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1. HUME HA JIEKAPCTBEHUS ITPOAYKT i Paspeweriue —

5_" G/MA/MF }X‘-’<727
3enuiieH 2 g npax 3a MHKeKLMOHEH/HH(Y3HOHEH pa3TBop | i ‘
Zepilen 2 g powder for solution for injection/infusion il S

2. KAYECTBEH U KOIMYECTBEH CBhCTAB

Beeku akon chabpixka 2,096 g uedazonun Hatpwii (cefazolin sodium), ekBuBasieHTeH Ha 2 g
uedasonun (cefazolin).

[TomMoLHM BeLlecTBa ¢ M3BECTHO AEHCTBHE: HATPHIA.

Tosu nekapcTBen npoaykT ceabpska 101,4 mg (4,4 mmol) HaTpwii Ha ¢aakoH.
3. JIEKAPCTBEHA ®OPMA

[Ipax 3a MHXKEKIIMOHEH/UH(PY3HOHEH Pa3TBOP.
Bsn 10 noyTH 651 MHOrO XHIPOCKOTIMYEH Tpax.
pH Ha npaxa e 4,0-6,0.

- Ocmonapurer: 320-720 mOsm/kg

4. K/IMHWYHHU JAHHH
‘4.1 TepaneBTHYHH MOKA3ZAHMA

Ledazonun e mokasan npu oCTPHU U XPOHHYHH OaKTepHATHH HHDEKLIMH C pasIMUHa JOKAIU3aLHA 1
HUHTEH3HTET, MPUYHHEHH OT YyBCTBHTE/IHH Ha Leda30/IMH MaTOreHH KaTo:

- MHQEKUHH Ha PECTIMPATOPHHUS TPAKT

- uH(pekuHH Ha 6BOpeLHTE, IMKOYHHMTE MMHTHILA U TEHUTATHUTE

- MH(QEeKUMM Ha KOXAaTa H MeKUTe ThKaHH

- MH(pEeKUHH Ha XKITBYHUTE MTHTHINA

- MH(}EKUMH Ha KOCTHTE U CTABHMTE

- cerncHc

- eHIOKapIMT

- MepHonepaTHBHA NPOQUIAKTUKA NPH ONEpaLMH, NPH KOMTO CHIUECTBYBA PUCK OT HH(EKLIUS.

Tpabea na ce umat npensua odpuUMATHHTE HACOKH 3a PaLMOHAIIHA YNIOTpe6a Ha aHTHOAKTEpHATHH
CpencTBa.

4.2 Jlo3MpoBKA H HAYHH HA NPHJIOKEHHE

QOBHQOBKa

Buvspacmnu u onowu nao 14 200unu
Ilpu BB3pacTHU 1 roHOWM Hafl 14 rogMHKM OOMKHOBEHO Ce NpHUiaraT AHEBHH 1034 0T 1,5g 02 g
ueda3onuH npu UHGEeKLUH, NPUYHHEHH OT FPaM-TIOJIOKHTEIHH NATOTreHH,

I1pyu HbEKUMHK, TPHYHHEHH OT rPaM-OTPHLIATE/IHH MIATOTeHH, IHEBHATA J03a TpabBa na 6bae 3 g fo 4
g uedasonuH.

Bb3MoxkHO € nHeBHaTa f03a Leda3onuH 1a 6bae yBenudyena 10 6 g aHesHo. Cepros
’)KMBOTO3acTpalllaBalii HH(PEKLMU MOXe 1a W3UCKBaT 10 12 g ueda3onuH Ha JIeH.

Cneyuannu doszu
- Heycnooicnenu ungpexyuu na ypunapuus mpaxm. 1 g uedasonus Ha Bceky |



- Ilepuonepamuena npogunaxmuxa: 1 g nedazonun 30 ao 60 muHyTH npeau npoueaypara u 0,5 g
no 1 g uedazonun Ha BeekH 6 10 8 yaca clnegonepaTHBHO 3a 24 yaca.

lTeduampuuna nonyrayus
IIpu neua Ha BB3pacT Han 2 Meceua ce npenopbuear 25 mg/kg no 50 mg/kg TenecHo Terno

ueha3onHH, MPHIMKEHH KaTo 3 Wik 4 paBHO pasfienieHH Jo3H. JIHeBHaTa f03a Moxe 1a Gbae
ysennuena o 100 mg/kg TenecHo Terno uegazonun.

Loszuposxa npu yspedena 6v0peuna gynxyua

TpsbBa na ce ouaksa HaTpymBaHe Ha UedasoNHH NPH TEXKO yBpeaeHa GxOpeuna dyHkumsa. [Topagn
TOBA C€& NPENOPBLYBa NOATBPKALLATA K034 IPH Bb3PACTHH M IOHOIIHM Haf 14 roguny na 6nae
HAMAJIEHA, KaKTO CJIEIBA, KATO TbPBOHAYATHATA 1032 OCTABa CHILATA:

KpeaTHEMHOB KIHPBHC 35-54 ml/min O6uuaiinaTa 1033, NpuNoKeHa Ha BeekH § yaca

Kpeatununor xnupwrc 10-34 mi/min 50% ot obuuaiiHaTa 1033, NPUIOKEHH HA BCEKH
12 yaca

KpearnuuHos xiHpbHC nog 10 ml/min 50% ot ofuualiHara 1034, IPWICKEHH HA BCEKH
18-24 yaca

Heua ¢ yBpesena 6u6peyna ¢yHkima Tpabpa fa nomayyaear cleqHHTe JO3H clen o6uyaiiHa
NBPBOHAYAJIHA N1034;

Kpeatununos kiuprHe 40-70 mi/min Karo usno, 60% ot oGuuaiiHaTa AHeBHa N03a €
‘ " | nocraTpyHa, paznencHa Ha 2 paBHH J03H,
NIpHIOKEHH Ha BeekH 12 uaca

Kpeatununor knupbHe 20-40 ml/min =~ 25% ot ofuualinaTa fHEBHA 033, pa3AeeHH Ha
‘ | 2 paBHH 1034, IPUNOXKEHH Ha Beeky 12 yaca -
Kpearnnunos xnuptHe noa 20 ml/min 10% ot ofuuiiHaTa NHeBHA 0034, PHICKEHH HA

BcekH 24 yaca

ITpoALDKMTENHOCT Ha JEYEHHETO

[Iponb/KHTENHOCTTA Ha JIEYEHHETO 3aBHCH OT OTTOBOPA HA TATOTEHHTE H KIIMHHYHATA KAPTHHA.
Tepanusra Tpa6sa na 611 NPOARDKEHA HAKOJIKO JHH CJIe/l KATO TPECKATa M3Ue3HE MITH CUMITTOMHTE
OTLLYMST.

Haunx Ha npunoxeHue
Huesnu no3u ot 2 g no 3 g nedasonun Morat na 6bAaT OpUNOXKeEHH upes 6aBHa HHTPABEHO3HA
HHKEKLMA KaTo 2 WK 3 paBHO pa3ziesieHH 103 No 1 g Beaka.

Tpu no-sucoku AHeBHH 103K LedazomuH (4 10 6 g) ce MpeANOYNTA MHTPaBeHO3HA HH(BY3HA, IOpaan
N0-pPaBHOMEPHHA K NMO-ABJIroTpacH edekr. JlHeBHUTe N03H OT 4 g uedaszonuH Tpabea Aa ce Npuarar
noA ¢opmara Ha 2 uBy3uH No 2 g BeAKa, THEBHHTE I03M OT 6 g uedazonuH — kaTo 3 nupysum o 2 g
Besika. [lpoabmxuTennocTTa Ha Besika MHY3us TpabBa 1a 6nae ot 30 1o 120 MUHYTH.

3enuieH Moxe fia Ce NpHiIara HHTPaBEHO3HO KATO HHXKEXUMsA I HHQY3US HIH JIa Ce HEKEKTHpA
HHTPaMYCKynHO. KNIMHHYHUAT OMHT NMoka3pa, 4e uedasonnH TpabBa Na ce NpHIara HHTPaBeHO3HO
CaMO NPH TEKKH W YCIIOKHEHH UHDEKIHO3HH 3a6011BaHMA.

[IpuroTBeHUST pa3TBOP 32 MHTPABEHO3HO MPHIIOXKEHHE MOXKE 1 IPHYHHK GONKa, aKO HE Ce MPUIOKH

10 NpeiHasHa4YeHne (HHTPaMyCKyHO WM cTy4aiiHO NapaBeHO3HO NPHIIOKEHHE).

TpaGea 12 Oble N0I0KEHO Ha OT/ENHA OLICHKA HA CbOTHOLIEHHETO MON3a/PHCK.

Jlo3n 3a HHTPaMyCKyJIHO pHiIOMeHHe (MAKCHMYM | g) TpaGBa fa 61aaT HEDKEKTHD.
Myckyin. He tpaGea na ce usnonapar noeeue ot 500 mg uedazonun 3a eTHOKPATHO
NPHIOXKEHHE,



3enwnen 3a HHTPaMYCKYJTHO MPUIIOXKEHHE He TpsbBa aa Obae Npuiaral WHTPABEHO3ZHO, KOTaTo €
CMeCEeH C JIOKaJIeH aHECTETHK (BIDKTE TOUKa 6.6).

3a HHCTPYKLUMH OTHOCHO pa3sTBapAHETO U Pa3peskAaHeTO HA NEKAPCTBEHUA POAYKT Mpeau
NPUNOKEHHE BIDKTE TOUKA 6.6.

4.3 IlpoTHBONOKA3ZAHHA

CBpBbX4yBCTBHTENHOCT KBM aKTHBHOTO BELIECTBO KM APYTH aHTHOHTOMLM OT Fpynata Ha
uetanoCTIOPUHHTE, MOpall PHCK OT aHa(IIaKTHYEH LIOK.

Ipeauiuay peakuHH OT He3abaBeH THIT H/HIH CEPHO3HH peaKLiMH Ha CBPBXHYBCTBHTENHOCT KM
NEHWLHIHH WIH Jpyr GeTa-naxraMeH aHTHOHOTHK.

Ledazonun He TpabBa na ce npunara npu HeAOHOCEHH OebeTa i KbpMaveTa npe3 MBPBHA MecCeL| OT
AMBOTA, Thii KaTO KbM TO3H MOMEHT He Ca HaJINYHH JOCTATBhYHO JAaHHU.

Vnotpebata Ha Leda3oaHH ¢ ToKaNneH aHECTETHK 3a HHTPAMYCKYJIHO HEDKEKTHpaHe (HaIp. TUAOKaHH
XHIPOXJIOPH/) HE € MOKa3aHa NPH JAella Ha Bh3pacT N0/ eHa FOIMHA.

4.4 CoensaJnn npegynpexieHHs H NPeANA3HH MEPKH IPH yooTpeda

Peaklyy Ha CBPpbXYYBCTBUTEITHOCT : ‘

ledasonHH Moxe Ia ce npunara ¢ ocobeHO BHUMaHKe, aKo HMATe aleprdyHa peakuus (Hanp. CeHHa
Xpema uaM SpoHXManHa acTMa), Thil KaTO PHCKBT OT CEPHO3HH PeaKLMH HA CBPBXYYBCTBHTEIIHOCT €
TMOBHLLEH. ' _

Hamcksa ce ocobeHo BHHMaHKe npeny ynotpebara Ha ueda3OoNuH MPH MAUHEHTH Cbe
CBPbXYYBCTBHTENHOCT KbM NEHHLMIHH H APYTH GeTa-naKkTaMHH aHTHOHOTHLH, Thif KAaTO MOXe Aa
CHIECTBYBA NApaJicNHA aNepru (3a MPOTHBOINIOKAa3aHHA NIPH W3BECTHH peakLMH Ha
CBPBXYYBCTBHTE/IHOCT BHXKTE TOYKa 4.3).

PeakiuTe Ha CBPBXUYBCTBUTENHOCT MOaT /1a Bb3HMKHAT BLB BCAKAKBA CTETICH Ha TEMKECT,
BKJIIQUHTEJIHO aHa(HIAKTHYEH LIOK; B NOCNeAHNS CiTyyali IPUNOXKEHHETO Ha lieda3onnH Tpaba na ce
cripe He3a6aBHO M J1a ce MpeanpreMaT NOAXOIALUM CHELIHE MEPKH.

C1o6lUeHH ca cnyyvau Ha cunapoM Ha Kounis npu nauueHTH, neKkypaHu ¢ uedasonud. CHHAPOMBT Ha
Kounis ce onpenens xato cbpIeyHO-CHAOBH CHMITOMH, BTOPHYHM MO OTHOLIEHHE Ha aleprHyHa
peakuus WM peakuMa Ha CBPbXUYBCTBHTETHOCT, CEBP3aHA CBC CMA3bM Ha KODOHAPHHTE apTepHH,
KOHTO MOe Ja nosene 0 MHOKapAeH HHdapkT.

CepbXpacTex Ha HeYYBCTBHTEIHH MUKDOOPTaHH3MH

AKO IMapHATa € TeXKKa M YIOPUTA, BIUTFOUHTEIHO KbpBaBa, TpA0Ba a ce MMa NpeABua
nceBaoMeMOpaHo3eH EHTEPOKONMHT. TOBA € NOTEHUHANHO HKHBOTO3aCTpaLlaBallo YCI0KHEHKHE, KOETO
obuKHOBEHO ce npHuHHABRa oT Clostridium difficile. B To3n cnyuaii, B 3aBHCHMOCT OT NOKA3aHMATE,
TpAGBa Na ce 0OOMMCIIH NPEKPaTABAHE HA JIUEHHETO ¢ Lieda3onKH U Aa ce HHULMMUPAT NOAXOAALH
TepaneBTHYHH MepKH (BiokTe To4ka 4.8). CpencTea, MHXHOMpALIH NEPHCTAIITHKATA, CA KATETOPHYHO
NpPOTHBOMOKA3aHH.

Beska ynotpe6a Ha aHTHOHOTHLIM MOXKe 1a 10BeAe A0 NponMdepalus Ha NaTOreHH, KOUTO ¢a
HEYYBCTBHTEJIHH KbM H3MOI3BAHOTO IeKapcTBO. Tpabea aa o6bpHeTe BHMMAHHE HA MPU3HALIH Ha
BB3MOKHA NocneaBala HHOEKUMs ¢ TAKHBA NAaTOreHH (BKIIOYHTENHO MEOHYKH), KOHTO cJief TOBa
TpAOBa fa 6bAAT NEKyBaHH 10 ChOTBETHHA Ha4YHH.

¥epenena 6n6peuna GyHkimns
B cmyuait Ha Texko yBpeaeHa 6p6petHa (pyHKLIHA CBC CKOPOCT HA IIOMEpYAHa (un
ml/min Tpa6ea na ce oyakBa KyMynMpaHe Ha 11e(a3ONHH, TOPAAH KOETO 1034 Tpsab
HamajieHa B CbOTBETCTBHE HIH HHTEPBAILT Ha JJ03MpaHe — YAbJDKEH (BHKTE TOY

HapyliueHHd B KpbBOCECUPBAHETO




Ledazonun moxe panko (>0,01% - <0,1%) na nosese A0 HapylLIeHHA Ha MIA3MEHATA KOAryJIaLiys.
ITopaam ToBa croitnoctra Quick TpaGea na ce npoBepABa peAOBHO NpPH NALMEHTH Che 3a00NABAHMA,
KOMTO MOraT Aa AOBeJaT A0 KbpBEeHe (Harp. CTOMALIHH M YPeBHH A3BM), KAKTO H TPH MALHEHTH C
HapyllEeHHA Ha KPbBOCLCHPRAHETO (BPOAEHM: Hanp. ¢ xeModunns; NpHACOHTH: Halp. ¢ MapeHTepanHa
IHeTa, HeOXPAHBAHE, HAPYLISHA KPbBOCBCHPBaHe YepHOApoOHa U 6b0peuHa dyHKLINA Win
TPOMOOLIHTONEHHA, CRBP3aHa ¢ JIEKAPCTBA: HANp. OT XeMapHH WIH NepPOPalHK aHTHKOArylanTH). AKO
e npunoxumo, BHTaMuH K (10 mg Ha ceamuua) moxe na 6eae 3aMeHeH.

Mensuarur
HedasonuH He e noaxoasw 3a ieueHHe Ha MEHHHIMT NOPaJH JIOIIHA IpeHaK Ha LepeCpocnHHaIHaTa
TEIHOCT.

To3u nekapcTeeH npoxaykT ceabpxka 101,1 mg (4,4 mmol) HaTpuit Ha PNakoH, KOETO ce paBHABA HA
10,11% ot npenopruBaus oT C30 MakcHMalNeH IHEeBeH MpHeM OT 2 g HATPHIA 3a Bb3pacTeH.

4.5 BsaumozeilicTBHe ¢ APYIH JieKAPCTBeHH BPOIYKTH H APYrH ¢opMH Ha B3anMoaeiicTBHe

AHTHKOArynaHTH
B n3kmoynTenHo peakH cyyau neda3onuH Moxe Ja A0BEAE 0 HapYLIEHHA B ChCHPBAHETO Ha

KpuBTa. IIpH eNHOBPEMERHO NMpHIATaHE Ha NIEKAPCTBa, MOBIUABALIH KPbBOCHCUPBAHETO {HAIp.
BUCOKH 1031 XEMapHH, NePOPATHH AaHTHKOAryMaHTH), KOaryJJaLUHOHHHTE napaMe'rpH TpabBa na 6vaar
PedoBHO NpocyieasBaHy (BiokTe ToukH 4.4 1 4.8). -

IpoGenena :
[TpH CHBMECTHO MPHITOXKEHHKE ¢ NpobeHeLM ce Hamanasa 6LOPEHHHAT KIMPBHC Ha Lieda3onuH, KOeTo

BOJM [0 NI0-BUCOKH KOHLIGHTPALIMH H NO-IBIT0 BpeMe Ha npecToil Ha 1leda3onuH B KPLETA.

AMHHomuKosggn/ggygﬂugu
He moxe aa ce u3KiIoun, ue HeppOTOKCHURUAT eeKT HAa AHTHOHOTHLUM (HAIp. AMHHOTTTHKO3HAM) H

6np3oaeHcTBalIM AHypeTHLH (Hanp. ¢pyposemua) wie ce nopHIIK. Korato ce npunarar eiHOBpeMEHHO
¢ uedazonuH, 6sOpeuHHTe CTORHOCTH TpAOBa a Ce MPOCNEAABAT BHUMATENHO.

JlabopaTropHu w3caeBaHHA
B penkH cmyuan HEEH3HMHOTO OTKPUBAHE Ha MIIOKO3a B ypUHaTa M TecThT Ha Coombs mMorat na
Obaar QaniMBo MOJOKHTEIHH.

4.6 DepruanTeT, GpeMeAHOCT H KbpPMeHe

BpemenHoct
Hsama gocTarbieH ONMUT OTHOCHO MPHIIOKEHHETO Ha Lieda3oMH Mo BpeMe Ha GpeMEHHOCT NpH Xopa.

Ledasonun noctura no eMGpuona/ deryca npes nnauenrara. Benpeks Tora, MHOKECTBOTO AaHHHM 33
ynotpebara Ha MbpBa reHepallua LHePanocnopHHH NMpH GPpEMEeHHH JKEHH He 10Ka3BaT MandopMaluK
WIH ¢eTanHa/HEOHATATHA TOKCHYHOCT. JIaHHHTE TIPH XXHBOTHH HE MOKA3BaT JOKA3ATE/ICTBA 33
HeOnaronpHATeH eekT BbpXY penpoayKTHBHOCTTA (BIDKTE To4Ka 5.3).

Karo npeanasua mapka uedasonus Tpabea aa ce npuiara no speMe Ha GPEMEHHOCT caMo Cliel
BHHMATENHA NIPELIEHKA Ha CHOTHOLLEHHETO MONI3a/PHCK OT JieKaps, oco0eHo npes MbPBHA TPHMECTBP.

Knpmene
Ledazonun npeMHHaBa B KEPMaTa B MAIKH KOJIH4YecTBa. BB3MOXKHO e KbpMaueTara Na

MPOMEHH B YpeRHaTa Gaopa ¢ AHAPHA U KOJIOHH3aLMA HA MbOHYKH, TaKa Ye MOXKe [
npexbcBade Ha kbpMeHeTo. Lledaszonun TpsbBa aa ce u3non3sa No BpeMe Ha Kb
BHHMATENHA OLEHKA Ha CHOTHOIIEHHETO PHCK/TION3A.

Deptunurer



Hsma HanHuHK JaHRH 33 edexra Ha ueda3onuH Bppxy ¢eprunntera. [IpoyuBaHHATA MIPH XHBOTHH He
NIOKa3BaT IOKA3aTeNICTBA 3a HaMalABaHe Ha epTHIHTeTA.

4.7 EdexrH Bppxy cnocobHOCTTA 32 modHpane B paboTa ¢ MAIIHEH

He ca npoeexxaaHu npoy4BaHHA 3a eekTa BupXy criocobHOCTTa 3a wodHpaHe H paboTa ¢ MallKEH.
4.8 HexelaHH JeKAPCTBeHA PeaKIKA

HexenaHuTe nekapcTBeHH peaKLIMH ca ONUCaHH No YecToTa ¢erilacHo MedDRA konBeHuMaTa no-
Aony: MHoro 4ectd (>1/10); uectu (>1/100 no <1/10); Hewectu (>1/1 000 go <1/100); peaxu (>1/10

000 no <1/1 000); mHoro penku (<1/10 000), c HeuzBecTHa HecTOTa (He MOXKe na ObJe HanpaBeHa
OLIEHKA OT HAIMYHHUTE JAHHH).

Cucmemo- Yecmu Heuecmu Peoxu Mnuozo pedxu | C Heuzeecmua
opzanen krac | =1/100 go >1/1000Go0 | 21/1600000 | <i/10000 vecmoma
<i/10 <1/100 <1/1 000
Hapvuenua na Obpatumu Hapywenus ArpaHy/oUHMTO3a,
Kpvema u TOKCHYHH H Ha XEeMOJIMTHYHA
aumgnama anepriavHu niasMeHaTa aHeMus
cucmema e(eKTH BBPXY. | Koarynauus
' Opos Ha Ha KPLBTa M
KPbBHHTE NMOCNEABALLO
KJEeTKH KbpBeHe
(TpombourTO
HIeHHA,
HEYTPOIERHs,
NeBKOTIEHHA,
€03HHO(HIHA
) ,
Covpoeunu CunapoM Ha Kounis
HAapYWieHun
Hapywenua na | Koxun CepHozHH XKueoroza-
UMYHHaMA aNepruaHy peaKlHH Ha CTpalliaBaill
cucmema peaKUHH KaTo | CBPLXUYB- aHaduaKT-
epuTeMa, CTBHUTENHOCT YeH mok**
YPTHKApHA H | KaTo (BMXKTE TOUKA
NIpYpPHTYC AHrHOHEBPO- 4.4)
TH4Y€H OTOK H
JIeKapCcTBEHA
TPeCKa
Hapywenus na I'nasoGonue,
HepaHama BEpPTHTIO,
cucmema napecresus,
pB30yna Ha
LiEHTpaIHaTa
HEPBHA CHCTEMA,
MHOKJIOHYC,
BYJICHH MOTAT J1a




Cucmemo- Yecmu Hevecmu Pedru Mruozo peoru | C neussecmua
opeanen xnac | 21/100 do 21/100000 | 21/1000000 | <1/10000 vecmoma
<1/10 <1/100 <l/1 000
HapyuieHa
OB6peyna QyHKIIUA.
Hapywenun na | Hapymenus TTpH TeXKa U
CIOMAUIHO- Ha NepCcHCTHpAallA
upesruA CTOMALIHO- AvapHs TpaGea ga
mpaxm YpEBHUA ce HMa npesug
TpaKT: ncepaoMembpanole
IMapu, H €HTEPOKOITHT,
rajaeHe, KOHTO Hanara
MOBPBLIAHE, npekpaTaBaHe Ha
3aryba Ha fleyeHHeTo U TpAbea
aneTwur, Ia ce IeKyBa
NOAYBaHE, He3abaBHO (BHXKTE
KOopeMHa TouKa 4.4).
0oIKa, KOMTO
OGHKHOBEHO
ca JIEKH 1o
XapakTep H
4ecTo
OTIIyMABAT
IO BpEME WK
ciien '
npeKparapaHe
Ha
Tepanusra’
Xenamobu- Jleko ObpaTtum
AUADHU | IpexoaHo XeTaTuT H
HapYueHun NOBHLIABaHE XONlECTaTHYHA
Ha HMBaTa Ha AKBATEHHLA
acraprar
TPaHCAMHHA-
3a3MTe,
(acnaprar
aMHHOTpaHch
eapasa,
aNaHuH
aMHHOTpaH-
chepazan
aNnKaTHa
dociparasa)
Hapywenun na HHTepcTH-
bvbpeyume u uHaneH
NUKO“HUME HedpHT 1
neymuwa OPYTH
656peunn
3a00nApaHu,
I71aBHO NpH
TeAKKOOONHH
TIaLIHEHTH,
KOMTO
npHeMaT




Cucmemo- Yecmu Heuecmu Peoxu Mnozo peoxu | C Heussecmna
opzaHen krac >1/100 oo =>1/1 000 oo >1/10 000 00 | <1/10 000 yecmoma
<1/10) <i/100 <l/1 000
HAKOJIKO
nexapcTpa®
Obgu Jleka 6oaxa OrebuT,
HapyuteHus u Ha MACTOTO Tpombodie-
eghexmu Ha Ha bur,
MACMOMO Ha NpWIOXKEHHE | BTBBLpAABAHE
npunodcerue npH Ha MACTOTO
HHTpaMyc- Ha
KYJHO HHKEKTHpaHe
NPWIOXKEHHE, | HpH
BBIIPEKH HHTPaBEeHO3H
JnobaegrHeTo o
Ha JIOKaneH OPHIIOKEHHE
aHeCcTeTHK

* B pHCk ca mauMeHTH ¢ PHCKOBH (haKTOPH, KOHTO BOAAT 00 AeDHUMT Ha BuTaMuH K unw 3acarat
JpPYTH MEXAHH3MH Ha KPbBOCHCHPBAHETO, H MALMEHTH ChC 3a00/IABaHUA, KOUTO MOTaT Aa
NpeJH3BHKAT WIH YBEJIHHAT KbPBEHETO (BHXKTE TOUKA 4.4).

[TpomBLIKHTENHOTO NEUEHHE WIH MHOTOKpaTHaTa yrioTpe6a Moxe Ja aoBeae J0 CyneprHEeKLHs HIH
KOJIOHH3ALHA C PE3UCTEHTHH DaKTEPHH WIH JpOKAM (MNSUHHLA, BATHHAIHA KAHAHA03a).

Cno6InaBase Ha NOAO3UPAHN HEXENAHH PEAKIHH
Cro0uaBaHeTo Ha NOJO3MPAHH HEXKEITAHH PeaKLMH Cle]l pa3peliaBaHe 3a YNoTpe6a Ha NeKapeTBeH s
NpOIYKT € BaxkHo. Tosa no3ponsAea 1a NpoABIKH HaONIOAEHHETO HA CHOTHOLUEHHETO MOJ3a/PHCK 3a
NeKapcTBEeHUA POAYKT. OT MeWLIMHCKHTE CTICUMATHCTH Ce M3UCKBA JJa ChoBLIaBaT BCAKa
MOJO3HpaHa HeXellaHa Peakuys upe3 HALMOHANHATA CHCTEMA 3a ChOGIIaBaHe:
H3nennuTenHa areHUMS 1O TeKapcTBaTa
ya. ,Jdamsan [pyes” Ne 8

1303 Codun

Ten.: +359 28903417
yebcaiit: www.bda.bg

4.9 Iipeaozupane

CHMOTOMH

CuMOTOMHTE Ha NpeaO3UpaHe BIUTIOYBAT IMaBobonue, 3aMasHOCT, napecTesus, BL30yaa Ha
IIEHTPA/THATa HEPBHA CHCTEMA, MHOKIIOHYC H KOHBYJICHH.

OenaggBaHe Ha CHMIITOMMTE
B ciiyuaii Ha oTpaBsHeE ca NOKasaHH MepKH 3a yCKOPABaHE Ha eNIMMHHKpaHeTo. He chinecTByBa

cneuuduryeH aHTUAOT. LledazonuH Moxe na 6bae OTCTpaHeH Ypes XeMOaHaNH3a,

5. ®APMAKOJIOT'AYHH CBOHCTBA
5.1 dapmaKoAHHAMHYHH CBONCTBA

(dapmakoTepalleBTHYHA rpyna: AHTHOaKTepHATIHH CPeACTBa 338 CHCTEMHO npnnomeﬂuc ]_Ipym 6era-

MexaHH3BM Ha feiicTBHe

MexanuzMbT Ha fAeHCTBHE Ha Lieha3onuH ce OCHOBaBa Ha HHXUOHpaHe Ha CHHTe
K/IeTh4Ha CTeHa (BbB (ha3aTa Ha pacTesk) upes GJIOKHpaHe Ha NEHNULUATHH-CBbP3Ba




(Penicillin-binding proteins, PBPs), kaTo Hanpumep TpaHcnienTHaasute. Tosa Bonu Ao GakTepHiaeH
edekT.

Bpb3ka dapMakokHHeTHKa/hapmakogHHAMMKE

EdeKkTHBHOCTTa MO CHIISCTBO 3aBHCH OT MPOIWIKHTENHOCTTAa Ha BPEMETO, Npe3 KOeTO HUBOTO Ha
JIEKapCTBOTO € HaJ MHHHMalHaTa UHXHOHTOpHA KoHLeHTpauMs (Minimum inhibitory concentration,
MIC) na natorena.

Mexanu3mu Ha pe3HCTEHTHOCT

PesucreHTHOCTTA KBM Lieda3onHH MOXKe Ja BB3HHKHE B PE3YJITAT HA CCAHHTE MEXAHH3MH:

- Huaxrueauus ot 6era-nakramasu: Liedazonun e 1o ronama crene crabuaeH KbM
NEHHLIMITHHA3HK Ha [ paM-NoNOKHTETHH BaKTepHH, HO MMa HHCKa CTaOWITHOCT KbM MHOMXKECTBO
IUIa3MHAHO KOAHpaHH OeTa-nakTaMasy, Hanp. 6eTa-nakramasy ¢ pasiuMpeH cnexrsp {Extended
spectrum beta-lactamases, ESBL) 1:u xpoMo30MHO konupanu Geta-nakramasu ot tana AmpC.

- Hamanen adunurer Ha neHHunHH-cebp3BauuTe npotedHH (PBPs ) xkbM uedazonin:
IIpuaobuTaTa pe3HCTEHTHOCT NP MTHEBMOKOKH M JAPYTH CTPENTOKOKH ce Nb/KH HA MOAMQHKALIMM Ha
ChINECTBYBALIM NEHHLMIHH-CBLP3BALIH IPOTEHHH B pe3ynTaT Ha MyTauua. QObpartHo, o6pazyraHeTo
Ha JOMMbJIHATE/IHH NEHHUWTHH-CBBP3BALIH MPOTEHHH ¢ HaManeH apHHHTET KbM Ueda3ouH e
OTI'OBOPHO 34 PE3MCTEHTHOCTTA MNPH PE3UCTEHTHH HA METHLWIHH (OKCALWIHH) CTaGUITOKOKH.

- HeanekeaTHOTO NpoHKKBaHe Ha Lica3o/IMH Npe3 BbHIIHATA KNeTbYHa cTeHa B ['pam-
oTpHIaTenHH 6aKTepHH MOXe [1a JoBelle 10 HeJOCTaThbYHO HHXHOUpaHe Ha l'IeHH].lHJ'lHH-CB'bp3Ball1HTe
NIPOTEHHH. - -

- Hedasonun Moske na 6be aKTHBHO TPaHCNOPTHPaH H3BbH KJIETKATa NoCcpecTBOM edyKe-
noMmH. YacTHuHa WM IbJIHA KPBCTOCAHA PE3MCTEHTHOCT KbM uecbasomn csulec'mysa ¢ ApyTH
1e(hanoCnopUHH U NEHULUAUTHHH.

I"'paHMYHH TOYKH 33 TECTBAHE HA YYBCTBHTEIHOCT

Kputepuure 3a Tenkyeane Ha MIC (MEHAMaHa HHXHOHpAallla KOHLIEHTPALMA ) 33 TECTBAHE Ha
YYBCTBUTEJIHOCTTA Ca YCTAHOBEHH OT EBponefickis KOMUTET 32 TECTBaHE Ha a}m«muxpoﬁna
yyscTBHTeNHOCT (EUCAST) 32 uedazonuH u ca H3GpoeHH TyK: .

https://www.ema.europa. eu/documents/other/mmunum inhibitory-concentration-mic-
breakpoints_en.xlsx

PasnpocTpaHeHue Ha npuaofuTaTa pe3HCTEHTHOCT
PasnpocTpaHeHHeTO Ha NpHA0BHTATa PE3HCTEHTHOCT MOKe Aa BapHpa reorpad)cKH M BbB BPEMETO 32

n36pany Bunose. Ilopanu ToBa e Heo6XoAHMa MecTHA HHOPMALIHA 38 pe3HCTEHTHOCTTA, 0COGEHO 33
aJICKBaTHO JleueHHe Ha Texku uHbexkuun. Tpabsa a ce ThPCH eKCTIEPTER CHBET, KOraTo JIOKaIHaTa
PE3HCTEHTHOCT € TAKABA, Y€ MOCTaB4 04 BLNpOc non3ara ot ueaszonun. TpaGea na ce nposene
MUKpPOGHONOrHYHA AUarHo3a, BKITIOYHTENHO HAEHTHOHLMPAHE HAa NATOreéHa H HeToBaTa
YYBCTBHTEHOCT KBM 11e(a3oiiH, 0coOEHO B CITyHaH Ha TeXKH HHQEKUHH HITH Heycriex Ha TEpanuaTa.

Budgse, xoumo obuuaiino ca wyacmeumentu
"'pam-nonoxurenuu acpolu

Staphylococcus aureus (METHLILTHH-YBCTBHTENIHH)
Staphylococcus saprophyticus®

Streptococcus agalactiae®

Streptococcus pneumoniae®

Streptococcus pyogenes®

I'paM-oTpHUATENHH aepobu

Citrobacter koseri

Budose, 3a koumo npuoobumama pesucmenmuocm moxce da 6vde npobrem
I'paM-nonoxurenyu acpobu

Staphylococcus aureus*®

Staphylococcus epidermidis+

Staphylococcus haemolyticus+

Staphylococcus hominis+




Streptococcus pneumoniae (CpeaHO-YCTOHYMB HA NEHHLITUH)
I'paM-oTpruaTenHu aepobu

Escherichia coli%

Haemophilus influenzae

Klebsiella oxytoca+%

Kiebsiefla pneumoniae%

Proteus mirabilis%

Ecmecmeeno yemoitiniusu eudoge

I'pam-nonoxurenHy aepobu

Enterococcus spp.

Staphylococcus aureus (METHUHITHH-PE3HCTEHTHH)
Streptococcus pneumoniae (IeHULUIHH-PE3UCTEHTHH)
I'pam-oTpHIATENHH aepobu

Acinetobacter spp.

Citrobacter freundii

Enterobacter spp.

Legionella spp.

Morganella morganii

Moraxella catarrhalis

Proteus vulgaris

Pseudomonas aeruginosa

Serratia marcescens

Stenotrophomonas maltophilia

AHaepobu

Bacteroides fragilis

JpyrH MUKPOOPTaHH3MH

Chlamydia spp.

Chlamydophila spp.

Mycoplasma spp.

° Literature data, reference books and therapy guidelines support susceptibility.
JlnrepatypHuTE AaHHH, CIPABOYHULIMTE M TEPANESBTHYHHTE raiiIaifHy noakpensat
YyBCTBHTEIHOCTTA.

+ B noHe enuH pernoH CTeNeHTa Ha PE3UCTEHTHOCT € >50%.

* B paiiona Ha o0IHOCTTa HUBOTO Ha PE2UCTEHTHOCT € <10%.
% ESBL-npoayuMpaliyTe 1iaMoBe BHHATH Ca PE3HCTEHTHH,

5.2 ®apMakoKHHETHYHH CBOHCTBA

Ledazonun ce npunara napeHTepanto. Makcumaniu cepyMHu HHBa ce gocturar 30 a0 75 MUHYTH
Cllel HHTPaMyCKYJIHO MpHiioskeHHe. CBBpP3BaHETO ¢ IUIA3MEHHTE NPOTEHHH € 65 10 92%. Ledazonun
NPOHHKBa A00pe B ThKAHHTE, NPEMHHABA TUTaLeHTapHaTa 6apHepa M MaTBK MPOLIEHT CE EKCKPEeTHPa B
KbpMaTa. JJudy3uara B LepeOpoCTHHATTHATA TEYHOCT (BKJIKOUHTEIHO M B MEHHHTHTE) # BbTpEOYHaTa
TEYHOCT € HE3aJI0BOJIUTE/HA.

LledazonuH He ce MeTabonusupa. EnnMiHnpa ce HenpoMereH npe3 6s0peunTe Ypes MIoMepyiHa
turTpauus 1 TyOynHa cekpelis. Manka yacT ce ekckpeTupa npes XIsukaTa. [InasMesusT
NoNny:KUBOT € Npubmu3uTenHo 2 Yaca; Toil Moxke Ja 6bAe yAbIDKEH NpH NauMeHTH ¢ 6B6peuHa
HEIOCTATHYHOCT.

5.3 Ilpeakauunu AanHHM 31 Ge30mMacHOCT

MHOFOKPATHO NPHIOKEHHE, PENPOAYKTHBHA TOKCHYHOCT H TOKCUYHOCT 3a Pa3BHTH
NpCAKTHHHYHYTE JaHHH HE MPEANoJIaraT HHKaKBH 0co0eHH OnacHOCTH 3a Xopara.
LedaszonuH He e 6un oLieHABaH 3a MyTareHHH edrekTi. Bunpeku ToBa, rpynara Ha

NOTeHLHA 32 LedaloCTIOpHH.



He ca HanHuuu ABAICCPOYHH NPOYUBAaHHA ITPH XKHBOTHH 3a TYMOPOrCHEH NOTCHUHAN.

6. GAPMAIEBTHYHHU JTAHHH
6.1 ChoHcbk Ha NTOMOIHATE BEIIECTBA

Hsawma.

6.2 HecLBMeCTHMOCTH

[edasonnn ¢ HeCHBMECTHM ¢ aMHKaUMH aucyndar, amobapburan Hatpui, GneoMuLnH cyndar,
KaJlMeB TIITIOKOXEITOHAT, KANLHER INIIOKOHAT, IMMETHIHH XHAPOXJIOPH], KOMTHCTHMETAT HATPHIA,
€PHTPOMHLIMH TJIIOKOXENTOHAT, KAHAMHULMH Cy/(aT, OKCHTETPaLHMKIHH XHAPOXIIOpHA, GeHoGapGuTan
HaTpHH, NONHMHKKCHH B cyndat u TeTpalMkiMH XHAPOXJIOpHA.

To3u nekapcTBeH NPOAYKT He TpAGBa Aa ce CMeCBa C IPYrH JIEKAPCTBEHH NPOOYKTH OCBEH TE3H,
NOCOYEHH B TOUKA 6.6.

3a HeCHLBMECTHMOCTH BHDKTE ChIlo TOYKa 4.5.
6.3 Cpok Ha rogHOCT

Heotpopenu dnakonu: 24 meceua

Cnen pasTeapsHe:

Hoxa3aHa e xuMH4ecKa M GH3HYecka cTabWIHOCT Mo Bpeme Ha ynotpeba 3a 24 waca npu 25 °C 1 2-8
°C. ' ' ' ' '

Ot MHKpOOHONOTHYHA rNeJHa TOUKA, OCBEH aKO METOABLT Ha Pa3TBapAHe H paspekaaHe He W3KIIoUBa
PHCKa OT MMKpOOHO 3aMBbpCsBaHe, MPOXYKTHT TPAGBa Aa ce U3Mom3ea He3abaBHO.

6.4 CrHenuanHH yCIOBHA HA ChXpAHEHHE

To3u nexapcTBEH NPOAKYT HE H3UCKBA HAKAKBH CHELMATHY TeMIIEPATYPHH YCNOBHSA HA ChXPAHEHHE.
CoxpaHaBaiiTe QakOHHTE B KAPTOHEHATA KYTHA, 32 12 'Y MPEANA3HTE OT CBETIIHHA.

6.5 BniH chbibpkaHHe HA ONAKOBKATA

Ipospaunu ¢naxonu or 6e3uperHo cThito THN 111 (Ph.Evr.), saneuartanu cwe cupa 6pomobyTunosa
ryMeHa 3anyllanka 1 anyMHHHEBA Kanauka (CsC WIH 6€3 IJIacTMacoBO OTHYIBALLO CE YILTETHEHHE), ¢
obem 20 ml.

Hanuunau ca onaxoeku ¢ 1, 10, 25, 50 u 100 dnakoHa.
He BcHuku BHAOBE OMaKOBKH Morar a 6baat IyCHAaTH Ha nasapa.

6.6 Cneumnajnu npeana3sHH MepKH NPH H3XBbpAsHe B pabora

IIpHroTeaHe ¥ cTabGUIHOCT HA PA3TBOPUTE 38 MHXKE Wik MHbY3MA

Haunn Ha Konnyectso INpubnauzurenna | CrabuwnHoct npu | CTaGHIHOCT NpH

MPHIIOKHHE pasTBOpuTeN, KOHUEHTpalus Ha | cTaiiHa CbXpaHEHHE B
koeto TpaOBa na | uedasonuH TeMIIEpaTypa XJTAJHITHHK (2-
ce gobaen (25°C) 8°0)

HHTpaMycKynHa | 8 ml* 25 mg/ml 24 yaca 24 yaca

HHKEKIHA

HHTPaBEHO3HA 20 ml** 100 mg/ml 24 yaca

HHKEKLHSA

HHTpaBeHO3Ha 50 ml - 100m1*** | 20mg/ml - 24 qaca

HHpY3ua 40mg/ml

*IIpu MHTpaMyCKy/THa MEDKEKLIMS NIpaxbT ce pa3Teaps B 0,5%
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**[Ipu MHTpPaBEeHO3HA MHIKEKLIHA MOXKE 14 C€ H3NO3UIBA €IHH OT ClleJHHTE pa3TBOPH: BoJa 3a
HIDKEKLIMH, H30TOHHYEH pa3TBOp HA HATPHeB XJopuy win 5% pasTBop Ha raxoko3a.

***[Ipy MHTpaBEHO3IHA HHY3HA MOXKE A CE H3MOI3BA €IHH OT CJCIHHTE Pa3TBOPH: H3OTOHHYEH
Pa3TBOpP HAa HATPHEB XJa0pHA, 5% win 10% paszTBOp Ha rmoko3a, pa3Trop Ha PuHrep, nakrateH
pasTEOp Ha Punrep.

[purorBenusT pasTeop e GHCTHP, Oe3uBeTeH A0 ONENOKBIT.

HuTpaBeHO3HAa HHKEKLMA:

Pa3TBOpPBT ce HHKeKTHpa 6aBHO — B MPOIBIKEHHE Ha 3-5 MHHYTH — AUPEKTHO BHB BEHATA WM B
TpbOaTa Ha Teyallla MHTpaBeHO3Ha HHOY3HA Ha €AMH OT FOpPHHUTE Pa3TBOpH. J[HeBHHTE N03H oT 2 g Ao
3 g nedazonuH MoraT Jja ce HH3KeKTHpaT 6aBHO HHTPABEHOZHO B 2 HiTH 3 pa3fieneHn ao3Mmo 1 g
BCAKA.

Hensnon3eaHuAT n€eKapcTBEH MPOLYKT WIH OTNAABYHHTE MAaTEPHaNk OT Hero TpabBa na ce HIXBLPIAT
B CHOTBECTBHE C MECTHHTE U3HCKBAHHA.

Ynorpeba npu negnaTpHyHa nomynanus
3a neguaTpuyHaTa nomysauMA KOHLUEHTpaLMATa Ha LedasonuH 2 g npu pasTBapsiHe OGHKHOBEHO €

100 mg/ml. Toa ce mocTHra ypes pasreapane Ha 2 g ueda3sonuH Ha npax B 20 ml crepunHa Boaa 3a
WHIKEKLHH.

3a unTpaBeHO3Ha MH(QY3HA, FOTOBHAT PasTBOp MOXe Oa OBIe JOMBIHHTENHO paspelieH Che
CbBMECTHMH HHTPaBEHO3HH TEYHOCTH. ‘ -

3a no-noapoOHU HACOKH 3a NO3MpaHe W NPHIOKEHHE, MONA, BIXTE pasaen 4.2 oT HHPOPMaLHUATA 32
MpeRNHCBAHE.

7. TIPATEXATEJ HA PASPEIIEHUETO 3A YIIOTPERA

Medochemie Ltd., 1-10 Konstantinoupoleos Str., 3011 Limassol, Kunsp

8. HOMEP(A) HA PASPEIIEHHETO 3A YIIOTPEBA

Per. No: 20250109

9. JATA HA ITbPBO PA3PEIIABAHE/ MOJHOBSIBAHE HA PASPEHIEHUETO 3A
YIIOTPEBA

Hata na mepBo paspewiapane: 20 mapt 2025 1.
10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

02/2026
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