTUBHA TOKCUYHOCT.
Cefotaxime npemMmuHaBa npes nnauleHTapHata 6apuepa. Crnef MHTPaBeHO3HO
npunoxenne Ha 1g cefotaxime o Bpeme Ha paxpaaHe ca U3MepeHu HueBa oT 14
pg/ml B mbliHaTa BpbB npes nbpeute 90 MUHYTU crieq NMPUoXEHMETO, KONUTO crnagar
Ao okono 2,5 yg/ml po kpaa Ha BTOpMA Yac cnen npunoxeHueto. Hai-Bucokn
KoHUeHTpauuun oT 6,9 pyg/ml ca namepeHn B aMHKUOTUYHaTA TEYHOCT cnel 3-4 Jaca.
Tasu croiHocT Hageuluasa MUK 3a noeseveto Gr{-) HaxkTepun.

6. DapMmaleRTUYHU BAHHU:
6.1. CNnMcLK Ha NOMOLLHUTE BEIUECTRBaA:
Hsima TakuBa.

6.2. DU3NKO-XMMHUYHU HECHBMECTUMOCTH:

Cefotaxime He TpabBa ma ce cmecBa ¢ ApyrM aHTMOMOTMLIM B efHa U Chblla
CnpuMHLUOBKa WK pastBop 3a wuHbysus. Topa 3acara B Hal-ronsiMa crTened
aMUHOITIMKO3NAUTE.

Cefotaxime SANDOZ® e TpsibBa Oa ce cMmecBa C pasTBOPM, ChObPKalln HaTpues
OvkapOoHaT.

6.3. CpoK Ha rogHocCT:

CpoK Ha rOOHOCT Ha npaxa 3a WHXEKUMOHEH pasTBop: 2 roAuHW OT Aararta Ha
IIPOM3BOACTBO.

CpoK Ha rogHoCT Ha pPEeKOHCTUTYMpaHus pasTBOp: pasTBOPbT € XWMUYECKA WU
dmanyecku ctabuneH aa 6 yaca ripu 2-8 °C.

OT muKpoOWonorMuHa frefHa Touka nNpoRyKTbT TpsbBa pa 6bAe wsnonssaH
He3abaBHO, OCBEH aKO HaYMHBbT Ha PEKOHCTUTYLUMST M3KAIOYBA PUCK OT MUKPOOHO
3ambpcsiBaHe.

Akc He ce npunoxu HesabaBHO, BPEMETO U YCIMOBWUATA Ha CbXpaHeHwe ched
pasTeapsiHe ca OTTOBOPHOCT Ha noTpebuTens.

6.4. CrienanHu yCcrioBUS Ha CBLXPaHeHme:
Mpax 33 MHXeKUKUOoHEH PasTBOpP: ChXpaHsBaiiTe rakoHa BLB
ornakoBka.

MoToB pasTBOp: TPsibBa Aa 6bae usnonseaH HesabasHo.

&
LS
— e ~
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6.5. laHun 2a onakoBKa:
DIaKoHM OT YUCTO CTBKAO, XuaponuTuyeH knac 1l ¢ xanorenupana 6ytun kayuykosa
3anyLarka.

KaptoHeHa onakoBka, cbabpxaiia 1, 10, 25, 50, 100 cdnakoHa.
He Bcuyku nsbpoeHi onakoeky Moxe Aa 6baar Ha nasapa.

6.6. Cneuvannu ycrioBus 3a ynotpeoa :
Tpsibea ga ce ynotpebsiea acenTuyHa TEXHUKA NMpW PEKOHCTUTYLMA Ha pasTeopa.
PekoHCTUTYMpaHUSiT pasTeop ce npunara HezabaBHoO.

Cefotaxime e CcbBMECTUM C HSKOMKO YECTO W3NON3BaHW pas3TBOPUTENW 3a
WHTPaBEeHO3Ha NHY3Us:
¢ Bopa 3a nrxexumm
0,9% pasTBoOp Ha HaTpPUEB XJTOPUL
5% rntokosa
5% rntoko3sa/ 0,9% pasTBOp Ha HATPWEB XIOpPKA
PuHrep-nakraT pastBop
5% paaTteop Ha metronidazole
ekctpah 40 B 0,9% pasTBOp Ha HATPUER XIopug
fekctpan 40 B 5% pasTBOp Ha rMokosa

CuBmecTumocTTa Ha cefotaxime ¢ ppyru wHdysvoHHM pasTBOpuTenyk TpsibBa Aa
6bhe npoeepeHa npepm ynotpebda.

Crieg npuroTesHe pas3TBOpbT TpRbBa ga bbae npospader 1 BriefoXbNT A0 KadgsaBo-
XbnT. He ynotpebsaeaiite, ako uma Bugumn vYactuum. Miaternete camo egHa Josa ot
npuroTeeHusi pasteop. OCTaTbKbT OT HEM3MNOM3BaHKs Pa3TBOP Ce USXBBPIIS.

Bx. 7. 4.2. 3a cxemaTa Ha pasTBapsiHe.

7. UMe v appec Ha NpuTexXarens Ha pa3pewieHneTo 3a ynoTpeba:
Sandoz GmbH
Biochemiestrasse 10, 6250 Kundl, Austria

8. PermcrpaumoneH HoOMep B perucrbpa:
20010236

9. [iaTa Ha MbLPBO pazpellaBaHe 3a ynoTpeba Ha NeKapcTBeHUs NPORYKT:

10. [ata Ha aKTyanu3alms Ha TeKeTa:
20 Anpun 2005

11. Pexxum Ha npegnucBaHe:
Mo riekapcko npegnucaxve




