KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA



1. HME HA JJEKAPCTBEHHS ITPOAYKT

3omubuoruk 1000 mg npax 3a MIKEKLHOHEH PasTBOp "Z JPZX 21/ / Q
Zolibiotic 1000 mg powder for solution for injection

Friy3o -1 17 -03- 200

3onmubuoruk 2000 mg npax 3a HHKEKLMOHEH PasTBOP
Zolibiotic 2000 mg powder for solution for injection

2. KAYECTBEH H KOJIHYECTBEH CHhCTAB
3omubuoTrk 1000 mg npax 3a HHXEKLHOHEH Pa3TBOP

Beeku ¢umakon 3onubuoruk ot 1000 mg, chaspska 1000 mg uedasonun nox dopmara Ha uedasonun
Hatpwii (cefazolin sodium).

ITomommHH BelnecTBa ¢ H3BECTHO AEHCTBHE:

Beeku dnakon cpabpika 2,21 mmol Hatpwii (50,84 mg).

3onubuotrk 2000 mg mpax 3a HHKEKLMOHEH pa3TBOD

Beekw rakon 3omubuoruk ot 2000 mg, cranpxka 2000 mg uedasonun noa dhopmara Ha uedaszonus
Hatpuii (cefazolin sodium).

ITomoLIHH BelecTBa ¢ H3BECTHO AeHCTBHE:

Beeku duakon cuaspxa 4,4 mmol narpuii (101,6 mg).

3a MbJIHMA CHMCHK HA MOMOIIHKWTE BELECTEA BHIKTE TOUKa 6.1.

3. JIEKAPCTBEHA ®OPMA

Ilpax 3a HHKEKLIHOHEH pa3TBOp.

4, K/IMHHUYHU JAHHH
4.1. TepaneBTH4YHH NOKA3aHHHA

30aubHOTHK € NOKa3aH 3a JIeueHHe Ha CEAHHTE HHPEKLMH, IPHYMHEHH OT YyBCTBHTE/HH KbM

AeficTBHETO MY OaKTEpHH MPH BL3PACTHH H LA Ha BB3pacT Haz | mecel (Bk. Touka 4.2 u 4.4):

* MHOEKLMH HA PECTTHPATOPHHS TPAKT: XPOHHYEH OPOHXHMT, ITHEBMOHHS;

* MHOEKLMH Ha YPHHAPHHSA TPAKT (OCTBP MHETOHEPPHT);

* HH(EKLHH Ha KOXKATa M MEKHTE ThKaHH;

* CH/I0KAp/MT;

* [IEPHONEPATHBHA MPODHIAKTHKA- NIEPHONEPATHBHOTO MPHIIOKEHHE HA Leas0TMH MOKe /1a HAMATTH
4ECTOTATA HA MOCTONEPAaTHBHH HHEKLMH MPH MALHEeHTH MOJIOMKEHH Ha CENTHYHH, WITH
MOTEHLHAIIHO CENTHYHH XMPYPrUYHH [POLIEAYPH;

* JIe4eHHE Ha MALKEHTH ¢ GakTepHeMHs, KOATO Bb3HHKBA BbB BPB3Ka C WK Ce MOA03HPa, 4e €
CBbp3aHa C HAKOA OT H3OpPOeHHTE 10-rope HH(EKLHH.

AKo e Bb3MOXKHO Tpsa6Ba 1a Gb/le TeCTBaHA UyBCTBUTEHOCTTA HA PHYMHABAIIHA OPTaHH3bM KbM
JIEYEHHETO, BBIIPEKH, Y€ TepanuaTa MOKeE J1a 3aMoYHe NpeJH Ja ca HATMYHH Pe3yJITaTH.
HeoGxonumo e na ce cnaszsat oHIMAIHHTE NPENOPBKH 3a MOAXOAALIA YIIoTpe6a Ha aﬂ'iy_@ggrnuu.
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4.2. [lo3HpoBKAa H HAYHH HA NPHJIOKEHHE

Ho3upoBka
Jlo3MpoOBKaTa 3aBHCH OT YYBCTBHTEIHOCTTA HA MATOrEHUTE M TEXKECTTA Ha 3a00NABaHETO
Bwspacmuu
ObuuaiinaTa 103a 32 BB3PAaCcTHH € KaKTO clie/Ba:
Bun Ha MHbeKkuuaTa Jo3uposka YecroTa Ha JIHeBHA
NPHII0KEHHETO J03a
Jlexu no crenex 500 mg Ha Bceku 8 1,5g
HH(EKUHH, NPHYHHEHH lg yaca 2g
OT YyBCTBUTEJIHH Ha Beeku 12
I"paM-110/103KHUTETHA yaca
MHKPOOPraHH3MH
Heycnoxuenn lg Ha Bcexu 12 2g
HHEKLUH Ha yaca
YPHHAPHHA TPAKT
YMepeHH 10 TeXKH lg Ha Bcexu 6 o Jg-4g
uHpeKkuHn 8 yaca
(npuunHeHH oT I'pam-
OTpHLIATENHH
MHKPOOPTaHH3MH)
JKuBoTo3acTpaluasaliy lgnmo 1,5 Ha Bcexu 6 4g-6¢g
HH}EKIHH g yaca

B M3KJIIOUUTENTHM CTy4aH NPOAYKTET MOXKE Jia Ce NpHiara B 4o3a 10 12 g Ha JieH.

IIpu nayuenmu c yepedena 6vbpeuna Qynxyus, cxemama Ha RPUAG2ANHE e KaKmo creosd.

KpeaTtHHHHOB CepymeH JlHeBHa 103a Hnrepsan Ha
KJTHPBHC KpeaTHHHH JI03MpaHe
(ml/min/1,73 m?) (mg/100 ml)
> 55 <L,5 O6uuaiina no3a HEMpOMEHEH
35-54 1,6-3,0 QO6uuaiina no3a Haii-manko Ha 8
4aCOBH MHTEPBAJIH
11-34 3,1-4,5 ITonoeuHaTa ot 12 yacoeu
obuuaiHara no3a HHTEPBAIH
<10 24,6 ITonmoBuHaTa oT Ha 18-24 yacosu
obuuaiinaTa no3a HHTEPBaJIH

HPH NMaHEHTH, NOAJIOKEHH Ha X€EMOJHAJIH34a, CX€MaTa Ha MpUiaraHe 3aBHMCH OT YCJIOBHATA Ha

Auanusara.

3a HepuonepamusHa momge(ﬁa 3a NpeaoTBpaTABaHE Ha HH(bCKU.P[H, JA03aTa 3aBUCH OT THINA H
[NPpOAL/DKHTEIHOCTTA HA OTe€panuaTa.

[penopbuuTenHy n03H:

Hauanuara no3a e ot 1 g 0o 2 g, npuiiokeHa HHTPABEHO3HO WIIH HHTPaMycKyJIHO 30 MHHYTH 10
Mpex HA4yaJoTo Ha ONepariMaTa. 3a JbJrd ONepaTHBHU HHTepBeHLMH (Haa 2 yaca) ce np
no3a ot 500 mg no 1 g MHTpaBeHO3HO WM HHTPaMYCKYJIHO MO BpEME Ha OnepalmaTa.

Jlo3upoBkaTa ¥ NPOABLIDKHTEIHOCTTA Ha IPHilaraHe 3aBUCAT OT TUIA U NPOJBb/DKHTEIH:

onepanuaTa.




Iocroneparuero ce nprnarar 500 mg 10 1 g MHTPABEHO3HO WM MHTPAMYCKYJTHO Ha HHTEPBAIH OT 6
yaca 210 8 yaca B paMkuTe Ha 24 yaca.

AKO NOTeHUHATHHTe HHOEKLHMH Ca ONACHH 3a 31PABETO Ha MALMeHTa (Hamp. Cyie]l ONepaLys Ha
CHPUETO HIIH TEKKA OPTONEANWYHA OMepallks KaTo CMAHA Ha CTABHTE) Ce NMpenopbupa
ClIeZIONepPaTHBHOTO NO3HPAHE 3 NPONB/kH 32 24 1o 48 yaca.

Hayuenmu 6 cmapuecka ev3pacm
He ¢ neoOxoaumo kopurupane (pomsHa) Ha 103aTa [PH BL3PACTHH MALMEHTH ¢ HOPMaHa Gu6pedna
byHKIHS.

Ileduampuyna nonynrayus (na evzpacm nao I mecey)

ITpu neku 10 ymepenu undexumu ce npenopbusa obiwa AHeBHa A03a ot 25 mg/ kg TenecHo Termo 10
50 mg/kg TenecHo Terno, MPHIOKEHH KATO TPH MJIH YETHPH PABHO PasfeNieHH JO3H.

Ilpu Texkn HHpEKLMH, MOdKe N1a ce mpHara, ofbiua AHeBHa 103a 10 100 mg/kg T. ., TIPHJIOXKEHH KaTO
TPH MIIH YETHPH PaBHO pa3iesieHH JO3H.

Yka3saHud 3a J03MpaHe NpH KbpPMaueTa, feua (OpHEHTHPOBLYHH JI03H)

Terno 25 mg/kg nHeBHO, B 3 n03u 25 mg/kg nHeBHo, B 4 1031
ﬂcg €IMHHYHA J03a B Heobxonum eHHHYHA Heobxoqum
mg (Ha 8 uyaca) obem 3a 1033 B mg obem 3a
paspexnaHe (Ha 6 yaca) paspexiaHe B
Bml - g0 ml - o 125
125 mg/ml mg/ml
4,5 kg 40 mg 0,35 ml 30 mg 0,25 ml
9,0 kg 75 mg 0,6 ml 55 mg 0,45 ml
13,5 kg 115 mg 0,9 ml 85 mg 0,7 ml
18,0 kg 150 mg 1,2 ml 115 mg 0,9 ml
22,5kg 190 mg 1,5 ml 140 mg 1,1 ml
Terno 50 mg/kg nHeBHO, B 3 103K 50 mg/kg nHeBHO, B 4 N03H
kg €IMHHYHA 1034 B Heobxonum eIMHHYHA Heobxomum
mg (Ha 8 vaca) obem 3a n03a B mg o0em 3a
paspe:knaHe B (Ha 6 yaca) pa3pexknane B
ml - o 225 ml — go 225
mg/ml mg/ml
4,5 kg 75 mg 0,35 ml 55 mg 0,25 ml
9,0 kg 150 mg 0,7 ml 110 mg 0,5 ml
13,5kg 225 mg 1,0 ml 170 mg 0,75 ml
18,0 kg 300 mg 1,35 ml 225 mg 1,0 ml
22,5kg 375 mg 1,7 ml 285 mg 1,25 ml
Hosopopenn:

He e ycranosena 6esonaca ynorpe6a npu HoBopoaeHH (. 1.4.4). He ce mpenopbusa ynorpebara
Ha neda3oNuH NpH NeIHATPHYHH DALMEHTH HA Bb3pacT noja 1 mecern,.

Heya ¢ 6vbpeuna Hedocmamuvynocm




KpearuHuHoB Jo3upoBka uedasonux HurtepBan Mexay no3ute
KIHPBHC (mg/kg) (B yacoge)
(ml/min/1,73 m?)

>50 7 (no 500 mg/no3a) 6 1o 8

25-50 7) 12

10-25 ) 24 no 36

<10 1 48 no 72

Ho3uposkara npH AeLia, NOUIOXKEHH Ha XeMoauanu3a e 7 mg/kg Terno B Ha4aI0To Ha NeueHneto. Thit
KATO CepyMHHTe HHBa Ha Leda3sonuH cnanat ¢ 35% 1o 65 % no Bpeme Ha quanusa, ce Npuiara 103a
ot 3 10 4 mg/kg Terso MexKIy AHATH3HUTE CeCHH (AMaIU3eH UHTepBai — 72 Yaca).

IIpoab/KMTENHOCT HA JIEYEHHETO

[IpoabipkuTENHOCTTA HA JIEYEHHETO 3aBHCH OT X0/1a Ha 3abonsaBaHeTo. B choTBeTcTRHE ¢ 0OMIMTE
NPHHLKIIA Ha aHTHOMOTHYHATA TEPAIHA, JIEYEHHETO ¢ LeasonuH TpabBa Ja NPOALIDKH Hal-Malko 2
10 3 IHW cIe JIMINca Ha TeMIIepaTypa WiH MMa I0Ka3aTe/ICTBO 3a OTNIafjaHe Ha NPHYHHHTENA.

HauuH Ha npunoxeHue
['oToBMSAT pa3TBOp, MPHIrOTBEH KAKTO € NOCOYEHO, C& MPHIara AbI60KO HHTPAMYCKYJIHO WITH
MHTPaBeHO3HO. Bk chilo Taka T. 6.6.

Humpamyckynno npunogicenue.

3a MHTpaMyCKYJIHO NPHJIOXKEHHE NPOAYKTHT TpAGBa JJa ce paspeau B 0,5 % pasTBOp Ha JTHIOKAMH.
Heobxonumara no3a (maxc. 1 g) Tpa6Ba fa Gbe HHKEKTHPAHA B FOISM MYCKYII.
HntpamyckynHOTO npuyokeHHe TpAOBa Ja ce M3M0I3Ba CaMO TIPH HEYCIIOKHEHH HHDEKITMH.
Pastsopere ¢ 0,5 % pa3rBop Ha TMAOKaKHH ChOOpazHO MHGOpMaLUaTa B TabNHIATA:

ObeM Ha KonunuecTBo Ha paspenuren
dnakoHa

500 mg 2ml

lg 4 ml

Humpasenosuo npunoscenue

Pa3TBOpH 38 MHTPaBEeHO3HA HHIKEKIIMA HIIH HHY3Us Ce MPUTOTBAT 4pe3 pasTBapsHe Ha cyXaTa
cyGcTaHmsA ¢ Boja 3a MkeKimH Wi 0,9 % pasTop Ha HaTpueB xyopua. M3nonssa ce Hail-Maiko 4
ml OT pa3TBOpHUTEIIs 33 BCEKH IPaM CYXO BELIECTBO.

3a NpUroTBsHe Ha Pa3TBOPH 3a HHTPaBeHO3Ha MH(Y3uUA, Ganka 3a uady3us ce meaHu ¢ 50 — 100 ml
0,9 % pasTBop Ha HaTPHUEB XJIOPHJ, OCTaBs CE cyXaTa CyOCTaHLMs 1a Ce Pa3TBOPH HAITBJIHO H Ce
3anoy4Ba 6aBHa MHQY3HA.

Humepmumenmua unmpasenosna ungpyzus.:
[To-BHcOKH HEBHH 103K (4 g — 6 g B 2-3 eAMHHYHH J03H) Ce NPHIIAraT Ype3 MHTPABEHO3HA HHY3HA
(nan 20-30 MMHYTH).

Hupexmua unmpasenosna undicexyus
Hosa or 1000 mg uedasonun mMoxe Ja Obie npuioxkeHa ¢ GaBHA MHTPABEHO3HA nmxcxufpg, (JLJL

MHHYTH) JUPEKTHO BBB BEHATA, WIH Ype3 CHCTEMA.

Pa3stBopu Ha Ledaso/uH B IMAOKAHH He TPAOBA 1A Ce MPHIIAraT HHTPABEHO3HO,




YKasaHus 32 pasTBapsHe Ha JIEKAPCTBEHHA NPOAYKT MPe/H NPHIOKEHHETO MY — BiK. T.6.6.

4.3.

IIporuBonokazanus

CBpBX'yBCTBHTE/HOCT KbM aKTHBHOTO BELLECTBO, KbM APYTH LehaOCTIOPHHH HIH KbM HAKOE OT
TMOMOILHHTE BeIecTBa, M30poeHH B T.6.1.

[lpennuina Texka peakuys Ha CBPbX4YBCTBHTENHOCT KbM NMEHHIMIIMH HIIH KbM KOWTO M Ja € THII
GeTa-akTaMHKM aHTHOMOTHILIH.

4.4,

Cnenuannu npexynpexieHHs H IPeANa3sHH MePKH 3a yrnoTpeba

Jla ce npuara ¢ BHHMaHKe NPH NALKEHTH C AlTePrHYHa JUaTe3a, ¢ GPOHXHANHA aCTMA HIIH
cenHa xpema. IIpenu nprnarane Ha uedasonus TpaGea aa ce U3CIIEABAT NPEIMITHY PeaKLHH HA
CBPBXYYBCTBHTE/IHOCT KbM JPYTH GeTa-NakTaMH (MeHHLMIMHK Wik Ue(aNoCIIOPHHH),

IIpu nauneHTH, 3a KOUTO Ca AOK/IA/IBAHH PEAKLIMH Ha CBPBXUYBCTBUTEHOCT, yOTpeGarTa Ha
NleKapCTBeHHA NPOAYKT TpsAbBa na ObJie CrpsiHa U 1a ce Ha3HAuM MOAXOASIIO CHMITOMATHYHO
neyenne. TpaGsa na ce MMaT npenBUA KPECTOCAHH aNepPruyHU PeaKiuy ¢ IpyrH
1eanocnopuHy U MOHAKOra KPBCTOCAHH ANEPrHH ¢ NeHULWIHHK. [IpH H3BecTHa
CBPBXTYBCTBHTE/IHOCT KbM NEHHLIWIMHY TPA0Ba a ce MMa NPeBH KPBCTOCAHA ANEPris KbM
ApyrH GeTa-NaKTaMHH aHTHOMOTHLIA KaTo LedanocropHHH.

IIpu naunenTy ca noKIaABAHK TEKKH PEAKIHH HA CBPbXUYBCTBHTETHOCT, BKIIHOUHTENTHO
aHa(unakcus kbM GeTa-nakTaMHH aHTHOHOTHLM (BikTe Touka 4.8). [To-BeposTHO e Te3u
PeaKlMH 1a ce MOABAT MPH JIMLA C aHAMHE3Aa 33 CBPBX4YBCTBUTEIHOCT KbM GeTa-naKTamu.
Crobienn ca ciryyan Ha cuHzipoM Ha Kounis npyu naumeHTH, eKyBaHH ¢ 1e(asouH.
Cunzpombr Ha Kounis ce onpeiens Kato chbpA€YHOCHA0BH CHMITTOMH, BTOPHYHH 10
OTHOIIEHHE Ha aNepPruyHa peaKkLs WM PeaKi|a Ha CBPbXUYBCTBHTEIHOCT, CBbP3aHH ChC
Cna3bM Ha KOPOHAPHHTE apTEePHH, H KOUTO MOXE JIa IOBEJAT 10 MHOKapAeH HH(apKT.

Ipu nauuenTy ¢ ypenena 6s6peuna hyHKIs NPH CKOPOCT HA IIOMepY/IHA QHITpaLys Moa 55
ml/ min, Moxe fa ce OYaKBa HATPyNBaHe Ha LE(a30NKH, 3aTOBA € HEOOXOIMMO aJIaNTHPAHE Ha
li03aTa WIK yABIXKABAHE HAa HHTEPBaia MEXIY OT/IE/IHHTE NPUIOKEHUA (BHXKTE TouKa 4.2),
Bonpeku, 4e uedazonuH paako npHYMHABA yBpexkane Ha GbOpeunaTa dyHKims,
NpPEeNnopBYMTENHO e 1a ce u3cnensa 6b0peunara QyHkuys, ocoGeHo Npu TexkKo 60THH
NalKEHTH, KOMTO NMOJTy4aBaT MAKCHMAIHH KOJTIMYECTBA H NPH NALHEHTH, KOHTO NOJTyYaBaT
ApYTH HEQPOTOKCHYHH JIEKAPCTBA, MIPHIATAHH €HOBPEMEHHO KATO AMHHOTJIHKO3HIH MU
MOILHH JHypeTHUH (Harp. Gpypo3eMu).

Ilo u3kmrouenue, koarynanuaTa Ha KpbBTa Moxe Ja Gb/ie HapyLleHa MO BpeMe Ha JICYEHHETO C
uecpasonus. INauueHTHTE B PHCK Ca TE3H C PUCKOBH (DAaKTOPH, NPHUMHABALIH Ie(HLHAT Ha
BUTaMHH K 11 3acaramy Apyri MeXaHW3MH Ha CbCHPBAHETO (NApeHTEpPaTHO XpaHeHe,
XPaHHTEJIHH AepUUMTH, HamMaleHa YepHOApoOHa 1 GB0peuHa dyHKuMs, TPOMOOLIMTONEHHS).
ChbeHpBaHeTo MOXKe ChIIO N3 Gbe HapyIIeHO B IPUCHCTBHETO HA CBBLP3aHH 3a00/IABAHMS
(Hanp. xemodunus, A38a Ha CTOMAXa M IBAHA/IECETONPLCTHUKA), MPHUHHABALLH KK
BJIOIIABALIH KPBBOM3NMHBH. Clie10BaTENHO MPH NALMeHTH ¢ Te3u 3a0o/sBaHus Tpabea 1a ce
npasaT Obp3u TeCTOBE. AKO MOKA3ATEINTE HA TECTA Ca HAMAJIEHH, KOJTMYECTBOTO HA BUTAMUH K
(10 mg / cenmu4no) TpAGBa na GbJe KOPUTHPaHO.

Ilcesdomembpanosen xonum cevpsan ¢ ynompeba Ha anmubuomuyu

CpobLiaBanu ca ciry4au Ha KOJIMT CBBP3aH ¢ ynoTpeGa Ha aHTHOHOTHLM NpH ynioTpe6aTa Ha
MOYTH BCHYKH aHTMOHOTHIM. TexecTTa My MOXe J1a BADHPA OT JieKa /10 KMBOTO3aCcTpalIaBaLla
(Bx. Touka 4.8). [1pu Texka, Npos/KUTENHA JUapHs TPA6Ba 1a ce UMa NpeIH, Ye MoKe Ja e
CBBP3aHa C NPeIH3BHKaH OT aHTHOMOTHLIH NceBIoMeMOpano3eH KonuT. Thii KaTo ToBa
CBCTOSHHE MO3Ke J1a Ob/e MBOTO3ACTpalIaBallo, Tpabea HezabaBHO a ce NIPEyCTAHOBH. —— .
ynotpeGaTa Ha Liea30NHMH U 1a Ce 3aN0YHe NOAXOIALLO JIeYeHHE, AHTHUIIEPHCTAIT m:e
npoTHBonokasaHH. [IpoawmxuTennara ynorpeba Ha ued)a3onnH MOKe J1a POBO ap y
CBPBXPACTEX HA HEUYBCTBHTEIHH MHKPOOPraHu3MH. ClieJ0BaTETHO MalHEHTH




ObJaT BHUMaTeNHO Hal/o1aBalH 3a NOTEHUHATHH cynepuHdexumn. [Ipu npossa Ha TakuBa
TpaA0Ba 1a ce B3eMaT NOAXOAALLH MEPKH.

- Lenzocpouna mepanus wiu mepanus ¢ ucoxa 0osa
IIpenopbyBa ce peioBHa MpOBEpKa Ha QYHKLMHTE HA OPraHuTe, BKIIOYHTENHO GLOpeuna,
4epHOAPOOHA U XeMONOETHYHA (PYHKIMA MO BpeMe Ha JBJITOCPOYHO HITH JIEUEHHE C BUCOKH
nosu. Crobiuasa ce ¥ 3a NOBHILEHH YePHOAPOOHH €H3UMH U POMEHH B KPBBHHTE KJIETKH (BXK.
Touka 4.8).
[Ipy nauxeHTH ¢ XUNEPTOHHA H TIPH ChPJEYHA HEAOCTATLYHOCT TPIAOBA Aa Ce HMa IpeBH/
ChALPKAHUETO HA HATPHH B MHAKEKLIMOHHUTE Pa3TBOPH.

[lenuaTpuyHa nomyJarus
Ledazonun He TpaGBa fa ce Npuiara Ha HEIOHOCEHH H HOBOPOJIEHH JIeLia Ha Bb3pacT 10 | Mecell, Thil
K4TO HAMA HATMYHH IAHHHU H HE € YCTaHOBeHa Ge3onacHocTTa Ha ynortpebara.

Humpamexanno npunooicenue
He ce npunara unTpatekanto. Cro6inaBar ce TeXKH MHTOKCHKALIMH Ha LIEHTPAJIHATA HEPBHA CHCTEMA
(BKJIIOUHMTE/IHO KOHBYJICHH) ClI€/l MHHTPATEKATHO NMPHJIOKEHHe Ha LedasouH.

Beeku duakon ¢ uedasonus ot 1 g coabpika npubnuzurento 50,84 mg HaTpuid.
Beexu duakon ¢ uedasonun ot 2 g cpabpska npubnuzurento 101,6 mg natpui

4.5. BsaumogeiicTBHE ¢ APYrH JeKaApPCTBEHH NPOAYKTH H APYTrH GopMH HA B3aHMoOaeHCcTBHE

Eodnoepemennomo npunodicenue e npomugonoKkaano

Aumubuomuyu

Lledaszonuu He TpaOBa 1a ce H3MON3RA 3a€JHO C AHTHOHOTHLIM, KOUTO UMAT GAKTEPHOCTATHYEH HAUMH
Ha JIeHCTBHE (Hanp. TETPALMKIHHH, CYI(OHAMHIH, EPUTPOMULIMH, X10paM(PEHHUKOI), Thii KATO TpH in
vitro TecToBe ca HabMONABAHH AHTATOHHCTHYHH e(eKTH.

Eodnospemennomo npunodicenue e npomugonokazano
IIpobeneyuo
I1pu enHoBpeMeHHO MpHNOKeHHe Ha Lieda3onuH ce HaMalisiBa OBOPEYHHSAT KIHPBHC.

Ilpedynpescoernun

Bumamun K1

Haxkou nedanocnopunu karo uedamannon, uedazonus 1 uedoTeTaH MOrar Aa NPHYHHAT CMYLIEHHS B
meTabonu3ma Ha BuTaMuH K1, ocoGeHo B cinyyaute Ha neduumt Ha ButamuH K1. Tosa Moke na
HM3HCKBa No0apAHe Ha BUTaMuH K1,

Anmuxoazynanmu

LleanmocnopHHHTE MHOTO PAIKO MOraT Ja AOBEAAT [0 HAPYIIEHHS B ChCHPBAHETO HA KPhBTA (BiK.
To4Ka 4.4). AKO ce H3M10J13BaT €JHOBPEMEHHO NEPOPaHH aHTHKOATYIaHTH HIH BHCOKH /1034
XeNnapHH, MapaMeTpHTe Ha ChbeHpBaHe TpaOBa Aa Obaar HabmoaaBaHu.

Heghpomoxcuunu azenmu

He moxe na 6b/1e H3KIIOYEHO yBEIMYaBAHE Ha HE(PPOTOKCHYHHTE epeKTH Ha aHTHOMOTHLMTE (HANp.
aAMHHOIIMKO3M/IH, KOJIMCTHH, MONUMHKCHH B) u anypetnun (Hanp. ¢yposemun). CroiiHoctute Tpsabea
Ja ce HaOmoaBaT BHUMATE/IHO, KOTATO TE3H JICKAPCTBEHH MPOIAYKTH ce MPHUIIAraT eIHOBPEMEHHO ¢
ueda3onuH.

Jlabopamopnu uscnedeanus A
TecroBete 3a KauecTBEHO JOKa3BaHe Ha INIIOKO3a B YPHHATa, C H3MOJI3BAHE Ha Bencdlct's/]:"ﬁhhng« .
pa3TBOPH WM TabieTku MeneH cyidar, Morar Aa anat ¢anuuBo-nonoKUTeTHA peay TaTH. TOBa He
€ CTy4Ba MPH H3MOJI3BaHEe HAa eH3MMHO-0a3upaHH METOIH.




Mosxe na ce HabmoaBa NO3UTHBMPAHE HA IMPEKTHHA M MHAMPEKTHHA TecT Ha Coombs,
BIJTIOYHTENTHO M [IPH HOBOPO/JEHH, KOraTo Ha MaikaTa ca npuiaraHy ueQanocropuHu npeau
paxKIaHeTo.

4.6. Pepruaurer, 6peMEHHOCT H KbpMeHe

bpemennoct
besonacHocTTa Ha Lieda3oIiH NpH BpeMe Ha OPEMEHHOCT MPH X0pa He € YCTaHOBeHa, Nopaan KOeTo

TMPHJIOKEHHETO Ha NPO/YKTa N0 BpeMe Ha GpeMeHHOCT, 0coGeHO npe3 MbPBHs TPHMECTHP, Tp:AbBa aa
CTaBa C/ie/l BHUMATelHa OLEHKA Ha ChOTHOIIEHHETO No3a-puck. M3eecTHo e, ye uedazonun
NpeMHHAaBa 1pe3 TUIALeHTaTa.

Kspmene:
B xbpMmara ca yCTaHOBEHH MHOrO HHCKH KOHIEHTpauuu Ha uedasonus. Liedazonun moske 1a

MPHYHHYA CEHCHOMIM3aLMA ¥ NPOMAHA B UpeBHATa (JIOpa, KAKTO M MEOHYHK MH(EKLMK IpH
KbpPMayeTo, Mopaju KOETO Ce NPenopbyuBa KbpMEHeTo j1a Ob/ie MpeyCcTaHOBEHO.

4.7. EdexTn BBpXy cnocodHocTTa 32 modupane H paboTa ¢ MAHHH
He ca nposexann npoyuBaHHs 3a eeKkTHTe BbpPXy cnocoGHOCTTA 32 mogupane M paboTa ¢ MalIMHH.
Bonpexu ToBa, HAKOHM HeKeJIaHH peakLUuy (HaNpUMep alepruyHH PeakiliH, 3aMasHOCT) MOTaT Ja

TIOBJIHAAT CIOCOOHOCTTa 32 odupaHe Wik padoTa ¢ MaKHK (BHK TouKa 4.8).

4.8. Hexenanu nekapcTBeHH peakmHH

HJIP ca nocouenu no-nony ceriacHo MedDRA cucTeMo-opranHuTe KiacoBe H yectora. YecToTHTe
ce onpefenar karo: Muoro yectu (>1/10); uectu (>1/100 <1/10); newectn (>1/1000 <1/100); penxu
(>1/10 000 <1/1000); muoro peaku (<1/10 000), ¢ Heu3BecTHa YecToTa (YECTOTATA HE MOsKE J1a ObIe
onpeje/ieHa 0T HATUYHUTE NAHHH):

Hudexnun u Punur Iponbmku-

nadecTannu TeJHATa WK
MHOTOKpaTHa
ynotpeba Moke
Ja foBene a0
cynepuHQeKuua
WIH
KOJIOHH3aLHA C
YCTOHUUBH
Oakrepuu wiu
JPOKIH
(opanHa
MJIEYHHLIA,
MOHOJIHAa3a
BarkHHAJIKC)




Hapymenns Tpomboumu- Hapywenns na
Ha KPbLBTA H TOIMEHHS, KPBBOCHCHpBA-
JumMbuara HEYTPOIEHHUA, | HETO, KbpBeHe*
cHCTEMA JIeBKOIEHHUS,
€03HHO(UIHS,
arpaHyJoLH-
TO3a,
XEMOJIHTHYHA
aHeMHS,
rpaHyNOLMTO3a,
JIEBKOLIUTO3a
MOHOLIMTO3a,
nuMoLuTO-
NEHMs,
bazodunus
Hapymenns Anepruunn | Texku 3acrpaluapain
HAa HMYHHATA KOYHH peakuuH Ha JKHMBOTa
cHCTEMa peaKkLHH CBPBXYYBCT- aHaUNaKTH-
KaTo BUTEHOCT YeH Lok**
epHTEM, Karo
YPTHKapHA M | aHTHOHEBPO-
cbpbex THYEH OTOK H
ME/IHKaMEHT-
03Ha Tpecka
Hapymenus XunepravukeMus,
Ha XHUIOITTUKEMHS
MeTaboH3Ma
H XpaHeHeTo
Hapywenus 3amasHoCT Kousyicuu®
HA HepBHATA
cHcTeMa
Copaeunu Cunzgpom
HapylleHHusn Ha Kounis
Pecnupatopnn, [Tnespanen
rPbAHH H H3JTHB,
MeAHACTHHAJNHH JIMCITHeS
HAPYIIEHHS HIH
IHUXaTeneH
AucTpec,
KalUIHLIa
CromamrHo- Huapus, Ilcermo-
YpeBHH rajie-e, MeMOpaHo3eH
HADYIICHHS NOBPBLIAHE, KoJuT"
3ary0a Ha
aneTuT
Hapymennn O6pus Epurema TokcuyHa
HA KOXKaTa H MyaTHbopMe, | emMAepManHa
NOAKOXKHATA aHrHoe/IeM HEKpPO/H3a,
TbKaH CuHapom Ha

Stevens-Johnson




XenaToOnnapuu Jleko, Bpemento O6patum

HApPYIICHHS NIPEeXOJIHO TMOBHLIABAHE XeNaTuT H
MOBHILIABAHE Ha rama GT, XOJIeCTATHYHA
Ha ASAT, Ounupy6uH KBJITEHULIA
ALAT u u/ wiu LDH
aKaiHa
docaraza

Hapymenns Hurepetuumanes

Ha 0LOpeunre He(PHUT U ApYTH

H YPHHAIHHS 3a00/ABaHHUA Ha

TPAKT opOpermre’

O6mu ®nebuty, Hepaznonoxenue,

HApPYLIEHHS H Tpombo- ymopa, 6o7ka B

edeKTH Ha ¢bnebutn I'bpIHTE

MSICTOTO HA

NPHJIOKEHHE

"PHCKOBH MAIIAEHTH 32 TE3H PeaKLuH Ca Te3H ¢ JIMNca Ha BUTaMHH K win apyru (akTopH, BOACIIH 10
HapyIICHHA Ha KPBBOCBCHPBAHETO, H NALMEHTH ChC 3a00/19BaHKA, KOWTO NPEIH3BHKBAT HITH 3aCH/IBAT
KbPBEHETO.

""KOETO MOXKe 12 HAOKH He3a0aBHO MHTEH3MBHO JICUEHHE.

0cobeHo B ciyyai Ha Mpeo3upaHe WK HEPOMEHEHO no3upane npu 6B0peyHa HeAOCTATHUHOCT.

"B ciy4an Ha TexKa H IOCTOAHHA AMAPHS 110 BPeMe WM ClleJl JIeYeHHeTo ¢ edasonuH Tpsbsa 1a ce
TOTLPCH JIEKAP, Thi KATO TOBA MOXKE /1a € CHMIITOM Ha CepHO3HO 3abonsBane (ncesaoMeMbpaHo3eH
KOJIHT), KOeTo TpsiOBa /ia ce JiekyBa He3abaBHO (Hanp. ¢ nepopajieH BaHKOMHULMH 250 mg, npriioxkeH 4
mbTH IHEBHO). [TanpenTure TpabBa na ce BE3BPIKAT OT CAMOJICUEHHE C JIEKAPCTBA MOTHCKALLH
NEPHCTAITHKATA.

$Hai-Beue NpH MALMEHTH C TeXKH 3a60/11BAHHS HA KOMOMHHMpaHa JIEKapCTBEHA Teparus.

B cryyan Ha Texcka H nepercTHpalla AHApHs 110 BPeMe Ha WIIH ClIe/l JIEYEHHeTO ¢ leda3oun Tpsbaa
Aa ce MOThPCH KOHCY/TaLMs ChC CIIELMAIMCT, Thii KATO TOBA MOXE 1 € CHMITTOM Ha CEepHO3HO
3abonsBaHe (nceaOMeMOPaHO3eH KOIHT), KOETO TpOBa 1a ce JieKyBa He3aGaBHO. [IpHnoKeHHeTo Ha
CPEe/ICTBA NOTHCKALIH YPEBHATA MEPHCTANTHKA € IIPOTHBONOKA3aHo. (BkK. Touka 4.4).
TpoxbmkuTennara ynorpe6a Ha nedanocnopis Moxe Aa JOBEE 10 IPEKOMEPEH PACTEX Ha
YCTOHYHBH Ha JeHcTBHEeTO Ha nedazonuH Gakrepuu kato Enterobacter, Citrobacter, Pseudomonas,
Enterococci wnu Candida.

[IpoyuBanus
IIpexoano ysennuenue Ha SGOT, SGPT, ypes B kpbBTa M ankanHa docdarasa 6e3 KIMHUYHN AaHHU

3a OBOpeyHO WK YepHOPOGHO yBpeskaane. JJaHHHTE pH JKMBOTHU NIOKA3BAT, Y€ CHIIECTBYBA
NOTEHLMANHA HO(POTOKCHYHOCT Ha uedasonuH. Brnpeku ue He e Habmonasana npu xopa, T4 TpiGea
Jla ce B3eMe I0Jl BHUMaHue, 0c00€HO NMPH NALMEHTH, MOy YaBallld BUCOKH 103H, MPHIATAHH 34 I10-
ABJITH MIEPHOMIH OT Bpeme. Psjko ca chobimasany ciryyau 3a pasBHTHe HA MHTEPCTHLMAICH HEPHT H
HeonpezeneHu Hedponatuu. [TopeyeTo ot Te3u cHOOLIEHHS ca 3a NALMEHTH C TEXKH 3a00/1BaHus Ha
KOMOHHHMpaHa JiekapcTBeHa Tepanus. PoyaTa Ha LedasonyH B pasBUTHETO HA HHTEPCTHLHANEH
HepHT M APYTH He)ponaTHH He € YCTAHOBEHA.

Mma penku cilyuaH Ha IOK/IaJBaHE Ha: HAMAIEH XeMOIIOOMH H / MJTH XeMaTOKPHT, aHeMHs,
annacTHYHa aHeMU, TIAHLMTONEHHA M XEMOIIMTUYHA AHEMHS.

[lo BpeMe Ha Jle4eHHEeTO ¢ HAKOH Le(aToCnopuHy ca choOIABAHU CHLIO: o
Kommaps, cBeToBBpTEXK, XHIEPAKTHBHOCT, HEPBHOCT HJIH TPEBOXKHOCT, Ge3chHHue, cmnp:aﬁ'éfr |
cnabocT, ropely BhJIHH, HApYIIEHO LIBETHO 3peHHe, 0OBPKBaHE M eMHIENTOTeHHA AKTHE Q¢




CrofuiaBaHe Ha MOJO3UPAHH HEXEIAHH peakuuu

CpobiaBaHeTo Ha M0I03MPaHK HEXKEAHH PEaKLIMM CITe]] pa3peliaBaHe 3a ynotpeba Ha JieKapcTBeHHe
NPOAYKT e BakHo. Tora 1038018 Aa NPOABIKH HAGIOAEHHETO Ha CHOTHOLIEHHETO N0/13a/PHCK 32
JIEKapCTBEHHA NPOAYKT. OT MEMUMHCKUTE CIIELMATMCTH CE M3HCKBA 12 ChOOIIaBAaT BeAKa
NOJ03HPaHa HexKeNnaHa peakiHa 4pes:

W3nbaHATEIHA areHnHs 10 JeKapeTBaTa

yi. . Jdaman Ipyes® Ne 8

1303 Codus

Bbrarapus

Ten.:+359 2 8903417

yebcaiT: www.bda.bg

4.9. IIpepo3upane

CumnroMu:

CuMnTomMuTe MOraT Jja BKIIOUBAT 601ka, QIeGHT H BB3NAICHHE HA MACTOTO HA uHKeKkTupane. [pu
MAUHEeHTH, Ha KOWTO C€ MPUJIAraT BUCOKH I03H, MOTaT Ja ce HabJTII0JaBaT CBETOBBPTEK, NIAPECTe3HH H
rnasoGosnue. Ilpu naunenTy ¢ yspesena 6s6pedna QyHKLMS € BH3MOsKHA I10SIBATA HA THPYOBE.
OTK/IOHEHHETO Ha 1aGOPaTOPHHUTE MOKA3ATENH MOXKE 1a BKTIOYBA IOBHLIEHHE HA kpeatHHuHa, BUN,
4epHOAPOOHHTE eH3UMH U GUMpyGuHa, monoxuTeneH Tect Ha Coombs, TpomGoLmTo3a U
TPOMOOLHTONEHHS, €03HHODHITHS, ICBKONEHHSI, KAKTO H YAB/DKABAHE HA IPOTPOMOHHOBOTO BpeMe.

Jleuenue:

B ciy4aii Ha n0siBa Ha rbpUOBE, NPHIIOKEHHETO Ha JIEKAPCTBEHHS NIPOIYKT TPAGBa 1a ce crpe
He3a6aBHO. BE3MOXKHO € 112 ce IPUIOzKH MOAXOMAILO M KIMHHYHO MOKA3aHO AHTHKOHBYJICHBHO
nevenne. JKusHennte QyHKUMH M napameTpuTe TpsbBa 1a ce HabmoJaBaT BHUMATENHO, B Ciyyaii Ha
TEKKO [PeIo3npaHe, 0co6eHO Npy ManueHTH ¢ 6s6peuHo yBpekIane, KOMOHHALIMA OT XeMOAHATH3A |
xeMornepdy3us MOXe /1a e eeKTHBHA, BBIIPEKH Ye HiMa JaHHH 3a TakuBa ciiyuaH. [leputoHeannata
JHanu3a He € eeKTHBHA.

5. ®APMAKOJIOTHYHH CBOMCTBA

5.1. ®apmakoJHHAMHYHH CBOlcTBa

®DapmakoTepanesTuyna rpyna: JIpyru Geta-akTaMHH aHTHGMOTULM, ThPBA TeHEpALIHS
uedanocnopuHm.

ATC xon: JO1DB04

Mexanu3sm Ha neiicTerHe

Baxteprumanara akTuBHOCT Ha He(a3ouH ce ABUKHM Ha HHXHGUPAHETO HA CHHTE3a Ha GakTepranHa
KJIeTBYHa CTeHa (110 Bpeme Ha MEpHO/ia Ha PacTexk), MPUYHHEHO OT HHXHOMpAHe HA NeHHLMIHH-
cebp3eauy nporedH (PBP) karo Tpancnentuaasm,

DapmakokuHeTHKA U hapMakoAHHAMHKA:
Crenenta Ha 6akTepHLIMIHATA aKTHBHOCT 3aBMCH OT MEPHONIA OT BpeMe, KOTaTo HHBOTO Ha cepyma
HaJIBHIIIaBa MHHHMAJIHaTa MHXHOWTOpHA koHueHTpauus (MIC) Ha naroreHa.

MexaHu3MH Ha YCTOHYHBOCT
PesucrenTHOCTTa KBM Lieda3onnH MOXe 1a GbJie IPUYHHEHA OT CJIEHHTE MEXAHU3MH:

- HHAKTHBHpaHe oT B-nakramasu. Lledasonuu nposissiea wuMpoka cTabUIHOCT Cpenty nennun;.txﬁ_}__ia;u-
Ha rpam-MoJOXKHTeIHU GaKTepHH, HO MaJIka CTaOMIIHOCT CPelly MHOKECTBO TIa3MHIHH K%@%}é@_
naKTamas, Hanp. B-nakramasu ¢ pasumipen cnextsp (ESBL) win 4pes XpoMo3oMHO konﬂﬁa}_iufﬁ_- ;
nakramasu ot Tuna AmpC. R




- HamareH apuuuter Ha PBPs cpemy uedasonun. [Ipuao6urara pe3sHcTEHTHOCT Ha THEBMOKOKH 1
ApPYTH CTPENTOKOKH C€ NMPHYHHABA OT MOAM(HKALIMHK Ha Beye chuiecTByBald PBP kato ciencteue ot
TpoLeC Ha MyTaLKsl. 33 pasiikKa OT TOBA OTHOCHO METHLIMIIHH- (OKCALIMIMH-) Pe3HCTEHTHHA
CTa)HIIOKOK, CH3AaBaHETO Ha AonbaHuTeNeH PBP ¢ Hamanen adumuTer cpeiny uedasonuH e
OTrOBOPEH 3a PE3HCTEHTHOCTTA.

- HEa/IeKBAaTHO MPOHHKBaHE Ha Le(a30/IHH Npe3 BHHIIHATA KIeThYHA MeMOpaHa Ha rpam-
OTpHLATEHH OakTepHH, Taka ye HHXuOHpaHeto Ha PBPs e HenocTaThuHO.

- HATMYHETO Ha TPAHCNIOPTEH MEXaHH3bM (e(1yKCHH MOMMH), crioco0eH aKTHBHO 1 TPAaHCTIOPTHPa
ue(a3oHH H3BBH KJIETKATA.

YacTHuHa WK ITBJIHA KPBCTOCAHA PE3MCTEHTHOCT Ha LieasonuH ce NposBsABa ¢ APYTH MEHHLMIHHY 1
1edanocnopHHu.

KpHTHYEH rpaHunu

O6wata cepus oT paspexaaHis ce H3IOM3BA 32 TecTBaHe Ha Uedasonu. ClleXHUTe MHHUMATTHH
MHXHOHTOPHH KOHLEHTPALMH Ca ONPE/IE/IeHH 33 YyBCTBHTEJIHH W YCTOHYMBY MUKPOGH:

EUCAST (EBponeficku KOMUTET 32 M3MHTBaHE Ha aHTHMHKPOGHA YyBCTBUTEJTHOCT) KPHTHYHH
rpanuuy (2011-01-05, Bepeus 1.3):

Ilatoren 0AATIMBOCT/akTHBHOCT | PesncTeHTHOCT
Enterobacterales (camo npu < 0,001 mg/l >4 mg/l
MHGEKLIHH Ha YpHHAPHUS

TpakT)'

Staphylococcus spp. -2 -2
Streptococcus groups A, B, -3 -3

GG

Streptococci ,,Viridans*- <0,5 mg/l > 0,5 mg/l
group

Non species-related break <1mg/l >2 mg/l
points*

(M3xmroueHue:

Staphylococcus spp.2)

' Makmounrento 3a E. coli u Klebsiella spp. (¢ uskmouenne Ha K. aerogenes)

YyseTBHTENHOCTTa Ha Staphylococcus Spp KbM 1edasoNHH ce H3BexkKaa OT YyBCTBHTEIHOCTTA Ha
Oxacillin, pecn. ueokcHTHH. Y CTORUMBHTE HA METHLIAIMH (OKCALMIMH / 1e)OKCHTHH) CTAdHIOKOKH
Cca OLCHEHH KaTo yCTOHYMBH Ha 1e(aNOCIOPHHH, HE3ABUCHMO OT PE3yJITaTa OT TECTa 3a
4yBCTBHUTEJIHOCT.

3 Beta-nakTamHaTa 4yBCTBHTE/IHOCT Ha GeTa-XeMOIUTHYHUTE cTpenTokokoBH rpynu A, B, C u G ce
onpejens OT YyBCTBHTEIHOCTTA KbM MEHHLHJIHH.

* BB3 OCHOBa Ha (hapMaKOKMHETHYHH JaHHHU

YyBcTBUTENHOCT:

Pasnpoctpanennero Ha npunoGuTaTa Pe3MCTEHTHOCT MOXKE /i Bapupa reorpad)ckv M BB BPEMETO 3a
130paHu BUOBE U € JKeNaTe/THa MEeCTHA HHOPMALMS 38 PE3UCTEHTHOCTTA, 0COOEHO MPH JIeYeHue Ha
TexKH uHQexuu. [Tpu HeoGxomMocT TpaGea Ja ce MOTHPCH CHBET OT EKCTIEPT, KOTaTO MECTHOTO
pasnpocTpaHeHHe Ha PEe3MCTEHTHOCT € TaKOBa, Y€ MOJIE3HOCTTA Ha areHTa MpH NOHE HAKOH BHIOBE
HH(EKLHH e 0] BBIpoc.

YecTo BH3NPHEMYHBH BHIOBE




Gram-positive aerobes

Staphylococcus aureus (methicillin-susceptible) ©

Staphylococcus saprophyticus®

Streptococcus agalactiae®

Streptococcus pneumoniae

Streptococcus pyogenes®

Gram-negative aerobes

Citrobacter koseri

Bujose, 3a KOHTO NpHAOGHTATA PEIUCTEHTHOCT MOJKe A
npeAcTaB/sBa npobiaem

Gram-positive aerobes

Staphylococcus aureus?

Staphylococcus epidermidis*

Staphylococcus haemolyticus®

Staphylococcus hominis*

Staphylococcus pneumoniae (penicillin-intermediate)

Gram-negative aerobes

Escherichia coli®

Haemophilus influenzae

Klebsiella oxytoca **

Klebsiella pneumoniae”

Proteus mirabilis™

Inherently resistant species

Gram-positive aerobes

Enterococcus spp.




Staphylococcus aureus (methicillin-resistant)

Staphylococcus pneumoniae (penicillin-resistant)

Gram-negative aerobes

Acinetobacter spp.

Citrobacter freundii

Enterobacter spp.

Legionella spp.

Morganella morganii

Moraxella catarrhalis

Proteus vulgaris

Pseudomonas aeruginosa

Serratia marcescens

Stenotrophomonas maltophilia

Anaerobes

Bacteroides fragilis

Others

Chlamydia spp.

Chlamydophila spp.

Mycoplasma spp.

¢ JluteparypHu 1aHHH, CTIPABOYHHLIK 1 TePaNeBTHYHH HACOKH MONKPENAT [I0AATIHBOCTTA.
" B noHe eluH peruoH CTENeHTa Ha PE3UCTEHTHOCT € > 50%.

* HsiMa Ha/lH4HH TeKyLIH JaHHH; B IIPOY4BaHKsA (Hajl 5 TOJMHH) NPOLIEHTHT HA PE3UCTEHTHOCT € >
Y po
50%.

3
B paiioHa Ha 0611HOCTTA MPOLIEHTHT HA PE3UCTEHTHOCT <10%.
% 1llamose, npoussesxaau ESBL, ca Bunaru YCTOHUHBH

Jpyra uadopmanus:
PesucTeHTHHTE KBM NEHULMIHH Streplococcus pneumoniae ca KPbETOCAHO YCTOMYHBH Ha//
uedanocnopuHy Kato uedasosuH.



5.2. ®apmakoKHHETHYHH CBOWCTBA

Hedasonus ce mpunara napenTepanto. MakcHMaIHi cepyMHH HHBA CJIe[l .M. HIKEKIHATA ce
aocrura caen 30 1o 75 MHHYTH.

CepymHa koHUeHTpauus (ug / ml) cies HHTPaMyCKyITHO NpHITOKEHHE

Hoza 30 min lh 2h 4h 6h 8h
500 36,2 36, 37, 15, 6,3 3
mg 60,1 8 9 5 13; 7,1
lg 63, 54, 29, 2
8 3 3

CepymHa koHuenTpaums (ug / ml) cnen HHTpaBeHo3HO NpHIOKeHHE Ha | g
5 15 30 lh 2h 4h
min min min
188.4 135,8 106,8 73,7 45,6 16,5

Oxoro 65 - 92% ot uedasonuu ce cebp3Ba ¢ M1asMenuTe nporenny. Lledasonus npoHuksa MHoro
n0Gpe B TBKAHHTE, BKJIOYMTETHO CKENIETHATA MYCKYJIATYpa, MHOKAP/IHATA THKAH, KOCTHATA ThKaH,
TbKAHUTE Ha JUTBUKATA M HUIBYHHS MEXYP, €HIOMETPHYMa H BarHHANIHATA ThKaH. L{edazonun
NpeMHMHaBa MialeHTapHaTa 6aprepa U ChILO ce eKCKpeTHpa B KbpMmaTa. JludysusTa B THKBOD
LepeGPOCIHHAIMC U BOAHA TEYHOCT HE € 0CTAThYHA.

Ledazonun He ce MeraGonuzupa. [To-ronsamara yacT oT NPHIOKEHATA 1032 Ce MOJIara Ha
IJIOMepy/Ha GHITPaLus H ce eTMMHHUPA C yPHHATA B MUKPOGHONIOTHYHO akTHBHA (opma. [To-manka
HacT Ce eKCKPETHPA € JUTbYKaTa. [LIaSMEeHUAT NOMyKUBOT Ha ETMMHHHUPAHE € OKONIO 2 Yaca; Npy
nauueHTH ¢ Gb0peyHo yBpeXx/IaHe TOBa BpeMe MOXKeE J1a Ce YTbIIKH.

5.3. MpeaknuHuYHEH JanHH 32 Ge30MACHOCT

IToBTOpHOTO NpHIIOKEHHE Ha Lieha3OHH NPH KyyveTa U IUTHXOBE ¢ Pa3/IHYHH HAYHHH Ha
MHKEKTHPaHE B MPO/IL/LKEHHE Ha | 10 6 Mecelia He NOKa3Ba 3HAYHTEIHH e(EKTH BBPXY
OMOXMMHMYHHTE H XeMATONIOTHYHHTE TIapaMeTpH. B HAKOH NpoyuBaHus ca OTKPHTH NPH3HALM Ha
HEBPOTOKCHYHOCT.

Criell HHTPaMyCKy/THO HHKEKTHpaHe UehasoNHHBT Ce OHACA 371€ Ha MACTOTO HA MHKEKTHPAHe.
ITpoyuBanusTa BBPXY PENPOMYKTHBHOCTTA HE ¢ NOKA3AIH TEPATOTeHHA AKTHBHOCT U BIHSAHUE BBPXY
obuwre penponykTuBHH (yHKUMH. He ca H3BBpIIBAHK NPOYYBaHHS 3a MYTareHHOCT U
KapLIeHOT€HHOCT.

6. PAPMAIEBTUYHHA JAHHHA

6.1. ChnHcbK HA NOMOLIHHTE BellecTBA

JlekapCTBEHHAT MPOLYKT HE ChABPIKA IOMOILHH BEIIECTRA.

6.2. HecsBmMecTHMOCTH

Ledasonun e HechBMECTHM ¢ aMHKaLMHOB cyJidat, amobapGuran HaTpHH, ackopOHHOBa TAHA,

61€OMHLIMHOB Cy/(aT, KaILKEB IIIOKOXENTOHAT, KA/ILHEB [JIKOKOHAT, LIMMETHAHHOB xmlpom IiHll,. S
KOJIMCTHH MeTaH CyI()OHAT HATPHi, EPHTPOMHLMHOB MNIIOKOXENTOHAT, KAHAMHLIAH cy}j@a':'r",/

L




OKCHTETPALMKIIHH XHAPOXJIOPHN, NeHToGapOrTaN HaTpHid, monuMHiKkerH B cyndar, TeTpamkinnos
XHJIPOXJIOPHA.

6.3. Cpoxk Ha rogHocT
Cpok Ha roaHoCT: ABajeceT W ueTupH (24) mecena.

Cpok Ha roiHOCT clie] pasTBapsHe:

Ot MukpOGHOIOriYHa riieIHa TOUKa NPOAYKTHT TPAGBA /1A ce M3MON3BA BeHAra ClE] pasteapsHe. B
NPOTHBEH CITy4aH, BPEMETO H YC/IOBHATA 32 CHXPaHEHHE NMPe/H yroTpeba ca OTrOBOPHOCT Ha
notpeGuTeNs ¥ 0OMKHOBEHO He TpAGBa Ja Ha/BMIIABAT 9 Yaca IpH Temneparypa noa 25°C uwnu 12
Haca npu Temnepatypa ot 2°C - 8°C, 0cBeH aKo pa3TBapAHETO e HATPABEHO NP KOHTPOIUPAHH H
B&JIMIMPAHH aCENTHYHH YCJIOBHS,

6.4. CnenuajaHH yCJIOBHS HA ChXpPAHEHHeE

Ha ¢nakona

VYcnosua Ha cexpaHenue: [la ce cexpanssa nog 25°C,
Jla ce cbXpaHsBa B OpMrHHAIHATA ONIAKOBKA, 32 J1a ce NPe/Ia3H OT CBET/IHHA.

6.5 Buau chabpikaHHe HA OMAKOBKATA

[Ipax 3a HHXEKLIMOHEH pa3TBOp, MOCTaBeH B GE3LBETEH CTHKIIEH ¢naxon Tun II, 3aTBopeH che
6poMOyTHIOBa IyMeHa 3anylalka, aTyMHHHeBa 00KaTKa, I0CTABEH B KAPTOHEHa KYTHA.
Besika kyTus chabpika 1 diakon wiu 10 dnakona.

He Benuku BuaOBE OnakoBkH Morar fa GbaT MycHATH Ha nasapa.

6.5. Cnenna/Hu npeAnasHH MEPKH NPH H3XBBPJsAHE U paGoTa

Pa3TBOp 3a MHTPaBEHO3HO NPHJIOXKEHHs (AMPEKTHA MHTPABEHO3HA HHKEKLIHA) Ce MPUrOTBA Ype3
pasTBapsHe Ha ChAbPXKAHHETO Ha (/IaKOHA BBB BOJIA 32 MIKeKLH WK 0,9% pasTeop Ha HaTpHeB
XJIOpH]I. 3a pasTBapsiHe HA BCeKH rpaM LedasonnH ce u3non3sa noxe 4 ml ot pasTBopuTens.

Ipu uHTpamyckynHo npunoxenue, HeoGxomumara 103a TpabBa fa G1e HHXKEKTHpaHa B roJiaM
Mycky1. [TpH HHTPaMyCKyITHO MIPHIOKEHHE ChABPIKAHHETO Ha (1akoHa TpaGBa Aa ce pasTBOPH B
0,5% pasteop Ha nupokaun. Lledazomin 1000 mg ce pasteaps & 4 ml ot pasTBOpHUTEN.
Pa3TBapsHeTO M MPUIOKEHHETO Ha ChABPIKAHMETO Ha (NlakoHa TPAOBA 1a ce HanpaBH MpPH aCeNTHYHH
yenosud. IIpenu npunoxerue, pasTBopsT TPOBa BU3YaNHO Ja ce MPOBEPH 3a BHAMMH YaCTHLH U
NpoMsHa Ha LseTa. Manonspaiite camo npacHo MpHroTBenH, GHCTPH U Ge3LBeTHH PasTBOPH.
Wzrernere camo enna noza. Hensnonssanust pastop Tpabsa 1a ce M3XBBPIIH B CbOTBETCTBHE C
MECTHHTE H3HCKBaHMS.

7. IPUTEXATEJ HA PABPEIIEHMETO 3A YIIOTPEBA
TEHAMM]I FOPBIT EOO/T

ya. ,,llanko Lepkoscku™ Ne 80, rp. Codust 1421

Bwarapus

Ten.: +359 2 9631328

8. HOMEP(A) HA PA3PEIIEHHUETO 3A YIIOTPERA

1000 mg Peructpaumones Ne 20220211
2000 mg Perucrpaumonen Ne 20220212




9.  JATA HA ITbPBO PA3PEIIABAHE/TIOJHOBSIBAHE HA PA3PEINEHHETO 3A
YIIOTPEBA

Hara Ha mbpBo paspewagase: 13.07.2022
Jlata Ha nocnenHo NOAHOBABaHE:

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

02/2026




