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1. HME HA JIEKAPCTBEHUS NPOJAYKT T R 7 9 -02- 71113

Bankomuumua-MIP 500 mg npax 3a uHGy3HOHEH pa3TBOp
Vancomycin-MIP 500 mg powder for solution for infusion

2, KAYECTBEH H KOJIMYECTBEH CBCTAB

AKTHBHO BemecTBO: Vancomycin hydrochloride.

Beeku ¢nakon cpappxa 500 mg BAHKOMHIIHHOB XHAPOXJIOpKH, choTBercTBal Ha 500,000 IU paHKOMMIIMH.

3a MEJIHUA CTIMCHK HA MIOMOILIHHATE BEIOECTBA BIXKTE TOYKA 6.1.

3. JEKAPCTBEHA ®OPMA

IIpax 3a HHOYIHOHEH PA3TBOP

4. KJIVMHAYHA JAHHHA

4.1 TepaneBTHYHRE NOKA3AHHA

HHTP dBCHO3HO IPHUITOKEHHE

HMHTpaBeHO3HHAT BaHKOMHLIMH € I[IOKa3aH IPH BCUYKH BB3PACTOBM TIpPYIH 34 JIEUeHHEe Ha CIACOHHTE
uHbexuyn (Bx. Toukn 4.2, 4.4, 1 5.1.)

YCIIOXKHEHH HHPEKIHMH HA KOYKaTa U MEKUTE THKAHH

HH(}EKIHH Ha KOCTHTE W CTABUTE

IMHEBMOHMSA, NpuacOuTa B 00IHOCTTA

ITHEBMOHHS, NpUAOOUTa B GOIHULA M MTHEBMOHUS, CBHP3aHA ¢ H3KYCTBeHa OestoapobHa BeHTHIALHA
HH}EKIIHO3EH eHIAOKAPAUT

OaxrepMeMHUs, KOATO BB3HHUKBA BBB BPB3KA C HAKOA OT HH(pEKIMHMTE, H30pPOEHH MNO-rope, HIH Cce
NOJO3MpPa, Y€ € CBbp3aHa C HAKOA OT THX.

BaHKOMHIIHH CBIIO € NOKa3aH IpH BCHYKH BE3PacCTOBH TPYIHM 33 IepuoNepaTHBHA aHTHOAKTEpHAIHA
NpoQIIaKTHKA ¢pely DaKTepuaicH eHIOKApANT, IIPH NallHCHTH C BUCOK PUCK OT pa3BHTHE Ha DaxTepHanecH
€HAOKAPJNT, KOTAaTO Ca HOAJIOMEHH Ha MOJIEMH XHPYPruvecKH NpoLuenypH.

IlepopanHo NPHIOKEHAE
BaHkoMHIIMH € MOKa3aH MPH BCHYKW BE3PAacTORH Ipyid 3a neuenue Ha Clostridium difficile (CDI)

(Bx. Touku 4.2, 4.4. 1 5.1.)

HeobxonuMo e gda ce B3eMaT npeasuy odHIHaIHATE NPENOphKH 3a NOAxoasma yrnorpeba Ha
AHTUOAKTEPUANIHK CPEACTRA.

4,2. J103ApoOBKA B HAYHH HA HPAJIOKEHHE

do3upane e

Kvaero B cimydam, npu KOUTO € MOAXOMAILO, BAHKOMHITHH TPpaOBa fa ce IpHiara B
aHTHOAKTepHANIHH CpelCTRa.




Humpageno3no npunosxcerue
Hawannata no3a ce onpeend Ha Gasa o610 TenecHo terno. Iocnearaniure KOPpeKIKH Ha A03aTa TpAbsa na

C€ OCHOBABAT Ha CEPYMHHTE KOHLIEHTpAllUM, 32 Ja Ce IOCTHIHAT TApreTHUTE TEPAlEBTHYHHA KOHIICHTPALIMH.
Ilpu nocneasamure qo3M ¥ MHTEPBA Ha TPHIIOKeHUe TpsAOBa JAa ce uMa mipeasu Ob0peuynaTa QyHKIHA.

Hayuenmu na sv3pacm 12 u nogeye 2o00unu.

Ipenopbumrenuara noza € 15 a0 20 mg/kg TenecHo terno Ha BeekH 8 1o 12 vaca (Ja He npeBHIIaBa 2g 3a
I03aTa).

IIpn Texxko GonHM NaLHeHTH MOXKe 1a Ce M3MNON3Ba HAaTOBapBaia Ao3a ot 25-30 mg/kg TestecHo Terio, 3a na
cE YIeCHH OBp30TO JOCTHraHe Ha TapreTHATa CEpyMHA KOHICHTPALHA Ha BAHKOMHITHH.

Kepmavema u deya na ev3pacm om edun mecey 0o nood 12 zoduwna ev3pacm:
IIpenoprunrennara no3a ¢ 10 Ao 15 mg/kg Tenecno Terno Ha Bceku 6 Yaca (BX. TouKa 4.4.).

Hogopooenu na mepmun (om paxcoagnemo 00 27 Oy caed paxycoanemo) u npeycoe6peMenng_pooenu (om

Paxcoanemo Qg oyaxksanama 0ama Ha paxcoane nuoc 27 oxu)

[Ipn onpenensHe Ha cxemMa Ha JO3UpaHe [IPA HOBOPOAEHH, TPAOBa Ha ce IOTHPCH CHBET OT JIEKap ¢ OIMT B
JISYEHUETO HAa HOBOpOAeHH. EAHH OT BE3MOXKHUTE HAYMHU Ha JO3MpaHe Ha BAHKOMMI{UH IIPH HOBOPOJSHH €
WIKOCTpHpaH B ciieAHaTa Tabnnua: (Bx. To4ka 4.4)

PMA (cenmmum) Ho3a (mg/kg) HuTteppai Ha npaioxenne (h)
<29 15 24

29-35 - 15 12

>35 15 8

PMA: mocTMeHCTpyanHa BE3PAcT (BpeMETO MEXTY IBEPBHA JIEH HA IOCICOHHA MEHCTPYalneH HHKBI H
pa’kgaHeTo (recTAlMOHHATA BB3PACT) IUIIOC BPeMETO, H3MUHAJIO clie/l paKAaaHeTo (TOCTHATAIHA BB3pacT).

Iepuonepamuena npogrunakmuxa Ha baxmepuaien eHOOKapoum 6v6 GCUYKU 8b3PACMOBY ZPyNu
Ilperioppupa ce HayanHa nosa 15 mg/kg npenu HHAYKIMATA Ha aHecte3wd. B saBHCHMMOCT OT
NPONBIDKUTENIHOCTTA HA OTIEPALHITa MOXKE Ja Ce HAllOK{ BTOpa J03a BAHKOMUIIMH.

lpoovaorcumennocm na neyerue

[IpemnoxeHara NpOIRLKHTENHOCT HA JIEHSHUETO ¢ MoKa3aHa B Tabnulara no-Aoiy.

[Ipy BCHUKM cITyuau MpOABJDKHTENHOCTTA Ha JieueHue TpaOBa na Obae crobOpaszeHa ¢ BHAA H TeXeCTTa Ha
HH(EKLUNAATA, KAKTO H MHIUBHAYATHMS KJIKHUYEH OTTOBOP.

IToxaszanne IpoaALKATEAHOCT HA Jevende

YelIoKHEHA UHPEKUIMY HA KOXATA U MEKUTE ThKaHH

- HE HEKPOTH3HUpAaLL 7-14 num

- HEKPOTH3Hpalll 4-6 cenMHLH *
HHudeximy Ha KOCTHTE B CTABHTE 4-6 ceqMuLIM **
[THeBMOHHA, MpHAOOHTA B 0OIIHOCTTA 7-14 nHuH
IlnesMoHMs, npuioOHTa B OOJHULA H IHEBMOHMS, CBBP3aHa C 7-14 paw

H3KycTBeHA OestoapobHa BeHTHIALUA

HH(pEKIHO3EeH SHAOKAPAUT 4-6 ceamunu ***

* HPOIIEJI?KBTE, JOKATO HE €€ HANQXKH JAOIIBJIHUTEICH ,ueﬁpﬂ,umaﬂ, NALIUEHTHT KIHHUYHO CE €. 008 oﬁ._;m U
NalUeHTHT € adebpuieH B Npojk/DkeHne Ha 48 ao 72 yaca '

[ICPOPATHH CYNIPECHBHH TEPAIIAH C HOAXONANIH aHTHOHMOTHIH /
3% TIpONBJDKHTENHOCTTA M HEOOXOAUMOCTTa OT KOMOHMHMpaHa TepanHsd 3aBHCH O7
CBCTOAHHUETO Ha OpraHK3Ma :




Croenuaisag HoIyJianuy

Ilayuenmu 6 cmapvecka ev3pacm
Moxke za e HeoOXoaAMMa MO-HUCKA MOAOBPKALIA K03a nopagd oTcaabpaina OpOpeuna QyHkuMs, CBBp3aHa ¢

BB3pacTTa.

Bvbpeuno yspeocoane

IIpy BBL3pacTHU W MEAMATPHYHH MALHHEHTH ¢ 61OpeuHo yBpexgaHe TpiaOea ja ce OOMMCIH HavdajlHA ;O3a,
MocleaBaHa OT Hal-HHCKaTa CcepyMHa KOHLIEHTpauusd Ha BaHKOMMIIMH, BMECTO OINpefejieHa CXeMa Ha
npuiarate, ocobeHO NMpU NAaUMEHTH ¢ TEKKO OBOpEeYHO YBpPEXKAaHEe WIH TAKWBA, KOHTO €4 MOVIOXKSHH Ha
616peuno 3amecruTenna Tepanms (renal replacement therapy, RRT), mopagn MHOroTO pasiuudy GaxkTopH
KOHTO MOTaT Ja MOBJIHAAT HUBATA HA BAHKOMHIIMH TPH TAX.

Tpy nalMeHTH ¢ JIeKa WIIH yMepeHa CTeleH OhOpeuHa HeIOCTATHYHOCT, HaYalnHaTa Jo3a He TpadBa ja ce
Hamangsa. [Ipu nmaiueHTH ¢ Tekka crernieH OBOpPeUHA HEAOCTATBYHOCT € 3a NPEeAIOYHTaHe Aa €€ YIbJDKH
HHTEPBAILT Ha IPUICKEHHUE, BMECTO A CE MPUJIaraT HO-HUCKH JHEBHH J1034.

Tpsatra na ce o0BpHE BHHMAHUE HA CHITBTCTBALIOTO NMPHIOKEHUE HA JICKAPCTBEHH MPOAYKTH, KOHTO MOraT
1a HaMaJisT KIEPHHCA Ha BAHKOMHLMH W/HIIY A4 IIOTEHLMPAT HETOBUTE HEXKENAaHH peakum (BxK. Touka 4.4).

BaHkoMMIWH ce OManu3Mpa ¢nabo Ype3 MHTEPMHTEHTHa XeMmoauainia. Benpeku ToBa, ynorpebara Ha
mMeMOpaHHU ¢ BUCOKA TIPOITYyCKIMBOCT H HenpekbcHaTa Op0peuno 3amecturenHa Tepanus (CRRT) ypenuuasa
KIHpHHCA HA BAHKOMMLIMH M OOMKHOBEHO M3HCKB2 3aMECTBaHe Ha Ao3ara {OOMKHOBEHO ClE] XeMOAHAIH3HA
cecus IIPH MHTEPMHUTEHTHA XEMOAHAIIN3a).

Bwv3pacmuu
AJIANTHPAHETO HA [034aTa [PH Bb3PacTHH IALIUEHTH MOXE [a C€ OCHOBaBa Ha HM3YHMCJIeHAaTa CKOPOCT Ha
rnoMepynsa dwrrpamas (€GFR) ¢ noMoinra Ha cneauata gpopmyna:

Muxe: [Tenecno Terno (kg) x 140 MuHyc Bp3pacrra (roguaH)}/ 72 x cepymeH KpeaTHHuH (mg/dl)
Kenn: 0.85 x cTOlHOCTTa, U34HCIIEHA 110 rOpHATA (hopMyJa.

O6uuaiinaTa HayanHa 1022 32 BL3PAcTHH marmeHTH € 15 no 20 mg/kg, xoaTo MOXe a ce nmpunara Ha BCeKH
24 Yaca NpM [ALMEHTH C KPEATHHUHOB KIHPEHC Mexkay 20 u 49 ml/min. [Ipy naudeHTH ¢ TeXxko OBOpeuHo
yBpexaHe (KpeaTHHHMHOB KIMpPBHC nox 20 ml/min) wiu Ha OBOpeYHO 3aMECTHTENHA Tepanui,
NOAXOAAIIOTO PpaznpelcliICHHE TIC BpPEMEC M KOIHYCCTBO Ha MNOCICABATCIIHHUTE OO3HU O I'cJiaMa CTEIICH
3aBucaT oT HauuHa Ha RRT u Tpabea pa ce ocHoBapar Ha Hal-HHCKATa CEpyMHAa KOHIEHTpaila Ha
BAHKOMHIIMH M Ha ocrarbuHara ObOpedHa ¢yHxuma (Bx. Touka 4.4). B 3aBHCHMOCT OT KJIMHHYHATA
CUTYAaIL[Hd MOXKE Ja ce OOMUCIIM OTjlaraHe Ha CIEABAINATA 71034, JOKATO C6 OUaKBaT pPe3ylTaTHTIC 32 HHBATa
HA BAHKOMMWLIMH.

Ipy xpuTHuHO GoNeH nanueHT ¢ 6E0peYHa HeMOCTATHYHOCT NEPBOHAYAIHATA HATOBapBamia xo3a (25 go 30
mg/kg) He TpabBa na ce HaMasgRa.

Heduampuuna nonyrayus
AjpanTHpaHeTO Ha Ao3aTa MpH NeJHATPpAYHHM NAMEHTH Ha BB3PAcT Hajd 1 roamHa, MOXE Ja ¢€ OCHOBABA Ha
H34YKCIIeHaTa CKOPOCT Ha rmoMepyJHa gunrpaius (€GFR) upes npepaboreHara popmyna Ha Schwartz:
eGFR (ml/min/1.73m?) = (Bucounna B cm x 0.413)/ cepyMeH KpeaTnHuH (mg/dl)
eGFR (ml/min/1.73m’) = (BrcousHa B cm X 36.2/ cepymeH kpeaTHHHH (pmol/l)

[Ipu HOBOPOASHHM H KbpMaueTa oA 1-rogdinHa BB3pact TpsOBa Ja ce MOTHPCH CB)
Kato apepaboreHara dhopMyna Ha Schwartz 3a TIX He € IPHUNOKHMA. '




OpHﬁHTHpDB’L‘H]HTE IIPETOPBKH 3a JO3HPAHS IPH NIeTHaTpyUIHaTa NMomyJjaliusa ¢a NMoka3and B THGJIHIJ,RTH I10-
ACHY, KOATO CJICABa ChINHUTE ITPHHIINUIIH KAKTO [IPW Bh3PAaCTHH NAIHCHTH.

GFR (mV/min/1.73 m?) i.v. 103a Yecrora
50-30 15 mg/kg 12 gaca
29-10 15 mg/kg 24 yaca
<10
I1
VIHTepMHTECHTHA XEMOAHATK3a 10-15 mg/kg OBTOPHOTO fiprararie BLS*
OCHOBA Ha KOHLICHTpaLHsATa
[lepuToHeanHa guanuza
[IpopsmkuTenna 650pedHo 3aMeCcTHTETHA 15 mg/kg [1oBTOPHOTO NIPHUJIATaHE BB3
Tepanus OCHOB2 HAa KOHIEHTparusra*

* IlomxonsamoTo pasnpeneneHye M0 BpeMe H KOJIMYECTBO HA CIEBAINMTE A03H A0 TOfAsIMa CTEIEH 3aBHCH
or Buga RRT u Tpabpa pma ce oOcHOBaBa Ha CEpYMHHTE HHMBAa Ha BaHKOMMIIMH, IQJYYCHH HpPEeAW
NpMIaraseTo U Ha ocrarhuHaTa Ob0pednHa PpyHKIa. B 3aBUCHMOCT OT KIIMHHYHATA CHTYaLMs MOXKe Jia ce
0OMICITH OTNIaraHe Ha CJleBamIaTa 403a, JOKATO CE O4aKBaT pe3yTaTHTE 33 HHBATA HA BAHKOMHIMH.,

Yeproodpobno yepesicoane:
He e HeoOxomuma Kopex1ps Ha [03aTa NPH [aLHeHTH ¢ YepHOoApoOHa HEAOCTATEYHOCT.

bpemennocm
Moxe na ca HeoOXOOMMH 3HAQUMTEIHO IO-BUCOKM JO3M 3a [IOCTAIaHE HA TEpaleBTHYHH CEepyMHH
KOHIICHTpAMM pH OpeMeHHH XKeHH (BX. Touka 4.6).

Hayuenmu cove 3amnvcmsasare
IIpu pameHTH CBC 3aTYHCTABAHE HAMAIHATA A03a TPAORA Ja ce alanTHpa HWHIAUBHAYANHO, CIOpen 00LIoTO
TENECHO TETNIO, KAKTO [PH NAlHEHTHTE 0e3 3aTTRCTABAHE.

[lepopaano npunoicenue
Hayuenmu na ev3pacm 12 u nogeve 200unu

Jevyenue Ha undexums ¢ Clostridium difficile (CDI):

Ipenopburrennara no3a BaHKOMHIMH ¢ 125 mg Ha Bcexd 6 4aca B npoabipkeHue Ha 10 nHM 3a MBpBHA
er3o7 Ha He-Texkka CDI. Tasu no3a Moxe aa ce yerenuus a0 500 mg Ha Bcexu 6 vaca B npoawpkeHue Ha 10
AHW, B ClIydal Ha TEXKO MW YCIOXKHeHo 3abonspaHe. MakcumanHaTa AHEBHa Jo03a HE TpaOBa na
HaABHINABA 2 g.

IlpH MaUMEHTH ¢ MHOXECTBO PEeLIUIMBH MOXE Na ce OOMHCIM JIgUeHHE Ha HacTosAlMA enmm3oA Ha CDI ¢
BaHKOMHIHH, 125 mg yeTHpH NBTH JHEBHO B IPOABIKeHUE Ha 10 aHK, MOCNCABAHO HITH OT HAMANABAHS HA
A03aTa, T.€. MOCTENIEHHO HaMangBaHe A0 125 mg Ha AeH WM B IyJcoRa cxeMa, T.c. 125-500 mg/nen, 3a
BCEKH 2-3 OHH B NPOABIDKEHHE Ha Hal-MaJKo 3 CeIMMITH.

Hogopooenu, kopmauema u deya na ev3pacm noo 12 2oounu

[Ipenopbunrennara no3a aHnkoMuiuH € 10 mg/kg nepopanno Ha ecekd 6 Jaca B mpoabpkeHue Ha 10 gaum.
MaxcuManHaTa fHEBHA J03a He TpaOBa 1a HaABUlIaABa 2 g.

ITponbIDKUTENHOCTTA HA JIEYEHHETO ¢ BAHKOMHIIMH MOXKe J1a ce HajloKM J1a O6bae cpodpaseHa ¢ KIMHHYHHUS
npouec Ha OTAc/HHTe nauueHTH. Koraro ¢ BB3MOKHO, aHTHOAKTEPHAIHOTO CPEACTBO, 3a KOETO C¢
nogosupa, 4ye npuwuuHasa CDI, Tpabsa na 6bae npeycraHoBeno. Tpabsa ga ce oCUrypH aacKkBaTHO
BB3CTAHOBABAHE HA TEYHOCTH H €JICKTPOJIUTH.




Ilpociiesiipale Ha CEPYMHUTE KOHUEH H Ha BAHKOMHIIUH

YectoTaTa Ha TeparieBTHUHHA JieKapcTBeH MOHHTOpUHr (TDM) 1pabea Aa Obae HHAMBHAYATH3APaHA BBH3
OCHOB2 H& KIMHHYHATA CHTyaUds H OTTOBOP KbM JIEYEHHETO, BApHpallH OT €XKCAHEBHO B3eMaHe Ha MpobH,
KOETO MOXE Jia C€ HAJIOXKH IIPH HAKOU XEMOAWHAMAYHO HECTAOMIHM TAHMEHTH JO MOHE BEIHBXK CeIMHUYHO
npH CTaOWIHH [ALMEHTH, NpOABABAIIA OTTOBOP KBbM JjiedeHMeTo. [Ipu manueHTH ¢ HopManHa ObOpeuHa
pyHkIMsI cepyMHaTA KOHLIGHTpAlLMss Ha BaHKOMMIMH TpAOBa Ja cc¢ IpOCiiendBa Ha BTOPHA JEH OT
NEYCHUETO, HENIOCPEACTBEHO MpeAM CleBallaTa gosa.

Ilpy DanpieHTH HA HMHTCPMMTEHTHA XEMOJHAIN3a HHBATA HAa BAaHKOMHUMH OOMKHOBEHO TpAOBa na ce
MOJTY4aBaT MpeaH HAaYaJloTo Ha XeEMOIHAIM3HATA CECHA.

Crien nepopaiHo mpHIoKeHHE, TPAORA 12 ce MpOCIcAABAT CEPYMHHTES KOHLICHTPALMH Ha BAHKOMHLIHH TIPH
NALMEHTH ¢ BB3NAMUTEHN YPeBHHA HAPYIIEHU (BXK. Touka 4.4).

TepaneBTiunuTe Hal-HHCKH (MUHHMAIHE) HHBAa BAHKOMHIIHH B KpBBT2 0OMKHOBEHO TpsaOBa aa 6saat 10-20
mg/l, B 3aBHCHMOCT OT MACTOTO HAa MHOEKIMATA W YyBCTBHTEIHOCTTa Ha natoreHa. Hak-uecTo ce
npenopbhyBaT Hall-HHCKUTE cToiHOCTH OT 15-20 mg/l, oT knuHIUHKTE TabOpPaTOPUH 3a NO-A00PO NOKPHBAHE
Ha, KTaCH(HIHpaHH KATO 4yBCTBATEITHH, narorenu ¢ MIC >1 mg/l (Bx. Touxu 4.4 u 5.1).

Meroaure, OCHOBaBalllM C& Ha MOJAEIM, MoTaT Ja OBAaT MOJIe3HH NpH MPOTrHO3UPAHE HA UHAVWBALYAITHHTE
M3UCKBAHHA 3a O3MpaHe, 3a aa c¢e Jocturae nojxoznsma AUC. [loaxoasT, OCHOBaBAalll C€ Ha MOZEITH, MOMXS
Ja C€ Ipunara KakTo IIpH HM34HC/IABAaHE Ha MEpCOHATM3MPAHATA HAvyalHa 034, TaKka H NpH KOPeKIHA Ha
J03aTa BB3 OCHOBA Ha pesynrarure oT TDM (Bixk. Touka 5.1).

Haynm Ha npHIOKeHHE

HMHTpapeHO3HO NPUWIOKEHHE
HIHTpaBeHOZHUAT BaHKOMHULIHH OOHMKHOBEHO C€ NpHiIara KaTo MHTEPMHTEHTHA MH(Y3HA M NPEIOPBKMTE 34
npujiara#de, MpeaCcTaBeHy B TO3H pa3fell 3a HHTPaBeHO3HU 16T, ChOTBETCTBAT HA TO3H THI HPHIIOKEHHUE.

BaukomanmH TpAOBa Aa ce npmiara caMo Karo OaBHa MHTpaBeHOZHA HHPY3H# C [POABIDKUTEIHOCT IIOHE
€HH Yac HIIM ¢ MakCUMalHa ckopocT oT 10 mg/min (koeTo e To-abJiaro), KaTo € JOCTATBYHO paspencH (Hak-
mManko 100 ml 5a 500 mg umu naii-Manko 200 mi na 1000 mg ) (Bx. Touka 4.4).

IlatenTuTe, YHiTO NpHeM Ha TEYHOCTH TpAOBa Ja OBJe OrpaHHYEH, CHILO MOTAT Ja IONyYaT pasTBop OT
500 mg/50 ml wmu 1000 mg/100 ml, Benpexn ye pUCKBT OT HeXeNaHW PeaKIH, CBHP3aHH ¢ MHQY3HATA,
MQZKC J1a CC IIOBHIIH TNIPH TC2HU IMO-BHCOKH KOHLUCHTPAIIHHA.

3a uHpopMaLHA OTHOCHO IIPUTOTBAHETO HA PA3TBOPA, MOJIS, BHXKTE TOYKA 6.6.

Moxe ja ce UMa NpeABHA NpOALDKHTETHAa WH(PY3HMAd Ha BaHKOMMLHH, HanpuMep NpH HaUMEHTH C
HeCTaOKIEeH KNIMPHHC HA BAHKOMHIIHH.

IlepopaiHo OpuigKeHHE:
CeappxanmeTo Ha eauH ¢uiakoH BankomumuuH-MIP 500 mg ce paszteaps B 10 ml Boga. Hact oT nosara

(HampumMep 2,5 ml = 125 mg BaHkOMHIIHH) MOKe Ja OBAe OTASIEHA, JONBIHUTEIHO pa3peieHa H 1afeHa Ha
MAalLHeHTa 3a [IMeHe HIN NPHIOKEHa NOCPEACTEOM CTOMaIHA coHaa. Moxe na Opae Ho0aBeH KOPEKTop Ha
BKYCa.

4.3. IlpoTHBONCKAZAHAA

CBP’BX‘-I}’BCTBHT@HHOCT KBEM aAaKTHBHOTO BCIHNECTBO HIIH KHM HAKOE OT IIOMOIIHHTE BEI]IBF;T :
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4.4. CnenHannau npeaynpe:xacHAs H NPeANA3HH MEPKH NpH ynotpeda

Peakuiny Ha CBPBXYYBCTBHTEAHOCT

BB3MOKHM ca CEPHO3HH, H NMOHAKOTA JIETAHH, PEaKlMH Ha CBBXUYBCTBUTENHOCT (BXK. Toukd 4.3. 1 4.8.). B
CITyuail Ha TIOABHIIA CE€ PEAKIIMI HA CBPBXYYBCTBHTEIHOCT, TCYCHHETO ¢ BAHKOMUIIAH TpiA0Ba Ja ce npexpaTH
He3a0aBHO U CNISLTHO Jia Ce NMpeAnpHeMar HeoOXoAUMHTE MEPKH.

IIpn mauueHTH, npHeMalld BAHKOMHLFH B IIPOABIDKEHHE HA BB MCPHON OT BpeME HWIH CHITBTCTBALNO ¢
APYrH JIEKApCTBA, KOMTO MOTAT Jia IIPUMMHHAT HEYTPOTIEHHS WM arpaHyJIOLHTO3a, OposT Ha JIEBKOLIHTHTE
TpabBa fa ce mpocnensra Ha peAOBHHM HHTEPBAIH OT BpeMe. BCHYKM NALMEHTH, II0y4YaBaliy BAHKOMHIIHH,
TpabBa Aa HMaT MEPHOAMYHH XEMATOJIOTHYHM M3C/ICABAHHS, W3C/Ic/BAHHMA Ha ypHUHAT4, YCPHOAPOOHH M
Op0peuHH PYHKUMOHAIIHA TECTOBE.

Banxomuauue TpadBa Aa ce H3N0A3BA C MOBHMIBEHO BHAUMAHHE IPH MALMEHTH C AJICPrHYHHM PEakiiMH KBM
TEUKOIUIAaHHH, THH KATO MOXe Ja C€ TIOABH KpPBECTOCAHa CBPBXYYBCTBHTEIHOCT, BKJIKOYHUTEIHO
aHA(IIAKTHYEH IOK C JICTAJICH H3XOJ.

CriekThp Ha aHTHOAKTEpHAJIHA AKTMBHOCT

BaHKOMUIIMH ¥Ma CIIEKTHP Ha aHTHOAKTEpHAIHA aKTUBHOCT, OTPaHMUEH A0 IPaM-TIOJIOKHTEIIHH OPIaHU3MH.
He e noaxomsin Aa ¢e M3MOJ3BA KATO CAMOCTOSTENHO CPENICTBO 32 JIeUeHHETO HA HAKOH BHIOBE HH(EKIIHH,
OCBEH aKO NAaTOreHbT BeYe € AOKYMEHTHPAH H € HM3BECTHO, Y€ € YYBCTBHTENICH WIH HMa JOCTAaTh4HO
OCHOBaHMA [a ¢€ CYWTa, 4Ye Hal-BepoATHHAT(TE) maToreH (M) Hie ca YYBCTBHTCIIHH Ha JICUCHHE C
BAHKOMHLIHH.

3a Aa € palHOHANHO H3MOJ3BAHETO HA BAHKOMMIFMH, TpaOBa Hna ce B3eMe MpeABHA CHEKTHPHT Ha
DaKkTepualHa aKTUBHOCT, MPO(MUIBT Ha 0E30MAaCHOCT ¥ NPUrOJHOCTTA HA CTAHJApTHATA aHTHOAKTEepUaTHA
TEpams 3a JIeYeHue Ha OTACITHHAA TalHEHT.

OQTOTOKCHYHOCT

OTOTOKCHYHOCT, KOATO MOXE A € MPEXO/IHA WIH TTOCTOsSHHA (BXK. Touka 4.8), € chobIleHa Mpu NaideHT! ¢
npeamccraaiia NIyxoTa, KOHTO Ca HOJ'IY‘-IHJIPI INpCKOMCPHH HHTP&BBHOBHH 031 HIIH KOHTO HOJI}"-I&B&T
CBITBTCTBALIQ JICUCHHE ¢ APYTO OTOTOKCHYHO aKTHBHO BELICCTBO, KATO aMMHOITIMKO3ML. BaHKOMHIHH CBILO
TpaOBa Ja ce M30ATBA NpM MNAal(MEHTH ChC 3aryda Ha Ciyxa B MHHAIOTO. IyxoTara moxe ga Obae
IpeAIecTBaHa OT yM 8 ymare, OmUTsT ¢ apyrv anTtUOMOTHLIM TpeAnionara, 4e IiiyxoTa MOXe Ja
[pOrpecrpa, BBIPEKH MNPEeKpaTABAaHETO Ha JICUCHHETO. 3a Ja cé HaMaJd PHUCKBT OT OTOTOKCHYHOCT,
KPBBHHTE HUBa TpAOBa Ja ce MpOREPABAT HEPHOAMYHO H € TIPENOPhUBA MEPHOAHYHO M3CACBAHE HA CIIYXA.

Xopara B crapuecka BB3pacT ca OCOOCHO NOJATIMBH Ha CIIYXOBH YBpE&XIaHHA. MOHMTOpHMpaHETO Ha
pecTHOYNapHaTa GYHKIHSA W CIyXa NPH NalHeHTH B CTapuecKa BE3pacT TpAOBa Ja ce W3BHPIIBA 110 BpeMe H
cien JedyeHuero. Tpabea na ce K30ArBa €QHOBPEMEHHOTO WIIM IMOCIEAOBATENIHO M3IIOI3BAHE HA JIPYrd
OTOTOKCHYHH BEIIECTRA.

PeaklMH, CBBp3aHy ¢ HHQY3IHATA

[Tpunoskenuero 4upe3 6vp3 Gonyc (T.e. B NpOALIDKEHHEe HAa HAKOJIKO MHHYTH) MOe Ja OBAE CBBP3AHO C
pA3Ka XMIIOTOHMA (BKIIOYHTENIHO IIOK, U PAAKO CBPACHEH apecT), peaklMd NMOACOHH TE3H, MEJUHUPAHY OT
XUCTAMHH M MAaKyJIOTAIyJIO3eH WJIH epUTeMaTo3eH 0OpHB (,,CHMHAPOM Ha 4YEPBEHUS 4YOBEK HIH CHHAPOM
,,JEpPBCH Bpar™). BankoMuiuH TpaOBa na ce BmuBa 0aBHO B paspeneH pasreop (2,5 no 5,0 mg/ml) cre
CKOpOCT He no-sucoka oT 10 mg/min ¥ 3a mepuoa He Mo-KpaTek oT 60 MHHYTH, 3a Aa ce u3bernar Obp3u
peaKlMH, CBEp3aHH C HHPy3uaTa. CrIUpaHeTo HAa HHpY3HATa 0OMKHOBEHO BOIU 10 OBp30 IpeKpaTABaHe Ha
TE3U PEaKLIHH.

[IPYPHTYC) CE€ YREJIHYABA NIPH CHITFTCTRALIO IPHICKEHHe Ha agecTeTriM (Bx. Touka 4,3
Ja ce HaMallM IIpH NpuiiaraHe Ha BaHKOMHLMH upe3 HHy3us Haii-manko 60 MuHYTH
aHeCTe3HU .




Texxn OyJI03HH peakiliy

[Tpu ymoTpeba Ha BaHKOMHIMH HMMa CHOOINEHHME 3a IIPOABA Ha cHHZIApoM Ha Stevens-Johnson (SJS) (Bik.
Touka 4.8). Ako ce HaOmoaBaT CHMIITOMH WITH TIpH3HAILK Ha SJS (Hanp. nporpecHpall KoxXkeH 00pHB 4eCTO
¢ MEXYPH HJTM MyKO3HH JIE3HH), JICYCHUETO C BAHKOMMIIMH TpaOBa He3abABHO Jia ¢e IIpeKpaTH U Jia Ce ThPCH
CIELHATH3NPAHA ASPMATONIOTHYMHA OLIEHKA.

Peaxipn, CBBEP3aHi ¢ MACTOTO HA NPWIOKEHUE
bonka u tpomOodneluT MOrar A2 c€ IOABAT NPU MHOTO MalHCHTH, ITOJIy4YaBalld BaHKOMHLAH

HHTPaBEeHO3HO, KOMTO IIOHAKOTra ¢a TeXKH. YecroTara W Texkecrra Ha TpoMboduiebura morar ga Ompaar
CBCICHM JI0 MHHHMYM, KOraTO JICKAPCTBSHHST MPOAYKT ce mnprnara GABHO KaTo paspeleH pasTBop (BX.
TOUKA 4.2) ¥ IEpHOIUUHO Ce MPOMEHAT MECTATa Ha HHY3HUA.

EduxacHOCTTa 1 6e30MacHOCTTa Ha BAHKOMUIIHH HE €4 YCTAHOBEHH IIPH MHTPATEKallHH, HHTpATyMOaIHA
HHTpaBEHTPUKYIAPHH IIBTHINA Ha [IpHaraHe,

Hedporokcuunoct

Bankomuidea TpabBa ma ce M3MONI3BA BHHMATENHO MpX mnalmeHTH ¢ OpbpeyHa HeNoOCTaTBYHOCT,
BKJIIOYHTEJIHO aHYPHA, Thil XaTO BE3MOXHOCTTA 3a ITOABA HA TOKCHYHM €(EKTH € MHOTO NO-BHCOKA IIPH
MOASBPHKAHE HA NPOXBLKHTEIHM BHCOKM KOHUIECHTpalMM B KPbBTa. PUCKBET OT TOKCHYHOCT C€ YBEIHYABRA
NPH BUCOKH KOHLIEHTPAlldH B KPHBTA WM IIPOIBIDKMTEIHA TEpari.

PenoBHOTO MOHWTOPHpAHe Ha HMBATA HA BAHKOMUIIMH B KPBBTA € MOKA3aHO IPH TEPAIHA ¢ BHCOKH JO03H H
no-ABIrocpouna ynorpeda, ocobeHo npH namveHTH ¢ 6uOpevHa quChyHKIMA HIH YBpEJEH CIYX, KaKTo H

NpH €JHOBPEMEHHO MPHIOKEHHE CHOTBETHO Ha He(pOTOKCHYHH WIIH OTOTOKCHYHH BEINECTBA {BXK. TOYKA
4.2).

IlenuaTpyuyHa nomnyanus

Hacrosmure npenopbkH 3a MpUIAraHe B TEAHATPHYHATA [IOMynanus, ocobeHo 3a aeua nop 12-romwmna
BB3pacT, MOTaT Ja JOBeJaT A0 CcyOTepaneBTHYHH HHBAa Ha BaHKOMHIMH TIPH 3HA4YHTENEH Opoli nela.
Benpexu Topa, 6e30mMacHOCTTa HAa YBEJIMYESHOTO NPHIAraHe Ha BAHKOMHIIUH HE € OCTATHYHO OLIEHEHA H HE
Ce NMperopbUBAT MO-BUCOKH J03H oT 60 mg/kg/neH.

BaskoMuupH TpabBa aa ce H3NOMI3BA ¢ 0COOEHO BHMMAHHE IPH HEAOHOCCHH HOBOPOJIEHH H KbpMayeTa
MOpagH HE3PSUIOCT Ha OBOpeliTe 1 BH3MOXKHO MOBHINABAHE HA CEPYMHATa KOHIEHTpAIlHA HA BAHKOMHMIIHH.
Ilopanu TOBa KOHLEHTpaUMATA HA BAHKOMHLIMH B KPHBTAa TPaOBa Ja ce NMpocleasBa BHUMATE/THO MPH TE3U
Aela. CBENBICTBAIOTO NPHIIOKEHHE HA BAHKOMHIIMH H ZHECTETHIIH € CBBP3aHO ¢ epareM H NnojfoOHC Ha
MEAMHMPAHO OT XWCTAMHMH 3ayepBsBaHe npu Aeua. [lo momobeH HaudH, CHITBTCTBALATA ymoTpeba ¢
HE()POTOKCHYHH CPelcTBa, KaTo aMHHOrnuKo3uauay aaruduotHuy, HCIIBC (manp. ubynpodeH 3a sarsapsaHe
Ha oTBOpeH ductus arteriosus) wiu amdoTepuilidH B e cBbp3aHa ¢ NOBHIIEH PHCK OT HE()POTOKCHIHOCT (BXK.
TO4YKa 4.5) ¥ 3aTOBa € MOKAa33aHO NO-4ecTO HAO/IONEHHE HA CEpYMHMTE HHMBAa Ha BAHKOMHLIMH K 6B50peunaTa

O YHKLHS.

Ynorpeba B crapuecka BB3pacT
EcrecTBeHOTO NMOHMWKaBaHe Ha raoMepysHaTa Guirpauusa ¢ HanpeABaHe Ha BB3pacTTa MoXe Ja JOBene 10
MOBHIUEHU CEPYMHH KOHIEHTpALIMA Ha BAHKOMHIIHH, ak0 Jlo3aTa He ce KopHrupa (BkK. Touka 4.2).

JIeKapCTBEHH B3aUMONEHCTEH ¢ AHECTETHIIH
Huayuupanara oT aHEeCTETHUH MHOKApOHA ACTIPECHA MOXKE Jia ¢e 3aCHIM OT BAHKOMHLUMH. [lo Bpeme Ha

aHecTe3nd, A03UTE TpAOBa a ce paspexaar godpe H Aa ce mpuiaratr 0aBHO, IIPH CTPAKTHO HAOmMOAEHHE Ha
ChpAicvHaTa aeHHOoCT. 1IpoMsAHAaTa Ha TOZMIMATA Ha TANOTO TpAdBa fa c€ OTJIOKH A0 3aBHPIIBAHE HA

PIH(I)}TZSPIHTH, 3a Jla CC NO3BOJH aJalTTHpPaHE Ha KPBBHOTO HaJIATaHC CIIPAMO [IPOMAHATA Ha I103aTa (BJI{ TOYKA
4.5). o

IlceBmomeMOpanO3eH EHTEPOKOIUT
B cmyvaii Ha Texxka nepcucTHpamla Ouapud, TpAOBa Aa ce MMa Mpe/BU/ BEPOAT

NCEeBAOMEMOPAHO3EH EHTEPOKOINT, KOHTO MOXkKe Aa Oblie XKMBOTO3aCTpAIIABALL (B}K..
Ja Ce M3IOJI3BAT aHTUAHAPHIHN JIEKAPCTBEHH NPOAYKTH. -
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Cyriepundekinis

IlpoasmoxkuTennara ynorpeba Ha BaHKOMHLMH MOKe Oa JOBEAE OO CBPBXPAcTeX HAa HEUYYBCTBHTCIIHH
MHKpPOOpraHu3Mi. Baumarenoro HabmoaeEWe Ha MAaUMEHTa € OT OCHOBHO 3HAYEHHE. AKO [0 BpeMe Ha
Tepanusra ¢ NoABY cynepuHbeKuus, TpaOBa aa ce B3eMaT HeoOXOQUMHTE MEPKH.

IlepopajiiHO NpUIOKEHUE

HHTpaBeHO3HOTO NPIICKEHHE HA BAHKOMHIMH He € eeKTHBHO IpH NeueHueTo Ha uHbexums ¢ Clostridium
difficile. BankoMHUIMH TpAOBa /1a ce IpHJIara NepepanHo 3a TOBA IIOKA3aHME.

IlposexxpaHe Ha TECTOBETE 3a OTKpPHBAaHE Ha KoJoHMzanusa wim ToxcuHu Ha Clostridium difficile He ce
npenopeYBa MpH feua moja 1 ronusa, Mopagd BHCOKAaTa YECTOTa HA ACUMITTOMATHYHA KOMCHM3ALMsA, OCBEH
aKO He € HAJMIIC TeXKKA MUapHd MPH KhpPMauera ¢ pHCKOBHM (PAKTOpH 3a cTasa, karo Hanpumep Somect Ha
Hirschsprung, onepupaHa aHalHa aTpe3ws WIM APYrH TEKKH HAapyIIEHW® HA MOTOPHMKAaTad HA YEpBara.
Tpabsa BuHaru na ce THPCH BH3MOKHA AITSPHATHEHA €THOJIOTHSA H HAJTHYAETO HA €HTEPOKOJIUT, NPHYHHEH
ot Clostridium difficile na 6®s0e mokazaH.

Homenyuan 3a cucmemna abcopbyus

AbcopbuusTa MOXe 42 ce MOBHIIM ITPU MALMEHTH ¢ BB3TaAUTENIHH 3a00IIRaHHs HA YpeBHATA JIUraBHLA HITH
TICEBIOMEeMOpaHO3eH KOHT, HHAynEpaH oT Clostridium difficile. Tean nanmenTi Morart Aa 6b0aT H3II0KEHH
Ha PHCK OT Pa3BHTHE HA HEXETaHM peaKIHH, ocO0eHO aKo WMa CBHITBTCTBAIIO OBOpedHO yBperaaHe.
Kosnkoro no-ronamo e 060peynoTo yBpexaaHe, TOJKOBA IO-IOJAM € PHCKBT OT PasBHTHE Ha HEXKE/TaHHTE
peakiliH, CBBp3aHH C T[APEHTEPATHOTO MNPWIOKEeHHe Ha BaHKOMHUHH., TpsabBa 1a ce H3BBpINBA
MOHHUTOPHPAHE HA CEPYMHHUTE KOHUEHTPAIMN HA BAHKOMMLIMH [IPH MALMEHTH ¢ BE3MAIUTENHN 3a0019BaHAs
HAa YpEBHATa JIMTABHLA.

Hegpomoxcuunocm
IIpu nmaumeHTd ¢ nopnexama OpOpevna AUCHYHKIMA WIH JIEKYBAaHHW CBHIIBFTCBAILO ¢ aMMHOIIMKO3HA HIH
APYro He)pOTOKCHYHO AeKapCTBO, TpAdBa na ce Habmopasa Op0OpeuHaTa GpyHKLMS.

Omomoxcuunocm

HscneneaneTo Ha CIyXa MOXe [1a € OT I0JI3a 32 CBEXIAHETO Ha PHCKA A0 MUHHMYM OT OTOTOKCHYHOCT IIpH
MALMEHTH ¢ MOTSHIHAIHA 3ary0da Ha ClyXa, WiH KOUTO C€ JIEKYBAaT CHIBTCTBAILNO ¢ OTOTOKCHYHO BEIIECTBO
KaTO aMUHOTTIHKO3HI.

Hexapcmeenu e3aumooeticmeus ¢ AGHMUMOMUAUMENHUME CPeOCMSd U UHXUbUmMopume Ha HPOMOHHAMA
nomna

Tpabea ga ce u3barea ynorpedara Ha aHTHMOTHIHTETHH CPEICTBA H J1a ¢ NpeocMUciIM o6csau yroTpebara
Ha UBXHUOMTOPY HAa MPOTOHHATA IOMIIA.

Paseumue na pesucmenmunu 6axmepui

Ynorpebara Ha nepopaieH BAHKOMWLMH MOBHMIIABA BBE3MOXKHOCTTA OT pPAa3BUTHE HA PE3UCTEHTHH Ha
BAHKMHLMH noIIynaiud Enterococci B cromMamHo-upeBHMA TpakT. [lopaau Tasu mpuymHA ce NpEnophyuBa
nepopajieH BAHKOMHKLIMH A C€ M3IION3Ba NMPe/na3itBo.

4.5. BzauMoJeHCTBHE ¢ JPYI'H JIEKADPCTBEHH IPOAYKTH H APYrH $OpMH Ha B3aHMOJCHCTBHE

BaHKOMHIIHH/IPYTH NIOTEHUHAIHO Hetpo- WIH OTOTOKCHYHH JIEKAPCTRA
ENHOBpEeMEHHOTO HIIH ITOCHEAOBATENIHO MPHIOKEHHE Ha BAHKOMMIIMH X JPYrd MOTEHLMAITHO OTO- HIH
HEPPOTOKCHYHHM JIEKAPCTBA MOXKE Aa IMOBHINM OTO- HIH HedpoTokcHIHOCTTA. OcofeHHO B CIyyauTe Ha
CHBMECTHO IIpHIIaraHe HAa AMHHOIIHKO3HIHMU aHTHOMOTHIH, € HeoOXOJAHWM BHUMATENEH KOHTpod. B Te3m
Cy4al MaKCHMAaJTHaTa J03a H& BAHKOMHLMH TpaOBa aa 6b1e orpanuuena a0 S00 mg Ha Bce -

BankoMuLIME/aHEeCTEeTHLIH
HokmansaHo €, 4e HeCTOTATAa Ha HEXKEJAHH JSKAPCTBEHH peaKUHH [(KaTo XHIOTeH3



BankoMHIMH/MYCKYJTHHA pelaKCaHTH

Ax0o BaHKOMHIMH C€ [pHiara IO BpeMe HIM He3a0aBHO CJell XUpYprHdHa onepamus, e(exrsT
(MEepBHOMYCKYJIEH OIOK} OT €JIHOBPEMEHHOTO MPUJIOXKCHUTE MYCKYJAHH peakcanTn (HalpHMep
CYKIMHHIXOJIHH) MOYKe a ObAe NO-UHTEH3KUBEH WK Y IBIDKEH.

BHuMaHue:
Ilpy maimeHTH ¢ YpeBHM WH(EKIAH KITHHHYHO 3HAYMMO CEPYMHO HHBO MOXe Ja ObZic JOCTHIHATO CHINO
cliey] epOpaNHO NPUIIOKESHHE HA BAaHKOMHLIHH, 0c00¢HO ako Op0peyHaTa UM (yHKUHA € HapylleHa B TO3Y
MOMEHT. Torasa vexenanu peakuuy, nNoJ00HH Ha Te3H, HAOMOAABaHU Cile[l TAPEHTEPAIHO [IPHIIOKEHHE, Ca
BB3MOMKHH.

4.6. DeprHiIATET, OPEMENHOCT H KhPMEHE

HaMa AOCTATHYHO ONMT IIpH JCUECHUE ¢ BAHKOMHIHH MO BpeMe Ha OpeMeHHOCT H kbpMeHe. [lopann T0Ba,
BauxomuiH-MIP 500 mg TpsAbsa pa ce mpuwiara mo BpemMe Ha OPEeMEHHOCT W KBPMEHE CaMO Clienl
'BHUMATEIIHA [PELICHKA HAa CBOTHOLIEHHETO PUCK/TION34.

H3cnensanuaTa MpH )KMBOTHH HE ¢a IT0KA3aJIH JaHHH 33 BE3HHKBAHE HA MaJIPOPMAaLHHU.

BaskoMHIMH NpeMHHaBa B MalMMHOTO MIIAKO, MOpaJAM KoeTo TpsAdBa Ja C€ M3IOJ3Ba B NEpPHOAA Ha
KBEPMCHE, caMO ako Jpyrure aHTubuoTuuw ca Oumu 6e3 ycenex. Ilpy XbpMadeTo MOXe Ja HACTHIH
HapyILICHHE HA upeBHaTa Quiopa ¢ quapus, KONOHW3AHA ¢ FEOHYKH H CCHCHOBIM3aLMAL.

4.7. E¢exTH BLpXYy cnoco0EOCTTA 32 ModupaHe H paboTa ¢ MAINMHHA

BanxomMumea-MIP 500 mg umMe He OBIMABA HIM IOBIHMABA NPEHEOPESKHMO CIIOCODHOCTTA 3a MOQHpaHe
WK paboTa ¢ MallIyHH.

4.8. Hexenanu JeKapcTBEHM peaKnuu

Obobmenue Ha npodKia Ha He30IacHoCT

Haii-yecT0 cpemmanuTe HekelaHH peakiuuu ca ¢uebur, McepioaleprHyHH peakuHyd H 3a4epBiBaHe Ha
rOpHATA YacT Ha TAIOTO (CHHAPOM ,,YepBEH BpaT"), CBBP3aHO ¢ NIpekaJieHo Obp3a HHTpaBeHO3HA HHY3us Ha
BAHKOMHLIMH.

AGcop0OimaTa Ha BAHKOMHLKH IIpe3 CTOMAINHO-UYPEBHHA TPAKT € He3HauHTeNHa. Ho, IIpH TEXKKO BE3Ia/ICHHE
Ha YpepHATa JIUTABHIEA, O0CODEHO IPH NMaUMEeHTH ¢ 6BpOpeuHa HeOCTATHYHOCT, MOTAT A4 €€ NOABAT TaKHBa
HEXEJIAaRU peaKkliH, KaKBHTO C€ IIOABARAT MPH TapeHTepalHO HpuwiokeHHe. [lopagH ToBa ca BKIMOYCHH
CTIOMEHATHTE IO-JONY HEMKENAHH peaklMM H YeCTOTa MM, CBBP3aHU C TMAPEHTEPATHOTO IPHIOKEHHE Ha
BAHKOMMIIUH.

Korato BaHKOMHLHH Cce& Npuiara NapeHTepanHo, Hall-4ecTO CpellaHWTe HeXeJIaHH peakiiyd ca (nedwur,
IICEBI0ATIEPTHYHH PEaKLMH U 3a4epBABAHE HA FOPHATA HacT HA TUIOTO (,,Y4€PBEH BpaT ) NopaiH NPEeKalIeHO
6Bp3a MHTPABCHO3HZ HHOY3HA HA BAHKOMHMIIKH.

TabauveH cIHCHK HA HEXKENAHHTE PEAKIIHH
[lp¥ BCSKO TpymMpaHe MO YECTOTA HEXKETAHHMTE peaKilMM ca TPEACTABEHW B HU3XOAALL peld Ha TAXHaTa
CEPHO3HOCT.

Hesxenanvure peakuyu, H30poeHH NO-AO0NY, Ca ONpeledeHH Karg € H3MOJ3BaHa CJISHATA KOHBEHIMA 34
KaTerOpHH 110 YecToTa ¥ 0a3a TaHHM HA CHCTEMO-OpraHeHHH Kinacoee o MedDra:

MHoro uectH (= 1/10); yectn (& 1/100 go < 1/10); neuectu = 1/1,000 no < 1/100); peaxn (= 1/10,000 xo <
1/1,000); MuOrO peaxu (< 1/10,000), ¢ HemsBecTHAa dectoTa (OT HANHMYHMTE JAHHW He Moxe jaa Obae
HalpaBeHa OLEHKa). T




CHCTEMO-{JPI'EIHEH RJIAC

YecroTa

Hexeaanu peaknuu

Hapymennsa Ha KpbBTa A TEM$HATA CACTEMA

Penxu

OGpaThMa HeyTpONeH¥ S, arpaHyJIOLMTO3a, e03MHOdWIHS, TpoMOOLMTONCHUS,

IMAHIIATOICHHUA

Hapymenns Ha AMYHHATA CACTEMA

Penxu

PeakinH Ha CBPBbXYYBCTBHTCIIHOCT, aHENIlHJIaKTHI{HH pPEaKlIiy

Hapymenns Ha yX0TO B Ja0npuuTa

HedecTH

[IpexogHa wnm TpaiiHa 3aryda Ha ciyXa

Penxn

Bepturo, loyM B yLIdTe, 3aMaiBaHe

CobpaeyHn HapymeHus

M=uoro peaku

CopaeueH apect

Cb10BR HApYIIEHHASA

YecTn

[HonuxkeHHe HA APTEPHAITHOTO HAJIAT'aHC

Penkn

Backynut

PecnapaTropHd, rpLAHKE H MeJHACTHHAIHH HAPYIIeHHAS

Yecth

HucnHes, CTpUAOD

CroMamHO-9YpeBHH HAPYIIEHAS

Penku ['aneHe
MHoro peaxu [IcepmomMeMOpaHO3EH €HTEPOKOIIUAT
HewspectHO lloBprInane, AMapus

HﬂpylllEHHH Ha ROKATA H NOJKOAKHATA ThKaH

YecTu | 3auepBaBaHe HA TOPHATA YACT Ha TAIOTO (,,CHHAPOM Ha YEPBEHHA HOBEK™),
CK3aHTEM M BH3NAJICHUE Ha JIMraBUuLaTa, ChpOekK, YPTHKAPHA

MHoro peaku ExcdonuaTureH aepMaTHT, CHHIPOM Ha Stevens-Johnson, cunapoM Ha Lyell,
nuxeapHa IgA Gynosna aepmarosa

HewspecTHO Eo3uHopunua u cucremur cumnroM (DRESS cuagpom),
AGEP (ocTpara reHepanusipaHa eK3aHTEMATO3HA ITyCTYJI03a)

Hapymennsa na 0b0penuTe 1 NHKOYHATE DILTHNIA

YecTH Br6peyHa HEOCTATHEYHOCT, NPOSBABAIIA C& MPEIUMHO ¢ TIOBUILIEH CEPYMEH
KpeaTHHHH H ypes

Penxu HuTtepcTiimanes HedpHT, ocTpa 6BOpeuna HeOCTATEYHOCT

HeuseecTHO Ocrpa TyGynHa HeKpo3a

O0mu BapymeBEus H epeKTH HA MACTOTO HA IPRIOKEHHE

YecTH

(I)JIGGHT, 3aUCPBABAHEC HA OpHATA YaCT HA TAJIOTO H JIHUETO

Penxu

Tpecka, MpoBOKUpaHa OT JNEKAPCTBO, TperepeHe. bolika B rbPANTE U MYCKYJIHTE Ha

repba

eyl T
._---"n. ... -
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Onucanue Ha W30paHy HeXKEJTaHK JIEKAPCTBEHH peakliuy

O6patuma HeyTponeHHa 0OMKHOBCHO 3aI104Ba eJHA CeAMHUIIA WK NOBEYE CIIEH HAYaIOTO Ha
HHTpABSHOIHATA Tepanus wiy cnen odiia 103a Han 25 g.

MHTpaBeHO3HUAT BAHKOMHIIMH TpsA0Ba Ja ce BiuBa GapHo. [1o Bpeme MM HENOCpenCTBeHO cnex Obp3a
HH(Y3HA MOXKE Aa HACTRIIAT aHapRIaKTHIHH/aHADUIAKTOHAHA peakliK, BKTIOYALH W XpUIIOBe. 1€3H
peakiyuy OTIOYMABAT CJC] IpeKpaTsaBane Ha MHQYy3HsTa, 0OMKHOBEHO Mexay 20 MUHYTH H 2 yaca. Moxe na
HACTBITM HEKPO3a CIIE] HHTPaMyCKYJIHO HHXEKTHPaHE.

[1Iym B ymTe, BEpOSTHO NpeiuiecTsaly 3aryba Ha ciyxa, TpsOBa Aa ce CUMTa 3a [TOKa3aHye 3HaK 32
NPEeKpaTIBAHE Ha JICICHHUETO.

OTOTOKCHYHOCT ¢€ ¢HOOLIABA [TIaBHO NPH MALMEHTH, HA KOMTO € NPUIOKEHA BUCOKA /1034, HIIH XIPH TE3H Ha
CBIIBETCTBALIA TEPAIMA C APYTH OTOTOKCHYHH JIEKAPCTBEHM NPOAYKTH, HAIMP. AMUHOIVIMKO3HH HWIH KOUTO ¢4

C aHaMHe3a 3a HaMaJleH CIIyX WiH Op0pedHa AucQyHKIHA.

AKO ce 1o031pa Hand4uue Ha OynosHo 3a00nsBaHe, IeKapcTBOTO TpAOBa 1a OBAE PEyCTaHOBEHO H Ja Ce
HM3BBPIIH CTIEUHATH3NpaHa AepMaTONMOrHuHa OeHKa.

lleauarpuyHa NonyaalmAa
[IpodunsT Ha Ge30nacHOCT MpH Aelia H Bb3PaCTHH MALIMEHTH € KaTo Lo nogobeH. HedporoxcHurocTTa,
ONMCaHA NPH Jena, OOMKHOBEHO € CRBP3aHA ¢ APYrH He(POTOKCUYMHHA CPEACTBA, KATO AMHHOITHKO3H/H.

Cro0mmapaHe Ha NONO3MPAHH HEKEAAHH PeaKIIuH

CroDIIapaHeETO Ha MIOAO3UPAHH HEXKEJIaHH PEaKLMH CJISH paspelnasaHe 3a yrnorpeda Ha JICKapCTBEHUSA
NPOAYKT e BaKHO. ToBa Io3B0IIABa Aa MPOILIKH HAOMIOASHHETO HA ChOTHOUISHHETO TI0JI3a/PUCK 34
AeKapeTBeHUA NpoayKT. OT MEIHLMHCKHATE CISIHATHCTH C¢ H3UCKRA Ja ChoOUaBaT BCAKA [TORO3HPaHA
HEXXenaHa peakiys ype3 HaijioOHallHa CHCTEMA 3a crobIapane, M3sIHHTE/NHA areHIHA 10 JISKapCTBaTa, yil.

~HaMaH I'pyee” Ne 8, 1303 Codus . Ten.: +359 2 8903417, yebceaiiT: www.bda.bg.

4.9, Ilpepozmpane

Hpenymumnien WHTOKCHKALMH He ca H3BecTHH. IIpH ChueTaHHE HAa HAKOJKO PHCKOBU (akropa (HampuMmep
B CiTy4aH Ha Texko OBOpeYHO HapyllleHHMe) MOXE 1a ¢e€ JOCTHIHE A0 BHCOKH CEPYMHH HHUBA H OTO- H
HedpoTOKCHUHH edeKTH.

Meponpusarse B cioy4yas Ha Opeo3upaHe
¢ CnemdryeH aHTHAOT HE € H3BECTEH.

* Bpcokd cepyMHHM HMBa MOraT i@ ObAaT e(UKacHO pedylHpaHH d4pe3 XEeMOAWaji3a, H3IMOoJI3Balla
noymcyyigpoHorn MemOpanu HIM upes xXeMopunTpauud WIH  Xemonepdysus, H3MNOI3BallH
[OJTACYI(POHORA CMOJIA,

e B cmyuaii Ha mpeno3upaHe ce Hajlara CAMIITOMATHYHO JIeUeHHe, OCBEH MoJbpxkaHe Ha ObOpeuHaTa

yHKIA.

5. PAPMAKOJIOI'HMYHHA CBOMCTBA

3.1. PapmMakoAHHAMHYHHE CBOHCTBA

®apmakotrepanepruuna rpyna:; antHOworuid, ATC xom JO1XAOl (mapeHrepanHo npuIoXeHHe) H
AO7AAQ9 (nepopallHO NPUAOKEHHE )

MexaanssM Ha NeHCTBHE
BankOMHLUMH € TPHUMKIHYEH IVIHKONEMTHACH aHTHOHMOTHK, KOWTO HHXUOWpa cH

f
CTEHa IpH YYBCTBHTENHH OaKTEPHH Ype3 CBBLP3BAHEC ¢ BHCOK a(QHHHTET KBM
TePMHHATA HA [PEKypPCOPHHTE CHMHUIIA Ha KIeThYHaTa cTeHa. B pomem
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NPONYCKJIMBOCITA Ha OakrepHanHaTa kKieThb4Ha MembOpana M cuHTe3a Ha PHK. Jlexapcreoro mMa
OaKTSpHIHMAHO ACHCTBHE IPU AEJSHIUU C& MEKPOOPTaHHA3MH.

dapMaKOKHHETHYHO/(hapMaKOAHHAMUYHO B3aHMO/ICHCTBHE

BaHKOMHMIIHH T©OKa3Ba HE3aBHCHMAa OT KOHLEHTPal{MaTa aKTHBHOCT ¢ I[UIOIITa I[IOA KpHBaTa Ha
xoHUeHTpauusa/Bpeme (AUC), pasmeneHa Ha MHHWMAaNHaTa WHxuOuWpama xoHueHrpaius (MIC) Ha
TApreTHHA MHKPOOPTAHHIBM Ce SIBSBA ITBPBHYEH IIPOrHOCTHYEH IapaMeThp 3a eHKacHOCT. Bp3 ocHOBA Ha
in vitro NaHHEW, JAHHYW NPH XHBOTHH ¥ OrpaHMYCHH JaHHH nipH xopa ceotHomeHuero AUC/MIC, pasno Ha
400, e ompenenedo karo PK/PD Taprer 3a mocTuraHe Ha KIHHWMYHR e(hMKaCHOCT C BAHKOMHMIMH. 3a
[IOCTUTaHe Ha TO3W TapreT, korato MIC ca > 1,0 mg/l, ce M3uckea qo3upaHe B FTOPHHA JHANA30H H BUCOKH
Hal-HHCKH cepyMu# koHmeHTpaimu {15-20 mg/1) (Bx. Touka 4.2).

Mexanu3sbsM Ha pe3UCTeHTHOCT

[Ipunobirara pe3sMCTEHTHOCT KBbM IJIMKONENTHAH €& Hali-yecTa IpH EHTEpOKOKH H Ce OCHOBaBa Ha
NpHACOHBAHETO Ha PasNMMHH Van reHHH KOMIUIEKCH, koeTo mpoMens npuuenaure D-ananun-D-amanud 10
D-ananun-D makrar wia D-ananun-D cepun, kouto cnabo CBBp3BaT BaHKOMHLHH. B HAKOHM cTpaHH ce
HaOJII0AaBa NMOBHIIEHA pe3HCTEHTHOCT, INABHO Ha Enterococcus faecium.

Van reHure papko ce oTKpuBaT B Staphylococcus aureus, pd KOMTO TPOMEHMTE B CTPYKTypara Ha
KJIeTHYHATA CTEHa BOJAAT AC ,,CpeliHa” YyBCTBHTENIHOCT, KOATO HAW-4YECTO € pasHOPOJHA.

Cplo Taka Osxa NOKIAABEHM METHLWIMH-PE3UCTEHTHH cTadunokokoBH iamose (MRSA) ¢ Hamanena
YYBCTBHMTEJIHOCT KEM BaHKOMHUIIMH. HaManeHaTa YyBCTBUTENHOCT WIH PE3UCTEHTHOCT KEM BaHKOMULIHH Npu
Staphylococcus He € mobOpe pasbpana. Heobxonumu ca HIKONKO [EHETHYHH €JIEMEHTA H MHOXECTBO

MYTALHH.

Hsma KpbhcTOCaHa pPEe3MCTEHTHOCT MEXY BAHKOMHIIMH W Zpyrd aHTHOMOTHUM. Bee mak, € BB3MOXHA
YaCTHYHA KPBCTOCAHA PE3MCTEHTHOCT C DJIMKOMPOTEHAHHA aHTHOWOTHK teicoplanin. PassuTHeTo Ha
BTOPHUYHA PEIUCTEHTHOCT I10 BpEME Ha ‘TEPAITHS € PAAKO.

CHHEPTrU3EM

KoMGuHamusaTa 0T BAHKOMHIHH H aMHHOTJIMKO3HAEH aHTHOHOTHK HMa CHHEPTHTHYEH €(QeKT Cpeiry MHOIo
mwamoBe Staphylococcus aureus, HECHTEPOKOKOBa rpyna D-CTpenTOKOKH, SHTEPOKOKH YU CTPENTOKOKH OT
rpynara Viridans. KoMOMHanHaTa OT BAHKOMHIMH M IEQATOCHOPHH HMAa CHHEPrUTHUYEH e()eKT Cpeulry
HAKOH LamMoBe Staphylococcus epidermidis, pe3UCTEHTHH Ha OKCAlWIMH M KOMOHHALIMATA OT BAHKOMHITHH H
prdaMITHIIHH UMa cHHepruTHIeH eeKT cpemty Staphylococcus epidermidis u yaCTHYEH CHHEPTHYEH edeKT
Cpellly HAKOH IiamoBe Staphylococcus aureus. Thil KaTo BaHKOMHIIMH B KOMOHMHalHsA ¢ medanocrnopHH
MOXKE CBIONO Ja MMAa AHTArOHMCTHUYeH edeKT cpeuly HIKOM Wamobe Staphylococcus epidermidis, 1 B
koMOuHamMY ¢ pubaMnuiMH Cpellly HAKOW IMaMoBe Siaphylococcus aureus, NpeJABAPHTENHOTO TECTBAHE 32
CHHEPTM3BM € OT I10J134.

Tpabea na ce momyuar npobu 3a OakTepuaaHM KyaTypH, 3a Aa C€ H30NMpaT H HACHTHQHUMpaT
IPHYUHUTEIHTE H 14 CE OIPEJCIH TAXHATA YYBCTBHTEITHOCT KbM BAHKOMHULMH.

['paHHYHM TOYKH 33 TECTBAHE HA UYBCTBUTEIHOCTTA
BaukoMHIUH € aktuBed cpeimy IpaM-mojiokuTenHH Oaxtepuu. [ pam-oTpuuarenHure OakTepum ca
PE3UCTEHTHH.

[IpeobnagapaHeTo Ha NpuACOHTATA PE3UCTEHTHOCT MOXKE /12 BapHpa reorpa)CKe ¥ BEE BpeMeTo 3a H3bpaHu
BHAOBE H € JKellaTeHa JOKATHA HWH(OpMAIHA 338 PE3UCTEHTHOCTTA, OCOOSHO IIPH JIEKYBAHE HA TEXKKH
HHGpexmm. Korato mokanHoTo npeodnajaBaHe Ha pe3UCTEHTHOCTTA € TAKOBa, ue I0N13aTa OT JIEKApCTBOTO
NIOHE IIPH HAKOHM BHAOBEe HHQEKUMH € CHMHUTENHA, IPH HEOOXOAMMOCT TpabBa Nia C& THPCH CBEET OT
CIIELIAANUCT. et e

gl - .
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Crnoper EUCAST (European Committee on Antimicrobial Susceptibility testing ) ca onpeneneHu cieaHuTe

I'PpaHUYHH TOYHH.

Yyscereurtennn | PesncTeHTHH
Staphylococcus aureus' <2 mg/l > 2 mg/l
Coagulase-negative staphylococci < 4 mg/l >4 mg/l
Enterococcus spp. < 4 mg/l >4 mg/l
Streptococcus groups A, B, Cand G <2 mg/l >2 mg/l
Streptococcus pneumoniae < 2 mg/l > 2 mg/l
Gram positive anaerobes <2 mg/l > 2 mg/l

' S. aureus npu MIC cToHHOCTH Ha BaHKOMHIMH 2 mg/l ca Ha rpaHHMLATA HA PA3NpEIENCHHE Ha JUBHS THII

1 MOXKE /la HMa HapyIleH KIHHHYEH OTTOBOP.

O0MKHOBEHO SYBCTBHTE/IHH BHAOBE

I'paM-no3pTHBHH
Enierococcus faecalis
Staphylococcus aureus

MeTHInuH-pe3ucTeHTHH Staphylococcus aureus
Koarynaza-weratusau Staphylococci

Streptococcus spp.
Streptococcus pneumoniae
Enteroccocus spp.

Staphylococcus spp.

AHaepoOHH BHIOBE

Clostridium spp. except Clostridium innocuum
Eubacterium spp.

Peptostreptococcus spp.

Buaose, 3a KOUTO NpAAOHHTA PE3IHCTEHTROCT MosKe 12 € npobjem
Enterococcus faecium

BLTpenmHo pe3ucTenTHH
Benukn I'pam-HeraTHBHH OaKTepun

I'pamM-no3HTHBHE OaKTEepHH
Erysipelothrix rhusiopathiae
Heterofermentative Lactobacillus
Leuconostoc spp.

Pediococcus spp.

AnaepoOHu OaKTepHH

Clostridium innocuum

{
IlosiBaTa Ha PEIHCTCHTHOCT KbM BAHKOMHIIHH € Pa3jIMiHa B PA3JITHYHHUTC OOIHAUH | f

Hopaay TOBa TpiAOBa 1a ce YCTAHOBH KOHTAKT ¢ MECTHA MHKPOOHONIOrMUHA
naboparopus, 3a 1a e NOJYy4YH CHOTBETHATA MECTHA HH(pOPMALIHA.
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5.2. ®PapMaKOKHHETHIHH CBOHCTBA

Abcopbrua
BaHKOMHUIIMH Ce IpWara HHTPaBeHO3HO 34 JIEYSHHE Ha CUCTEMHH HHQEKIIMH.

Ilpu maumeHTH ¢ HOpManHa OBOpedHa (PYHKIHA, HHTPABEeHO3HATA HH(Y3UI Ha MHOTOKPATHM JO3H Mo 1g
BaHKOMHLIHH (15 mg/kg) B mpompmkenne Ha 60 MHHYTH, BOAM A0 NPHOJH3KTENHM CpeAHM ILIa3MEeHH
koHIeHTpammu 50-60 mg/l, 20-25 mg/l u 5-10 mg/l, choTReTHO 2 Yaca ¥ 11 yaca HEIIOCPEACTBEHO ClIEH
sapppuiBade Ha uudysuara. [lnasMeHuTe HUBA, NMONMYYEHHM cliell MHOTOKpaTHHM JIO3M, ca II0J00HH Ha Te3H,
MOCTHTHATH CJlel] eIMHHYHA 034,

BankomuusH 06HKHOBEHO He ce abcopbHpa B KpBBTa Cllesl NMepopaiHo mpunokenne. AbGcopbuma obage
MOXE JIa ce TIONYYH IpH HEPOPANTHO TIPHIIOKEHHE TIPH NAIWEHTH ¢ (TiceBoMeMOpaHO3eH) KOIHT. ToBa
MO2Ke J1a JOBE/IE 10 KyMYJIHUpaHe Ha BAHKOMHMLMH IIPH MALMEHTH ChC CHITBTCTBALIC OBOpeuHO yBpeKaaHe.

Pasnpenenenue

OfeMET Ha pasnpeneneHue e okojo 60 /1,73 m2 tenecHa moeepxHocT. [IpH cepyMHM KOHLIGHTpallHH Ha
BankoMuIuH ot 10 mg/l no 100 mg/l, cBBp3BaHeT0 Ha NEKAPCTBOTO € IUIA3MEHHTE NPOTCHHH €
npubmzutenso 30-55%, mzMepeno upes ynrpaduaTpalius. |

Banxomunmn audyHAWpa NeCHO Mpe3 IUIALCHTAaTa H C€ pasnpeliend B KPbBTA Ha mHOHara BpuB. llpH
HEBB3NAJIEeH MeHHHI'H, BAHKOMHIIAH NIpeMHHABA KPHBHO-MO3BYHATA Daprepa caMO B HHCKA CTEIIeH.

buorpanchopmalg

JlexapcTBOTO ce MeTadOoNM3Mpa MHOro Majiko, Clienl napeHTepaIHO [IPUIOKEHUE TOH ce €KCKpeTHpa I0YTH
HANBJIHO KATO MHKPOOHOMOTrHYHO aKTHBHO BELIeCTBO (NMpubmusurenHo 75-90% B pamkuTe Ha 24 yaca) ypes
ryioMepysHa (puITpauss npes 6sbpennre.

Enumunupane
ENHMHHALIMOHHHUIT TOXYXHBOT Ha BaHKOMHUMH ¢ 4 0 6 uyaca NpHM NallMeHTH ¢ HOpMaliHa OnbOpeuna

dbynxims 1 2,2-3 yaca npe aena. Ilnasmennst xmapeHC e okono 0.058 Vkg/h u OROpeYHHAT KWIHPBHC €
oxono 0,048 l/kg/h. Ilpes nepeure 24 yaca npubiauzurenno §0% OT npunokeHaTta 4038 BaHKOMHLHH C€
€KCKpeTHpa B ypUHATa 4Ype3 rioMepysiHa ¢unrpauuia. brOpeunata ZUCOYHKUHaA 3a0aBsi €KCKperpsaTa Ha
BAHKOMHLHH. IIpy MalMeHTHTe ¢ IPaKTHYESCKH Nuncsama Op0peuHa (PyHKIUA, CPEAHMAT MOIYXKHBOT € 7,5
A, IlopamM OTOTOKCHYHOCTTA HA TEpanMATa C BAHKOMHIIMH, B TE3H CIIyYaH ¢ MOKAa3aHO JONBJIHHTEIHO
NpocieasBaHe Ha MJIA3MEHUTe KOHLIEHTPaLMH.

BumapHata exckpellia € HesHauMTeNHa {I0-Manko ot 5% OT A03aTa).

Bonpeku, ye BAHKOMHLIMHET HE c& eTHMHHHpa e(dHKACHO Ype3 XeMOAHaIN3a MIH NepUTOHealHa IHAIH3A,
HMa cHOOMIEHH 3a MOBMINABAHE Ha KIIMPHHCA Ha BAHKOMHILIMH Ype3 XeMoiepdy3nus U XeMO(pHITpalHs. |

Cnen nmepopanno NPHIMKEHHE, cAMO YacT OT MPHJIOKEHATa 034 CE BB3CTAHOBSBA B ypHHata. QOpaTHO,
BHCOKM KOHIICHTpalldM HAa BAaHKOMMIMH ce€ HaMmMpaT BbE (ekammure (> 3100 mg/kg npu gosm ot 2 g
JTHEBHO ).

JIMHENHOCT/HeMHHEHHOCT
KoHueHTpaipisTa Ha BaHKOMULIMH OOHKHOBEHO HApPAcTBa TNPOMOPLMOHAIHO ¢ YBEIHYaBaHE Ha 03ara.
[InasMeHuTe KOHLEHTpalMH IIPH MHOTFOKPATHO IpHIOKeHHEe Ha Jo3aTa ca NoA0OHM Ha Te3dH Cleq
NPHNOKEHHE HA JWHHYHA 1034.
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XapaKTepHCTHKU B ONPENENICHH TPYITU

bvbpeuno yepeoxoane

BaHKOMHUMH Ce OYHCTBa [VIABHO upe3 MioMmepyinHa ¢mrrpaiud. [Ipn maumentd ¢ HapymeHa 6nb6pedna
QYHKIMA, TEPMHHATHUAT €JIMMHHALIMOHEH MOJY)KMBOT HA BAHKOMMIMH € YAB/DKEH W OOMMAT TeNeCeH
KIHUPBHC € HaManied. Crea ToBa ONTHMANHaTa ao3a Tpa0Ba Ja ce U3YHC/IH B ChOTBETCTBHE C IIPETIOPBKHTE 34
JO3HpaHe, NOCOYCHH B TOYKa 4.2, JI0o3UpoBKa M HAMHH HA [IPHIIOKEHHE,

Yepnoopobuo yepescoane
DapMakoKHHETHKATa Ha BAHKOMHITMH HE Ce IPOMEHS TIPH NAIMEeHTH ¢ YEPHOAPOOHO YBpEXKIaHe.

bpemennu sicenu
Moxe na ca HeoOXOAMMH 3HAUMTEJHO MOBHINEHM AO03M 3a MOCTHraHe HA TEpaneBTHYHH CEPyMHM

KOHLICHTpalluM Ipy OpeMerny xeHu (BX. Touka 4.6).

ITayuenmu ¢ HAOHOPMEHO ME2R0

Paznpenenesnero Ha BaHKOMHLMH MOXE Aa CC IPOMEHH HpH NAaLMEHTH ¢ HAHOPMEHO TErio Iopanu
yBellM4aBaHe Ha 00eMa Ha pasnpenesieHde, Ha Ob0peyHHs KIHPBHC H BE3MOKHH NPOMEHH B CBBP3BAHETO C
MJ1asMEeHATE NpoTeHHH. Ilpy Te3u cybnonynaliyd KOHUEHTPALMATA Ha BAHKOMHIIMH B CEpyMa € YCTaHOBEHO,
Y€ € M0-BHCOKA 0T OYAaKBAHATA TPH 3paBH Bb3PacTHH MEBXe (BX. Touka 4.2).

IlemaTpryHa monyJ 1AL
PK Ha BaHKOMHIIWH MOKa3Ba IKPOKA HHTEPHHAMBHAYAIHA BapHaOMIHOCT PH NMpeXKACBPEMEHHO POMACHH H

PONEHHTE HA TePMHH HOBOpoAcHH. [IpH HOBOpOJEHM, Cliell MHTPABEHO3HO NpUilokeHHe, obeMbT Ha
pa3npeaesiieHye Ha BaHKOMHLMH Baprpa Mexay 0,38 u 0,97 kg, mogobHO Ha CTOMHOCTHTE NPH BB3PACTHH,
JOKaTO KIMPBHCET Bapupa Mexay 0,63 u 1,4 ml/kg/min. ITony:xHBOTET Bapupa Mexry 3,5 u 10 yaca u ¢ no-
ABTEI OT TOZM IPM BB3PACTHH, KOETO 0Tpa3sBa OOMKHOBEHO MO-HHUCKHTE CTOMHOCTH Ha KIHPBHCA NpH
HOBOPOASHOTO.

Ilpy xBpMaueTa H LIO-TOJIEMH JAena o0eMBT Ha pasnpeacieHue Bapupa Mmexay 0,26-1,05 kg, mokato
KIHPBHCEHT Bapupa Mexay 0,33-1,87 ml/kg/min.

33. Illpeaknuunued JaHHH 32 0e30naCHOCT

a) OcTpa TOKCHYHOCT

LD50 (8 mg/ kg TeiecHO Tero):

HHTPABEHO3HO HHTPANEPHTOHEATHO NepopanHo
MHMIIIKA 489 >5000
TUTBX 319 2218
Ky4e 292
MOPCKO CBHHYE 737

Il1px0BeTe M MUIIKATE YMHPAT CIIE] JIETallHA 032 He3a0aBHO ciiell NPUIOKESHHETO OT TOKCHYHH edeKTH OT
CTpaHa Ha LIEHTpalHaTa HEepBHA CHCTEMA, a KyUYeTaTa HAKOJIKO JHH N0-KbCHO OT Ob0peuHa HeJOCTaTBYHOCT.

6) XpOHHYHA TOKCUYHOCT
IlpH msx0Be NoyvaBaiy nepopanHa QHeBHa Ao3a oT 375-3 000 mg/kg resxecHo Terno 35 AHU € YCTAaHOBEHA
PETHKYJIOLMTO3a H NUMdouuToneHHa npx no3a Haa 1500 mg/kg TemecHO TerNIo W HAMAISHO TErJI0. Ha
fanaka ¥ TuMyca NpH aoza vag 750 mg/kg TenecHo TeINno, B CpaBHeHNE C KOHTPOJHATA rpyna. Iipu Beyukn
JO30BH I'PYNH € HACTHIIMIA PeAYKIHMs Ha ODINHA MPOTEHH, HHBATA HA IMIOKO3a H XOIECTEPON B cepyMa H
XMCTOJIOTHYHM HAPYLIEHHS Ha eMHTeNa Ha TNTABHLATA Ha TIEKyMa. = R

HutpaeeHozna nosa ot 25 mg/kg TenecHo HUBO nipu Kydera, SO mg/kg TenecHo Terno N, KA
K Ha MHTpaMyCKypHO npunoxenne Ha 50 mg/kg TermecHoO Terno MpH KOTKH € HOBe S\ 2O
PEaKIHH Ha MACTOTO Ha HH(Y3HpaHe
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TTo-BucOKU J103W, WHTpaBeHO3HO OT 50 mg/kg TenecHO Teryio IpH KydeTa ¥ HHTPaNepHTOHEATHC OT
350 mg/kg TenecHO TEryo NpH IUIHX0BE ca NMPEeIM3IBUKAIH HE(PPOTOKCHYHOCT.

B) MyTareHeH H TYMOPOTEHEH [TOTSHIHAI

BaHKOMHLIMH € [MpoydYeH C€aMO YaCTHMYHO 34 MYyTareHHH o(ekTH. HanuyHuTe H3CIeABaHHA ca JaIH
HETAaTHBEH pPe3yJITar.

JIBIrOCPOYHH TYMOPOTEHHH NPOYYUBAHHAS [IPH SKHBOTHH HE Ca NIPOBEXIAHH.

r) PenpyayKTUBHA TOKCHYHOCT
[Tpu TepaTroreHH NMpoy4YBaHUA ILTBXOBE ¢a MOTyYIn nogeve otT 200 mg BaHKOMUUHH HA Kg TENECHO TeIN0 U

3aituy nosede ot 120 mg/kg Tenecho rerno. He ca 61nn HaGmogaBaHu TepaToreHHH e(eKTH.
He ca npoBeXAaHH IMepH- H MOCTHATATHHA M NIPOYYBAaHHA Ha (pepTHIIUTETA NIPHU XKUBOTHH.

6. ®PAPMAOEBTHYHH JAHHH

6.1, CuHcBbK HA IOMOMYHHTE BEeMECTBA

Hama

6.2. HechLBMeCcTAMOCTH
PazTBopHTE Ha BAHKOMMIIHH HMaT HHCKo pH HHBO, KOeTo MOXe Ja AoBcAe A0 XHMMYHA MM (pH3HYHA

HecTaOWJIHOCT ClieJ| cMecBaHe ¢ apyrH cyOcrannmy. Ilopaau ToBa BCeKH MapeHTepaieH pa3TBop TpiadBa aa
ce POBEPABA BA3YATHO 3a [IPSLIMITATATH HIH [IPOMEHEH LIBIT [Iped ynorpeoa. -

IomrbTHABAHE Ha pa3TBOpa € OWIo HaOMOoMaBaHO NPH CMECBAHE C Pa3TROPH HA CICHHHTE CyOCTAHIMH!
AMunopunuH, Gapburyparn, OcH3uNn NEHHIDUIMH, XJopaM(pEHHKON XWHAPOTCHCYKIMHAT, XJIOPTHA3HI
HatTpuli, JeKkcaMeTazoH-2]1-guxunporeHdochar AuHATpHil, XemapHH HATpHH, XUAPOKOpTH3OH 21-
XHAPOTEHCYKIHHAT, METHIIHIH HAaTpHi, HATpHeB XHJporeH KapOoHAaT, HHTPOQYPAHTHOH HATPHH,
HOBOOHMOLHH HATPHH, QECHUTOMH HATPHH, CyndhaaHazuH HATPUH HITH cyiadadypa3oll AHETAHOIAMHH.

CBRMECTUMOCT ¢ HHTPaBEeHO3HH PA3TBOPH
CraeaHuTe pa3TBOPH ca TIOTXOAAINM 34 NPUroTBAHE HA HHGY3HOHEH PA3TBOP:

- Bopa 3a uaxkexiun
- 35 % pasrBop Ha IIIOKO3a
- (DH3HONIOIMYEH pa3TBOP HA HATPHEB XIOPHA

PasTBOpHTE HA BAHKOMHIIMH TPAORA J1a C€ NpHIaraT OTACIHO, aKO XUMHYHATA H (GU3HYHATA CEEMECTHMOCT C
IPYTHTE Pa3TBOPH HE € I0Ka3aHa.

KombunupaHo jie4eHHe
B cayuaii Ha KOMOGHHHpPAHO JI€YEHME HA BaHKOMHLHH C JAPYrd aHTHOHOTHIM/XUMHOTEPANEeBTHIIH

JieKapeTBaTa TpaOBa [1a ce [IPUIaraT OTIeNHo.
6.3. Cpok Ba roaHocT

2 TOMUHH

Ilpn napeHTepanna ymorpeba TpabBa na ¢€ IpuiaraT IPSCHO MPUIOTBEHH pa3TBOPH, HeszabaBHO Ciien
pasTBapAHe, NOpaJHd PHUCKA OT MHKpoOHA MHKOHTAMMHAIMA MpH pasrBapsuero. Ilpu nepopanHa yorpeba
[PUrOTBCHHUTE Pa3TBOPH MOTAT JIa c€ ChXPaHABaT 0 96 uaca B XJ1aJWITHHK.

CTabHAHOCT Ha MPUIOTBEHUTE PARTBOPH:
XumMuyHaTa 1 ¢r3HYHaTa CTaOMIHOCT Ha NPHUTOTBEHHUTS ¢ BOXA 38 MHDKEKLIMHA pa3sTBO

chXpaHeHue Ha Temneprypa < 25 °C no 96 uaca.
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Ctabuinoct Ha OPHIOTBEHHUTE Pa3TBOPH 33 HHQY3IH4:

XuMuyHaTa H GH3MYHATa CTa0MIHOCT Ha MIPUTOTBEHATE PAa3TBOPH 32 HH(Y3HA ca JOKa3aHy PH ChXpaHeHHe
Ha TeMrepaTtypa 2-8 °C 10 96 yaca. OT MUKpOOHOIOTHYHA IJIe/IHa TOYKA IPHTOTBCHHUTE pasTBOPH TpAOBa 1a
C€ WU3MOI3BAT He3abaBHO. B mMpoTHBeH cirydai mpriaralyisaT pasTBOpa € HallblIHC OTrOBOPEH 32 YCIIOBHATA H
NepHo/ia Ha chXpaHeHye Ha pasTeopa. OOu4aiivo, chxpaneHHe npu TeMriepatypa 2-8 °C Moke Ja NMpoab/DKA
NoBeUe OT 24 yaca, caMo aKO pa3TBOpPET € OWI NPHroTBEH MpH KOHTPOJHMPAHH M BATHAHPAHHM aCElTHIHH
YCIIOBHMA.

6.4. Cnenumajnn ycloBHA 34 ChbXPAHEHHME
Ha ce cexpanapa o 25°C B KapTOHEHATa ONAKOBKA, 34 14 CE NPEIasH 0T CBETAHHA.
6.5. Bna u chabpKaHHe HA 0IAKOBKATA

®nakony (Ge3uBETHO CTHKIIO, XHAPOJHTHYHO YCToMuMB kiac I) cbe zamymanka (6poM-OyTHIOBa TyMa),
aJlyMMHHeBa 0OKATKa H 3aIIUTHA Karmavyka.

OnakoBku ¢ 1 wiH 5 ¢aakoHa.
He BCHYKH BHIOOBE ONAKOBKU Morar aa OpAaT IyCHATH B Ipogaxda.

6.6, Cpenmansy Npeana3sdm MEpPKH NpH H3XBLPJIAHE H padoTa

Hurmpagenozno npuiosicenue
ITpax®sT ce pa3TRaps M CJIen TOBA [IOJIVHEHUST KOHIEHTPAT TpsOBa /1a ce pa3peay npeau yaorTpeba.

IlIpucomeane na xkouyenmpam 3a un@y3us
Coappxannero Ha ¢uakoHa ce pasteaps B 10 ml crepunaa Boaa 3a HHKEKIHM.
Ennn ml ot mpurorBeHuns pasTeop chabpka 50 mg BaHKOMHLIMH.

HEHEOFH&HHE HQ pa3meopa 34 HH@EBHR

KoHueHTpathT 32 MHOY3HS MOXKE 3 Ce paspexaa ChC CTEPHAHA BOJAA 3a HIKEKUMH, 9 mg/ml nHaTpues
xopun wnk 50 mg/ml rmoxoza.

®naxon, ceaspsxai 500 mg BAHKOMMLMH: 3a MoayvaBaHe Ha 5 mg/ml pasTeop 3a nHpy3ua paspesere 10 mi
KOHLEHTpPAT 3a HHPY3HOHEH pazteop ¢ 90 ml ot pasTeopuTens .

KoHIteHTpaniaTa Ha BAHKOMMIIMH B pa3TROpa 3a MH(Y3us He TpgOBa a Haasuuaea 2,5-5 mg/mi.

Burwen 6ud na pasmsop 3a unghyzus

IIpenu npunoxkeHHWe pasTBOPHT TpAOBa Aa ce MPOBEPH BU3YAJHO 334 HAIHMYHE HAa YacTHMIH H NPOMEHH B
18eTa. PazTROpET TpAbBa Ia ce M3mon3ea ¢caMo ako € OUCTEp U He3 HaCTULY.

3a yCJIOBMATA HAa CHXPaHEHUE Ha pa3peacHUs JeKapCTBeH HPOAYKT BHKKTE ToUKa 6.3,

Hepopannug npunoscenve
3a undopMaia OTHOCHO IPHTOTEAHETO HA Pa3TBOPA, MOJIA, BIDKTE TOUKa 4.2,

Hsama cnenianiy H3HCKBaHME TIPH U3XBEPIISTHE,

7. IPATEXATEJ HA PASPEIIEHHUETO 3A YIIOTPEBA
MIP Pharma GmbH

Kirkeler Strasse 41
D-66440 Blieskastel-Niederwurzbach

I'epmarus
8. HOMEP HA PA3ZPEIIEHHUETO 3A YIIOTPEBA
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9. JATA HA HBPBO PA3SPEINTABAHE/MIOJHOBABAHE HA PAZPEHNIEHHMETO 3A
YIIOTPEBA

07.12.2006

10. JATA HA AKTYAJIM3NPAHE HA TEKCTA

12/2017
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