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KPATKA XAPAKTEPMCTVIKA HA
NMPOAYKTA

1. THLpProBcko HaumeHoBaHue Ha NneKkapcTBeHUA NPOAYKT
CEFROM 1 g powdaer for solution for infusion

LUE®POM 1 g npax 3a uHpy3nOHEH Pa3TBOP

2. KonuuyecrBeH U KayeCcTBeH CbCTaB
Enux dnakoH ceabpxa 1.191g cefpirome sulphate,otrosapaw Ha 1.0g cefpirome
3. JlekapcTBeHa popma

MNpax 3a UHPY3UOHEH Pa3TBOP

4. KnNnuHUYHU DaHHW

4.1 TepaneBTUYHM NOKa3aHUA

Cefrom e noka3saH 3a neyeHue Ha UHdekuun, WK npean naeHTudnuupaHe Ha
WHDEKTUPALLUA OPraHMabm, UK KOraTo ¢a npeaussukany ot Dakrepun ¢ yctaHoseHa
JYBCTBUTENHOCT KAKTO cneaBa.

Unchexuuu Ha donnume omdenu Ha QuxamesnHume nbmutya (6POHXONHEBMOHUSA U
nobapHa NHEBMOHKA).

YenoxHerHu uHgexyuu Ha 20pHume (nnenoHedpur) u donHume omaoesnu Ha
omoenumenHama cucmema.

KoxHU U MeKOMbKaHHU uHgeKyuu (LenynuT, KoxHu abclecu n paHesn uHpekLum).
VHcbekiuu npu HeymponeHuyHU nayueHmu.
Bakmepuemus/cenmulieMus.

Toxxku uHghbexyuu OT TUNa Ha ropenabpoeHuTe, NPU KPUTUYHO 60
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4.2 [lo3npoBKa U HaAYMH Ha NpUNoXeHue

Cefrom TpsbBa ga ce npunara napeHTepanHo, Kato 403WPOBKATa, HAYUHDBT Ha
NPUNOXEeHNWe U NPOABIIKMTENHOCTTa Ha NNeHYEHNETO 3aBUCAT OT TeXeCTTa Ha

WHdEeKLUATa, YYBCTBUTENHOCTTA Ha NaToOreHuTe, CbCTOAHNETO Ha NaLneHTa n
GubpeyHara dyHKUUR. 3a ymepeHHn A0 TEXKM UHDEKLUK NPU NaLIMEHTU C HOpManHa
 GbbpeuHa yHKLMA e NPenopLYBaT CNEAHNTE A03MPOBKM:

Toka3aHue EnunnvNa 03a | [030B uHTepBan | O6uia AHeBHA
(9) (vacoBe) Ao3a (g)
YCNOXHEHU MHEKLMM Ha [ 1,0 12 2,0
rOpHNA W AOMHWA OTAENM Ha
| oTaenuTenHarta cucTema

" KOXHW M MEKOTLKAHHM 1,0 12 2,0
nHeKLKUH
VIHGEKLUMW Ha AONHUTE OTASNM 1,0 1nn 2,0 12 2.0 unu 4,0
Ha QUIXaTenHWTe NbBTUWA

" BakTepuemus/cenTALEeMus 1 2,0 12 4.0
TENKN UH(EKLWN
VIH(EKLMM NP NaLMEHTH C 2,0 12 4,0
HEYTPONEHVA

. [py MHOTO TEXKK Cny4au Ha HGEKLWN Ha oTAeNnuTenHaTa cucTema, koxara u

' MeKuTe TbKaHW, EAUHKYHATA 4038 MOXeE Aa ce yBenuyn 30 2,0 g.

Juya e HanpedHana eb3pacm: He ce Hanara kopekUuAa Ha A03aTa, OCBEH ako He

Hanuue 6u6peuHo yBpexgaHe.

[eua: Hama focTaTb4YHO MHhOPMaUWs, B3 OCHOBa Ha KOATO Aa ce onpeaenu

noaxonsiy 40308 PEXWUM NPy geua noa 12-roguwuHa Bu3pacT. ETo sawo, Cefrom He
" 'ce npenopeyEa Npy T3k BL3PAcToBa rpyna.

a Losuposeka npu nayueHmu ¢ HapyweHa 6vbpeyra ghyHkyus: Cefpirome ce
| éxcnpe'mpa OCHOBHO npe3 Ov6peuuTe. ETO 3awo, go3ata TpAGBa Aa ce Hamanu npu
naumeHTy ¢ HapyweHa 6x6peuHa (hyHKUMA C Lien KOMNeHcupaHe Ha no-6aeHaTa
ekckpeuus. [penopbyBar ce cnegHuTe Q03N

[ Kpearnnunos KnupbHE

[ > 50 miimin

Jo3a npu HOpManna gyﬁpaﬂui thyHKLMA
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Kopexyus Ha do3zama

1,0 g HaTOBapBalla fo03a,

2,0 g HaToBapealla ao3a,

cnep Koerto chep KOeTo
| 50 — 20 mi/min 0,5 g ABa NbTK gHEBHO 1,0 g ABA NbTU [HEBHO
[ 20 — 5 mi/imin o 0,5 g BEAHLX AHEBHO 1,0 g BEAHBXK AHEBHO
< 5 ml/min ] 0,5 g aHeBHO + 0,25 g 1,0 g aHeBHO + 0,5 g
(xeMoaManusanparu HenocpeACTBeHO crnepn HeNoCpeACTBEHO cnej,
| naumenTh) Ananusa Ananuaa
Hayun Ha npunoxenue:

UHmpaseHO3HO uHxekmupaHe. CbabpXaHneTo Ha eauH gnakot ot 1,0 g cefpirome

ce pa3TBapA ¢boTBeTHO B 10 ml BOAa 3a MHXeKLMK, cnep KOeTO Ce UHXEKTWPa B

. NPOABLIDKEHUE Ha 3 — 5 MUHYTV UK HanpaBo BbB BeHaTa, WK B AUCTaNHUA OTAEN Ha

. Knamnupara undy3anorHa cuctema. Mpu nauneHTn ¢ 6uEpeyHo yepexaare, 0,25 nnn

0,5 g cefrom ce pa3TeapaT CLOTBETHO B 2 Unu 5 ml BoAa 32 MHXEKLUH.

Kpamxa unmpaeeHosHa uHgysus: CbabpXKaHUeTo Ha eaviH (pnakod o1 1,0 g

cefpirome ce pasTeapa 8 100 ml Bojja 32 UHXEKUWM, Criep KOeTo Ce MHy3upa B

npoabxkeHue Ha 20 — 30 MUHYTW.

,. MoraT Aa ce M3non3BaT CbLo M cneaHNTe MHY3UOHHW pasTeopu: 0,8% pasTeop Ha

' HaTPUeB X10pUA, PasTBOp Ha Ringer, CTaHABPTHN ENEKTPONUTHM PaSTEOPH, PaITBOP

Ha rnioKo3a 5 u 10%, 5% pasTteop Ha pyKTo3a, pasTeop Ha 6% rnokosza + 0,9%

- HaTpueB XNOpUA.

4.3 TlpoTuBOoNOKa3aHUs

Caphmyac'ramenl-lom CNpAMO LieanocnopuHK.

4.4 Cneuwnanuu npeaynpexaneH1Usa U npeana3Hn Mepku npmu

ynotpeba

Bvbpeuxa gynxyus: Axo Cefrom ce npunara 3aegHo ¢ aMUHOTNIOKO3NAW UK

- Op¥MKOBW AnypeTiun, ToBa TpAGBa Aa ce npaswu fpeanasnueo. MNpu Bcyku NogoOHK

- cnyvav TpaGBa Aa ce cneav 6u6peuHaTa pyHKUMA.

Bn6peuna HedocmamuyHocm: [losata Ha Cefrom TpaGBea Aa ce agantipa CRopeA

KpeaTUHUHOBUS KIUPBHC.
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hceeﬂomuﬁpaﬁoseﬁ konum: Mo BpeMe Ha, U cnep neyeHue ¢ aHTUGMOTULM OT
HAKONKO pasnUYHK Knaca, ca HabnwaasaHu cny4vay Ha Texka u ynopvuta auapus. TS
MOXe Aa npeacraBnsBa CUMATOM Ha ncesaomemOpaHo3eH KOnuUT (B NOBEMETO Cryvau
Avmkaly ce Ha clostridium difficile), koitTo Moxe Aa 6bae CMBPTOHOCEH. ToBa

- YCNOXHeHUe e pAAKO cpellaHo npuy tedanocnopuruTe. lNpu CeMHeHuA 3a
o nlgeanouemﬁpauoaeu KONUT, Tbi KaTO Anardosarta ce NOTBLpKAasa Ypes
: :. ‘CArMOcCKONuA, nevernneTo ¢ cefpirome TpaGBa He3abaBHO Aa ce npekpaTy U ja ce
ﬁnouﬁe cneuncguyHa aHTubrnoTuyHa Trepanua (Hanp. vancomycin wnu
metronidazole). MpenapaTute npeAW3BUKBALLM 3aapbXKa Ha aedekaynuaTa ca
NPOTUBONOKA3aHM.

HeoGxoaumo e npeasapvTesnHo Aa ce pasnuTa 3a npeaxoxaaly cnyvau Ha
| capbquamamenﬂocr cnpsMo HDeTa-nakraMHu aHTUOMOTULM.

" MpunaraHeTo Ha cefpirome e CTPOro NPOTUBONOKA3aHo NPU NMUA C AaHHK 3a
npeaxoAeH cnyJail Ha CBPBXHYBCTBUTENHOCT OT He3abaBeH Tun CnpaAMo
yecdanocnopuHw. Npu CbMHEHWA € U3KNIOYUTENHO BAXHO NEKapAT Aa NpUCLCTBA Npy
NMbpBaTa annukauus, 3a aa Tpetupa eBeHTyanHa aHaunakTuiHa peakuus.

- Kpbemocana yyacmeumennocm: Toil kaTo B S fo 10% ot cnyyauTe chllecTeysa
| xp'scTocaHa aneprua Mexay NEHLMINHM 1 vedanocnopuHi, npunaraHeTo Ha
cefpirome TpabGBa aa ce npeanpueMa WIKNIOYUTENHO NPeaANasnNUeo Npu NauueHTy
cépuquacrawrenuu cnpAMO neHuuunul. OT nepeara annukauva e Heobxoaumo
BHUMaTenHo HabnoaeHue.

PeakuunTe Ha CBPbXYYBCTBUTENHOCT (aHachunakcua), Nonyyasalln ce npu Te3u 4sa
knaca aHTUGHoTHUN, MoraT Aa ObAaaT TEXKK U AOPU CMBPTOHOCHM.

. MNpoRAsaTa Ha peakuns Ha CBPbX4YyBCTBUTENHOCT Hanara npekpaTABaHe Ha
nevyeHneTo.

KpveHu komnoHeHmu: Tpy KypcoBe Ha nNeYeHue ¢ NpoaAbNXUTENHOCT noseue ot 10
AHn, Tpsbea aa Ce Cneay KPLBHATa KapTHHA M B CNYYail Ha HEYTPONEHUs!, NEYEHUeTO
TpAGBa Aa ce npeKkpaTu.

CuAbPKaHKTO Ha HaTpWiA B8 npoaykTa Tpabea aa ce Ma Npeaena Npu NaUUeHTH Ha

" Huckoconesa aveta. B eauH conakoH ce cbabpxa Na - 0. 105 g, nsuucneH cnpamo

MOSEKYNHOTO MY Terno.

4.5 B3anMonencTsBuA C APYru nNexapcTBeHu NPOAYKTU U APYrA
cbopmu Ha B3aMMOAGHCTBHE "'" T
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Ao3u cefpirdme Aa nosnuAsa otpuyarenHo 6rbpeynarta pyHKUWS,
- yecbanocnopuHoOBMTE aHTUBMOTULM MOTaT Aa NOTeHUMpaT HeIPOTOKCUYHUTE edeKTH
| . Ha Hai;ou NPOAYKTY (Hanp. aMUHOrMOKO3WAK) NPU eAHOBPEMEHHO NpunaraHe.

Probenecid Hapywasa 6u6peunns TybyneH TpaHcdep Ha cefpirome, kaTo no To3un
'HauyuH 3afaps HerosaTa excKpeuus v NoBuwWaBa NnasmeHaTa My KOHUEeHTpauus.

Hpyau a3aumodelicmsusn. B peaku cnyyau no speme Ha neveHue ¢ cefpirome moxe
Aa ce nNonyyu hanumeo NONOXKUTENEH pe3ynTar oT Tecta Ha Coombs. [noKko3ypusTa
. TprCBba Aa ce uacneapa Jupes eH3WMHU METOAW NO BPeMe Ha TepanuaTa, Thit KaTo

. HE@HSUMHUTE Pe3yNTaTV MOraT Aa ca hanwnao NONOXUTENHN,

Cefrom AaBa CUNHA KpeaTuHUHO-NOROOHA peakums npu nscneaBaHe Ka KpeaTtuHUH No
nUKpaTHUA MeToa. 3a usbsarsaHe Ha danso BUCOKW CTOMHOCTU Ha KpeaTUHWUHA, ce
NpenopbYBa M3NON3BAHETO HA EH3UMHWU MeTOAK. AKO TaKUBa Ca HEJOCTBIMHY,
B3eMAHeTO Ha KpbB TpAabBa Aa ce U3BbpLIBA HENOCPEACTBEHO NPEeAn cneaeawiaTa

' annukauua Ha cefpirome, Thit kaTo ako ce Cnassar NPenopbYBaHNTE A03U U 1030BK

| MHTEpBanK, Ce O4aKBa CepyMHUTE HuBa Ha cefpirome B Tean MOMEHTH Aa ca noA
rpaHnuaTa npeav3syKBalla cMyLeHua B nabopaTtopHUAa METOA.

4.6 lMpunoxeHue No BpeMe Ha OPEeMEHHOCT U KbpMeHe

in vitro nacneaBaHWATa Nokasaxa, Ye cefpirome npeMuHaBa nNpe3 YoBewlkaTa

. nnauenTa. ETo 3aulo, Cefrom He TpsGBa ga ce U3nonsea no Bpeme Ha OpemMeHHOCT.
| OLIEHICETE Ha eKCNepUMEHTANHUTE NPOYYBAHUA NPW XXMBOTHW HE NOKa3a NPEKN Unu

HEHPBI(H BpeAHU edekTv No OTHOLIEHWE Ha Bb3NPOU3BOACTBOTO, PasBUTMETO Ha

emGpuoHa WnKM NNo4a, X04a Ha rectayus, NepuHaTanHo U NOCTHaTanHo passuTue.

Tui kaTo cefpirome ce eKkckpeTupa B YoBeLlKaTa KepMa, un neveHnerto ¢ cefpirome
TpaGBa Aa ce NpeycTaHoBW, NNK KbPMEHETO Aa Ce npekparty.

.

47 Bnusiiue BbpXy cnocobnocTTa 3a wodupaHe U paborta ¢
. MaWuHW

Hama naxHu Cefrom fa npeavasuksa HapylueHUn Bbpxy cnocobHocTTa 3a wodmpaHe
wnu padoTa ¢ MawluHu.

43 Hexenanu nekapcTBeHW peakumm

Mo Bpeme Ha nevexne ¢ LeanocnopuHM MorarT Aa ce HabnioAasar cneaxuTe
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. Peakyuu Ha cepbXyyecmeumenHocm: ANepriuHu KOKHU peakuuu: pall, ypTUKapus,
CbpOex, MeAUKaMEHTO3Ha TpPecKa; TeXKU OCTPU anepruyHy peakuuvmn (aHadunakcms):
Bb3IMOXHO € 1a Ce Nony4u aHrmoeaeM, OpoHXoCcnassbM, KOUTO U3UCKBAT CRELUHO
nevenue. Kakro v npu Apyry uedanocnoputy, ce croblyasa 3a N3onnpaxu cryvan

~ Ha OynoaHu peakiium kaTo erythema multiforme, cuHapom Ha Stevens-Johnson,
 TOKCWYHa eNnnaepManHa Hekponuaa.

- Eghexmu enpxy xparocmunamennama cucmema: FafieHe v NnospbllaHe; avapus; B
MHOMO peaku cnyvyayu — ncespomeMbpaHO3eH KonuT (BXK. pasgen “CnenunanHu
npeaynpexxaeHua v npeanasHu Mepku npu ynotpeba”).

Ecbexmu eppxy YepHoOpobHama pyHKyus: NOBULLEHKA Ha YePHOAPOOHNTE EH3UMU B
.cepyma (Hanp. ASAT [GOT), ALAT [GPT), ankanHa ¢ocgaTasa), rama GT, LDH

| wunun SunupyOuH. Teau nabopaTopHW OTKNOHEHWA, KOUTO MoraT ga ce ODACHAT U ¢
HPEKLUMATA, B PeAKW Cny4Yan MoraT Aa HageuwiaT ABYKpaTHO ropHaTta rpaHuua Ha
HOPMAaNTHNS AManasoH U Ja NPeAN3BMKaT KNMHMKA Ha YepHoapoBHO yBpexaaHe,
obukHOBEHO XonecTasa, HO HalW-4ecTO ca Oe3CMMNTOMHM.

Egexmu ebpxy 6bbpeynama pyHkyua: Morat ga ce HabnioaaeaT neku NoBULLIEHUA
“Ha CepYMHUTE KPeaTUHMH U YpeR, HO Te PAAKO Ca NPUYKHA 33 NpeKLCBaHe Ha
neverueto. B peiKu cnydau no BpeMe Ha neueHune ¢ Apyru LeanocnopuHu €
HabnwaasaH UHTepcTUuLnanex Hedput. MHOro PAAKO @ BL3MOXHO € Aa ce Nony4v
ocTpa 6b0peyHa HeaOCTaTBYHOCT.

FlpoMeHU 8 KpBbBHUMEe KOMNOHeHMU: TPOMOOLUTONEHUA; 803UHOMUNKA; MHOTO PAAKO
— XeMONUTUYHA aHemus. Kakto n npu apyru -nakramiy aHtTubuoTum, no Bpeme Ha

. neveHwue ¢ cefpirome, ocoSeHo KoraTo ce npunara npoAbINKUTENHO, € BB3MOXHO Aa

- ce péasue rpaHynouuToONeHUA K1, B NO-PeaKN cnyvyau — arpaHynouuTosa. Npu Kypcoee
Ha neveHne no-Abnru ot 10 AHK, TpsGBa Aa ce cneaw KPbLBHATA KAPTUHA (BX. pasaen
“CneuuanHu npeaynpexaeHun u npeanasHu Mepku npu ynotpeba’).

JlokanHu peakyuu: BbananutenHo fpa3sHeHe Ha BeHo3HaTa cTeHa u Bonka B MACTOTO
Ha ucheKmpaHe

Heeponoeuuﬂu echbexmu. Ceobllasa ce 3a HAKONKO cny4yan Ha ropuoBe. KakTto v npu
Apyty LedanocnopuHu, No BpeMe Ha nevyeHne ¢ BUCOKU 403N, ocoOeHo npu
nauneHTtv ¢ 6vbpeyHa HeAOCTaTBLYHOCT, MOXKEe Aa Bb3HUKHE obpaTuma
eHuedanonaTus.

Cynepurcbexyun: Kakro v npu apyrv uedanocnopuHu, 0coGeHo npu npoabIKUTENHO
npunaraqe Ha Cefrom, Moxe aa ce gocTnrHe o pasMHOXaBaHe:- Ha HQHQCTBMTenHu
© " MAKPQOPraHW3MW, B TOBA MUCNIO MOHUNWA3a (KaH.qu.qoag} Vlaunmqmg‘nug‘e BaXKHO
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:;T_;'-.MHorOKpaTHo Aa Ce NpeoLieHNABa CbCTOSHUETO Ha nauveHTa. Npu Bb3HUKBAHE Ha
BTOpUvHa uHdpekuyun, TpsabGea Aa ce npegnpueMaTt NOAXOAALLN MEPKU.

Lpyeu: HapyweHun Ha Bkyca U/unu oGOHAHUETO CKOPO Cnea UHXEKTUpaHe,
rnasobonue, NOBMILEHA TeMnepaTypa.

. ._-4 9 [llpenosmpaHe

B c.ny'-laﬁ Ha npefosupaHe, no-cneyxanto npu nauueHT ¢ OubpeyHa
HeA0CTaTbYHOCT, MOXe a Bb3HuKHe eruedanonatua. OOUKHOBEHO
eHuedanonaTusTa € obparuMa cneg cnagase nnasMeHuTe HUBa Ha NPoAayKTa.
CepymHWTe HMBA Ha cefpirome MoraT ga ce NOHWXKaT Ypes NePUTOHeaNHa AManuaa u
xemoananusa. NpubnusurenHo 50% ot HanNnKM4YHKA B opraHuama cefpirome ce

. @NMMMHMpA NpU 4-4acoB XeMoauanu3eH Ceanc.

5. Cbapmaxonoruquu AaHHW

5.1 dapmakoguHaMU4iHK CBOUCTBA

ATC kop JO1D A37

Cefpirome npeacraenssa 6akTepyunaeH B-nakramMasa-cTabuneH LiedhanocnopuHoB

aHTUBMOTUK. KaTo B-naKram, Toi geicTBa KaTo Hapyllasa CUHTe3a Ha OCHOBHUA
nonvMmep Ha SakTepuarnHara KneTb4Ha cTeHa, NenTnaornvkaH. B HUCKK
KOHUEeHTpaluy Tol e DakTepuumaeH CnpaMo U3KNIOMUTENHO mnpbu cnekTop Npam-
oTpULIaTeNHN U ['pam-nNosIoKUTENHN NartoreHn, Tbid KaTo MHoro 5Lp3o NpoHukBea B
KNETHYHATA CTeHa Ha GakrepuuTe U C ronaMm abuHUTET ce CBbLP3Ba C TapreTHUTe
€H3UMK (NeHUUWNUH-CBBP3BALLU NPOTENHM).

Tosa Gewe AoKkazaHo nNpu orpoMmeH 6poi in vitro nacneasaHlua BLPXY BETPeOONHUYHU
W KOHTaKTHO-OUTOBW NATOreHn No Lenusa CBRT U NoOCNeaHWTE NPOYyYBaHMA HE NOKa3BaT
NPOMAHA B Npoduna Ha YyBCTBUTENHOCT. MHOMO LLiaMOBe pe3nMCTEeHTHU Ha ApYyriA
MHKEKUMOHHY LiechanoCnopuHi MIitM aMWHOTNIOKO3WAM ca vyBcTBUTENHW Ha Cefrom.

- AnTuOakTepuanHa aKTUBHOCT:

In vitro YyBCTBUTENHOCT cnpsimo cefpirome nokasear chefHUTe MUKPOOPraHu3MH:

pam-nonoxumenru: Staphylococcus aureus (BKNIOMUTENHO NEeHULUNMH- peancTeHTHu
LLiamoBe), koarynasa-HeratusHu Staphylococcus (anloquTeJ)HcS neuuu.nmﬁ

PE3UCTEHTHH, HO HE U METULIMNNKH-PE3NCTEHTHMN u.la|'..l|l::uB&),/Siﬁ;ptf::rc:t:u;c:u$\I4b ﬁ%ﬁi{l A
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sanguis, Streptococcus viridans, Streptococcus pneumoniae, Propionibacterium
acnes, Peptostreptococcus anaerobius, Corynebacterium diphteriae, Corynebacterium
. pyogenes,Streptococcus mitis.

v _. I' paM-ompuyamenHu: Citrobacter, Escherichia coli, Salmonella, Shigella, Klebsiella
JMHAON-NONOXUTENHN ¥ uHaon-oTpuuatentn), Enterobacter, Hafnia alvei, Serratia,
Proteus mirabilis, Proteus vulgaris, Proteus rettgeri, Morganella morganii, Providencia,
Yersinia enterocollitica, Pasteurella multocida, Haemophilus influenzae, Haemophilus
ducreyi, Moraxella catarrhalis, Neisseria meningitidis, Neisseria gonorrhoeae,

- Aeromonas hydrophyla.

MNoseveTo WamMoBe OT CNeAHUTE BKA0BE NOKassar in vitro YyBCTBMTENHOCT CNPAMO
cefpirome:

 pam-nonoxumendu: Clostridium.

Mbam-ompuyamentu: Pseudomonas aeruginosa, Pseudomonas (non-aeruginosa),
Bacteroides fragilis (He-B-nakramasa-oGpasysaliy Ljamose).

MoseyeTo LWamMoBe OT CnegHWTe BuaOBE NOKa3BaT in Vitro Pe3sUCTeHTHOCT CnpaAmo
cefpirome;

Ipam-nonoxumennu: Enterococcus faecium, Listeria monocytogenes, Clostridium
difficile.

Fpau-cmpuuamenuu Xanthomonas maltophilla, Fusobacterium varium, Bacteroides
fragllls (B-naucramaaa—cﬁpaayaamu BUGOBE).

Cefpirome nokassa cUHepruyHa akTMBHOCT C aMWHOrNIOKO3NANUTE CNPAMO MHOTO
Gakrepun.

WHbeKUun Npean3BuKkaHn oT cnegHuTe natoreHn 6axa nekysaHu yenewHo no BpeMe
- Ha KMHUYHU NPOY|BaHNA:

| F pau-ncncmumennu Staphylococcus aureus U koarynasa-oTpuuaresnHu
MUKPOOPprannamm o1 Busa Staphylococcus (Staphylococcus epidermidis,
Staphylococcus saprophyticus, Staphylococcus hominis, Staphylococcus warneri),
XEMOMUTUYHM M HEXEMONUTHUHWU CTPEeNnTOKOKK, Sterptococcus pyogenes (pyna A),
CTPenToKoKU oT ceporpynu B u F, Sterptococcus pneumoniae, Sterptococcus
agalactiae, CTpenTOKOKM OT rpynata viridans, Corynebacterium.

[ pau-ompuuamenuu* Escherichia coli, Enterobacter, HHgON-NONOCXUTENHN U UHAON-
c'rpuua'rcnﬂn Klebsiella u Proteus, Morganella morganii, Providencia, Citrobacter,
Salmonella, Hagnia alvei, Serratia marcescens, Pasteurella: mulfccldag, Hagmcphllus
influenzae v apyru ot Buaa Haemophilus, Moraxella ca}ff/mﬁ/ls Nelssgnaf
Alcaligenes, Pseudomonas aeruginosa w Apyru ot cw;é Pseudcmcnas, Bac; foides.
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5.2 ®apMaKOKMHETHYHW CBOHCTBA

BuoxanuyHocm u abcopbyus: buoHanwyHocTTa cnea UHTPaMyCckynHo npunoxenne
Gewue Hag 90%.

Pa3anpedenerue: CpeaHoTo NUKOBO (Csmin) CEPYMHO HUBO CNeA eAHOKPATHO
o ﬂl;l'rpaaeuoaﬂo noaupase Ha 1,0 g Gewe 80-90 mg/l. PapmakokMHeTHKaTa Geuwe A030-
'_h_m-lelnl-la. O6emtT Ha pasnpepenetue Gewe 14-19 1. Cnep MHOrOKparTHO A03UPAHE HE
ce OTﬁénﬂaa KyMynupaHe. ENMMWHaLWOHHMAT NONYXNBOT B CEpyma H6ewe 1,8-2,2
yaca. CBbp3BaHETO CbC CEPYMHUTE NPOTEenHU Gewe noa 10% wn Gele A030- '
HeaasncuMo. Bele HabnogasaHo 6bp30 NPOHVKBAHE B CNEAHUTE TbKaHK U TEHHOCTHU

Ha OpraHu3ma:
[ Tokanfreynoct | fo3a Cpeana TuKaH : Cepym Wi
(9) KOHL@HTPALIMA 'T@UHOCT : CepPyMHO
CHOTHOWEHNUE
) 2h | <8h | 12h 2h | <8h | 12h
ToxaH (Mmg/kg)
[MipocTaTa 10 | 129 | 64 | 1.7 | 03 | 04 | 06
) | Epon_uanHE
nvraeuua 1,0 33,0 15,7 - 0,6 0,6 -

| Teynocm (mg/)

AHTepcTHUManta: 10 | 329 | 133 | 29 1,9 2,3 3,0
[Tlepuroneania | 10 | 463 | 106 | - 1 1.0 :
["MeHuHmM: ]

- Bw3naneHu 2,0 2,7 3,6, 2,3 0,05 0,9 0,7

-~ Hesb3nanexu 2,0 0,5 0,8 - 0,01 0,13 -

FIWKoBWTe NasmMenn Hnea 6axa Hag MIC npy YecTo CpeLaHuTe NaToreHHu.

: Euorﬁpaucd)opma yus u exckpeuun: Cefpirome ce enMMMHUpa OCHOBHO HPE3
6u6peunte; 80-90% OT NpUnOXKeHUsA NPOAYKT ce OTkpusa B ypiHaTa. PaguoaKkTUBHO
Sens3aHoTo BellecTBO OTYETEHO B YpUHaTa ce CchCroele OT 98-99% HenpomeHeH
Cefpirome. NpuGnuautento 30% oT posara ot 1,0g ce enuMuHupaLle Ypes
xemogvanuaa. |
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OcobeHu epynu:

;Q: ﬂyuq 8 HanpedHana ebapacm (> 65 200uHU): Cymin CEPYMHOTO HUBO Cnea

B _"ﬁ BAHOKpaTHa nosa ot 2,0 g Npu 3apaen nyua B HanpeaHana eb3pacTt bewe 174 mgil.
Enmﬁﬂauuouﬂum NonyXueoT B cepyma Gewe 3,4 4aca, a ekckpeuusTa B ypuHara
Ha HEeNpPOMEeHEeHNA NPOAYKT Gewe 71% cnen 24 vaca. Mpu nauneHTH Hag 65 roanHY,
Csmin CNEA MHTPABEHO3HW A034 oT 1,0 1 2,0 g Bb3nese CboTBETHO Ha 127.1 n 231,1
mg/l. ENUMUHAUUOHHNTE NONYXWBOTH CneAa CbLINTE A03N 6axa cboTBeTHO 4,4 £ 1,4 ¥
4,51 1,6 vaca.

Mayuermu ¢ 6b6peyHu HapyweHus: CpepHuTe enMUHAUVOHHU NONYXMBOTH cnej
eqHOKpaTHK 403N OT 2,0 g NHTPABEHO3HO NPY NAUMEHTH C Pasnuikin CTefeHn Ha
6v6peuHo HapyuweHue 6axa KakTo cheasa:

KpeaTwHUHOB KnupBHC (ml/min)
- T > 50 20 - 50 10 - 20 <10
ENVMWHaLIUWOHEH ]
nonyxueot (h) 2,6 9,2 9,8 14,5

Kopekuvu Ha ao3ara ca HeobxoaumMn camo Npy nauueHT ¢ 6u6pevHn HapyweHus C
HWBA Ha KPEaTUHUHOBUR KNMPBHC nop, 50 mi/min.

5.3 MpeaxnuHKYHK AaHKK 3a Oe3onacHocT

HsiMa OTHOLEHVe.

6. ®apmaueBTUYHU AAHHW

6.1 CnMcHLK Ha NOMOLHKUTE BOLECTBA

| Sodium carbonate anhydrous - 0.242

8.2 HecHLBMOCTUMOCTM

Cefrom He Tpabea Aa ce npunara B pasTeop Ha HaTpues BukapboHar.

Cefpirome He TpabBa aa ce cMecsa B €4Ha CNPUHLOBKA C apyru aHTubuoTum. Tosa
- Ce OTHacA 0coBEHO 3a aMUHOTNIOK3NAMW.

6_3 cPoK Ha o n..loc-r ,..r o .

3 roAVHA — HEOTBOPEH (PNaKoH.
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PasmeopeHo eeujecmeo: o 24 yaca B xnagunHuk. 3a JONbNHUTENHKU noapobHOCTH,
BX. pasgen “CneLwanHin yCNoBuA Ha CbXpaHeHue™ no-aony.

6.4 CneunanHu yCnoBus Ha CbXPaHeHUe

fi—_._'._'-ﬁ_l"omO_B npodyxkm: FOTOBMAT NPOAYKT (CTEPUNHOTO npaxoobpasto BelecTso) TpAGea
' Aa ce cuxpansBsa nop 25°C. [la ce Nasy oT cBETNMHA. CrieA ChXpaHeHve & BHIMOXHO
fia ce NoMy4Yi W3BECTHO MHTeH3UMUUPaHe Ha LiBeTa. AKO ofave ce cnasear

npenops4anuTe yCnosua Ha CbxpaHeHue, ToBa He e NPW3HaK Ha NPOMsHa B
MOLUHOCTTa unKn besonacHocTTa.

PasmeopeHo eewecmso; B cxorseTcTBue ¢ fobpara dbapMaleBTUYHa NPaKTuKa, 3a
) ;'.npenhmmal-le e Aa Ce K3NON3BaT NPACHO NPUroTBEHN pasTBOPKU Ha Cefrom. Cefrom
MOXe Aa Ce ChXpaHABa B NPOALINKEHWE Ha 10 24 yaca (2-8°C), koraTo e pastsopeH
BBLE BOAA 3a uHXeKuvu BP.

Cefrom € CbBMECTVUM C HAKOW APYry 4ecTo ynoTpedasaHu UHTPABEHO3HU pasTBOPN
3anasea 3a£0B0NMTeNHa MOWHOCT B NPOABINKEHUE Ha A0 24 yaca B XNaaunHuk (2-

_ 8°C) B cnepnuTe pa3TBOPH.

'Bona 3a uHxexuun BP

0,9% HaTpueB XNOpWJ 3a UHXEKLUN
5% pasTBOp Ha rMIOKO3a

10% pa3TBOP Ha rMKKO3a

5% pasTBOP Ha (pyKTO3a

. Pagrgop Ha Ringer BPC

Mpk CbXpaHeHue Ha pa3TBOPEHOTO BELLECTBO & BL3MOXHO A3 C& NoNy4/ N3BECTHO
wHTeHsucuumMpare Ha useTa. Ako ofaue ce cnassart NpenopbUaHNTE yCroBnA Ha
CbXpaHEeHWe, TOBa He € NPU3HAaK Ha NPOMAHA B MOLHOCTTA UK 6e30nacHoCcTTA.

3acera HAMa Hanu4Ha nHdopmaums, NoAALPXKAaWa CMECBaHETO Ha PasTBOPeHus
- Cefrom ¢ kakeuTO ¥ Aa 6uUno Apyrv Nexapersa UNK UHMY3UOHHU PasTBOpK oCBEH
uabpoeHuTe.

6.5 Buau cbabpXaHMe Ha onakoBKaTa

Cyxara cy6cTaHumus 3a pasteapsaHe Cefrom ce npeanara B CTeKNeHW Tyn I} pnakoHu
C ryMeHy 3anywianku ¢ NokpuTue, aanevyaraHu ¢ anymuHnesu kanayku.

_ Pl Pl
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6.6 Ykasanusn 3a ynorpeba/padoTa

d

. '¢namr|-m're ce 3anevarsarT Npy NeKo oTpuuaTenHo Hansrade. OTpuLaTenHoTo
HansraHe ynecHsea npubassiHeTo Ha pasteoputens. Mpu cmecsane Ha
pasTBOPUTENs W cyxarta CyGCTaHUWA Ce OTAeNA BbINepPOAEH ABYOKUC M HANATaHeTo
ce noeuwasa. PasTeopLT MOXE Aa ChAbPXKA MeXypueTa BbrnepoaeH .qsyouuc, HO Te
He ce OTpa3ssiBaT OTPUMUATENHO BBPXY ePeKTUBHOCTTA. [pn npuroTBsAHE HA

- MH(Y3NOHHUA pa3TBOpP, cnakoHUTe CbAbPXKaLUM PA3TBOPUTENA W cyXaTta cyGecTaHuuA
| '. ?_- fpﬂﬁéa 11a ce fAbPKaT XOPU3oHTanHo u urnara Tpabea pa ce sbseae 6bP30.

Mpu pasTeapsHe Ha cefpirome ce nony4asa edepBecLeHUNA U ce Hanara pnakoHvT
na 6be BHIMATENHO pa3knaTed HacTpaHn B MPOABIKEHNE Ha OKONO 1 MUHYT2
npeaw MLAHOTO pasTeapsHe Ha cefpirome. |

| _7. MMe 1 aapec Ha npuTexartens Ha pa3pelleHueTo 3a
' ynotpeba
CaHou- AseHTUC brnrapus E001

1303 Cochus, 6yn. An. Ctambonuiciu 103 - Bonrapus

8. PerucrpauuoHeH HOMep B perucTbpa
Cefrom 1 g IV 3a uHxXexy 1M 980 0225/ 04 08 1998

9. [laTa Ha NBLPBOTO paspeweHne 3a ynorpeba
InopHoBABaHe Ha pa3pelleHneTo/
“Cefrom 1 g IV 3a MHKEKLUM 04 08 1998

[laTa Ha (YacTUYHaTa) PeAaKLmnA Ha TeKcTa

®eBpyapu 2009




