KPATKA XAPAKTEPUCTHUKA HA INPOAYKTA
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1. UME HA JIEKAPCTBEHUA ITPOAYKT 7_ /7 gz 05 -03- 2026

Bankomuumu-MIP 1000 mg npax 3a MH)Y3HOHEH pa3TBOp
Vancomycin-MIP 1000 mg powder for solution for infusion

2. KAYECTBEH U KOJIMMECTBEH CHCTAB

AxkTUBHO BelwecTBo: Vancomycin hydrochloride.

Bceku aakon cuabpka 1000 mg BAHKOMMUMHOB XUApoXJaopua, ceoreeTcTBaul Ha 1,000,000 IU
BAaHKOMMLHH.

3a MbJIHUS CIMTUCHK HA NMOMOILHUTE BELLECTBA BHKTE TouKa 6.1.

3. JIEKAPCTBEHA ®OPMA

[Ipax 3a MHQY3HOHEH pa3TBOp

4. KIMHUYHHU JAHHHU
4.1 TepaneBTHYHH NOKA3AHUS

MUHTpaBEHO3HO MPUIIOKEHUE

MUHTpaBeHO3HUAT BAHKOMHULIMH € MOKa3aH NMPU BCHYKH Bb3PAaCTOBH IPYIH 3a JIEYEHHE HA CJICIHUTE HH(PEKLIMH

(Bxx. TOukn 4.2,4.4.u5.1.)

- YCJIOXKHEHH MH(EKLHH HA KOXKaTa U MEKHTE ThKaHH

- MH(EKLHMH HA KOCTUTE U CTABHTE

- [MHEBMOHMSA, NpuaoduTa B 00LHOCTTA

- MHEBMOHHS, npuaoOuTa B 00JIHMLA U THEBMOHHUS, CBbP3aHa ¢ U3KYCTBEHa 0€s10po0Ha BEHTHIALIMSA

- MH(EKUHO3eH €HJO0KaApAHT

- DakTepueMHs, KOSTO Bb3HMKBA BbB BPb3Ka C HAKOA OT MH(PEKLIMHUTE, H3DPOEHH NO-Trope, HIIH C€ MOA03HPA,
Yye € CBbp3aHa C HAKOS OT TAX.

BaHKOMHLMH CBIIO € noKa3aH NMpPH BCUYKHM BbB3PACTOBH IPYyIH 3a MNEpHONEpaTtdiBHa aHTHOAKTepHaliHa
npoduiakTUka cpeuly OakTepuaiieH eHA0KApAUT, NPH MaUUEHTH C BUCOK PUCK OT pa3BUTHE HA DaKTepHaseH
€H/10KAPAUT, KOraTo ca rnoJ10k€HH Ha roJieMH XHpYpru4ecku npoueaypH.

[lepopanHO NpUAOKEHUE
BaHKOMHULIMH € MOKa3aH NpH BCHYKHW Bb3pacTOBHU rpynH 3a nedeHue Ha Clostridium difficile (CDI)

- (BkK.TOouku 4.2,44.u5.1))

HeoOxoaumMo e na ce B3emar npedaBua odHUMATHUTE TMPEenopbKUM 3a noaxoadua ynorpedba Ha
aHTHOAKTEpHAIHU CPE/ICTBA.

4.2. Jlo3MpPOBKA H HAYHH HA NPHJIOKEHHE e
f. ' A\ TA % \\
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Humpagenozno npunocenue

HauanHara go3a ce onpeaens Ha 6aza o6wo TenecHo terno. [locneapamure KOPeKUHH Ha Jo3aTa TpAOBa na
ce OCHOBAaBaT Ha CEPYMHMTE KOHIEHTPALIMH, 33 fa CE NOCTUIHAT TAPreTHHTE TEPANeBTHYHH KOHLEHTPALHH.
ITpu nocsieBalyMTE AO3M M HHTEPBAJ Ha NpHnoxeHue TpA6Ba la ce uMa npeBus OBOpeyHaTa QyHKILHA.

Hayuenmu na ev3pacm 12 u nogeue 200unu.

I[Ipenoppunrennara no3a e 15 go 20 mg/kg TenecHo Teryio Ha Bcekd 8 10 12 yaca (Aa He npeBHiUaBa 2g 3a
ao3ara).

IMTpu Texxo GOMHM NALMEHTH MOXeE Aa CE W3NOo/3Ba HaTOBapBallia 403a oT 25-30 mg/kg TenecHo Terno, 3a aa
ce yecHd 6bp30TO JOCTHUTAHE HA TAPreTHaTa CEPYMHA KOHLIEHTPALHA HA BAHKOMHULIHH.

Kupmauema u deya na eb3pacm om edun mecey 00 nog 12 2oduwna ev3pacm.
[penopbuurentaTa no3a e 10 1o 15 mg/kg TenecHo Terno Ha BCekH 6 vaca (8. Touka 4.4.).

Hoeopodenu na mepmun (om paxcoanemo 0o 27 Onu cned paicoanemo) u RpeNcoesPeMenno pooeru (om
paxcoanemo_Jo ouaxeanama dama Ha paxcoarne nuioc 27 Oxu)

[Tpu onpenensHe Ha cXeMa HAa AO3MPaHe NMPH HOBOPOAEHH, TPAOBa a Ce MOTHLPCH CHBET OT JieKap C ONUT B
fieYeHHETO Ha HOBOpoAeHH. Eaun oT Bb3MOXKHHTE HAUHHH Ha JO3HpaHe HA BAHKOMHIMH NPH HOBOPOACHHU €
WIIOCTPHpPaH B cienHara Tabnuna: (Bxk. Touka 4.4)

PMA (cenmmul) :Ilnsa (mg/kg) - I HHTE]JBRJI_I-;H npanoxenue (h)
<29 - 15 ) 24 o

29-35 ) 15 ) 12 '

>35 , 15 s

PMA: nocTMeHCTpyanHa BB3pacT (BpeMETO Mexay MBbPBHA A€H HA MMOCHEAHUS MEHCTPYANEH LHKBI K
pa)k/IaHeTO (recTalHOHHATA BH3PACT) MIOC BPEMETO, HAMHHAIO CNE/l PAKAAHETO ([TOCTHATAIHA BB3PACT).

ITepuonepamusna npogpuraxmuxa na baxmepuanen eHOOKapOUM 66 6CUHKU BIPACMOBU 2PYNU
[penoprusa ce HavanHa Jo3a 15 mg/kg npead WHOYKUMATA Ha aHecTe3sus. B 3aBHcHMMocT OT
NPOABDKHTETHOCTTA Ha ONepalMaTa MOXKE Aa €€ HAJIOXKH BTOpa 1034 BAHKOMHLIHH,

IIpoovasxcumennocm Ha newenue
[TpennoskeHaTa NpoIL/DKHTENHOCT Ha JICHEHHETO € MoKa3aHa B Tabiuuara no-ao.y.

[IpH BCHMMKH CTyuaH MPOXB/DKMTENHOCTTA Ha neueHuve TpabBa na 6wae crobpaseHa ¢ BHOA H TeXECTTa Ha
MHPEKLHATA, KAKTO H HHAWBUAYAITHHSA KITHHHYEH OTTOBOP.
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—

IToxazanne NpoaL/DKHTEJIHOCT HA JICYCHHE

il i —

YenosxkHeHH HH)EKLMH Ha KOXKATA U MEKUTE ThKaHH

- HE HEKPOTU3UpaILl 7-14 num L
- HEKpPOTH3HpALL 4-6 ceaMuLu *

Hudeximun Ha mc"r;re H CTABHTE - o _4-6:c;em:muu ok

IMHeBMOHHS, :lpunoﬁma_l_s ofuHoCTTA B 7-14 nun -

[Tsesmonus, npyuaoOuTa B GONMHHLIA H MHEBMOHMA, C-B'LpBaHa C 7-14 puu o

H3KyCcTBeHa DenoapodHa BeHTHAAUHA

e - i el

4-6 cenMuLM ***

UHdekunoseH eHaoKapaAUT

nauuenTsT € adebpunex B npoab/okenue Ha 48 10 72 yaca
** 3a CTABHU Bh3NAJMCHHA, IPUYHHEHH OT MPOTE3H, € HEOOXOAMMO Aa ce oOMHCT
EpPOPaHH CYNMPECHBHH TEPANHH C MOXXOAAILH AHTHOHOTHUM
*k* [IpoabJUKMTENHOCTTa M HeoOxoauMoOCTTa OT KOMOMHHpaHa TepasnHs 3aBHC
ChCTOSHHETO Ha OpraHHIMa




CreuvanHy NOmyaalHH

Iayuenmu e cmapyecka év3pacm
Moxke aa e HeobxoaxMa MO-HUCKa NMOABpIKaIla 103a nopaiaq orciabeauia 6s0peyHa pyHKUMA, CBBP3aHa C

BB3pacTTa.

bvbpeuno yepexcoane

ITpy BB3pacTHH H NEAHATPHUHH NMAUMEHTH ¢ 6BOpeuHo yBpexnane Tpabea qa ce OOMHMCIH HayalHa 03a,
MocjeABaHa OT Hal-HHCKATA CEpyMHa KOHLEHTPALMA Ha BAHKOMHLMH, BMECTO OMNpeJeNcHa CXeMa Ha
npunarake, ocobeHo npH MauHEHTH C TeXKO OBOpeuHo yBpekaaHe WM TaKUBa, KOMTO Ca MOMJIONKECHH HA
6u0peuHo 3amecTHTeHa Tepanua (renal replacement therapy, RRT), mopagn MHOroro pasnuyHu akropu
KOMTO MOraT Ja NORNHAST HHBATa Ha BAHKOMHLIHH IPH TIX.

[Tpu maumeHTH C Jieka WIH yMepeHa creneH ObOpeuHa HeZOCTaTbYHOCT, Ha4YalIHATA A03a He TpAOBa Aa ce
HamanaBa. JIpK nauMeHTH ¢ Texka creneH 6uOpeuHa HEAOCTATBLYHOCT € 34 MPEANOYMTAHE a C& yABIKH
MHTEPBANBT HAa NPHIOKEHHUE, BMECTO 1A C€ MPHIAraT No-HHCKH JHEBHH JO3H.

Tpsabsa na ce 00bpHE BHUMAHHE Ha CHITLTCTBAIIOTO NPHAOKEHHUE Ha IEKAPCTBECHH NPOJAYKTH, KOMTO MOTaT Aa
HAMAJAT KIHPBHCA HA BAHKOMHLIMH H/IIH J1a MOTEeHUHPAT HETOBHTE HEXKEIaHy peakLnH (BX. Touka 4.4).

BankoMHILMKE ce OWanu3dpa cnabo 4ype3 UHTEPMHMTEHTHAa XemoaHanu3a. Bnnpeku Tosa, ynorpebara Ha
MeMOpaHH ¢ BUCOKA MPOMYCKIMBOCT H HenpekscHaTa 6p0peuno 3amectutenta tepanust (CRRT) ysennyasa
KIHPbHCA HA BAHKOMHIIHH H OOWKHOBEHO H3HCKBA 3aMECTBaHE Ha f03aTa (OOMKHOBEHO C/ie/l XeMOAHAIH3HA
CeCHs NMPH UHTEPMHUTEHTHA XEMOIHANN3A).

Bvipacmnu
AJanTHpaHETO Ha A03aTa MPU BB3PACTHH MAUHCHTH MOXKE Jla Ceé OCHOBAaBa Ha W3YHNC/€HaTa CKOPOCT Ha

rnomepynna ¢gwrrpauns (€GFR) ¢ noMolura Ha ciefHaTa GopMyna:
Mmsxe: [TenecHo Terno (kg) x [140 munyc Bpapactra (roguru)])/ [72 x cepymeH kpeatHHHH (mg/dl)]
XKenun: 0.85 x cToifHOCTTa, M3YHCIIEHA 1O rOpHaTa GopMyJia.

Ob6uualinaTa HayanHa 034 38 Bh3pacTHH nauueHTH € 15 10 20 mg/kg, koaTo MoXe Aa ce mpHunara Ha BCEKH
24 yaca NpH NMALKEHTH ¢ KPEATHHHHOB KIHpBHC Mexay 20 u 49 ml/min. Ipu nauneHTd ¢ Texko OLO0peuHo
yBpexaaHe (KpeaTHHHHOB KAHpBHC noa 20 mli/min) nnu Ha 0BOpeYHO 3aMEeCTHTENHA TepanHs, NOAXOAALLIOTO
pasnpeacacHHe Mo BpEMe H KOJIHYECTBO Ha NOCNEABATEIHHTE JO3H L0 rofiimMa CTEMNeH 3aBHCAT OT HAYMHA Ha
RRT u Tps6Ba Aa ce OCHOBaBaT HA Hali-HHCKATa CEPYMHA KOHLEHTPALUHA HA BAHKOMHUIIMH H Ha OCTAThb4HATA
6u6pesiHa yHKUHA (BK. To4Ka 4.4). B 3aBUCHMOCT OT KJIMHHYHATA CHTYaLIHA MOXeE /12 c€ OOMHCIH oTJiaraHe
Ha cJeaBallaTa A03a, JOKATO C€ OYAKBAT pe3yTaTHTE 3a HUBATa HA BAHKOMHLIUH.

Ipu kpuTHYHO GoJieH MauneHT ¢ GrOpevHa HEAOCTATHYHOCT IMHPBOHAYANHATA HATOBapBaula Ao3a (25 ao 30
mg/kg) He TpaOBa 1a ce Hamangsa.

Ileduampuuna nonyaayun

AJlanTHpaHETO Ha 03aTa NpHU NEANATPHYHU MALMEHTH Ha Bh3pacT Hal 1 roauHa, MOXe a ¢€ OCHOBaRa Ha
H34MCIICHATAa CKOPOCT Ha ritomepynHa ¢unrpauus (eGEFR) upes npepaborenara gopMyna Ha Schwartz:
eGFR (ml/min/1.73m?) = (Bucounna B cm x 0.413)/ cepymeH kpeatauH (mg/dl)

eGFR (ml/min/1.73m?) = (BucourHa B cm x 36.2/ cepyMeH KpeaTHHUH (umol/l)

[Ipu HOBOpOJEHH H KbpMaueTa noj l-roauinHa Bu3pacT TpAOBa Ja Ce NOTBPCH CHBET OT C
xaTo npepaborenara popMmyna Ha Schwartz 3a TIX HE € NPHIOKUMA.




OpHEHTHPOBBYHHTE NPENOPBKH 32 JOHPAHE TPH NEAHATPHYHATA TOMyJIALMS Ca 1I0KA3aHH B TabrHuaTa fo-
ROy, KOATO Cjle/IBa ChbLMTE MPUHLIMIH KaKTO MPH Bb3PACTHH NaLKCHTHU.

GFR (mV/min/1.73 m?) i.v. n03a YecToTa
— — | - | —
50-30 15 mg/kg | 12 yaca
! - 4 — ——
29-10 15 mg/kg | 24 vaca
<10
- — ——
VIHTepMUTEHTHA XEMOAHANH3A 10-15 mg/kg {losTOpHOTO Mpinarae “3*
i — OCHOBA Ha KOHUEHTpaLUATA
| [lepuToHeaIHa AUANH3a
[TIpoabkuTenHa 60peYHO 3aMECTHTEHA 15 mg/kg [ToRTOpPHOTO IpHNiaraHe Bb3
Tepanus OCHOBa HAa KOHUEHTpauuara*®

* TloaxoasinoTo pa3npeAeNneHue o BpeMe H KOJIMUECTBO Ha CJIEABALLHTE AO3H 0 ro/IAMa CTeMeH 3aBHCH OT
suaa RRT u TpsaOea ga ce 0OCHOBaBa Ha CEpyMHHTE HHBA HA BAHKOMHIIHH, MOJYYEHH NPEAH NPHIaraHeTo
M Ha octaTbhyuHata OnOpeuHa ¢yHxuua. B 3aBHCHMOCT OT KIHHHYHATA CHTYaUMsd MOXE Ja ce obMHuCau
oT/JaraHe Ha cJieZBalillaTa 403a, JOKATO ¢€ O4aKBAaT pe3yaTaTHTE 3a HHBATa HA BAHKOMHLIHH.

Yeproopobno yepesicoane:
He e HeoOxoauMa KOpEKLHA HA 103aTa MPYH MAlMEHTH ¢ YEPHOAPOOHA HeJOCTATHYHOCT.

Bpemennocm
Moxe na ca HeoOXOAMMHM 3HAYMTE/IHO TIO-BHCOKH MO3H 3a [MOCTHraHe H3 TEepaneBTHYHH CepyMHH

KOHLIEHTpaLMH NpH OpeMeHHH xeHH (BxK. Touka 4.6).

ITayuenmu cve 3amavcmasane
[Ipu nauMeHTH ChC 3aTABCTABAHE HAuaIHaTa A03a TpAOBa Na ce afanTUpa WHAMBHAYAIHO, Cropex 00LWOoTOo
TENECHO TerJI0, KAKTO NMPH NaUHEHTUTE 0€3 3aTTbCTABAHE.

Ilepopanno npunoxcerue
Ilayuernmu na av3pacm 12 u nogeve 200unu

Jleuenue Ha undekuun ¢ Clostridium difficile (CDI):

[penopbudTenHaTa 4032 BAHKOMHUMH € 125 mg Ha Bcexu 6 yaca B npoas/bkeHHe Ha 10 aAHH 3a MbpBHA €NMH304
Ha He-Texxka CDI. Ta3u no3a Moxe aa ce yeenuud a0 500 mg Ha sceku 6 yaca B npoawpkeHue Ha 10 auu, B
cAydal Ha TeXKO WiH YCI0KHeHO 3abonsasaHe. MakcHMaHaTa JHCBHA 1032 He TpsAOBa Ja HaaBHiaBa 2 g.

[Tpy nauMeHTH ¢ MHOXECTBO PELMAMBH MoOXe ha ce oOMHCIHM neveHHe Ha Hactrosuius enuzol Ha CDI ¢
BaHKOMHIUHH, 125 mg yeTHpH METH AHEBHO B MpoAb/pkeHHe Ha 10 auH, mocneABaHO HIH OT HaMansABaHE Ha
J103aTa, T.€. IOCTENEeHHO HaManssake 10 125 mg Ha aeH WM B ImyacoBa cxema, T.e. 125-500 mg/aen, 3a Bcexu
2-3 OHU B NIPOIBIDKEHHE HA HAl-Manko 3 cegMHULH.

Hoeopooenu, xepmavema u 0eya xa 6v3pacm noo 12 2oouru

[IpenopbunTenHaTa Ao3a BaHkoMHUHH € 10 mg/kg nepopanHo Ha Bcekd 6 yaca B npoab/bkeHHe Ha 10 quw.
MakcuManHaTa JHeBHA x03a He TpsaOBa Ja HaJaBHILABA 2 .

I[TpoABL/DKHTEHOCTT HA IEYEHHETO ¢ BAHKOMMLMH MOXKE Ja C€ HAIOXKH Na 6bie chodpaseHa ¢ KNIHHHIHHA
MpoLEC Ha OTAEIRUTE nauueHTH. Korato € Bb3MOXKHO, aHTHOAKTEpHANHOTO CPEACTBO, 3a KOETO Ce MOAO3HPa,
ye npuurnssa CDI, tpabea na 6bae mpeycraHobeHo. Tpabsa na ce OCHrypH aileKBaTHO Bb3CTaHOBABaHE Ha
TEYHOCTH H EJIEKTPOJIHTH.




[IpocnenssaHe Ha CEPYMHUTE KOHIIGHTPAIHH Ha BAHKOMHLIHH
YectoTaTa Ha TEPANIEBTHYHHA JiekapcTBeH MOHHTOPHHr (TDM) Tpabea aa Obae HHAWBHAyaNH3HpaHa Bb3

OCHOBa Ha KJIMHMYHATA CHTYAalUMA M OTTOBOP KBbM JICUEHHETO, BAPHPALLH OT €XKEAHEBHO B3eMaHE HAa MpolH,
KOETO MOXE Aa C€ HANOXKH NMPH HAKOHW X€MOJAHHAMHYHO HECTAOWIHH NALMEHTH A0 HOHE BEAHBK CEAMHYHO
npH cTaGWIHH NAUMEHTH, MpPOABABALUM OTroBOp KbM jnedeHHerto. [IpH naumeHTH ¢ HOpManHa OBOpeuHa
(PYHKUHA CEpYMHATA KOHUEHTpalUsa Ha BaHKOMHLIMH TpabBa Ja ce NpocneasBa Ha BTOPUA AEH OT JICHEHHETO,
HeNOCPEACTBEHO MPeaH CleABallaTa A03a.

[Ipy nauMeHTH HA MHTEPMHTEHTHA XeMOJHAlH3a HHBAaTa Ha BAHKOMHMUMH OOMKHOBEHO TpsOBa na ce
MOJTy4aBaT NMpead HAYanoTo Ha XEMOAHANIM3IHATA CECHA.

Cnen nepopaliHO NPWIOXKeHKe, TpaOBa a ce npocaeasBaT CEPyMHHTEe KOHLIEHTPAUHH Ha BAHKOMHLHH MpH
MaLHEHTH ¢ BBL3TAIHNTEIHH YpEeBHH HApYIIEeHHUs (BXK. TouKa 4.4).

TepaneBTHYHHUTE HAK-HUCKH (MMHHMAJIHM) HMUBA BAHKOMHUMH B KpbBTa 0OOHKHOBEHO TpadBa Aa Obaar 10-20
mg/l, B 3aBHCHUMOCT OT MSACTOTO Ha HH(peKuMaTa H YyBCTBHTEJIHOCTTa HA naroreHa. Hait-uecto ce
[IpeNopBYBAT Hali-HHUCKHTE cToliHOCTH OT 15-20 mg/l, oT KnuHM4HHUTE NabopaTopuH 3a No-Z00PO MOKPHBaHE
Ha, K1acupHUHPaHH KaTo YyBcTBHTENHH, naToreHd ¢ MIC >1 mg/l (Bx. Toukn 4.4 u 5.1).

MeToaure, OCHOBABALIM CE Ha MOJEJIM, MOTaT Ja OBbAAT MONIe3HH P NPOrHO3UpPAHE Ha MHAMBHUAYATHHTE
M3HMCKBAHHA 3a JO3HpaHe, 3a Aa ce nocturie noaxoasua AUC. IloaxoabT, ocHOBABALl Ce HA MOAESNH, MOXKE
1 C€ NpUIara KaKTo NpH U3vYKC/IsBaHe Ha EpCOHANKH3UpaHaTa Ha4yanHa 033, TAKa H NPH KOPSKLMA Ha 103aTa
Bb3 OCHOBA Ha pe3yatarute ot TDM (Bx. Tou4ka 3.1).

HaurHe HA NpHJI0OKEHHE

HurpaBeHO3HO NPUIOKEHHE
HHTpaBeHO3HHAT BAHKOMHLUMH OOMKHOBEHO Ce TpWiara KaTo HHTEPMHTEHTHA HHQY3HMA W NPENOpBLKUTE 3a
pUAaraHe, NpeACTABEHH B TO3M pa3fen 3a HHTPABEHO3HHUA [ThT, ChOTBETCTBAT HA TO3M THII NPHIIOKEHHE.

BankomuLyH Tpa6Ba Ja ce npuiara caMo kato 6aBHa MHTpaBeHO3Ha HH(PY3HA ¢ MPOAB/DKHTETHOCT NOHE eAUH
yac WIH ¢ MaKcUManHa ckopocT oT 10 mg/min (koero e no-ALIro), KaTo € JOCTaThYHO paspeacH (HaH-MankKo
100 ml na 500 mg wiu Haii-manko 200 ml na 1000 mg ) (Bx. Touxa 4.4).

[aumeHTHTE, YHATO NPHEM Ha TEMHOCTH TpAOBa Aa 6bae OrpaHUueH, ChLUIO MOTAT Ja noayyar pasreop or 500
mg/50 ml unu 1000 mg/100 ml, BLNpeKH Ye PUCKBT OT HEXKENAaHH PEAKIUH, CBbP3aHH C HHY3HATA, MOXE Aa
ce MOBHUIH MPH TE3M MO-BUCOKH KOHLIEHTPALHH.

3a HHOpMALIMA OTHOCHO NPHIOTBAHETO Ha Pa3TBOPA, MOJIA, BHXKTE ToYKa 6.6,

Moske na ce HMa NPeaBHA NPOABL/DKATENHA HHPY3HA Ha BAHKOMHUMH, HAPHMEP (MPH NALKEHTH ¢ HecTaOWIeH
KITHPBHC HA BAHKOMULIUH.

[TepopanHo MpHIOKEHHE:
ChaupskaHHeTo Ha eauH ¢nakoH BankomuuuH-MIP 1000 mg ce pasrsapa 8 20 ml Boga. Yacrt or poszara

(nHanpumep 2,5 ml = 125 mg BaHKOMHLIMH) MOXE Aa ObAe oTAeneHa, AONBIHUTENHO pa3pe/ieHa U AajieHa Ha
MauMeHTa 3a MUeHe WIH NMPUIoXKeHAa MOCPeACTBOM CTOMAIUHA CoHAa. Moxe aa Ovae nobaBeH KOpPEKTOp Ha

BKYyca.
4.3. IlpoTHBOoNmOKA3AHHS

CBpBXYYBCTBUTENTHOCT KbM aKTHBHOTO BELIECTBO WIH KBM HAKO€ OT NMOMOLUHUTE BELIEeCTBA
TO4YKa 6.1.

BankomuiidH He TpaOBa Aa ce mpuiara MHTPaMyCKYJIHO, MOpaaIM PHCK OT He
NPHIOKEHHE.




4.4. Coenmannn npeaynpexIenHd H IpeANAa3Hi MEPKH NpH ynoTpeda

Peakuiyi Ha CBPBXYYBCTBUTETHOCT
Bu3MOXHH ca CEPHO3HH, ¥ MOHAKOTA NETATHH, peaKUMH Ha CBbXYYBCTBHTENHOCT (BX. ToukH 4.3. 1 4.8.). B

CTyuaii Ha MOABWIA Ce PEaKUMA Ha CBPBXYYBCTBHTE/THOCT, JIEYEHHETO C BAHKOMMIIMH TPA0BA Aa Ce NpeKpaTH
He3a0aBHO M CMELIHO Aa Ce npeanpHeMaT HeOOXOAUMHTE MEPKH,

[py nauMeHTH, MPHEMALIY BAHKOMMULMH B NMPOAB/DKEHHE HA IBJLI NMEPHOA OT BpeMe WIH ChIBTCTBALLO C
NPYTH JIEKAPCTBA, KOMTO MOTAT Aa MPUYMHAT HEyTPONEHUA WIH arpaHynouuTo3a, OpoAT Ha JIEBKOUMTHTE
TpaGBa Aa ce npocneadsa Ha peIOBHH MHTEPBAAH OT BpeMe. BCHUKH NMallHeHTH, MOTy4aBallld BAHKOMHUMH,
TpaGBa Aa UMAT MEPHOAHYHM XEMATOJOTHMYHH H3C/eJBAHHA, H3ICIECABAHWA HA YPHHATA, YepHOAPOOHH W
O0B0OpeuHn QpyHKLMOHAITHH TECTOBE.

BaukoMuiliH TpaOBa 13 ce M3NOJ3Ba C MOBHULIEHO BHHMAaHHE MPH MNALMEHTH C AICPrHYHH DEAKLHH KbM
TCUKOIIAHMH, TBI KATO MOXe Ja C€ MOABH KpPBCTOCAHA CBPBLXUYBCTBHTENHOCT, BKIKYHTEIHO

aHA(UIAKTHHEH LIOK C JIETANICH U3XO0/.

CnexThp Ha aHTHOAKTEpPHANTHA AKTUBHOCT
BaHKOMHLMH ¥Ma CMEKTHP Ha aHTHOAKTEpHAaIHA aKTHBHOCT, OTPAHHYEH 10 rPaM-NON0XKHTEIHH OpPraHH3MH.

He e moaxoasil Aa Ce U3MON3Ba KATO CAMOCTOATENIHO CPEACTBO 32 JISUSHHETO HA HAKOH BHAOBE HH(PEKLIMH,
OCBEH aKO NaTOreHLT BeUe € JOKYMEHTHPaH U € H3BECTHO, Y€ € UYBCTBHTE/ICH WIH HMa JOCTATLYHO OCHOBAHUSA
Ja ce CUMTa, Ye Hal-BepOATHUAT(TE) NaToreH (H) 1ue ca YyBCTBHTE/IHH HA JIeYEHHE C BAHKOMHILIHH.

3a 43 € pauHOHATHO H3MION3BAHETO HA BAHKOMHLIMH, TpA6Ba Ja ce B3eMe npeaBH CNEKThpPLT Ha GakTepHanHa
aKTHBHOCT, NMpodwIbT Ha $€30MacHOCT M MPHroJHOCTTa Ha CTanJapTHara aHTHOakTepHasHa Tepanusa 3a

JIEYCHHE Ha OTAC/HHA MNAaLHCHT.

OTOTOKCHYHOCT
OTOTOKCHYHOCT, KOATO MOJKE Ja € MPEeXOJHa WK NOocTosHHa (BX. Touka 4.8), € cboOlleHa NpH MaureHTH C

npeallecTBalla IIYXO0Ta, KOMTO ca MOJYYWIH [PEKOMEPHH HHTPABEHO3HH [03H WIH KOHTO IOTy4aBar
CBITBTCTBALLO JIEYEHHE C PYrO OTOTOKCHYHO AKTHBHO BELLIECTBO, KATO AMHHOIITHKO3U. BaHKOMHLIMH CBUIO
Tpabea na ce H30ArBa Npd NaUKEHTH cbe 3aryfa Ha cimyxa B MUHanoTo. Inmyxorarta Moxe aa Obae
npealiecTsaHa OT WyM B yuiure. OnNUTBT ¢ ApYrd aHTHOHOTHUM mpeanonara, 4e riIyxota MOXe [1a
MPOrpecHpa, BHIPEKK MPEKPATABAHETO HA JIEYEHHETO. 33 1a C€ HAMANH PHCKBT OT OTOTOKCHYHOCT, KPBBHHTE
HHBa TPAOBa Aa ce NPOBEPABAT MEPUOIHYHO H C€ MPENOPDHYBA NMEPHOANYHO H3C/IE[IBAHE Ha ClTyXa.

Xopara B crapyecka BLE3pacT ca ocobeHO MOAATIMBH HAa CIAYXOBM yBpexaaHus. MoHuTOpHpaHeTO Ha
secTubynapHaTa GyHKIMA ¥ CyXa MPH NaLKEHTH B CTapHEeCKa BB3pacT TpAOBa Ja ce H3BLPIIUBA MO BpEME H
cnen nedyeHuero. Tpsbea na ce u3bsrea eJHOBPEMEHHOTO MIIH MOCAEAOBATESHO H3MON3BAHE Ha IPYTH
OTOTOKCHYHH BELLECTEA.

Peakuuny, CBbp3aHH ¢ HHPY3MATa
[TpuiaoxenueTo upes 6bp3 6oiyc (T.€. B NPOAL/DKEHHE Ha HAKOJIKO MUHYTH) MOXe 1a Obe CBBLP3aHO € pA3Ka

XHNOTOHUA (BKJIIOYHTENHO IIOK, H PAAKO ChpJEUEH apecT), peakiuyd noaodHU Te3u, MENTUUPAHH OT XMCTAMHH
H MaKYJIONIANy/I03€H WIH EPHTEMATO3€H OOpUB (,,CHHIPOM Ha YEPRECHUS YOBEK" HTH CHHIPOM ,,YepBEeH BpaT™).
BaukoMHLIMH TpaOBa aa ce BiaxBa 6aBHO B paspedeH pasTeop (2,5 ao 35,0 mg/ml) cbC CKOPOCT HE MO-BHCOKA
or 10 mg/min ¥ 3a nepuoA He Mo-KpaTek oT 60 MMHYTH, 32 Ja ce u3berHar OBP3H peakiHu, CBLP3aHH C
uHdy3uaTa. CniupaHeTo Ha uHy3uaTa 0OMKHOBEHO BOAH A0 HBP30 NpeKpaTABaHE HA TE3H PEAKLHH.

YecToTaTa Ha peaKLMHTE, CBBp3aHy ¢ HHQY3HATa (XMITOTOHHS, 3aUE€PBABAHE, EPUTEM, YPTHKAPHA H NPYPUTYC)
ce yBeJIM4ana MPH CHITBTCTBALIO NPWIOKEHHE Ha aHECTETHLIM (BXK. Touka 4.5). HecToTa HM MOXKe A3 ce HaMalH
NpY NpHiaraHe Ha BAHKOMMLIMH 4Ype3 uHGy3usa Hai-Mako 60 MHHYTH MpeaAv HHAYKLHA Ha aHECTE3HA.

TexKH KOXHH HEXeNaHH u(SCARs




’)KABOTO34CTPAIlABALLM WM C JIETANIeH W3X0[, BbB BPb3Ka C IeYEHHE ¢ BAHKOMHLMH (BK. TO4Ka 4.8). [loBeyero
OT TE3H PeaKilMH Ca HACTBITHIH B paAMKHTE HAa HAKOJIKO JHH 10 OCEM CeIMHLIH Clie[] 3a04YBaHe Ha JIEYeHHETO
C BAHKOMMLIHH,

IIpu npeanuceaHe nauxeHTuTe TpaOBa Aa 6bAaT HHGOPMHPAHH 3a NMPH3HALMTE M CHMIITOMMTE U fa ObAaT
BHHMATE/THO HAONMIOAaBaAHH 33 KOXKHH peaklUHU. AKO C€ NOABAT NPH3HALUM H CUMITTOMH, MOKAa3aTe/IHH 32 Te3H
peaKLiMM, NPHIOKEHHETO Ha BAHKOMULIMH TPAOBa He3abaBHO J1a ce MpeKpaTH U Ja ¢€ OOMHCIIH ANTePHATHBHO
neveHue. AKO MAIMEHTHT € Pa3BH/ TEXKAa KOXKHA HEXelnaHa peaklysa npu ynorpebaTa Ha BaHKOMHLHH,
NieYeHHETO C BAHKOMHLIHH He TpAOBa nopeue Aa ce MOoAHOBABA.

Peakiiyi, CBBpP3aHH ¢ MACTOTO Ha NPUIOKEHHE

Bonka n Tpom6odneSHT Morar Ja ce noABAT NMPH MHOIO MAlMEHTH, MOJy4aBalll BAHKOMHLHH HHTPaBEHO3HO,
KOUTO NOHAKOra ca TexkkH. YUecrorara v Texxectra Ha TpoMOo¢dnebura Morat aa 6baaT CBEACHH 0 MHHHMYM,
KOTaTo JEKAPCTBEHHUAT NMPOAYKT ce nmpwiara 6aBHO KaTo paspeaeH pasTsop (BXK. Touka 4.2) H NEPHOAHYHO Ce
[IPOMEHSAT MECTATa Ha HHQY3HA.

EdukacHocTTa H 6€30MaCHOCTTa HA BAHKOMHMUMH HE €3 YCTAHOBCHH MMPH HHTPATEKATHH, UHTpATyMOaIHH 1
HHTPABEHTPHKYJIADHH IThTHLLIA Ha NpUWiarasxe.

HedpoTokcHYHOCT
BaukomMunuH TpaOBa 1a ce M3M0JI138a BHUMATE/HO NIPH MALMEHTH ¢ 0B0peyHa HeAOCTATEYHOCT, BKIKOUYHTETHO

aHypHUd, Thil KATO BB3MOXHOCTTA 32 NOABA HA TOKCHYHH €(eKTH € MHOro ro-BUCOKA NMpH NOAXBLPXKAHE HA
NPOALDKHTETHH BHCOKH KOHUEHTpAUMH B KpPbBTA. PUCKBLT OT TOKCHYHOCT C€ YBE/HYaBa NMPH BHCOKH
KOHLEHTPAIMH B KPbBTa WIH NPOALDKHTENIHA TEpAIHA.

PeRoBHOTO MOHHTOpHpPAHE Ha HMBATA Ha BAHKOMHULIMH B KPBBTa € MOKa3aHO IIPH Teparnus ¢ BHCOKH J034 H
no-ABLNrocpouHa ynotpeba, ocobeHo npu nauueHTH ¢ 6p6pedHa THCPYHKUNA HIIH YBPE/IEH CIIYX, KAKTO H NPHU
eJHOBPEMEHHO NPHIOKEHHE CHOTBETHO Ha HEPPOTOKCHYHH WJIH OTOTOKCHUYHHM BELIECTBA (BXK. TOUKH 4.2 H
4.5).

[leauaTpHyHa NOMyaLMA
Hacrosuure npenopbkKH 34 NpuiaraHe B NeAHaTpHYHATa MOIMMynaLMA, ocoDeHoO 3a acua noja 12-roauuiHa

BB3PACT, MOT'AT J1a IOBEAAT A0 CyOTepaneBTHYHH HHBa HA BAHKOMHKLMH MMPH 3HaYHTeNEH Opoii aeua. Benpeku
TOB3, 0E€30MacHOCTTa Ha YBEJAHYEHOTO MpH/IaraHe Ha BaHKOMHMLIHH HE € JOCTAThYHO OLICHEHA U HE Ce
MPenopBYBAT No-BHCOKHM A03K oT 60 mg/kg/aen.

BaukoMHuLHH TpabBa Aa ce H3non3ea ¢ 0cOOEHO BHHMAHHME NPH HEAOHOCEHM HOBOPOAEHHM M KbpMayerTa
nopaay He3paIocT Ha GBOpelUTE M BE3IMOKHO MOBHILIABAHE HA CEPYMHATA KOHUEHTpALH] Ha BAHKOMHLMH.
Mopaau ToBa KOHLEHTPALMATA HA BAHKOMHLUMH B KpbBTa TpAOBA 1a ce npocneasBa BHUMATEIHO MpPU Te3H
neua. CBITBTCTRALIOTO MPHWIMKEHHE HA BAHKOMHLIMH M aHECTETHIIM € CBBpP3aHO C epHTeM W noaobHO Ha
MEIHMPAHO OT XMCTaMHMH 3auepBaABaHe npu Jeua. I[lo moaobeH HauWH, CBOBTCTBAWIATA YnoTpeda
HePOTOKCHYHH CPeAcTBa, KaTo aMuHornuko3naHu anthoHorduM, HCIIBC (sanp. ubynpoden 3a 3aTbapsiHe
Ha oTtsopeH ductus arteriosus) unx amgorepruHH B € cBbp3aHa ¢ MOBKIIEH PHCK OT HEPPOTOKCHUHOCT (BXK.
To4Ka 4.5) ¥ 3aTOBA € MOKA33aHO No-4eCcTo HaOMoAeHHe Ha CEpPYMHHTE HHBA Ha BAHKOMHLUHKH H O0bOpevHarTa

hyHKLmA.

YnorpeOa B ctapuecka Bb3pacT
EcrecTReHOTO MOHIDKABAHE HA rIoMepyJiHaTa ¢iTpauus ¢ HanpeaBaHe Ha Bb3pacTra MOXE Ja JoBeae OO
NOBHLUEHH CEPYMHH KOHLICHTPALIMH HA BAHKOMMLIMH, aKO [03aTa HE C€ KOPHrHpa (BXK. Touka 4.2).

JlexapcTBReHH B3aUMOACHCTBHA C aHECTETHLH
UuayuupaHaTa oT 8HECTETHLM MHOKapAHa ACTIPECHS MOXE A4 Ce 3aCHIH OT BaHKOMHUMH. Ilo Bpeme Ha

aHecTe3ud, Jo3MTE TpAOBa Aa ce paspexaaT aobpe M Aa ce npwiarat 6aBHO, IPH CTPHKTHO Habmo
chpAeuHaTa AeiHoCT. [IpoMAHaTa Ha MO3MLWATA HA TANOTO TPAOBA N3 Ce OTNOXKH [0 3aBrPUtpandA mg. N\
HH(Y3NATA, 32 a CE NO3BOJIM /IANTUPaHe HA KPHBHOTO HANIAraHe CIPSAMO NPOMSAHATA Ha MOATA (B Toma %%, "\
4.5). Lo




[IceBioMeMOpaHO3€H EHTEPOKOAHT
B cnyuaii Ha TeXKa MEpCHCTHpallla AHapHA, TpAOBa Aa ¢e WMa MpPeABHA BEPOATHOCTTA 3a Ha/JM4YHE Ha

nicesgoMeMOpaHo3eH eHTepoKOnuT, KOUTO MOXKe Ja Ob/ie JKHBOTO3aCTpalUaBalll (BXK. To4Ka 4.8). He Tpsabaa
Ia Ce W3NOA3BaT aHTUAWAPHHHH JICKAPCTBEHHU NPOAYKTH.

CynepHHpekuus
[TpoawmkuTeaHata ynorpe6a Ha BaHKOMMIUHH MOXE Ja fOBele 10 CBPBXPACTeXkK HAa HEUYBCTBHTE/IHH
MHKPOOpraHMsMH. BHHMaTenHOTO HaGmoAcHHE Ha MALMEHTa € OT OCHOBHO 3HAYCHHE. AKO MO BpeMe Ha

TepanuaTa ce roseH cynepuHdekurn, TpaOea Ja ce B3IEMaT HEOOX0JHMHTE MEPKH.

HapyiueHHS Ha OUHTE
BaHKOMHLIMH He € pa3pelieH 3a HHTPAKaMEPHO MIH HHTPABHTPEANHO NPHIOKECHHE, BKIIOYMTETHO

npoHIAKTHKA HE €HIODTATIMHT.

XemoparuueH oxrysuBeH peruHanacH Backyaut (HORV), skmouwnrtenHo TpafiHa 3aryba Ha 3peHue, ca
Hab0AaBaHy B OTAEHH CIYy4aH cJiel]l MHTpaKaMepHO HJIH HHTPABUTPEATHO NMPUIOKEHHE Ha BAHKOMHLIMH 10
BpeMe WIH Clie]] OrepaLys Ha KaTapakra.,

ChbpAeYHOCHAOBH M MO3BYHOCHAOBH EPEKTH

CopobilaBa ce 3a C/Iyvad Ha cHHApoM Ha Kounis npu nauueHTH, JIEKyBaHH ¢ BAHKOMHULHH. CHHAPOMBT Ha
Kounis ce nerHHpa KATO CHPACYHOCHAOBH CHMITTOMH, BTOPHUHH Ha aNneprudHa peakius WM peakuus Ha
CBPBXYYBCTBHUTEIHOCT, CBbP3aHa CbC CTECHABAHE HA KOPOHAPHHTE apPTEPHM H MOTEHUHAIHO BOACLIA AO
uHGapKT HA MHOKapJa.

[lepopanHo NpHIOKEHHE
UHTpaBEHO3HOTO MPUIOKEHHE Ha BAHKOMHULIMH He € epeKTHBHO NMpH NeueHHeTo Ha HHdekuMsa ¢ Clostridium

difficile. BankoMHLMH TpsaOBa Aa ce NMpuUara NEpopajHoO 3a TOBA MOKA3aHHE.

IIposexaaHe HA TECTOBETE 3a OTKPHBAaHE Ha KOJMIOHW3AUMA WIH TokcuHU Ha Clostridium difficile ne ce
npenopwpyuBa MpH Aeua nox 1 roadua, mopaay BUCOKATA YECTOTA HA ACHMNTOMATHYHA KOJIOHH3aLHs, OCBEH
aKO HE € HAJIHUE TexKa AHapHS fpH KbpMaveTa ¢ PHCKOBH (PakTOpH 3a cTa3a, KaTo HanpuMep Oonect Ha
Hirschsprung, onepupaHa aHaHa aTpe3Hs WIH JpYTH TEXKH HapyLICHHs HA MOTOPHKATA Ha yepBara. Tpadsa
BMHANH A2 C€ THPCH BB3MOXHA AJNTCPHATUBHA ETHOJIOMA W HANHYHETO HA E€HTEPOKOJIMT, NMPHUHHEH OT
Clostridium difficile na 6nae nokasan.

ITomenyuan 3a cucmemua abcopbyun

AbBcopbumsaTa MOKe 1a C¢ MOBHIUM MPH NAUKHEHTH ¢ BL3MAJHTEIHH 3a00N9BaHHA HA YPEBHATA IMTABHLIA HITH
rnceBaoMeMOpaHo3eH Konur, uHayunpan ot Clostridium difficile. Te3n naiseHTH MOrat Aa 0BLJAT H3IOXKEHH
Ha PHCK OT Pa3BHTHE Ha HEXXEJTaHH peakuHn, 0coOeHO ako UMa CRIBETCTRALLO 0B0Opeuno yBpexaane. Koakoro
Mo-roigMo € 6L0PeHHOTO yBpeKJaHe, TOJIKOBA MO-TOJIAM € PUCKBT OT Pa3BHTHE HA HEXENAHWTE PCAKLIHH,
CBBbP3aHH ¢ MApeHTEepanHOTO NMPWIOKEHHE HAa BAHKOMHLMH., Tpabsa na ce H3BBLPIIBA MOHHTOPMPAHE Ha
CEPYMHHMTE KOHLIEHTpaUHH Ha BaHKOMMUMH NPH MAUHEHTH C BB3INATMTENHH 3a0onABaHMA Ha YpeBHaTra

JIHTaBHLIA.

Hegpomoxcuunocm
[pu naumenTd ¢ nopnexaina 6nbpeuna AUCHYHKUNA HNH JNIEKYBAHH CbOIBLTCBAILO C AMMHOTNIMKO3HI WU
ApYro HedpoTOKCHHHO JieKapcTBO, Tpa68a na ce Habmoaasa O01LO0peuHaTa PyHKUMA.

Omomoxcuunocm
HscnensaHeTo HA C/IyXa MOXKe 21a € OT MON3a 3a CBEXKAAHETO HA PHCKA 10 MUHHMYM OT OTOTOKCHYHOCT NpH
NauMeHTH ¢ MOTEHIHATHA 3ary0a Ha ¢lyXa, WIM KOUTO Ce JIEKYBaT ChITBTCTBALIO ¢ OTOTOKCHYHO BEILECTBO

KaTOo aMHHOTTHKO3HU .

Jexapcmeenu 63aumoOeticmeus ¢ aHMUMOMUIUMERKUME CPEOCmea U uHxubumopume Ha npomoxHama
nomna —o
Tpabea na ce m36area ynorpe6ara Ha aHTUMOTHIMTETHH CPE/CTBA H /1a C€ MPEOCMHCITH 00Ch
Ha YHXHOHUTOPH Ha NPOTOHHATA MOMIIA.




Passumue na pezucmenmuu baxmepuu

Vnorpebara Ha NepopajieH BaHKOMHLMH MOBMINABA BB3MOXXHOCTTA OT pa3BHTHE HA pPEe3HCTEHTHH Ha
BAHKMHLMH momynaumd Enterococci B cromawno-upeBHus Tpakrt. [lopaad Tasn npuyHHa ce Npernopb4sa
nepopajieH BAHKOMHLIMH a Ce W3NoJI3Ba Npeanasinso.

4.5. BiammojeiicTBHE C APYrY JeKAPCTBeHR NPOAYKTH H APYrH opmMa BHA BIaUMOAcHCTBHE

BankoMuimH/ W MOTeHUHMANHO Hedpo- HITH OTOTOKCHYHM JICKApCTBA

EAHOBPEMEHHOTO WIH MMOC/IEAOBATENHO NMPWIOXKEHHE HA BAHKOMHUMH H ADYTHM TMOTEHLUHANHO OTO- HWIH
HePPOTOKCHYHH JieKapcTBa (Hamp. nMNepanuiIHH/TazobakraM) MoXe JAa TMOBHIUH OTO- KM
He()POTOKCHUYHOCTTA (BXK. TOUKa 4.4). OCoOEHHO B CTy4YaHTe Ha CHBMECTHO NpUnaraHe Ha AMHHOIIHKO3HAHH
aHTHOMOTHLM, € HeoOXOoAHM BHHMATE/IEH KOHTpoa. B Te3d ciayvyaH MakCHManHara A03a Ha BAHKOMHLIHH
Tpabsa 1a 6b1e orpaHuueHa o 500 mg Ha BcexkH 8 yaca.

BaHkoOMHIIMH/aHECTETHLIH

JToknaaBaHo €, 4€ YeCTOTATA HA HEXENAHU JIeKapCTBEHH peakuMH [(KaTo XHMOTeH3Hs, OOpPHUBH, €pPHTEMA,
YPTMKapHs WIH CbpOex) BIDKTe ChiNo Touka 4.8], BEPOATHO CBLP3aHH ¢ HHOY3HATA HAa BAHKOMHIIUH, Ce
IOBHLLABA, KOrATO BAHKOMHIIHH Ce MpHiara eAHOBPEMEHHO ¢ HAPKOTHLM (BK. Touka 4.4).

BaHKOMUUIMH/MYCKYIHH PEAAKCAHTH
AKO BaHKOMHIMH C€ MpHlara no BpemMe WIM He3abaBHO c/led XHpYpru4Ha onepauus, €QEeKThT

(HepBHOMYCKyNeH OJI0OK) OT €eIHOBPEMEHHOTO TMPUIIOKEHHWTE MYCKYJHH pelakKCaHTH (HAanpumep
CYKLIMHIIXOJIMH) MOXKe Aa Obae No-HHTEH3HBEH WIH YAB/DKEH.

BHHMaHKe:

[p# nanyeHTH ¢ YpeBRU HHPEKUHMH KNHHHYHO 3HA4HMO CEPYMHO HHBO MOKE 1a OB/Ie JOCTHIHATO CHUIO CHEA
[epOPANHO IPUNOKSHHE Ha BAHKOMHLIKH, 0c00eHo ako Op0peunaTa M QYHKLHMA € HapyLIeHa B TO3H MOMEHT.
ToraBsa HexkenaHH peakLHH, NoAoOHH Ha Te3H, HabmoaaBaHHU cle NapEeHTEPATHO NPUIIOKEHHE, €2 Bh3MOXKHU.

4.6. PeprRiaaTET, OpEMERROCT H KHPMEHE

HaMa JOCTaTBYHO OMNKT fIPH JIeUeHHe ¢ BAHKOMHIMH 1O BpeMe Ha OpemeHHocT M KbpMene. [lopanu ToBa,
Bankomuuus-MIP 1000 mg TpsabBa Aa ce npunara no BpeMe Ha OpeMEHHOCT H KbpMEHE CaMoO cliel
BHHMATEJIHA [IPELEHKA Ha CbOTHOILIEHHETO PHCK/TIOMN3a.

HicneapaHuATa NpH )KHBOTHH HE Ca MOKA3a/M JaHHH 33 Bb3HUKBaHE Ha MadopMaLHH.

BankOMHIHH NpeMHHABA B MAHYMHOTO MJISKO, MOPAAH KOeTo TPAOBA /1a ce H3Mo/i3Ba B NepHoJa HA KbPMEHE,
caMoO aKko Apyrure aHTMOMoTHLM ca 6w 6e3 ycnex. IIpu kspMadero Moxe Aa HACTHIW HApyIUCHHE Ha
ypeBHaTa QI0pa C AMAPHA, KOJIOHH3ALMA ¢ MeOHYKH H CEHCHOWIH3ALMS.

4.7. Edextn nbpxy cnocofHOCTTA 38 MopHEpane B paboTa ¢ MAMIBHA

Banxomuiiua-MIP 1000 mg ¥Mme He MmoBaMsBa WIH MOBAHABA npeHeGpexknMocno cobHocTTa 3a wodupaHe
wiH paborta ¢ MaLIHHH.

4.8. Hexe1aHN NEKAPCTBECHA PeAKIHE

O00011eHHe Ha npodmiia Ha HeszonacHOCT

Haii-uecto cpelaHHTe HeXeNlaHH peakUuH ca (pneduT, NCeBAOATICPrHYHM PEaKkiiMH H 3aYepBiBaHe HAa ropHaTa
yacT Ha TAI0TO (CHHAPOM ,UepBEeH BPAT), CBBP3aHO C mpeKaneHo O6bp3a HHTpaBeHo3Ha HHOPY3HA Ha
BaHKOMHLIHH.

CpobiilaBa ce 3a TEXKH KOXKHU HexenaHH peakiuvH (SCARS), BITIOYHTETHO CHHAPOM Ha Steven
(SIS), TokcuuHa enuaepManHa uekponusa (TEN), nexapcrBeHa peakiums ¢ €O3HHODHIUSA
cumirromH (DRESS) 1 ocTpa renepanu3upasa ek3aHTeMaTosHa nycrynosa (AGEP) e Bpb3
BaHKOMMLHH (B3K. TOUKa 4.4).




A6copOLpsTa HA BAHKOMHLMH Npe3 CTOMALTHO-YPEBHHSA TPAKT & He3Ha'HTe/IHa. Ho, NpH TEXKO BH3NaNeHne
HA YPEBHATA NUraBHLa, 0COGEHO NMPH NauMeHTH ¢ OrOpeuHa HeIOCTATEYHOCT, MOraT Jia ¢e NOABAT TAKHBA
HEXE/IAHM PEAKUMH, KAKBUTO Ce MOABABAT NPH MApeHTepasHo mpuioxkeHue. Ilopany TOBa Ca BKIIOUCHH
CIIOMEHATHTE TO-I0JY HEXEJIAHW PeaxlUd H 4YecTOTa WM, CBBP3aHH C MAPEHTEPAIHOTO NMPHIOKCHHE Ha
BAHKOMHLHH,

Koraro BaHKOMMIMH C€ MpPIIAra MapeHTepalHO, Hal-4ecTO CPELIAHHTE HEXENaHH peakiuu ca ¢uielHT,
NCEBAOANEPTHYHH PEAKLMH M 3a4epBABaHE Ha NOPHATA YACT Ha TAIOTO (,,9CPBEH Bpar*') nopaiM NpeKaneHo
6bp3a HHTpaBEHO3HA HHPY3HA Ha BAHKOMHLIMH.

TabnuueH CIACHK HA HEXKEJIAHWTE PeaxkiiuH

IIps BCAKO rpynHpaHe MO YECTOTa HEKENAHHTE PEaKLMH ca IPefCTABCHH B HM3XOAAHUl PeA Ha THXHATA
CEPHO3HOCT.

Hexxenanure peakiud, H3OpoeHHM mMo-ZONMy, ca ONMpEJECHM KATO € H3MOJ3BAHA CIEAHATA KOHBEHLMA 34
KATeropuH 110 UecToTa 1 6a3a AAHHM Ha CHCTEMO-OpraHeHHH kiiacose no MedDra:

Miioro uectt (> 1/10); wecru (> 1/100 ao < 1/10); nedectn (> 1/1,000 mo < 1/100); peaxu (= 1/10,000 no <
1/1,000); Muoro peaxH (< 1/10,000), ¢ HeussecTHa 4ecTOTa (OT HATHUHHTE JaHHH He MOXke ia Ob/1¢ HanpaBeHa
OLICHKA).
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Yecrn 3auepBapaHe HA TOPHATA YaCT Ha TANOTO (,,CHHAPOM Ha YepPBEHHA 4OBEK™),
eK3aHTEeM M BB3NAJICHHE Ha JIMraBuuaTa, chpbexk, ypTHKapus 1

MHoro peaxu ExcdonnaTHBEH JePMATHT, CHHAPOM Ha Stevens-Johnson, TokcHHa
enuaepmanHa Hexpomusa (TEN), muneapHa IgA Gymo3Ha AepMaTo3a

| - - : |

C Hen3pecTHA yecToTa | EO3MHOQMINA H CHCTEMHH CHMITTOMH (DRESS cunapoMm),
AGEP (ocTpara reHepanusupaHa eK3aHTeMaTo3Ha ITyCTyJ103a)

| = I el

Hapymenns Ha 6p6pennre H DHKOYHETE NLTHINA

YecTH | Br6peuHa HeAOCTATEYHOCT, NPOSABABALIA CE ITPEXHMHO € MOBHIICH CCPYMCH
KpEeaTUHHH H yped
Penxm HurepcTHunaneHn HedpHr, ocTpa 6p0peHa HEAOCTATEYHOCT

| -
C Heu3BECTHA YECTOTA I OcTpa TyOynHa HEeKpo3a

O6mu HapymeHHd H eeKTH HA MSCTOTO HA NPHIOKEHHE

— - M I

Yectu OnebuT, 3auepBaBaHe Ha FOpHATA YacT Ha TAJIOTO H JIHLICTO

el I

| Penku Tpecka, POBOKHMPAHA OT JIEKAPCTBO, TpenepeHe. Boika B rbpaAMTe H MyCKYTHTE
| Ha ['bpﬁf !

il il i i minl

Onmucanue Ha W30PaHK HEXXENAHH JCKAPCTBEHH PeaKIHH

O6paTHMa KeyTponeHns OOHKHOBEHO 3aI104Ba €AHa CSIMHLIA WIH MOBE4E C/ICA HAHANOTO Ha
HHTpaBEHO3HATA TeparHs swid ciep obia ao3a Haa 25 g.

HMHTpaBeHO3HHAT BAHKOMHIIMH Tpa6Ba fa ce BnuBa 6aHO. 1o BpeMe WM HENOCPEACTBCHO CIICA Onp3a
urby3Ha MOXKEe Aa HACTHIAT aHahHIAKTHYHH/aHA(DHIAKTOHHH PEakilHH, BKIIOYAIH H XPUTIOBE. Tesu
peakiliH OTUTYMABAT CJieJl IPEKpaTaBaHe HA HHGY3HATA, OOHKHOBEHO MEXIY 20 MmuHyTH ¥ 2 yaca. Moxe aa
HACTBITH HEKPO3a CJIe[l HHTPaMYCKYJIHO MIDKEKTHPAHE.

1llym B yiuTe, BEpOATHO MpeIecTBall 3aryba Ha CiTyXa, TpS6Ba 2ia ce CUMTa 3a MOKasaHHe 3HaK 3a
NpeKpaTsBaHe Ha JJEYEHHETO.

OTOTOKCHYHOCT Ce ChobImasa rnMaBHO MPH NALMEHTH, HA KOHTO € MMPWIOKEHa BHCOKA 11034, WITH NIPH TC3H Ha
CHITFTCTBAINA TEParus ¢ APYr'H OTOTOKCHYHH JIEKAPCTBEHH NPOIYKTH, HAITP. AMHHOTTIHKO3HIA HITH KOHTO Ca
¢ aHaMHe3a 33 HaMaJIeH CiIyX Wi O0p0peuna AMCHYHKIHA.

[lenuaTpyyHa NOIMyJIaLHs
[MpopunsT HA Ge30MacHOCT NPH JeLa H BE3PACTHH NALMEHTH € KaTO L0 nogoben. HedpoToxkcHeHoCTTAS,

OnMCAHA NP Aielia, OGUKHOBEHO € CBBP3aHa C APYTH HEPPOTOKCHYHH CPEACTEA, KATO AMHHOITHKO3H/IH.

CrofuiaBase Ha NONOIWPAHN HEXENAHH PEAKIINH
Cpo0LIABAHETO HA NOAO3UPAHH HEXeJIaHH PEAKLMH Cliejl paspeliaBaHe 3a ynorpeba Ha JIeKApCTBeHHA
npOAyKT € BaxkHO. ToBa 1103B0/4BA 8 NPOAWIKH HAG/IOAEHHETO HA CHOTHOIIECHHETO TOJI3a/PHCK 38

nexapcTBeHHs NPOAYKT. OT MEIHLIMHCKHTE CISLHANIMCTH C& H3HCKBA JIa chOOIIABAT BCAKA MOAO3HpAHA
HeXeNaHa peaKIMA Ype3 HALMOHATHA cHcTeMa 3a chobuiaBane, H3IMEIHHTENHA Ar¢HIMA N0 JICKAPCTRATA, Yl
JamaH 'pyes” Ne 8, 1303 Codus . Ten.: +359 2 8903417, yebeaitr: www.bda.bg.

4.9. Ilpeao3mpane

[IpeayMHLLIEHH HHTOKCHKALIHH HE Ca W3BECTHH. [IpH chueTaHME HA HAKOJIKO PHCKOB
cydali Ha Texko OBOpedHO HapyillcHHE) MOXE JAa C€ AOCTHIHE A0 BHCOKH

He(POTOKCHYHH €(PeKTH.

Me HATHE B ay Ha O3UpaHe
¢ CrneumdHueH aHTHIOT HE € H3BECTEH.
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¢ Bucoku cepyMHU HHBa MoraTt jJa OwbaaT epuKacHO peAyLHPAHH HpE3 XeMOAMANH3a, H3NOJ3BaLla
noaucynpoHoBd MeMmOpaHH MIH upe3 XeMOQWITpauHM HIH Xemonepdys3us, H3NON3BAILN
nonyucyadoHoBa cMona.

e B cnyuail Ha npeaosupane ce Hanara CHMITTOMaTHYHO JIeYeHHe, OCBEH MOAAbpXKaHe Ha ObOpeyHaTa

GYHKUMS.

5. ®APMAKOJOTIMYHHA CBOUCTBA

5.1. PapmMaxkoARHAMHEYHH CEBOHCTBA

®apmakorepanesTiuHa rpyna: antubnotnuu, ATC koa: JO1XAO1 (napenrepanso npuinoxeHue) H AG7AAQ9
(MepopaiHO TIPHITOKEHHE)

MexaHM3bM Ha IEHCTBUE
BaHKOMHULHH € TPHUMKITHYEH [TIHKONENTHASH AaHTHOHOTHK, KORTO HHXHOMpa CHHTE3aTa Ha KNEThYHATA CTEHa

IPH YyBCTBUTENHH OaKTepHH upe3 CBHP3BaHeC ¢ BUCOK advHHTET KbM D-ananwi-D-anaHuH TepMHHANIA Ha
NpeKYPCOPHHTE €AMHMLM Ha KIeTbYHaTa cTeHa. B jpombjaHenne Tod HapywiaBa NpoOIyCKIMBOCTTa HA
fakrepuanHara KnerndHa MeMOpaHa u cunresa Ha PHK. Jlekapcrsoro nma GakrepuuunHo nelicteue npu
AeJIAUIH C€ MUKPOOPraHU3MH.

dapMakoKHHETHYHO/hapMaKOAMHAMHYHO B3aUMO/1IeHCTBHE

BaukOMMLKH MOKa3Ba He3aBUCHMA OT KOHLCHTpalLMATa AaKTHUBHOCT ¢ [UIOIUTa I1OA KpHBaTa Ha
koHuentpauus/speme (AUC), pazgeneHa Ha MuHMMaTHaTa HHXHOUpawa koHuenTpauus (MIC) Ha TapreTHns
MHKPOOPTaHH3bM C€ ABABA ITbPBHYCH MPOrHOCTHYEH NapaMmeThp 3a e(pHKacHOCT. Bs3 OcHOBA HA in vitro
NaHHW, A2HHY MPH XXKHUBOTHH U OrpaHW4EeHH JaHHH npy xopa crotHolmeHuero AUC/MIC, pasHo Ha 400, €
onpeaeneHo karo PK/PD Taprer 3a mocTHraHe Ha KJIHHHYHA €PUKACHOCT ¢ BAHKOMHMIUMH. 3a MOCTUraHe Ha
To3u TapreT, koraro MIC ca > 1,0 mg/l, ce u3ncksa JO3HpaHe B FOPHUA AWANa3oH H BUCOKH HaH-HHUCKH
cepyMHK KoHUeHTpauuu (15-20 mg/l) (Bxk. Touka 4.2).

MexaHH3EM Ha PE3UCTEHTHOCT

[MpunoOuTaTa PE3UCTEHTHOCT KbM IJIMKONENTHAM € HaH-uecTa NpH €HTEPOKOKM H Ceé OCHOBaBa Ha
NprAOCOMBAHETO HAa PAITMYHH Van FeHHH KOMIUIEKCH, KOETO NpoMeHs npuuenraute D-anavun-D-anauuu go D-
anaHwi-D naktat win D-ananun-D cepuH, kouTo c¢nabo cBbp3Bar BAHKOMHMUHH. B HiKkoM crpanu ce
Habonasa NOBHILEHA PE3UCTEHTHOCT, raBHO Ha Enterococcus faecium.

Van reHuTe pAaKo ce OTkpuBar B Staphylococcus aureus, TIPpH KOHTO NPOMEHHUTE B CTPYKTypaTa Ha
KNeTHhYHATA CTEHA BOAAT A0 ,,CpeAHa’” HyBCTBHTEMHOCT, KOSTO HAH-4ECTO € pasHOPO/IHA.

Crmo Taka 64Xa AOKNaABaHH METHLIWIHMH-PE3UCTEHTHH cradunokokoBu uiaMoBe (MRSA) ¢ namaneHa
YYBCTBUTENHOCT KbM BAHKOMULIMH. HamaneHata 4yBCTBHTENHOCT HJIH PE3HCTEHTHOCT KbM BAHKOMHLIHH PH
Staphylococcus He e 100pe pa36pana. HeobxoauMu ca HAKO/IKO FreHETHUHY €JIEMEHTa H MHOXKECTBO MYy TaLIMH.

HsaMa KpBCTOCAHA PE3UCTEHTHOCT MEXAY BAHKOMMLMH H ApPYrH antuOuotdud. Bce nak, ¢ BBL3IMOXHA
YaCTHYHA KPBCTOCAHA PE3HCTEHTHOCT € IVIMKOMPOTEUAHHA aHTHOHOTHK teicoplanin. Pa3BUTHETO HA BTOPHUHA
PE3UCTEHTHOCT 10 BPEME Ha Teparnus € palKo.

CuHeprusmm
Kom6uHauMsTa OT BAHKOMHLIKH H AMHHOTTIHKO3WIEH aHTHOMOTHK MMA CHHEPrUTHHEH €(EKT CPELy MHOrO
wamoBe Staphylococcus aureus, HeeHTEpOKOKOBa rpymna D-CTpenTOKOKH, €HTEPOKOKH H CTPENTOKOKH OT
rpynara Viridans. KomMOuHaumaTa oT BRHKOMHLUMH H 1edasoCHOpHH HMa CHHEPTHUTHYEH eeKT Cpelly HAKOH
wamoBe Staphylococcus epidermidis, pe3UCTeHTHM Ha OKCAUMIWH W KOMOWHAlMATa OT BaHKOMHLMH H
pubaMIHUKH HMa cHHepruTHYeH edekT cpewty Staphylococcus epidermidis v YaCTHYEH CHHEpruveH edekr
cpelry HAKOM wamose Staphylococcus aureus. Tbit KATO BAHKOMHUHMH B KOMOMHALMA ¢ Ledan

oJi3a.
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Tpa6ea 1a ce noayuat npodu 3a GakTepUanTHu KyaTypH, 3a 1a e H30JHPaT H KACHTHQHIHPAT IPHYHHHTENIHTE
M Ja ce onpeaeNn TAXHATA YYBCTBUTETHOCT KbM BAHKOMHLIMH,

['paHMY4HH TOYKH 38 TECTBAHE HA YYBCTBUTCIHOCTTA
BankoMHUMH € aKkTHBeH cpewry Ipam-nonoxutennun Oaxtepuu. ['pam-oTpuuatenHure Oakrepud ca

PE3HCTEHTHH.

[IpeobnagapaHero Ha NpuaoOUTaTA PE3UCTEHTHOCT MOXKE Aa Bapupa reorpadckv H BbB BpeMeETO 3a H3DpaHu
BUJOBE M € KeJaTelIHa JIOKalHa MH(OopMAaLMi 33 pe3dCTEHTHOCTTa, OCOOCHO NpHU NEKYBaHE HA TEXKKH
undekipy. Korato noxanHoro npeobnajaBaHe Ha PEe3HCTEHTHOCTTA € TAKOBA, 4€ MOJ3aTa OT JIeKapCTBOTO
IOHE MPH HAKOK BHAOBE HHGEKUHH € CHMHHUTENHA, MPH HeodxoauMoCT TpaAdBa Ha Ce THPCH CHLBET OT
CMELHATHCT.

Cnopen EUCAST (European Committee on Antimicrobial Susceptibility testing ) ca onpeaesieHu ClieaAHHTE
rpaHUYHU TOUHH!

B ;I_ymnnmnn_'l_l'ea;c’remn
Staphyioc;}ccus aureus’ - <2 mgﬂt > 2 mg/l
:- Coagulase—negaE:'e staphylococci L_s-;l;r-ng/l >4 rLrlgl]. - [
Enterococcus spp. _ 1S4 mg/] >4 mg/l \
Streptococcus groups A,fB_C aid G <52 mg/l > 2 mg/l
Streptococcus pneumoniae <2 mg/l > 2 mg/l
Gr-am—pos-itive anaerobes <2 mrg/l- > 2 mg/l

8. aureus npu MIC croitHocTH Ha BankoMHUMH 2 mg/l ca Ha rpaHHLATa HA pasnpeacNeHHe Ha AUBUA THI
M MOXe J1a HMa HapyLIeH KTHHHYEH OTrOBOP.

Ob6rxBOBEHO HT¢JIHH BHXOBE
I'paM-IO3ATHBHH
1 Enterococcus faecalis

Staphylococcus aureus

MeTHUMAHH-pEe3UCTeHTHU Staphylococcus aureus
Koarynasa-uerarusHu Staphylococci

{ Streptococcus spp.
I Streptococcus pneumoniae

Enteroccocus spp.

' Staphylococcus spp.

[ AHaepoORE BHAOBE ]

Clostridium spp. except Clostridium innocuum

| Eubacterium spp. |

l Peptostreptococcus Spp.

BujaoBe, 38 KORTO NPRAOOMTA PE3HCTEHTHOCT MOXKE 1A € npob.aeM
Enterococcus faecium
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BhTpellino pe3RcTeATHH
Benuxn 'pam-BeraTHBHE OAKTEpRHA

I'pam-no3HTHBHA OAKTEPHH
Erysipelothrix rhusiopathiae
Heterofermentative Lactobacillus
Leuconostoc spp.

Pediococcus spp.

AnaepobHH GakTepHH

Clostridium innocuum

[TossBaTa Ha PE3HCTEHTHOCT KbM BAHKOMHLHH € Pa3IMUHA B PA3NKUHKHTE DOMHUIHA K
nopanM Topa TpAOBa Aa ce YCTAHOBH KOHTAKT € MECTHA MUKPODHOIOrHYHA
naGoparopus, 3a Aa ce NOMy4H CHOTBETHATA MECTHA HHPOpMALIHA,

5.2, PapMaKOKHHEECTHYHH CBOHCTBA

A6copbums

BaHKOMHLIHMH ce npuiara HHTPaBCHO3HO 34 JCYCHHC HA CHCTEMHH HHCIJ&KI.[HH.

I[Ips nauMexTH ¢ HopManHa 6uOpeuna QyHKLHMA, HHTpaBeHO3HaTa HH(PY3HA HA MHOTOKDaTHH A03H No lg
paHkoMHUMH (15 mg/kg) B npoabmkenve Ha 60 MHUHYTH, BOAM A0 MpUOMH3IHUTENHH CPEAHH NJIA3MEHH
koHueHTpauunr 50-60 mg/l, 20-25 mg/l u 5-10 mg/l, croTBeTHO 2 yaca M 11 yaca HeNOCPEACTBEHO Clen
3apbpliBaHe Ha KHQy3uaATa. [LiasMeHHTe HHBa, MONYUYEHH CJEJ MHOIOKpAaTHH J03H, ca noaoOHK Ha TE3H,
NMOCTUTHATH clie] eQHHWYHa A034a.

BankoMuLuH 0OHKHOBEHO He ce abcopOupa B KPBBTA Cliell nepopanHo npuioxeHue. Abcopbuus obave moxe
[a ce MOJTYYH NpH MEPOPANHO NMPHIOKEHUEe NMPH NauuMeHTH ¢ (ncesgoMeMOpaHo3eH) KOAHT. ToBa MOXe na
NAOBeJE A0 KYMy/AHpaHe Ha BAHKOMMLIMH MPH NALMEHTH CbC ChirbTCTRal0 O0u0peyHo yBpekaaHe.

Paznpeaenenue
OGemtT Ha pasnpencienune e okono 60 1/1,73 m? tenecHa nopspxHocT. [Ipy cepyMHH KOHLIEHTpalMH Ha
paikomMuimH oT 10 mg/l no 100 mg/l, cBLp3BaHETO Ha JIEKAPCTBOTO C IUIA3MEHHTE MPOTEHHU € NPHOIHUIUTENHO

30-55%, namepeHo upe3 yarpaduarpanus.

BanuxoMHLMH AMQYHOHpA JIECHO Npe3 IUIALEHTAaTa H C€ pa3npeaens B KpbBTa Ha MbnHara BpbB. [lpu
HEBB3NAICHY MEHHHI'H, BAHKOMMIMH MMPpEMHUHABA KPBBHO-MO3bYHaTa Hapiepa caMo B HUCKA CTeMNEH.

buotpaHchopMaLms

JlexkapcTBoTO ce MeTabonusupa MHOro Manko. Cnea mapeHTepaniHo NpUNCKEHHEe TOH Ce eKCKPEeTHpa NOYTH
HAITKJIHO KATO MHKpOOHONOrHYHO aKTHBHO BewecTBO (npubausurento 75-90% B pamkure Ha 24 yaca) upes

raoMepynHa ¢gunrpauns npes 6Ouopeumre.

EnuMuHupaHe
EnuMMHHALMOHHHAT MOY’KUBOT H4 BAHKOMMLUMH € 4 10 6 yaca npu nauuMeHTH ¢ HopMaiHa 6s0peuHa pyHKuMA
U 2,2-3 vaca npu aeua. Inasmennar knupbHe e okono 0.058 l/kg/h u 66peunusr kiupsHe e okono 0,048
l/kg/h. Ipes mppBure 24 yaca npubausurenso 80% ot nmpuio)keHata 1033 BAHKOMHLIHH CE €KCKpETHpa B
YpHHATa upe3 rioMepynHa ¢puntpaura. br6peunata nuchyHkuus 3ab6aBa eKcKpeunsaTa Ha BaHKoMUNIMH. [1pu
NalMEHTHTE C NMPAaKTHYeCKH NMMnceaua O0bOpeuna (QyHKUMSA, CPEIHHAT MOTYXKHBOT € 7,5 1

JIA3MEHUTE KOHLEHTPALIUH.

BunuapHaTa ekckpeuns € HezHauuTeaHa (no-Manko ot 5% ot n03aTa).
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Benpeky, ue BaHKOMHUKHBT HE Ce eMMMHHHpa e)UKACHO 4Ype3 XEMOAHANH3a MM NEPUTOHEANHa AXANN3A,
HMa chOOLIEHHUA 3a MOBHUIABAHE HA KTHPBHCA Ha BAHKOMHIMH 4pe3 xeMonepdy3Ha H xeMopHrTpatus.

Cnen nepopaiHo NMPUIOKEHWE, CAMO YacT OT NPHIOXKEHATa J03a Ce BH3CTaHOBABa B ypuHaTa. OOpaTHO,
BUCOKH KOHLIEHTpALMH Ha BAHKOMHLIKH ce HaMupaT BB (ekanuuTe (> 3100 mg/kg npu 103K OT 2 g IHEBHO).

JInHeHHOCT/HENHKHEHRBOCT
KOHLIEHTpaLMsTa HA BAHKOMMUMH OOMKHOBEHO HApPACTBA MPOMOPLHOHATHO ¢ YBE/U4YaBaHe Ha J03aTa.
[L1a3zMeHUTe KOHLICHTPALIMH TIPH MHOT'OKPaTHO MPHIIOKEHHE HA A03aTa ca NoJ0OHH Ha TE€3H Clel NPHUIOKEHHE

Ha CAMHHWYHAE D034,

XapaKkTepUCTHKH B ONpeAeNeHy rpyny

Bvbpeuno yepexcoane

BaHkOMHLMH C¢ OUMCTBA MVIaBHO 4Ype3 rmomepynHa ¢unrpaums. [Ipu nmaumeHTn ¢ HapyieHa OnOpeuHa
GYHKUMS, TEPMHHATHUAT €IHMHHALIMOHEH MOMYXKYBOT Ha BAHKOMHMUHH € YAB/DKEH H OOLIMAT TejleceH
KIMPBHHC € HamateH. Cliel ToBa ONTUMAIHATA A03a TpsAOBa 12 ce U3YKMCIIH B CHOTBETCTBHE C NPENOPBKATE 34
HO3HpaHe, NOocoUYeHH B Touka 4.2. /lo3porka H HAaUHH Ha NMPHIOKEHHE.

Ueprnoopobro yspecoatie
PdapMaKOKHHETHKATA Ha BAHKOMHULMH He ce MPOMEHd NPH NaLUHEHTH C YepHOAPOOHO YBPEXKIaHE.

bpemennu ocenu
Moxe Oa ca HeoOXOAMMM 3HAYMTENHO NOBHILNEHH JO3M 3a NOCTHraHE HA TEPaNeBTHYHH CEPYMHH

KOHUEHTPaUMH NpH OpeMeHHH xeHH (Bx. Touka 4.6).

Hayuenmu ¢ HaOHOPpMEHO me2ro

PasnpeneneHneTo Ha BAHKOMHLIMH MOXE Ja C€ IMPOMEHH MpU NAlUMEeHTH C HAJHOPMEHO TEerl0 mopaju
yBe/HuaBaHe Ha obeMa Ha pasnpeaencHue, Ha OBOpeYHHA KIUPBHHC W BB3MOXKHHM NMPOMEHH B CBBP3BAHETO C
nnasMeHHTe npoterHu. [Ipu Te3u cybnomyauun KOHUEHTPALUATE HA BAHKOMHMLIMH B CEpyMa € YCTaHOBEHO,
ye € NO-BUCOKA OT O4aKBaHaTa MpH 3ApaBH Bb3PACTHH MbXe (BXK. TOuKa 4.2).

[legnaTpyuyHa nonynatus
PK Ha BaHKOMMIIMH MOKa3Ba IIHPOKA HHTEPHHIHBUAYATIHA BAPHaOWIHOCT NPH MPEKIACBPEMEHHO POACHH U

POACHHTE HA TepMHH HOBOpoAcHH. IIpM HOBOPOACHH, CJell MHTPABEHO3HO NpHIOKEHHe, 00eMBT Ha
pasnpeneNeHHe Ha BAHKOMMLHH Bapupa Mexxay 0,38 u 0,97 Vkg, nonobHO Ha CTOHHOCTHTE NpH BB3PaCcTHH,
AOKATO KIMpPbHCHT Bapupa mexay 0,63 u 1,4 ml/kg/min. ITosyxuBoTeT Bapupa mexay 3,5 4 10 yaca u e no-
IBJTBI OT TO3H [MPH BB3PACTHH, KOETO OTpasspa OOMKHOBEHO NO-HUCKHUTE CTOMHOCTH Ha KIHMPBHCA MpH

HOBOPOIACHOTO.

IIpu xbLpMayeTa H Mo-rofemu fAetia obeMbT Ha pasnpenenende Bapupa mexay 0,26-1,05 kg, mokaro
KIHPBHCHT Bapupa Mexay 0,33-1,87 mi/kg/min.

5.3. lIpeax1AEEYHEA JanHN 3a 6ezonacHocT

a) OcTpa TOKCHYHOCT

LD30 (s mg/ kg TenecHO Tero):

HHETDABEHO3HO HHTPARINEePpHTOHEAIHO nepopajaHo

MHIIIKA 489 >5000

wex (319 2218 ]

MOPCKO CBHHYE 137
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0) XpoOHHYHA TOXCHYHOCT

[IpH IWIBXOBE NOIYYaBAIH MepopaiHa JHEBHA 7033 oF 375-3000 mg/kg TenecHo Tero 35 AHHU € yCTaHOBEHA
peTHKYNOUNTO3a H MuMourToneHns npH no3a Haa 1500 mg/kg TesleCHO Tersio 1 HaMaIeHO TErJIO Ha Jajlaka
H THMYCa npH 103a Haa 750 mg/kg TenecHo Terno, B CpaBHEHHE ¢ KOHTpoaHaTa rpyna. [Ipn BCHUKH 1030BH
rpynd € HAcTHIHWIA peAyKUMs Ha oOuMg MPOTEHH, HUBATa HAa IJIOKO3a H XOJECTEpon B CepyMa H
XHCTOMOTMYHH HapYLISHHA HA €MUTENa Ha JIMraBHLATa Ha IIeKyMa.

HutpasenosHa no3a ot 25 mg/kg TenecHo HUBO MpH Kyvera, 5O mg/kg Te/IeCHO Terno NpH MaHMYHH, KaKTo U
Ha MHTPaMyCKypHO npuioxxenue Ha 50 mg/Kg TenecHo Ternio Nnpy KOTKH € 0BEJia CaMO A0 JIOKaNHK peakLH
HA MACTOTO Ha WHOY3HpaHe

[To-BUCOKH RO3H, HHTPaBeHO3HO OoT 50 mg/kg TenecHO TErno NpU Kyyera H HHTpanepuToHeanHo ot 350 mg/kg
TEJIECHO TETJIO NMPH ILTHXOBE C& NpeAU3BHKANH HEPPOTOKCHYHOCT,

B) MyTareHeH ¥ TYMOpPOreHeH NOTeHUHaN

BaHKOMHLIMH € TPOy4Y€eH CaMO YaCTHYHO 3a MyTareHHH edextd. Hannunute u3cneaBaHus ca Jand HETATHBCH
pe3yIITar.

JIbArOCpOMHHM TYMOPOT€HHH MPOYUBAHHUA NPH XHBOTHH HE Ca MPOBEIKIAHH.

r) PenpyaykTHBHa TOKCHUYHOCT
[Tpu TepaToreHH NMpOy4YBaHUs ILTHXOBE Ca NOMyYHIH noseye oT 200 mg BAHKOMHLUHMH Ha Kg TEJIECHO TerNo U

3aiiyu noeeue ot 120 mg/kg TenecHo tervio. He ca Ouu HabnionaBaHu TepaToreHHH €EKTH.
He ca npoBexXAaHH Nepy- H NIOCTHATAHK U Npoy4BaHHA Ha GepTHAUTETA NMPH JKHBOTHH,

6. ®PAPMAIEBTAYHU JAHHH

6.1. CnEchbk BHA NOMOINHHATE BEINECTBA
Hama

6.2. HechbBMecTHMOCTH

Pa3TBOpHTE Ha BaHKOMHLUMH MMaT HMCKO pH HMBO, KOe€TO MoXke Ia AoBede N0 XHMHYHA Wi ¢M3HYHA
HecTaOHNHOCT clien cMecBaHe ¢ Apyrd cyGcTaHuuu. Tlopanu ToBa Bcekd napeHTepaieH pasTeop Tpabpa aa ce
MPOBEPABA BH3YAJIHO 34 MPEUMNHTATH WIKM NPOMEHEH UBAT Npea ynorpeba.

[ToMbTHABaHE Ha pa3TBOpa € 61N0 HAGMIOAABAHO NMPH CMECBAHE C PA3TBOPH Ha CIACAHMTE CyOCTaHUIMK:
Amubodunun, GapOurypati, GeH3WI NEHHLWIHH, XJIOPAMPEHHKOJ XHAPOreHCYKLIHHAT, XJIOPTHA3HA HATPH,
aeKkcameTasoH-2 1 -guxuaporeHdochdar AMHATPUR, XenapUH HATPUH, XHIPOKOPTHU3OH 2 1-XHAPOreHCYKIHHAT,
METHLIWIH HaTPHIi, HATPHEB XHUAPOreH KapOOHaAT, HUTPodyYpaHTHOH HATPHl, HOBOOHOLMH HAaTPHH, PEHHTOHH
HaTpHii, cyndanuasud HaTpuil uiu cyndadypason AHETAHOTAMHH.

CBBMECTUMOCT C MHTPaBEHO3HU Pa3TBOPH
CrneaH4TE pa3TBOPH Ca MOJXOALIH 38 IPUTOTBAHE HA UH(PY3HOHEH Pa3TBOP:

- Bopna 3a uHXKeKLHH
- 5 % pa3TBOP Ha IIIOKO3a
- (DH3HOJIOTHYEH Pa3TBOP Ha HATPHER XJIOPUI

Pa3zTBOpHTE Ha BAHKOMHMUHH TpAOBa J1a ce NpHIaraT OTACAHO, KO XHMHYHATA H PH3HYHATA CHBMECTHMOCT C
ApPYTHTE Ppa3TBOPU He € A0Ka3aHa.

KoMOUHHpaHO fteueHHe
B ciyuait Ha kOMOHMHHPAHO leyeHre Ha BAHKOMHULIMH ¢ APYTH aHTHOHOTHLIM/ XHMHOTEPANEBT

TpAOBa Ja ce mpuaarat oTAEHO.
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6.3. Cpox 5a roAHOCT

2 rOAUHH

[lpu nmapeHTepanHa ynorpeOGa TpsaGBa aa ce mpwiaraT MPSCHO NMPHIOTBEHH PA3TBOPH, He3abaBHO clel
pa3TBapsAHe, NMOPaaH PHCKA OT MHKPOOHA MHKOHTaMHHAUMA npd pasteapaHero. [Ipn nepopanHa ynorpeda
NPUrOTBEHHTE Pa3TBOPU MOrat Aa ce ChXpaHABaT 0 96 yaca B XJ1aJlHIHHK.

CtaGHIHOCT Ha NPUTOTBEHHTE PA3TBOPHU:
XumuuHaTa U QUIMUHATA CTAOHIHOCT Ha MPUIOTBEHHTE C BOAA 33 MH)KEKLIHH Pa3sTBOPM, Ca N0Ka3aHH MpH

chXpaHeHHe Ha TeMrneprypa < 25 °C ao 96 uaca.

CTaGHiHOCT Ha MPUIOTBEHUTE PAa3TBOPH 3a HHQY3IHUA:

XHUMHYHATA U $H3HYHATA CTAaGMITHOCT HA MPUIOTBEHHTE pPa3TBOPH 34 HH(Y3HS ca I0KA3aHH NPH ChXpPaHEeHHe
Ha Temrneparypa 2-8 °C 1o 96 yaca. Ot MUKpOOHONOrHYHA rlIeiHa TOYKA NPHIOTBEHUTE Pa3TBOPH TPAOBA na
ce u3non3ear He3zabaBHO. B npoTHBeH cayuait npuaaralivMAaT pa3sTBOpa € HATBJIHO OTTOBOPEH 3a YCJIOBHATA U
iepHoJa Ha ChXpaHeHHue Ha pasTBopa. OOuuaiiHo, chxpaHeHHe MpH TeMneparypa 2-8 °C Moxe Ja Mpoab/KH
moBeve OT 24 Haca, caMO ako pa3TBOPBLT € OWJ MPHroTBEH NMPH KOHTPOJIHPAHH H BANWAHWPAHH aCeNTHYHH
YCJIOBHAL.

6.4. Coenua/iHH YCJIOBHA 32 ChbXpaHCHHE
Ha ce cpxpansaBa nog 25°C B kapToHeHara OakoBka, 3a Aa ce NpeArna3y OT CBET/IHHA.
6.5. BBa R CHLALPAKAHAEC HA ONAKOBKATA

®naxoHu (6e3LBETHO CTHKIO, XMAPOIMTHYHO ycTodume kKnac I) cbe 3amywanka (6pom-6yTHiioBa ryma),
aTyMHHHMEBa 00KATKa M 3all[UTHA Kanayka.

OnaxoBxy ¢ 1 win 5 ¢pnakona.
He BcHuky BHOBE ONIAKOBKM MoraT ja 6baaT mycHaTtH B npogaxoda.

6.6. CnenHa/HH DpeANAIHH MEPKH NPH H3XBLJINHE H padoTa

HrmpaeeHo3HO npuiojcenue

Ipax®T ce pa3TBaps W Clea TOBA NONYUYESHHUAT KOHLEHTpAT Tps68a 13 ¢¢ palpeay npeau ynorpeba.

Ilpuzomesane Ha xoxyernmpam 3a uHQPV3ul
CrabpxanreTo Ha ¢pnakoHa ce pastsaps B 10 ml cTepuiiHa BOAA 38 HHKEKIMH.
Eaux ml ot npuroTBeHHUs pa3TBoOp ChaABpKa 30 mg BAaHKOMHMLIUH.

Ipuzomesane na pasmeopa 3a undysus
KonuenrparsT 3a Hidy3Hs MOXKE a ce pa3pekaa CbC CTEPUIHA BOJA 3a HHXKEKUMH, 9 mg/ml HaTpues xnopHa

1w 50 mg/ml rmoko3a.

dnakon, cravpxkau 1000 mg BaHkoMHIHH: 3a nomyyaeaHe Ha 5 mg/ml pasreop 3a uHGY3Hus paspeaere 20 ml
KOHLEHTpAT 3a HH¢y3HoHEH pa3Teop ¢ 180 ml ot pasTBOpHTENS.

KonueHTpaiMaTa Ha BAHKOMHLIMH B pa3TBOpa 3a HHY3us He Tpabpa na HagBHiuaea 2,5-5 mg/ml.

Bvrnwen euo na pazmeop 3a unysun

[Ipenu npuioKeHHE pa3TBOPBT TPAGBA Ja c€ NPOBEPH BU3YATHO 38 HATHUME HA YaCTHLH U NIPOMEHHM B LIBETA.
PastBOpBT TpsaGBa Aa Ce U3MOM3BA CaMO aKo € GUCTBP H 6€3 HacTHLM.

3a yC/IOBHATA Ha ChXpaHEeHHe Ha pa3pelieHHus JICKapCTBEH NPOAYKT BIOKTE Touka 6.3.

Ilepopanno npunoxcenue
3a uudopMalMa OTHOCHO NPUIOTBAHETO Ha pa3TBOPA, MOJIA, BHXKTE TOUYKa 4.2.

Hsama crieuanHd H3HCKBAHMSA NPH M3XBBPJISHE.
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7. IIPATEXATEJI HA PASPENMIEHHETO 3A YIIOTPEBA
MIP Pharma GmbH
Kirkeler Strasse 41

D-66440 Blieskastel-Niederwurzbach
['epmanus

8. HOMEP HA PAZPEINIEHHETO 3A YIIOTPEBA
20000707

9, JIATA HA ITBbPBO PAIPEHIABAHE/TIOJHOBABAHE HA PAZPEIIIEHHETO 3A
YIIOTPEBA

07.12.2006/30.03.2012
10. JATA HA AKTYAJIM3HPAHE HA TEKCTA

0172026
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