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KPATKA XAPAKTEPUCTHKA HA ITPOJAYKTA



1. HUME HA JIEKAPCTBEHMUS ITPOAYKT

Bankomuuun Anra®apma 500 mg npax 3a KOHUEHTpAT 32 UH(QY3HOHEH pa3TBOp
Vancomycin AptaPharma 500 mg powder for concentrate for solution for infusion

BankoMuiin Antadapma 1000 mg npax 3a KOHLEHTPAT 32 HH(Y3HOHEH pa3TBOp

Vancomycin AptaPharma 1000 mg powder for concentrate for solution for infusion

2. KAYECTBEH U KOJIMYECTBEH ChCTAB

Beeku nakon cbabpika 500 mg BAHKOMHUIMHOB XHAPOXA0pUA (vancomycin hydrochloride),
cwotBercTiall Ha 500,000 [U Bankomuumu (vancomycin). Korato ce pasreopu ¢ 10 ml Boaa 3a
WH/KEKLMH, KOHLEHTPATBT 3a pa3TBop cbabprka 50 mg/ml BAHKOMMLIMH.

Beeku dakoH chabpka g BAHKOMHIIMHOB XHAPOXIOPHI (vancomycin hydrochloride),
cporBercrral Ha 1,000,000 IU Bankomuimu (vancomycin). Korato ce pasrsopu ¢ 20 ml Boza 3a

MHXKEKLMH, KOHLIEHTPAThT 3a pa3TBoOp chabpika 50 mg/ml BaHKOMHULMH.

3a NMbJIHKA CNHCBK HA MOMOIIHHTE BELIECTBA BHXKTE TOUKa 6.1.
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4.1 TepaneBTHYHH NOKAZAHHSA

HuTpaBeHo3HO NpHJIOKEHHE
BaHKOMHIIMH € MoKa3aH MPH BCHYKH Bb3PAaCTOBH IPYIH 3a JICYEHHE Ha CEeTHHTE HHPEKIIHH (BIK.
Toukn 4.2, 441 5.1)

® YCJI0HEHH MHDEKLMH Ha KoxkaTa U MekuTe ThkaHu (YUKMT)

e UHGEKLHMH HA KOCTHTE H CTABUTE

® [THeBMOHHMA, npuaoduTa B obuiHocTTa (I1110)

e nHeBMOHHMs, npuaoburta B 6onHuua (I116), BKIIOUNTENHO NHEBMOHUS, CBbp3aHa C U3KYCTBEHA

Genonpodra Bentunaimsa (MbB)
® MH(PEKLMO3EH EH0KAPIANT

BaHKOMMIIMH CBLIO € NOKA3aH MPH BCHYKH Bb3PACTOBH IPYNH 3a NepHonepaTHBHA aHTHOAKTepHaiHa
npoduiakTuka cpeiy 6akTepHaieH eHI0KapaAMT NPH NAaLUMEHTH ¢ BUCOK PUCK OT Pa3BHTHE Ha
GakTepuaeH eHIOKapanT, KOraTo ca NnoUIOKEHH Ha 3HAYMTETHW XHPYPrHUYECKH NPOLIELYPH.

IlepopaliHO NMpHIOKEHHE

BaHKOMHLMH € NoKa3aH NpH BCHUYKH Bb3PacTOBM Ipynu 3a jievuenune Ha Clostridium difficile (Bx.
Touku 4.2, 4.4 1 5.1).

HeobxonuMo e na ce B3eMar B npeiBu1 opHIMATHUTE NPENOPBKH 3a NOAX0Ad1Ia yrnoTpeba Ha
aHTHOAKTepHalHH Cpe/ICTBa.
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42 [{o3HpoBKa A HAYKWH HA NPHJIOKECHHE

ﬂoauposxa

Knaeto e moaxoasio, BAHKOMMLUHH Tp;|613a Aa c€ rpunara B KOMOMHaLpA ¢ Apyru aHTHGaKT‘epHa.J'[HH
CpeacTea.

Humpasenosno npunodicenue

Havannara noza ce onpenens Ha 6a3a oduio TenecHo Terno, IocneaBamyTe KOPEKUMK Ha 103aTa
TpAGBA 1a C& OCHOBABAT HA CEPYMHUTE KOHLIEHTPALIMH, 38 A3 Ce MOCTHIHAT TAPreTHUTE TepaneBTHYHH
koHuUeHTpauuu. [Ipu nocneasamuyTe 1031 H HHTEPBAN HA IIPHIOKEHHE, TpabBa Ja ce HMa B NPEABHA H
6nOpeunaTa GyHKIMA.

Hayuenmu na evzpacm 12 u nogeve zoduny
IlpenopbunTenHata go3a e 15 ao 20 mg/kg TenecHo Terno Ha Beeku § A0 12 yaca (1a He ce
npeBHLIaBa 2 g 3a 403aTa).

IMpu Texko HOMHA NALHEHTH MOXKE 1a CE H3MOJI3Ra HAaTOBapRallla 1032 oT 25-30 mg/kg TenecHo
TErno, 3a ja ce yJecHH 6bp30To JOCTHIaHe Ha TAPreTHaTa CEPYMHA KOHLEHTPalHs Ha BAHKOMHLMH.

Kupmavema u eya na gv3pacm om edun mecey 0o nog 12 zoduuna gvapacm
[IpenopbunTtennara no3a e 10 1o 15 mg/kg TenecHo Terno Ha Beeku 6 yaca (Bxk. Touka 4.4).

Hoesopodenu na mepmun (om paxcoanemo 0o 27 HU cled paxcoanemo) u npesicoespeMerno pooeHy

(om paxcoanemo 0o ouaxkeanama dama Ha paxcoane naoc 27 onu)

Ipu onpenensHe Ha cxeMa HAa IO3UPAHE MPH HOBOPOJEHH, TPAORA Aa ce MOTHPCH ChBET OT JieKap ¢
OIHT B IEYCHHETO Ha HOBOPOJEHH. ENMH OT BL3MOKHHTE HAYMHM HA 03MPaHE Ha BAHKOMHLUMH NPH
HOROPOJEHH € WIIOCTPHPAH B clicAHaTa Tabnvua: (BxX. Touka 4.4)

IIMB (cenmunn) Ho3za (mg/kg) HHTepBaa HA NPHIOKEARE
(h)
<29 15 24
20-35 15 12
>35 15 8

TIMB: nocTMeHCcTpYaliHa Eh3pacT (BPEMETO MEXKAY ITbPBHA I€H HA ITOCNEAHHA MEHCTPYANEH HHKBI U
paXkNaHeTO (FECTALIMOHHATA BB3PAcT) MITHC BPEMETO, HIMMHAIO CIIe] paXIaHEeTo (MOCTHATATHA
BB3pPacT)).

Ilepuonepamusna npodurakmuxa Ha baxmepuaien eHOOKApOUMm 8b8 8CUYKYU Eb3PACHOBU 2PVHU
[IpenopbuBa ce nawanta noza 15 mg/kg npenu MHOyKUMATa HA aHecTe3us. B 3aBHcHMOCT OT
NPOABLIKUTETHOCTTa Ha ONePALIWATA MOXKE Ja CE HATOXKH BTOPAa 0338 BAHKOMMLIVH.

lpodvnxcumennocm na neverie

[IpennoxkeHata MPOALLKUTEHOCT Ha JieUeHHE e MoKasana B Tabnuuarta no-gony. [ipH BCHUKH cTydau
NPOABLIKHUTETHOCTTa HA TeveHHe Tpadea na 6bae cbobpaseHa ¢ BMAA M TEXKECTTa Ha MHGEKLUATA,
KaKTO H MHAWBHIYAJIHHS KIIMHUYEH OTTOBOD.

ITokazanne IpoaLKHTETHOCT HA JIeUeHHe
VYcnoxkueHH HHOEKLHHY Ha KOXKATa H MEKHTE
ThKAHH
- HE HEeKpOTH3HpaL} 7 no 14 nHu
- HEeKpOTH3Hpall 4 0o 6 ceamuuu™*
HH}EKLH Ha KOCTHTE H CTABHTE 4 no 6 cegMuLA**
TIHeBMOHMA, NpHAOOGHTA B 0OLIHOCTTA 7 no 14 nuu




[THeBMOHMA, NpHAcOHTa B HOMHHLA 1 7 a0 14 auu
NHEBMOHHMS CBbP3aHa ¢ U3KycTBeHa Genoapobua
BCHTH/IALIHA
Hudexumnoses eHioKapauT 4 no 6 ceamuup***
*[IpoawikeTe, IOKAaTO HE Ce HANOKH NOMBAHUTENEH AeOPHAMAH, MALHEHTHT KITHHHYHO Ce €
nofobpun M nauuesTsT e agebpuned B npoab/preHue Ha 48 1o 72 vaca.
**3a cTaBHM BB3NANICHHA, TPHUHHEHH OT MPOTE3H, € HeoBX0MUMOIa ce 0OMUCAAT NO-ABArOTPAHHH
MepopankH CYNpPecHBHH TEpanuM ¢ NOAXOAIIH AHTHOHOTHLIM.
***[Iponb/kyrenHocTTa 4 Heo6XOAHMOCTTa OT KOMOMHMpaHa Tepanus 3aBUCH OT BUIA Ha KJanara u
CBHCTOAHHETO Ha OpraHu3Ma.

CrieuanHy nonynaiuu

Hayuenmu e cmapuecka ev3pacm
Mosxe aa e HeoOxonHMa NO-HUCKA NOAABPKALIA J03a Nopaay orcnabpaiua 6s6peuna byHkuus,
CBB3aHa C Bb3pacTTa.

Bvbpeuno yapexcoane

[Ipu BB3pacTHM M NeAHATPHYHH NALKMEHTH ¢ OBOpeuHo yBpexkaaHe TpabBa Na ce 06MHUCIH Ha4YaHa
0034, NOCIEABAHA OT HAH-HHCKATa CEPYMHA KOHLIEHTPALMA HA BAHKOMMLMH, BMECTO OTpene/eHa
cxema Ha npunaraHe, ocobeHo NpH MailMeHTH ¢ TexKo GBOPEUHO yBpPeKIaHe WITH TaKKBa, KOUTO Ca
nomuioxeHH Ha 6b6peqHozamecTuTenHa Tepanus (b3T) nopagu MHOTO pasIHUHH (GaKTOPH, KOHTO
MOraT Aa MOBJMAAT HHBATA HA BAHKOMHLIMH TNPH TAX.

Ipu nauneHTH C Nexa I ymepeHa cteneH 6bOpeuHa HEOCTATEYHOCT, HaYallHaTa 1034 He TpAbBa na
ce HamasnsBa. [1pu naumueHTy ¢ Texxka crener 650peyHa HeJOCTATEYHOCT € 32 MPEANOMUTAHE 14 CE
yIBIDKH HHTEpBANA Ha NPUIIOKEHHE, BMECTO [Ia Ce NIPUIATAT O-HHCKM THEBHH J03H.

TpabBa na ce o6 bpHE BHUMaHHE HA CbIIBTCTBALLOTO NPHIIOKEHHE Ha JIEKAPCTBEHH NMPOAYKTH, KOUTO
MOraT Ja HAMAJIAT KIHPBHCA Ha BAHKOMHUMH W/HAH [1a NOTEHUHPAT HETOBHTE HEXKENTaHH PeaKLHH
{Bx. Touka 4.4).

BankoMHUMH ce auan3upa cnabo upes HHTEPMHTEHTHA XeMoaHanu3a. Bunpeku Topa, ynotpebara Ha
MeMOpaHH ¢ BUCOKA MPONYCKIHBOCT U HEMpeKbcHaTa 656peyuno 3amecTutenta tepanus (HB3T)
yBE/IMYaBa KJIHPbHCA HA BAHKOMHULIMH U OOMKHOBEHO M3HCKBA 3aMECTEaHe Ha J103aTa (0GHKHOBEHO
crieq XeMOMANIH3HA CECHA NPH HHTEPMHTEHTHA XeMOAMAITH3A).

Bw3pacmnu
AnanTipaHeTo Ha 103aTa PH BB3PACTHH MAlHEHTH MOXKE 13 Ce OCHOBABA HA H3UMCIIEHATA CKOPOCT
Ha rnoMepy Ha ¢unrpauus (MCI'®) c nomoiura Ha cnegHata opmyna:

Mtaxke [Terno (kg) x 140 MuHyc Bb3pacTTa (roauun)]/72 x cepyMeH kpeatuHud (mg/100 ml)
XKenn 0,85 x cToitHocTTa, M3UHCIEHa vpe3 ropHaTa opMyna

Obuuaiinara HayanHa 1032 32 Bb3PACTHH NauMeHTH € 15 1o 20 mg/kg, KoATO MOKe A2 ce npuiara Ha
BCEKHM 24 yaca NPH NALMEHTH C KPEaTHHHHOB KIHPbHC Mexay 20 u 49 ml/min, TIpu nauxeHTH ¢

TexKo 6B6petHo yBpexnaHe (KpeaTHHHHOB KIHpbHE nox 20 ml/min) win Ha 6u6peuno 3amMecTUTENHA
Tepanys, NoAXOeAAIOTO pasnpeleneH e Mo BpEMe H KOJTUYECTBO HA NMOCNEIOBATEIHHTE JA03H 10
ronsaMa CTeneH 3aBHCAT oT HayuHa Ha B3T u Tpabea na ce ocHoBaBar Ha HaH-HHCKaTa cepyMHa
KOHLHHTPALHA Ha BAHKOMHLMH M HA OcTaTb4Hata Obbpeuna yHkums (B, Touka 4.4). B 3aBHCHMOCT

PE3yNTaTHTE 34 HHBAaT4d HAa BAaHKOMHLIHH.

[Mpu kpuTHUHO 6OMEH NaUHEHT ¢ 6BEOpeYHa HEAOCTATHYHOCT TBPBOHAYANHATA HATOBA
no 30 mg/kg) ne Tpabpa ga ce HamansBa.



Heouampuuna nonyrayus

AjanTHpaHeTo Ha J03aTa NpH NEeAUATPUYH NALMEHTH Ha Bb3pacT Hald | roJIHHA, MOXKE Ja CE OCHOBaBa
Ha M34KC/EHATa CKOPOCT Ha rioMepyita ¢uarpauus (vCI'd) upes npepabotenara dopmyna Ha
Schwartz:

uCI'® (ml/min/1.73m?) = (BucouurHa B cm x 0.413)/ cepymeH kpeaTuuut (mg/dl)

nCT'® (ml/min/1.73m?)= (skicounHa B cm x 36.2/cepymeH kpeatuaus (umol/L)

IMpu HOBOpOAEHH H KbpPMaYeTa MO 1-ToANINHA BB3pacT TpAOBA Ja Ce MOTHPCH CHBET OT CNIELHANKCT,
Thii KaTo npepaboTeHara popMyna Ha Schwartz 3a TAX He € NPHIIOKHMA.

OpHEHTHPOB'b'{HHTB NPENOPLKHK 3a N03HPAHE MNPH NCAHATPHYHATA NOMYyJIAllHA ¢a NOKa3aHH B
TabnuuaTa no-J01aY, KOATO CneABa CBIUTE NPHHLNKW KAKTO NIPH Bb3PAacTHU MallUeHTH.

Cr® (mVmin/1.73 mz) HuTpaBeHo3na 1032 YecroTa

50-30 15 mg/kg 12 hourly

29-10 15 mg/kg 24 hourly

<10

HurepmuTeHTHa 10-15 mg/kg IloBTOpHOTO NpHaraHe Bb3
XeMojHanu3a OCHOBA HA KOHUeHTpauuara*

TlepuToHHanHa qUan#za

Hpoasmrurenya 6v6peyna 15 mg/kg IToBTOPHOTO NpHNaraHe BL3
3aMECTHTEJTHA TeparnHus OCHOBAa Ha KOHLCHTpau1aTa *

*[TonxonamoTo pasnpeaeNeHye 1o BpemMe H KOTMYECTBO Ha cilelBalluTe A03H A0 ronsMa CTencH
3aBHCH oT BHAa B3T v Tpabpa a ce 0CHOBaBa Ha CEPYMHHTE HHBA HA BAHKOMHLIMH, NMONYUYEHH NPEaH
NIPWIAraHeTo H Ha ocTaTb4Hara 6b6peuHa ¢pyHKuMA. B 3aBHCHMOCT OT KIHHHYHATA CHTYALHA, MOXKE
la ce o6MUCAM OT/Iarane Ha clleapallaTa 103a, JOKaTo ce O4aKBaT pe3yNTaTUTE 3a HUBAaTa Ha
BAHKOMHIIHH.

Yeproopobro yepeacdane
He e HeobxoauMa KopeKLMs Ha 103aTa [1pH NALHEHTH ¢ YepHOAPOOHA HEAOCTATEYHOCT.,

bpemennocm
Moske na ca HeOGXONRMM 3HAYNTETHO MO-BHCOKH JO3M 33 MOCTHIaHE HA TePaneBTHYHH CEPYMHH
KOHUMHTpaLHH NpH OpeMeHHH jkeHH {BkK. TouKa 4.6).

Tlayuenmu cve 3amavemasane
INpy nanueHTH che 3aTABCTABAHE MhPBOHAYAIHATA 03a TpAOBaA fa ce afanTHPa HHAWBHIYANHO,
cnope o6110TO TeJIECHO TErI0, KAKTO NPH NMaUHEHTHTE 0e3 3aTIbCTABAHE.

HEEOEMHD HNpHA0KEeHHE

ITayuenmu na ev3pacm 12 u nogeue 200unu

Jleuenune Ha undexuma ¢ Clostridium difficile:

[TpenopvunTenHarta nosa BaHkoMHUMH € 125 mg Ha BcekH 6 yaca 8 npoabmKeHHe Ha 10 auM 3a
NbpBHA enu3o Ha He-Texcka Clostridium difficile. Tasu nosa Moxe na ce ypenuuu go 500 mg Ha

no3a He TpaOBa na HaJBHILARA 2 Mg.

Tlpyn nanyeHTH ¢ MHOXKECTRBO PELIMAHBH MOXKE Aa ce OOMHCITH JleyeHHe Ha HacTOALLM
Clostridium difficile ¢ BAHKOMHUHH, 125 mg YETHPH MBTH JHECBHO B MIPOILIDKEHHE H



1OCAeIBaHO HIIH OT HaMa/ideaHe Ha 103aTa, T.€ MOCTENeHHO HaMaNABaHe 10 125 mg Ha NeH Wik B
nyJacoera cxema, T.¢ 125-500 mg/neH, 3a Bcexy 2-3 aAHM B NpOIB/IKEHHE HA HAH-MaIKO 3 CEIMHIIM.

Hosapooenu, kopmavema u deya Ha ew3pacm roo 12 200unu
IpenopbuutenHata Jo3a eaHkoMHUMH € 10 mg/kg nepopaiHo Ha BcekH 6 daca B poab/bkeHHe Ha 10
aHu. Makcumanuara AHeBHa J03a He TpAOBa 1a HaaBKinapa 2 mg.

TTpOABIDKHTENHOCTTA HA JIEYEHHETO C BAHKOMULIMH MOJKE J1a C& HAJIOKH Ja Obae cxobpaseHa ¢
KNHHHYHKA IPOLIEC Ha OTAENHHUTE MalkeHTH. KoraTo e Bb3MOHO, aHTHOaKTepHATHOTO CPEACTBO, 3a
KOeTo ce noao3upa, ue npuquHsasa Clostridium difficile, Tpabsa na 6bae npeycraHoseHo. Tpabra na
C€ OCHFYPH a/IeKBAaTHO Bb3CTAHOBABAHE HA TEHHOCTH H EIEKTPOMIHTH.

IpocnenspaHe Ha CEPYMHHTE KOHUEHTPALIWK HA BAHKOMHUUHMH

YectoTrata Ha TepanesTHYHKA JIeKapcTReH MOHUTOpHHT (TJIM) Tpsa6Ba na 6bae HHAKBHAYaNH3MpaHA
Bb3 OCHOBA Ha KIIHHHMHATA CHTYALIUA H OTFOBOP KBbM JIEUEHUETO, BAPHPALLH OT €XeHEBHO B3EMaHe
Ha npoGH, KOETO MOXKe Aa Ce HANOXKH NPH HAKOH XEMOZHHAMHYHO HECTAOMIHH NALMEHTH A0 NOHE
BEIHDBX CEMHYHO NMPH CTAOMIHH MaLKeHTH, MPOABABALLM OTTOBOP KbM JieueHHeTo. [Ipn naunenTy ¢
HopMasiHa 61L0peuHa dyHKIAs, CepyMHATa KOHLIEHTpalLlys Ha BAHKOMHWIMH TpA0Ba a ce Npocneassa
Ha BTOPHAT JeH OT JIeYeHHETO, HEMOCPEACTREHO NPEAM CeABalaTa 103a.

INpu naiuMeHTH Ha HHTEPMUTEHTHA X€MOIMAIH3a HUBATA Ha BAHKOMHLIHH 06 UKHOBEHHO TpA6Ba 1a ce
Noay4aBaT MpeAy Ha4yaloTo HAa XEMOAHAJIM3HATA CeCHI.

Cnea nepopanHo NMPHIOXKEHHE, TPAOBA [a ¢e NMPOCIedBraT CEPYMHHTE KOHLIEHTPAlHK Ha BAHKOMHLUMH
NpH NALMEHTH C Bb3NANHTENHH YPEBHH HapylUeHus (BXK. Tkuka 4.4).

TepaneBTUYHWTE Hali-HUCKH (MHHHMAJIHH) HHBA BAHKOMHLIMH B KpbBTa 0GHKHOBEHO TpAGBa Aa ObaaT
10-20 mg/1, B 3aBHCHMOCT OT MACTOTO Ha MHGEKLUHATa U YyBCTBUTENHOCTTA Ha natoreHa. Hak-
HUCKHTe cToiHOCTH OT 15-20 mg/l 06MKHOBEHO ce NPEenopPBYBAT OT KIHHHHYHHTE 1ab0opaTOpUH 3a no-
006pO NOKPHBAHE HA NATOreHWTe, KIaCHPHUUHPAHH KaTO YyBCTBUTENHH, ¢ MHHHMANHA HHXHOMTOPHA
koxuentTpaimsa (MHUK) >1 mg/L (Bx. Touku 4.4 1 5.1).

MeToaure, OCHOBABAINM Ce HA MOAENH, MOTaT Aa ObJAT MOJIe3HH NMPH NPOrHO3HWPAHE HA
WHAMBUIyaTHHTE W3HCKBaHUA 3a A03MPaHe, 3a ja ce aocTuryie noaxoasuma AUC. TloaxonsrT,
OCHOBABalll C& Ha MOJIE/IM, MOXKE J1a € MPUIAra KaKTO NPH H3YKC/IABAHE Ha MEpPCOHAJIH3HpaHaTa
HayanHa [103a, Taka U NPH KOPEeKLMA Ha 103aTa Bb3 OCHOBA Ha pesyarature oT TJIM (Bx. Touka 5.1).

HauxH Ha npuioxeHne

Humpasenwuo RpUNONCEeHUE

I/IHTpaBeHOSHHHT BAHKOMMIMH 0BHKHOBEHO ce pyunara Kato HHTCpMUTCHTHA HH(byBHS H
TNPENOPBKHTE 34 NMPUIATaHe, NPEACTABEHHM B TO2ZH pa3jen 3a HHTPaBEHO3HHA ITBT, CHOTBETCTBAT Ha
TO3H THII NIPHNOKEHHE,

BankomuuuH TpabBa fa ce npuiara caMmo karo 6aBHa MHTpaBeHO3Ha HHGY3HA € NPOABIDKATENHOCT
Hali-ManKo 3a €IMH Yac i He moeede oT 10 mg/min, koATo e nocTaTLHHO pa3peneHa (Hal-manko 100
ml 3a 500 mg uny Haii-manko 200 ml 3a 1000 mg).(8x. Touka 4.4).

IMauueHTH, NPH KOUTO € HEOGXOAHMO OrpaHH4ABaHE Ha NPHEMA HA TEYHOCTH, MOXKE 13 NPUeMaT
pazteop oT 500 mg/50 ml win 1000 mg/100 ml, BENpekH Y¢ PUCKBT OT HEKENAHH PEAKIHH, CBbP3aHH

c HHbe?:PIHTa, MOXKe ia C€ NMOBHLIA NMPH TE3H MO-BHCOKH KOHUEHTPALHH.

3a uHdOpMaLMa OTHOCHO NPUIOTBAHETO Ha Pa3TEOpa, MOJIA KOHCYITHpa#iTe ce ¢ Touka 6.6.

IMpoabmxuTenta HHQY3US HA BAHKOMHLIMH MOXKe 1a ce OOMMHCITH, HanpuMep NpH NalHeH
HecTabHieH KIIHPBHC Ha BAHKOMMLIMH.

Iepopanno npunoxcenue
Bcsika no3a ce pekoHctutympa B 30 ml Boga W ce AaBa Ha MauMeHTa 3a MUEHEe WK Ce np
MOCPEACTBOM CTOMalIHA COHAA.(BX. TOYKa 6.6).



4.3 IlpoTHBONOKA3aHAYA

CBpBXUYBCTBHTEHOCT KbM aKTHBHOTOBELLECTBOWIN KBM HAKOE OT MOMOLIHHTE BELIECTBa, H3GPOCHH
B TOuKa 6.1,

BankoMHIMH He TpaOBa 1a ce npuiara HHTPaMycKyJtHO, NOpaay PHCK OT HEKPO3a Ha MACTOTO HA
NIPAIKEHHE.

4.4 ChnennajHu npelynpexxieHHA H NPeANA3HH MEPKH NpH ynorpeda

Peakuny Ha CBPBXYYBCTBUTENHOCT

Bb3MOXKHH ca CepHO3HH, U MOHAKOTA JIETAIHH, PEaKLUH Ha CBPBXYYBCTBHTENHOCT (BX. Touka 4.3 u
4.8). B ciyyail Ha MOABUNA C€ peakLUA Ha CBPbXYYBCTBHTENHOCT, IEUEHHETO HA BAHKOMULMH TpabBa
Ja ce NpeKpaTH He3a0aBHO M CTICLIHO A Ce MpeAnpHeMaT HeODXOAHMHTE MEPKH.

Ipu nauMeHTH, MPHEMAILH BAHKOMMLIHH B MPOABIDKEHHE Ha AbJABF NEPHOI OT BPEME HIIH
CHLIBTCTBALIO ¢ APYTH JIEKAPCTEA, KOWTO MOTAT Ja NPUYHHAT HEYTPOTIEHHA WITH arpaHyJ/ioLMTo3a,
GposAT Ha eBKoLUTHTE TPAOBA Aa ce MpocaensBa HA PeAOBHM HHTepBany ot BpeMe. BeHuku
MalUMeHTH, NOTy4aBallll BAHKOMHLMH, TpA0Ba 1a BMAT NEPHOAHYHH XEMATOAOTHYHH H3CIEBAHHS,
M3c/ieiBaHHsA Ha YpHHaTa, YepHOAPOOHH 1 GBOpeYHH HYHKIIHOHANHY TECTOBE.

BaHkoMMIIAH TpaGBa [1a ce M3M0/3Ra ¢ MOBHIIEHO BHUMaHHE NPH NALHEHTH € aNlepru4HH peakLiy
KbM TEHKOILTAHHH, Thil KATO MOJXKE J1a CE TOABH KPbCTOCAHA CBPBXYYBCTBHTEIHOCT, BRIIOUHTENHO
aHa¢uIaKTHYEH LLIOK C JISTAICH H3XO[.

CnexTbp Ha aHTHOaKTEpHANHA AKTHBHOCT

BaHKOMHWIMH HMa CIEKTEP HAa aHTHOaKTepHamHa AKTHRHOCT, OrPaHHYEH J0 TPaM-NoNQKUTENHA
opranu3mu. He e noaxonsm na ce H3non3Ba KaTo CAMOCTOATEHO CPEJICTBO 3a JIEHEHHE Ha HAKOH
BH/0Be HH(EKIIMH, OCBEH aKO MATOreHLT BeYe € JOKYMEHTHPAH U € H3BECTHO, Y€ € UYBCTBHTENICH HITH
¥Ma I0CTATEYHO OCHOBAHHWE [1a CE€ CYMTA Y¢ HaH-BepOATHHAT(TE) MaToreH(u) e ca YyBCTBHTENHH Ha
JIeYeHHe C BAHKOMHULIHH.

3a 1a e pallMOHANHO M3MIOA3BAHETO HA BAHKOMHLIHH, TpaOBa Na ce B3eMe B NpEIBHI CNEKTEPA Ha
fakTepraTHa aKTHBHOCT, MPOOHABT Ha 6€30NacHOCT W MPUIOAHOCTTA HA CTAHAAPTHATA
aHTHMOaKTepHallHA Tepanus 3a jleueHHe Ha OTASTHUAT MALIHEHT.

OTOTOKCHYHOCT

OTOTOKCHYHOCT, KOATO MOXe Aa OBe MpexoaHa HITH MOCTOAHHA (BX. Touka 4.8), e cbobiieHa npu
NALHEHTH ¢ NPeLIecTBaIlA INTYX0Ta, KOHTO €a NOMYUYWIH NMPEKOMEPHH HHTPABEHOZHH J03H HIH
KOHTO MOTYYaBaT CHIIETCTBALIO JIEYEHHE ¢ APYTO OTOTOKCHYHO AKTHBHO BELIECTBO, KaTo
aMHMHOrNMKO3KA. BankoMuuuu cumio Tps6sa na ce M3dArea NpH NaLHeHTH cbe 3aryba Ha cinyxa B
MHHanoTo. [yxoTaTa Moxe Na Objle Npe/IecTBaHa OT LyM B yirnuTe. ONHTHT ¢ APYrH aHTHOHOTHLIM
NPeANoIara, Ye riyXoTaTa MoXKe Ja Mporpecupa, FEIpeKH NPEKPaTABAHETO HA TIeUeHHeTO. 3a 1a ce
HaMmaJjli PHCKET OT OTOTOKCHYHOCT, KPBBHHTE HHBA TpAGBa Aa ce NPOBEpABAT EPUOTHUHO U cE
MpenopbLYBa NEPHOJHYHO MICTEJBAHE HA CNyXa.

Xopara B cTapuecka Bh3pacT ¢a No-MOJATAHBH Ha CIYXOBH yBpexaaHia. MOHUTOpHpaHeTO Ha
BecTHOONapHaTa HYHKLMA U CTyXa NPH NaLMEeHTH B CTap4ecka Bb3pacT TpAbBa Ja ce H3BbpIlBA NO
BPEME H CicA ieueHHeTo, Tpabpa na ce H36Area eIHOBPEMEHHOTO WIH MOC/IEA0BATEIHO H3MON3BAaHE
Ha JIPYT¥ OTOTOKCHYHH BEILECTBA.

Peakuuu, cBbp3aHu ¢ HHY3HATA
IIpunaraneto upes 6bpza GoycHa UHXKEKLHA (Hanp. ¢ BpEMETPaeHe HAKONKO MUHYTH) MOXKe
JioBefle A0 TIPEKOMEPHa XHMOTOHKSA, BKITIOUHTETHO WOK, H B PEIKH CITyYad CTIMpaHe Ha
AeHOCT, XHCTAMMHONIOAOOHA PEaKUMs H MaKyIOManynio3eH WM €PUTEMATO3eH OOpHE
“yepBEHHUA YOBEK” WIH CHHIPOM Ha “’uepBeHHA BpaT”’). BaHkOoMHLHMH TpAOBa aa ce
pazpenen pasteop (2,5 go 5,0 mg/ml) ¢be ckopocT He no-eMcoka oT 10 mg/min u 3a




KpaTsK OT 60 MUHYTH, 3a 1a ce u3berHat Obp3u peakunH, CBbp3aHy ¢ HHy3uaTa. CriupaneTo Ha
uHpy2uaTa OOHKHOBEHO BOAH 10 6LP30 NIpekpaTABaHE HA TE3M peakLMH.

YecToTarta HA peakLMUTe, CBBP3aHH C HH(PY3HATA (XUNOTOHKA, 3aUEPBABAHE, EPHTEM, YPTHKAPHA U
NpypUTYyC) ce yBEeNHYaBa NPH ChILTCTBALLO NPUIOKEHHE HA aHeCTeTHUM (BXK. Touka 4.5). Yectorata
MM MOKE J1a C¢ HaMalTH NPH NpUIaraHe Ha BAHKOMBIMH 4pe3 HHY3HA Hali-manko 60 MHHYTH npean
MHAYKLHS Ha aHECTE3HUSl.

Texkn koxknn Hexenand peaxnun (TKHP)

Crobuwaea ce 3a TeXKH KOXHM Hexenauu peakuuu (TKHP), BmountenHo cHHapom Ha Stevens-
Johnson (8JS), TokcHuHa enuaepManta Hekponusa (TEH), nekapcTBeHa peakuus ¢ eo3MHOQUIMS M
cucreMHy cumntoMu (Drug Reaction with Eosinophilia and Sistemic Symptoms, DRESS) u octpa
reHepaiMsypana eksanrematosHa nycrynosa (OIEII), kouro moraT na 6baat KMBOTO3aCTpaLLIABALIH
WIH C JETaNEH H3XO0/, BBB BpE3Ka C JICUCHHE Ha BaHKOMHUHWH (BK. Touka 4.8). [loBeuero or Tesu
PCaKLIHH €4 HACTHIMIY B PAMKHTE Ha HAKOJIKO AHW JO OCEM CEAMULM Clle] 3aTI0YBAHETO HA ICUEHHETO
C BAHKOMHLIMH.

Ilpu npennuceaHe naudeHTHTE TpAOBa Ja 60bAaT HHPOPMHPAHKU 3a NPH3HALMTE H CHMITOMUTE Y A3
6bpaT BHHMAaTeqHO HabMOJABAHKH 33 KOXHH peakUHH. AKO ce FOSBAT MPH3HAUM M CHMITOMH,
NOKA3aTeIHHN 32 Te3H PEaKLMH, NPUIOKEHHETO HA BAHKOMHLIMH TpaOBa He3abaBHO J1a ce MpeKpaTH U 1a
ce 0OMHCIH aNTePHATHBHO NeuyeHHe. AKO MALMEHTHT € Pa3BUJT TEJKKA KOXCHA HEXEJIAHA peakuus npy
ynorpebaTa Ha BAHKOMHMLMH, TEeYEHHETO C BaHKOMKLIMH He TpaGBa noBede Ja ce MOAHOBSBA.

Peaxguu, CBbp3aHid € MACTOTO Ha NPHIONKEHHE
bonka u TpOMGOd)J'IeGHT MOTraT ga Cc€ MNOABAT IIPA MHOI0 Mauyd€HTH, NIOoNy4YaBalllH BaHKOMMLHH

HHTPABEHO3HO, KOMTO MOHAKOTa ¢a TeKKM, HYecToTaTa U TeskecTTa Ha TpoMOodneduTa Morat aa Obaar
CBEASHH A0 MHHHMYM, KOraTo JIeKapCcTBEHHs NPOAYKT ce npunara 6aBHO KaTo paspefieH pasTeop (Bik.
TouKa 4.2) ¥ NEpHOAUYHO CE€ MPOMEHAT MecTaTa Ha HHY3UA.

EdukacHocTTa M 6€30MacHOCTTa Ha BaHKOMMLUHH HE Ca YCTAHOBEHW MpPH HMHTpaTekasiHH,
HHTpaiyMOANHU H UHTPABEHTHKYAAPHH METULLA HA NpHIATaHe.

HapeHnTepaaHo NPUWIOKEHHE

HespoTtokcHynocT

BankomuiuH TpabBa a ce M3M0J3Ba BHAMATENHO NMPH NMalueHTH ¢ Ou0peuHa HeloCTaTbYHOCT,
BIUTIOYMTESTHO aHYPHS, ThH KaTo Bb3MO)KHOCTTA 33 MOSBA HA TOKCHYHH e()eKTH € MHOTO NO-BHCOKA
NPH NOAALPXKAHE HA NPOABDKUTENHH BUCOKH KOHLIEHTPALMH B KPBBTA. PUCKET OT TOKCHYHOCT ce
YBeNHYaRa IPH BUCOKH KOHLIEHTPALMM B KPHBTA WIH MPOAL/DKHTENHA TEPAMHS.

PenosHoTO MOHMTOpHpaHe HA HUBATa HA BAHKOMHLIHH B KPBHBTA € MOKA3aHO NPH Tepanuf ¢ BHCOKU
J03H H NO-AbArocpoyHa ynorpeba, ocobeHo npH nauueHTH ¢ 60peyHa NMChYHKUMSA HIH YBpeneH
CJIYX, KAKTO W MPH €AHOBPEMEHHO NPUIMKEHHE ChOTBETHO HA HEPPOTOKCHYHH MITH OTOTOKCHUHH
BenecTra (BX. Touka 4.2 u 4.5).

Hapymienus na ouure

BaHKOMHIIMH HE € pa3pelleH 38 HHTPaKaMepHO WM MHTPABHTPEATHO NPUIOKEHHE, BKIIIOUHTENHO
npodHIakTHKa Ha eHIo(TanIMHUT.

XemoparuueH OKITy3HBeH peTuHaneH BackyauT (XOPB), sxmiounrento tpafina 3aryba Ha speunue, ca
HabnoaBaHu B OTOCNHH CIydaK CNej HHTPAKaMEepPHO WIH HHTPABHTPEATHO MPHAOKEHHE Ha
BaHKOMMLMH M0 BPEME HITH clle] Ofiepalivs Ha kaTapakta.

Ileavatpuyya nomyanus
HacTroduuTe npenopbky 3a NpHiarate B NeMaTPUYHATa NOMyAalUus, ocobeHo 3a feua nmoa 12

TOAHLLIHA BB3PACT, MOTAT Ja AOBEIAT 10 cyOTepaneBTUYHHM HHBA HA BAHKOMHKLIMH NPU 3HAYHUTE]
OpoH neua. Brnpekd ToBa, 6€30MaCHOCTTA HA YBENHMEHOTO NPHIIATAHE HA BAHKOMHIIMH
JOCTATBEYHO OLEHEHA W He ce MPenopbuUBaT NO-BHCOKH 103K oT 60 mg/kg/neH.

BankoMHLHH TpaGBa Aa ce U3noa3Ba ¢ 0COGEHO BHHMaHHE MPH HEJOHOCEHH HOBOPOA
KbpPMAyeTa Mopajii HE3PAIOCT Ha 6b0pelHTe H Bb3MOKHO NOBHILIABAHE HA CEPYMHA



Ha BaHKOMHLMH. [Topaau ToBa KOHUEHTPALIMATA HA BAHKOMMIIMH B KpLBTa TpabBa aa ce npociesssa
BHMMATENHO NPH TE3M AeLia.

EnHOBpeMeHHOTO MpHiaraHe Ha BAHKOMHLIMH H aHECTETHLM CE CBbP3Ba C Bb3HHKBAHE Ha epHTEMa U
XHCTAMHHOINOAOOHO 3auepBaBaHe NMpH aeuara. [lo nogoden HauuH, cbNbTCTRAaLLATA YIOTpeda ¢
He(POTOKCUYHH CPeACTBa, KATO aMHHOrNUMKo3uAHH anTubuoTuLm, HCTIBC (nanp. ubynpoden za
3aTBapsAHe Ha OTBOPEH ductus arteriosus) wnv aMpoTepHUHH B e cBbp3aHa ¢ noBuLIEH pUCK OT
HedpOoTOKCHYHOCT (BXK. TOUYKA 4.5) H 3aTOBA € NMOKAa3aHO No-4ecTo HabMoAeHHe Ha CEpYMHHTE HHBA Ha
BaHKOMHLIHH K 6p0peyHaTa QyHKLHA.

Ynorpeba opu naMeHTH B CTapyecka BL3pacT

EcTecTBeHOTO HaManABaHe Ha TIOMEPY/IHATa QUATPALIMA ¢ HaNpeIBaHeTO Ha Bb3pacTia MOXe Ja
JOBeJe 0 MOBHIIEHH CEPYMHH HMBA Ha BAHKOMHIIMH, 2KO CXEMATa Ha 103HpaHe He ce peryaupa (Bx.
Touka 4.2).

JlekapcTBEHH B3aUMONEHCTBHA ¢ AHECTETHLIH

HuayuupasaTa OT aHECTETHIM MHOKAPIHA JSPECcHd MOXKE 11a Ce 3aCHJIN OT BaHKOoMHUMH. [To BpeMe
Ha CHCTE3M4, J03HTe TPAGBA Ja ce pa3peknaT Aofpe W Aa ce npunaarat 6aBHO, PH CTPUKTHO
HabmoaeHMe Ha cbpaevHaTa AeiiHocT. Il poMaHaTa Ha No3MLKATA Ha T10TO TpAORa 1a ce OTNIOXKH N0
3aBbPLIBAHE Ha HHOY3HATA, 3a [1a Ce fI03BOJIH aaNTHPake Ha KPBBHOTO HATSATAHE CPAMO MPOMAHATA
Ha no3arta (BikK. Touka 4.5).

INcernoMeMbOaHO3EH EHTEPOKOIUT

B cny4aii Ha Texxka nepcucTupalla auapus, Tpabea aa ce MMa B NpeJBH BE3IMOKHOCTTA 32 HATTHYHE
Ha rnceBaoMeMOpaHO3€eH eHTEPOKOIIUT, KOHTO MOXe a Obae )kHBOTO3acTpallapall (BK. Touka 4.8).
He TpsbBa na ce M3MOM3BaT aHTHAHAPHIHH NEKAPCTBEHH NMPOLYKTH.

Cynepuudexims

IMponwmkureHaTa ynoTpeba Ha BAHKOMMIIHH MOXeE Ja J0Bee 0 CBPBXPACTEX HA HEUYBCTBUTETHH
MHKpOOpl"aHHSMH. BHHMaTeJ'IHDTO HaGJ'[lO,IlGHHC Ha NauHEHTHUTE € OT OCHOBHO 3HAYECHHE. Axo no Bpeme
Ha TEPaNUATa ce MOABH cynepuHdekums, Tpabea Ja ce B3eMaT HeOOXOAHMHTE MEPKH.

IepopanHo npunoxeHue
HHTpaBeHO3HOTO MPWICKEHHE HA BaHKOMHLMH HE € €(EeKTHBHO NpH JIEUeHHeTO Ha HHGeKUuus c
Clostridium difficile. Bankumuuns TpaGsa /1a ce npuiara nepopaiHo 3a ToBa NoKa3zaHue.

IIpoeexaaHeTO Ha TECTOBE 33 OTKPHBAHETC HA KOJIOHH3ALMA WM TokcHHM Ha Clostridium difficile ne
C€ NMpeENOpPBYUBA IIPH ACLa NOA 1 roA¥iHa, Mopagr BHCOKATA YECTOTA HA QCUMRIMOMAMUYHA KOAOHUIAYUA,
OCBEH aKO HE € HAIHLIE TexXKa AHapHs NMPH KbPMa4eTa ¢ PUCKOBH (pakTOPH 3a CTa3a, KATO HAMpHMeEp
6onect Ha Hirschsprung, onepHpaHa aHa/iHa aTpe3Ha HIH APYTH TEKKH HApYLieHHs Ha MOTOPHKATa Ha
ueppara. TpabGpa BHHATH Ja c€ TbPCH Bb3MOXKHA ATTEPHATHBHA E€THOJIOTMA M HAIHYMETO Ha
€HTEpPOKONUT, NpuunHeH ot Clostridium difficile na 6bne nokazaH.

[MoTeHuuasn 3a cucTtemHa abcopbuus

A6copbusaTa Moxke Na ce MOBHIUH NIPH MAUHEHTH ¢ Bh3NATHTEIHM 3a60ABaHHS HA YPEBHATA JIUTaBHLA
UK ncesaoMembpanosen konur, nuayuupau ot Clostridium difficile. Te3u nauventTH Moxe na 6baar
H3NI0XKEHH HAa PUCK OT Pa3BHTHE HA HEXENaHW peakiiHH, 0cobeHO ako WMa chbIbTCTBaILe OBOpedHO
yepexaaHe. KonkoTo no-ronsmo e 66pevuHOTO yBpexkaaHe, TONKOBa NO-TONAM € PHCKBT OT pa3BHTHE
Ha HeENaHH PeaklWH, CBbp3aHH ¢ NapeHTEepanHOTO NPUImKEHME Ha BaHKOMHUMH. TpaGea aa ce
H3BbPLIBA MOHHMTODMPAHE Ha CEPYMHHTE KOHLEHTPALlHM HAa BaHKOMMLMH MpH TALHEHTH C
Bb3MANMUTENHH 3a00T9BaHHS Ha UPEBHATA JIMTABHLIA.

HedpoTokcHyHocT
Ipn nauuenTH ¢ noanexama 6s6peyHa AMCHYHKLUHA WK JIEKYBAHHW CHITRTCTRAINO ¢ a
WIH Ipyro HepOTOKCHYHO ekapcTro, Gubpeunara ¢pyukums Tpabea na ce Habmonas




OTOTOKCHYHOCT

H3cnenpaHeTo Ha ClIyXa MOKE [1a € OT MOJ3a 3a CBEKAaHeTO Ha PUCKA 10 MUHHMYM OT OTOTOKCHMHOCT
MpH NaLMEeHTH ¢ MOTeHLHaHa 3ary6a Ha cyxXa, HIH KOMTO C€ JACKYBAT CBHITHTCTBALILO C OTOTOKCHYHO
BELLECTBO KATO AMUHOTTHKO3ML.

JlekapcTBeHH BlaWMoOJeHCTBHE ¢ AHTHMOTHIHMTEIHHTE CpPeACTBA W WHXuOMTOpPMTE HAa NPOTOHHATA
noMna

Tpsabpa aa ce u3barea ynorpebara Ha aHTHMOTWIHTENHH CPEICTBA M 1A CE IPEOCMUCIIH yrioTpebaTa Ha
MHXHMOMTOPH HA MPOTOHHATA NOMAA.

Pa3BuTie Ha pe3HcTeHTHH GakTepHu

VnotpebaTa Ha nepopaled BaHKOMHUWH MOBHMLIABA BL3MOIKHOCTTA OT Pa3sBUTME HA Pe3UCTEHTHH Ha
BAHKOMHWUMH momynauvu Fnferococci B cTOMallIHO-4YpeBHHS TpakT. [lopand Ta3sM npuuKHa ce
NpenopbYBa NEPOpaATeH BAHKOMHLMHE 2 Ce U3MOI3Ba PeANazIHBo.

4.5 B3aEMoOIeHCTBHe ¢ APYrH JIeKAPCTBEHH BPOAYKTH H ApyYrH ¢opMn Ha B3anmMojeiicTBAe
EnHOBpEMEHHOTO NPHICKEHHE HA BAHKOMHLIVH M AHACTETHLIM C€ CBBP3BA C [I0ABATA HA €pUTEMA,
XMIIOTOHUA, 3aYepBABaHe HA KOYKATa, YPTHKApHA U cbpOek, H aHa(pHUNaKTOWIHH PEaKIIHH.

Hma c1obuieHus, Ye YecTOoTaTa Ha Bh3MOXKHHUTE HEXENaHH edeKTH, CBbp3aHH ¢ HHY3HATA Ce
yBelHYaBa ¢ €JHOBPEMEHHOTC PHUIIOKEHHE Ha aHACTeTHLH.(B:K. Touka 4.4). YecToTara UM MOXke Ja
¢€ HaMallH MPH NPHIaraHe Ha BAHKOMMLMH 4Ype3 MHDY3HA Hall-Maiko 60 MMHYTH MpeAH HHAYKIHA HA
aHecTe3Hs. Korato ce npuiara no BpeMe Ha aHecTe3us, 103KTe TpAbBa ga 6bnar paspenens 10
S5mg/ml vy no-Manko U NpunaraHd 6aBHO NPH CTPHKTHO HaONIOAEHUE Ha CEPAEUHAAA AEHHOCT.
IMpomsHaTa Ha MO3HLMATA HA TAAOTO TPAOBA Aa ce OTIOXKHM 10 3aBbplUBAHE HA HHY3HATA, 32 A ce
MO3BOJIH aJaNTHPaHE Ha KPLBHOTO HANATAHE CHIPAMO TIPOMAHATA HA MO3ATA.

AKO BAHKOMMIIHH C€ MPUAAra no BpeMe WK HEMOCPEACTBEHO chel onepanusiTa, ehekTsT (HEPBHO-
MYCKyJHa 6/10Kaga) Ha € ZHOBPEMEHHO W3TI013BaHUTE MYCKY/IHH PEAKCAHTH (KATO CYKLMHHIXOMHH)
MOxKe 713 OhA¢ 3aCHACH H YIBIAKEH.

EaHoBpeMeHHaTa WM NMOCNE0BaTEIHA CHCTEMHA HJTH JIOKaTHa ynoTpeba Ha APYTH OTOTOKCHYHY HITH
He)pOTOKCHUHH NeKapcTsa, kaTo amdoTepriiud B, amuuornuko3naH, 6auuTpauyH, NOJIHMHKCHH B,
KONHCTHH, BHOMHMLIMH, LICILIATHH, KOHTYpHH avopetuud, HCIIBC v nunepaunnus/Tazobakram Moxke
Ja IOBHIIH TOKCMYHOCTTA HA BAHKOMHMLIHH M NpH HeoOX0AWMOCT OT npunaraHe TpsbBa [a ce
M3MO0JI3BAT C MOBUILEHO BHUMAHKHE H NOAX0A4110 HabmoaeHHe (BX. Touka 4.4) (MpUnoXKUMO 3a
napeHTepaniy GopMyIHPOBKH).

Tlepopanno mpuaoxenne: TpaGea na ce o6bpHe BHUMaHME NPH NPEKPaTABAHETO HA MPHEMa HA
MHXHOMTOpH Ha rPOTOHHATA [OMIIA M CPEACTBA 33 NOIBHKHOCT B CHOTBECTBHE C IOKAJTHHTE HACOKH
3a nteveHe Ha uHexuud ¢ Clostridium difficile.

4.6 DeprrauTeT, (pEMEHHOCT H KbPMeHe

BpemeHHOCT
Hama aoctatbuHo onuT 3a 6€30MacHOCTTA Ha BAHKOMHLHMH NO BpeMe Ha OpeMeHHOCT HpH Xopa.

PenponykTHEHH TOKCHKONMOTHYHH H3C/IeABaHUA BbPXY XKMBOTHH He MpPEAnonaraT HAKaKkss edekr
BBPXY Pa3BUTHETO HA eMOpUOHaA, eTyca KM recTalIMOHHKHA Mepuo (Bx. Touka 5.3).

B’LﬂpeKH TOBa BAHKOMHLIHH TIPOHHKBA B IUIALUEHTATa H HE MOXKE J1a C€ U3KIIKOHH MNOTEHUHANEH PHCK OT
eMﬁpHOHaJ]Ha H HEOHATAa/IHA OTOTOKCH4YHOCT H He(bPOTOKCH‘-IHOCT. Eto 3alne, BaHKMMHLTHH TpS[GBa Ja
C€ Npujara rno BpeMe Ha ﬁpeMeHHOCT, caMo npu xpaﬁﬂa HBOﬁXOJII/lMOCT H clen BHHMAaTEiHa OLICHKa
Ha PHCKAa H NnQJI3aTa.

Knpmene



UpEBHATA QUIOPA ¢ AHAPHA, KOJMIOHM3ALMA ¢ JPOXKACIOA0OHH reGHUKY ¥ €BEHTYANTHO
ceHcHOMH3aLu).

INpenBua BKHOCTTA HA TOBA JEKAPCTBO 34 KbpMeluaTa Maiika, TpaOBa J1a ce 0OMUCIIH pelLlieHHETO 32
NpeKpaTABAHETO Ha KhPMEHETO.

4.7 EdexTH BLpxy cnocobnocrra 3a wodnpane 5 pabora ¢ MAIHKA

BankoMHLHH He NOBNKABA WK NOBIHABA NpeHeOpekHMO criocoOHOCTTa 3a WwodHpaHe U pabota ¢
MALIHHH.

4.8 HexelanH JeKaAPCTBeHH peaKlHH

O6o6menne ma npoduaa Ha GezonacHocT

Hait-uecto cpeinaHnTe HexenaHu peakiuu ca ¢neGHT, NceBAOANTEPruvHH PEAKLHH W 3aUePBABaHE HA
TOpHaTa 4acT Ha TAJNOTO (CHHAPOM ,,YepBeH BpaT™), CBLP3aHO C NPeKaneHo Hbp3a HHTpaBeHO3HA

HH} Y315 HA BAHKOMHLHH.

ITapenmepannu popmyauposxu 3a nepopaino npuroscenue: AbcopdbumaTa Ha BAHKOMHLIMH Npes3
CTOMAILIHO-YPEBHHA TPAKT € He3HauuTenHa. Ho, npw Texko Bb3NaleHHE Ha YpeBHATa JIMraBHLa,
ocobeHO npy mauueHTH ¢ 6pOpetHa HEAOCTaTEHHOCT, MOTAT 2 Ce MOSBAT TAKMBA HEKETIAHU PEaKLvH,
KaKBHTO ce MNOABABAT NPH NapeHTEPATHO NMPHIOKEHHE.

CrobllaBa ce 2a TEHKKH KOXKHEH Hexenand peakuuu (TKHP), Bmounrtento cuHapom Ha Stevens-
Johnson (SJS), TokcHuHa enuaepmanHa Hekponmsa (TEH), nexapcTeeHa peakuus ¢ eo3HHODUNHA H
cucteMHH cuMnTomu (DRESS) 1 ocTpa reHepanusipaHa ek3aHTeMarosHa nycrynosa (OTEIT) sbb
BpPB3Ka C JIeueHHe ¢ BAHKOMHLMH (BXK. TouKa 4.4).

TabnuueH cnUChK HA HEXETAHUTE PEAKLIUY

I1p# BCAKO rpynMpaHe O HYECTOTAa HEXKENAHUTE PeaKLdH ca NPEACTaBEHH B HU3XOIAL pel Ha TAXHaTa
CEPHO3HOCT.

Hexenanurte peakunu, H306poeHH Nno-a001y, ca onpeaeneHy KaTo € U3MON3BaHa CJieIHATA KOHBEHLHA
3a KaTEropMH FI0 YeCToTa H 6a3a JaHHH Ha CHCTeMo-opranHH knacoee o MedDRA:

Mmuoro gecti (>1/10); uectn (=1/100 a0 <1/10); Hewectn (=1/1000 ao <1/100); peaxu (>1/10000 no
<1/1000); mHoro peaku (<1/10000), ¢ Heu3BecTHa yecToTa (OT HATHYHHTE AaHHH He MOXe Aa Obae
HalnpaBeHa OLEHKA).

CHCTeMO-0praneH KJac

YecroTa | Hexenanu peakiHH
Hapymenne Ha KpLBTA B AEM$HATA CHCTEMA
Penku O6paTuma HEYTPONEHHS ', arpaHyIOLMTO34,
€03MHOGHIIHA, TPOMOOLIHTONIEHHA,
MaHUHTONEHHS

Hapywmennst HA HMYHHATA CHCTEMA
Penxu Peakiiin Ha CRPBXYYBCTBHTEIHOCT,
aHadHIAKTHYHH PeaKiMu’

HapymeHHus Ha YX0T0 H 1afupuuTa

Hevectn IpexoaHa WM Tpaiina 3ary6a Ha ciyxa’

Penxu BepTaro, tyM B yuiuTe®, 3amaiisaHe

Chpaeuns BapyeHHS

MHOTO peakH | Chpneuen apect

ChA0BH HAPYLIEHHA / gf»_\-\\»mﬂ 14
YecTn TloHHxeHHe Ha aPTePHAIHOTO H > %
Penku Backynur

PecnupatopHH, rpbAHH H MEIHACTHHAIHH HAPYIUCHHS

Yectr | ucnnes, crpunop

CToMAmRO-YpeBHH HAPYIIEHAS
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Penku lapene

MHoro peakH TceBnomeMOpaHO3eH EHTEPOKOJIHT

C HeusBecTHa yecToTa ToBpwLIAHE, AHAPHA

Hapymenng HA KOXKATA H TOAKOKHATA ThKAH

YecTu 3avepBABAHE HA FOPHATA YACT HA TANOTO

(cMHOpOM Ha ,,YepBEHHA YOBEK™), EK3AHTEM H
Bb3NaJieHHe Ha JIMraBunara, Cepbex, ypTuKkapus
MHoro peaku EkcponnaTHpeH nepMaTHT, CHHAPOM Ha
CTHREH-JPKOHCEH, TOKCHYHA €MHIEpManHa
Hekponusa (TEH), nuneapha IgA 6yno3na
JepMaTosa

C Heu3BecTHa yecToTa Eosunodunug v cucremuu cumnromu (DRESS
cuHapom), OTEII (ocrpara reHepanusHpaHa
€K3aHTEMATO3Ha TYCTY103a)

HapymieHns Ha 6b0penuTe # NHKOYHATE IBTHINA

Yectu Br6peyHa HeJOCTaTLYHOCT, NPOABABALLA CE
NPeIUMHO C NMOBELLEeH CEPYMEH KPEeaTHHHH H
cepyMHa ypes

Peaxu HHTtepcTHUHAaNeH HedpHT, ocTpa 6B0peuHa
HEAOCTATBUHOCT

C HeM3BECTHa 4HecToTa QOctpa Ty0yNHa HeKkpo3a

O0mn HapyIeHANA H epeKTH HA MACTOTO HA MPHIOKEHHE

Yectu DnebuT, 3auepeaBaHe Ha FOpHaTa YacT Ha
TAJIOTO K JTHLETO

Penku Tpecka, NpoBOKUpPaHa OT NEKAPCTBO, TPENepeHe.

Bbonka B repauTe U MycKynuTe Ha rbpha

Onucanne Ha H30PAHH HeXeJAHH JIEKAPCTBEHH PEAKIHH
'O6paTtuma HeyTponeHHst 0OOMKHOBEHO 3aMouBa eHA CE/IMHLA HITH NMOBeYe Cliell HAYAJIOTO Ha

HHTPaBEHO3HATA TepanHsa WiIH ciel obiia Ao3a ot Haa 25 g

’TTo BpeMe WM HENOCPEACTBEHO CleA 61p3a MHQY3UA MOKE 12 HACTBIST
aHaQHNAKTHYHH/AaHaQWIAKTOHIHH PeakliHH, BIUIIOYBALLUH M XpHINOBe. Te3n peakuuH OTLIYMABAT CAe
npekpaTsBaHe Ha HH}Y3UATa, OGHKHOBEHO MeskAY 20MHHYTH | 2 yaca. UHTpaBeHO3HUAT BAHKOMHIIMH
Tpabaa fa ce BInBa 6aBHO. MosKe [1a HACTBIM HEKPO3a CleJl HHTPAMYCKYTHO HHKEKTUpPaHE.

J1llym B ylmTe, BUPOATHO MpeLIeCTBAI 3ary6a Ha clyXa, TpAbBa a C& CYMTa 3a Noka3aHHMe 3a
IPEKpATABAHE Ha JICYEHUETO.

%OTOTOKCHYHOCT Ce chOBLIABA IMABHO NPH NAIMEHTH, HA KOUTO € NIPHIIOKEHA BHCOKA 1033, WIH NPH
TE3M Ha CBHITBTCTBALIA TEPANHA C APYrd OTOTOKCHYHH JIEKAPCTBEHH MPOAYKTH, HATIP. aMHHOMTTMKO3HIH
WM KOWTO €A C AaHAMHE3Aa 32 HaMalleH cnyX wid 0u0peuna gucdyHkims.

IleauaTpyyna nomynauHs

[TpodureT Ha 6e30macHOCT NpH Aeua W Rb3PAcTHH MALMEHTH € KaTO 10 nogobeH.
HedpoTokcHuHOCTTa, ONHCaHa npu Aeud, 0OHKHOBEHO € CBbp3aHa C APYTrH HePOTOKCHUHHM CPE/ICTEA,
KaTO aMHHOTJIHKO3H/IH.

CrobiapaHe HAa NOAO3HPAHH HEKEJIAHH DEAKLIMH
CbobluaBaHeTo Ha MOJO3MPAHH HEXENaHH peakLUWH Ce/l paspeluaBane 3a ynorpeba Ha JieKapcTBeHUs

NOJI03MPAHA HEXKENTaHa peakLiua upes:
HamenHMTEIHA ar¢HLMA MO IeKapcTBaTa
yn. Jamsau I'pyer” Ne 8

1303 Codusa

Brarapus
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Ten.: +359 2 8903417
yebcaitT: www.bda.bg

4.9 TIpepo3upane
[TpenopbuBa ce NOAXBLPHKALLO NEYEHHE TIPH NOAILPKAHE HA ITIOMEPYHA (HITPaLMA.

BaHKOMHUMA Ce OTCTPaHABa TPYIHO OT KPBBTA, YPE3 XEMOAHAN3a WM MEPUTOHHANIHA [IHaSTH3a,
Crobaea ce, ye xeMonephy3uata ¢ Amberlite resin XAD-4 Hocu orpannyeHa nossa.

5. ©®APMAKOJIOTHYHH CBOHCTBA
5.1 ddapmaxkoaHRAMHYHH CBoiicTBa

dapmakoTepaneBTHUHA [PyNa: aHTHOAKTEPHAIHH BELIECTBa 33 CHCTEMHA YNoTpeba, MMKONeNTHAHH
auTH6HOTHLH. ATC kox: JO1XAO1

MexaHuIbm Ha AelicTRHE
BaHKOMMLUMH € TPULMKITHYEH TITHKONIENTHACH aHTHOHOTHK, KOMTO HHXHOMpPA CHHTE3aTa Ha

KJIETBYHATA CTEHA NIPH YyBCTBHTEITHH GaKTEpHH Ypes CBbp3BaHe ¢ BUCOK aduuuTeT KbM D-amanun-
D-ananwni TepMHHANA HAa NPEKYPCOPHUTE €IWHULM HA KeTbYHATA CTeHa, JIeKapcTBOTO HMa
GaxTepHLMAHO NEHCTBHE NPH AENALUIH Ce MHUKPOOpraHuiMu. B fonbiHenue, Tol Hapyluasa
MpOTYCKIMBOCTTA HA BaKTepHaTHATA KJIEThYHA MeMOpaHa K cuHTe3a Ha PHK.

PapmakokuHeTHYHO/DapMaKOIHHAMHYHO B3aMMOAEHCTBHE

BaHkoMHUHH OKA3Ba HE3aBUCHMa OT KOHLEHTPALMATA aKTUBHOCT, KATO TUIOLITA NOJ KPUBATA
koHueHTpauus/peme (AUC), pasnenena Ha MHHUManHaTa nuxuOupauia koHueHTpauus (MUK) ua
TapPreTHHAT MHKPOOPTaHH3bM Ce ABABA ITBPBHMEH MPOTHOCTHUEH MapaMeThp 3a edpukacHocT. Bua
OCHOBA Ha in vifro NaHHH, NAHHH [IPH KMBOTHH H OTPAHHYEHH AAHHH NPH XOPa, CHOTHOILEHHETO
AUC/MHK, parHo Ha 400, e onpeaeneno kato PK/PD rapret 3a nocTuraHe Ha KIHHHYHA
€(eKTHBHOCT ¢ BAHKOMHLMH. 3a nocTuraxe Ha To3H TapreT, korato MHK ca >1,0 mg/l, ce u3ncksa
NO3UpaHe B TOPHHA AHANA30H M BHCOKH CEPYMHH KoHueHTpauuH (15-20 mg/l) (Bx. Touka 4.2).

MexaHH3bM Ha PeIHCTEHTHOCT
IMpunobutaTta pe3MCTEHTHOCT KbM MIIHKONENTHAH € Hali-4ecTa NpY HTEPOKOKM U CE OCHOBABA HA

npHOOOHBAHETO HA PAIMYHH Van reHHH KOMIUIEKCH, KOETO NPOMeH: npuuenHnTe D-ananud-D-
anannd ao D-anaHuH-D-nakrat u D-anauuH-D-ceprH, KOMTO ¢1ab0 CBbP3BAT BAHKOMMIHH. B Hiakou
CTpaHH ce Ha0Nt0aBa NOBUILIEHA PE3UCTEHTHOCT, TJIABHO Ha Enterococcus faecium.

Van sxeHuTe paaKo ce OTKpHBAT B Staphilococcus aureus, Py KOUTO NPOMEHHTE B CTPYKTYpara Ha
KJIETbYHATA CTEHA BOAAT A0 ,,CPeAHA” HyBCTBHUTENHOCT, KOSTO Hali-ueCTO € pasHOpoHa.

Crino Taka 64xa 1OKNaIRAHA METHUHTHH-PE3UCTEHTHH cTadunokokosH wamose (MPCIL]) ¢
HamaJjleHa YyBCTBHTENHOCT KbM BaHKOMHLMH. HamaneHaTa 4yBCTBHTENHOCT WM PE3UCTEHTHOCT KbM
BaHKOMMLUHH npu Staphylococcus He e nobpe pa3bpana. HeobxoauMH ca HAKONKO reHETHHYHH
€IEMEHTA H MHOXECTBO MYTaIlHH.

Hsma kpbcTocaHa pe3HCTEHTHOCT MEXTy BAHKOMHIMH H ApYTH aHTHOHOTHUM. Bee nak, € BE3MOXkHa
YaCTHYHA KPBCTOCAHA PE3UCTEHTHOCT C MTMKONPOTEUIHHA aHTHOHOTHK feicoplanin. PasBuTHeTO Ha
BTOPHYHA PE3UCTCHTHOCT MO BPEME Ha Tepanus € paako.

CHHEpru3bM
KombuHauusTa 0T BaHKOMHLIMH H GMHHOTJIHKO3H/IEH AHTHOHOTHK MMa CHHEPrHTHYEH e(eKT cpell

MHOIO aMose Staphylococcus aureus, HEETEPOKOKOBA Ipyna D-CTPenToKOKH, eHTEPOKOK

cTpenTokokH ot rpynata Viridans. KomGuHauuaTa oT BAHKOMHLUMH W UedaOCTIOpHH HME/
CHHEeprMTHUEH edeKT Cpellly HAKOH LaMoBe Staphylococcus epidermidis, pe3sucTeHTHH
¥ KOMOMHALMATA OT BAHKOMHIIMH H pHdaMNHLMH MMa CHHEPTUTHYEH edekT cpelty Sidg]
epidermidis v 4acTHUYeH CHHEPruTHHeH edeKT cpeilly HAKOH Wmamose Staphilococcus a
BAHKOMHLIHH B KOMOHHAIMA ¢ LehanociOpUH MOKE ChIIO 12 HMA aHTATOHHCTHUEH ede
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HAKOH aMoBe Staphylococcus epidermidis, W B KoMOHHaLMA ¢ pUpaMIHLMH CPellly HAKOH HaMOBe
Staphilococcus aureus, NpeIBApUTENHOTO TECTBAHE 32 CHHEPTH3BM € OT MOJI3a.

Tpsabea na ce nomyyat npobu 3a GakTepHANHH KY/ITYPH, 3a Aa C€ H30IMpaT K HACHTHHLHpaT
NPUUHHKUTEIIHTE H A C& OTIPE/IETH TAXHATA YyBCTRBUTENHOCT KbM BAHKOMHLIMH.

I'paHMuHK TOUYKH 3a TECTBAHE HA YyBCTBHTENHOCTTA
BaHKOMMLMH € aKTHBEH CPEILY rpaM-TMoJiOKHTENHN BAKTEPHH, KATO CTAdHIOKOKH, CTPENTOKOKH,
€HTEPOKOKH, IIHEBMOKOKHM K KIIOCTpHAMHK. I'paM-oTpuLaTenHHTe GaKTEpHH ca YCTOHYHBH.

IMpeobnagasaHeTo Ha MPUAOGHTATA PE3UCTEHTHOCT MOXKE J1a BAPHPA reorpadcki 1 BLB BPEMETO 3a
M30paHH WaMoBe, H IOKANHATAa HHPOpMaUUA 3a PE3UCTEHTHOCT € JKelaHa, 0COOEHO MpPH JICHEHHE HA
TexKH HHeKUMH. KoraTo TIOKalHOTO Npeob1aiaBaHe Ha Pe3MCTEHTHOCTTA € TAKOBA, Ye [oJ3aTa oT
NEKAPCTBOTO MOHE IPH HAKOH BHIOBE HH(EKUHN € CbMHUTENHA, PH HeobxoaumocT Tpabea na ce
TBPCH ChBET OT cneuranict. Tazn undopMaluma npeaocTaps camMo NPHOIH3HTEMHN HACOKH OTHOCHO
BBLIMOMKHOCTTA MUKPOOPraHH3IMHTE a Ca NMNOAATIHBH Ha BAHKOMHLKH.

I'paHKM4HHTE CTOHHOCTH Ha MHHHMAaJTHAaTa HHXxHOUTOpHA KoHUeHTpauus (MHK) ycrasosenu ot
EBponeiickHa KOMHTET 3a M3NUTBaHe Ha MUKpoOHa yyscTBHTERHOCT {European Committee on
Antimicrobial. Susceptibility Testing, EUCAST) ca npeactasens no-noay:

YyBCTBHTENHH Pe3HCTEHTHH
Staphylococcus aureus’, <2 mg/l > 2 mg/l
Coagulase-negative staphylococcil <4 mg/l >4 mg/l
Enterococcus spp. <4 mg/l >4 mg/l
Streptococcus groups A, B, C and G. <2 mg/l > 2 mg/l
Streptococcus prneumoniae <2 mg/l > 2 mg/l
Gram positive anaerobes <2 mg/i > 2 mg/l

'S.aureus npn MUK cToiHOCTH Ha BaHKOMHUMH 2mg/] ca Ha rpaHMLATa HA pa3npeneleHHE Ha AHBHSA
THI H MOXe€ 1a MMa HapyNIEH KJIHHUYEH OTTOBOP.

O0nKHOBEHO YYBCTBHTEIHH BH10BE
I'paM-no3HTHBHA

Enterococcus faecalis

Staphylococcus aureus
Methicillin-resistant Staphylococcus aureus
coagulase-negative Staphylococci
Streptococcus spp.

Streptococcus pneumoniae

Enteroccocus spp.

Staphylococcus spp.

Anaerobic species

Clostridium spp. except Clostridium innocuum
Fubacterium spp.

Peptostreptococcus spp.

BHI0Ee, 38 KOHTO NPHAODHTA PE3HCTEHTHOCT MOKe 1A € npolJaem
Enterococcus faecium

BhTpemino pesncTeHTHH

Benukn I'pam-HeraTHBHE GakTepHH
I'pam-no3nTuBEH 6akTepun

Erysipelothrix rhusiopathiae,
Heterofermentative Lactobacillus,
Leuconostoc spp

Pediococcus spp.

AHaepoOHH DakTepHH

Clostridium innocuum
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[NposBaTa Ha Pe3MCTEHTHOCT KbM BAHKOMHLIMH € Pa3/IHYHA B PANIMYHUTE OONMHULIM W NOpazgu
TOBA TPAGBA [a c€ YCTAHOBH KOHTAKT ¢ MECTHA MHKpOOHOIOTHYHA mabopaTopus, 3a 1a ce
NONYYH ChOTBETHATA MECTHA HHPOpMAaLUS.

5.2 PapmMakoKHHETHYHH CBOHCTBA

Abcopbums
BaHkOMHUMH Ce npiAara HHTPaBeHO3HO 3a JICUSHHE Ha CUCTEMHH HH(EKLIMH,

Tpu nauueHTH ¢ HopManHa 6b6peuHa dhyHKLUA, HHTpaBeHo3HaTa HHGY3HA HA MHOMOKPaTHH J03H MO
1g BankomuumH (15 mg/kg) B npoabaxkerde Ha 60 MUHYTH, BOAH A0 NPHOIHZUTETHH CPETHHA
nna3sMeHH KoHLeHTpauuH 50-60mg/l, 20-25 mg/l u 5-10 mg/l, croTBeTHO 2 waca w 11 4aca
HenocpeACTBEHO cliel 3apbpluBaHe Ha Hby3uaTa. [L1asMeHHTe HHBA, MOIYYEHH ClIel MHOTOKPATHH
J03H, ca NoA0GHM Ha Te3M, MOCTHIHATH cled eIHHHYHA 103a.

BankomuimH 06MKHOBEHO He ce abcopOupa B KPbBTa cliel MepopanHo npHioxkenHe. AbcopOuua
obave MOXKe Ja ce MOJIY4H NPH MEePOPAITHO NPHIICIKEHHE NPU NaLHeHTH ¢ {NceBaomMeMOpaHo3eH)
konuT. Tosa Moxke Ja A0BEOE JO KYMYNMTHPAHC HA BAHKOMHLIHH NMPH NaLUHEHTH CBC CHITBTCTBALLIO
6Bp6peuHo yBpexaaHe.

PasnpenencHune
OfeMtT Ha pasnpezenente e okono 60 1/1,73 m? TenecHa noBbpxHOCT. [1py cepHitHH KOHLIEHTPALIHH

Ha BaHkomuuud ot 10 mg/l no 100 mg/l, cBLp3BaHETO HA IEKAPCTBOTO C MIA3MEHHTE MPOTEHHH €
npubnuzurenHo 30-55%, uamepero upes yarpadpuiTpauns.

BaukoMHUMH nHYHAKPA JECHO Npe3 IALEHTATA U CE pa3npe/iens B KPHBTA Ha MbIHaTa BpEB. IIpH
HEBBL3NATEHH MEHHHIH, BAHKOMHLUHMH NPEMHHABA KPbBHO-MO3LYHATA Oapuepa caMo B HHCKA CTEMeH.

Buotpancdopmaiius

JlexapcTBOTO ce MeTabHnH3Kpa MHoro Manko. Cnen napeHTepanHo NpHIokeHWe TOH ce eKCKpeTHpa
MOYTH HANBJHO KATO MUKPOOHONIOrHUHO AKTUBHO BeLlecTBO (npubansutento 75-90% B paMkuTe Ha
24 qaca) upe3 rioMepynHa ¢unTpauus npes 6ubpeunre.

Enumunupane
EnMMHMHaUMOHHHAT NONY)KHBOT HA BAHKOMHLHH € OT 4-6 4aca NpH nauMeHTH ¢ HopmanHa 6p6peuHa

tyHKuMg 1 2,2 — 3 yaca npy aeua. [Tnasmenuat kauprHe € okono 0,058 /kg/h u 6E6peuHnAT WIHPBHC
¢ okono 0,048 I/kg/h. Tlpes nupeure 24 yaca npubansurento 80% ot npunoxkenara ao3a BAHKOMHLIHH
¢e €KCKpEeTHpa B ypHHaTa upes rnoMepyda gpuinrpauus. bubpeunara auchynkuus 3abaes
€KCKpeLMATa HA BAHKOMHUHH. [IpH nauneHTHTe ¢ NpakTHYecKH nunceaina 6x6pevHa GyHKLUMA,
CPEIHHAT NOJYKUBOT € 7,5 AHu. [Topaau OTOTOKCHHHOCTTA Ha TEPANUATA ¢ BAHKOMHLIMH, B TE3M
ClTyda € MoKa3aHo AOMbIHHTENHO MPOCyAsSBaHe Ha IM1a3sMEHHTE KOHLIEHTPALHH.

bunnapHata cekpeLiHs e HezHauuTenHa (mo-mManko otr 5% oT Jo3ata).

Bbnpexu, ue BAHKOMHIIHHLT HE CE €THMHHHPA €PHKACHO Ype3 XEMOAHANN3A WIIH NIEPUTOHEATTHA
JHANN3a, HMa CBOOLIEHHA 33 IOBHILIABAHE HA KIUPBHCA HA BAHKOMHLIMH 4Ype3 xemonepdy3Hus i
XEMOG(HITpaLIHA.

Cren nepopanHo NpwicKeHHe, CaMO 4acT OT NPHIOKeHaTa 103a Ce Bh3CTaHOBABA B YpUHATA.
O6paTHO, BUCOKH KOHHEHTPalHH HAa RAHKOMHULIMH c& HaMMpaT BbB ¢ekanuute (>3 100 mg/kg npu
J03M OT 2 g/NHEBHO).

JInneHHOCT/HETMHEHHOCT

KonuenrpauuaTa Ha BAHKOMHUMH 06GMKHOBEHO HAPACTBA NPOMNOPLMOHANHO C YBETHY
[InasMeHuTe KOHLIEHTPALMH NPH MHOTOKPATHO NPHIOXKeHHE Ha 103aTa ca NoaobHH H
NPHIOKEHHE HAa €IWHHYHA 1034,
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XapakTepUCTHKH B ONPEIENEHHA TPYITH

Bvbpeuno yepesicoane

BaHKOMMLIEH ce 0YHCTBA ITIABHO ClieA FIoMepyHa ¢unTpauus. Ilpy nauMeHTH ¢ Hapyliena
6B0peyHa QYHKUHA, TEPMHHATHUAT €TMMHHALIHOHEH MOJYKHBOT € YBIKEH W OOLIHAT TeneceH
KIHpBHC ¢ HaManeH. Cnenl ToBa oNTHManHarTa 103a TpsabBa 1a ce H34NC/IH B ChOTBETCTBHE ¢
NPeropbKMTE 3a J03UpaHe, NocodeHH B TouKa 4.2 JI03HpOoBKa M HAYHH Ha NPHIOKEHHE.

Yeprodpobro yspescoane
MdapMaKOKMHETHKATa HAa BAHKOMHLIMH HE C€ MPOMEHS MPH MaLMEHTH ¢ YePHOAPOOHO yBpexkaaHe.

bpemennu xcenu
Moske na ca HeoOXOAUMH 3HAYHTETHO MOBHIIEHH JO3H 32 MOCTHIAHE HA TepaneBTHYHH CEPYMHH
KOHLIEHTPALWH NpH OpeMeHHM XKeHH (BX. Touxa 4.6).

B KOHTPOMHPAHO KIIMHWYHO NPOYHBaHe Ca OLIEHEHH MOTEHUHMANHUTE OTOTOKCHYHH M HEGPOTOKCHYHH
edeKTH Ha BAHKOMHUHH XHAPOXJIOPH] BbPXY KbPMa4€Ta, KOraro JIEKapcTBOTO Ce NpHaara Ha
GpeMeHHH sKeHH 33 CePRO3HH CTAdHIOKOKOBH HHAEKLIMH, YCIOXKHABAINKM HHTPAaBEHO3HATa ynoTpeda
Ha neKkapcTBa. BaHKOMMLUHMH XMAPOXJIOPHA € OTKPHT B MbNHA kpeB. He e otbenssana ceHsoHespaiHa
3aryba Ha ciyxa WiM HedpOTOKCHUHOCT, MPHITHCBAHA HA BAHKOMHLUMH. EAHO HOBOpOAeHO, 4uiTa
Maiika € MoJy4aBajia BAHKOMHLMH Mpe3 TPETHA TPHMECTBP € NONYUYHIO KOHAYKTUBHA 3aryba Ha
CITyXa, KOATO HE CE Ib/DKH Ha BAHKOMHUUMH. ThH KaTO BAHKOMHLUMH € MPWIAraH caMo fpes3 BTOpHA U
TPETHA TPHMECTHP, HE € M3BECTHO JANTH MPUYHHABA YBPEXaHE Ha IL10AA.

Ilayuenmu ¢ nadwopmeno mezio

PasnpenenieHHETO Ha BAHKOMMLIMH MOYE J1a C& MPOMEHH NIPH NaLHUeHTH ¢ HATHOPMEHO TETNo Nopaiu
yBeauvaBaHe Ha ofeMa Ha pasnpezneneHHe, Ha GbOPeUHH KIHPBHHC H Bb3MOMKHH IPOMEHH B
CBBP3BaHeTO ¢ M1a3MeHHTe NpoTeHHH. [IpH Te3n cybnomynauuy KOHLEHTPALUKATA Ha BAHKOMHLIMH B
CepyMa e YCTAHOBEHO, Y€ € NI0-BUCOKa OT OMaKBaHaTa MpPH 34paBy Bb3PacTHH MbxkKe.(BXK. Touka 4.2).

Ieduampuuna nonyrayus

PK Ha BaHKOMHMLIHH NMOKa3Ba LIMPOKA HHTEPHHAWBHAYATHA BAPHAOHIHOCT NPH NPekAeBPEMEHHO
POAEHH W POAEHHUTE HA TEPMHH HOBOpOAEHH. [IpH HOBOPOAEHH, CIEA HHTPABEHO3HO MPHIIOKEHHE,
o0eMBT Ha pasnpeneneHue Ha BaHKOMHLUMH Bapupa mexay 0,38 u 0,97 kg, nonobno Ha cToiHOCTHTE
NpH Bb3PAacTHH, AOKATO KIHPBHCHT Bapupa Mexay 0,63 u 1,4 ml/kg/min. ITonyxuBoThT BapHpa
mexay 3,5 u 10 yaca ¥ e Ho-ABJbr OT TO3H MPH BB3PACTHH, KOETO OTPa3sBa OOMKHOBEHO NO-HHCKMTE
CTOHHOCTH Ha KIIHPBHCA MPH HOBOPOCSHOTO.

[Ipu kbpMmayera H no-rojiemu Aelia o6eMbT Ha pasnpenenende Bapupa Meskay 0,26 — 1,05 kg, nokato
KJIMpBHCHT Bapupa Mexay 0,33 — 1,87 ml/kg/min.

5.3 IlpeaxkIHHHYHH JAHHH 32 0e30MACHOCT

Hexnuununure JAHHH HE MMOKAa3BaT OCOﬁeH PHCK 3a XOpa Ha 6333'1'3 H4 KOHBCHLHOHANNTHHUTE
($hapMaKkOIOrHYHH NMPOyYBaHKsA 3a 6€30NacHOCT, NPOYYBAHHA 33 TOKCHYHOCT NPH MHOTOKPAaTHO
npunarade.

BhnpeKH Ye He ca NpoBexk1aHd bArOCpOUHH NPOYYBAHHA BbPXY KHBOTHH 3a OLICHKA Ha
KapLIEHOT€HHHS MOTEeHLUHaN, NPH CTaHAAPTHH 1aGOPaTOPHU TECTOBE HE € OTKPUT MyTareHeH
NOTEHUHAN Ha BAHKOMHUMH. [IpH TepaToreHH Npoy4eaHus, KbACTO IUIBXOBE H 3ai1M Ca NOMYYHITH
1034 NpHOIM3HTENHO CHOTBETCTRALH HA YOBELLIKATA, HE ca HAbNoaaBaHK JaHHH 3a YBpE:
mioja 3apaiy BAHKOMHLIHH.
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6. @GAPMAINEBTHYHH JAHHU
6.1 CnHcbK HA NIOMOIHHATE BeliecTBA
Hama

6.2 HecnBMeCTHMOCTH

BankoMHLIMH pa3TBOpH UMAT HKCKO pH, KoeTo BOOH 10 XHMHYecKa ¥ DH3HUECKa HeCTAOHIHOCT aKko
ca cMeceHH ¢ ApyrH cyOcTaHumu. CMecBaHeTo ¢ alKalnHH pa3TeopH Tpabsa aa ce H6srea.

JloxasaHo €, Ye CMecBaHeTO Ha BAHKOMHLIMH H GeTa-akTaMHH aHTHOMOTHLM ca GHIHYECKH
HeCbBMeCTHMHU. BeposTHOCTTA 3a yTasBaHe ce YBeNH4aBa ¢ NO-BHCOKHM KOHLIEHTpALMK Ha
BAHKOMHIIHH. Hpenopmma C¢ aACKBATHO NPOMHBAHE HA HHTPABCHO3HHTE JIHHHH MEXIY
NPHIIOKEHHETO HA Te€3H AHTHOHOTHLM. CBILIO TaKa ce MpenopbYea pa3TBOPHTE HA BAHKOMMLIMH Na ce
paspekaat 1o 5 mg/ml uay no-mManko.

Buopekd ue HHTPABUTPEATHOTO HHXXEKTHPAHE He € 0n00peH HauHH Ha NIPHJIOXKEHHe Ha BAHKOMMLIMH,
ce cpo0LIaBa 3a yTaiiKH clell HHTPaBHTPEATHO HIDKEKTHPaHE Ha BAHKOMHLUMH U LedTa3nauM 3a
eHA0(TaNIMHT ¢ NOMOILLA HA PA3TYHH CIPHHLIOBKH W MITIM. YTaliKuTe ce pasTBapaT MOCTENEHHO, ¢
I'bJIHO H3YHCTBAHE Ha CTHKJIOBHAHOTO TAJIO 33 ABa Mecelia i ¢ NoaoOpsiBaHe Ha 3pHTeNIHaTa OCTPOTA.
To3u nekapcTBeH NpoayKT He TpAOBA fia ¢€ ¢MeCBa ¢ IpyrH HHPY3IHOHHK Pa3sTBOPH, C U3KITIOUEHHE Ha
TIOCOYEHHTE B TOYKa 6.6.

6.3 Cpox Ha rogaoCT

Iipax
3 rogHHHM

[puroTeeH pasTeop
['OTOBHST pa3TEOp, MPUTOTBEH ¢ BOAA 33 HHXKEKLMH € cTabuiieH 3a 24 vaca, cbxpaHsean npu 2°C -
8°C. Ot Muxpo6yonoruuHa rieHa To4Ka JeKapCTBEHHAT MPOAYK TPAOBa Ia ce U3Moa3Ba He3abaBHO.

Paspenen pasTeop
HokazaHa e xHMHUecKka ¥ Huandecka ctabunHocT npH ynorpeba:

- 3anepuog ot 8 yaca npu 25°C, cnen pa3TBapAHe H JONBAHHTENHO PA3PEXKIAHE C HATPHEB
xiopua 9mg/ml (0,9%) unu pa3TBop Ha rmokoza 50 mg/ml (5%);

- 3a nmepHon oT 4 OHH, koraTo ce cbxpaHaBa npu 2-8°C cnen pa3TBapsHe U AOMBIHUTENHO
paspexnaHe ¢ Ringer Lactat IV u cepym Ringer Acetate [VM

- 3amepuojd ot 14 gHH, Korato ce cbXpaHaea ot 2-8°C, cnen pa3TBapAHe H JOMTBJIHUATENTHO
paspexiaHe ¢ HaTpHes xJopua 9mg/ml (0,9%) unu pasteop Ha rmokosa 50 mg/ml (5%)

Ot MHKpOOHONOrHYHA rMeAHA TOYKA IEKAPCTBEHMAT NPOAYKT TpaOBa Aa ce W3noi3ea He3abasHo.

6.4 CrnenHaJHHA YCJI0BHS HA CbXpaHeHHe

[Ipax B OpHIHHANHATA ONAKOBKA
Ha ce cvxpansea noa 25°C

3a yc0BHATA HA CbXPAHEHHE Cliell PEKOHCTHTYHPAHE H pa3pekaaHe Ha IEKapCTBEHHA MPOIYKT BHKTE
TO4Ka 6.3.

6.5 Buau cbabpKaHAE HA ONAKOBKATA
1IvpeuuHa onakoeka BankomunuH Anra®apma 500 mg npax 3a KOHLEHTpAT 3a HHOY3
10 ml npozpauen GeswBeTeH cTBIJIEH (rakoH OT THN 1 ¢ XN0poSyTHIORA 3aMyUIanka

ayMHHMEBA H MOJHIPOINMIEHOBa Kanayka, CbC CaMo3aienBalll ce HAeHTH(hHKaLHOHe
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[TbpeHvHa onakoBka BankoMuuuH Anta®apma 1000 mg npax 3a KOHLEHTpPAT 38 HHDY3IHOHEH
pasteop: 20 ml npospaueH Ge3uBereH cTbiIeH ¢nakoH ot THR | ¢ xnopobyThnopa 3amywanka THn | 1
CHHS aJlyMMHHEBA ¥ NOJIHNMPONKICHOBA Kanayka, CbC CaMo3alenBalll ce HASHTHOHKALMOHEH ETHKET

BropuuHa onakoBka: KApTOHEHH KYTHH, ChAbpKaluM | uny 10 ¢pnakoHa.

He BcuukH BUIOBE ONakOBKH Morat aa 6bJaT MycHaTH Ha nasapa.

6.6 CroennaaHH Dpeana3HH MePKH PH H3XBLPJSHE H padoTa
3a egHoxpaTHA ynotpe6a: H3XBbpiere BCAKO HEH3NON3BAHO CLAbPKAHHE

IIpaxsT TpR6BA A2 ce PA3TBOPH H NOJIY4EHHAT KOHUEHTPAT Tpa(Ba 1a ce pa3peAH npeaH
ynorpeba.

[IpuroTesaHe Ha pa3TBOPEHHAT PA3TBOP
Banxomuuun Anta®apma 500 mg npax 3a KOHIEHTPAT 32 HHQY3HOHEH Pa3TBOP

Pa3penere npaxa B 10 ml cTepuiHa Boaa 38 HHKEKLMH

Bankomanun Anta®apma 1000 mg npax 3a KOHIEHTPAT 332 HHPY3HOHEH PA3TBOP
Paspenerte npaxa B 20 ml cTepunHa Boaa 3a MHXKEKLIMH

Enun ml npurotsen pa3tsop ceawpika S0 mg BAHKOMHLUKH

BrHinen Bu HA PEKOHCTHTYHPAHHSA PAITBOD
Cnen pa3TBapsiHe pa3TBOpPHT € OHCTHp ¥ Oe3iBeTeH 663 BUAMMH YaCTHLIK.

Cnen pa3TBapsHe ce nomy4asa pasteop ¢ pH mMexay 2,5 u 4,5.
3a YCNOBHATA HAa CHXPAHEHHE HA PA3TBOPEHUA NEKapCTBER NMPOAYKT BHXKTE TOYKA 6.3,
H3UCKBA CE JOITBJIHUTEJIHO PA3ZPEXKIAHE. Ipo4eTeTe MHCTPYKLMHTE MO-A0JY:

IIpuroresne HA OKOHYATE/NHO PA3IpPEAEH PAITBOD 38 HAGY3IHA

Humepmumenmnama ungy3ua e npeNO4HTaAHHAT METO HA TIPHIOXKEHHE.

Banxomuyun Anma®@apma 500 mg npax 3a KoHyermpam 3a UHQY3UOHEH pazmeop

PazreopenuTe pasreopu, ceaspkamy 500 mg BaHKOMHUMH, TPAOBa Aa ce pa3pexaaT ¢ Ha-MAIKO
100 m] pazpeauTen.

Banxomuyun AnmaPapma 1000 mg npax 3a konyenmpam 3a ungyzuonen pazmeop
PasTBOpeHHTE pa3TeOpH, chabpaald 1000 mg aHkoMHULMH, TPAOBa fa ce pa3pexaar ¢ Hail-Malko
200 ml pa3spenuTen.

IMonxoasamu paspenurend ca:
- Harpuer xnopua 9 mg/ml (0,9%)
- 'moko3eH pasteop 50 mg/ml (5%)
- Ringer Lactate IV cepym
- Ringer Acetate IV cepym

JKenanata no3a TpaGpa Aa ce Mpuiara 4pe3 HHTPaBeHO3Ha HHGY3HA 3a iepHof oT noHe 60 MHH

BB3MOKHOCT 34 MPEIMIBHKBAHE HA U3pa3eHa XUMOTOHUA B JOMTbITHEHHE KbM TpoMOod
NPHIOKEHHE MOKE CBLIO a A0BEJE J03aUEPBABAHE H MPeXoieH OOPUB MO LWHATA H P
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Henpexvcrnama unghysua (tpabea na ce npuiara caMo KOraTo nNpeKbcHaTaTa MHQpY3us €
HeBBb3MOKHA). KEM gocTaThyHo ronsM obem HaTpueB xaopui 9mg/ml (0,9%), pasTBop Ha rimioko3a
50mg/ml (5%), cepyM Ringer Lactate IV unu cepymen Ringer Acetate [V nobaserte:
- HBa a0 yerupu paakosa ot 500 mg pankomuuuH (1-2 g) WK
- Eaun no npa pnakona ot 1000 mg saHxomMuiuA (1-2 g), 3a Aa ce NO3BONHM XKelaHaTa JHEeBHA
no3a Ja ce npunara 6aBHO Ype3 MHTPaBEHO3EH APHII B MPOIb/KEHHE Ha 24 Yaca.

[Ipenopwupat ce KOHUEHTpauMH OT Henoseye ot Smg/ml. [Ipu u3bpaHn naumueHTH, HyKIaewu ce OT
OrpaHHYaBaHe OT TEUHOCTH, MOXE J1a Ce W3M0M3Ba koHuenTpauus 10 10 mg/ml. (Bix. Touka 4.2).

Beska no3a Tpabsa na ce npunara ot Henorede ot 10mg/min.

3a yCNIOBHATA HA ChXPAHEHHE HA Pa3peacHHs JIEKaPCTBEH NPOAYKT, BUikKTe Towka 6.3. ,,Cpok Ha
rogHoct”. [lpenn npwiokeHHe pa3sTBOPEHHTE U pa3pedeHH pasTBOPH TpAOBa Oa ce MPOBEpAT
BHU3yaJIHO 3a HAJIH4YHE Ha YaCTHLUH H OGCB].IBETHB&HC. TpﬂﬁBa Ja C& HU3IoJ3ea camMo 6HCT’bp H
GesupeTeH pa3TBOp (€3 YACTHLIM.

IIepopanno npunoxeHHe

CopabprkaHueTo Ha ¢nakoHa oT 500 mg MosKe fa ce M3N0/13Ba 3a IaPEHTEPATTHO NMPHITOKEHHE.
CoaspxaHHeTo Ha ¢nakoHa oT 1g MoXe a ce H3MoN3Ba 33 NAPEHTEPATHO NPHIOKEHHE.

Ilo BpeMe Ha NPHI0KEHHETO KbM pa3TBOpa MOTaT Aa ce 100aBAT o6HYaliHH apoMaTH3Hpallli CHPONH
3a nogobpsapaHe Ha BKyca.

H3xBBpnsane

Hewnznonspauuar JICKAPCTEEH NPOOYKT HITH OTNAALYHHTEC MATCPHANH OT HEro TpS[GBa Oa Ce MIXBBPIAT
B ChOTBETCTBHE C MCCTHHTC H3HCKBaAHHA.

7. HNPUTEXATEJ HA PASPEIIEBHHETO 3A YIIOTPEBA

Apta Medica Internacional d.o.o.

Likozarjeva Ulica 6

1000, Ljubljana

CroBeHus

8. HOMEP(A)} HA PASPEHIEHHMETO 3A YIIOTPEBA

Per. Ne Bankomuuun Anra@apma500 mg: 20210343
Per. Ne Baukomuuun Anta®apmal 000 mg: 20210344

9. JATA HA ITBPBO PAZPEHIABAHE/TIOTHOBABAHE HA PASPEHIEHUETO 3A
YHOTPEBA

Hara Ha mepBO pazpewarare: 01.12.2021
Jara Ha nociieIHo NMoJHOBABaHe:

10. JATA HA AKTYAJIMBUPAHE HA TEKCTA

16.01.2026
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