KPATKA XAPAKTEPUCTUKA HA

NMPOOYKTA

1. TbproBCcKO HaUMEHOBaHME Ha NIeKapCTBEHUR NMPOOYKT

Cefrom

Liecopom

2. KonuyecTBeH U KaueCcTRBEH ChCTaB

YUHUCTEPCTBO HA 3PABECNASBARETO

fIpHADNKSHHUE KaM
pazpetenie saynoTpebahe \\ -0 $3.9|1. 080

G60/1s- 0%-0Y %‘%M%“é&

Eaun dnakoH ceaepika 2.382a cefpirome sulphate,otrosapnly Ha 2.0g cefpirome

3. HekapcTBeHa popma
Mpax 33 UHXEKLWOHEH pasTBop

4. KnvEn4YHn BaHHU

4.1 TepaneBTUUHM NOKa3aHUs

Cefrom e nokasaH 3a neveHne Ha URMEeKLMK, Ui npean naeHTrduLMpaie Ha

VHPEKTUPAILMS OpraHuatM, WAKM KOraro ca npeaussukak ot Gakrepun ¢ yeTaHoBEHa

YYBCTBUTENHOCT KaKTo criefea.

Ungperyuu Ha GonHume omdenu Ha duxamensume nMbmuwja (OpPOHXOMHEBMOHWA 1

noBapHa NHeBMOHWSR).

YonoxHeuy uxHekyuy Ha 2opHume {NWenoHedpnT) u donHume omdent Ha

omdenumendama cticmema.

Koxuu u MekombKaHHy utdbexyuy (LenymiaT, KoxHn abelleck n paHesy MHgexumn).

Hndberyut npy HEYMPONSHUYHY TauueHmu.

BaxmepueMus/Cenmuyemus.

Texxu uHgberUUL OT TUNA H& ropensbpoeHnUTe, NPY KpUTKHHMHO GONHYU NauneHTh,

NnognoxeHn Ha UHTeH3IUMBHO nNevyexrne.




4.2 [o3npoBKa M HauMH Ha NPUNoXeHne

Cefrom TpaGea ga ce npunara napeHTepanHo, KaTo JO3VPOBKaTE, HAUMHET Ha
NPYNOKEHNE ¥ MPOALIDKATENHOCTTA HA TEYEHUETO 3EBUCAT OT TEXECTTa Ha
WHMEKLMATE, YYBCTBWTEMNHOCTTA Ha NaTOreHWTe, CHCTORHNETO Ha NaumelTa u
6b6peuHara hyHKUMS. 3a yMepeHy A0 TeXKN MHDEKUMN Npy NaLMEeHTU G HopMarnHa
6:6peuta hyHKUUS ce NPenopLYBaT CresHUTE fO3UMPoBKA:

MNMoxasakune Egnsuuna goza | foz0B vHTEpPBan O6wa gHeeHa
(a) (yacoBe) poza {g)
Yenowienn nhchekumn Ha 1,0 12 2,0

FOPHWUA 1 AONHKA OTAenW Ha
oTaenurenHara cucrema

KoXHY 11 MEKOTBKEHHMN 1,0 12 2,0
uHeKumn
WHbekumn Ha JONMHUTE OTSEeNN 1,0 2,0 12 2,0unn 4,0

Ha AuXaTenHuTe nkTia

Bakrepuemns/cenTlemus 1 2,0 12 40
TEHKM MHhexUMn

Vindbekumm npy naumeHTN ¢ 2,0 12 4.0

HEYTPONEH!s

[Npy MBOro TEXKW cnyyawn Ha WHeKUMK Ha CTAENUTENHATA CMCTEME, KoXaTa 1

MEKMTE ThKaHW, eAUHUYHATAE [03a MoXe Aa ce ysenuumn fo 2,0 g.

fluya e Hanpedrana ebapacm: He ce Hanara KOPeKUUs Ha [03aTa, OCBeH ako He

Hanue 6bOpeyHo yepexaaHe.

Heua: Hama gocTaTbuHO MHGOpMaUNs, Bb3 OCHOBa Ha KOATO A3 C& ONpejeni
NoAXoAst] 40308 PEXIM NPK AeLla 1o 12-roauilHa Bb3apacT. ETo sawo, Cefrom He

ce nperioptHEa Npy Tasy BL3PAcToBa rpyna.

[oauposka npu nayuesmu ¢ HapyweHa 6bopeyHa yHKYUS: Cefpirome ce
EKCKpETUPa OCHOBHO npea GuBpeuuTe. ETo 3aiUo, A03aTa TpAbsa A3 Ce HaMany npu
naumenTy ¢ HapylleHa GuBpeyHa hyHKUMA C Lien KoMneHcmpate Ha no-OasHara

SKCKpeLiua, lMpenoptyBaT ce cnegHuTe So3u

KpearuHuHoB KNUPHLHC Ho3a npu HopManka ObLOpeuHa HyHKIMA

> 50 mlimin 1,0 g BB2 NBTH AHEBHO 2,0 g OBa NLTY JHEBHO




Kopekuus na do3ama
1,0 g HaTosapealla aosa, | 2,0 g HaTosapsaila [oaa,
cneq KoeTo criefl KOETo

50 — 20 mlfmin 0,5 g gBa MbTA QHEBHO 1,0 g AR2 NBTW AHEBHO
20— 5 ml/min 0,5 g BeAHBXK AHEBHO 1,0 g BEOHEXK AHEBHO
< 5 mifmin 0,5g AHeBHO + 0,25 g 1,0 g AHeBHO + 0,56 g
{(xemopuanusanpann HENOCPEACTBEHO Cheg HenocpeacTBEHO Cref
naumeHT) Auanuaa Auanuaa

Hayvun Ha npunoxeHue:

Mumpasenoano uHxekmupare: CbAbPHaHUETO Ha eauH dnakox ot 2,0 g cefpirome
ce paaTeaps ChOTRETHO B 20 m! BoAa 33 MHMEKUMM, CNES KOETO GE UHKEKTMPE B
NPOGBINKEHME Ha 3 — 5 MUHYTV WK HANPaso BbE BEHATA, UMK B AUCTanHUsA OTASN Ha
Kramnmpaxa uHQY3anoHHa cuctema. Mpy nadverTn ¢ 6wBpeuro yepexaate, 0,25 unu

0,5 g cefrom ce pa3TBapAT cLOTBETHO B 2 MM & mi Boga 3a MHXEKUMK.

Kpamxa unmpaeenosHa urghy3ausi: CbibPXKaHNeTo Ha eAnH (nakoH o1 2,0 g
cefpirome ce paateapa B8 100 ml Boga 3a MHKEKLMK, Crief KOETO ce WHysupa B

npogemxeHue Ha 20 — 30 muryTu.

MaraT fia ce USNON3BaT ChIUo 1 criegHuTe WHehy3MoHHK paaTteopy: 0,9% pasteop Ha
HaTpues xnopua, pasTsop Ha Ringer, cTangapTHU eneKTPONUTHU Pa3TBopK, PasTBopK
Ha rroko3a 5 u 10%, 5% paaTeop Ha dpykTo3a, pasTeop Ha 6% rmokosa + 0,9%

HaTPUEB XITOPUE,.

Flopag:un CbAbpXaHWE Ha HanVIf"l B NMPOAYKTa e Heo0GXoaMMo NO BpEME Ha JTeYeHne ga
Ce orpaHuyasa fpueMaHeTo Ha Con G XpaHaTta.

4.3 TipoTBONOKa3zaHus

CBPbXHYBCTEUTENHOCT CPAMO LiethanocnopuHu.

4.4 Crieunanku npenynpexneHus v npennasHu Mepku Apu
ynotpeda

Bnbpeyna chyrkyus: Axo Cefrom ce npunara saefHo ¢ aMuHONIOKo3uAN nii
GpPUMKOBY AVYpPeTULY, TOBa TpsGBa Aa ce npasu npegnaznuso. Mpyu scuuki nogo6HU

cnyyamn Tpsbea ga ce crnefin Ohbpevnara yHKumA.




brbpeyna Hedocmameyrnocm: Noaata Ha Cefrom Tpsbea ha ce aganmvpa cnopeg
KPeaTUHWHOBUS KITMPLHC,

lNcesdomembparoser konum: Mo Bpeme Ha, v cnep NeveHne ¢ aHTuBuoTUUK OT
HAKOMKO pa3anuyHm knaca, ca HaGniogasaxn.criyyan Ha Texka 1 ynoputa avapus. Ts
MOKe 2 NPeAcTaBnABa CUMNTOM Ha NCeBAOMEeMOPaHO3EH KONKUT (B MOBEYETO Cryyan
Arrmkal ce Ha clostridium difiicile), kolito moxe aa Gbae cMbpTOHOCEH, ToBa
YCNoXHEeHMe & PAAKO cpellaHo npu uedanocnopuHute. Mpu chMHEHNs 33
ncesgomemGpaHoseH konuT, Thil KaTo Auardosara ce NoTBbmKEaBa Ypes
CMTMOCKONMA, NeyeHueTo ¢ cefpirome TpAGea He3abasHO Aa ce npekpaTy U ja ce
3anoyHe cneuvtyHa aHTUGKMOTUYHE Tepanus (Hanp. vancomycin man
metronidazole). JlekapcTea NpefUSBUKBAELIN 338PBXKA Ha AederaluATa ca

NPOTUBONOKa3aHW.

Hecobxopgvmo e npesBapuTenHo fa Ce pasnnTa 3a NPeaxoKaally cnyyay Ha

CBPBXYYBCTBUTENHOCT cripAMo GeTa-nakTamHn astuBuoTiun,

Mpunaradeto Ha cefpirome e CTPoOro NPoOTMBONOKa3aHo NPY NMMLA ¢ AaHHK 33
npeaxogeH cnyyail Ha cBpbX4YBCTBMTENHOCT OT HEe3a0aBeH TWN crnpamMo
uedhanocnopiHi. Npy CbMHEHUSA € USKTHMUTENIHO BEXHO NeKapAT Aa NpUCcLCTRE npu

NbpBaTa annuKauns, 3a Aa TPeTUpa SBEHTYaNHa aHatWiakTuiHa peakUms.

Kpucmocana wyecmeatmennocm: Tt Kato B 5 go 10% ot enyyante chllecieyBa
KPBCTOCEHE aNeprns Mexay neHuUMnitHN 1 uedanocnopukn, MpUnaraHeTo Ha
cefpirome TpaGea pa ce NipegnpueNa USKIIDYMTENHO NPEANa3MBo NP MauvexT
CBPBXYYBCTBUTENHW ChpAMO NeHLMIMH. OT nbpBara anfiinkaumns & Heobxoanmo

BHUMATENHO HADNAeHWe.

Peakumute Ha CBPBX4YBCTBATENHOCT (aHadinaKkcysl), NoNyyasaly ce Npy Tesu Asa

Knaca aHTMBMOTALM, MoraT ga 6bljaT TEXKA U S0PV CMBPTOHOCHN.

lMposBara Ha peakuus Ha CBPBLXYYBCTBUTENHOCT Hanara NpekparasaHe Ha

NeYyeH1eTo.

Kpbeuu xomroHesmu: Tpy KypcoBe Ha NEYeHMe C IPOALIIRUTENHOCT noseve ot 10
AHW, TPsIGBa AA ce Creav KpbBHATA KapTUHA U B Chyyall Ha HEYTPONEHUS, NEYEHUETO

TpsiGea ga ce npekpaT.

CHAbPKaHMTO Ha HaTpuil B npoaykTa TpsabBa Aa ce nma npeaswg npu nalueHTy Ha
HUcKoconesa gueTa. B epunH doinakoH ce ceabpka Na — 0.210g, usumcnex cnpsmo

MORNEKYNHOTO MYy TErAao .




45 BsaumogelCTBUA C BPYIY fieKapcTBEeHW NPOAYKTH U APy
chopm Ha B3auMopeicTBUE

Texapcemeenu esaumodedicmeus: Npu cefpirome He ca HaBnoAaBaHn NekapcTEEHM
B3aumopeiicTeus. Benpekn Ye HAMa JokasaTerncrsa B 0GuNaiHNTe TepanesTuiHy
Ao3u cefpirome Aa nosnuaBa oTpuUaTenHo GeBpeynara dyHKums,
LedanocnopuHoBATE aHTUOMOTULIM MOTaT @ NOTeHLMPaT HePOTOKCUYHITE edexTi

Ha& HAKOWU NPOAYKT (Hanp. aMUHOMNIOKO3MAW) TRY egHOBPEMEHHO npunaraHe.

Probenecid Hapywasa 6b6peunus TyGyneH TpaHcdep Ha cefpirome, kaTo no Tosu
HauuH 3abass HeropaTa eXCKpeLms 1 NoBULLIaBa NNE3MEHaTa MY KOHLEHTpaLms,

Hpyau szaumodeiicmeus: B pegku criyuau no BpeMe Ha fneveHue ¢ cefpirome moxe
4a ce nonyuu chaniiveo NoNoKUTENEH pesynTar oT Tecta ha Coombs. MnokoaypusTta
Tpsea Aa ce uscneaBa Ypes eHMMHM METOAW MO BPEME Ha TepanuaTa, Thil KaTo
HEEM3UMHITE PEeSyNnTartit Morar Aa €a (antivieg RONOKUTENHIA.

Cefrom naga cunHa KpeaTMHUMHO-NOA0GHA peaKkiMA MPY N3CNenBaHe Ha KpeaTuHUH Mo
MyKpaTH1a MeTon, 3a nabsareade Ha harnlmBo BUCOKM CTOMHOCTYM Ha KpeaThHUHE, ce
NpenopeYEa M3NoN3IBaHETO Ha EH3UMHW METOAW. AKO TaKMBa ca HELOCTBLIIHU,
B3EMaHETO Ha KPbB TpﬂﬁBa Aa Ce U3BDbPLUBa HENOCPEACTEEHO Npean cneasaara
annvikauns Ha cefpirome, TbI K&TO ako ce CnaseaTr rnpenapeYsaHnTe O3N 1 A030BH
WHTEpEANY, Ce OYaKBa CEepYMHUTE HIMBA Ha cefpirome B Teau MOMeEHTN [a ca nog

rpaduiara npeu3sKeaLa cMyLyeHnda B naﬁopaToprﬁ MeTog.

4.6 [punoxeHue no Bpeme Ha OpPeMeHHOCT U KbpMeHe

In vitro nacrieaBannATa noxasaxa, Ye cefpirome npemMuHaBa Npes YoBeLLKaTa
nnatjenTa. ETo 3awo, Cefrom He Tpsfiea ga ce usnonssa no speme Ha GpeMeHHocT.
OueHkaTa Ha eXCrepurMeHTanHNTE PoYHBaHNS P XVBOTHM HE NOKA3a Npekit i
HEMpeky BPEeAHN eMeKT N0 OTHOILEHWE Ha BL3NPOUIBOACTEOTO, PA3BUMTUETO Ha

eMBpuoHa MNW HINOAE, X042 Ha FecTaums, TIePUHATANHO M NOCTHATANHO pasBuTHe.

Twit kaTo cefpirome ce exckpeTUpa B YOBELUIKATa KbpMa, WAW NeveHneTo ¢ cefpirome

TpABea Aa ce NPeyCTaHOBY, U KBPMEHETO Aa Ce NPeKpaTy.

4,7 BrivaHue BLpXY cnocobHocTTa 3a mwodupaHe u paboTa ¢
MaluwrHN

Hsama panHn Cefrom ga npegu3snkea HapylieHWsl BbpXy cnocoBHOCTTa 3a tadhupaHe

unu pabota ¢ MalnHA.




4.8 Hexenany nekapcTBeHN peakumu

Mo Bpeme Ha niedenne ¢ uedanocnopiHA MoraT fa ce Habniogasar cnegHnTe

HEXenaHu nekapcrseHn peaxkumn:

Peakytiy Ha CapbXYy8cmsUmenHocnT; ANEPTUYHY KOXHN peakuuy: patl, YpTHKapus,
chpbex, MeAVKaMEHTOZHA TRECKa,; TEXKWN OCTPY aneprityHn peakuumn (anadunakcus):
BB3MOXHO & A& ce MoNy4n asfuoefem, SpoHXOCHastM, KOWTO U3MCKBAT CreLUHO
nevgHne, Kakro 1 npu apyrn Uedhanocnopiin, ce chobluaea 3a M3onmpaHn snyyan
Ha Bynoauun peakuun kato erythema multiforme, cnHapom Ha Stevens-Johnson,

TOKCUYHa ennpgepmariHa Hekponuaa.

Edbexmu ebpxy xparocmunamensama cucmema: TafeHe v nospoilane; guapus; 8
MHOro pegki chydau — ncesaomembpaHoseH KonuT (BX. pazgen “"Crneuyvanyn
npegynpexaeHna 1 NpeanasHv Mepky npy ynotpeba”’).

Echexmu sopxy YepHodpobrama gyriyus: MoBMIMEHKS Ha YepHOAPOBHUTE EH3UMN B
cepyma (Hanp. ASAT [GOT], ALAT [GPT), anxanxa thoctharaza), rama GT, LDH
u/mnm GunupyBuH. Tean nabopaToprHy OTKNOHEHWA, KOWTO MOraT Aa ce OGACHAT 1 c
VHbexUMATa, B PEAKM CHIYYaM MOraTt 43 HageMIuaT ABYKDATHO FopHaTa Fpakuya Ha
HOPManHNUA AVanS30H U Aa NPegUsBUKaT KNMHMKA Ha YepHoapoGHO YBpEXEaHE,
06MKHOBEHO XOMNecTasa, HO Hal-vecTo ca 6e3cMMNTOMHN,

Ecpexmu ebpxy 6bbpeqnama hyHkyua: Morat pa ce HabniogasaT nekn NoBULLIEeHYIS
Ha CEPYMHUTE KPEaTUHWUH W Ypesi, HO Te PAAKO Ca NpUYMHa 33 NpeKbCBaHe Ha
JiedeHneTo. B peaky cnyyaun No BpemMe Ha JiedeHne ¢ Apyrv Ledanocnopikv e
Habmonasax yHTEpcTULMaNed Hedput. MHOro pagko € BhaMoXHO € 4a Ce Mony4u

ocTpa Gb6peyHa HeloCTaTbYHOCT.

lIpomeHy 6 kKpBeHUME KOMAOHeHmU; TPoMBOLUMTONEHNST; E03UHOGUNNUA; MHOMQ PHAKO
— XemonuTnyHa ademus. Kakro v npn apymm B-nakramHy antnbuoTuuw, rno epeme Ha
nevenue ¢ cefpirome, 0coBEHO KOTATO CE NpUNara NPOLLIMKATENHD, € BB3MOXKHO Aa
ce pa3sue rpaHyAoLMTONEHNUs 1, B No-peaky cnydan — arpanynouurtosa. Mpu kypcose
Ha nevyenvie no-gunry ot 10 ghw, Tpabea fa ce creay KPLBHATA KapTuHa (BX. pasfen
“CrieuvanHn npeaynpexaeHus v npeanasky mepky npu yrnotpeda”).

fokanyy pearkyuu: Be3nanurento gpasHeHe Ha BeHo3HaTa creHa W Borka B MRcToTo

Ha UHMEKTWPaHe.

Heeponozuynu echekmu: CroBlyana ce 3a HAKOMKO CHyYas Ha Mep4YoEBe. Kakro v npu
Apyri Ledanocnopiki, No Bpeme Ha SigUeH1e G BUCOKM 103K, ocabeHo npu
nauveHTy ¢ Ge6pedHa HEAOCTATBYHOCT, MOXE f1a Bb3HUKHE abpatMa

ertlecanonaTua.




Cynepuschexuus; Kakro u npu apyri uedanocnopuHy, ocofeHo npy NpogemiiTenHe
ripunarade Ha Cefrom, Moxe Aa ce JOCTUIHE 4O PasMHOMABAHE Ha HEYYBCTBUTENHN
MMKPOOPraHU3MK, B TOBa YMCIO MOHWNWNESE (KaHAuA03a). MaKmouMTenHo e BakHo
MHOFOKpPaTHO A CE MPEeOLEeHsABa ChCTOSHMETO Ha nauymenTa. [Mpy Bb3HUKEaHE Ha

BTOpUUHE MHAIEKUMS, TpsiBBa Aa Ce NPELNpUeMaT NOAXOASLIA MEPKM,

Apyeu: HapylieHust Ha BKyca Winnn 0BOHSHUETO CKOPO CRER UHXEKTUPaHE,

rnasofonue, NOBMILEHE TeMNepaTypa.

4.9 [lpegos3upane

B cnyyall Ha npegosupake, No-cnelvanHo npy nauueHt ¢ Gubpeuna
HEeOoCTaTBHMHOCT, MOXKE fia Bb3HuKHe exledthanonaris. OBUKHOBEHO
esuechanonatvata e obparima crep cnagaHe nnasmeHuTe HuBa Ha NpodyKTa.
CepymHuTe HUEA Ha cefpirome MoraT ga ce noHWKaT Ypes NepuToHeanta guannaa n
xemopuanusa. Mpubnuarrento 50% o1 HanU4YHWA B opradn3ma cefpirome ce
NMUHIPE NPK 4-4acoB XeMOAUan3eH ceaHa.

5. ®apmaKosniorMyHm gaHkn

5.1 dapmakoauHamuyHU CBOMCTRA

ATC kog JO1D A3Y

Cefpirome npeficraBnasa GakrepuumieH B-naxramasa-crabuneH LehanocnopuHos
aHTnbuoTuK. Kato B-nakram, Toit feiicTea KaTo HapyLiaBsa CUHTESa Ha OCHOBHUWA
ronkMep Ha BakrepuanHaTa KNeTb4Ha CTeHa, NENTWAOrAuKaH. B Hucku
KOHUEeHTpaum Tl e BakrepuiMaeH cNPAMO VSKNIOUWTENHO WYPOK cnekTsp pam-
oTpUUAaTENHY ¥ [ PaM-NIONOKUTENHA NATOMEHW, Thii KATO MHOM 6LP30 NMPOHWKEa B
KReTBYHATE ¢TeHa Ha BakrepunTe W ¢ ronsam aduHUTeT Ce CBep3ga C TapreTHuTe

eHaMN (NEHMLMNMH-CBBLP3BAIUM POTENHN).

Toea fellle A0Ka3aHO MPY orpomeH Bpoii in vitro uscnegsaHua BLPXY BLETPE0OTHMYHN
1 KOHTaKTHO-BMTOBK NaToreHy rno Uenws CeAT U RocneqHUTE NPoyYBaHUsA He NoKassar
npoMaAHa B npodna Ha YyBCTBUTENHOCT, MHOro LaMOBE PE3UCTEHTHY Ha SPYEW

WHKEKLMOHHN LedanocnopyHi 1 aMMHOMIIOKO3uAK ca YyBcTeuTenty Ha Cefrom.

AHTMDaKTEepHantHa aKTMBHOCT:

[n vitro YyBCTBUTERNHOCT CAPSMO cefpirome NoKassar CNegHNTe MUKPOOPraHnaMM:




Ipam-nonoxumennu: Staphylococcus aureus (BIIHOYUTENHO MEHUHWIVH-PE3NCTEHTHI
1iamMoBe), koarynasa-HeratmeHn Staphylococcus (BKNIOYMTENHO NEHULAMH-
PE3UCTEHTHW, HO HE M METULWNMH-PE3UCTEHTHN Wamoee), Streptococcus [pynun A
(Streptococcus pyocgenes), B (Streptococcus agalactiae), C, F n G, Streptococcus
sanguis, Streptococcus viridans, Streptococcus pneumoniae, Propionibacterium
acnes, Peptostreptococcus anaerobius, Corynebacterium diphteriae, Corynebacterium

pyogenes,Streptococcus mitis.

Mpam-ompuyamennu: Citrobacter, Escherichia coli, Salmonella, Shigella, Klebsiella
YMHAON-NONOXUTENHN 11 HAoN-oTpuUaTenHw), Enterobacter, Hafnia alvei, Serratia,
Proteus mirabilis, Proteus vulgaris, Proteus rettger], Morganella morganii, Providencia,
Yersinia enterocollitica, Pasteurella multocida, Haemophilus influenzae, Haemophilus
ducreyl, Maoraxella catarrhalis, Neisseria meningitidis, Neisseria gonorrhoegae,

Aeromonas hydrophyla.

MoBeveTo WAaMOBe OT CNeHNTE BWIOBE MOKa3BaT in Vitro YyBCTEBUTENHOCT CRPAMO

cefpirome:
Mpam-nonoxumentu: Clostridium.

Mpam-ompuyamennu; Pseudomonas aeruginosa, Pseudomenas (non-aeruginosa),

Bacteroides fragilis (He-p-nakramaaa-obpasysaluyy LLiamoBse).

FloBeveTo LaMOBE OT CReSHUTE BWAIOBE MOKa3BAT in VItro peancTenTHOCT Crpsamo

cefpirome:

Mpam-nonoxumentu: Enterococcus faecium, Listeria monocytogenes, Clostridium
difficile.

Ipam-ompuuamennu: Xanthomonas maltophilla, Fusobacterium varium, Bacteroides

fragilis (B-nakramasa-oGpa3ysatiin BUSOBE).

Cefpirome NOKa3Ba CUHEPTUYHA KTMBHOCT C aMMHOTITIOKO3UWANTE CNPSMO MHOTO

Bakrepui.

WndbeKuun NpeguasikaHy OT CAEAHUTE NaToreHy 651Xa NeKysaxn yeretuHo no Bpeme

Ha KNMHUYHK NPpoyYBaHNA:

Mpam-ronoxumenty: Staphylococcus aureus 1 Koaryrnasa-oTpuuaTenHn
MuKpoopraHuamiy ot euga Staphylococous (Staphylococcus epidermidis,
Staphylococcus saprophyticus, Staphylococcus hominis, Staphylococcus warneri),
XEMONWTUUHN W HEXEMOAMTUYHN CTpenToKokK, Sterptococcus pyogenes (Mpyna A),
CTpenToKoku oF ceporpynu B u F, Sterptococcus pneumoniae, Sterptococcus

agalactiae, crpenTokoku ot rpynarta viridans, Corynebacterium.




Fpam-ompuuamesntuy: Escherichia coli, Enterobacter, uHgon-nonoxurenty u nHaon-
otpuuaTenHn Klebsiella n Proteus, Morganella morganii, Providencia, Citrobacter,
Salmonella, Hagnia alvei, Serratia marcescens, Pasteurella multocida, Haemophilus
influenzae n apyw ot enaa Haemophilus, Moraxella catarrhalis, Neisseria,
Alcaligenes, Pseudomonas aeruginosa v gpyru oy Buaa Pseudomonas, Bacteroides.

5.2 dapMaKoKMHEeTU4YHN CBONCTBa

Buornanuyrocm u abcopbutn: BUOHaNMMHOCTTA e UHTPaMYCKYNHO RpUroKeHue

Getue Hag 90%.

Pasanpedenenua: CpeaHOTO MIKOBO (Csmin} CEPYMHO HVBO CREA SRHOKPATHO
WHTPaBEHO3HO fo3upane Ha 1,0 g Gewwe 80-80 mg/l. dapmakokuHeTukaTa belie [o3o-
nuueiida. OBemsT Ha pasnpegeneHue Gewe 14-19 |. Cnes MHOFOKPaTHO BO3MpaHe He
ce otBenssa KymynupaHe. ENMMUHELIMOHHMAT NONY:UMBOT B cepyma Gewe 1,8-2,2
yaca, CBbP3EEHETO CBE CEpyMHUTE npotenHn Gewe nog 10% u Gelwe po3o-
Heaaeucumo. Betie Habnogasano 6bp30 NPOHMKBAHE B CNEAHWTE ThKaHU U TeYHOCTW

Ha opraHnama:

ThKaH/TeUHOCT Hosa CpeghHa TwkaH : Cepym nnu
(a) KOHLEHTpauus TEYHOCT : CEPYMHO
CLOTHOWEHNE

2h <8h 12h 2h <8 h 12h

Twian (ma/kg)

Mpoctata 1,0 12,9 6,1 1,7 0,3 04 06
BpoHxuwanHa

nurasuya 1,0 33,0 15,7 - 06 06 -

Teunocm (mg/)

MHTepcThLmManHa: 1,0 32,9 13,3 2,9 1,9 2,3 3,0
MepuroneanHa 1,0 46,3 10,6 - 1,1 1,0 -
MeHuHr:

— Bb3ananeHn 2,0 2,7 3,5, 2,3 0,05 0,9 07
— HebsbananeHu 2,0 0,5 0,8 - 0,01 0,13 -

MukoBUTE NNasmeln HuBa Baxa Hag MIC npu 4ecTe cpelllaHuTe NaToreHu.

Buomparchopmayus u excipeyus: Cefpirome ce enMMuHMpa 0CHOBHA Hpe3s
6L6petmTe; 80-90% OT NPUIOXKEHVS IPOAYKT C& OTKPKBA B ypuHaTa. PaanoaktmeHo

Bensn3aHoTo BELLECTBO OTHETEHO B YpUHATA Ge CheToetle oT 98-99% HenpomeHeH
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Cefpirome. [Mpubnusutento 30% ot po3arta ot 1,0g ce enMuHMpalle Ypes

XeMopuannaa.

Ocobenu apynu:

Jluya e Haripedrana ewx3pacm (> 65 200uHu): Cemin CEPYMHOTO HUBO CRefs,
efHokpaTHa aosa ot 2,0 g npy 3apasy MAUa B HanpeaHana Bbapact Bewe 174 mafl.
EnyMuBaumMosHUsT NONYXUBOT B cepyma Belue 3,4 yaca, a ekckpeunaTta B ypuHara
Ha HenpomeHeHust NpoayKT Gewwe 71% cneg 24 vaca. MNpy nauweHTV Hag 85 rogubg,
Csmin CNeg uHTpaseHosHy aosn ot 1,0 1 2,0 g se3nese cwoTeeTHO Ha 127,71 1 231,1
mg/l. EnMMUHALMOHHINTE NONYXUBOTN cried ceiuuTe fo3u Bsxa cboteeTHO 4,4+ 14 1

4,5 % 1,6 yaca.

Mauyuenmu ¢ 6ubpeYHy HapyweHUs: CpeaHuTe enuMUHALMONHY MONYKUMBOTH chReq
eAHOKpaTHY A02K 0T 2,0 g MHTPaBEHO3HO NPY NaUWEHTY C Pa3NUYHKM CTENEHN Ha

6:6peyHo HapyLleHwe Baxa kakTo cnegea:

KpeatuHnHoB knupsHe (ml/min)
> 50 20-50 10-20 <10
EnnMUHaLMoHEH
nonyxueot (h) 26 9,2 9,8 14,5

Kopexiu Ha foaara ca Heobxoaumn camo Npu naumeHTn ¢ 6e6peyny Hapyluelns ¢

HMBA Ha KPEaTUHWHOBMA KNpBHC niog 50 mifmin..

5.3 [MpenknuEUYHK AaHHK 3a De3onacHocCT

Hawma oTHOWeRNe.

6. PapmaueBTUYHM BaHHU

6.1 CHucHK Ha NOMOWHUTE BellecTBa

Sodium carbonate anhydrous - 0.484 g

6.2 HectBMecTUMOCTH

Cefrom He TpaGea Aa ce npunara B pasTeop Ha HaTpues GukapboHart.

Cefpirome He TpsbBa fa ce cMecBa B €4Ha CPYHLIOBKA G ARy antnbnoTuum. Tosa

ce OTHacs 0coBeHo 3a aMmUHOTAIKINGN.
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6.3 Cpok Ha rogHoct
3 ropvHK — HeoTBOPEH haKoH.

Pazmeopeto seuwjecmeo: o 24 yaca B XIagunHuK. 3a AoNbRHUTENHN NoapoSHOCTY,
BX. pasnen “CrneymanHit yCnosus Ha ckXpaHeHue” no-gony.

6.4 ChenuarnHu ycnoBuUs Ha cCbXpalenue

Fomoes npodyxkm: TOTOBUAT NPOAYKT (cTepunHoTe npaxoobpasHo sellecTso} Tpabsa
Aa ce cbxpaHsea nog 25°C. [1a ce na3u ot cBeTnuHa. Chep ChxpaHeHne e BE3MOKHG
Aa ce Nony4n UIBECTHO MHTEH3NMUMpaHe Ha LiseTa. Ako oBaye ce cnaseat
NpEeNOPEYSHATE YCIOBKUS Ha ChXpaHeRve, TOBa He & NPUSHAaK Ha MpoMAHa B
MOLUHOGCTTA MnY Be3onacHocTTa,

Pasmeopero sewecmso; B cwoTeeTcTBME C fobpara dhapMalesTyyHa NpakTnka, 3a
npegnoYMTaHe e Aa ce W3INoN3IBaT NPACHO NPUroTBeHn pasteopu Ha Cefrom. Cefrom
MOXKE 2 Ce CbXpPaHsaBa B NpoAbLINKeHve Ha Ao 24 vaca (2-8°C), korato & pasTeopeH

BBLB BOAA 32 NHxeKUur BP.

Cefrom e CLBMECTVM € HAKOW ApYrv YecTo YnoTpebasaHit MHTpaBeHo3HW pasTeopy 1
3anassa 3aA0BONUTENHA MOLIKOCT B MPOALIMKEHNE Ha 50 24 yaca B xnagunHuk (2-

8°C) B criejHUTE PasTBOpU:

Bopa 3a unrxekuun BP

0,9% HaTpwes Xnopua 3a UHXEeKLMU
5% pasTBOp Ha IToKo3a

10% pas3TEOp Ha rAoKo3a

5% pasTBop Ha hpyKTo3a

Paareop Ha Ringer BPC

MMp¥ chXpaHeHue Ha PasTBOPEHOTO BELIECTED & BLaMOXHO fia C& MONy4M M3BECTHO
UHTeHsMUUMpaHe Ha useTa. Ako obade ce cnassar npenopbyannTe YCroeus Ha
CBXDaHEHWE, TOBA HE € NPUIHEK Ha NPOoMsHa B MOLLHOGTTa Mnv GesonacHocTTa.

Sacera HAM2 HanudHa UHdoPMaLMs, NOBSBEXALILE CMEeCBaHETO Ha PasTBOPEHNA
Cefrom ¢ kakeuTo 1 A2 Guno aApyr NekapcTea Wi WHYINoHHN pa3sTeopY OCBEH

nabpoeHuTe.

6.5 Bwupo v cbobpiaHue Ha OfakoBKaTa

Cyxata cybcraHuus 3a pasteapsaHe Cefrom ce npeanara B Crbinesy Tun il ginakokn

€ TYMEHU 3anyLuankv ¢ nokpuTie, 3anevyarady ¢ anyMuHueBsn Kanadku,

BTopuuHa onakoeka — KapToHeHa KyTus X 1 dnakoH; x 5.
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6.6 VYkazaHus 3a ynotpebdba/pabota

drakoHUTE Ce 3aneYyaTBaT Mpw NeKo OTPMLETENHe HansaraHe, CTpyuUaTenHoTo
HanfAraHe ynecHsaea npubaesHeTo Ha pasteoputens. Mpy cMecsaHe Ha
pasTeopuTens K cyxaTta cyOCcTaHLns Ce OTAENs BLINeponeH ABYOKNC U HanmsaraHeTo
ce NoBMILIaBa. PasTEOPLT MOXE fa CbAbpNa MEXYPUETa BbrAeposeH ABYOKVC, HO T
He ce OTpa3fBaT OTPULaTENHO BePXY edektveHocTTa. [P NPUIOTBAHE Ha
MHCHY3MOHHKS PasTEOP, (PNaKoHUTE CLALPMKALLM PasTBOPUTENSA 1 CyxaTa CybcTaHumMA
TpsbBa ga ce SBPKAT XOPW3OHTAIHO 1 urharta TpabBa aa ce sbeefe Hbpao.

Mpv pasTeapsHe Ha cefpirome ¢e nonyvasa edepsecleHUs W c& Hanara nakoHbT
Aa 6ve BHUMATENHO paskiareHs HacTpaHu B NpoAbLIPKeHNe Ha OKoMo 1 MuHYTa
npequ MeERHOTO pasTeapaHe Ha cefpirome.

7. Vime u agpec Ha npuTeXaTens Ha paspelleHUeTo 3a
yrioTpeba

Aventis Pharma Deutschiand Gmbh D-65926 Frankfurt am Main Germany

FipounzBoputenu:

Aventis Pharma Deutschland Gmbh D-85926 Frankfurt am Main Germany

Patheon UK Limited , Kinglisher Drive Cavingham Swiindon,Wiltshire SN3
5BZ,England

8. PeructpauMoHeH HOMED B permcTLpa

Cefrom 2 g IV 3a uHxekum 980 0226 / 04 08 1998

9, [lara Ha MbPBOTO paspelicHKe 3a ynoTpeba
InofHOBsiBaHe Ha paspeutesmneto/

Cefrom 2 g 1V 3a unaxermn 04 08 1998

HaTa Ha (yacTnyKaTa) pefakumns Ha TeKeTa

Mapt 2002




